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PART A
RISK MANAGEMENT

1 Details of the application

This document describes the acceptable used conditions required for the registration of IMD-HER 387
OD in Poland, containing 250 g/L of 2,4-D (as 2,4-D 2EHE, 377 g/L) and 10 g/L of iodosulfuron-methyl-
sodium. This evaluation is required since the product is a new formulation and has not yet been author-
ised in Poland.

The risk assessment conclusions are based on the information, data and assessments provided in the Reg-
istration Report, Part B Sections 1-10 and Part C. The information, data and assessments provided in the
Registration Report, Parts B includes assessment of further data or information as required at national
registration by the EU review. It also includes assessment of data and information relating to JMD-HER
387 OD where that data has not been considered in the EU review. Otherwise, assessments for the safe
use of IMD-HER 387 OD have been made using endpoints agreed in the EU review of 2,4-D and iodosul-
furon-methyl-sodium.

This document describes the specific conditions of use and labelling required for Poland for the registra-
tion of IMD-HER 387 OD.

1.1 Application background
This application was submitted by Pestila Spotka z ograniczong odpowiedzialnoscia.
This is the application for registration plant protection product under working name of JMD-HER 387
OD according to Article 33 of Regulation 1107/2009. JMD-HER 387 OD is an oil dispersion (OD), con-
taining 250 g/L of 2,4-D (as 2,4-D 2EHE, 377 g/L) and 10 g/L of iodosulfuron-methyl-sodium to be used
as a herbicide to protect winter and spring cereals.

1.2 Letters of Access

Letters of Access is submitted. See Appendix 3.

1.3 Justification for submission of tests and studies

Title

Report number
Author Year | Source Justification for submitting
GLP
Published

Section 1: ldentity
Section 2: Physical and chemical properties,

Section 4: Further information

Ciach J. 2021 | JMD-HER 387 OD. Determination of physicochemical | Regarding Commission Regu-
properties of preparation in an COEX bottle. lation (EU) No. 284/2013 of 1
Stage 1: Determination of physicochemical properties of initial | of March 2013 it was assess
preparation. that in case when the new
Report No 002/DPL/2021 recipe of the generic plant
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Pestila Spotka z ograniczong odpowiedzialno$cig.
GLP: Yes
Published: No
Buczkowski D. 2021 | JMD-HER 387 OD Determination of explosive properties
Report No BW-06/21
Lukasiewicz Research Network — Institute of Industrial Organic
Chemistry
GLP: Yes
Published: No
Flasinska P. 2021 | JMD-HER 387 OD Determination of flash point, auto-ignition
temperature and oxidizing properties.
Report No BC-11/21
Lukasiewicz Research Network — Institute of Industrial Organic
Chemistry
GLP: Yes
Published: No
Ciach J. 2021 | JMD-HER 387 OD. Determination of physicochemical
properties of preparation in an COEX bottle.
Stage 1: Determination of physicochemical properties of initial
preparation.
Stage 3: Determination of physicochemical properties of
preparation stored at temperature 40+£2°C for 8 weeks.
Report No 002/DPL/2021
Pestila Spotka z ograniczong odpowiedzialnoscig.
GLP: Yes
Published: No
Ciach J. 2022 | JMD-HER 387 OD. Determination of the surface tension and
viscosity of the preparation in a COEX bottle.
Report No 001/DPL/2022
Pestila Spotka z ograniczong odpowiedzialnoscia.
GLP: Yes
Published: No
Ciach J. 2021 | JMD-HER 387 OD. Determination of active substrances content
of preparation in an COEX bottle.
Stage 1: Determination of active substrances content of initial
preparation.
Stage 2: Determination of physicochemical properties of the
preparation stored at temperature 0+2°C for 7 days.
Stage 3: Determination of active substrances content of
preparation stored at temperature 40+£2°C for 8 weeks.
Report No 001/DPL/2021
Pestila Spotka z ograniczong odpowiedzialnoscia.
GLP: Yes
Published: No
Ciach J. 2021 | JMD-HER 387 OD. Determination of active substrances content
of preparation in an COEX bottle.
Stage 1: Determination of active substrances content of initial
preparation.
Stage 2: Determination of physicochemical properties of the
preparation stored at temperature 0+£2°C for 7 days.
Report No 001/DPL/2021
Pestila Spotka z ograniczong odpowiedzialnoscia.
GLP: Yes
Published: No
Woloszynowska 2021 | JMD-HER 387 OD Determination of physicochemical
M. properties.
Report No BA-05/21
Lukasiewicz Research Network — Institute of Industrial Organic
Chemistry
GLP: Yes
Published: No
Pstus J. 2022 | Analysis of IMD-HER 387 OD before and after ageing tests to
determine content of dioxins and furans.
Report No K733/JP
Selvita Services Sp. z 0.0.
GLP: Yes
Published: No

protection product is developed
it is necessary to generate
physical and chemical proper-
ties in order to check if it ful-
fils FAO specification, is safe,
stable etc. The range of studies
performed for JMD-HER 387
OD are those recommended for
OD formulation.




JMD-HER 387 OD
Part A - National Assessment

Applicant version

Page 7 /124
Template for chemical PPP
Version 1, December 2022

Ciach J. 2023 | JMD-HER 387 OD. Determination of physicochemical
properties of preparation in an COEX bottle.
Stage 5: Determination of physicochemical properties of the
preparation stored at temperature 20+2°C for 2 years.
Report No 002/DPL/2021
Pestila Spotka z ograniczona odpowiedzialnoscia
GLP: Yes
Published: No
Ciach J. 2023 | JMD-HER 387 OD. Determination of active substrances content

of preparation in an COEX hottle.

Stage 5: Determination of an active substance content in a
preparation

stored at temperature 20+2°C for 2 years.

Report No 001/DPL/2021

Pestila Spotka z ograniczong odpowiedzialno$cig.

GLP: Yes

Published: No

Section 3: Efficacy

Data and Information

Glowacki G.

2020

Determination of efficacy of JIMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-01

GEP: Yes

Published: No

Glowacki G.

2020

Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-02

GEP: Yes

Published: No

Gtowacki G.

2020

Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland,;

Report No.: S20-03776-03

GEP: Yes

Published: No

Gtowacki G.

2020

Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland,;

Report No.: S20-03776-04

GEP: Yes

Published: No

Gtowacki G.

2020

Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-05

GEP: Yes

Published: No

Gtowacki G.

2020

Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland,;

Report No.: S20-03776-06

GEP: Yes

Published: No

Gtowacki G.

2020

Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-07

In accordance with the re-
quirements of Commission
Regulation (EU) No. 284/2013
of 1%t of March 2013 “The data
supplied must be sufficient to
permit an evaluation of the
plant protection product to be
made.” Recipe for the JMD-
HER 387 OD was developed in
Pestila Spotka z ograniczong
odpowiedzialnoécig so it was
necessary to confirm efficacy
and selectivity.
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GEP: Yes
Published: No
Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;
Report No.: S20-03776-08

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-09

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-10

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-11

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-12

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of efficacy of JIMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-13

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-14

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-15

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-16

GEP: Yes

Published: No
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Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in

spring 2020 against mono- and broadleaved weeds in cereals.

Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;
Report No.: S20-03776-17

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-18

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in winter
wheat. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-01

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in winter
wheat. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-02

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in winter
wheat. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-03

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in winter
wheat. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-04

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in spring
wheat. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-05

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in spring
wheat. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-06

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in spring
wheat. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-07

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in spring
wheat. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland,;
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Report No.: S20-03828-08
GEP: Yes
Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in winter
wheat. Germany 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-09

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in winter
wheat. Germany 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-10

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in winter
wheat. Germany 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-12

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in winter
barley. Germany 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-14

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in winter
barley. Germany 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-15

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in winter
barley. Germany 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-16

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in winter
wheat. Czech Republic 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-17

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in winter
wheat. Czech Republic 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-18

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2021 against mono- and broadleaved weeds in winter
barley. Czech Republic 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-19

GEP: Yes

Published: No




JMD-HER 387 OD Page 11 /124

Part A - National Assessment Template for chemical PPP
Applicant version Version 1, December 2022
Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in

spring 2021 against mono- and broadleaved weeds in winter
barley. Czech Republic 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03828-20

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Romania. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-19

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Romania. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-20

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Romania. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-21

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Romania. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-22

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in
spring 2020 against mono- and broadleaved weeds in cereals.
Romania. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03776-23

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once
in spring 2021 against mono- and broadleaved weeds in winter
wheat. Bulgaria 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03828-21

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once
in spring 2021 against mono- and broadleaved weeds in winter
wheat. Bulgaria 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03828-22

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once
in spring 2021 against mono- and broadleaved weeds in winter
wheat. Bulgaria 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03828-23

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once
in spring 2021 against mono- and broadleaved weeds in winter
wheat. Bulgaria 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;
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Report No.: S21-03828-24
GEP: Yes
Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once
in spring 2021 against mono- and broadleaved weeds in winter
wheat. Hungary 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03828-25

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once
in spring 2021 against mono- and broadleaved weeds in winter
wheat. Hungary 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03828-26

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once
in spring 2021 against mono- and broadleaved weeds in winter
wheat. Hungary 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03828-27

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once
in spring 2021 against mono- and broadleaved weeds in winter
wheat. Hungary 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03828-28

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Poland. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03778-01

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Poland. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03778-02

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Poland. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03778-03

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Poland. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03778-04

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Poland. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03778-05

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Poland. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03778-06

GEP: Yes

Published: No
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Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once

in spring 2020 in cereals. Poland. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;
Report No.: S20-03778-09

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Poland. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03778-10

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Poland. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03778-11

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Poland. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03778-12

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Poland. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03778-13

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Poland. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03778-14

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Poland. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03778-15

GEP: Yes

Published: No

Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Poland. 2020.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S20-03778-16

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once
in Spring 2021 in winter wheat. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03829-01

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once
in Spring 2021 in winter wheat. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03829-02

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once
in Spring 2021 in winter wheat. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03829-03

GEP: Yes

Published: No
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Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once

in Spring 2021 in winter triticale.

Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;
Report No.: S21-03829-04

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once
in Spring 2021 in winter triticale.

Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: $21-03829-05

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once
in Spring 2021 in winter rye. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03829-09

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once
in Spring 2021 in winter rye. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03829-10

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once
in Spring 2021 in spring wheat. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03829-11

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once
in Spring 2021 in spring wheat. Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03829-12

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once
in Spring 2021 in spring triticale.

Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03829-13

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of selectivity of JMD-HER 387 OD applied once
in Spring 2021 in spring triticale.

Poland 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03829-14

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once
in Spring 2021 in winter wheat.

Germany 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03829-18

GEP: Yes

Published: No

Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once
in Spring 2021 in winter wheat.

Germany 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03829-19

GEP: Yes

Published: No
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Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once
in Spring 2021 in winter wheat.
Czech Republic 2021.
Eurofins Agroscience Services Sp. z 0.0., Poland;
Report No.: $21-03829-22
GEP: Yes
Published: No
Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Romania. 2020.
Eurofins Agroscience Services Sp. z 0.0., Poland;
Report No.: 20-03778-21
GEP: Yes
Published: No
Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once
in spring 2020 in cereals. Romania. 2020.
Eurofins Agroscience Services Sp. z 0.0., Poland;
Report No.: 20-03778-22
GEP: Yes
Published: No
Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD
applied once in Spring 2021 in winter wheat. Bulgaria 2021.
Eurofins Agroscience Services Sp. z 0.0., Poland;
Report No.: S21-03829-24
GEP: Yes
Published: No
Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD
applied once in Spring 2021 in winter wheat. Romania 2021.
Eurofins Agroscience Services Sp. z 0.0., Poland;
Report No.: S21-03829-25
GEP: Yes
Published: No
Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD
applied once in Spring 2021 in winter wheat. Romania 2021.
Eurofins Agroscience Services Sp. z 0.0., Poland;
Report No.: S21-03829-26
GEP: Yes
Published: No
Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD
applied once in Spring 2021 in winter wheat. Romania 2021.
Eurofins Agroscience Services Sp. z 0.0., Poland;
Report No.: S21-03829-27
GEP: Yes
Published: No
Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD
applied once in Spring 2021 in winter wheat. Hungary 2021.
Eurofins Agroscience Services Sp. z 0.0., Poland,;
Report No.: S21-03829-28
GEP: Yes
Published: No
Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD

applied once in Spring 2021 in winter wheat. Hungary 2021.
Eurofins Agroscience Services Sp. z 0.0., Poland,;

Report No.: S21-03829-29

GEP: Yes

Published: No

Section 5: Analytical Meth

ods

Ciach J.

2021

JMD-HER 387 OD. Determination of active substrances content
of preparation in an COEX bottle.

Stage 1: Determination of active substrances content of initial
preparation.

Stage 2: Determination of physicochemical properties of the
preparation stored at temperature 0+2°C for 7 days.

Stage 3: Determination of active substrances content of
preparation stored at temperature 40+2°C for 8 weeks.

Report No 001/DPL/2021

Pestila Spotka z ograniczong odpowiedzialnoscia.

Regarding Regulation
284/2013 of 1% of March 2013
it was assess that in case when
the new recipe of the generic
plant protection product is
developed it is necessary to
generate analytical methods for
determination of active
substances and relevant
impurities in the formulation in
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GLP: Yes
Published: No

Wotoszynowska 2021

M.

Determination of physicochemical properties.

Report No BA-05/21

FLukasiewicz Research Network — Institute of Industrial Organic
Chemistry

GLP: Yes

Published: No

Pstus J. 2020

GC method for determination of dioxins and furans in JMD-
HER 387 OD.

Report No RVM/2022/48

Selvita Services Sp. z 0.0.

GLP: No

Published: No

Wiodarczyk M. 2021

Validation of analytical method for the determination of active
substances of the test item JMD-HER 387 OD in 50% sucrose
solution

Study code: 0005/0099/FA

SORBOLAB Research Laboratory LLC

GLP: Yes

Published: No

Wriodarczyk M. 2021

Validation of analytical method for the determination of active
substances in aqueous solution of the test item JMD-HER 387
oD

Study code: 0005/0102/FA

SORBOLAB Research Laboratory LLC

GLP: Yes

Published: No

order to check if it fulfils FAO
specification, is safe, stable etc.

Section 6: Mammalian Toxicology

2023

IN VITRO percutaneous dermal absorption study of 2,4-D
2-EHE, formulated as JMD-HER 387 OD through human
skin

Study code: AG-G1341

Eurofins Advinus Agrosciences Services India Private
Limited

GLP: Yes

Published: No

In  accordance  with  the
requirements of Commission
Regulation (EU) No. 284/2013
of 1% of March 2013 testing of
the plant protection product
shall be necessary where its
toxicity cannot be predicted on
the basis of data on the active
substance.

Section 8: Environmental Fate

Tabor E 2022

JMD-HER 387 OD Calculation of predicted environmental
concentrations of 2,4-D and iodosulfuron-methyl-sodium in
groundwater using the FOCUS groundwater scenarios (PEARL,
PELMO, MACRO)

Company Report No: EST/17/2022

Source: ESTICON Sp. z 0.0., Poland

GLP: No

Published: No

Tabor E 2022

JMD-HER 387 OD Calculation of Predicted Environmental
Concentrations of 2,4-D and iodosulfuron-methyl-sodium in
surface water using the FOCUS scenarios (Steps 1, 2, 3 and 4)
Company Report No: EST/18/2022

Source: ESTICON Sp. z 0.0., Poland

GLP: No

Published: No

Modelling of PECgw and PECsw
according to EU and national
requirements is always required.

Section 9: Ecotoxicology

Lz

Measurement of median lethal dose as a rapid indication of
contaminant toxicity to fish

Environmental Toxicology and Chemistry, Vol. 3, pp. 243-254,
1984

GLP: No

Published: Yes

1989

Kiihn, R. et al.

Results of the harmful effects of selected water pollutants (ani-

In accordance with the require-
ments of Commission Regulation
(EU) No. 284/2013 of 1% of
March 2013 testing of the plant
protection product shall be neces-
sary where its toxicity cannot be
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lines, phenols, aliphatic compounds) to Daphnia magna
Wat. Res. Vol. 23, No. 4, pp. 495-499, 1989

GLP: No

Published: Yes

Czarnecka M

2021

JMD-HER 387 OD Daphnia magna, Acute Immobilisation Test
Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study code: W-02-21

GLP: Yes

Published: No

Czarnecka M

2021

JMD-HER 387 OD Chironomus sp., Acute Immobilisation Test
Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study code: W-01-21

GLP: Yes

Published: No

Cowgill, U. et al.

1989

Toxicity of nine benchmark chemicals to Skeletonema costatum,
a marine diatom

Environmenlal Toxicology and Chemisrry, Vol. 8, pp. 451-455,
1989

GLP: No

Published: Yes

Czarnecka M

2022

JMD-HER 387 OD Raphidocelis subcapitata SAG 61.81
(formerly Pseudokirchneriella subcapitata), Growth inhibition
test

Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study Code: W-03-21

GLP: Yes

Published: No

Czarnecka M

2021

JMD-HER 387 OD Lemna gibba, Growth Inhibition Test
Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study Code: W-04-21

GLP: Yes

Published: No

Turek-Lipka T

2021

JMD-HER 387 OD Water-sediment Myriophyllum spicatum
toxicity test

Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study Code: W-05-21

GLP: Yes

Published: No

Meler, A

2021

Honeybees, Acute Oral Toxicity Test of the test item JMD-HER
387 OD according to OECD Guideline 213

SORBBOLAB Research Laboratory LLC, Poznan, Poland
Study Code: 0005/0097/E

GLP: Yes

Published: No

Orzechowska U

2021

Bumblebee, Acute Oral Toxicity Test of the test item IMD-HER
387 0D

according to OECD guideline 247

SORBBOLAB Research Laboratory LLC, Poznan, Poland
Study Code: 0005/0101/E

GLP: Yes

Published: No

Meler, A

2021

Honeybees, Acute Contact Toxicity Test of the test item JMD-
HER 387 OD according to OECD Guideline 214

SORBBOLAB Research Laboratory LLC, Poznan, Poland
Study code: 0005/0098/E

GLP: Yes

Published: No

predicted on the basis of data on
the active substance.
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Orzechowska U 2021 | Bumblebee, Acute Contact Toxicity Test of the test item JMD-
HER 387 OD according to OECD guideline 246

SORBBOLAB Research Laboratory LLC, Poznan, Poland
Study code: 0005/0104/E

GLP: Yes

Published: No

Orzechowska U 2021 | Honey bee, chronic oral toxicity test of the test item JMD-HER
387 OD according to OECD 245 Guideline

SORBBOLAB Research Laboratory LLC, Poznan, Poland
Study code: 0005/0100/E

GLP: Yes

Published: No

Orzechowska U 2021 | Honey Bee Larval Toxicity Test following Repeated Exposure to
the test item JMD-HER 387 OD according to OECD GD 239
ENV/IM/MONO(2016)34

SORBBOLAB Research Laboratory LLC, Poznan, Poland
Study code: 0005/0103/E

GLP: Yes

Published: No

Knapik M 2021 | An extended laboratory test for evaluating the effects of JIMD-
HER 387 OD on the parasitic wasp, Aphidius rhopalosiphi (De
Stefani-Perez);

Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study Code: B-41-21

GLP: Yes

Published: No

Knapik M 2021 | An extended laboratory test for evaluating the effects of JIMD-
HER 387 OD on the predatory mite, Typhlodromus pyri (Sch.);
Institute of Industrial Organic Chemistry, Branch Pszczyna,

Poland
Study Code: B-40-2
GLP: Yes
Published: No

Knapik M 2021 | Amendment No. 1 to the Final Report An extended laboratory
test for evaluating the effects of IMD-HER 387 OD on the pred-
atory mite,

Typhlodromus pyri (Sch.).

Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study Code: B-40-2

GLP: Yes

Published: No

Knapik M 2021 | An extended laboratory test for evaluating effects of IMD-HER
387 OD on the ladybird beetle, Coccinella septempunctata (L.)
Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study code: B-39-21

GLP: Yes

Published: No

Mautino G 2023 | Effects of JMD-HER 387 OD (2,4-D-2EH +
iodosulfuronmethylsodi-um) on the rove beetle Aleochara
bilineata — extended laboratory test

SAGEA Centro di Saggio s.r.l.

Study code: 1185.H.SAG22/r

GLP: Yes

Published: No

Arendarczyk A 2021 | JMD-HER 387 OD Earthworm reproduction test (Eisenia
andrei)

Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study code: G-03-21

GLP: Yes

Published: No

Gierbuszewska A | 2021 | JMD-HER 387 OD Collembolan (Folsomia candida)
Reproduction Test
Institute of Industrial Organic Chemistry, Branch Pszczyna,
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Poland

Study code: G-04-21
GLP: Yes
Published: No

Gierbuszewska A | 2021 | Predatory mite (Hypoaspis (Geolaelaps) aculeifer) reproduction
test in soil

Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study code: G-05-21

GLP: Yes

Published: No

Pieczka P 2021 | JMD-HER 387 OD Soil Microorganisms:  Nitrogen
Transformation Test

Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study code: G-06-21

GLP: Yes

Published: No

Pieczka P 2021 | JMD-HER 387 OD Terrestrial Plant Test: Seedling Emergence
and Seedling Growth Test

Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study code: G-08-21

GLP: Yes

Published: No

Arendarczyk A 2021 | JMD-HER 387 OD Terrestrial Plant Test: Vegetative Vigour
Test

Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study code: G-07-21

GLP: Yes

Published: No

1.4 Data protection claims

Data protection is claimed in accordance with Article 59 of Regulation (EC) No. 1107/2009 as provided
for in the list of references in Appendix 4.

2 Details of the authorization decision
2.1 Product identity

Product code JMD-HER 387 OD

Product name in MS Will be provided on the label.

Authorization number Not applicable.

Function Herbicide.

Applicant Pestila Spotka z ograniczong odpowiedzialnos$cig

Active substances 2,4-D, 250 g/L (as 2,4-D 2EHE, 377 g/L)

(incl. content) iodosulfuron-methyl-sodium, 10 g/L

Formulation type Oil dispersion [OD]

Packaging bottles (HDPE/PA (COEX), fHDPE): 0.25L, 0.5L, 1L
cannisters (HDPE/PA (COEX), fHDPE): 5L, 10L, 20L
drums (HDPE/PA (COEX), fHDPE): 220L
containers (HDPE/PA (COEX): 1000L
professional
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Coformulants of concern for Not applicable.

national authorizations

Restrictions related to identiy Not applicable.

Mandatory tank mixtures Not applicable.

Recommended tank mixtures Not applicable.

2.2 Conclusion

The evaluation of the application for product Jockey 387 OD (product code: IMD-HER 387 OD) result-
ed in the decision to grant the authorization, in line to GAP table and label project.

Physical and chemical properties: Shelf-life: 2 years.
Efficacy: IMD-HER 387 OD can be granted in line to accepted GAP table.

Mammalian toxicology:

Classification of JIMD-HER 387 OD according to the toxicological propertiess is: H302, H318, H317.No
risk for operator when is equipped with work wear (arms, body and legs covered) and protective gloves
during mixing/loading and during application.No health risk for the worker assuming the workwear
(arms, body and legs covered) is used. The exposure of bystander and resident (children and adult) to
2,4-D and iodosulfuron-methyl-sodium contained in the formulation JIMD-HER 387 OD causes no risk
to human health if the product is used in accordance with the intended uses listed in the GAP Table.

From toxicology point of view:

The composition of the assessed product JIMD-HER 387 OD has been verified in terms of Regulation
2023/574 of March 2023 and no neutral ingredients prohibited in plant protection products have been
identified according in Annex |11 to Regulation (EC) No 1107/2009.

Metabolism and Residues

Proposed uses are accepted.

Comment:

In the case of the stability of iodosulfuron-methyl, the Applicant refers to the data contained in the Atlan-
tis 12 OD Registration Report. The data protection of Atlantis 12 OD should be confirmed by the compe-
tent authorlty at natlonal IeveI before reglstratlon

eempleted—befemmgﬁraﬂm%ppendeel—w@?—and—B%}—The Ilst was completed

Ecotoxicology: Proposed uses are accepted in line to accepted GAP table.

Conclusion for Poland:

Aquatic organisms

In case of Poland, it can be concluded that Jockey 387 OD used at the max. rate of 1 L/ha to protect
cereals according to proposed GAP does not pose unacceptable risk to aquatic organisms under condition
that 5m vegetated buffer strip is applied.

Non-target plants

1. To protect non-target plants respect an unsprayed buffer zone of 10m to non-agricultural land or apply
5m an unsprayed buffer zone to non-agricultural land With#8¥50'94 drift reduction nozzles.

It was also verified whether the co-formulants contained in plant protection product Jockey 387 OD are
listed in Annex 111 to Regulation (EC) No 1107/2009 and/or could be considered unacceptable based on
the criteria indicated in the Annex to the Commission Implementing Regulation (EU) 2023/574 of 13
March 2023.
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Based on the currently available MSDSs and other information provided by applicant or manufacturer of
co-formulant, the product Jockey 387 OD does not contain any unacceptable co-formulant/ingredient
listed in the Commission Regulation (EU) 2021/383 amending Annex Il to Regulation (EC) No
1107/20009.

According to the current knowledge and available information none of the co-formulants in the plant
protection product Jockey 387 OD meets the Annex to Regulation (EU) 2023/574 criteria for identifica-
tion of co-formulants that are unacceptable for inclusion in a plant protection products. Taking this into
account, none of the co-formulants/ingredients in this product is considered to be a candidate for inclu-
sion in Annex Il of Regulation (EU) 1107/2009.

Detailed assessment of co-formulants according to Article 3 of Regulation (EU)2023/574 can be found
in dRR Part C and annex to Part C of this submission (section 1.2.2).

2.3 Substances of concern for national monitoring

There are no substances of concern for national monitoring.

2.4 Classification and labelling

2.4.1 Classification and labelling under Regulation (EC) No 1272/2008

The following classification is proposed in accordance with Regulation (EC) No 1272/2008:

Hazard class(es), categories: Acute Tox. 4, H302

Eye Dam. 1, H318

Skin Sens. 1, H317
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

The following labelling information is derived from the classification and to be mentioned in the safety
data sheet. The information which is determined for the label is formatted bold:

Hazard pictograms:

GHS05 GHS07  GHS09

Signal word: Danger

Hazard statement(s): H302 - Harmful if swallowed.

H318 - Causes serious eye damage.

H317 - May cause an allergic skin reaction.

H400 - Very toxic to aquatic life.

H410 - Very toxic to aquatic life with long lasting effects.

Precautionary statement(s): P264 - Wash hands thoroughly after handling.

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

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

P301+P312 - IF SWALLOWED: Call a POISON CENTER or doctor if you
feel unwell.

P302+P352 - IF ON SKIN: Wash with plenty of water with soap.
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P305+P351+P338 - IF IN EYES: Rinse cautiously with water for several
minutes. Remove contact lenses, if present and easy to do. Continue rinsing.
P310 - Immediately call a POISON CENTER or doctor.

P333+P313 - If skin irritation or rash occurs: Get medical advice or
attention.

P362+P364 - Take off contaminated clothing and wash it before reuse.

P391 - Collect spillage

Additional labelling phrases: SPe3 - To protect aquatic organisms respect an unsprayed vegetated buffer

zone of 5m to surface water bodies.

SPe3 To protect non-target plants respect an unsprayed buffer zone of 10m
to non-agricultural land or apply 5m an unsprayed buffer zone to non-
agricultural land [NiREZSEB0% drift reduction nozzles.

Special rule for labelling of plant protection product (PPP):

EUHA401

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

Further labelling statements under Regulation (EC) No 1272/2008:

EUH208

See Part C for justifications of the classification and labelling proposals.

2.4.1 Standard phrases under Regulation (EU) No 547/2011

SP1 Do not contaminate water with the product or its container (Do not clean application
equipment near surface water/Avoid contamination via drains from farmyards and roads).

SPe3 To protect aquatic organisms respect an unsprayed vegetated buffer zone of 5m to surface
water bodies.

SPe3 To protect non-target plants respect an unsprayed buffer zone of 10m to non-agricultural
land or apply 5m an unsprayed buffer zone to non-agricultural land [NiRIZSERS0% drift
reduction nozzles.

2.4.2 Other phrases (according to Article 65 (3) of the Regulation (EU) No
1107/2009)

- After the application of product, place warning boards in visible places around the field: "
No unauthorized access to the area treated with plant protection products ". The boards
should remain until the plants are harvested.

- During spraying, a protection zone of at least 2-3 m away from residential
buildings/habitats and bystanders should be used.

2.5 Risk management
2.5.1 Restrictions linked to the PPP

The authorization of the PPP is linked to the following conditions (mandatory labelling):

Operator protection:
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- Work wear (arms, body and legs covered) and protective gloves during mixing/loading and
during application.

Worker protection:

- Workwear (arms, body and legs covered) and protective gloves.

Integrated pest management (IPM)/sustainable use:

Environmental protection

SP1 Do not contaminate water with the product or its container (Do not clean application
equipment near surface water/Avoid contamination via drains from farmyards and roads).

SPe3 To protect aquatic organisms respect an unsprayed vegetated buffer zone of 5m to surface
water bodies.

SPe3 To protect non-target plants respect an unsprayed buffer zone of 10m to non-agricultural
land or apply 5m an unsprayed buffer zone to non-agricultural land [NilRIZSIIS0% drift
reduction nozzles.

Other specific restrictions

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

- After the application of product, place warning boards in visible places around the field: "
No unauthorized access to the area treated with plant protection products ". The boards
should remain until the plants are harvested.

- During spraying, a protection zone of at least 2-3 m away from residential
buildings/habitats and bystanders should be used.

The authorization of the PPP is linked to the following conditions (voluntary labelling):

Integrated pest management (IPM)/sustainable use:

2.5.2 Specific restrictions linked to the intended uses

Some of the authorised uses are linked to the following conditions in addition to those listed under point
2.5.1 (mandatory labelling):

Integrated pest management (IPM)/sustainable use: Relevant for use no.
Environmental protection: Relevant for use no.
SP1 Do not contaminate water with the product or its container (Do not |1, 2

clean application equipment near surface water/Avoid
contamination via drains from farmyards and roads).

SPe3 To protect aquatic organisms respect an unsprayed vegetated 1,2
buffer zone of 5m to surface water bodies.

SPe3 To protect non-target plants respect an unsprayed buffer zone of | 1, 2
10m to non-agricultural land or apply 5m an unsprayed buffer
zone to non-agricultural land [WiREESEB0 drift reduction nozzles.
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2.6

Intended uses (only NATIONAL GAP)

GAP rev. 1, date: 2022-12-05

PPP (product name/code): JMD-HER 387 OD Formulation type: OD @h)
Active substance 1: 2,4-D Conc. of as 1: 377g/LO
Active substance 2: lodosulfuron-methyl-sodium Conc. of as 2: 10g/L ©
Safener: n.a. Conc. of safener: n.a.©
Synergist: n.a. Conc. of synergist: n.a.©
Applicant: Pestila Spotka z ograniczong odpowiedzialno$cig Professional use: =
Zone(s): Central Zone @ Non professional use: [ ]
Verified by MS: no
Field of use: Herbicide
1 2 3 4 5 6 7 | 8 | o 10 11 12 13 14
Use- | Member Crop and/ F, Pests or Group of pests controlled Application Application rate PHI Remarks:
No. | state(s) | orsituation | Fn, (days)
* Fnp | (additionally: developmental stages of the pest or | Method / | Timing / Max. Min. interval | kg or L g or kg as/ha Water e.g. g safener/
(crop destination | G, est grou Kind Growth stage | number between product / ha L/ha synergist per ha,
pest group
/ purpose of Gn, of crop & a) per use |applications |a) max. rate |a)max. rate per other dose rate
crop) Gnp season b) per (days) per appl. appl. min / max expression, dose
or crop/ b) max. total | b) max. total rate range (min-max)
| ** season rate per per crop/season
crop/season
1 |Poland wlgg eratv F ‘gee‘ést ol o to Section B0 and broadcast | BBCH 23-31 | a) 1 N/A a)llUha  |a)377g24-Dand |200-300 |N/A Recommended
i , or details please refer to Section BO an ; . ; .
Wit ?{t_ | B3) p spraying | spring, post | b) 1 b) 1 L/ha 109 |odosu_lfuron- dose:
Inter triticale emergence methyl-sodium 0.8-1.0 L/ha
b) 377 g 2,4-D and
10 g iodosulfuron-
methyl-sodium
2 |Poland gpring V‘{h,eatlv F "]Yee?js ol o to Section B0 and g3 | PrO2cast| BBCH 2331 (a)1 N/A a)llha  |a)377g24-Dand |200-300 |N/A Recommended
pring triticale (for details please refer to Section BO an ) spraying Spring, post | b) 1 b) 1 L/ha 10g iodosu_lfuron- dose:
emergence methyl-sodium 0.8—1.0 L/ha
b) 377 g 2,4-D and
10 g iodosulfuron-
methyl-sodium
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3  |Bulgaria | Winterwheat |F | weeds broadeast | BBCH23-31 | a)1 NA a)il/ha  |a)377g24-Dand (200300 |N/A | Recommended
SPRYIRG | Springpost | b)1 bydtha 10-g-iodosutfuron- dose:
emergence Frethyl-sodium 08 101/ha
methyl-sodium accepted-weed
sensitivity should be
decided-on-cMS
Jevel:
Remarks (@ e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) d) Select relevant
table (b)  Catalogue of pesticide formulation types and international coding system CropL.ife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 given in column 1
(c) gl/kgorg/l (f)  No authorization possible for uses where the line is highlighted in grey, Use should be crossed
out when the notifier no longer supports this use.
Remarks 1 Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
columns: 2 Use official codes/nomenclatures of EU Member States Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of ap-
3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use plication
situation should be described (e.g. fumigation of a structure) 8 The maximum number of application possible under practical conditions of use must be provided.
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9 Minimum interval (in days) between applications of the same product
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse 10  For specific uses other specifications might be possible, e.g.: g/m? in case of fumigation of empty
use, Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11 The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product / ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 12 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
application must be named. mentioned under “application: method/kind”.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13 PHI - minimum pre-harvest interval
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - 14 Remarks may include: Extent of use/economic importance/restrictions

type of equipment used must be indicated.
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3 Background of authorization decision and risk management

3.1 Physical and chemical properties (Part B, Section 2)

All studies have been performed in accordance with the current requirements and the results are deemed
to be acceptable. The appearance of the product is that of white to beige liquid, with a specific odour. It
is not explosive, has no oxidizing properties. The product is not flammable. It has a self-ignition tempera-
ture of 370°C. In aqueous solution, it has a pH value around 7.4 at 20°C. There is no effect of low and
high temperature on the stability of the formulation, since after 7 days at 0°C and 8 weeks at 40°C, nei-
ther the active ingredient content nor the technical properties were changed. The stability data indicate a
shelf life of at least 2 years at ambient temperature when stored in HDPE/PA (COEX).

Its technical characteristics are acceptable for an OD formulation.
Based on 2-years storage stability study shelf life is: 2 years.
The intended concentration of use is 0.33% to 0.5%.

No tank-mixing recommended.

3.2 Efficacy (Part B, Section 3)

3.3 Efficacy data

Preliminary studies: Preliminary range-finding tests were not submitted by the Applicant. The active
substances of Jockey 387 OD (product code: IMD-HER 387 OD) — iodosulfuron-methyl-sodium and 2,4-
D EHE, are registered and have been commonly used in agricultural practice for many years. So, many
efficacy trials are available to evaluate the effectiveness of products containing those active compounds.
Preliminary tests were not necessary in this case in the opinion of Evaluator.

In Poland this formulation is not registered yet. Applicant did not submitted justification to combine both
active ingredients in Jockey 387 OD. However, in the opinion of ZRMs such justification in this case is
not required. Expecially in case that the presented efficacy trials, of these two compounds (iodosulfuron
methyl-sodium and 2,4-D EHE) demonstarted the activity against studied weeds in cereals (winter and
spring). Jockey 387 OD demonstarted at least comparable control or even higher to the standard reference
products used during trials (ex. Hoester super, Husar OD, Huzar active plus or Sekator Plus). Therefore,
in the opinion of ZRMs the inclusion of proposed amount of iodosulfuron methyl-sodium (10 g/L) and
2,4-D EHE (377 g/L) in the formulation of Jockey 387 OD are fully justified.

2,4-D is generally formulated as an amine salt or an ester, each of which have their own advantages and
tradeoffs. Generally, ester formulations are considered more efficacious, but more likely to drift off tar-
get, while amine salts are considered less efficacious but more stable.

Some general differences in amine and ester formulations include the following [Nelson et al. 2018]:

* Esters are absorbed more quickly than amines on broadleaf weeds and are more efficient under certain
environmental conditions and for the control of certain plant species.

» Amine formulations of 2,4-D are essentially non-volatile, and pose less potential for vapor movement
following application.

* Esters are absorbed more quickly by plants and therefore are less likely to be washed away by rain.
» Amines are often thought of as being less phytotoxic to crops than ester formulations, however, this is

26



JMD-HER 387 OD Page 27 /124
Part A - National Assessment Template for chemical PPP
Applicant version Version 1, December 2022

not accurate for all crops and all situations.

In Jockey 387 OD 2,4-D is used idosulfuron methyl sodium (10 g/L) and 2,4-D EHE (377 g/L). Such
a composition has a very good effectiveness against cereal weeds, as shown in the following section.

Minimum effective dose (MED): To provide information to establish the minimum effective dose, some
of the trials conducted to demonstrate efficacy should include at least two lower dose(s) than recommend-
ed dose. However, in the appropriate research of efficacy were tested differ doses and to register was
chosen the lowest effective, which is in accordance with EPPO 1/225 (2).

Jockey 387 OD (product code: IMD-HER 387 OD) containing iodosulfuron methyl sodium (10 g/L) and
2,4-D EHE (377 g/L) was tested at a range of dose rates, but to demonstrate minimum effective dose rate,
the control obtained with Jockey 387 OD applied at different dose rates was evaluated in 36 eff. trials
carried out on winter cereals and 13 eff. trials performed on spring cereals. Trials on winter cereals were
conducted in three EPPO zones: Maritime 10 trials (DE-6, CZ-4), N-E EPPO zone 13 trials (PL) and S-E
EPPO zone 13 trials (RO-5, BG-4, HU-4). Spring cereals were studied only in one EPPO zone — N-E in
PL.

Following cerelas were studied during trials:

— winter cereals (36 trials): wheat — 28 trials (DE-3, CZ-2, PL-10, RO-5, BG-4 and RO-4), triticale -1
trial (PL), barley — 6 trials (PL-1, DE-3, CZ-2), rye — 1 trial (PL).

— spring cereals (13 trials): wheat — 10 trials (PL), triticale -1 trial (PL), barley — 1 trial (PL) and oat -
1 trial (PL).

Applicant would like to register Jockey 387 OD in PL and BG. So, in the opinion of Evaluator — results
are presented correctly. For Poland trials are valid from N-E EPPO zone and neighbouring countries from
other zone (ex. DE, CZ). So, they can be presented together in tables. For BG —valid trials are from S-E
EPPO zone, so they were correctly presented separately by Applicant.

Trials submitted by Applicant are sufficient for Poland for MED dose for PL for winter and spring cereals
and for BG for winter cereals.

The applicant has proposed doses of Jockey 387 OD (product code: IMD-HER 387 OD) that reflect those
of currently authorised iodosulfuron methyl-sodium and 2,4-D EHE OD products across the EU.

Following weed species were studied during trials:

— winter cereals:

v" assessment for PL (trials from PL, DE and CZ): APESV (10), BRSNW (1), CAPBP (9), CENCY (5),
DESSO (1), GALAP (13), GERMO (1), GERPU (1), LAMAM (6), LAMPU (9), MATCH (4),
MATIN (12), PAPRH (12), POLCO (2), SINAR (1), STEME (12), THLAR (8), VERAR (1),
VERHE (7), VERPE (12) and VIOAR (16).

To determine the minimum effective dose for the control of weeds in winter cereals by Jockey 387 OD,
the Applicant presented data from 23 field trials. Jockey 387 OD was tested at three different doses: 0,6
L/ha (60% of the target dose rate), 0,8 L/ha (80% of the target dose rate) and 1,0 L/ha (full target rate). A
clear dose response was observed for studied weeds. In the opinion of ZRMs also dose 0,8 L/ha should be
recommended as an effective for use in the case of lower infestation the field by weeds.

v" assessment for BG (trials from BG, RO and HU): ANTAR (2), APESV (2), CAPBP (5), CHEAL (1),
CIRAR (1), CNSOR (2), CONAR (3), GALAP (6), LAMAM (2), LAMPU (5), PAPRH (6), SINAR
(2), STEME (2), VERHE (5), VERPE (4), VIOAR (1) and XANST (2).

To determine the minimum effective dose for the control of weeds in winter cereals by Jockey 387 OD,
the Applicant presented data from 13 field trials. Jockey 387 OD was tested at three different doses: 0.6
L/ha (60% of the target dose rate); 0,8 L/ha (80% of the target dose) and 1,0 L/ha (full target dose). A
clear dose response was observed during trials. In the opinion of ZRM also dose 0.8 L/ha should be rec-
ommended as an effective for use in the case of lower infestation the field by weeds.

— spring cereals:
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v" assessment for PL (trials from PL): AMARE (1), APESV (4), BRSNW (3), CAPBP (4), CENCY (1),
CHEAL (13), CIRAR (1), GALAP (4), GASPA (1), GERPU (3), LAMAM (3), LAMPU (2), MATIN
(6), PAPRH (4), POLAV (2), POLCO (4), SINAR (1), STEME (6), THLAR (2), VERHE (1),
VERPE (3) and VIOAR (8).

v Assessment for BG: lack of trials carried out on spring cereals in Maritime EPPO zone. Also, use on
spring cereals is not included in GAP table. So, spring cereals can be registered only in PL (N-E
EPPO zone).

To determine the minimum effective dose for the control of weeds in spring cereals by Jockey 387 OD,
the Applicant presented data from 13 field trials. Jockey 387 OD was tested at three different doses: 0,6
L/ha (60% of the target dose rate), 0,8 L/ha (80% of the target dose rate) and 1,0 L/ha (full target rate). A
clear dose response was observed for studied weeds. In the opinion of ZRMs also dose 0,8 L/ha should be
recommended as an effective for use in the case of lower infestation the field by weeds.

Summary: On the basis on the submitted trials (49) for Jockey 387 OD against weeds on winter and
spring cereals is recommended to use a dose of 0.8 L/ha (in the case of lower infestation) and 1.0
L/ha.

Efficacy: All details about efficacy methodology used during efficacy trials are presented above by Ap-
plicant. Submitted reports from field trials (49 in total: 13 trials carried out on spring cereals and 36 on
winter cerelas) include a detailed data on soil and field conditions, agro-technological procedures, fore-
crop as well as meteorological conditions and technical details of the spraying etc.

Applicant properly presented efficacy results. As, Applicant wish to register Jockey 387 OD in PL (N-E
EPPO zone) and BG (S-E EPPO zone) — results were presented separately for S-E EPPO zone and to-
gether for N-E and DE and CZ (from Maritime EPPO zone) as a valid for the Polish assessment.

Only trials with greater than 4-5 weeds/m? or over 2% ground cover should be taken for assessment. Ac-
cording to EPPO PP 1/226 at least 6 fully supportive results for major weeds and 2 trials for minor weeds
should be required. Therefore, based on knowledge of major/minor status of weeds in each country,
weeds with insufficient results should be excluded. Considering comparable results in all zones, it is rec-
ommended to take into account results from all zones to get more reliable set of data. The results should
be adjusted to known efficacy from long term use of iodosulfuron-methyl-sodium and 2,4-D EHE stand-
ard products by cMS. Therefore, the sufficiency of results should be considered on the national level
based on importance of weed in their country. Also, concerned Member States will need to consider the
relevance of the submitted formulation comparability data in relation to the current authorized uses for the
reference product in their own Member State. The evaluation was conducted in accordance with Uniform
Principles.

In Poland, no PPP with iodosulfuron methyl-sodium and 2,4-D EHE is registered. Jockey 387 OD will be
the first on the Polish market in this formulation and composition. So, acording to Polish rules for major
weeds — at least 6 trials are required and for minor weeds — at least 3 weeds.

Submitted efficacy trials are correctly performed according to appropriate EPPO standards. Two growing
seasons were studied for winter and spring cereals (2020 and 2021).

cMS should determine the sensitivity of the accepted weed species in accordance with their applicable
internal regulations. For Poland the classification of weed sensitivity differ to SANCO. Accepted weed
species for Poland (N-E EPPO zone) should be presented to following scale of sensitivity: S (susceptible)
> 85%; MS (moderately susceptible) 70-85%; MT (moderately tolerant) 60-70%; T (tolerant) < 60%.

Applicant submitted trials carried out in 2020 and 2021. Those studies were carried out by testing unit
mandated to conduct research in the field of efficacy of plant protection products by the Chief Inspector
of Plant Health and Seed Inspection and are officially GEP recognized. Appropriate window application,
number of applications and water volume was studied during those trials.

The cite of the original registrant’s data on iodosulfuron-methyl-sodium and 2,4-D EHE now out of pro-
tection in support of those recommendations on the draft label that are not adequately supported. Such
extrapolations should be considered by individual member states on a national level based on current
registration, data protection and experience with similar iodosulfuron-methyl-sodium and 2,4-D EHE
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products. The spectrum of weeds should be checked with label claims on these reference products.
ASSESSMENT FOR POLAND ON THE BASIS ON RESULTS FROM DE, CZ AND PL.:

Applicant submitted in total 36 efficacy trials valid for Poland: 13 trials were performed on spring cereals
and 23 trials on winter cereals.

Following cerelas were studed during trials:

— winter cereals (23 trials): wheat — 15 trials (DE-3, CZ-2, PL-10), triticale -1 trial (PL), barley — 6
trials (PL-1, DE-3, CZ-2), rye — 1 trial (PL).

— spring cereals (13 trials): wheat — 10 trials (PL), triticale -1 trial (PL), barley — 1 trial (PL) and oat -
1 trial (PL).

In the opinion of ZRMs number of trials for winter and spring cereals is accepted. On the basis on submit-
ted efficacy trials and possibility of extrapolation between winter cereals (from winter wheat to winter
triticale, winter barley, winter rye) and spring cereals (from spring wheat to sping triticale, spring barley
and oat) all uses propsed in GAP — can be accepted. Expecially, when Applicant submitted sufficient
number of selectivity trials for extrapolation performed on winter wheat (20), winter triticale (5) and win-
ter rye (5) and for spring cereals: wheat (16) and trticale (5). Only, lack of selelctivity trials were present-
ed for oat, winter barley and spring barley. So extrapolation from spring cereals to those crops is not pos-
sible according to Polish rules. But, Applicant, properly — not included oat, winter barley and spring bar-
ley in GAP table. So, all winter cereals included in GAP table can be accepted.

Below, ZRMs presented the assessment for accepted weed species in Polish label;

—winter cereals (weeds from all studied winter cereals were assessed together):

APESV — major weed — 10 trials (so, number of trials is sufficient) — average level of infestation: 8.0
(min 5, max 15.8) was at the acceptable level in all trials. Trials were carried out on winter wheat (PL-7),
winter triticale (PL-1), rye (PL-1) and winter barley (DE-1). It can be concluded that Jockey 387 OD
moderately efficiency control APESV at dose 0.8 L/ha (82.6%0) and effectively the 1.0 L/ha (90.8%b).
Results were comparable to st. ref. product Huzar Active Plus and characterized by betted efficiency than
Hoester Super.

CAPBP — minor weed — 9 trials (so, number of trials is sufficient) — average level of infestation: 8.4 (min
5, max 11.9) was at the acceptable level in all trials. Trials were carried out on winter wheat (PL-4, DE-
2), winter triticale (PL-1) and winter barley (DE-2). It can be concluded that Jockey 387 OD efficiency
control CAPBP at dose 0.8 L/ha (90.7%) and 1.0 L/ha (94.4%). Results were comparable to st. ref.
product Huzar Active Plus, Huzar OD and Hoester Super.

CENCY — major weed — 5 trials (so, number of trials is not acceptable). Due to insufficient number of
trials, this weed should be excluded from GAP table and label project. At least 6 valid trials are re-
quired.

GALAP — major weed — 13 trials (so, number of trials is sufficient) — average level of infestation: 6.9
(min 2.5, max 10.8) was at the acceptable level in all trials (in the exception of one trial: E-WW-PL-2021-
S21-03802804). This trial was excluded from the assessment. Valid trials were carried out on winter
wheat (PL-5, DE-1, CZ-2), winter barley (DE-1, PL-1, CZ-1) and rye (PL-1). It can be concluded that
Jockey 387 OD efficiency control GALAP at dose 1.0 L/ha and moderately efficiency at dose 0.8
L/ha. Results were comparable to st. ref. product Huzar Active Plus, Huzar OD and Secator Plus and
were characterized by better efficienct than and Hoester Super.

LAMAM — minor weed — 6 trials (so, number of trials is sufficient) — average level of infestation: 6.1
(min 5, max 9) was at the acceptable level in all trials. Trials were carried out on winter wheat (PL-4),
winter rye (PL-1) and winter barley (PL-1). It can be concluded that Jockey 387 OD moderately effi-
ciency control LAMAM at dose 0.8 L/ha (75.7%) and efficiency at dose 1.0 L/ha (89.0%). Results
were comparable to st. ref. product Huzar Active Plus.

LAMPU — minor weed — 9 trials (so, number of trials is sufficient) — average level of infestation: 6.5
(min 4, max 10.3) was at the acceptable level in all trials. Trials were carried out on winter wheat (PL-6,
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DE-2) and winter barley (CZ-1). It can be concluded that Jockey 387 OD efficiency control LAMPU
at dose 0.8 L/ha (87.4%) and dose 1.0 L/ha (90.7%). Results were comparable to st. ref. product Huzar
Active Plus, Huzar OD and Sekator Plus.

MATCH — minor weed — 4 trials (so, number of trials is sufficient) — average level of infestation: 17 (min
6.8, max 30.8) was at the acceptable level in all trials. Trials were carried out on winter wheat (DE-2) and
winter barley (DE-2). It can be concluded that Jockey 387 OD efficiency control MATCH at dose 0.8
L/ha (96.0%) and dose 1.0 L/ha (98.3%). Results were comparable to st. ref. product Huzar OD and
Hoester Super.

MATIN — major weed — 12 trials (so, number of trials is sufficient) — average level of infestation: 5.9
(min 3, max 10) was at the acceptable level in all trials (in the exception of one trial: E-WB-CZ-
2021_S21_0382820). This trial was excluded from the assessment. Valid trials were carried out on winter
wheat (PL-5, CZ-2), winter triricale (PL-1), winter rye (PL-1) and winter barley (PL-1, CZ-1). It can be
concluded that Jockey 387 OD efficiency control MATIN at dose 0.8 L/ha and dose 1.0 L/ha. Results
were comparable to st. ref. product Huzar Active Plus, Hoester Super and Sekator Plus.

PAPRH - major weed in winter wheat, winter barley and winter triticale, in other winter cereals — minor
weed- 12 trials (so, number of trials is sufficient) — average level of infestation: 11.6 (min 5, max 42.5)
was at the acceptable level in all trials. Trials were carried out on winter wheat (PL-7, DE-2, CZ-1) and
winter barley (DE-2). It can be concluded that Jockey 387 OD moderately efficiency control PAPRH
at dose 0.8 L/ha (84.4%) and efficiency at dose 1.0 L/ha (87.7%). Results were comparable to st. ref.
product Huzar Active Plus, Sekator Plus, Huzar OD and were characterized by better efficiency than
Hoester Super.

STEME - minor weed — 12 trials (so, number of trials is sufficient) — average level of infestation: 8 (min
5, max 12) was at the acceptable level in all trials. Trials were carried out on winter wheat (PL-8, DE-1),
winter triticale (PL-1), winter rye (PL-1) and winter barley (DE-1). It can be concluded that Jockey 387
OD efficiency control STEME at dose 0.8 L/ha (87.0%) and efficiency at dose 1.0 L/ha (93.7%).
Results were comparable to st. ref. product Huzar Active Plus, Huzar OD and Hoester Super.

THLAR - minor weed — 8 trials (so, number of trials is sufficient) — average level of infestation: 6.9 (min
5, max 9.3) was at the acceptable level in all trials. Trials were carried out on winter wheat (PL-6), winter
triticale (PL-1), winter rye (PL-1). It can be concluded that Jockey 387 OD moderately efficiency con-
trol THLAR at dose 0.8 L/ha (83.8%) and efficiency at dose 1.0 L/ha (90.1%). Results were compa-
rable to st. ref. product Huzar Active Plus.

VERHE - minor weed — 7 trials (so, number of trials is sufficient) — average level of infestation: 8.2 (min
5, max 17.5) was at the acceptable level in all trials. Trials were carried out on winter wheat (PL-4, DE-
1), winter triticale (PL-1), winter barley (DE-1). It can be concluded that Jockey 387 OD moderately
tolerant control VERHE at dose 0.8 L/ha (69.7%) and moderately efficiency at dose 1.0 L/ha
(78.1%0). Results were comparable to st. ref. product Huzar Active Plus, Huzar OD and were character-
ized by better efficiency than Hoester Super.

VERPE - minor weed — 12 trials (so, number of trials is sufficient) — average level of infestation: 7.8
(min 2, max 17.5) was at the acceptable level in all trials (in the exception of one trial: E-WB-CZ-2021-
S21-0382820). This trial was excluded from the assessment. Valid trials were carried out on winter wheat
(PL-5, CZ-1), winter rye (PL-1), winter barley (PL-1, DE-1, CZ-2). It can be concluded that Jockey 387
OD moderately efficiency control VERPE at dose 0.8 L/ha and efficiency at dose 1.0 L/ha. Results
were comparable to st. ref. product Huzar Active Plus, Huzar OD, Sekator Plus and were characterized by
better efficiency than Hoester Super.

VIOAR — major weed in winter wheat and minor in other winter cereals — 16 trials (so, number of trials is
sufficient) — average level of infestation: 13.5 (min 5, max 46.5) was at the acceptable level in all trials.
Trials were carried out on winter wheat (PL-7, DE-3, CZ-1), winter triticale (PL-1), winter rye (PL-1) and
winter barley (DE-2, CZ-1). It can be concluded that Jockey 387 OD moderately efficiency control
VIOAR at dose 0.8 L/ha (73.0%) and dose 1.0 L/ha (81.0%). Results were comparable to st. ref. prod-
uct Huzar Active Plus, Huzar OD and were characterized by better efficiency than Hoester Super.

Following weed species should be excluded from GAP table and label project: BRSNN, DESSO, GER-
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MO, GERPU, SINAR — only represented by 1 trial and POLCO and CENCY for which not enough num-
ber of trials were presented due to their importance.

—spring cereals (weeds from all studied winter cereals were assessed together):

APESV — major weed — 4 trials (so, number of trials is not sufficient) — Due to insufficient number of
trials, this weed should be excluded from GAP table and label project. At least 6 valid trials are re-
quired.

BRSNN — minor weed — 3 trials (so, number of trials is sufficient) — average level of infestation: 8.4 (min
5, max 15) was at the acceptable level in all trials. Trials were carried out on spring wheat (1PL), spring
barley (PL-1) and oat (PL-1). It can be concluded that Jockey 387 OD efficiency control BRSNN at
dose 0.8 L/ha (93.4%0) and 1.0 L/ha (96.7%). Results were comparable to st. ref. product Huzar Active
Plus.

CAPBP — minor weed — 4 trials (so, number of trials is sufficient) — average level of infestation: 5.9 (min
5, max 7) was at the acceptable level in all trials. Trials were carried out on spring wheat (4PL). It can be
concluded that Jockey 387 OD efficiency control CAPBP at dose 0.8 L/ha (94.0%) and 1.0 L/ha
(97.8%0). Results were comparable to st. ref. product Huzar Active Plus.

CHEAL — major weed — 13 trials (so, number of trials is sufficient) — average level of infestation: 9.79
(min 5.5, max 14.8) was at the acceptable level in all trials. Trials were carried out on spring wheat (PL-
10), spring triticale (PL-1), oat (PL-1) and spring barley (PL-1). It can be concluded that Jockey 387
OD efficiency control CHEAL at dose 0.8 L/ha (92.3%) and 1.0 L/ha (97.7%). Results were compa-
rable to st. ref. product Huzar Active Plus.

GALAP — minor weed — 4 trials (so, number of trials is sufficient) — average level of infestation: 7 (min
5, max 9) was at the acceptable level in all trials. Trials were carried out on spring wheat (4PL). It can be
concluded that Jockey 387 OD efficiency control GALAP at dose 0.8 L/ha (91.3%) and 1.0 L/ha
(98.3%0). Results were comparable to st. ref. product Huzar Active Plus.

GERPU — minor weed — 3 trials (so, number of trials is sufficient) — average level of infestation: 6 (min
6, max 6) was at the acceptable level in all trials. Trials were carried out on spring wheat (3PL) and oat
(1PL). It can be concluded that Jockey 387 OD moderately efficiency control GERPU at dose 0.8
L/ha (79.3%) and efficiency control at dose 1.0 L/ha (88.3%). Results were comparable to st. ref.
product Huzar Active Plus.

LAMAM — minor weed — 3 trials (so, number of trials is sufficient) — average level of infestation: 8 (min
5, max 13) was at the acceptable level in all trials. Trials were carried out on spring wheat (2PL) and
spring barley (1PL). It can be concluded that Jockey 387 OD efficiency control LAMAM at dose 0.8
L/ha and 1.0 L/ha. Results were comparable to st. ref. product Huzar Active Plus.

MATIN — minor weed — 6 trials (so, number of trials is sufficient) — average level of infestation: 5.8 (min
5, max 8 was at the acceptable level in all trials. Trials were carried out on spring wheat (3PL), spring
triticale (PL1), spring barley (PL1) and oat (1PL). It can be concluded that Jockey 387 OD efficiency
control MATIN at dose 0.8 L/ha (91.5%) and 1.0 L/ha (97.7%). Results were comparable to st. ref.
product Huzar Active Plus.

PAPRH — minor weed — 4 trials (so, number of trials is sufficient) — average level of infestation: 5.7 (min
5, max 7) was at the acceptable level in all trials. Trials were carried out on spring wheat (2PL) and spring
triticale (2PL). It can be concluded that Jockey 387 OD efficiency control PAPRH at dose 0.8 L/ha
(85.5%0) and 1.0 L/ha (93.3%0). Results were comparable to st. ref. product Huzar Active Plus.

POLCO — major weed — 7 trials (so, number of trials is sufficient) — average level of infestation: 7.6 (min
4, max 14) was at the acceptable level in all trials. Trials were carried out on spring wheat (5PL), spring
barley (PL1) and spring triticale (1PL). It can be concluded that Jockey 387 OD moderately efficiency
control POLCO at dose 0.8 L/ha (81.3%) and efficiently at dose 1.0 L/ha (90.0%). Results were
comparable to st. ref. product Huzar Active Plus.

STEME — minor weed — 6 trials (so, number of trials is sufficient) — average level of infestation: 5.8 (min
5, max 7.5) was at the acceptable level in all trials. Trials were carried out on spring wheat (5PL) and oat
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(1PL). It can be concluded that Jockey 387 OD efficiency control STEME at dose 0.8 L/ha (87.3%)
and efficiently at dose 1.0 L/ha (92.8%). Results were comparable to st. ref. product Huzar Active Plus.

VERPE — minor weed — 3 trials (so, number of trials is sufficient) — average level of infestation: 7.3 (min
5, max 10) was at the acceptable level in all trials. Trials were carried out on spring wheat (2PL), spring
barley (PL1). It can be concluded that Jockey 387 OD moderately efficiency control VERPE at dose
0.8 L/ha (76.3%) and efficiently at dose 1.0 L/ha (87.7%). Results were comparable to st. ref. product
Huzar Active Plus.

VIOAR — minor weed — 8 trials (so, number of trials is sufficient) — average level of infestation: 9.4 (min
5, max 30) was at the acceptable level in all trials. Trials were carried out on spring wheat (7PL) and oat
(1PL). It can be concluded that Jockey 387 OD moderately efficiency control VIOAR at dose 0.8
L/ha (82.0%0) and efficiently at dose 1.0 L/ha (89.3%). Results were comparable to st. ref. product Hu-
zar Active Plus.

Following weed species should be excluded from GAP table and label project: AMARE, CENCY, ClI-
RAR, GASPA, SINAR, VERHE - only represented by 1 trial and APESV, LAMPU, POLAV, THLAR
for which not enough number of trials were presented due to their importance in Poland.

ASSESSMENT FOR BELGIUM ON THE BASIS ON RESUL TS FROM RO, HU and BG:

In the opinion of ZRMs number of trials for winter cereals is accepted. On the basis on submitted efficacy
trials and possibility of extrapolation between winter cereals (from winter wheat to winter triticale, winter
barley, winter rye) all uses can be accepted. However, only winter wheat is included in GAP table for BG.

Below, ZRMs present weed species represented at least by 2 trials, classification of weed sensitivity for
BG is made in line to SANCO. cMS should decide it is correct due to its national rules. Also, cMS should
decide which species can be accepted due to their importance.

ANTAR- 2 trials. It can be concluded that ANTAR was sensitive against Jockey 387 OD at dose 0.8 L/ha
and 1.0 L/ha. Results were comparable to st. ref. product.

APESV- 2 trials. It can be concluded that APESV was highly sensitive against Jockey 387 OD at dose
0.8 L/ha and 1.0 L/ha. Results were comparable to st. ref. product.

CAPBP- 5 trials. It can be concluded that CAPBP was sensitive against Jockey 387 OD at dose 0.8 L/ha
and 1.0 L/ha. Results were comparable to st. ref. product.

CNSOR- 2 trials. It can be concluded that CNSOR was moderaletly sensitive against Jockey 387 OD at
dose 0.8 L/ha and 1.0 L/ha. Results were comparable to st. ref. product.

CONAR- 3 trials. It can be concluded that CONAR was sensitive against Jockey 387 OD at dose 0.8
L/ha and highly sensitive 1.0 L/ha. Results were comparable to st. ref. product.

GALAP- 6 trials. It can be concluded that GALAP was sensitive against Jockey 387 OD at dose 0.8 L/ha
and highly sensitive 1.0 L/ha. Results were comparable to st. ref. product.

LAMAM- 2 trials. It can be concluded that LAMAM was sensitive against Jockey 387 OD at dose 0.8
L/ha and 1.0 L/ha. Results were comparable to st. ref. product.

LAMPU- 5 trials. It can be concluded that LAMPU was sensitive against Jockey 387 OD at dose 0.8
L/ha and 1.0 L/ha. Results were comparable to st. ref. product.

PAPRH- 6 trials. It can be concluded that PAPRH was sensitive against Jockey 387 OD at dose 0.8 L/ha
and highly sensitive 1.0 L/ha. Results were comparable to st. ref. product.

SINAR- 2 trials. It can be concluded that SINAR was highly sensitive against Jockey 387 OD at dose 0.8
L/ha and 1.0 L/ha. Results were comparable to st. ref. product.

STEME- 2 trials. It can be concluded that STEME was sensitive against Jockey 387 OD at dose 0.8 L/ha
and 1.0 L/ha. Results were comparable to st. ref. product.

VERHE- 5 trials. It can be concluded that VERHE was moderately tolerant against Jockey 387 OD at
dose 0.8 L/ha and 1.0 L/ha. Results were comparable to st. ref. product.
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VERPE- 4 trials. It can be concluded that VERPE was moderately sensitive against Jockey 387 OD at
dose 0.8 L/ha and 1.0 L/ha. Results were comparable to st. ref. product.

XANST- 2 trials. It can be concluded that XANST was higly sensitive against Jockey 387 OD at dose 0.8
L/ha and 1.0 L/ha. Results were comparable to st. ref. product.

Following weed species should be excluded from GAP table and label project: CHEAL, CIRAR, VIOAR
— only represented by 1 trial

Summary: Obtained results were comparable in most cases to the standard reference product (in some
cases — were characterized by better efficiency than standards).

The most effective for most studied weed species for post-emergence use on winter and spring cereals
was dose 0.8 L/ha (should be use in condition of lower infestation) and dose 1.0 L/ha.

In Polish label following weeds species can be included:

— for winter cereals (wheat, triticale rye)

e Dose 0,8 L/ha: Susceptible weeds: CAPBP, LAMPU, MATCH, MATIN, STEME; Moderately suscep-
tible weeds: APESV, GALAP, LAMAM, PAPRH, THLAR, VERPE, VIOAR; Moderately tolerant
weeds; VERHE.

e Dose 1.0 L/ha: Susceptible weeds: APESV, CAPBP, GALAP, LAMAM, LAMPU, MATCH, MATIN,
STEME, PAPRH, THLAR, VERPE; Moderately susceptible weeds:VERHE, VIOAR.

— for spring cereals (wheat, triticale)

e Dose 0,8 L/ha: Susceptible weeds: BRSNN, CAPBP, CHEAL, GALAP, LAMAM, MATIN, PAPRH,
STEME; Moderately susceptible weeds GERPU, POLCO, VERPE, VIOAR.

e Dose 1.0 L/ha: Susceptible weeds: BRSNN, CAPBP, CHEAL, GALAP, GERPU, LAMAM, MATIN,
PAPRH, POLCO, STEME, VERPE, VIOAR.

This plant protection product ‘Jockey 387 OD’ can be used on winter cereals (wheat, triticale and rye)
and spring cereals (wheat, triticale) against weed species included in GAP table and label project. Product
can be use post-emergence at BBCH 23-31 at spring application.

ZRMs left the final decision about acceptance use (only winter wheat according to GAP or extension for
other winter cereals on the basis on the possibility of extrapolation results between winter cereals). Also,
cMS should decide about list of accepted weed species and their sensitivity classification.

The OD is a new formulation that combines the advantages of solid and liquid formulations. This formu-
lation improves retention of spray solution and its spreading on the surface of the leaves. It keeps the leaf
surface moist longer than water dispersible granules, lengthening the period of the herbicide penetration,
thus increasing the amount of the active ingredient that will enter the plant. Therefore its action is less
dependent on air and soil water status. The use of OD formulation is especially advantageous under criti-
cal weather conditions or in the case of a relatively late application, when weeds are older and therefore
less sensitive to herbicide.

3.3.1 Information on the occurrence or possible occurrence of the development of
resistance

Final assessment of the resistance risk has to be carried out on member state level since the agro-
nomic factors influencing the risk of resistance development tend to vary between the Member
States.

There are currently 523 unique cases of herbicide resistant weeds globally, with 269 species (154 dicots
and 115 monocots). Weeds have evolved resistance to 21 of the 31 known herbicide sites of action and to
167 different herbicides. Herbicide resistant weeds have been reported in 99 crops in 72 countries. The
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website has 3264 registered users and 696 weed scientists have contributed new cases of herbicide re-
sistant weeds. Resistance events have been reported in Europe for the two active substances and weed
species target of Jockey 387 OD (product code: JIMD-HER 387 OD). Following table summarizes these
events (Source; www.weedscience.org).

e |lodosulfuron-methyl-sodium
| # H Year “ Species || Country MOAs || Actives H Situations
imazethapyr, imazapyr, bispyribac-
Inhibition of Acetolactate  {|sodium, chlorimuron-ethyl, metsul- Wheat. Sunflow-
1 2008 ||Raphanus sativus Argentina Synthase HRAC Group 2 ||furon-methyl, diclosulam, or Caﬁola
(Legacy B) flumetsulam, imazamox, iodosulfu-|| ™"
ron-methyl-Na, flucarbazone-Na
Inhibition of Acetolactate
Synthase HRAC Group 2
2 2010 Lollqm perenne ssp. Argentina (Legacy B), Inh!b_ltlon of glyphosate, iodosulfuron-methyl- Wheat
multiflorum Enolpyruvyl Shikimate Na, pyroxsulam
Phosphate Synthase HRAC
Group 9 (Legacy G)
Australia Inhibition of Acetolactate  ||bispyribac-sodium, rimsulfuron,
3 2017 ||Poa annua (New South Synthase HRAC Group 2 iodosulfuron-methyl-Na, foramsul- ||Golf courses
Wales ) (Legacy B) furon
Inhibition of Acetolactate
Synthase HRAC Group 2
(Legacy B), Inhibition of
Enolpyruvyl Shikimate
Phosphate Synthase HRAC R .
. . ||endothall, bispyribac-sodium
Australia Group 9 (Legacy G), Inhibi- || - A '
4 ||2017 ||Poaannua (New South tion of Microtubule Assem- ngs'“”zf:r:?i';g'T;?]z;rr:]eia?%gggzﬁtf’ Golf courses
Wales ) bly 2 HRAC Group 3 (Leg- ?urc?ri/-meth I-Fl)\la forams’ulfuron
acy K1), PSll inhibitors - Y ’
Serine 264 Binders HRAC
Group 5 (Legacy C1 C2),
Unknown HRAC Group 0
(Legacy 2)
Australia Inhibition of Acetolactate chlorsulfuron, metosulam, iodosul- |[Spring Barle:
5 1998 (|Raphanus raphanistrum ||(South Austral- ||Synthase HRAC Group 2 ' ' pring Y
3 furon-methyl-Na Wheat
ia) (Legacy B)
- . ||Australia Inhibition of Acetolactate
6 2005 'si‘;ir;a sterilis ssp. ludovi- (South Austral- ||Synthase HRAC Group 2 iodosulfuron-methyl-Na Wheat
ia) (Legacy B)
Inhibition of Acetolactate
Synthase HRAC Group 2
(Legacy B), Inhibition of
Acetyl CoA Carboxylase
HRAC Group 1 (Legacy A), ) .
Australia Inhibition of Enolpyruvyl :‘nﬁl':z’;yforp Cr[‘]fgr‘sﬂl f%lrecfgogtlgéine
7 2010 ||Lolium rigidum (South Austral- ||Shikimate Phosphate Syn- pyr, - ' ||Pasture seed
3 paraquat, glyphosate, iodosulfuron-
ia) thase HRAC Group 9 (Leg- methvl-Na
acy G), PS | Electron Diver- y
sion HRAC Group 22
(Legacy D), PSlI inhibitors
- Serine 264 Binders HRAC
Group 5 (Legacy C1 C2)
Australia Inhibition of Acetolactate imazapyr, imazamox, iodosulfuron-||Spring Barley
8 2012 ||Galium tricornutum (South Austral-  ||Synthase HRAC Group 2 N ! '
ia) (Legacy B) methyl-Na, pyroxsulam Wheat
Australia Inhibition of Acetolactate  ||bispyribac-sodium, rimsulfuron,
9 2017 ||Poa annua (South Austral- ||Synthase HRAC Group 2 iodosulfuron-methyl-Na, foramsul- ||Golf courses
ia) (Legacy B) furon
Australia Inhibition of Acetolactate  ||bispyribac-sodium, rimsulfuron,
10 ||2017 ||Poa annua A Synthase HRAC Group 2 iodosulfuron-methyl-Na, foramsul- ||Golf courses
(Victoria)
(Legacy B) furon
Inhibition of Acetolactate
Synthase HRAC Group 2 || : ) )
11 ||2009 ||Apera spica-venti Austria (Legacy B), PSII inhibitors - Egproturon, iodosulfuron-methyl Cereals
Serine 264 Binders HRAC
Group 5 (Legacy C1 C2)
[12 ][2019 |[Apera spica-venti |[Belgium |[inhibition of Acetolactate |[iodosulfuron-methyl-Na, foramsul- ||Wheat
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| # || Year || Species || Country || MOAs || Actives || Situations |
Synthase HRAC Group 2 ||furon, mesosulfuron-methyl
(Legacy B)
Inhibition of Acetolactate  ||{imazethapyr, chlorimuron-ethyl,
13 [|2004 ||Parthenium hysterophorus||Brazil Synthase HRAC Group 2 cloransulam-methyl, iodosulfuron- ||Soybean
(Legacy B) methyl-Na, foramsulfuron
Inhibition of Acetolactate
Synthase HRAC Group 2 atrazine, iodosulfuron-methyl-Na
14 {|2006 |[Bidens subalternans Brazil (Legacy B), PSIlI inhibitors - foramsuylfuron VIR com (maize)
Serine 264 Binders HRAC
Group 5 (Legacy C1 C2)
Lolium perenne ss Inhibition of Acetolactate
15 ||2010 multiflorr)um - Brazil Synthase HRAC Group 2 iodosulfuron-methyl-Na Wheat
(Legacy B)
Inhibition of Acetolactate mﬁz%rr,o%rj:]?lgltrl?ulrosr:J-I?‘gzgturon- Spring Barle
16 |[|2013 ||Raphanus raphanistrum ||Brazil Synthase HRAC Group 2 Ve pring 4
(Legacy B) methyl, cloransulam-methyl, Wheat
gacy iodosulfuron-methyl-Na, imazapic
Inhibition of Acetolactate
Lolium perenne ss Synthase HRAC Group 2
17 ||2016 multiflorr)um P- Brazil (Legacy B), Inhibition of clethodim, iodosulfuron-methyl-Na [|Wheat
Acetyl CoA Carboxylase
HRAC Group 1 (Legacy A)
Inhibition of Acetolactate
Synthase HRAC Group 2
18 |l2017 Lolium perenne ssp. Brazil (Legacy B), Inhibition of glyphosate, iodosulfuron-methyl- ||Corn (maize),
multiflorum Enolpyruvyl Shikimate Na, pyroxsulam Soybean, Wheat
Phosphate Synthase HRAC
Group 9 (Legacy G)
Inhibition of Acetolactate
Synthase HRAC Group 2 glyphosate-trimesium, glyphosate
Lolium perenne ssp. - (Legacy B), Inhibition of : ) _’ ’
19 (/2002 multiflorum Chile Enolpyruvyl Shikimate ;%?]ciul\lllguron methyl-Na, flucarba- |[Wheat
Phosphate Synthase HRAC
Group 9 (Legacy G)
Inhibition of Acetolactate  ||haloxyfop-methyl, clodinafop-
Synthase HRAC Group 2 propargyl, diclofop-methyl,
20 {2003 ||Lolium rigidum Chile (Legacy B), Inhibition of clethodim, iodosulfuron-methyl-  ||Wheat
Acetyl CoA Carboxylase Na, flucarbazone-Na, tepralox-
HRAC Group 1 (Legacy A) ||ydim, pinoxaden
Inhibition of Acetolactate lodinaf 1. diclof
. Synthase HRAC Group 2 ||C-o¢inatop-propargyl, diciotop- .
21 |l2005 Lolium perenne ssp. Chile (Legacy B), Inhibition of methyl, clethodim, iodosulfuron-  ||Wheat, Lupins,
multiflorum Acegtyl )(':0 A Carboxylase methyl-Na, flucarbazone-Na, Canola
HRAC Group 1 (Legacy A) tepraloxydim, pinoxaden
Inhibition of Acetolactate
Synthase HRAC Group 2
(Legacy B), Inhibition of ) .
Lolium perenne ssp Acetyl CoA Carboxylase g?)llgﬁfs?t)en?gz?gﬁ I?Lert:r?—dnlwr;’hyl—
22 (|2007 multiflorum Chile HRAC Group 1 (Legacy A), Na, flucarbazone-Na, tepralox- Spring Barley
Inhibition of Enolpyruvyl dim. pinoxaden
Shikimate Phosphate Syn- ydim. p
thase HRAC Group 9 (Leg-
acy G)
inhiciton of Aceolectate | BN M
23 ||2010 |[Raphanus sativus Chile Synthase HRAC Group 2 ' ! Wheat
(Legacy B) ron-methyl-Na, flucarbazone-Na,
gacy pyroxsulam
Inhibition of Acetolactate :
24 |[2010 {|Anthemis cotula Chile Synthase HRAC Group 2 metsulfuron-methyl, iodosulfuron- |, ..
(Legacy B) methyl-Na, pyroxsulam
Inhibition of Acetolactate iodosulfuron-methyl-Na, mesosul-
25 [|2010 ||Anthemis arvensis Chile Synthase HRAC Group 2 -, Wheat
(Legacy B) furon-methyl, pyroxsulam
Inhibition of Acetolactate  ||/imazapyr, metsulfuron-methyl,
26 [|2012 ||Silene gallica Chile Synthase HRAC Group 2 imazamox, iodosulfuron-methyl-  ||Wheat
(Legacy B) Na, pyroxsulam
[27 ][2005 |[Apera spica-venti |[Czech Republic |[Inhibition of Acetolactate |[sulfosulfuron, chlorsulfuron, iso- |[Cereals, Winter
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| # || Year || Species || Country || MOAs || Actives || Situations |
Synthase HRAC Group 2 ||proturon, iodosulfuron-methyl-Na, |jwheat
(Legacy B), PSII inhibitors -||mesosulfuron-methyl, pyroxsulam
Serine 264 Binders HRAC
Group 5 (Legacy C1 C2)
Inhibition of Acetolactate  ||chlorsulfuron, tribenuron-methyl, Spring Barle
28 [|1991 ||Stellaria media Denmark Synthase HRAC Group 2 ||florasulam, iodosulfuron-methyl- V\F/)hea% 4
(Legacy B) Na
Inhibition of Acetolactate
Synthase HRAC Group 2 clodinafop-propargyl, fenoxaprop-
(Legacy B), Inhibition of vl FI) P dp g}ll ' pr P
. Acetyl CoA Carboxylase ethyl, cycloxydim, flupyrsulfuron- |
29 |[|2001 ||Alopecurus myosuroides ||Denmark HRAC Group 1 (Legacy A) methyl-Na, pendimethalin, florasu- ||Winter wheat
Inhibition opricrot?Jbu)I/e '||tam, iodosulfuron-methyl-Na,
Assembly 2 HRAC Group 3 mesosulfuron-methyl, pyroxsulam
(Legacy K1)
Inhibition of Acetolactate tribenuron-methyl, florasulam
30 ||2003 ||Papaver rhoeas Denmark Synthase HRAC Group 2 iodosulf yh’ I-N ' Wheat
(Legacy B) iodosulfuron-methyl-Na
Inhibition of Acetolactate
Lolium perenne ss Synthase HRAC Group 2 clodinafop-propargyl, florasulam,
31 {2010 multiflorr)um P- Denmark (Legacy B), Inhibition of iodosulfuron-methyl-Na, mesosul- ||Winter wheat
Acetyl CoA Carboxylase furon-methyl, pyroxsulam
HRAC Group 1 (Legacy A)
. Inhibition of Acetolactate . :
32 |o10 Trlpleur_ospgrmum perfo- Denmark Synthase HRAC Group 2 Fnbenuron-methyl, florasulam, Spring Barley,
ratum (=T. inodorum) (Legacy B) iodosulfuron-methyl-Na Winter wheat
Inhibition of Acetolactate -
33 |[|2011 (|Apera spica-venti Denmark Synthase HRAC Group 2 sulfosulfuron, iodosulfuron- Winter wheat
(Legacy B) methyl-Na
Inhibition of Acetolactate
Synthase HRAC Group 2 . .
34 ||2016 ||Lolium perenne Denmark (Legacy B), Inhibition of ;:(I)ztf::;fﬁsl-_p’\;gpargyl, fodosulfu- 1y eat
Acetyl CoA Carboxylase
HRAC Group 1 (Legacy A)
Inhibition of Acetolactate
Synthase HRAC Group 2 ||fenoxaprop-ethyl, florasulam,
35 ||2016 ||Apera spica-venti Denmark (Legacy B), Inhibition of iodosulfuron-methyl-Na, mesosul- ||Wheat
Acetyl CoA Carboxylase furon-methyl, pinoxaden
HRAC Group 1 (Legacy A)
Inhibition of Acetolactate clodinafon-nroaravl. diclofon-
Synthase HRAC Group 2 methyl ffngxagrog)—/e’thyl setﬁox—
36 ||2003 (|Alopecurus myosuroides ||France (Legacy B), Inhibition of LY ' Wheat
ydim, iodosulfuron-methyl-Na,
ﬁ?&% %?OAUET?EZZ;%? A) mesosulfuron-methyl
Inhibition of Acetolactate g?cl)%);)r/g;/?_gwi(é:g%/cl)’pfrl'r?gtlﬁjrofe_th-
Lolium perenne ssp. Synthase HRAC. GKOUD 2 oxydim, flupyrsulfuron-methyl-Na,
37 {2003 - France (Legacy B), Inhibition of - Wheat
multiflorum Acetyl CoA Carboxylase iodosulfuron-methyl-Na, mesosul-
furon-methyl, propoxycarbazone-
HRAC Group 1 (Legacy A)
Na
Inhibition of Acetolactate iodosulfuron-methyl-Na, mesosul-
38 ||2006 ||Apera spica-venti France Synthase HRAC Group 2 i hvl Y | ! Wheat
(Legacy B) uron-methyl, pyroxsulam
Inhibition of Acetolactate  [|metsulfuron-methyl, iodosulfuron-
39 ||2006 (|Avena sterilis France Synthase HRAC Group 2 methyl-Na, mesosulfuron-methyl, (|Wheat
(Legacy B) pyroxsulam
Inhibition of Acetolactate  [|metsulfuron-methyl, iodosulfuron-
40 ||2006 ||Avena fatua France Synthase HRAC Group 2 methyl-Na, mesosulfuron-methyl, (|Wheat
(Legacy B) pyroxsulam
Inhibition of Acetolactate  |/imazamethabenz-methyl, iodosul-
41 ||2006 (|Alopecurus myosuroides ||France Synthase HRAC Group 2 furon-methyl-Na, mesosulfuron-  ||Wheat
(Legacy B) methyl
Inhibition of Acetolactate  ||flupyrsulfuron-methyl-Na, iodosul-
42 ||2006 ||Lolium rigidum France Synthase HRAC Group 2 ||furon-methyl-Na, mesosulfuron-  |[Wheat
(Legacy B) methyl, propoxycarbazone-Na
Inhibition of Acetolactate  [|metsulfuron-methyl, iodosulfuron-
43 12007 ||Papaver rhoeas France Synthase HRAC Group 2 methyl-Na, mesosulfuron-methyl Wheat
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| # || Year || Species || Country || MOAs || Actives || Situations |
LI I [(egacy B) | | |
Inhibition of Acetolactate  ||iodosulfuron-methyl-Na, mesosul-
44 ||2009 ||Bromus sterilis France Synthase HRAC Group 2 ||furon-methyl, pyroxsulam, pro- Wheat
(Legacy B) poxycarbazone-Na
tribenuron-methyl, prosulfuron,
Inhibition of Acetolactate  ||metsulfuron-methyl, flazasulfuron,
45 ||2009 ||Senecio vulgaris France Synthase HRAC Group 2 imazamox, florasulam, iodosulfu- ||Grapes, Wheat
(Legacy B) ron-methyl-Na, mesosulfuron-
methyl, thiencarbazone-methyl
inhibiton of Acetoectte |\ 0LETE R -
46 ||2012 ||Stellaria media France Synthase HRAC Group 2 hyly Ylf Wheat
(Legacy B) ront-rznlet yl-Na, mesosulfuron-
methy!
Inhibition of Acetolactate iodosulfuron-methyl-Na, mesosul-
47 ||2012 ||Poa trivialis France Synthase HRAC Group 2 furon-methyl yi-Na, Wheat
(Legacy B)
Inhibition of Acetolactate ||,
48 ||2015 ||Poa annua France Synthase HRAC Group 2 :C?J(rigs&lr:gtrﬁ;{methyl-Na, mesosul- |\ heat
(Legacy B)
Auxin Mimics HRAC
Group 4 (Legacy O), Inhibi- ||metsulfuron-methyl, MCPA, 2,4-D,
49 ||2016 ||Papaver rhoeas France tion of Acetolactate Syn- iodosulfuron-methyl-Na, mesosul- ||Cereals
thase HRAC Group 2 (Leg- ||furon-methyl, aminopyralid
acy B)
Inhibition of Acetolactate  ||flazasulfuron, iodosulfuron-methyl-
50 [|2016 ||Conyza sumatrensis France Synthase HRAC Group 2 Na, mesosulfuron-methyl, penox- ||Grapes
(Legacy B) sulam
Inhibition of Acetolactate
Synthase HRAC. (_Sﬁoup 2 flazasulfuron, glyphosate, iodosul-
. (Legacy B), Inhibition of
51 ||2016 ||Conyza sumatrensis France s furon-methyl-Na, mesosulfuron-  ||Grapes
Enolpyruvyl Shikimate
Phosphate Synthase HRAC methyl, penoxsulam
Group 9 (Legacy G)
sulfosulfuron, chlorsulfuron,
Inhibition of Acetolactate  ||flupyrsulfuron-methyl-Na, sul-
52 ||2005 ||Apera spica-venti Germany Synthase HRAC Group 2 fometuron-methyl, florasulam, Wheat
(Legacy B) iodosulfuron-methyl-Na, mesosul-
furon-methyl, pyroxsulam
Inhibition of Acetolactate
Synthase HRAC Group 2 . ) ) . )
53 |[2008 ||Lolium perenne Germany (Legacy B), Inhibition of ch;ioij;g;z&;nrﬁthyl Na, pinoxa- |\ eat
Acetyl CoA Carboxylase !
HRAC Group 1 (Legacy A)
Inhibition of Acetolactate
Synthase HRAC Group 2
(Legacy B), Inhibition of fenoxaprop-ethyl, sulfosulfuron,
e Acetyl CoA Carboxylase isoproturon, iodosulfuron-methyl- |[Spring Barley,
54 ]12009 " [|Apera spica-venti Germany HRAC Group 1 (Legacy A), ||Na, mesosulfuron-methyl, pinoxa- ||Winter wheat
PSIl inhibitors - Serine 264 ||den, pyroxsulam
Binders HRAC Group 5
(Legacy C1 C2)
thifensulfuron-methyl, amidosulfu-
Inhibition of Acetolactate  ||°™ triflusulfuron-methyl, tribenu-
. . ron-methyl, nicosulfuron, imaza-  (|Spring Barley,
55 [|2011 [|Stellaria media Germany (Sggtl;ﬁseB?RAC Group 2 mox, florasulam, iodosulfuron- Wheat, Rapeseed
gacy methyl-Na, tritosulfuron, mesosul-
furon-methyl, pyroxsulam
Auxin Mimics HRAC
Group 4 (Legacy O), Inhibi- N ) )
56 |[2002 ||Papaver rhoeas Greece tion of Acetolactate Syn- ﬁwyzels&ulﬁ‘ﬁ?s:ﬂg:r:‘yrahyl Na, Wheat
thase HRAC Group 2 (Leg-
acy B)
Inhibition of Acetolactate  ||.
57 |[2013 ||Phalaris minor India Synthase HRAC Group 2 ;E?g;i:g{ﬁ;{methyl"\la’ mesosul- |y heat
(Legacy B)
. Inhibition of Acetolactate  ||florasulam, iodosulfuron-methyl-
58 112014 ||Rumex dentatus India Synthase HRAC Group 2 Na, mesosulfuron-methyl, pyroxsu- Wheat
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| # || Year || Species || Country || MOAs || Actives Situations |
L] I [(Legacy B) lam |
Inhibition of Acetolactate  ||sulfosulfuron, tribenuron-methyl,
59 ||2009 ||Sinapis arvensis Iran Synthase HRAC Group 2 ||metsulfuron-methyl, iodosulfuron- |{Winter wheat
(Legacy B) methyl-Na
Inhibition of Acetolactate iodosulfuron-methyl-Na, mesosul-
60 [|2009 ||Avena sterilis Iran Synthase HRAC Group 2 yi-Na, Wheat
furon-methyl
(Legacy B)
- - Inhibition of Acetolactate ||.
61 |l2009 A_vena sterilis ssp. ludovi- Iran Synthase HRAC Group 2 iodosulfuron-methyl-Na, mesosul- Wheat
ciana furon-methyl
(Legacy B)
Inhibition of Acetolactate
Avena sterilis sso. ludovi- Synthase HRAC Group 2 ||clodinafop-propargyl, iodosulfu-
62 ||2010 ciana P- Iran (Legacy B), Inhibition of ron-methyl-Na, mesosulfuron- Winter wheat
Acetyl CoA Carboxylase methyl
HRAC Group 1 (Legacy A)
Auxin Mimics HRAC
Group 4 (Legacy O), Inhibi- ||sulfosulfuron, tribenuron-methyl,
63 [|2017 ||Galium aparine Iran tion of Acetolactate Syn- MCPA, 2,4-D, iodosulfuron- Wheat
thase HRAC Group 2 (Leg- {|methyl-Na, mesosulfuron-methyl
acy B)
Inhibition of Acetolactate
Synthase HRAC Group 2 ||propaquizafop, cycloxydim,
64 |[2021 ||Alopecurus myosuroides ||Ireland (Legacy B), Inhibition of iodosulfuron-methyl-Na, mesosul- ||Wheat
Acetyl CoA Carboxylase furon-methyl
HRAC Group 1 (Legacy A)
Inhibition of Acetolactate
Lolium perenne ss Synthase HRAC Group 2 ||propaquizafop, cycloxydim,
65 [|2021 multiflorr)um P- Ireland (Legacy B), Inhibition of iodosulfuron-methyl-Na, mesosul- ||Wheat
Acetyl CoA Carboxylase furon-methyl, pinoxaden
HRAC Group 1 (Legacy A)
Inhibition of Acetolactate
Synthase HRAC Group 2 clodinafop-propargyl, imazapyr,
(Legacy B), Inhibition of chlorsulfuron, tribenuron-methyl,
Acetyl CoA Carboxylase sulfometuron-methyl, flumetsulam,
66 {2007 ||Lolium rigidum Israel HRAC Group 1 (Legacy A), ||metosulam, glyphosate, florasulam, ||Wheat
Inhibition of Enolpyruvyl iodosulfuron-methyl-Na, mesosul-
Shikimate Phosphate Syn-  ||furon-methyl, pinoxaden,
thase HRAC Group 9 (Leg- ||propoxycarbazone-Na
acy G)
Inhibition of Acetolactate ?£§:J|0fzig:_%j2:? ’I_r"\;zslf](ljfl;:z;'”_ Corn (maize),
67 |{2008 ||Amaranthus palmeri Israel Synthase HRAC Group 2 - yi-Na, Cotton, Water-
(Legacy B) furon, trifloxysulfuron-Na, melon
gacy mesosulfuron-methyl
Inhibition of Acetolactate h?(l)og)r/foil)-rc’r;;tﬁg(liiﬁ:oglré?(f)?(p;jim
Synthase HRAC Group 2 Eulf%mge)t/u’ron-methyly igdosu)llfu- ’
68 (2013 ||Lolium rigidum Israel (Legacy B), Inhibition of ron-methyl-Na, mesosulfuron- Carrots, Wheat
Acetyl CoA Carboxylase methyl, pinoxaden, propoxycarba-
HRAC Group 1 (Legacy A) Ve P + Propoxy
zone-Na
Auxin Mimics HRAC
Group 4 (Legacy O), Inhibi- ||, . ) N )
69 |{1998 ||Papaver rhoeas Italy tion of Acetolactate Syn- }L‘Eg:_%g?hnfﬁgl’ 2,4-D, iodosul Wheat
thase HRAC Group 2 (Leg- Y
acy B)
Inhibition of Acetolactate tribenuron-methyl, florasulam
70 {|1998 ||Papaver rhoeas Italy Synthase HRAC Group 2 - v ' Durum wheat
iodosulfuron-methyl-Na
(Legacy B)
Inhibition of Acetolactate  {|clodinafop-propargyl, diclofop-
- Synthase HRAC Group 2 methyl, sethoxydim, tralkoxydim,
71 ]|2002 Lollqm Perenne ssp. Italy (Legacy B), Inhibition of cycloxydim, iodosulfuron-methyl- ||[Durum wheat
multiflorum .
Acetyl CoA Carboxylase Na, mesosulfuron-methyl, pinoxa-
HRAC Group 1 (Legacy A) ||den
Inhibition of Acetolactate
Synthase HRAC Group 2 clodinafop-propargyl, cycloxydim,
72 {2004 ||Avena sterilis Italy (Legacy B), Inhibition of iodosulfuron-methyl-Na, mesosul- |{Durum wheat
Acetyl CoA Carboxylase furon-methyl, pinoxaden
HRAC Group 1 (Legacy A)
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| # || Year || Species Country || MOAs || Actives || Situations |
Lolium perenne ssp Inhibition of Acetolactate iodosulfuron-methyl-Na, mesosul-
73 ||2005 - ’ Italy Synthase HRAC Group 2 ’ Durum wheat
multiflorum (Legacy B) furon-methyl
Inhibition of Acetolactate tribenuron-methyl, florasulam
74 {|2006 |[Sinapis arvensis Italy Synthase HRAC Group 2 iodosulf yh’ I-N ' Durum wheat
(Legacy B) iodosulfuron-methyl-Na
Inhibition of Acetolactate iodosulfuron-methyl-Na, mesosul-
75 [|2007 ||Avena sterilis Italy Synthase HRAC Group 2 f hvi yi-Na, Durum wheat
(Legacy B) uron-methy!
Inhibition of Acetolactate
Synthase HRAC Group 2
Lolium perenne ssp. (Legacy B), Inhibition of glyphosate, iodosulfuron-methyl-
76 |12012 multiflorum Italy Enolpyruvyl Shikimate Na, mesosulfuron-methyl Wheat
Phosphate Synthase HRAC
Group 9 (Legacy G)
Inhibition of Acetolactate Wheat. Winter
77 ]|2015 ||Apera spica-venti Latvia Synthase HRAC Group 2 iodosulfuron-methyl-Na '
(Legacy B) wheat
Inhibition of Acetolactate
78 [|2013 ||Apera spica-venti Lithuania Synthase HRAC Group 2 iodosulfuron-methyl-Na Winter wheat
(Legacy B)
Inhibition of Acetolactate  ||florasulam, iodosulfuron-methyl-
79 |{2010 ||Alopecurus myosuroides ||Netherlands Synthase HRAC Group 2 Na, mesosulfuron-methyl, pyroxsu- ||Winter wheat
(Legacy B) lam
Inhibition of Acetolactate  ||thifensulfuron-methyl, chlorsulfu-
80 {2014 |[Lolium perenne New Zealand Synthase HRAC Group 2 ||ron, tribenuron-methyl, iodosulfu- |[Wheat
(Legacy B) ron-methyl-Na, pyroxsulam
Inhibition of Acetolactate tribenuron-methyl, metsulfuron-
81 [|2002 |[|Stellaria media Norway (Sﬁ/:égg;eBl-)!RAC Group 2 methyl, iodosulfuron-methyl-Na Cereals
Tripleurospermum perfo- Inhibition of Acetolactate tribenuron-methyl, iodosulfuron- -
82 {2006 e Norway Synthase HRAC Group 2 ' Winter wheat
ratum (=T. inodorum) (Legacy B) methyl-Na
Inhibition of Acetolactate - : -
83 ||2006 ||Sonchus asper Norway Synthase HRAC Group 2 tribenuron-methyl, iodosulfuron- ||Spring Barley,
methyl-Na Spring wheat
(Legacy B)
Inhibition of Acetolactate
84 ||2019 (|Capsella bursa-pastoris ||[Norway Synthase HRAC Group 2 iodosulfuron-methyl-Na Wheat
(Legacy B)
Inhibition of Acetolactate  ||sulfosulfuron, chlorsulfuron, iodo-
85 ||2005 ||Apera spica-venti Poland Synthase HRAC Group 2 ||sulfuron-methyl-Na, procarbazone- ||Winter wheat
(Legacy B) Na
Inhibition of Acetolactate ||,
86 |[2010 ||Alopecurus myosuroides ||Poland Synthase HRAC Group 2 :codosulfurrc]) nl-methyI-Na, mesosul- Winter wheat
(Legacy B) uron-methy!
Inhibition of Acetolactate  ||sulfometuron-methyl, iodosulfu- Spring Barle
87 ||2011 ||Avena fatua Poland Synthase HRAC Group 2 ||ron-methyl-Na, mesosulfuron- spring whea%/’
(Legacy B) methyl, propoxycarbazone-Na pring
Inhibition of Acetolactate |lc 000 sthvl metsulfuron-
Synthase HRAC Group 2 methylpsuil)fomg/ttyjron—methyl Spring Barley.
88 {2011 ||Avena fatua Poland (Legacy B), Inhibition of . ! ) ) s . '
Acetyl CoA Carboxylase :j%c:]osurlcl)‘u(r)?(n Crzfgg(l)r:\ée_\i\lp;lnoxa Spring wheat
HRAC Group 1 (Legacy A) » Propoxy
Inhibition of Acetolactate
Synthase HRAC Group 2 fenoxaprop-ethyl, sulfometuron-
89 |[2012 ||Alopecurus myosuroides ||Poland (Legacy B), Inhibition of methyl, iodosulfuron-methyl-Na,  [|Winter wheat
Acetyl CoA Carboxylase mesosulfuron-methyl, pinoxaden
HRAC Group 1 (Legacy A)
Inhibition of Acetolactate  {|clodinafop-propargyl, diclofop-
Synthase HRAC Group 2 ||methyl, fluazifop-butyl, fenoxa-
90 {1986 ||Avena fatua South Africa (Legacy B), Inhibition of prop-ethyl, sethoxydim, Wheat
Acetyl CoA Carboxylase tralkoxydim, sulfosulfuron, ima-
HRAC Group 1 (Legacy A) ||zamox, iodosulfuron-methyl-Na
Inhibition of Acetolactate ||thifensulfuron-methyl, chlorsulfu- Spring Barle
91 {1997 ||Raphanus raphanistrum |(|South Africa Synthase HRAC Group 2 ron, tribenuron-methyl, metsulfu- pring 4
- . Wheat
(Legacy B) ron-methyl, triasulfuron, iodosulfu-
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| # || Year || Species Country MOAs || Actives Situations |
| || H ||ron-methyI-Na |
Inhibition of Acetolactate g?é%);gg?'g}gz}ggmgmﬁop'
Synthase HRAC Group 2 ! - ’
92 ||1999 ||Phalaris minor South Africa  ||(Legacy B), Inhibition of ?gﬁg:g;:é;f_(;?ﬁ ;}IUISleiIIfc;fs(L;:]:ﬁtrr;)r/]" Pastures, Wheat
Acetyl CoA Carboxylase iodosulfuron-methyl-Na, mesosul-
HRAC Group 1 (Legacy A) furon-methyl
Inhibition of Acetolactate . .
93 ||2007 ||Sinapis alba Spain Synthase HRAC Group 2 g‘;im;_rﬁr;-methyl’ iodosulfuron- |\ iver wheat
(Legacy B) Y
Inhibition of Acetolactate . .
94 ||2011 ||Sinapis arvensis Spain Synthase HRAC Group 2 :}q{?&nt:_r&g—methyl, iodosulfuron- Cereals
(Legacy B) y
Inhibition of Acetolactate
Synthase HRAC Group 2
(Legacy B), Inhibition of clodinafop-propargyl, cloransulam- {|Wheat, Canola,
95 12015 ||Alopecurus myosuroides ||Spain Acetyl CoA Carboxylase methyl, isoproturon, chlorotoluron, ||Peas, Winter
P v P HRAC Group 1 (Legacy A), |[iodosulfuron-methyl-Na, mesosul- ||barley, Faba
PSII inhibitors - Serine 264 ||furon-methyl, pinoxaden beans
Binders HRAC Group 5
(Legacy C1 C2)
Inhibition of Acetolactate . . -
96 ||2018 |[|Rapistrum rugosum Spain Synthase HRAC Group 2 :;';im:_r&r;_memyl’ iodosulfuron- w:gi: ‘évat}?:t’
(Legacy B) y y
Inhibition of Acetolactate -
97 ||2010 ||Apera spica-venti Sweden Synthase HRAC Group 2 z:JgI(;ST_IfNLJ;()n’ :gg;)j:;l;l:ron- Winter wheat
(Legacy B) yi-Na, py!
Inhibition of Acetolactate : :
98 ||2011 (|Papaver rhoeas Sweden Synthase HRAC Group 2 ;ﬂ;ﬂof_ﬂ?m?& Iggozzlrgjarzo;r;e-Na Winter wheat
(Legacy B) YI-INa, propoxy!
Inhibition of Acetolactate fenoxaprop-ethyl, cycloxydim, _
Synthase HRAC Group 2 flupyrsulfuron-methyl-Na, iodosul- Spring wheat,
99 ||2014 ||Alopecurus myosuroides ||Sweden (Legacy B), Inhibition of fur’c)%-meth -Na stosuI’furon- Winter wheat,
Acetyl CoA Carboxylase methvl r)éxsullam Winter barley
HRAC Group 1 (Legacy A) Y PY!
Inhibition of Acetolactate
: Synthase HRAC Group 2 . .
100 2018 Lollqm perenne ssp. Switzerland (Legacy B), Inhibition of qwzalo_fop—ethyl, |0dosu|f_ur0n— Sugar beets,
multiflorum methyl-Na, mesosulfuron-methyl ||Triticale
Acetyl CoA Carboxylase
HRAC Group 1 (Legacy A)
Inhibition of Acetolactate
101 2018 Lolium perenne ssp. Switzerland (SIYQQZSEB'-)'RF%CI:I %rl?il;ﬁtgrs _||chlorotoluron, iodosulfuron- Peas
multiflorum Serine 264 Binders HRAC methyl-Na, mesosulfuron-methyl
Group 5 (Legacy C1 C2)
Inhibition of Acetolactate
Synthase HRAC Group 2
(Legacy B), Inhibition of . ’
. - Acetyl CoA Carboxylase ngalofop ethyl, chlorotoluron, Wheat, Winter
102 |[2019 ||Alopecurus myosuroides ||Switzerland iodosulfuron-methyl-Na, mesosul-
HRAC Group 1 (Legacy A), furon-methyl barley
PSIl inhibitors - Serine 264
Binders HRAC Group 5
(Legacy C1 C2)
Inhibition of Acetolactate
Synthase HRAC Group 2
(Legacy B), Inhibition of .
. uizalofop-ethyl, chlorotoluron,
Lolium perenne ssp. - Acetyl CoA Carboxylase 4 ) ) _ ||Sugar beets,
103 112020 multiflorum Switzerland HRAC Group 1 (Legacy A), ;ﬂfgsul:gtrﬁ nl methyl-Na, mesosul Peas, Triticale
PSII inhibitors - Serine 264 Y
Binders HRAC Group 5
(Legacy C1 C2)
L thifensulfuron-methyl, chlorsulfu-
Inhibition of Acetolactate - VU
104 {|2008 ||Galium aparine Turkey Synthase HRAC Group 2 ;82’ Eggg:ﬂ}%?g:_%g:{ﬁr_lﬁ;uIfu_ Winter wheat
(Legacy B) mesosulfuron-methyl
Inhibition of Acetolactate  ||thifensulfuron-methyl, chlorsulfu-
105 {|2008 ||Bifora radians Turkey Synthase HRAC Group 2 ron, tribenuron-methyl, triasulfu- ||Winter wheat
(Legacy B) ron, iodosulfuron-methyl-Na,
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| # || Year || Species || Country || MOAs || Actives || Situations |
| || H || || ||mesosu|furon-methy| H |
imazethapyr, thifensulfuron-
. methyl, tribenuron-methyl
Inhibition of Acetolactate ! - . .
106 {|2020 ||Amaranthus retroflexus ||Ukraine Synthase HRAC Group 2 T;L:nm?gs(;gzm%d?;?i;rg%}ik};asu- gl?:f]évm\,?rm)’
(Legacy B) foramsulfuron, thiencarbazone-
methyl
Inhibition of Acetolactate ::gt?]nslu'fflﬂ'r’ggt-srﬂf;gyl}r:;t;zmggn- Corn (maize),
107 {|2022 ||Chenopodium album Ukraine Synthase HRAC Group 2 florasyLJ’Iam iodosulfu’ron-methyl‘- Soybean, Wheat,
(Legacy B) Na, thiencarbazone-methyl Sunflower
Ithnltbhlét;S%nﬁ;ﬁgegzitatze imazapyr, amidosulfuron, nicosul-
(Iz/e acy B) Inhibitionpof furon, flazasulfuron, flumetsulam,
108 [|2023 ||Ambrosia artemisiifolia  |{Ukraine Pro?o (>)/r h’ rinoaen Oxi- carfentrazone-ethyl, imazamox, Sunflower
dase I?IR,ZgGrog 14 iodosulfuron-methyl-Na, foramsul-
P furon, thiencarbazone-methyl
(Legacy E)
imazamethabenz-methyl, chlorsul-
Inhibition of Acetolactate  ||furon, flupyrsulfuron-methyl-Na,
109 |{1984 ||Alopecurus myosuroides ||United Kingdom |[Synthase HRAC Group 2 iodosulfuron-methyl-Na, mesosul- ||Wheat
(Legacy B) furon-methyl, pyroxsulam,
propoxycarbazone-Na
Antimicrotubule mitotic
((1||_serug)cterzl-)| Rlﬁrg:ib(i;tri?)ﬁpo? fluazifop-butyl, fenoxaprop-ethyl,
Ace%olgcta{e Synthase tralkoxydim, imazamethabenz-
110 ({1993 ||Avena sterilis United Kingdom HRAC Grou )Zl(Le acy B) methyl, flamprop-methyl, iodosul- ||Cereals, Wheat
i P gacy B), furon-methyl-Na, mesosulfuron-
Inhibition of Acetyl CoA methvl
Carboxylase HRAC Group Y
1 (Legacy A)
Inhibition of Acetolactate  ||.
111 |[2020 |(|Bromus diandrus United Kingdom ||Synthase HRAC Group 2 ;ﬂ?g;ﬂgtrﬁ nl-metrl:)))/(ls-llj\llz,mmesosul- Wheat
(Legacy B) Vi PY!
Inhibition of Acetolactate ||,
112 {|2020 ||Bromus sterilis United Kingdom||Synthase HRAC Group 2 :‘E?gsur:gtrr? nl-metrr;;)/(ls-m:,mmesosul- Wheat
(Legacy B) YL PY!
. . Inhibition of Acetolactate iodosulfuron-methyl-Na, mesosul-
113 {|2020 |[Bromus commutatus United Kingdom ||Synthase HRAC Group 2 furon-methvl. pvroxsulam \Wheat
(Legacy B) Vi Py
imazethapyr, imazapyr, imazaquin,
pyrithiobac-sodium, chlorimuron-
Inhibition of Acetolactate ?ﬁ?g:]’_mgzu Ilfurﬂxgjmﬂé:?losm'
Synthase HRAC Group 2 vl ol Vi P | hv
. S United States (Legacy B), Inhibition of methyl, cloransulam-methyl,
114 {|2005 |[Ambrosia artemisiifolia - - oxyfluorfen, fomesafen, lactofen, ||Soybean
(Delaware) Protoporphyrinogen Oxi- acifluorfen. flumioxazin
?EZGG:_C'R'E)C Group 14 flumiclorac-pentyl, carfentrazone-
gacy ethyl, sulfentrazone, imazamox,
pyraflufen-ethyl, iodosulfuron-
methyl-Na, trifloxysulfuron-Na
thifensulfuron-methyl, chlorsulfu-
United States Inhibition of Acetolactate  ||ron, tribenuron-methyl, metsulfu- ||Corn (maize),
115 |[2011 ||Conyza canadensis (Kansas) Synthase HRAC Group 2 ron-methyl, rimsulfuron, iodosulfu- {|Cotton, Soybean,
(Legacy B) ron-methyl-Na, thiencarbazone- Wheat
methyl
- L Inhibition of Acetolactate : :
116 |l2004 R_ottlioellla cochinchinen- Venezuela Synthase HRAC Group 2 nicosulfuron, iodosulfuron-methyl- Corn (maize)
sis (=R. exaltata) Na, foramsulfuron
(Legacy B)
Inhibition of Acetolactate . .
117 |{2010 ||Sorghum halepense Venezuela Synthase HRAC Group 2 r’l:aco?grlef\tézggl,fhc;gﬁsuIfuron—methyl— Corn (maize)
(Legacy B) '

lodosulfuron-methyl-sodium is a broad spectrum, post-emergence herbicide used throughout the world
for treating wheat and other cereals. It is classified as an imidazolinone herbicide. lodosulfuron-methyl-
sodium inhibits the acetohydroxy acid synthase (AHAS) enzyme which is responsible for the synthesis of
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the branched chain amino acids valine, leucine, and isoleucine. When applied, lodosulfuron-methyl-
sodium halts weed growth which eventually kills the weed or causes the weed to die due to its incapabil-
ity to compete with surrounding vegetation.

e 24-D

Auxinic herbicides such as 2,4-D — one of the first widely used herbicides — have been used as effective
weed control agents since the introduction of 2,4-D herbicides in 1945 (Smith, 1989). Despite its dec-
ades-long worldwide use, resistance against 2,4-D has been found in only 28 different weed species, alt-
hough the first cases had already been reported in wild carrot (Daucus carota) and spreading dayflower
(Commelina diffusa) in 1957 (Switzer, 1957; Hilton, 1957; Heap, 2016).

The herbicidal mechanism of action of 2,4-D is considered to be activation of the auxin receptor system
(TIR1 and related receptor proteins), which results in permanent up-regulation of auxin responses in
plants. These include changes in the actin cytoskeleton, followed by up-regulation of the plant hormones
ABA and ethylene, and high production levels of reactive oxygen species (ROS). In the end, 2,4-D
treatment results in cell wall reorganization, membrane leakage and cell death.

In most cases of resistance to 2,4-D and auxinic herbicides, details of the mechanisms of resistance are
not known. Increased absorption of 2,4-D (Kohler et al., 2004), reduced translocation (Weinberg et al.,
2006), increased metabolism of 2,4-D (Hagin et al., 1970) and differential binding to auxin-binding pro-
teins (Webb and Hall, 1995) have all been implicated with herbicide resistance. However, reading the
published 2,4-D resistance literature with an eye on possible auxin transport impairment shows that simi-
lar mechanisms to that described by Goggin et al. (2016) might also be the cause of 2,4-D resistance in
other cases (Riar et al., 2011; Rey-Caballero et al., 2016).

The claim that 2,4-D resistance is unlikely to evolve because of the complex and essential functions that
auxin plays in plants is unsubstantiated. In many cases where resistance has evolved to synthetic auxins,
the biochemical mechanism is unknown. However, in at least two cases (Kochia scoparia and Sinapis
arvensis), resistance is conferred by a single dominant allele, indicating that resistance could develop and
spread quite rapidly.

ZRMs agree with Aplicant that due to the different mode of action of both active substances iodosulfu-
ron-methyl-sodium and 2.4 D, the occurrence of resistance to this herbicide is minimal. Worth noting is
the fact that the application of the mixture of active substance from sulfonylurea group and 2,4-D has
been widely adopted for weed con-trol in winter cereals to manage ALS resistant weeds.

For the use of Jockey 387 OD (product code: JMD-HER 387 OD) against target weeds it can be
concluded, that:

e The product has a low to medium inherent and agronomical risk for resistance weed development.

e To decrease the risk of selecting resistant weeds, the application of an additional herbicide belonging to
a different mode of action and having high efficacy on the species to be controlled is recommendable.

e It is recommended to use the product in alternation or in combinations with compounds having a dif-
ferent mode of action.

e To avoid the selection of resistance it is recommended to perform one application of Jockey 387 OD at
the recommended dose(s) per season.

In order to minimize the risk of occurrence and development of herbicide weed resistance we
should follow Good Agricultural Practice:

o follow strictly the directions provided in the plant protection product label,

o plant protection product should been used at the recommended dose in the recommended time to ensure
optimum weed control

o use integrated weed control practices covering fields such as history crop rotation, herbicides used and
various tillage (mechanical, cultural, biological and chemical)

o use rotation of herbicides (active substances) with different mechanisms of action,
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o use a mixture of herbicides (active substances) with different mechanisms of action,

o use herbicides acting on several life processes in rotation and / or a mixture weeds (with different
mechanisms of action).

Following entry should be added to Polish label in the opinion of ZRMSs:

Resistance management strategy:

To minimize the risk of occurrence and development of weed resistance to herbicides, according to Good
Agricultural Practice:

— follow closely the directions on the label of the crop protection product

— apply the product at the recommended dose, at the recommended date to ensure optimal weed control,

— adjust the selection of the herbicide and the decision to carry out the treatment to the prevailing (pos-
sibly potential) weed infestation, taking into account the dominant species and pest thresholds,

— use arotation of herbicides (active substances) with different mechanisms of action,
— use a mixture of herbicides (active substances) with different mechanism of action,

— use in rotation and/or mixture herbicides acting on several vital processes of weeds (with different
mechanism of action),

— apply an herbicide with a given mechanism of action only once during the growing season of the
crop,

— adjust tillage operations to the conditions in the field, especially to the type and strength of the weeds,

— use various methods of weed control, including crop rotation, etc..,

— use certified seed

— clean agricultural machinery to prevent the transfer of weed propagating material to other sites,

— inform the permit holder of unsatisfactory weed control,

— contact your advisor, permit holder or permit holder's representative for more information.

In the opinion of Evaluator each of ctMS can change or adjust risk assessment considering the na-
tional requirements and may designate additional measures relating to resistance prevention on the
national level. Where there is evidence of changed sensitivity of the target organisms to this product then
the cMS should review the effectiveness of the product against these targets.

3.3.2 Adverse effects on treated crops

In the evaluation process the fact that the active ingredients — iodosulfuron-methyl-sodium and 2,4-D
EHE are used in many plant protection products and has been commonly used in crop protection were
taken into consideration by Evaluator. However, in Poland — no PPP with both of those a.s. is already
registered.

The Applicant submitted in total 36 selectivity studies carried out on winter cereals (26 trials) and spring
cereals (10 trials). Those trials were carried out in two growing seasons (2020 and 2021). Trials carried
out on winter cereals were carried out in three different EPPO zones: Maritime (3 trials: 2 DE and 1 CZ),
N-E (15 trials: PL) and S-E (8 trials: RO-5, BG-1, HU-2). Trials performed on spring cereals were
conducted only in one EPPO zone — N-E in Poland (10 trials: 6 on spring wheat and 4 on spring triticale).
In the opinion of ZRMs submitted documentation is sufficient for N-E and S-E in line to GAP table.

The selectivity evaluation of the herbicide is to be performed according to listed below EPPO guidelines.
The evaluation of herbicide selectivity was carried out 4-5 per season. Results were described in percent
of destruction of plant for herbicides treatment compared to plant for untreated, where 0% means no
phytotoxicity and 100% - complete destruction.

Phytotoxicity assessment was carried out with the use of different cultivars (commercially grown
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varieties). Dosages N (recommended) and 2N (doubled recommended) were studied during selectivity
trials. Experimental details and assessments methods were in accordance to EPPO standards. Detailed
information’s are presented by Applicant in BAD.

Assessment for Poland:

v

Winter cereals:

winter wheat - Applicant submitted in total 25 trials valid for PL. 15 of them were efficacy trials in
which phytotoxic effect was assessed at dose recommended (1.0 L/ha) and 10 — selectivity trials in
which N and 2N dose was studied. Those trials were carried out on in PL, DE and CZ. Small
phytotoxicity symptoms caused by 2N dose of JMD-HER 387 OD at the proposed dose rate of 1
L/ha, were observed in two (one in PL, one in CZ) selectivity trial performed on winter wheat,
however they were transient and no phytotoxicicty symptoms were visible during last assessments, on
these trails.

winter triticale - Applicant submitted in total 5 trials valid for PL. 1 of them was efficacy trials in
which phytotoxic effect was assessed at dose recommended (1.0 L/ha) and 4 — selectivity trials in
which N and 2N dose was studied. Those trials were carried out on in PL. No phytotoxicity symptoms
caused by JIMD-HER 387 OD at the proposed dose rate of 1 L/ha were recorded in all trials.

winter rye — Applicant submitted in total 5 trials valid for PL. 1 of them was efficacy trials in which
phytotoxic effect was assessed at dose recommended (1.0 L/ha) and 4 — selectivity trials in which N
and 2N dose was studied. Those trials were carried out on in PL. No phytotoxicity symptoms caused
by JMD-HER 387 OD at the proposed dose rate of 1 L/ha were recorded in all trials.

Spring cereals:

spring wheat — Applicant submitted in total 16 trials valid for PL. 10 of them were efficacy trials in
which phytotoxic effect was assessed at dose recommended (1.0 L/ha) and 6 — selectivity trials in
which N and 2N dose was studied. Those trials were carried out on in PL. Small phytotoxicity symp-
toms caused by IMD-HER 387 OD at the proposed dose rate of 1 L/ha were recorded, by the time of
the last assessment, the signs of phytotoxicity have vanished on plots where 1IN (1 L/ha of tested
product) was used, and did not exceeded 6% where 2N of the proposed 1L/ha dose was used. Also
reference product caused higher phytotoxicity symptoms which were more visible at the time of last
assessment, even in 1N rate. Worth mentioning is the fact that severe weather conditions in the 2"
quart of 2021, (periods of temperatures below 5°C have occured in days after the application was
done) might have had an impact on phytotoxicity occurrence.

spring triticale - Applicant submitted in total 5 trials valid for PL. 1 of them was efficacy trials in
which phytotoxic effect was assessed at dose recommended (1.0 L/ha) and 4 — selectivity trials in
which N and 2N dose was studied. Those trials were carried out on in PL. Small phytotoxicity
symptoms caused by JIMD-HER 387 OD at the proposed dose rate of 1 L/ha were recorded in trials
performed in 2021. By the time of the last assessment, the signs of phytotoxicity have vanished on
plots where both 1N and 2N of the proposed label dose of 1 L/ha were used. Also reference product
caused higher phytotoxicity symptoms (over 15% for 2N dose) which were even slightly visible at the
time of last assessment. Worth mentioning is the fact that severe weather conditions in the 2nd quart
of 2021, (periods of temperatures below 5°C have occured in days after the application was done)
might have had an impact on phytotoxicity occurrence.

Assessment for Belgium:

v

Winter cereals:

winter wheat - Applicant submitted in total 21 trials valid for PL. 13 of them were efficacy trials in
which phytotoxic effect was assessed at dose recommended (1.0 L/ha) and 8 — selectivity trials in
which N and 2N dose was studied. Those trials were carried out on in BG, RO and HU. Tiny phyto-
toxicity symptoms caused by target dose of both IMD-HER 387 OD and Huzar Active (reference
product), were observed in one efficacy trial in Hungary (S21-03828-26). Symptoms were really
small (0.3%) and were observed only during first assessment (13 days after application). This symp-
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toms were not only minor, they were also transient and were not visible in next assessments (26 DA-
A, 39 DA-A and 76 DA-A).

In most of the assessments no phytotoxicity symptoms were observed for any tested dosage for all
tested cerals (both, winter and spring). In addition, the crop developed normally and did not
involve a loss in yield at harvest. The same phytotoxicity symptoms were observed at standard
referenece treatment. So, in the opinion of ZRMs it can be concluded that Jockey 387 OD is safe
for use on winter cereals (wheat, triticale and rye) and spring cereals (wheat, triticale) at
recommended dose.

Impact on the vield: Effects of IMD-HER 387 OD on yield of winter and spring wheat, winter and
spring triticale and winter rye were assessed during selectivity trials. In those studies yield was assessed
after application of single, highest rate (1 L/ha for IMD-HER 387 OD) of above product as well as twice
the highest rate. Statistical analysis of yield and its parameters was done.

Yield data was assessed using Levene’s Test If this test indicated no homogeneity of variance the trans-
formed values were used for analysis of variance. If still no homogeneity of variance was obtained by the
transformation the statistical analysis should be treated with caution. If no homogeneity on a data column
is observed this is indicated with a * in the results tables.

Assessment data were then analysed using a two-way analysis of variance (ANOVA) on untransformed
and transformed data. The probability of no significant differences occurring between treatment means is
calculated as the F probability value (p(F)).

A mean comparison test was only performed when the treatment probability of F that is calculated during
analysis of variance was significant at the observed significance level specified for the mean comparison
test. The mean separation letter "a" is assigned to each treatment mean in an assessment data column
when a non-significant treatment P(F) is detected.

Student Newman-Keuls’ multiple comparison test was applied to separate any treatment differences that
may be implied by the ANOVA TEST and these are indicated by a letter test; treatment means with no
letters in common are significantly different according to the test initiated at the 95% confidence level.

No significant adverse effect on all of the cereals species was observed after application of JMD-
HER 387 OD in comparison to the control.

Below, ZRMS presented detailed results for yield:

— winter wheat

Report No. 1l16.1.4/01 1116.1.4/02 1116.1.4/03 1116.1.4/04 1116.1.4/15 I16.1.4/16 116.1.4/17
S-WW-PL-2020- | S-WW-PL-2020- | S-WW-PL-2020- | S-WW-PL-2020- | S-WW-PL-2021- | S-WW-PL-2021- | S-WW-PL-2021-
S$20-03778-01 S$20-03778-02 S$20-03778-03 S20-03778-04 S$20-03829-01 S$20-03829-02 S$20-03829-03
Application date 23.04.2020 20.04.2020 15.04.2020 20.04.2020 13.05.2021 19.04.2021 19.04.2021
Crop BBCH on app. day 29 31 29 30 31 29 27
Product ga.s./ha Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha)
Control h 10,9 6.14 7.11 6.7 6.81 4.72 5.67
JMD-HER 377g - 2,4-D EHE;
387 0D 1N | 10g -lodosulfuron; 10.86 6.17 7.61 7 6.78 4,99 6.02
JMD-HER 754g - 2,4-D EHE;
387 OD 2N | 20g -lodosulfuron; 10.73 6.11 7.66 7.17 6.79 4.65 5.75
Huzar Activ | 300g - 2,4-D EHE;
Plus 1N 10g -lodosulfuron;
7.5 ~ Thiencarba- 10.72 6.26 7.21 6.74 6.76 4.18 5.76
zone;
30g - Mefenpyr-
diethyl
Huzar Activ | 600g - 2,4-D EHE;
Plus 2N 20g -lodosulfuron;
15g ~ Thiencarba- 10,91 6.07 7.45 7.24 6.78 4.69 5.73
zone;
60g - Mefenpyr-
diethyl
Report No. 11 6.1.4/26 116.1.4/27 111 6.1.4/28

S-WW-DE-2021-S21-03829-18 | S-WW-DE-2021-521-03829-19 | S-WW-CZ-2021-521-03829-22
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Application date 23.04.2020 20.04.2020 15.04.2020
Crop BBCH on app. day 29 31 29
Product ga.s./ha Yield (t/ha) Yield (t/ha) Yield (t/ha)
Control - 8 8.24 11.03
JMD-HER 377g - 2,4-D EHE;
387 0D 1IN 10g -lodosulfuron; 7.75 831 1076
JMD-HER 754g - 2,4-D EHE;
387 OD 2N 20g -lodosulfuron; 813 8.24 1089
Huzar OD 1N 93.197g -lodosulfuron; 7.84 8.3 _
Huzar OD 2N 186.394g -lodosulfuron; 7.77 8.2 _
Sekator Plus 1N 287g - 2,4-D EHE;
6.25g -lodosulfuron; - - 11.01
25g - Amidosulfuron
Sekator Plus 2N 574g - 2,4-D EHE;
12.5g -lodosulfuron; - - 10,93
50g - Amidosulfuron
Report No. 1116.2.1/29 1116.2.1/30 1116.2.1/31 1116.2.1/32 1116.2.1/33 1116.2.1/34 1116.2.1/35 1116.2.1/36
(S-WW-RO- (S-WW-RO- (S-WW-BG- (S-WW-RO- (S-WW-RO- (S-WW-RO- (S-WW-HU- (S-WW-HU-
2020-520- 2020-S20- 2021-S21- 2021-S21- 2021-S21- 2021-S21- 2021-S21- 2021-S21-
03778-21) 03778-22) 03829-24) 03829-25) 03829-26) 03829-27) 03829-28) 03829-29)
Application date 16.04.2020 17.04.2020 13.04.2021 13.04.2021 13.04.2021 14.04.2021 29.04.2021 30.04.2021
Crop BBCH on app. day 29 29 29 29 29 29 29 29
Product ga.s./ha Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha)
Control - 3.82 5.19 4.47 6.56 7.55 7.75 5.83 5.21
JMD-HER |377g - 2,4-D EHE;
387 0D 1IN 10g - 3.77 5.03 4.44 6.59 7.53 7.79 6.07 5.35
lodosulfuron;
JMD-HER |754g - 2,4-D EHE;
387 0D 2N 20g - 3.57 5.05 4.17 6.64 7.52 7.77 6.5 5.47
lodosulfuron;
Hussar |300g - 2,4-D EHE;
Active Plus 10g -
N lodosulfuron;
7.5g — thien- 3.71 5.05 - 6.58 7.41 7.85 - -
carbazone
30g — mefenpyr-
diethyl
Hussar |600g - 2,4-D EHE;
Active Plus 20g -
2N lodosulfuron;
15g — thien- 3,9 5.01 - 6.59 7.56 7.77 - -
carbazone
60g — mefenpyr-
diethyl
Sekator OD |100g - amidosul-
N furon;
252 - - 4.36 - - - - -
lodosulfuron;
Sekator OD |200g - amidosul-
2N furon;
508 - - 4.09 - - - - -
lodosulfuron;
HuszarActiv(300g - 2,4-D EHE;
e Plusz 1N 10g -
lodosulfuron;
7.5g — thien- - - - - - - 6.39 5.34
carbazone
30g — mefenpyr-
diethyl
HuszarActiv|600g - 2,4-D EHE;
e Plusz 2N 20g -
lodosulfuron;
15g — thien- - - - - - - 6.4 53
carbazone
60g — mefenpyr-
diethyl

In 7 field trials on winter wheat JMD-HER 387 OD was used in single rate of 1 L/ha and doubled rate of
2 L/ha did not have significant adverse effect on yield. Phytotoxicity effects were observed in only one
trial, (520-03778-02), on the plots where double rate was used. It has to be said that these effects were
transient, and did not have any influence on yield and its parameters (statistically insignificant). No statis-
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tical differences in yield were observed between plots treated with IMD-HER 387 OD as well as on con-

trol plots.

— winter triticale

Report No. 111 6.1.4/05 1116.1.4/06 1116.1.4/18 1116.1.4/19
S-WT-PL-2020-520-03778- | S-WT-PL-2020-520-03778- | S-WT-PL-2021-S21-03829- [S-WT-PL-2021-521-03829-05|
05 06 04
Application date 16.04.2020 15.04.2020 19.04.2021 19.04.2021
Crop BBCH on app. day 29 31 29 30
Product ga.s./ha Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha)
Control 6.37 411 5.44 5.72
JMD-HER 377g - 2,4-D EHE;
387 0D 1IN 10g -lodosulfuron; 6.68 418 536 525
JMD-HER 754g - 2,4-D EHE;
387 OD 2N 20g -lodosulfuron; 6.45 413 534 559
Huzar Activ Plus 1N 300g - 2,4-D EHE;
10g -lodosulfuron;
7.5g — Thiencarbazone; 6.37 414 574 5.62
30g - Mefenpyr-diethyl
Huzar Activ Plus 2N 600g - 2,4-D EHE;
20g -lodosulfuron;
15g - Thiencarbazone; 6.53 4.09 5.53 5.22
60g - Mefenpyr-diethyl

In field trials on winter triticale JMD-HER 387 OD was used in single rate of 1 L/ha and doubled rate of 2
L/ha, did not have significant adverse effect on yield. Phytotoxicity effects were not observed, even on
the plots where double rate was used. No statistical differences in yield were observed between plots
treated with JIMD-HER 387 OD as well as on control plots.

— winter rye
Report No. 1116.1.4/07 1116.1.4/08 1116.1.4/20 116.1.4/21
S-WR-PL-2020-S20-03778- | S-WR-PL-2020-520-03778- | S-WR-PL-2021-521-03829- | S-WR-PL-2021-521-03829-
09 10 09 10
Application date 15.04.2020 21.04.2020 20.04.2021 21.04.2021
Crop BBCH on app. day 31 32 23 23
Product ga.s./ha Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha)
Control 73.68 78.71 76.82 76.02
JMD-HER 3778 - 2,4-D EHE;
74. 78.71 7 75.67
387 0D IN 10g -lodosulfuron; 69 8 62 56
JMD-HER 754g - 2,4-D EHE;
387 OD 2N 20g -lodosulfuron; 74.48 78,93 7677 76.02
Huzar Activ Plus 1N 300g - 2,4-D EHE;
10g -lodosulfuron;
73. 78. 76. 75.
7.5g — Thiencarbazone; 3.56 8.83 6.89 5.69
30g - Mefenpyr-diethyl
Huzar Activ Plus 2N 600g - 2,4-D EHE;
20g -lodosulfuron;
15g — Thiencarbazone; 748 79 76,94 7518
60g - Mefenpyr-diethyl

In field trials on winter rye JMD-HER 387 OD was used in single rate of 1 L/ha and doubled rate of 2
L/ha, did not have significant adverse effect on yield. Phytotoxicity effects were not observed, even on
the plots where double rate was used. No statistical differences in yield were observed between plots
treated with JIMD-HER 387 OD as well as on control plots.

— spring wheat

Report No. 11 6.1.4/09 1l 6.1.4/10 I6.1.4/11 116.1.4/12 116.1.4/22 111 6.1.4/23
S-SW-PL-2020-S20- | S-SW-PL-2020-S20- | S-SW-PL-2020-520- | S-SW-PL-2020-S20- | S-SW-PL-2021-S21- | S-SW-PL-2021-S21-
03778-11 03778-12 03778-13 03778-14 03829-11 03829-12
Application date 08.05.2020 08.05.2020 12.05.2020 27.05.2020 21.05.2021 19.05.2021
Crop BBCH on app. day 26 32 29 29 24 25
Product ga.s./ha Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha)
Control 5.24 3.68 4.85 5.28 4,98 4.23
JMD-HER 377g - 2,4-D EHE; 4,99 4.38
387 0D 1IN 10g -lodosulfuron; 535 3.81 479 5.6
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JMD-HER 754g - 2,4-D EHE; 4.85 4.25
387 OD 2N 20g -lodosulfuron; 5.29 3.63 515 522
Huzar Activ 300g - 2,4-D EHE; 4,97 4.31
Plus 1N 10g -lodosulfuron;
7.5g — Thiencarbazone; 554 3.82 497 557
30g - Mefenpyr-diethyl
Huzar Activ 600g - 2,4-D EHE; 4.76 4.23
Plus 2N 20g -lodosulfuron;
15g — Thiencarbazone; 539 37 5.23 553
60g - Mefenpyr-diethyl

In field trials on spring wheat JMD-HER 387 OD was used in single rate of 1 L/ha and doubled rate of 2
L/ha, did not have significant adverse effect on yield. Phytotoxicity effects were not observed, even on
the plots where double rate was used. No statistical differences in yield were observed between plots
treated with IMD-HER 387 OD as well as on control plots.

spring triticale

Report No. 1116.1.4/13 11 6.1.4/14 11 6.1.4/24 111 6.1.4/25
S-SW-PL-2020-S20-03778- | S-SW-PL-2020-S20-03778- | S-SW-PL-2021-521-03829- | S-SW-PL-2021-521-03829-
15 16 13 14
Application date 12.05.2020 12.05.2020 24.05.2021 19.05.2021
Crop BBCH on app. day 25 29 23 23
Product ga.s./ha Yield (t/ha) Yield (t/ha) Yield (t/ha) Yield (t/ha)
Control 3.25 5.15 4.55 5.47
JMD-HER 377g - 2,4-D EHE;
387 OD 1IN 10g -lodosulfuron; 3.42 525 4.58 532
JMD-HER 754g - 2,4-D EHE;
387 OD 2N 20g -lodosulfuron; 3.22 535 45 541
Huzar Activ Plus 1N 300g - 2,4-D EHE;
10g -lodosulfuron;
7.5g — Thiencarbazone; 3.09 511 4.46 535
30g - Mefenpyr-diethyl
Huzar Activ Plus 2N 600g - 2,4-D EHE;
20g -lodosulfuron;
15g - Thiencarbazone; 3.34 4.89 4.04 5.24
60g - Mefenpyr-diethyl

In field trials on spring triticale JMD-HER 387 OD was used in single rate of 1 L/ha and doubled rate of
2 L/ha, did not have significant adverse effect on yield. Phytotoxicity effects were not observed, even on
the plots where double rate was used. No statistical differences in yield were observed between plots
treated with IMD-HER 387 OD as well as on control plots.

Effect on the quality of yield: No significant adverse effect on all of the cereals species was observed
after application of JIMD-HER 387 OD in comparison to the control. It can be concuded that Jockey
387 OD have no negative impact on quality of yield of winter (wheat, triticale, rye) and spring cere-
als (wheat, triticale).

Below, ZRMS presented detailed results for quality of yield:

winter wheat

Report No. 111'6.1.4/01 111 6.1.4/02 1116.1.4/03 111 6.1.4/04 1116.1.4/15 1116.1.4/16 1116.1.4/17
S-WW-PL-2020-520- | S-WW-PL-2020-520- | S-WW-PL-2020-520- | S-WW-PL-2020-520- | S-WW-PL-2021-S20- | S-WW-PL-2021-520- |S-WW-PL-2021-520-
03778-01 03778-02 03778-03 03778-04 03829-01 03829-02 03829-03
Application date 23.04.2020 20.04.2020 15.04.2020 20.04.2020 13.05.2021 19.04.2021 19.04.2021
Crop BBCH on app. day 29 31 29 30 31 29 27
Grain moisture, TGW and yield per plot Grfaln Tewl HLW Grfam TeW? | HLW Grfam TeWh HLW Grfam TeW? | HLW Grfam TeW | HLW Grfam TeW? ! HLW Gl‘?ln Tew? HLW
moistu [ ] [k ] moistu: [ ] [k ] moistu: [ ] [k ] moistu [ ] [k ] moistu: [ ] [k ] moistu [ ] [k ] moistu; [ ] [k ]
re [%] 8 8 re [%] 8 8 re [%] 8 8 re [%] 8 8 re [%] 8 8 re [%] 8 8 re [%] 8 8
Control 13.4 141,96182.06| 13.2 137,95:76,94 | 12.7 139.61:81.11| 12.8 | 45.6 | 82,9 | 13.3 139.44:77.42( 12.4 {25.35172,98| 11,9 i{40.62{82.37
JMD-HER 387 377g - 2,4-D EHE; 13.3 141.82182.19| 13.3 136,92:77.05| 12.8 139.53181.11| 12,9 | 44.3 | 83.1 | 13.3 {38.64:77.37( 12.4 125.14173,93| 12.1 {40.63:82.81
OD 1N 10g -lodosulfuron;
JMD-HER 387 754g - 2,4-D EHE; 13.2 142.07:82.16| 13.4 : 37.4 1 77,9 | 12.8 139.78180,98| 12.8 | 43.7 | 83.7 | 13.4 i38.86:77.13| 12.4 124.86:74.12| 12 140.59:82.38
OD 2N 20g -lodosulfuron;
Huzar Activ 300g - 2,4-D EHE;
Plus IN 10g -lodosulfuron; 43 3149 461 82.29| 13.4 {37.07] 76 | 12.8 [39.52{81.01| 12.8 | 42,9 | 837 | 13.4 [38.01{76.88| 12.4 [24.22}{72.04| 12.1 | 40.09{82.71
7.5g — Thiencarbazone;
30g - Mefenpyr-diethyl
Huzar Activ 600g - 2,4-D EHE;
Plus 2N 20g -lodosulfuron; 12.2 140,92182.49| 13.3 136.19:77.69 | 12.8 140.01:{81.23| 12.8 | 45.6 | 83.5 | 13.3 137.82176.61( 12.3 {26.13173,95| 11,9 i{40.53:82.45
15g — Thiencarbazone;
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‘ 60g - Mefenpyr-diethyl

Report No. 1116.1.4/26 1116.1.4/27 1116.1.4/28
S-WW-DE-2021-521-03829-18 S-WW-DE-2021-521-03829-19 S-WW-CZ-2021-521-03829-22
Application date 23.04.2020 20.04.2020 15.04.2020
Crop BBCH on app. day 29 31 29
Grain moisture, TGW and yield per plot Grain 3 HLW Grain 3 HLW Grain 3 HLW
moisture [%] TEW” [g] [kg] moisture [%] TGW” [g] [kg] moisture [%] TEW [g] [kg]
Control . 131 40.15 72.13 12,9 43.78 82.1 10.2 2212 82.68

JMD-HER 387 OD 1N 377g - 2,4-D EHE; 13 39.33 73,96 12.8 44.15 82.4 10 433 83.51

10g -lodosulfuron;

JMD-HER 387 OD 2N 754g - 2,4-D EHE; 13 39.13 74.59 12.8 43.41 82.22 10 42.69 83.32

20g -lodosulfuron;
Huzar OD 1N 93.197g -lodosulfuron; 13.2 40.59 73.58 13.1 43.79 81,94 - - -
Huzar OD 2N 186.394g -lodosulfuron; 132 20.56 75.19 12,9 43.6 82.23 R R R
Sekator Plus 1N 287g - 2,4-D EHE;
6.25g -lodosulfuron; - - - - - - 10 43.04 -83.86
25g - Amidosulfuron
Sekator Plus 2N 574g - 2,4-D EHE;
12.5g -lodosulfuron; - - - - - 9,9 42.7 -82.67
50g - Amidosulfuron
Report No. 1116.2.1/29 1116.2.1/30 116.2.1/31 1116.2.1/32 1116.2.1/33 1116.2.1/34 1116.2.1/35 1116.2.1/36
(S-WW-R0O-2020- | (S-WW-R0O-2020- | (S-WW-BG-2021- | (S-WW-RO-2021- | (S-WW-RO-2021- | (S-WW-R0-2021- | (S-WW-HU-2021- | (S-WW-HU-2021-
$20-03778-21) $20-03778-22) $21-03829-24) $21-03829-25) $21-03829-26) $21-03829-27) $21-03829-28) $21-03829-29)
Grain moisture, TGW and yield per|Grain Grain Grain Grain Grain Grain Grain Grain
plot moist] TGW?} HLW |moist{TGW3| HLW |moist] TGW?| HLW [moist] TGW?| HLW [moist{TGW?} HLW |moist{TGW3] HLW |moist|TGW?3] HLW |moist|TGW3] HLW
ure | [g] | [kg] | ure | [g] | [ke] | ure | [g] | [kg] | ure | [g] | [kgl | ure | [g] | [ke] | ure | [g] | [ke] | ure | [g] | [kg] | ure | [g] | [kel
1%] (%] 1%] 1%] 1%] (%] (%] 1%]

Control ) 13.5 | 43.7 173.88(13.68140.831{76.76| 11.6 {33.46{74.01|11.73}31.39179.37| 12,9 {38.14{78.79 13.2 {39.26]79.61| 15.4 {41,91{79.43| 13.7 141.59{81,99
JMD-HER 377g - 2,4-D EHE; 13.5 143.67174.25|13.48:40.62177.04( 11.2 133.42:74.07|12.08:31.13:78.82| 13 :38.25!78.35(13.23139.05:79.56( 13,9 142.21:79.53| 13.2 142.42:81.42
387 0D 1IN | 10g -lodosulfuron;

JMD-HER 754g - 2,4-D EHE; 13.58143.65!73.81(13.73140.85/76.79| 11.2 {32.47}72,91|11.53}31.37}79.32 12.8 {38.15}78.83|13.08139.57}79.67| 14.1 {42,92}79.01| 13.7 |41.71!80.56
387 0D 2N | 20g -lodosulfuron;

Hussar Active [ 300g - 2,4-D EHE;
Plus 1IN 10g -lodosulfuron;
7‘5g_§2'::carba' 13.5 |43,98|74.23| 13.7 [40.79{76.77| - | - | - |12.08/31.15[78.75| 13.2 |38.07|78.47(13.03[30.5279.79| - | - | - | - | - | -
30g — mefenpyr-
diethyl
Hussar Active [ 600g - 2,4-D EHE;
Plus 2N 20g -lodosulfuron;
15g_t;)':2°arba' 13.6843.27174.0213.88/40.51i76.79| - | - | - |11.7!31.20{79.07| 13 i38.2178.85/13.08139.19i79.57| - i - | - | - @ . i .
60g — mefenpyr-
diethyl
Sekator OD | 100g - amidosulfu-
N ron; - - - - - - 115132961734 - - - - - - - - - - - - - - -
25g -lodosulfuron;
Sekator OD | 200g - amidosulfu-
2N ron; - - - - - - 11.1:32.071 72.7 - - - - - - - - - - - - - -
50g -lodosulfuron;
HuszarActive | 300g - 2,4-D EHE;
Plusz 1IN 10g -lodosulfuron;
75g-thiencarba- | b b0 b b b b b b s o L L 142 142.31179.75 13,0 141.27179.55
zone
30g — mefenpyr-
diethyl
HuszarActive | 600g - 2,4-D EHE;
Plusz 2N 20g -lodosulfuron;
15g — thiencarba-
- - - - - - - - - - - - - - - - - - 14.1 141.40181.34| 13.6 141.15182.83
zone
60g — mefenpyr-
diethyl
— winter triticale
Report No. 111 6.1.4/05 111 6.1.4/06 1116.1.4/18 1116.1.4/19
S-WT-PL-2020-520-03778-05 S-WT-PL-2020-520-03778-06 S-WT-PL-2021-521-03829-04 S-WT-PL-2021-521-03829-05
Application date 16.04.2020 15.04.2020 19.04.2021 19.04.2021
Crop BBCH on app. day 29 31 29 30
Grain moisture, TGW and yield per plot Grain Grain Grain Grain
moisture { TGW? [g] '-[‘ll(.v;/ moisture | TGW? [g] TII('V;/ moisture | TGW? [g] TI:V;/ moisture | TGW? [g] TII('V;/
] 8 [ & [ 8 [ &
Control -
12 34.8 76.15 12.8 45.67 76.17 13.5 38.73 76,91 13.4 39.35 73.55
JMD-HER 387 OD IN 377g - 2,4-D EHE; 121 33.66 75.55 12.7 45.75 75,98 13.4 39.03 76,91 135 39.41 73.45
10g -lodosulfuron;
JMD-HER 387 0D 2N 7548 - 2,4-D EHE; 121 35.11 75,98 12.8 45.79 75,92 13.6 38.78 77.35 13.4 38.25 72,93
20g -lodosulfuron;
Huzar Activ Plus 1N 300g - 2,4-D EHE;
10g -lodosulfuron; 12 36.27 76.54 12.8 46.34 76.22 13.6 38.76 76.71 13.5 38.13 72.77
7.5g — Thiencarbazone;
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30g - Mefenpyr-diethy
Huzar Activ Plus 2N 600g - 2,4-D EHE;
20g -lodosulfuron; 12 34,96 | 75.87 127 | 4573 | 7573 136 | 3837 | 7692 135 3943 | 7314
15g — Thiencarbazone;
60g - Mefenpyr-diethyl
— winter rye
Report No. 1116.1.4/07 111 6.1.4/08 1116.1.4/20 1116.1.4/21
S-WR-PL-2020-520-03778-09 S-WR-PL-2020-520-03778-10 | S-WR-PL-2021-521-03829-09 S-WR-PL-2021-521-03829-10
Application date 15.04.2020 21.04.2020 20.04.2021 21.04.2021
Crop BBCH on app. day 31 32 23 23
Grain moisture, TGW and yield per plot Grain Grain Grain Grain
moisture { TGW? [g] }-[lll(.V;l moisture | TGW? [g] I-[ilI(_V;l moisture { TGW? [g] Tll('v;l moisture } TGW? [g] TII('V;/
%] € [%] £ (%] € (%] &
Control -
13.6 25.76 73.68 12.8 29.29 78.71 133 27.49 76.82 12.45 19.54 76.02
JMD-HER 387 0D IN 377g - 2,4-D EHE; 13.6 26.18 74.69 12.8 28.46 78.71 13.3 27.61 76,9 12.35 18.3 75.67
10g -lodosulfuron;
JMD-HER 387 0D 2N 7548 - 2,4-D EHE; 13.4 26.16 74.48 12.8 28.89 78,93 13.3 27.1 76.77 12.43 18.55 76.02
20g -lodosulfuron;
Huzar Activ Plus 1N 300g - 2,4-D EHE;
10g -lodosulfuron; 134 | 2531 | 7356 | 128 | 2956 | 78.83 | 133 | 2752 | 7689 | 1243 | 1812 | 75.69
7.5 — Thiencarbazone;
30g - Mefenpyr-diethy
Huzar Activ Plus 2N 600g - 2,4-D EHE;
20g -lodosulfuron; 135 25.79 74.8 12.7 28.8 79 13.3 2676 | 76,94 | 1243 | 1851 | 75.18
15g — Thiencarbazone;
60g - Mefenpyr-diethyl
— spring wheat
Report No. 1116.1.4/09 1116.1.4/10 1116.1.4/11 1116.1.4/12 1116.1.4/22 1116.1.4/23
S-SW-PL-2020-520- S-SW-PL-2020-520- S-SW-PL-2020-520- S-SW-PL-2020-520- S-SW-PL-2021-521- S-SW-PL-2021-S21-
03778-11 03778-12 03778-13 03778-14 03829-11 03829-12
Application date 08.05.2020 08.05.2020 12.05.2020 27.05.2020 21.05.2021 19.05.2021
Crop BBCH on app. day 26 32 29 29 24 25
Grain moisture, TGW and yield per plot | Grain & ey i\ | Grain §reyat iy | 81§y | 67N Ergs b | 878N Ergwe | iw | ©0 frow? | uw
moistur: &l kel moistur: &l kel moistur: (&l Ikel moistur (&l kel moistur el kel moistur. (&l kel
el | & gl | o | & el [opy | & 8l | opo | & gl | opo i (8 gl | oy i 8 g
Control ° 13.2 { 431 74.6 12.5 {45.24 1 81.55 | 12.7 {43.12 {70.32 | 12.7 { 44.85}66.64 | 13.3 | 34,91} 80.35 | 14.1 {3591 :74.74
JMD-HER 387 377g - 2,4-D EHE; 13.1 | 435 74 12.5 14423 18216 | 12.7 {42.46 169.85| 12.6 i 4547 66,91 | 13.2 i 35351 80,92 | 13.7 i 36.86 i 76.12
OD IN 10g -lodosulfuron;
JMD-HER 387 7548 - 2,4-D EHE; 13.2 | 433 73,9 12.4 45418249 | 12.7 {4245 :69.79| 12.6 45.1 1 66.82 | 13.2 | 34.08 | 80.14 | 13.7 | 35.48 | 75.86
OD 2N 20g -lodosulfuron;
Huzar Activ Plus 300g - 2,4-D EHE;
1N 10g -lodosulfuron;

. 13.2 § 433 74.2 12.5 | 441 8186 | 12.7 {4271 170.17 | 12.6 | 44,97 | 66.62 | 13.1 346 |80.41 | 13.8 136,97 i 76.3
7.5g — Thiencarbazone;

30g - Mefenpyr-diethy
Huzar Activ Plus 600g - 2,4-D EHE;
2N 20g -lodosulfuron;
15g — Thiencarbazone;
60g - Mefenpyr-diethy!

13.2 1 423§ 741 | 124 143.89 8217 | 12.7 173.14170.26 | 12.6 | 4527 {67.01 | 13.1 i 34.76 | 80.76 | 13,9 i 36.53 | 75.81

— spring triticale

Report No. 1116.1.4/13 116.1.4/14 1116.1.4/24 1116.1.4/25
S-SW-PL-2020-520-03778-15 S-SW-PL-2020-520-03778-16 S-SW-PL-2021-521-03829-13 S-SW-PL-2021-521-03829-14
Application date 12.05.2020 12.05.2020 24.05.2021 19.05.2021
Crop BBCH on app. day 25 29 23 23
Grain moisture, TGW and yield per plot Grain Grain Grain Grain
moisture | TGW? [g] T'I('V;l moisture | TGW? [g] TL'V;I moisture { TGW? [g] TL'V;I moisture | TGW? [g] TL'V;I
(%] & %1 & %1 & [%] &
Control -
12.2 35,99 76.15 12.2 35.75 75.8 135 32.07 72.21 13,9 35.76 76.81
JMD-HER 387 0D IN 3778 - 2,4-D EHE; 12.2 37.09 | 76.44 12.2 36.52 | 75.83 133 3241 | 7269 13.7 3452 | 77.37
10g -lodosulfuron;
JMD-HER 387 0D 2N 754g - 2,4-D EHE; 12.2 36.38 | 76.54 12.2 36.15 75.7 13.2 315 72.87 13.7 3472 | 77.16
20g -lodosulfuron;
Huzar Activ Plus 1N 300g - 2,4-D EHE;
10g -lodosulfuren; 123 | 3661 | 762 122 | 3636 | 7603 | 132 | 3262 | 7250 | 13.6 | 3477 | 77.46
7.5g — Thiencarbazone;
30g - Mefenpyr-diethy
Huzar Activ Plus 2N 600g - 2,4-D EHE;
20g -lodosulfuron; 123 | 3707 | 7615 | 122 | 3561 | 7575 | 131 | 3107 | 7226 | 136 343 | 7681
15g — Thiencarbazone;
60g - Mefenpyr-diethyl

Effect on the transformation processes: Despite the absence of specific data on Jockey 387 OD
(product code: JIMD-HER 387 OD) it may be considered that the proposed uses of Jockey 387 OD are
unlikely to have a negative impact on the transformation processes. ZRMS accepted the Applicant
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statement for lack of trials against transformation processes for winter and spring cereals. However,
cMS should decide if this statement can be accepted

Effect on the propagating purposes: ZRMS accepted Applicant statement for lack of trials against
propagation. However, cMS should decide if this statement can be accepted. Jockey 387 OD (product
code: JIMD-HER 387 OD), similarly, to the references products to which was compared, has shown to
be selective to treated crops, showing negligible phytotoxicity symptoms and with no effect on yield at
the N dose. Therefore, no further data is deemed to be necessary in the opinion of Evaluator.

Impact on succeeding crops: The EU requirements on plant protection products requires, that sufficient
data must be reported to permit an evaluation of possible adverse effects of a treatment with the plant
protection product on succeeding crops if studies and evaluations presented in the other part of the dossi-
er, show that significant residues of the active substance, its metabolites or degradation products, which
have or may have biological activity on succeeding crops, remain in soil or in plant materials up to sow-
ing or planting time of possible succeeding crops. Therefore, the Applicant should present the assessment
of the possible effect of Jockey 387 OD on crops grown as rotational or replacement crops following
crops treated with that product, prepared in accordance to the EPPO Standard Efficacy evaluation of plant
protection products.

Effects on succeeding crops (PP 1/207 (2)). This standard is intended as a general standard on the meth-
ods used to examine whether the active substance of a plant protection product can cause negative effects
on crops grown after a crop treated with that product. These crops can be grown as normal rotational
crops as well as replacement crops in case of crop failure.

Components of Jockey 387 OD are old active ingredients authorised for cereal production for long time
ago. Restrictions on rotational crops are well-known. According to the scientific data half dissipation time
(DTs0) of iodosulfuron is 2.6 — 110 days and DTso for 2,4-D is 54 and 195.5 days. So, it can be assumed
that the herbicide Jockey 387 OD (product code: IMD-HER 387 OD) is degraded in the soil during the
growing season to a level that does not pose a risk to succeeding crops. The information in label regarding
effects on succeeding crops is sufficient. In case of the need to sift the treated plantation (as a result of
crop damage by frost, disease or pest), only spring cereals can be grown on the same field after the period
of one month and after shallow seedbed preparation. Maize can also be grown on the same field but after
performing ploughing, at least one month before planting the maize.

This recommendations can be accepted by PL, but cMS should decribe recommendations on the national
level in the opinion of ZRMs.

Impact on the adjacent crops: The Jockey 387 OD (product code JMD-HER 387 OD) is effective
against some mono- and dicotyledonous weeds. In this situation, this plant protection product may also
cause discoloration and damage to non-target foliage plants, including adjacent crops. The information in
this registration report and label warns against overlapping and drift of the spray liquid should be present-
ed.

Therefore, warnings to avoid spray drift on adjacent crops should appear on the label. For example: In
order to protect plants and non-target arthropods, it is necessary to designate a protective zone with a
width of 5 m from areas not used for agriculture.

3.3.3 Observations on other undesirable or unintended side-effects

None other undesirable or unintended side effects were observed in efficacy field trials.
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34 Methods of analysis (Part B, Section 5)
34.1 Analytical method for the formulation

Analytical methods for determination of 2,4-D and iodosulfuron-methyl-sodium in JMD-HER 387 OD
was not evaluated as part of the EU review of 2,4-D and iodosulfuron-methyl-sodium. Therefore, all rele-
vant data are provided and are considered adequate.

24-D

The method for determination of 2,4-D and iodosulfuron-methyl-sodium in JIMD-HER 387 OD formula-
tion is based on high performance liquid chromatography technique (HPLC) with DAD detection wave-
length 270 nm and external standard. In order to confirm method specificity, chromatograms of acetoni-
trile, placebo, standard and analysed sample were superimposed and compared.

There were no peaks interfering with the 2,4-D peak. The correlation coefficient was R2 = 0.9999 (the
criterion of acceptability is R? > 0.99). The relative standard deviation of instrument precision for the
determined active substance was RSD = 0.66% (criterion of acceptability is H; < 1). Acceptable relative
standard deviation of repeatability for the determined active substance is < 1.67%. The obtained results of
1.10% is acceptable. The accuracy of active ingredient determination was estimated by the recovery
measurement. The recovery value for the main component should be 97% + 103%. The obtained result
98.28% is acceptable.

The method for determination of 2,4-D in JMD-HER 387 OD fulfils acceptability criteria contained in
SANCO/3030/99 rev.5, 22 March 2019 guidance and assure appropriate active substance determination
in the formulation.

lodosulfuron-methyl-sodium

There were no peaks interfering with the iodosulfuron-methyl-sodium peak. The correlation coefficient
was R? =1 (the criterion of acceptability is R? > 0.99). The relative standard deviation of instrument pre-
cision for the determined active substance was 0.27% (criterion of acceptability is H < 1). Acceptable
relative standard deviation of repeatability for the determined active substance is < 2.71%. The obtained
results of 0.74% is acceptable. The accuracy of active ingredient determination was estimated by the re-
covery measurement. The recovery value for the main component should be 90% + 110%. The obtained
result 101.44% is acceptable.

The method for determination of iodosulfuron-methyl-sodium in JIMD-HER 387 OD fulfils acceptability
criteria contained in SANCO/3030/99 rev.5, 22 March 2019 guidance and assure appropriate active sub-
stance determination in the formulation.

Relevant impurities - free phenols

There were no peaks interfering with the impurity peak. The correlation coefficient was R? = 0.9933 (the
criterion of acceptability is R? > 0.99). Acceptable relative standard deviation of repeatability is < 6.63%.
The obtained results of 4.38% is acceptable. The accuracy was estimated by the recovery measurement.
The recovery value for the main component should be 70% ~+ 130%. The obtained result 100.17% is ac-
ceptable.

The method for determination of relevant impurity — free fenols in JMD-HER 387 OD fulfils acceptabil-
ity criteria contained in SANCO/3030/99 rev.5, 22 March 2019 guidance and assure its appropriate de-
termination in the formulation.

Relevant impurities — dioxins and furans

There were no peaks interfering with the impurity peak. The correlation coefficient was R? > 0.99 (the
criterion of acceptability is R? > 0.99). Horrat ratio was in range 0.08-0.42 (criterion of acceptability is H;
< 1). Acceptable relative standard deviation of repeatability is % RSD < % RSDr. The obtained results of
RSD = 2.2-14.2%. and RSDr =30-43.3% is acceptable. The accuracy was estimated by the marginal re-
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covery measurement. The recovery value for the main component should be 70% -+ 130%. The obtained
result 83-129% is acceptable.

The method for determination of relevant impurities - dioxins and furans in JMD-HER 387 OD fulfils
acceptability criteria contained in SANCO/3030/99 rev.5, 22 March 2019 guidance and assure its appro-
priate determination in the formulation.

3.4.2 Analytical methods for residues

All analytical methods are active substances data and were evaluated during the EU review of 2,4-D and
iodosulfuron-methyl-sodium. They were considered adequate. No additional studies have been per-
formed.

Sufficiently sensitive and selective analytical methods are available for all analytes included in the resi-
due definitions.
Noticed data gaps are:

« none
Commodity/crop Supported/
Not supported

Spring wheat Supported
Spring triticale Supported
Winter wheat Supported
Winter triticale Supported
Rye Supported

35 Mammalian toxicology (Part B, Section 6)

3.5.1 Acute toxicity

No acute toxicity studies were performed for IMD-HER 387 OD. The classification of IMD-HER 387
OD was based on the composition of the product and was performed by additivity formula according to
the Regulation (EC) of the European Parliament and of the Council No. 1272/2008 of December 16th,
2008 on classification, labelling and packaging of substances and mixtures. Details on composition and
classification of formulants are provided in dRR Part C. It was assessed that, regarding toxicology, JMD-
HER 387 OD should be classified as:

- Acute Tox. 4, H302 - Harmful if swallowed.

- Eye Dam. 1, H318 - Causes serious eye damage.

- Skin Sens. 1, H317 - May cause an allergic skin reaction.

3.5.2 Operator exposure
Operator exposure to JMD-HER 387 OD was not evaluated as part of the EU review of 2,4-D and
iodosulfuron-methyl-sodium. Therefore, all relevant data and risk assessments are provided here and are
considered adequate.
The operator exposure was assessed against the AOEL agreed in the EU review of 2,4-D and iodosulfu-

ron-methyl-sodium. No studies were available to determine the dermal absorption, default values as de-
fined in the EFSA guidance on dermal absorption (EFSA Journal 2017;15(6):4873) were used for the
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calculations.

Operator exposure calculations were performed using the EFSA model AOEM (Agricultural Operator
Exposure Model (Guidance on the assessment of exposure of operators, workers, residents and bystanders
in risk assessment for plant protection products; EFSA Journal 2014;12(10):3874; calculator version:
30/03/2015).

According to the model calculations, it can be concluded that the risk for the operator using JMD-HER
387 OD on intended uses presented in GAP table is acceptable when operator is equipped with work wear
(arms, body and legs covered) and protective gloves during mixing/loading and during application.

3.5.3 Worker exposure

Worker exposure to JIMD-HER 387 OD was not evaluated as part of the EU review of 2,4-D and iodosul-
furon-methyl-sodium. Therefore, all relevant data and risk assessments are provided here and are consid-
ered adequate.

Worker exposure calculations were performed using the EFSA model AOEM (Agricultural Operator Ex-
posure Model (Guidance on the assessment of exposure of operators, workers, residents and bystanders in
risk assessment for plant protection products; EFSA Journal 2014;12(10):3874; calculator version:
30/03/2015) and EUROPOEM I re-entry model (Hemmen et al (2002) Post-application exposure of
workers to pesticides in agriculture, Report of the re-entry working group. EUROPOEM Il project.
FAIR3 CT96-1406).

The long-term exposure of worker to 2,4-D, calculated with the EFSA calculator, was estimated to be
slightly above the systemic AOEL for 2,4-D. Calculation performed with another model (EUROPOEM 1
re-entry model) show no exceedance of AOEL for 2,4-D. For iodosulfuron-methyl-sodium all estimated
values are below the systemic AOEL for iodosulfuron-methyl-sodium.

It can be concluded that the use of IMD-HER 387 OD according to the list of intended uses presented in
GAP Table, causes no health risk for the worker assuming the workwear (arms, body and legs covered)
and protective gloves are used.

It is forbidden to re-enter area treated with IMD-HER 387 OD containing 2,4-D and iodosulfuron-methyl-
sodium until spray deposit on plant surfaces has dried. As a standard rule, it should be mentioned on the
label: “Treated crops should not be re-entered before spray deposits on leaf surfaces have completely
dried”.

3.5.4 Bystander and resident exposure

Bystander and resident exposure to JMD-HER 387 OD was not evaluated as part of the EU review of 2,4-
D and iodosulfuron-methyl-sodium. Therefore, all relevant data and risk assessments are provided here
and are considered adequate.

Bystander and resident exposure calculations were performed using the EFSA model AOEM (Agricultur-
al Operator Exposure Model (Guidance on the assessment of exposure of operators, workers, residents
and bystanders in risk assessment for plant protection products; EFSA Journal 2014;12(10):3874; calcula-
tor version: 30/03/2015), German bystander and resident model and EUROPOEM Il MODEL bystander
exposure.
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The reference value acutely toxic active substance (RVAAS) for 2,4-D and iodosulfuron-methyl-sodium
is not allocated. Consequently, it is assumed that the estimation of bystander exposure is covered by the
calculation of resident exposure towards this active substance.

The long-term exposure of children residents to 2,4-D via re-entry and the sum of all pathways, calculated
with the EFSA calculator, was estimated to be above the systemic AOEL for 2,4-D. Calculation per-
formed with two other models (German bystander and resident model and EUROPOEM Il MODEL by-
stander exposure) shows no exceedance of AOEL for 2,4-D. For iodosulfuron-methyl-sodium all estimat-
ed values are below the systemic AOEL for iodosulfuron-methyl-sodium. It can be concluded that the
incidental short-time exposure of bystander and resident (children and adult) to 2,4-D and iodosulfuron-
methyl-sodium contained in the formulation JMD-HER 387 OD causes no risk to human health if the
product is used in accordance with the intended uses listed in the GAP Table.

Taking into account above, an additional risk mitigation measures should be included on the label:

o "After the application of product, place warning boards in visible places around the field: " No
unauthorized access to the area treated with plant protection products ". The boards should re-
main until the plants are harvested. "

e "During spraying, a protection zone of at least 2-3 m away from residential buildings/habitats and
bystanders should be used."

3.6 Residues and consumer exposure (Part B, Section 7)

24-D

Stability of Residues

2,4-D residues were shown to be stable at least 18 months in high water, high starch and dry matrices,
when stored at -18 °C, and at least 12 months in high oil matrices when stored at -23 °C to -27 °C. 2,4-D
residues were found to be chemically stable in beef matrices when stored frozen for 4 months (EFSA
Journal 2014;12(9):3812). Sufficient stability has been demonstrated to support the residue data presented
in this document.

No further data are required to support the proposed uses.
Metabolism in plants
No new data submitted in the framework of this application.

Plant and animal residue definition for monitoring and risk assessment: Sum of 2,4-D, its salts, esters and
conjugates, expressed as 2,4-D (Reg. (EU) 2022/1363, EFSA Journal 2014;12(9):3812)

No further data are required to support the proposed uses.

Magnitude of residues in plants

Proposed GAPs:

Winter wheat, winter rye, winter triticale, spring wheat, spring triticale
BBCH 23-31; 1 application 100.5 - 188.5 g as./ha; PHI: N/A

No new data are submitted in the framework of this application. Applicant refers to the unprotected EU
data.

GAP on which MRL/EU assessment is based: 1 x 0.75 kg a.e./ha, BBCH 29-32, PHI not specified
Residues ((8 trials on wheat, 4 trials on barley and 1 trial on oats): 6x <0.02, <0.04, 6x <0.05 mg/kg

Overdosed trials were considered in the risk assessment in this application since all residue values were
below the LOQ.

The residues arising from the proposed use will not exceed the MRLs established for cereals (Reg. (EU)
2022/1363: 2 mg/kg — wheat, rye, triticale mg/kg).
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According to SANTE/2019/12752 rev.1 extrapolation the residue trials on barley may be extrapolate to
oat, rye and wheat and residue trials on wheat may be extrapolate to oat, rye and barley, before forming of
the edible part.

Sufficient trials on cereals are available to support the proposed uses.
Magnitude of residues in livestock

The new animal model calculation modify the theoretical maximum daily intake for animals, but regard-
ing available feeding data, there is no risk for animal MRL to be exceeded. Supplementary livestock feed-
ing studies are not required.

Magnitude of residues in processed commodities (Industrial Processing and/or Household Prepara-
tion)

As quantifiable residues of 2,4-D are not expected in edible part of crops based on available residue data,
there is no need to investigate the effect of industrial and/or household processing.

Magnitude of residues in representative succeeding crops

Considering available data dealing with nature of residues, no study dealing with magnitude of residues in
succeeding crops is needed.

All crops under consideration, may be grown in rotation but, according to the soil degradation studies
evaluated in the framework of the peer review, the DT90 value calculated of 2,4-D, was 67.7 days which
is below the trigger value of 100 days.

Other / special studies
Cereals have not melliferous capacity. Studies are not required.
Estimation of exposure through diet and other means

The proposed uses of 2,4-D in the formulation IMD-HER 387 OD do not represent unacceptable acute
and chronic risks for consumers (calculation was conducted using EFSA PRIMo rev.3.1).

lodosulfuron-methyl-sodium

Stability of Residues

The storage stability report shows that iodosulfuron-methyl and its metabolite triazine amine (AE
F059411) are stable in wheat grain, green material and straw for at least 24 months under deep-freezer
storage conditions (<-18°C).

The Applicant refers to data included in the Registration Report of Atlantis 12 OD.

NOTE: The data protection of Atlantis 12 OD should be confirmed by the competent authority at national
level before registration.

Metabolism in plants
No new data submitted in the framework of this application.

EU Endpoints

Plant
Plant groups covered Cereals (Wheat)
Rotational crops covered Yes

Metabolism in rotational crops similar to me-|Yes
tabolism in primary crops?
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Processed commodities Not relevant

Residue pattern in processed commodities simi- | Not applicable
lar to pattern in raw commodities?

Plant residue definition for monitoring Sum of iodosulfuron-methyl and its salts, expressed as
iodosulfuron-methyl (EFSA, 2012, 2016; Reg. (EU) No
289/2014)

Plant residue definition for risk assessment Sum of iodosulfuron-methyl and its salts, expressed as

iodosulfuron-methyl (EFSA, 2012, 2016)

Triazine amine (IN-A4098) is a potential candidate for
the plant residue definition for risk assessment, and a
final decision is pending further clarification regarding
the toxicological properties and the related consumer
risk. Pending the conclusion on the IN-A4098 toxicity,
also the metabolite AE 0031838 (hydroxymethyl tria-
zine amine) observed up to 15% TRR in grain may re-
quire a reassessment.

Conversion factor from enforcement to RA 1 (EFSA, 2012, 2016)

Animal

Animals covered -

Time needed to reach a plateau concen-

tration

Animal residue definition for monitor-| Not necessary (EFSA, 2012, 2016)
ing
Sum of iodosulfuron-methyl and its salts, expressed as iodosul-
furon-methyl (Reg. (EU) No 289/2014)

Animal residue definition for risk as-|Not necessary (EFSA, 2012, 2016)
sessment

Conversion factor -

Metabolism in rat and ruminant similar

Fat soluble residue No

EFSA Journal 2020;18(3):6053 (Scientific Opinion of the Scientific Panel on Plant Protection Products
and their Residues (PPR Panel) on the genotoxic potential of triazine amine (metabolite common to sev-
eral sulfonylurea active substances): Based on the overall weight of evidence, the Panel, in agreement
with the cross-cutting Working Group Genotoxicity, concluded that there is no concern for the potential
of triazine amine to induce gene mutations and clastogenicity; however, the potential to induce aneugen-
icity was not adequately investigated. For a conclusion, an in vitro micronucleus assay performed with
triazine amine would be needed.

No further data are required to support the proposed uses.

Magnitude of residues in plants
Proposed GAPs:
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Winter wheat, winter rye, winter triticale, spring wheat, spring triticale

BBCH 23-31; 1 application 8-9 g as./ha; PHI: N/A

No new data are submitted in the framework of this application. Applicant refers to the unprotected EU
data.

GAP on which EU a.s. assessment is based: 1 x 0.010-0.015 kg as/ha, BBCH 32-39, PHI not relevant,
outdoor

Residues (12 trials on wheat, 1 trial on barley and 1 trial on rye): 14 x <0.01 mg/kg

The residues arising from the proposed use will not exceed the MRLs established for cereals (Reg. (EU)
No 289/2014: 0.01 mg/kg — wheat, rye, triticale mg/kg).

According to SANTE/2019/12752 rev.1 extrapolation the residue trials on barley may be extrapolate to
oat, rye and wheat and residue trials on wheat may be extrapolate to oat, rye and barley, be-fore forming
of the edible part.

Sufficient trials on cereals are available to support the proposed uses.

Magnitude of residues in livestock

The calculated dietary burdens were found to not exceed the trigger value of 0.004 mg/kg bw (0.1 mg/kg
dry matter (DM) for all groups of livestock. Further investigation of residues is therefore not required.
Magnitude of residues in processed commodities (Industrial Processing and/or Household Prepara-
tion

As residues in wheat grain are below the LOQ (<0.01 mg/kg) at the intended maximum application rate
of 9 g a.s./ha, studies on the effects of processing on the nature of the residues are not required.
Magnitude of residues in representative succeeding crops

lodosulfuron-methyl residue levels in rotational commodities were not expected to exceed 0.01 mg/kg,
provided that iodosulfuron-methyl-sodium is applied in compliance with the representative GAPs.

Other / special studies

Cereals have not melliferous capacity. Studies are not required.

3.6.1 Consumer exposure

The chronic and acute consumer exposure calculations were performed using revision 3.1 of the EFSA
Pesticide Residues Intake Model (PRIMo rev. 3.1). This exposure assessment model contains the relevant
European food consumption data for different subgroups of the EU population.

Consumer risk assessment for 2,4-D

ADI 0.02 mg/kg bw per day

TMDI (% ADI) according to EFSA PRIMo rev. 3.1

114 % (based on DK child Diet)

IEDI (% ADI) according to EFSA PRIMo rev. 3.1

46 % (based on NL toddler Diet)

ARTD

0.3 mg/kg bw

IESTI (% ARfD) according to EFSA PRIMo rev. 3.1*

Unprocessed commodities
Wheat: 10% (based on UK 4-6 years Diet)
Rye: 4% (based on (based on UK infant Diet)

Processed commodities

Wheat / milling (flour): 8% (based on DE child Diet)
Wheat / milling (wholemeal)-baking: 4% (based on NL
child Diet)

Rye / boiled: 2% (based on NL child Diet)

Rye / milling (wholemeal)-baking: 2% (based on NL
child Diet)

NTMDI (% ADI) **

Not relevant.

NEDI (% ADI)**

Not relevant.
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NESTI (% ARfD) **

Not relevant.

* include raw and processed commaodities if both values are required for PRIMo rev. 3.1

**

if national model is available

The proposed uses of 2,4-D in the formulation IMD-HER 387 OD does not represent unacceptable chron-

ic and acute risks for the consumer.

Consumer risk assessment for iodosulfuron-methyl-sodium

ADI

0.03 mg/kg bw per day

TMDI (% ADI) according to EFSA PRIMo rev. 3.1

6 % (based on NL toddler diet)

IEDI (% ADI) according to EFSA PRIMo rev. 3.1

Not relevant. TMDI < 100%.

ARfD

3.15 mg/kg bw per day

IESTI (% ARfD) according to EFSA PRIMo rev. 3.1*

Wheat and rye: 0.0 % (for all the groups tested)

NTMDI (% ADI) **

Not relevant.

NEDI (% ADI)** Not relevant.

NESTI (% ARTD) ** Not relevant.

* include raw and processed commaodities if both values are required for PRIMo rev. 3.1
** jf national model is available

The proposed uses of iodosulfuron-methyl-sodium in the formulation JIMD-HER 387 OD do not represent
unacceptable acute and chronic risks for the consumer.

3.7 Environmental fate and behaviour (Part B, Section 8)

3.7.1 Predicted environmental concentrations in soil (PECsoil)

PECs modeling was performed with Excel calculator based on simple equations included in FOCUS soil
persistence document issued in 1997. PECs for formulation was obtained from PECs for iodosulfuron-
methyl-sodium (worst case) taking into account content of active substance and density of the formula-
tion. For further risk assessment worst case PECs values were used.

3.7.1 Predicted environmental concentrations in groundwater (PECgw)
PECgw for active substances and their metabolites after application
to winter and spring cereals were calculated with PELMO 6.6.4 and PEARL 5.5.5 MACRO 5.5.4.

At Tier | PECgw values for iodosulfuron-methyl-sodium and its metabolites AE F161778, AE F145740,
BCS-CW81253, AE F145741, AE 0000119 and AE 0002166 were below the trigger value of 0.1 pg/L for
all scenarios. PECgw for the metabolites AE FO75736 and AE F059411 for few scenarios were above 0.1
ug/L. However, in further modelling at Tier II conducted with additional field data for active substance
and metabolite AE FO075736, PECgw values for AE FO075736 and AE F059411 were below 0.1 pg/L.
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3.7.2 Predicted environmental concentrations in surface water (PECsw)

PECsw for active substances and their metabolites after application to winter and spring cereals were
calculated with FOCUS STEPS 1-2 v3.2, FOCUS SWASH v5.3, FOCUS PRZM v4.3.1, FOCUS MAC-
RO v5.5.4, FOCUS TOXWA v5.5.3, SWAN v.5.0.1. Since for spring cereals some scenarios are not
available, maize was used in modelling as a surrogate crop. PECsw values were used in aquatic risk as-
sessment.

3.7.3 Predicted environmental concentrations in air (PECair)

The fate and behaviour of 2,4-D and iodosulfuron-methyl-sodium in air was evaluated during the EU
review. No additional studies have been performed.

The vapour pressure at 20 °C of the 2,4-D is < 10 5 Pa. Hence the 2,4-D is regarded as non-volatile.
Therefore, exposure of adjacent surface waters and terrestrial ecosystems by the 2,4-D due to vo-
latilization with subsequent deposition is not expected to occur. Additionally, DT50 value in the
atmosphere is below 2 days indicating that it would not be persistent in air.

The vapour pressure at 25 °C of the iodosulfuron-methyl-sodium is < 10 Pa. Hence the iodosulfuron-
methyl-sodium is regarded as non-volatile. Therefore, exposure of adjacent surface waters and terrestrial
ecosystems by the iodosulfuron-methyl-sodium due to volatilization with subsequent deposition is not
expected to occur.

3.8 Ecotoxicology (Part B, Section 9)
38.1 Effects on terrestrial vertebrates
Birds

Effects on birds for IMD-HER 387 OD were not evaluated as part of the EU review of 2,4-D and iodosul-
furon-methyl-sodium. However further data on JMD-HER 387 OD is not relevant as data for each active
substance on toxicity to birds are considered essential. It is possible to extrapolate from data for each ac-
tive substance. Therefore, all relevant data were assessed in the EU review. Risk assessments for JMD-
HER 387 OD with the proposed use pattern and EU agreed endpoints have been provided and are consid-
ered adequate.

The risk assessment for effects on birds was carried out according to the latest guidance for risk assess-
ment for birds and mammals EFSA Journal 2009; 7(12): 1438.

The acute and reproductive risks of JMD-HER 387 OD to birds were assessed from toxicity expo-sure
ratios between EU agreed toxicity endpoints, estimated from studies with active substances, as well as
SV90 and SVm. Since JMD-HER 387 OD contains two active substances, combine risk assessment was
performed as well.

Drinking water exposure leaf scenario and puddle scenario has not been estimated since not relevant.
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Exposure for earthworm-eating birds and fish-eating birds via secondary poisoning was assessed from
toxicity exposure ratios between EU agreed toxicity endpoints, estimated from studies with active sub-
stances as well as exposure estimated from predicted environmental concentration of 2,4-D and iodosul-
furon-methyl-sodium in earthworms and fishes.

The TER values where applicable exceed the trigger values of 10 for acute and 5 for reproductive and
long-term risk, thus indicating no unacceptable risk to birds from the proposed use of IMD-HER 387 OD.
No risk management measures are required.

Terrestrial vertebrates (other than birds)

Effects on mammals for JMD-HER 387 OD were not evaluated as part of the EU review of 2,4-D and
iodosulfuron-methyl-sodium. However further data on JMD-HER 387 OD is not relevant as data for each
active substance on toxicity to mammals are considered essential. It is possible to extrapolate from data
for each active substance. Therefore, all relevant data were assessed in the EU review. Risk assessments
for IMD-HER 387 OD with the proposed use pattern and EU agreed endpoints have been provided and
are considered adequate.

The risk assessment for effects on terrestrial vertebrates other than birds was carried out according to the
latest guidance for risk assessment for birds and mammals EFSA Journal 2009; 7(12): 1438.

The acute and reproductive risks of IMD-HER 387 OD to terrestrial vertebrates other than birds were
assessed from toxicity exposure ratios between EU agreed toxicity endpoints, estimated from studies with
2,4-D and iodosulfuron-methyl-sodium, as well as SV90 and SVm. Since JMD-HER 387 OD contains
two active substances, combine risk assessment was performed as well.

Drinking water exposure puddle scenario has not been performed since not relevant.

Exposure for earthworm-eating mammals and fish-eating mammals via secondary poisoning was assessed
from toxicity exposure ratios between EU agreed toxicity endpoints, estimated from studies with 2,4-D
and iodosulfuron-methyl-sodium as well as exposure estimated from predicted environmental concentra-
tion of 2,4-D and iodosulfuron-methyl-sodium in earthworms and fishes.

The TER values where applicable exceed the trigger values of 10 for acute and 5 for reproductive and
long-term risk, thus indicating no unacceptable risk to mammals from the proposed use. No risk mitiga-
tions are required.

3.8.2 Effects on aquatic species

Effects on aquatic organisms for JIMD-HER 387 OD were not evaluated as part of the EU review of 2,4-D
and iodosulfuron-methyl-sodium. Acute toxicity studies of IMD-HER 387 OD to invertebrates, algae and
aquatic plants as well as literature data for metabolite 4-CP were submitted in this dossier.

Risk assessments for JIMD-HER 387 OD with the proposed use pattern was carried out according to the
latest guidance for risk assessment for aquatic organisms in edge-of-field surface water EFSA Journal
2013; 11(7):3290.

PECsw/RAC values were calculated with PECsw values obtained for active substances and their metabo-
lites calculated in Step 1, 2, 3 and 4. Most of the PECsw/RAC values were below 1 for acute and long-
term risk using Step 3 and Step 4 PECsw indicating no unacceptable risk to aquatic organisms at applica-
tion rate of 1 L/ha provided the appropriate risk mitigations are applied. Summary of proposed risk miti-
gations for each scenario are in table below.
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Scenario Winter cereals, application rate: 1 L/ha Spring cereals, application rate: 1 L/ha
. . S . 75% nozzle reduction or

D1/ditch risk mitigation at national level 5m buffer zone

D1/stream | risk mitigation at national level risk mitigation at national level

D2/ditch risk mitigation at national level not relevant

D2/stream | risk mitigation at national level not relevant

D3/ditch 75% nozzle reduction or 75% nozzle reduction or
5m buffer zone 5m buffer zone

D4/pond no risk mitigation needed no risk mitigation needed

Da/stream 75% nozzle reduction or 75% nozzle reduction or
5m buffer zone 5m buffer zone

D5/pond no risk mitigation needed no risk mitigation needed

D5/stream 75% nozzle reduction or 75% nozzle reduction or
5m buffer zone 5m buffer zone

. . S . 75% nozzle reduction or *

Dé6/ditch risk mitigation at national level 5m buffer zone

R1/pond no risk mitigation needed no risk mitigation needed *

R1/stream | 5m vegetated buffer zone 5m vegetated buffer zone *

R2/stream | not relevant 5m vegetated buffer zone *

R3/stream | 5m vegetated buffer zone 5m vegetated buffer zone *

R4/stream ;i@ﬂ%ﬁlsgﬁgumon or 5m vegetated buffer zone

For Poland D3, D4 and R1 scenarios are relevant. R1 scenario is not available for spring cereals but it can
be assumed that risk assessment is covered by R1 risk assessment for winter cereals and maize. In case of
Poland, it can be concluded that JIMD-HER 387 OD used at the max. rate of 1 L/ha to protect cereals ac-
cording to proposed GAP does not pose unacceptable risk to aquatic organisms under condition that 5m
vegetated buffer strip is applied.

Classification of IMD-HER 387 OD was done on the basis of formulation test results as well as active
substances properties. The proposed classification of the product IMD-HER 387 OD is:

Aguatic Acute 1, H400
Aguatic Chronic 1, H410

383 Effects on bees

Effects on bees for JIMD-HER 387 OD were not evaluated as part of the EU review of 2,4-D and iodosul-
furon-methyl-sodium. Toxicity studies of IMD-HER 387 OD to bees were submitted in this dossier.

Risk assessments for JIMD-HER 387 OD with the proposed use pattern was carried out according to the
“Guidance Document on Terrestrial Ecotoxicology”, as provided by the Commission Services (SAN-
C0/10329/2002 rev.2 (final), October 17, 2002) and the latest Draft EFSA Guidance for risk assessment
for bees EFSA Journal 2013; 11(7):3295.
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The risks of IMD-HER 387 OD to honeybees was assessed from Hazard Quotients (HQ) and Exposure
Toxicity Ratio (ETR) between toxicity endpoints, estimated from acute oral and contact studies with ac-
tive ingredient and formulated product as well as the maximum single application rate.

All the hazard quotients were considerably less than the respective triggers, indicating that IMD-HER 387
OD at maximum rate of 1 L/ha poses a low risk to bees. No risk management measures are required.

3.8.4 Effects on other arthropod species other than bees

Effects on non-target arthropods for JIMD-HER 387 OD were not evaluated as part of the EU review of
2,4-D and iodosulfuron-methyl-sodium. Toxicity studies of JIMD-HER 387 OD to non-target arthropods
were submitted in this dossier.

Risk assessments for JIMD-HER 387 OD with the proposed use pattern was carried out according to the
guidance for risk assessment for arthropods “Guidance Document on Terrestrial Ecotoxicology”, as pro-
vided by the Commission Services (SANCO/10329/2002 rev.2 (final), October 17, 2002) and in consid-
eration of the recommendations of the guidance document ESCORT 2.

The in-field and off-field risk of JIMD-HER 387 OD to non-target arthropods was assessed from Hazard
Quotients (HQ) between toxicity endpoints estimated from studies with active ingredient and the formu-
lated product JIMD-HER 387 OD as well as in-field and off-field predicted environmental rate. No risk
was determined in-field and off-field after application of IMD-HER 387 OD at maximum rate of 1 L/ha.
No risk management measures are required.

3.85 Effects on soil organisms

Effects on earthworms and other soil micro-organisms for IMD-HER 387 OD were not evaluated as part
of the EU review of 2,4-D and iodosulfuron-methyl-sodium. The earthworm, Folsomia candida and Hy-
poaspis aculeifer chronic toxicity studies as well as nitrogen transformation test for IMD-HER 387 OD
were submitted in this dossier.

Risk assessments for IMD-HER 387 OD with the proposed use pattern was carried out according to the
guidance for risk assessment for terrestrial ecotoxicology “Guidance Document on Terrestrial Ecotoxi-
cology”, (SANCO/10329/2002 rev.2 final, 2002).

Earthworms, Folsomia candida and Hypoaspis aculeifer

The risk of JIMD-HER 387 OD to earthworms, Folsomia candida and Hypoaspis aculeifer was assessed
from acute toxicity exposure ratios (TERs) between the selected toxicity endpoint for the active ingredi-
ent, metabolites and the formulated product IMD-HER 387 OD as well as the maximum soil PECs.

The acute and chronic TER values were greater than the trigger of 10 and 5 respectively, indicating an
acceptable risk to earthworms, Folsomia candida and Hypoaspis aculeifer following application of JMD-
HER 387 OD at maximum rate of 1 L/ha. No risk management measures are required.

Micro-organisms

The risk of IMD-HER 387 OD to soil micro-organisms was evaluated by comparison of no-effect con-
centration in soil, derived from laboratory tests for active substances, metabolites and the formulated
product JIMD-HER 387 OD with predicted application concentrations (PECs) obtained for active sub-
stances, metabolites and the formulation.

According to the performed risk assessment it was assessed that the application of JIMD-HER 387 OD at

maximum rate of 1 L/ha does not pose unacceptable risk to soil micro-organisms. No risk management
measures are required.
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3.8.6 Effects on non-target terrestrial plants

Effects on non-target terrestrial plants for IMD-HER 387 OD were not evaluated as part of the EU review
of 2,4-D and iodosulfuron-methyl-sodium. The studies on seedling emergence and vegetative vigour for
JMD-HER 387 OD were submitted in this dossier.

The risk of JIMD-HER 387 OD to non-target plants was assessed from toxicity exposure ratios between
toxicity endpoints for the formulation JMD-HER 387 OD and predicted environmental rate. The TER
values were greater than the trigger of 5, indicating an acceptable risk to non-target terrestrial plants fol-
lowing application of IMD-HER 387 OD at maximum rate of 1 L/ha provided the following risk mitiga-
tions are applied:

- 10m buffer zone or 5 m buffer zone with 50%o drift reducing spray nozzles.

3.8.7 Effects on other terrestrial organisms (Flora and Fauna)

Not relevant.

3.9 Relevance of metabolites (Part B, Section 10)

All 2,4-D and iodosulfuron-methyl-sodium are predicted to occur in groundwater at concentrations below
0.1 pg/L (see dRR Part B8). Assessment of the relevance of metabolites according to the stepwise proce-
dure of the EC guidance document SANCO/221/2000 —rev.10 is therefore not required.

4 Conclusion of the national comparative assessment (Art. 50 of
Regulation (EC) No 1107/2009)

JMD-HER 387 OD contains two active substances 2,4-D and iodosulfuron-methyl-sodium. Neither 2,4-D
nor iodosulfuron-methyl-sodium are candidates for substitution. A comparative assessment was therefore
not considered necessary.

5 Further information to permit a decision to be made or to support
a review of the conditions and restrictions associated with the au-
thorization

Metabolism and Residues:

In the case of the stability of iodosulfuron-methyl, the Applicant refers to the data contained in the Atlan-
tis 12 OD Registration Report. The data protection of Atlantis 12 OD should be confirmed by the compe-
tent authorlty at natlonal IeveI before reglstratlon

pleted—beferemg&traﬂen—(Append»el—m—B?—and—Bé)— The I|st was completed
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Appendix 1 Copy of the product authorization

| MS assessor to insert details of the product authorization for MS country.
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Appendix 2  Copy of the product label

Sekcja fizykochemii: Odnosnie sekcji ,,POSTEPOWANIE Z RESZTKAMI CIECZY UZYTKOWEI] 1
MYCIE APARATURY” dodano zalecenie ,,Po pracy aparatur¢ doktadnie umy¢ 4-krotnie wodg.”
Sekcja skutecznosci: Zmieniono zapis dotyczacy listy zaakceptowanych gatunkow chwastow oraz ich
klasyfikacji wrazliwosci. Uzupelniono strategi¢ zarzadzania odpornos$cia. Pozostatych zapisow w etykie-
cie nie zmieniono.

Sekcja toksykologii: EUH208 nie ma uzasadnienia, poniewaz $rodek jest sklasyfikowany jako H317
oraz korekta w czesci Srodki ostroznosci dla 0sob stosujacych srodek.

Metabolizm i pozostalosci: brak uwag

Ekotoksykologia: W celu ochrony organizméw wodnych konieczne jest wyznaczenie zadarnionej strefy
ochronnej o szerokosci 5 m od zbiornikoéw i ciekoéw wodnych. W celu ochrony ros$lin niebedacych celem
dziatania $rodka konieczne jest wyznaczenie strefy ochronnej o szerokosci 10 m od terendéw nieuzytko-
wanych rolniczo badZ wyznaczenie strefy ochronnej o szerokosci 5 m od terenéw nieuzytkowanych rol-
niczo z rownoczesnym uzyciem opryskiwaczy redukujacych znoszenie cieczy uzytkowej o 50%.

Posiadacz zezwolenia:
Pestila Spdtka z ograniczong odpowiedzialnoscig, Studzianki 24a, 97-320 Wolbdrz,
tel.:/fax: +48 446164375, e-mail: info@pestila.pl.

JOCKEY 387 OD

Srodek przeznaczony do stosowania przez uzytkownikéw profesjonalnych

Zawartosc¢ substancji czynnej: jodosulfuron (substancja z grupy sulfonylomocznikéw)
- 10 g/l (0,95%)
2,4-D EHE (substancja z grupy fenoksykwasow) - 377 g/l (36,1%)

Zezwolenie MRIRW nr R - /12023 z dnia 2023 r.

¥

Uwaga

H304 — Potkniecie i dostanie si¢ przez drogi oddechowe moze grozi¢ §miercia.
H315 — Dziata draznigco na skore.

H317 —  Moze powodowac reakcje alergiczng skory.

H318 — Powoduje powazne uszkodzenie oczu

H410 —  Duziala bardzo toksycznie na organizmy wodne, powodujac dtugotrwate

skutki.
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EUH 401 — W celu uniknigcia zagrozen dla zdrowia ludzi i Srodowiska, nalezy poste-

powac zgodnie z instrukcja uzycia.
P261 — Unika¢ wdychania rozpylonej cieczy.
P264 — Doktadnie umyc¢ rece po uzyciu.
P280 — Stosowac rgkawice ochronne/odziez ochronna/ochrone twarzy.
P301+P310 — W PRZYPADKU POLKNIECIA: Natychmiast skontaktowac si¢
z OSRODKIEM ZATRUC lub z lekarzem.
P331 — NIE wywotywa¢ wymiotow.
P302 + P352 — W PRZYPADKU KONTAKTU ZE SKORA: Umy¢ duz iloscig wody
z mydtem.
P333 + P313 — W przypadku wystapienia podraznienia skory lub wysypki: Zasiggnaé po-
rady/ zgtosic¢ si¢ pod opieke lekarza.
P310 —  Natychmiast skontaktowa¢ si¢ z OSRODKIEM ZATRUC lub lekarzem.
P391 —  Zebra¢ wyciek.

OPIS DZIALANIA

Herbicyd w formie zawiesiny olejowej do rozcienczania wodg, stosowany nalistnie, przezna-
czony do wiosennego zwalczania jednorocznych i wieloletnich chwastéw jedno
i dwulisciennych w pszenicy ozimej, zycie, pszenzycie ozimym, pszenicy jarej oraz pszenzy-
cie jarym.

Srodek przeznaczony do stosowania przy uzyciu opryskiwaczy polowych.

DZIALANIE NA CHWASTY

Jockey 387 OD jest herbicydem zawierajgcym dwie substancje czynne: jodosulfuron oraz
2,4-D (tzn. w formie estru etyloheksylowego). Jockey 387 OD jest herbicydem o dziataniu
uktadowym, pobierany jest przez lisScie oraz korzenie chwastéw, a nastepnie szybko prze-
mieszczany w catej roslinie powodujgc jej deformacje i zahamowanie wzrostu, co
w efekcie powoduje zamieranie catego chwastu. Jodosulfuron blokuje dziatanie enzymdw
podczas syntezy aminokwasow; 2,4-D hamuje dziatanie hormondw roslinnych odpowiedzial-
nych za wzrost roslin oraz zaktéca proces rozwoju komérek. Najwyzszg skutecznos¢ wyka-
zuje wobec chwastéw jednorocznych, bedgcych w fazie 2-4 lisci. Zwalczanie chwastéw uzy-
skuje sie po uptywie od 1 do 3 tygodni od wykonania zabiegu. Szybkos¢ dziatania preparatu
zalezna jest od fazy rozwojowej zwalczanych chwastéw i ich tempa wzrostu, oraz warunkéw
atmosferycznych — temperatury i wilgotnosci powietrza.

Zboza ozime (pszenica, pszenzyto, zyto):
e Dawka 0,8 I/ha:

Chwasty wrazliwe na srodek: tasznik pospolity (CAPBP), jasnota purpurowa (LAMPU), ru-
mianek pospolity (MATCH), maruna bezwonna (MATIN), gwiazdnica pospolita (STEME),

Chwasty srednio wrazliwe na srodek: miotta zbozowa (APESV), przytulia czepna (GA-
LAP), jasnota rozowa (LAMAM), mak polny (PAPRH), tobotki polne (THLAR), przetacznik
perski (VERPE), fiotek polny (VIOAR)

Chwasty srednio odporne na srodek: przetacznik bluszczykowaty (VERHE)

¢ Dawka 1,0 1/ha
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Chwasty wrazliwe na srodek: miotta zbozowa (APESV), tasznik pospolity (CAPBP), przytu-
lia czepna (GALAP), jasnota rézowa (LAMAM), jasnota purpurowa (LAMPU), rumianek po-
spolity (MATCH), maruna bezwonna (MATIN), mak polny (PAPRH), gwiazdnica pospolita
(STEME), tobotki polne (THLAR), przetacznik perski (VERPE).

Chwasty srednio wrazliwe na srodek: przetacznik bluszczykowaty (VERHE), fiotek polny
(VIOAR)

Zboza jare (pszenica, pszenzyto):
o Dawka 0,8 I/ha:

Chwasty wrazliwe na srodek: samosiewy rzepaku (BRSNW), tasznik pospolity (CAPBP),
komosa biata (CHEAL), przytulia czepna (GALAP), jasnota ré6zowa (LAMAM), maruna bez-
wonna (MATIN), mak polny (PAPRH), gwiazdnica pospolita (STEME)

Chwasty srednio wrazliwe na srodek: bodziszek drobny (GERPU), rdestéwka powojowata
(POLCO), przetacznik perski (VERPE), fiotek polny (VIOAR)

e Dawka 1,0 l/ha

Chwasty wrazliwe na srodek w—dawee-1-1L/ha: mi samosiewy rze-
paku (BRSNW), tasznik pospolity (CAPBP), komosa biata
(CHEAL) przytulla czepna (GALAP) bod2|szek drobny (GERPU) Jasnota rézowa (LAMAM),
maruna bezwonna (MATIN),
mak polny (PAPRH) rdestowka powopwata (POLCO), gwiazdnica pospolita (STEME), te-

bﬂ@ﬁs@%% przetacznlk perski (VERPE), fiotek polny (VIOAR)

STOSOWANIE SRODKA

Zboza ozime (pszenica ozima, pszenzyto ozime, zyto) i zboza jare (pszenica jara,
pszenzyto jare).

Maksymalna dawka dla jednorazowego zastosowania: 1 L/ha
Zalecana dawka dla jednorazowego zastosowania: 0,8-1 L/ha

Termin stosowania srodka: stosowaé wiosng od fazy trzech widocznych rozkrzewien do fazy
pierwszego kolanka (BBCH 23-31)
Zalecana ilos¢ wody: 200-300 I/ha

Zalecane opryskiwanie: sredniokropliste
Maksymalna liczba zabiegéw w sezonie wegetacyjnym: 1

UWAGI:
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Srodek wnika do roslin w ciggu 2 godzin od zastosowania. Deszcz wystepujgcy po tym okre-
sie czasu nie wptywa negatywnie na dziatanie Jockey 387 OD.

Aby zapobiec powstawaniu zjawiska odpornosci chwastow na srodek Jockey 387 OD, nalezy
przestrzegac zalecen zawartych w tej etykiecie i nie stosowa¢ dawek nizszych i wyzszych niz
zalecane, jak i rowniez stosowac srodek naprzemiennie z herbicydami nalezgcymi do roz-
nych grup chemicznych o odmiennym mechanizmie dziatania na chwasty. Nalezy postepo-
wac zgodnie z Dobrg Praktykg Rolniczg, stosowaé rézne metody zwalczania chwastéw (w
tym ptodozmian), stosowac¢ kwalifikowany materiat siewny oraz informowa¢ posiadacza ze-
zwolenia o niezadowalajgcym zwalczaniu chwastow.

NASTEPSTWO ROSLIN

Srodek rozktada sie w glebie w ciggu okresu wegetacji nie stwarzajgc zagrozenia dla roslin
uprawianych nastepczo.

W przypadku wczesniejszego zaorania plantacji potraktowanej srodkiem (w wyniku uszko-
dzenia roslin przez przymrozki, choroby lub szkodniki), po wykonaniu uprawy przedsiewne;j
na polu tym mozna uprawiac wytgcznie kukurydze, zboza jare i ziemniaki.

Przestrzegaé zalecenh dotyczgcych nastepstwa roslin obowigzujgcych dla herbicydéw stoso-
wanych w mieszaninach ze srodkiem Jockey 387 OD.

SRODKI OSTROZNOSCI | ZALECENIA STOSOWANIA ZWIAZANE Z DOBRA PRAKTY-
KA ROLNICZA
Srodka nie stosowac:

—na rosliny mokre, chore i uszkodzone np. przez szkodniki lub przymrozki
-po nocnych przymrozkach oraz przed spodziewanymi, silnymi przymrozkami.

Podczas stosowania srodka nie dopusci¢ do:
-znoszenia cieczy uzytkowej na sgsiednie plantacje roslin uprawnych,
—-naktadania sie cieczy uzytkowej na stykach pasow zabiegowych i uwrociach.

SPORZADZANIE CIECZY UZYTKOWEJ

Przed przystgpieniem do sporzgdzania cieczy uzytkowej doktadnie ustali¢ potrzebng jej ilos¢.
Odmierzong ilos¢ $rodka wla¢ do zbiornika opryskiwacza napetnionego czesciowo wodg
(z wigczonym mieszadiem). Opréznione opakowania przeptukaé trzykrotnie woda,
a poptuczyny wla¢ do zbiornika opryskiwacza z cieczg uzytkowg. Zbiornik opryskiwacza
uzupetni¢ wodg do potrzebnej ilosci.

Po wlaniu srodka do zbiornika opryskiwacza nie wyposazonego w mieszadto hydrauliczne
ciecz w zbiorniku mechanicznie wymieszac.

W przypadku stosowania srodka w mieszaninie z innymi srodkami przestrzegaé $cisle zale-
cen dotyczgcych sporzgdzania cieczy uzytkowej tych Srodkow.

W przypadku przerw w opryskiwaniu przed ponownym przystgpieniem do pracy nalezy do-
ktadnie wymiesza¢ ciecz uzytkowg w zbiorniku opryskiwacza.

Ze wzgledu na bardzo duzg wrazliwo$¢ niektorych roslin uprawnych nawet na znikome ilosci
srodka, bardzo wazne jest doktadne wymycie opryskiwacza po zabiegu, zwtaszcza przed
uzyciem w innych roslinach niz zalecane.

POSTEPOWANIE Z RESZTKAMI CIECZY UZYTKOWEJ | MYCIE APARATURY

Z resztkami cieczy uzytkowej po zabiegu nalezy postepowaé w sposob ograniczajgcy ryzyko
skazenia wod powierzchniowych i podziemnych w rozumieniu przepiséw Prawa wodnego
oraz skazenia gruntu, tj.:
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—  po uprzednim rozcienczeniu zuzy¢ na powierzchni, na ktérej przeprowadzono zabieg,
jezeli jest to mozliwe lub

— unieszkodliwi¢ z wykorzystaniem rozwigzan technicznych zapewniajgcych biologiczng
degradacje substancji czynnych srodkéw ochrony roslin, lub — unieszkodliwi¢ w inny
sposob, zgodny z przepisami o odpadach. Po pracy aparature dokfadnie umy¢

WARUNKI BEZPIECZNEGO STOSOWANIA SRODKA

Przed zastosowaniem $rodka nalezy poinformowac o tym fakcie wszystkie zainteresowane
strony, ktére mogg by¢ narazone na znoszenie cieczy roboczej i ktére zwrdcity sie o takg in-

formacie.

Srodki ostroznosci dla 0séb stosujacych srodek:

Nie jes¢, nie pi¢ ani nie pali¢ podczas uzywania produktu.
Stosowac rekawice ochronne, ochrong oczu i twarzy oraz odziez robocza eeheonng, zabezpieczaja-

ca przed oddziatywaniem $rodkdéw ochrony roslin w trakcie przygotowywania cieczy uzytkowej oraz
w trakcie wykonywania zabiegu.

Zanieczyszczong odziez zdjac 1 wypra¢ przed ponownym uzyciem.

Srodki ostroznosci zwigzane z ochrong srodowiska naturalnego:

Nie zanieczyszcza¢ waéd srodkiem ochrony roslin lub jego opakowaniem.
Nie my¢ aparatury w poblizu wéd powierzchniowych.
Unika¢ zanieczyszczania wod poprzez rowy odwadniajgce z gospodarstw i drog.

W celu ochrony organizméw wodnych konieczne jest wyznaczenie zadarnionej strefy
ochronnej o szerokosci 5 m od zbiornikow i ciekdw wodnych.

W celu ochrony roslin eraz-stawenegéw niebedacych celem dziatania Srodka konieczne jest
wyznaczenie strefy ochronnej o szerokosci 10 m od terenéw nieuzytkowanych rolniczo bgdz
wyznaczenie strefy ochronnej o szerokosci 5 m od terendéw nieuzytkowanych rolniczo z
réwnoczesnym uzyciem opryskiwaczy redukujgcych znoszenie cieczy uzytkowej o 50%.

Okres od zastosowania srodka do dnia, w ktérym na obszar, na ktérym zastosowano
srodek moga wejs¢ ludzie oraz zostaé wprowadzone zwierzeta (okres prewencji): nie
wchodzi¢ do czasu catkowitego wyschniecia cieczy uzytkowej na powierzchni roslin.

Okres od ostatniego zastosowania srodka do dnia zbioru rosliny uprawnej (okres ka-
rencji): Nie dotyczy

Okres od ostatniego zastosowania srodka na rosliny przeznaczone na pasze do dnia
w ktérym zwierzeta moga by¢ karmione tymi roslinami (okres karencji dla pasz):
Nie dotyczy

Okres od ostatniego zastosowania srodka na rosliny do dnia w ktérym mozna sia¢ lub
sadzi¢ rosliny uprawiane nastepczo: Nalezy uwzgledni¢ nastepstwo roslin

WARUNKI PRZECHOWYWANIA | BEZPIECZNEGO USUWANIA SRODKA OCHRONY
ROSLIN | OPAKOWANIA

Chroni¢ przed dzieémi.
Srodek ochrony roslin przechowywag:
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- w miejscach lub obiektach, w ktérych zastosowano odpowiednie rozwigzania zabezpiecza-
jace przed skazeniem srodowiska oraz dostepem o0sdb trzecich,

- w oryginalnych opakowaniach, w sposdb uniemozliwiajgcy kontakt z zywnoscia, napojami
lub pasza,

- w temperaturze 0°C - 30°C.

Zabrania sie wykorzystywania opréznionych opakowan po srodkach ochrony roslin do innych
celow.

Niewykorzystany srodek przekaza¢ do podmiotu uprawnionego do odbierania odpadow nie-
bezpiecznych.

Oproznione opakowania po srodku zwrdéci¢ do sprzedawcy srodkéw ochrony roslin bedgcych
Srodkami niebezpiecznymi.

PIERWSZA POMOC

Antidotum: brak, stosowac leczenie objawowe.
W razie koniecznosci zasiegniecia porady lekarza, nalezy pokaza¢ opakowanie lub etykiete.

Okres waznosci - 2 lata
Data produkcji - .........
Zawartos¢ netto - .........
Nr partii SRR
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Appendix 3  Letters of Access

Letters of access are provided in separate appendixes.
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Appendix 4  Lists of data considered for national authorization

Tables considered not relevant can be deleted as appropriate.

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

List of data submitted by the applicant and relied on

Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
Section B1, B2 and B4: Identity, Physical and Chemical Properties, Further information
KCP 2.1 Ciach J. 2021 | IMD-HER 387 OD. Determination of physicochemical N Y New data for formulation, not Pestila*
KCP2.4.1 properties of preparation in an COEX bottle. previously submitted or evalu-
KCP 2.4.2 Stage 1: Determination of physicochemical properties of initial ated. Study conducted in com-
KCP2.85.1.1 preparation. pliance with GLP.
KCP 2.8.5.1.2 Report No 002/DPL/2021
KCP 2.8.6.2 Pestila Spotka z ograniczong odpowiedzialno$cig.
KCP 2.8.6.3 GLP: Yes
KCP 2.8.7.2 Published: No
KCP2.2.1 Buczkowski D. 2021 | JMD-HER 387 OD Determination of explosive properties N Y New data for formulation, not Pestila*
Report No BW-06/21 previously submitted or evalu-
Lukasiewicz Research Network — Institute of Industrial Organic ated. Study conducted in com-
Chemistry pliance with GLP.
GLP: Yes
Published: No
KCP 2.2.2 Flasinska P. 2021 | JIMD-HER 387 OD Determination of flash point, auto-ignition N Y New data for formulation, not Pestila*
KCP 2.3.1 temperature and oxidizing properties. previously submitted or evalu-
KCP 2.3.3 Report No BC-11/21 ated. Study conducted in com-
Lukasiewicz Research Network — Institute of Industrial Organic pliance with GLP.
Chemistry
GLP: Yes
Published: No
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
KCP24.1 Ciach J. 2021 | JIMD-HER 387 OD. Determination of physicochemical N Y New data for formulation, not Pestila*
KCP 2.4.2 properties of preparation in an COEX bottle. previously submitted or evalu-
KCP 2.6.1 Stage 1: Determination of physicochemical properties of initial ated. Study conducted in com-
KCP 2.7.1 preparation. pliance with GLP.
Stage 3: Determination of physicochemical properties of
preparation stored at temperature 40+£2°C for 8 weeks.
Report No 002/DPL/2021
Pestila Spotka z ograniczong odpowiedzialnoS$cia.
GLP: Yes
Published: No
KCP 2.5.1 Ciach J. 2022 | JMD-HER 387 OD. Determination of the surface tension and N Y New data for formulation, not Pestila*
KCP 2.5.2 viscosity of the preparation in a COEX bottle. previously submitted or evalu-
Report No 001/DPL/2022 ated. Study conducted in com-
Pestila Spotka z ograniczong odpowiedzialnos$cig. pliance with GLP.
GLP: Yes
Published: No
KCP 2.7.1/01 | Ciach J. 2021 | JMD-HER 387 OD. Determination of active substrances content N Y New data for formulation, not Pestila*
KCP 2.7.3 of preparation in an COEX bottle. previously submitted or evalu-
Stage 1: Determination of active substrances content of initial ated. Study conducted in com-
preparation. pliance with GLP.
Stage 2: Determination of physicochemical properties of the
preparation stored at temperature 0+2°C for 7 days.
Stage 3: Determination of active substrances content of
preparation stored at temperature 40+2°C for 8 weeks.
Report No 001/DPL/2021
Pestila Spotka z ograniczong odpowiedzialno$cia.
GLP: Yes
Published: No
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
KCP 2.7.4 Ciach J. 2021 | JMD-HER 387 OD. Determination of active substrances content N Y New data for formulation, not Pestila*
of preparation in an COEX bottle. previously submitted or evalu-
Stage 1: Determination of active substrances content of initial ated. Study conducted in com-
preparation. pliance with GLP.
Stage 2: Determination of physicochemical properties of the
preparation stored at temperature 0+2°C for 7 days.
Report No 001/DPL/2021
Pestila Spotka z ograniczong odpowiedzialnoS$cia.
GLP: Yes
Published: No
KCP 2.7.1/02 | Woloszynowska 2021 | IMD-HER 387 OD Determination of physicochemical N Y New data for formulation, not Pestila*
KCP 2.7.1/03 | M. properties. previously submitted or evalu-
KCP 2.11 Report No BA-05/21 ated. Study conducted in com-
Lukasiewicz Research Network — Institute of Industrial Organic pliance with GLP.
Chemistry
GLP: Yes
Published: No
KCP 2.7.1/04 | Pstus$J. 2022 | Analysis of IMD-HER 387 OD before and after ageing tests to N Y New data for formulation, not Pestila*
determine content of dioxins and furans. previously submitted or evalu-
Report No K733/JP ated. Study conducted in com-
Selvita Services Sp. z 0.0. pliance with GLP.
GLP: Yes
Published: No
KCP 2.7.5/01 | Ciach J. 2023 | IMD-HER 387 OD. Determination of physicochemical N Y New data for formulation, not Pestila*

properties of preparation in an COEX bottle.

Stage 5: Determination of physicochemical properties of the
preparation stored at temperature 20+£2°C for 2 years.

Report No 002/DPL/2021

Pestila Spotka z ograniczong odpowiedzialnos$cig

GLP: Yes

Published: No

previously submitted or evalu-
ated. Study conducted in com-
pliance with GLP.
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner

Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not

KCP 2.7.5/02 | Ciach J. 2023 | JMD-HER 387 OD. Determination of active substrances content N Y New data for formulation, not Pestila*
of preparation in an COEX bottle. previously submitted or evalu-
Stage 5: Determination of an active substance content in a ated. Study conducted in com-
preparation pliance with GLP.
stored at temperature 20+2°C for 2 years.
Report No 001/DPL/2021
Pestila Spotka z ograniczona odpowiedzialno$cia.
GLP: Yes
Published: No

Section B3: Efficacy Data and Information

KCP 3.2/01 Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-01
GEP: Yes
Published: No

KCP 3.2/02 Glowacki G. 2020 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S20-03776-02
GEP: Yes
Published: No

KCP 3.2/03 Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*

spring 2020 against mono- and broadleaved weeds in cereals.
Poland. 2020;

Eurofins Agroscience Services Sp. z 0.0., Poland,;

Report No.: S20-03776-03

GEP: Yes

Published: No

previously submitted or evalu-
ated. Study conducted in com-
pliance with GEP.
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
KCP 3.2/04 Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-04
GEP: Yes
Published: No
KCP 3.2/05 Glowacki G. 2020 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S20-03776-05
GEP: Yes
Published: No
KCP 3.2/06 Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-06
GEP: Yes
Published: No
KCP 3.2/07 Glowacki G. 2020 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-07
GEP: Yes
Published: No
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
KCP 3.2/08 Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-08
GEP: Yes
Published: No
KCP 3.2/09 Glowacki G. 2020 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S20-03776-09
GEP: Yes
Published: No
KCP 3.2/10 Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-10
GEP: Yes
Published: No
KCP 3.2/11 Glowacki G. 2020 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-11
GEP: Yes
Published: No
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
KCP 3.2/12 Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-12
GEP: Yes
Published: No
KCP 3.2/13 Glowacki G. 2020 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S20-03776-13
GEP: Yes
Published: No
KCP 3.2/14 Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-14
GEP: Yes
Published: No
KCP 3.2/15 Glowacki G. 2020 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-15
GEP: Yes
Published: No
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
KCP 3.2/16 Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-16
GEP: Yes
Published: No
KCP 3.2/17 Glowacki G. 2020 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S20-03776-17
GEP: Yes
Published: No
KCP 3.2/18 Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Poland. 2020; ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-18
GEP: Yes
Published: No
KCP 3.2/19 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Poland 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03828-01
GEP: Yes
Published: No
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner

Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not

KCP 3.2/20 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Poland 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03828-02
GEP: Yes
Published: No

KCP 3.2/21 Glowacki G. 2021 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Poland 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S20-03828-03
GEP: Yes
Published: No

KCP 3.2/22 Gtowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Poland 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03828-04
GEP: Yes
Published: No

KCP 3.2/23 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in spring previously submitted or evalu-
wheat. Poland 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03828-05
GEP: Yes
Published: No
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner

Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not

KCP 3.2/24 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in spring previously submitted or evalu-
wheat. Poland 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03828-06
GEP: Yes
Published: No

KCP 3.2/25 Glowacki G. 2021 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in spring previously submitted or evalu-
wheat. Poland 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S20-03828-07
GEP: Yes
Published: No

KCP 3.2/26 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in spring previously submitted or evalu-
wheat. Poland 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03828-08
GEP: Yes
Published: No

KCP 3.2/27 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Germany 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03828-09
GEP: Yes
Published: No
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner

Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not

KCP 3.2/28 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Germany 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03828-10
GEP: Yes
Published: No

KCP 3.2/29 Glowacki G. 2021 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Germany 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S20-03828-12
GEP: Yes
Published: No

KCP 3.2/30 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
barley. Germany 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03828-14
GEP: Yes
Published: No

KCP 3.2/31 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
barley. Germany 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03828-15
GEP: Yes
Published: No
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KCP 3.2/32 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
barley. Germany 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03828-16
GEP: Yes
Published: No

KCP 3.2/33 Glowacki G. 2021 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Czech Republic 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S20-03828-17
GEP: Yes
Published: No

KCP 3.2/34 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Czech Republic 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03828-18
GEP: Yes
Published: No

KCP 3.2/35 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
barley. Czech Republic 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03828-19
GEP: Yes
Published: No
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KCP 3.2/36 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
barley. Czech Republic 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03828-20
GEP: Yes
Published: No

KCP 3.2/37 Glowacki G. 2020 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Romania. 2020. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S20-03776-19
GEP: Yes
Published: No

KCP 3.2/38 Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Romania. 2020. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-20
GEP: Yes
Published: No

KCP 3.2/39 Glowacki G. 2020 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Romania. 2020. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-21
GEP: Yes
Published: No
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KCP 3.2/40 Glowacki G. 2020 | Determination of efficacy of IMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Romania. 2020. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S20-03776-22
GEP: Yes
Published: No
KCP 3.2/41 Glowacki G. 2020 | Determination of efficacy of JIMD-HER 387 OD applied once in N Y New data for formulation, not Pestila*
spring 2020 against mono- and broadleaved weeds in cereals. previously submitted or evalu-
Romania. 2020. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S20-03776-23
GEP: Yes
Published: No
KCP 3.2/42 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Bulgaria 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S21-03828-21
GEP: Yes
Published: No
KCP 3.2/43 Glowacki G. 2021 | Determination of efficacy of JIMD-HER 387 OD applied once N Y New data for formulation, not Pestila*

in spring 2021 against mono- and broadleaved weeds in winter
wheat. Bulgaria 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;

Report No.: S21-03828-22

GEP: Yes

Published: No

previously submitted or evalu-
ated. Study conducted in com-
pliance with GEP.
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KCP 3.2/44 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Bulgaria 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S21-03828-23
GEP: Yes
Published: No
KCP 3.2/45 Glowacki G. 2021 | Determination of efficacy of JIMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Bulgaria 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S21-03828-24
GEP: Yes
Published: No
KCP 3.2/46 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Hungary 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S21-03828-25
GEP: Yes
Published: No
KCP 3.2/47 Glowacki G. 2021 | Determination of efficacy of JIMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Hungary 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S21-03828-26
GEP: Yes
Published: No
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KCP 3.2/48 Glowacki G. 2021 | Determination of efficacy of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Hungary 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S21-03828-27
GEP: Yes
Published: No
KCP 3.2/49 Glowacki G. 2021 | Determination of efficacy of JIMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2021 against mono- and broadleaved weeds in winter previously submitted or evalu-
wheat. Hungary 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S21-03828-28
GEP: Yes
Published: No
KCP 3.4/01 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Poland. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland,; ated. Study conducted in com-
Report No.: S20-03778-01 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/02 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Poland. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S20-03778-02 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/03 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Poland. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland,; ated. Study conducted in com-
Report No.: S20-03778-03 pliance with GEP.
GEP: Yes
Published: No
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KCP 3.4/04 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Poland. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland,; ated. Study conducted in com-
Report No.: S20-03778-04 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/05 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Poland. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S20-03778-05 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/06 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Poland. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland,; ated. Study conducted in com-
Report No.: S20-03778-06 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/07 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Poland. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S20-03778-09 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/08 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Poland. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S20-03778-10 pliance with GEP.
GEP: Yes
Published: No
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KCP 3.4/09 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Poland. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland,; ated. Study conducted in com-
Report No.: S20-03778-11 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/10 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Poland. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S20-03778-12 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/11 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Poland. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S20-03778-13 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/12 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Poland. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S20-03778-14 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/13 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Poland. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S20-03778-15 pliance with GEP.
GEP: Yes
Published: No
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KCP 3.4/14 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Poland. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S20-03778-16 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/15 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in Spring 2021 in winter wheat. Poland 2021. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S21-03829-01 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/16 Gtlowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in Spring 2021 in winter wheat. Poland 2021. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland,; ated. Study conducted in com-
Report No.: S21-03829-02 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/17 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in Spring 2021 in winter wheat. Poland 2021. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S21-03829-03 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/18 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in Spring 2021 in winter triticale. previously submitted or evalu-
Poland 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S21-03829-04
GEP: Yes
Published: No
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KCP 3.4/19 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in Spring 2021 in winter triticale. previously submitted or evalu-
Poland 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S21-03829-05
GEP: Yes
Published: No
KCP 3.4/20 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in Spring 2021 in winter rye. Poland 2021. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S21-03829-09 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/21 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in Spring 2021 in winter rye. Poland 2021. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S21-03829-10 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/22 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in Spring 2021 in spring wheat. Poland 2021. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S21-03829-11 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/23 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in Spring 2021 in spring wheat. Poland 2021. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S21-03829-12 pliance with GEP.
GEP: Yes
Published: No
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KCP 3.4/24 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in Spring 2021 in spring triticale. previously submitted or evalu-
Poland 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S21-03829-13
GEP: Yes
Published: No
KCP 3.4/25 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in Spring 2021 in spring triticale. previously submitted or evalu-
Poland 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S21-03829-14
GEP: Yes
Published: No
KCP 3.4/26 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in Spring 2021 in winter wheat. previously submitted or evalu-
Germany 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland; pliance with GEP.
Report No.: S21-03829-18
GEP: Yes
Published: No
KCP 3.4/27 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in Spring 2021 in winter wheat. previously submitted or evalu-
Germany 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S21-03829-19
GEP: Yes
Published: No
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KCP 3.4/28 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in Spring 2021 in winter wheat. previously submitted or evalu-
Czech Republic 2021. ated. Study conducted in com-
Eurofins Agroscience Services Sp. z 0.0., Poland,; pliance with GEP.
Report No.: S21-03829-22
GEP: Yes
Published: No
KCP 3.4/29 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Romania. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: 20-03778-21 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/30 Glowacki G. 2020 | Determination of selectivity of IMD-HER 387 OD applied once N Y New data for formulation, not Pestila*
in spring 2020 in cereals. Romania. 2020. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: 20-03778-22 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/31 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD N Y New data for formulation, not Pestila*
applied once in Spring 2021 in winter wheat. Bulgaria 2021. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S21-03829-24 pliance with GEP.
GEP: Yes
Published: No
KCP 3.4/32 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD N Y New data for formulation, not Pestila*
applied once in Spring 2021 in winter wheat. Romania 2021. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland,; ated. Study conducted in com-
Report No.: S21-03829-25 pliance with GEP.
GEP: Yes
Published: No
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KCP 3.4/33 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD N Y New data for formulation, not Pestila*
applied once in Spring 2021 in winter wheat. Romania 2021. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland,; ated. Study conducted in com-
Report No.: S21-03829-26 pliance with GEP.
GEP: Yes
Published: No

KCP 3.4/34 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD N Y New data for formulation, not Pestila*
applied once in Spring 2021 in winter wheat. Romania 2021. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland; ated. Study conducted in com-
Report No.: S21-03829-27 pliance with GEP.
GEP: Yes
Published: No

KCP 3.4/35 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD N Y New data for formulation, not Pestila*
applied once in Spring 2021 in winter wheat. Hungary 2021. previously submitted or evalu-
Eurofins Agroscience Services Sp. z 0.0., Poland,; ated. Study conducted in com-
Report No.: S21-03829-28 pliance with GEP.
GEP: Yes
Published: No

KCP 3.4/36 Glowacki G. 2021 | Determination of selectivity of IMD-HER 387 OD N Y New data for formulation, not Pestila*

applied once in Spring 2021 in winter wheat. Hungary 2021.

Eurofins Agroscience Services Sp. z 0.0., Poland;
Report No.: S21-03829-29

GEP: Yes

Published: No

previously submitted or evalu-
ated. Study conducted in com-
pliance with GEP.

Section B5: Analytical Methods
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KCP 5.1.1/01 | CiachJ. 2021 | JMD-HER 387 OD. Determination of active substrances content N Y New data for formulation, not Pestila*
KCP 5.1.1/02 of preparation in an COEX bottle. previously submitted or evalu-
Stage 1: Determination of active substrances content of initial ated. Study conducted in com-
preparation. pliance with GLP.
Stage 2: Determination of physicochemical properties of the
preparation stored at temperature 0+2°C for 7 days.
Stage 3: Determination of active substrances content of
preparation stored at temperature 40+£2°C for 8 weeks.
Stage 5: Determination of physicochemical properties of
preparation stored at temperature 20+£2°C for 2 years.
Report No 001/DPL/2021
Pestila Spotka z ograniczong odpowiedzialnos$cia.
GLP: Yes
Published: No
KCP 5.1.1/03 | Wotoszynowska 2021 | Determination of physicochemical properties. N Y New data for formulation, not Pestila*
M. Report No BA-05/21 previously submitted or evalu-
Lukasiewicz Research Network — Institute of Industrial Organic ated. Study conducted in com-
Chemistry pliance with GLP.
GLP: Yes
Published: No
KCP 5.1.1/04 | PstusJ. 2020 | GC method for determination of dioxins and furans in JMD- N N New data for formulation, not Pestila*
HER 387 OD. previously submitted or evalu-
Report No RVM/2022/48 ated.
Selvita Services Sp. z 0.0.
GLP: No
Published: No
KCP 5.1.2/01 | Wiodarczyk M. 2021 | Validation of analytical method for the determination of active N Y New data for formulation, not Pestila*

substances of the test item JMD-HER 387 OD in 50% sucrose
solution

Study code: 0005/0099/FA

SORBOLAB Research Laboratory LLC

GLP: Yes

Published: No

previously submitted or evalu-
ated. Study conducted in com-
pliance with GLP.
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
KCP 5.1.2/02 | Wtodarczyk M. 2021 | Validation of analytical method for the determination of active N Y New data for formulation, not Pestila*
substances in aqueous solution of the test item JMD-HER 387 previously submitted or evalu-
oD ated. Study conducted in com-
Study code: 0005/0102/FA pliance with GLP.
SORBOLAB Research Laboratory LLC
GLP: Yes
Published: No
KCP 5.1.2/03 | Arendarczyk A. 2021 | IMD-HER 387 OD Earthworm reproduction test (Eisenia N Y New data for formulation, not Pestila*
(filed as KCP andrei) previously submitted or evalu-
10.4.1.1/01) STUDY CODE: G-03-21 ated. Study conducted in com-
Lukasiewicz Research Network — Institute of Industrial Organic pliance with GLP.
Chemistry, Branch Pszczyna, Ecotoxicology Research Group
GLP: Yes
Published: No
KCP 5.1.2/04 | Gierbuszewska A. | 2021 | IMD-HER 387 OD Collembolan (Folsomia candida) N Y New data for formulation, not Pestila*
(filed as KCP Reproduction Test previously submitted or evalu-
10.4.2.1/01) Study code: G-04-21 ated. Study conducted in com-
Lukasiewicz Research Network — Institute of Industrial Organic pliance with GLP.
Chemistry, Branch Pszczyna, Ecotoxicology Research Group
GLP: Yes
Published: No
KCP 5.1.2/05 | Czarnecka M. 2021 | IMD-HER 387 OD Raphidocelis subcapitata SAG 61.81 N Y New data for formulation, not Pestila*
(filed as KCP (formerly Pseudokirchneriella subcapitata) previously submitted or evalu-
10.2.1.3/02) Study code: W-03-21 ated. Study conducted in com-
Lukasiewicz Research Network — Institute of Industrial Organic pliance with GLP.
Chemistry, Branch Pszczyna, Ecotoxicology Research Group
GLP: Yes
Published: No
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
KCP 5.1.2/06 | Arendarczyk A. 2021 | JMD — HER 387 OD Terrestrial Plant Test: Vegetative Vigour N Y New data for formulation, not Pestila*
(filed as KCP Test previously submitted or evalu-
10.6.2/02) Study code: G-07-21 ated. Study conducted in com-
Lukasiewicz Research Network — Institute of Industrial Organic pliance with GLP.
Chemistry, Branch Pszczyna, Ecotoxicology Research Group
GLP: Yes
Published: No
KCP 5.1.2/07 | Czarnecka M. 2021 | JIMD — HER 387 OD Chironomus sp., Acute Immobilisation N Y New data for formulation, not Pestila*
(filed as KCP Test previously submitted or evalu-
10.2.1.2/03) Study code: W-01-21 ated. Study conducted in com-
Lukasiewicz Research Network — Institute of Industrial Organic pliance with GLP.
Chemistry, Branch Pszczyna, Ecotoxicology Research Group
GLP: Yes
Published: No
KCP 5.1.2/08 | Czarnecka M. 2021 | JIMD - HER 387 OD Lemna gibba CPCC 310, Growth N Y New data for formulation, not Pestila*
(filed as KCP inhibition test previously submitted or evalu-
10.2.1.4/01) Study code: W-04-21 ated. Study conducted in com-
Lukasiewicz Research Network — Institute of Industrial Organic pliance with GLP.
Chemistry, Branch Pszczyna, Ecotoxicology Research Group
GLP: Yes
Published: No
KCP 5.1.2/09 | Turek-Lipka T. 2021 | JIMD — HER 387 OD Water-sediment Myriophyllum spicatum N Y New data for formulation, not Pestila*
(filed as KCP toxicity test previously submitted or evalu-
10.2.1.4/02) Study code: W-05-21 ated. Study conducted in com-
Lukasiewicz Research Network — Institute of Industrial Organic pliance with GLP.
Chemistry, Branch Pszczyna, Ecotoxicology Research Group
GLP: Yes
Published: No

Section B6: Mammalian Toxicology
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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

Verte-
brate
study
Y/N

Data
protection
claimed
Y/N

Justification if data protection is
claimed

Owner

7.3/01

Nabanita Sam

2023

IN VITRO percutaneous dermal absorption study of 2,4-D 2-
EHE, formulated as JIMD-HER 387 OD through human skin
Study code: AG-G1341

Eurofins Advinus Agrosciences Services India Private Limited
GLP: Yes

Published: No

Y

New data for formulation, not
previously submitted or evalu-
ated. Study conducted in com-
pliance with GLP.

Pestila*

Section B8: Environmental Fate

KCP
9.2.4.1/01

Tabor E

2022

JMD-HER 387 OD Calculation of predicted environmental con-
centrations of 2,4-D and iodosulfuron-methyl-sodium in
groundwater using the FOCUS groundwater scenarios (PEARL,
PELMO, MACRO)

Company Report No: EST/17/2022

Source: ESTICON Sp. z 0.0., Poland

GLP: No

Published: No

Not relevant

Pestila*

KCP 9.2.5/01

Tabor E

2022

JMD-HER 387 OD Calculation of Predicted Environmental
Concentrations of 2,4-D and iodosulfuron-methyl-sodium in
surface water using the FOCUS scenarios (Steps 1, 2, 3 and 4)
Company Report No: EST/18/2022

Source: ESTICON Sp. z 0.0., Poland

GLP: No

Published: No

Not relevant

Pestila*

Section B9: Ecotoxicology

KCP
10.2.1.1/01

1984

Measurement of median lethal dose as a rapid indication of con-
taminant toxicity to fish

GLP: No

Published: Yes

Not relevant

NR

KCP
10.2.1.2/01

Kiihn, R. et al.

1989

Results of the harmful effects of selected water pollutants (ani-
lines, phenols, aliphatic compounds) to Daphnia magna

Wat. Res. Vol. 23, No. 4, pp. 495-499, 1989

GLP: No

Published: Yes

Not relevant

NR
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
KCP Czarnecka M 2021 | JMD-HER 387 OD Daphnia magna, Acute Immobilisation Test N Y New data for formulation, not Pestila*
10.2.1.2/02 Institute of Industrial Organic Chemistry, Branch Pszczyna, previously submitted or evalu-
Poland ated. Study conducted in com-
Study code: W-02-21 pliance with GLP.
GLP: Yes
Published: No
KCP Czarnecka M 2021 | JMD-HER 387 OD Chironomus sp., Acute Immobilisation Test N Y New data for formulation, not Pestila*
10.2.1.2/03 Institute of Industrial Organic Chemistry, Branch Pszczyna, previously submitted or evalu-
Poland ated. Study conducted in com-
Study code: W-01-21 pliance with GLP.
GLP: Yes
Published: No
KCP Cowgill, U. et al. 1989 | Toxicity of nine benchmark chemicals to Skeletonema costatum, N N Not relevant NR
10.2.1.3/01 a marine diatom
Environmenlal Toxicology and Chemisrry, Vol. 8, pp. 451-455,
1989
GLP: No
Published: Yes
KCP Czarnecka M 2022 | JIMD-HER 387 OD Raphidocelis subcapitata SAG 61.81 N Y New data for formulation, not Pestila*
10.2.1.3/02 (formerly Pseudokirchneriella subcapitata), Growth inhibition previously submitted or evalu-
test ated. Study conducted in com-
Institute of Industrial Organic Chemistry, Branch Pszczyna, pliance with GLP.
Poland
Study Code: W-03-21
GLP: Yes
Published: No
KCP Czarnecka M 2021 | JMD-HER 387 OD Lemna gibba, Growth Inhibition Test N Y New data for formulation, not Pestila*
10.2.1.4/01 Institute of Industrial Organic Chemistry, Branch Pszczyna, previously submitted or evalu-
Poland ated. Study conducted in com-
Study Code: W-04-21 pliance with GLP.
GLP: Yes
Published: No
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
KCP Turek-Lipka T 2021 | JIMD-HER 387 OD Water-sediment Myriophyllum spicatum N Y New data for formulation, not Pestila*
10.2.1.4/02 toxicity test previously submitted or evalu-
Institute of Industrial Organic Chemistry, Branch Pszczyna, ated. Study conducted in com-
Poland pliance with GLP.
Study Code: W-05-21
GLP: Yes
Published: No
KCP Meler, A 2021 | Honeybees, Acute Oral Toxicity Test of the test item JMD-HER N Y New data for formulation, not Pestila*
10.3.1.1.1/01 387 OD according to OECD Guideline 213 previously submitted or evalu-
SORBBOLAB Research Laboratory LLC, Poznan, Poland ated. Study conducted in com-
Study Code: 0005/0097/E pliance with GLP.
GLP: Yes
Published: No
KCP Orzechowska U 2021 | Bumblebee, Acute Oral Toxicity Test of the test item JMD-HER N Y New data for formulation, not Pestila*
10.3.1.1.1/02 387 0D previously submitted or evalu-
according to OECD guideline 247 ated. Study conducted in com-
SORBBOLAB Research Laboratory LLC, Poznan, Poland pliance with GLP.
Study Code: 0005/0101/E
GLP: Yes
Published: No
KCP Meler, A 2021 | Honeybees, Acute Contact Toxicity Test of the test item JMD- N Y New data for formulation, not Pestila*
10.3.1.1.2/01 HER 387 OD according to OECD Guideline 214 previously submitted or evalu-
SORBBOLAB Research Laboratory LLC, Poznan, Poland ated. Study conducted in com-
Study code: 0005/0098/E pliance with GLP.
GLP: Yes
Published: No
KCP Orzechowska U 2021 | Bumblebee, Acute Contact Toxicity Test of the test item JMD- N Y New data for formulation, not Pestila*
10.3.1.1.2/02 HER 387 OD according to OECD guideline 246 previously submitted or evalu-
SORBBOLAB Research Laboratory LLC, Poznan, Poland ated. Study conducted in com-
Study code: 0005/0104/E pliance with GLP.
GLP: Yes
Published: No
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
KCP Orzechowska U 2021 | Honey bee, chronic oral toxicity test of the test item JMD-HER N Y New data for formulation, not Pestila*
10.3.1.2/01 387 OD according to OECD 245 Guideline previously submitted or evalu-
SORBBOLAB Research Laboratory LLC, Poznan, Poland ated. Study conducted in com-
Study code: 0005/0100/E pliance with GLP.
GLP: Yes
Published: No
KCP Orzechowska U 2021 | Honey Bee Larval Toxicity Test following Repeated Exposure to N Y New data for formulation, not Pestila*
10.3.1.4/01 the test item JMD-HER 387 OD according to OECD GD 239 previously submitted or evalu-
ENV/IM/MONO(2016)34 ated. Study conducted in com-
SORBBOLAB Research Laboratory LLC, Poznan, Poland pliance with GLP.
Study code: 0005/0103/E
GLP: Yes
Published: No
KCP Knapik M 2021 | An extended laboratory test for evaluating the effects of JMD- N Y New data for formulation, not Pestila*
10.3.2.2/01 HER 387 OD on the parasitic wasp, Aphidius rhopalosiphi (De previously submitted or evalu-
Stefani-Perez); ated. Study conducted in com-
Institute of Industrial Organic Chemistry, Branch Pszczyna, pliance with GLP.
Poland
Study Code: B-41-21
GLP: Yes
Published: No
KCP Knapik M 2021 | An extended laboratory test for evaluating the effects of JMD- N Y New data for formulation, not Pestila*
10.3.2.2/02 HER 387 OD on the predatory mite, Typhlodromus pyri (Sch.); previously submitted or evalu-
Institute of Industrial Organic Chemistry, Branch Pszczyna, ated. Study conducted in com-
Poland pliance with GLP.
Study Code: B-40-2
GLP: Yes
Published: No
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oz

Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study code: B-39-21

GLP: Yes

Published: No

ated. Study conducted in com-
pliance with GLP.

KCP
10.4.1.1/01

Arendarczyk A

2021

Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner

Company Report No. brate | protection claimed

Source (where different from company) study | claimed

GLP or GEP status Y/N Y/N

Published or not
KCP Knapik M 2021 | Amendment No. 1 to the Final Report An extended laboratory N Y New data for formulation, not Pestila*
10.3.2.2/02 test for evaluating the effects of IMD-HER 387 OD on the pred- previously submitted or evalu-

atory mite, ated. Study conducted in com-

Typhlodromus pyri (Sch.). pliance with GLP.

Institute of Industrial Organic Chemistry, Branch Pszczyna,

Poland

Study Code: B-40-2

GLP: Yes

Published: No
KCP Knapik M 2021 | An extended laboratory test for evaluating effects of JIMD-HER N Y New data for formulation, not Pestila*
10.3.2.2/03 387 OD on the ladybird beetle, Coccinella septempunctata (L.) previously submitted or evalu-

JMD-HER 387 OD Earthworm reproduction test (Eisenia
andrei)

Institute of Industrial Organic Chemistry, Branch Pszczyna,
Poland

Study code: G-03-21

GLP: Yes

Published: No

New data for formulation, not
previously submitted or evalu-
ated. Study conducted in com-
pliance with GLP.

Pestila*
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
KCP Gierbuszewska A | 2021 | JMD-HER 387 OD Collembolan (Folsomia candida) N Y New data for formulation, not Pestila*
10.4.2.1/01 Reproduction Test previously submitted or evalu-
Institute of Industrial Organic Chemistry, Branch Pszczyna, ated. Study conducted in com-
Poland pliance with GLP.
Study code: G-04-21
GLP: Yes
Published: No
KCP Gierbuszewska A | 2021 | Predatory mite (Hypoaspis (Geolaelaps) aculeifer) reproduction N Y New data for formulation, not Pestila*
10.4.2.1/02 test in soil previously submitted or evalu-
Institute of Industrial Organic Chemistry, Branch Pszczyna, ated. Study conducted in com-
Poland pliance with GLP.
Study code: G-05-21
GLP: Yes
Published: No
KCP 10.5/01 Pieczka P 2021 | JIMD-HER 387 OD Soil Microorganisms:  Nitrogen N Y New data for formulation, not Pestila*
Transformation Test previously submitted or evalu-
Institute of Industrial Organic Chemistry, Branch Pszczyna, ated. Study conducted in com-
Poland pliance with GLP.
Study code: G-06-21
GLP: Yes
Published: No
KCP 10.6.2/01 | Pieczka P 2021 | JIMD-HER 387 OD Terrestrial Plant Test: Seedling Emergence N Y New data for formulation, not Pestila*
and Seedling Growth Test previously submitted or evalu-
Institute of Industrial Organic Chemistry, Branch Pszczyna, ated. Study conducted in com-
Poland pliance with GLP.
Study code: G-08-21
GLP: Yes
Published: No
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Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner

Company Report No. brate | protection claimed
Source (where different from company) study | claimed
GLP or GEP status Y/N Y/N
Published or not
KCP 10.6.2/02 | Arendarczyk A 2021 | JMD-HER 387 OD Terrestrial Plant Test: Vegetative Vigour N Y New data for formulation, not Pestila*
Test previously submitted or evalu-
Institute of Industrial Organic Chemistry, Branch Pszczyna, ated. Study conducted in com-
Poland pliance with GLP.
Study code: G-07-21
GLP: Yes
Published: No

* Pestila Spotka z ograniczong odpowiedzialno$cia.

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

* N N | Notapplicable '

105




JMD-HER 387 OD
Part A - National Assessment
Applicant version

Page 106 /124
Template for chemical PPP
Version 1, December 2022

o o st I | e
KCP 5.2 Not applicable '
KCP 5.2 Not applicable '
KCP5.2 Not applicable '
KCP 5.2 Not applicable '
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KCA6.3/09 |NagraB.S. Not applicable '
KCA6.3/11 |Rawle N M. Not applicable '

lodosulfuron-methyl-sodium
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The following tables are to be completed by MS

List of data submitted by the applicant and not relied on

Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate |protection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
List of data relied on and not submitted by the applicant but necessary for evaluation
Data point Author(s) Year |Title Verte- Data Justification if data protection is Owner
Company Report No. brate |protection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N

Published or not
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