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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 IME-HER 12 OD,
containing active substances: iodosulfuron-methyl-sodium — 2 g/L as well as mesosulfuron-methyl — 10
g/L, in Poland.

This document describes the specific conditions of use and labelling required for Poland for the
registration in art. 33 based on art 34 Regulation 1107/2009 of JME-HER 12 OD.

1.1 Application background
This application was submitted by Pestila Spotka z ograniczong odpowiedzialnoscia (hereinafter referred
as Pestila Sp. z 0. 0.)

This is the application for registration plant protection product under product code JME-HER 12 OD
according to Article 33 of Regulation 1107/2009 based on data for which a 10-year protection period has
expired (acc. Art. 34 of Reg. 1107/2009). IME-HER 12 OD is an oil dispersion (OD), containing 10 g/L
of mesosulfuron-methyl and 2 g/L iodosulfuron-methyl-sodium to be used as herbicide to winter wheat,
winter triticale and rye.

This documentation has been prepared by copying the risk assessments and summary of studies included
in the Atlantis 12 OD renewal Registration Report (zRMS: Poland, MS finalisation: 12/02019). The
information and studies used in this document are not protected in accordance with Art. 59 Reg.
1107/2009 and can be used for purpose of IME-HER 12 OD registration.

1.2 Letters of Access

Letter of Access was separately submitted.

1.3 Justification for submission of tests and studies

Please refer to the justification as provided for in the list of references in Appendix 4.
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 JME-HER 12 OD

Product name in MS Please refer to the cover letter.

Authorization number Not applicable.

Function Herbicide.

Applicant Pestila Sp. z 0. 0.

Active substance(s) lodosulfuron-methyl-sodium 2 g/L

(incl. content) Mesosulfuron-methyl 10 g/L
Mefenpyr-diethyl (safener), 30 g/L

Formulation type Oil dispersion [OD]

Packaging 250mL, 0.5L, 1L, 2L, 5L, 10L, 20L
bottles, cannisters HDPE/PA (COEX), fHDPE
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and

220L, 1000L

drums and containers HDPE/PA (COEX)
professional

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

Authorization can be granted.
2.3 Substances of concern for national monitoring

There are no substances of concern for national monitoring.

24 Classification and labelling
2.4.1 Classification and labelling under Regulation (EC) No 1272/2008
Hazard class(es), categories: Eye Irrit. 2, H319

Aguatic Acute 1, H400
Aguatic 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:

GHS07 GHS09

Signal word: Warning

Hazard statement(s): H319 - Causes serious eye irritation.
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

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

P305 + P351 + P338 - IF IN EYES: Rinse cautiously with water for several
minutes. Remove contact lenses, if present and easy to do. Continue rinsing.
P337 + P313 - If eye irritation persists: Get medical advice and attention.
P391 - Collect spillage.

P501- Dispose of contents/container to...

Additional labelling phrases: EUHA401 - To avoid risks to human health and the environment, comply
with the instructions for use.

EUH208 - Contains fatty alcohol ethoxylate - alkyl ether. May produce an
allergic reaction.

EUHO066 - Repeated exposure may cause skin dryness or cracking.

Special rule for labelling of plant protection product (PPP):
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Further labelling statements under Regulation (EC) No 1272/2008:

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

SPe 1 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).

SPe 3 When using a maximum dose of 1.2 I/ha:

To protect aquatic organisms, respect a vegetative buffer zone of 10m to surface water bodies.

When using a maximum dose of 1.2 | product/ha:

To protect non-target plants and non-target arthropods respect an unsprayed buffer zone to non-
agricultural land should be applied:

-5mor

- 1m combined with 75% drift reducing nozzles.

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

Not relevant.

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:

Workwear and gloves during mixing/loading step.

Worker protection:

None.
Recommended: workwear and gloves during field actvities.

Integrated pest management (IPM)/sustainable use:

Environmental protection

SPe 1 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).
SPe 3 When using a maximum dose of 1.2 I/ha:

To protect aquatic organisms, respect a vegetative buffer zone of 10m to surface water
bodies.

To protect non-target plants and non-target arthropods respect an unsprayed buffer zone to
non-agricultural land should be applied:

-5mor

- 1m combined with 75% drift reducing nozzles.
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Other specific restrictions

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
Not relevant.
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2.6

Intended uses (only NATIONAL GAP)

GAP rev. 1, date: 2023-12-01

PPP (product name/code): JME-HER 12 OD Formulation type: oD
Active substance 1: iodosulfuron-methyl-sodium Conc. of as 1: 2g/L
Active substance 2: mesosulfuron-methyl Conc. of as 2: 10 g/L
Safener: mefenpyr-diethyl Conc. of safener: 30 g/L
Synergist: - Conc. of synergist: -
Applicant: Pestila sp. z 0. 0. Professional use: X
Zone(s): central Non professional use: ]
Verified by MS: yes
Field of use: herbicide
1 2 3 4 5 6 7 ‘ 8 9 10 11 12 13 14 15
Use- | Membe | Crop and/ F, Pests or Group of pests controlled Application Application rate PHI Remarks: ZRMS
No. r or situation | Fn, (days) Conclusion
* | state(s) Fnp | (additionally: developmental stages of | Method /| Timing/ | Max. number | Min. interval kgor L g or kg as/ha Water e.g. g safener/ .
(crop G, the pest or pest group) Kind Growth a) per use between product / ha L/ha synergistper | (fficacy)
destination/ | Gn, stage of b) per crop/ | applications | a)max.rate |a)max. rate per ha, other dose
purpose of | Gnp crop & season (days) per appl. appl. min / rate expression,
crop) or season b) max. total b) max. total max dose range
| ** rate per rate per (min-max)
crop/season crop/season

Zonal uses (field or outdoor uses, certain types of protected crops)
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MYOAR

Susceptible weeds (0.9-1.2 L/ha):
Common wild oat (Avena fatua)
AVEFA

Cheat grass (Bromus secalinus) BROSE
Black twitch (Alopecurus myosuroides)
ALOMY

Moderately susceptible weeds:

Field pansy (Viola arvensis) VIOAR
Common poppy (Papaver rhoeas)
PAPRH

Speedwells (Veronica Sp.) 1VERG

Resistant weeds:

Cleavers (Galium aparine) GALAP
Knotgrasses (Polygonum/Fallopia Sp.)
1FOPG

1 2 3 4 5 6 7 8 9 10 11 12 13 14 15
Use- | Membe | Crop and/ F, Pests or Group of pests controlled Application Application rate PHI Remarks: ZRMS
No. r or situation | Fn, (days) Conclusion

* | state(s) Fnp | (additionally: developmental stages of | Method /| Timing/ | Max. number | Min. interval kgorL g or kg as/ha Water e.g. g safener/ .

(crop G, the pest or pest group) Kind Growth a) per use between product / ha L/ha synergist per | (€fficacy)
destination/ | Gn, stage of b) per crop/ | applications | a)max.rate |a)max. rate per ha, other dose
purpose of | Gnp crop & season (days) per appl. appl. min/ rate expression,
crop) or season b) max. total b) max. total max dose range
| ** rate per rate per (min-max)
crop/season crop/season
1 Poland | Winter wheat |F Susceptible weeds (0,45-0,6l/ha): Spray/ BBCH?21- |31 a)045-1.2 a) 24 200-300 | not
Field chamomile (Anthemis arvensis) | yroadcast | BBCH 31 I/ha iodosulfuron relevant
ANTAR 12
Wind grass (Apera spica-venti) APESV mesosulfuron -
Oilseed rape (Brassica napus) BRSNN 0.9
Shepherd's purse (Capsella bursa- b) 1 iodosulfuron
pastoris) CAPBP b) 0,45+ 1.2 45
Fat-hen (Chenopodum album) CHEAL I/ha mesosulfuron
Wild mustard (Sinapis arvensis) SINAR
Common chickweed (Stellaria media)
STEME . b) same as a)
Fanweed (Thlaspi arvense) THLAR
Horse daisy (Tripleurospermum
inodorum) MATIN
) . Forget-me-not (Myosotis arvensis)
2 Poland | Winter triticale
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1 2 3 4 5 6 7 8 9 10 11 12 13 14 15
Use- | Membe | Crop and/ F, Pests or Group of pests controlled Application Application rate PHI Remarks: ZRMS
No. r or situation | Fn, (days) Conclusion
* | state(s) Fnp | (additionally: developmental stages of | Method /| Timing/ | Max. number | Min. interval kgorL g or kg as/ha Water e.g. g safener/ .
(crop G, the pest or pest group) Kind Growth a) per use between product / ha L/ha synergist per | (€fficacy)
destination/ | Gn, stage of b) per crop/ | applications | a)max.rate |a)max. rate per ha, other dose
purpose of | Gnp crop & season (days) per appl. appl. min/ rate expression,
crop) or season b) max. total b) max. total max dose range
| ** rate per rate per (min-max)
crop/season crop/season

3 Peland | Winterwheat | F Susceptible weeds (0.45-0.6 L/ha): Spray/ BBCH?21- |31 _ a) 0.45 L/ha a) 0.9- 200-300 | not

Field chamomile (Anthemis arvensis) broadcast | BBCH 31 iodosulfuron relevant

ANTAR 45 -

Wind grass (Apera spica-venti) APESV mesosulfuron

Oilseed rape (Brassica napus) BRSNN b) 1 b) 0.45 L/ha b) same as a)

Shepherd's purse (Capsella bursa-

pastoris) CAPBP

Fat-hen (Chenopodium album) CHEAL

Poland | Wintertriticale Wild mustard (Sinapis arvensis) SINAR

2 Common chickweed (Stellaria media)

STEME

Fanweed (Thlaspi arvense) THLAR
Horse daisy (Tripleurospermum
inodorum) MATIN

Forget-me-not (Myosotis arvensis)
MYOAR

53 |Poland |Rye Mederately-susceptible-weeds:
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3 PL Winter wheat | F Susceptible-weeds (0.45-0.6-L/ha): Spray/ BBCH?21- |a)l - a) 0.45 L/ha a) 0.9- 200-300 | not
field-chamomile-(Anthemis-arvensis)} ANTAR broadcast |BBCH 31 iodosulfuron relevant
wind-grass-{Apera-spica-venti)} APESV 45-
oilseed-rape{Brassica-napus) BRSNN mesosulfuron
shepherd's-purse{Capsella-bursa-pastoris) b) 1 b) 0.45 L/ha b) same as a)
CAPBP
4 PL Winter triticale MWM*MMGHEA‘:_ Adabiel ’
wHd-mustard(Sinapis-arvensis) SINAR
fanweed-(Thlaspi-arvense)} THEAR
- ol :
MATFIN
: . -
5 |PL Rye
ol ol -
Commen-peppy-(Papaverrhoeas) PAPRH
Speedwels-(Veronica-Sp)
T .
W%Wmﬁﬁéﬁ—)‘ O
Moderately susceptible (MS) at the dose rate 0,45
I/ha: SINAR
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 CropLife (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) g/kgorg/l 1)) 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
3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use application
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 homogenous, beige liquid of typical, weak smell.
It is not explosive, has no oxidizing properties. The product is not flammable. It has a self-ignition
temperature of 305 °C. In aqueous solution, it has a pH value around 10.1 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, neither the active ingredients 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.

The intended concentration of use is from 0.15 % to 0.6 %.

3.2 Efficacy (Part B, Section 3)
3.3 Efficacy data

This is the application for registration of a plant protection product under working name JME-HER 12
OD according to Article 33 based on Article 34 of Regulation 1107/2009. JME-HER 12 OD is an oil
dispersion (OD) formula, containing 2 g/L of iodosulfuron-methyl-sodium and 10 g/L of mesosulfuron-
methyl to be used as a herbicide to protect cereals. This is a core dossier in order to allow the approval of
product IME-HER 12 OD in Poland (zZRMS).

The reference product to the product under the code JIME-HER 12 OD is Atlantis 12 OD, that has been
first registered in Poland according to authorisation Minister of Agricultural and Rural Development No.
98/2009 of August, 14™ 2009 which means, that data protection, for the data presented by Atlantis 12 OD
authorisation holder, for purposes of registration, has been expired.

According to the current Polish registration requirements, performing 1-2 trials for use is sufficient for the
applications for registration of a plant protection products according to Article 33 based on Article 34 of
Regulation 1107/2009.

In respect to the above and taking into account Polish requirements applicant provides five efficacy
bridging trials to confirm that herbicidal properties of IME-HER 12 OD are comparable to properties of
Atlantis 12 OD in protection of cereals against weeds.

In all bridging trials, the efficacy of the product tested was comparable to the reference product Atlantis
12 OD when applied at dose rates 0.45; 0.6; 1.2 I/ha. Nevertheless, both products (JME-HER 12 OD and
the reference product) showed lower efficacy against most tested weed species in bridging trials
compared to weeds susceptibility classification presented on the label currently authorised reference
product Atlantis 12 OD. The noticed decrease in efficacy may indicate potential resistance to the active
substances.

For both products the lower efficacy than at the national label classification of the reference product
ATLANTIS 120D was observed:

- at the dose rate 0,45 I/ha, against the following weed species: APESV, STEME, SINAR

- at the dose rate 0,6 I/ha, against the following weed species: ANTAR, APESV, BRSNW, CAPBP,
CHEAL, STEME, THLAR.

What is more following weed species, recognised susceptible on the reference product label were not
tested in bringing trials:

- at the dose 0,45 I/ha: ANTAR, BRSNW, CAPBP, MATIN, THLAR, MYOAR.

- at the dose 0,9 I/ha: AVEFA, BROSE, ALOMY
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Taking into consideration the fact that for majority of weed species one efficacy result each was presented
it may not be sufficient to conclude about efficacy of both products in above clarified situation.
Therefore it is proposed to conditionally accept weeds susceptibility classification presented on the label
of reference product Atlantis 12 OD for the JIME-HER 12 OD.
To determine the confirmation of the efficacy of the JIME-HER 12 OD in the scope of weed classification
indicated on the Atlantis 12 OD label, it is suggested to submit additionally 2-3 trials each on the
indicated weed species:

- APESV, BRSNW, CAPBP, CHEAL, MATIN, ANTAR, STEME, THLAR, SINAR, MYOAR at

the dose 0,45 I/ha;
- AVEFA, BROSE, ALOMY at the dose 0,9 I/ha.

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

According to the HRAC code list active substances of JME-HER 12 OD - iodosulfuron-methyl-sodium
and mesosulfuron-methyl, both are an ALS-inhibiting herbicide (Chemical Family: Sulfonylurea)
classified in Group 2. ALS is a key enzyme re-sponsible for biosynthesis of amino acids such as valine,
leucine and isoleucine. Susceptible weeds ex-posed to iodosulfuron-methyl-sodium and mesosulfuron-
methyl show various injuries as: inhibition of plant growth, shortening of internodes, purplish foliage, and
shortening of lateral roots, resulting in plant death, caused by deficiency in branched-chain amino acids.
ALS-inhibiting herbicides are used in all major agronomic crops and have been widely adopted due to
their low dose rates and high efficacy against a broad spectrum of weeds, relatively low mammalian
toxicity, mild toxicological profile, and excellent crop selectivity. However, the widespread use of ALS-
inhibiting herbicides led to rapid selection of many resistant weed populations. ALS-resistant weeds
represent the fastest-growing group of herbicide-resistant weeds worldwide.

3.3.1 Adverse effects on treated crops

Selectivity trials were not carried out. Not relevant for new registration according to art. 34 of Reg.
1107/2009 based on data which protection period has expired. For the purpose of evaluation of JIME-HER
12 OD please refer to Renewal RR for Atlantis 12 OD.

Phytotoxicity of IME-HER 12 OD was tested in all 5 efficacy trials. The maximum tested dose rate was
1,2 I/ha. No phytotoxicity symptoms were observed in the efficacy trials.

The point (selectivity data, effect on yield and quality of yield) was also completed based on the
unprotected data of the reference product Atlantis 12 OD. The evaluator has ho comments.

3.3.2 Observations on other undesirable or unintended side-effects

JME-HER 12 OD (containing iodosulfuron-methyl-sodium and mesosulfuron-methyl) is not harmful for
succeeding plants since its active substance decomposes relatively quick (According to PPDB by
University of Hertfordshire!, DTg values from field tests are in range between 28 and 257 days).
Consequently, the product decomposes within the growing season without making any damage to
succeeding plants. It is concluded that after the appropriate application of JIME-HER 12 OD in cereals, all
the possible following crops can be grown when usual crop rotation and seedbed preparation is used.

Considering raised arguments and the fact that the literature does not say anything about the adverse
impact on succeeding crops after application of herbicides containing this active substances, no specific
plant-back restrictions related to JME-HER 12 OD are required. However, in case of the need to sift the
treated plantation (as a result of crop damage by frost, disease or pest), only cereals can be grown on the
same field. After deep seedbed preparation (by ploughing) also sorghum can be grown on the same field.

In the opinion of ZRMS, in case of treated winter wheat, triticale, rye failure (e.g. by hail, disease, pests
or frost), only these crops may be sown on the field. After harvesting winter wheat, triticale, rye grown

L http://sitem.herts.ac.uk/aeru/ppdb/en/Reports/401.htm
http://sitem.herts.ac.uk/aeru/ppdb/en/Reports/441.htm
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under normal growing conditions, all crops can be cultivated (the product decomposes within the growing
season).

None of the efficacy/crop safety trials reported any effects on adjacent crops or plants. Application of
JME-HER 12 OD, according to the requirements of “Good Agricultural Practice” excludes lapses, e.g.
overspray of boundary stripes, overdose or applications in other than the registered crops or at other
application times. Furthermore, GAP rules say that to avoids spray drift to adjacent crops the wind speed,
the droplet size and positioning of the spray boom have to be taken into account. As JIME-HER 12 OD is
intended for control of mono and dicotyledonous weeds, the product may cause damages on mono (f.e.
cereals) and dicotyledonous adjacent crops if it is misused.

Therefore, it is not expected that appropriate applications of JME-HER 12 OD will lead to adverse effects
on adjacent crops.

At a maximum application rate of 1.2 I/ha:

according to the label of the reference product, in order to protect non-target plants, it is necessary to
demarcate a buffer zone of:

-5mor

- 1 m and use a drift reduction nozzle of 75%

Tank cleaning

There are no special requirements for cleaning application equipment and protective clothing. Normal
procedures should be followed for the cleaning and use of protective clothing and equipment.

During the evaluation the unprotected efficacy data performed for Atlantis 12 OD was also used for JME-
HER 12 OD.

3.4 Methods of analysis (Part B, Section 5)

3.4.1 Analytical method for the formulation

The analytical methods were successfully validated for the determination of iodosulfuron-methyl-sodium
and mesosulfuron-methyl in the test item JME-HER 12 OD according to the requirements laid down by
SANCO3030/99 rev. 4. Therefore, all relevant data are provided and are considered adequate.

The method for determination of mesosulfuron-methyl and iodosulfuron-methyl-sodium in JIME-HER 12
OD formulation is based on LC liquid chromatograph equipped with DAD detector and external standard.
In order to confirm method specificity, chromatograms of acetonitrile, placebo, standard and analysed
sample were superimposed and compared.

Mesosulfuron-methyl

There were no peaks interfering with the mesosulfuron-methyl peak. The correlation coefficient was R?=
0.99981 (the criterion of acceptability is R? > 0.98). The relative standard deviation of instrument
precision for the determined active substance was RSD = 0.51 % (criterion of acceptability is H, < 1).
Acceptable relative standard deviation of repeatability for the determined active substance is < 2.66 %.
The obtained results of 0.19 % is acceptable. The accuracy of active ingredient determination was
estimated by the recovery measurement. The recovery value for the main component should be 90% +
110%. The obtained result 101.54 % is acceptable.

The method for determination of mesosulfuron-methyl in JIME-HER 12 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? = 0.99984 (the criterion of acceptability is R? > 0.98). The relative standard deviation of
instrument precision for the determined active substance was RSD = 0.65% (criterion of acceptability is
H: < 1). Acceptable relative standard deviation of repeatability for the determined active substance is <
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3.39 %. The obtained results of 0.19 % is acceptable. The accuracy of active ingredient determination was
estimated by the recovery measurement. The recovery value for the main component should be 80% +
120%. The obtained result 102.02 % is acceptable.

The method for determination of iodosulfuron-methyl-sodium in JME-HER 12 OD fulfils acceptability
criteria contained in SANCO/3030/99 rev.5, 22 March 2019 guidance and assure appropriate active
substance determination in the formulation.

3.4.2 Analytical methods for residues

Analytical methods for the determination of residues for pre- and post-authorisation control are
presented in section B5 of the draft Registration Report.

A number of validated methods are available for the analysis of iodosulfuron-methyl-sodium (and its
salts), mesosulfuron-methyl and mefenpyr-diethyl (and metabolites AE F094270, AE F109453 and AE
F11322) for the generation of pre-authorisation data in crop matrices that satisfy the requirements
according to SANCO/3029/99 rev 4.

For post-authorisation control and monitoring purposes, validated LC-MS/MS methods (01360 and
01208/M001) are available to analyse residues of iodosulfuron-methyl-sodium and mesosulfuron-methyl
in foodstuffs of plant and animal origin to an LOQ of 0.01 mg/kg that satisfy the requirements according
to SANCO/825/00 rev. 8.1.

The Applicant did not provide any new data. dRR is based on data evaluated in the Atlantis 12 OD
renewal Registration Report (zZRMS PL, 2020). The dRR Part B7 assessment for Atlantis 12 OD has been
made available by the Ministry of Agriculture and Rural Development for review by zZRMS.

The cGAPs assessed and accepted for Atlantis 12 OD covers the cGAPs proposed for JME-HER 12 OD.
Since the assessment for Atlantis 12 OD, there have been no changes to the residue definitions of both
active substances. The MRL values have also not changed, the MRL values in accordance with Reg. (EU)
289/2014 for both active substances still apply. It should therefore be considered that the conclusion of
the Atlantis 12 OD evaluation also applies to JME-HER 12 OD.

Sufficiently sensitive and selective analytical methods are available for all analytes included in the
residue definitions.

3.5 Mammalian toxicology (Part B, Section 6)
3.5.1 Acute toxicity

No acute toxicity studies were performed for product JIME-HER 12 OD. The classification of product is
based on the composition of the product as well as studies for the reference product Atlantis 12 OD of
Bayer AG, for which a 10-year data protection period has expired and unprotected data can be used for
classification. Classification was performed according to the Regulation (EC) of the European Parliament
and of the Council No. 1272/2008 of December 16™, 2008, on classification, labelling and packaging of
substances and mixtures. Details are provided in dRR Part C.

with re|g;|a(’7:’zolatr(()j ti)itiec%?glgeiial data Classification of product
Acute oral toxicity Not classified.
Acute dermal toxicity Not classified.
Acute inhalation toxicity Not classified.
Skin Irritation Not classified.
Eye Irritation Eye Irrit. 2, H319
Skin sensitisation Not classified.
3.5.2 Operator exposure

The operator exposure was assessed against the AOEL for iodosulfuron-methyl-sodium (EFSA Journal
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2016;14(4):4453) and mesosulfuron-methyl (EFSA Journal 2016;14(10):4584). The default dermal
absorption values according to Guidance on Dermal Absorption (EFSA Journal 2017;15(6):4873 and
SANTE/2018/10591 rev.1 of 24 October 2018) were used for the calculations.

Operator exposure was modelled using the AOEM EFSA model (Guidance on the assessment of exposure
of operators, workers, residents and bystanders in risk assessment for plant protection products; EFSA
Journal 2022;20(1):7032) OPEX version: 1.0.1.).

According to the model calculations, it can be concluded that the risk for the operator using product JME-
HER 12 OD according to the GAP table is acceptable if operator is equipped with work wear (arms, body
and legs covered) and gloves during mixing/loading (including combined exposure assessment).

3.5.3 Worker exposure

The worker exposure was assessed against the AOEL for iodosulfuron-methyl-sodium (EFSA Journal
2016;14(4):4453) and mesosulfuron-methyl (EFSA Journal 2016;14(10):4584). The default dermal
absorption values according to Guidance on Dermal Absorption (EFSA Journal 2017;15(6):4873 and
SANTE/2018/10591 rev.1 of 24 October 2018) were used for the calculations.

Worker exposure was modelled using the AOEM EFSA model (Guidance on the assessment of exposure
of operators, workers, residents and bystanders in risk assessment for plant protection products; EFSA
Journal 2022;20(1):7032) OPEX version: 1.0.1.).

The results of the exposure calculations performed by AOEM EFSA models show that the use of JIME-
HER 12 OD according to the GAP Table, causes no health risk for the worker in case of potential
exposure. However, it’s recommended for worker to be equipped with work wear (arms, body and legs
covered) and gloves during field activities.

As a standard rule, it should be mentioned on the label that treated crops should not be re-entered before
spray deposits on leaf surfaces have completely dried.

354 Bystander and resident exposure

The bystander/resident exposure was assessed against the AOEL for iodosulfuron-methyl-sodium (EFSA
Journal 2016;14(4):4453) and mesosulfuron-methyl (EFSA Journal 2016;14(10):4584). The default
dermal absorption values according to Guidance on Dermal Absorption (EFSA Journal 2017;15(6):4873
and SANTE/2018/10591 rev.1 of 24 October 2018) were used for the calculations.

Bystander/resident exposure were modelled using the AOEM EFSA model (Guidance on the assessment
of exposure of operators, workers, residents and bystanders in risk assessment for plant protection
products; EFSA Journal 2022;20(1):7032) OPEX version: 1.0.1.).

The reference value acutely toxic active substance (RVAAS) for iodosulfuron-methyl-sodium and
mesosulfuron-methyl 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.

All estimated values are below the AOEL values for active substances. It can be concluded that the
exposure of bystander and resident (children and adult) to iodosulfuron-methyl-sodium and
mesosulfulron-methyl contained in the formulation JME-HER 12 OD causes no risk to human health if
the product is used in accordance with the intended uses listed in the GAP table.

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

The Applicant did not provide any new data. dRR is based on data evaluated in the Atlantis 12 OD
renewal Registration Report (zZRMS PL, 2020). The dRR Part B7 assessment for Atlantis 12 OD has been
made available by the Ministry of Agriculture and Rural Development for review by zZRMS.

CGAP evaluated and accepted in dRR for Atlantis 12 OD and cGAP proposed for JME-HER 12 OD:

Crop Application PHI Remarks
Timing /| Max. number | gas./ha (days)
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Growth a) per use a) max. rate per appl.
stageof crop | b) per crop/ | b) max. total rate per crop/season
season
Atlantis 12 OD
Cereals | BBCH 12- |1 2.4 iodosulfuron-methyl-sodium - plus 36 g
39 12 mesosulfuron-methyl mefenpyr-
diethyl as
a safener
JME-FER 12 OD
Winter | BBCH 21-|1 2.4 iodosulfuron-methyl-sodium - plus 36 g
wheat 31 12 mesosulfuron-methyl mefenpyr-
Winter diethyl as
triticale a safener
Rye 0.9 iodosulfuron-methyl-sodium

4.5 mesosulfuron-methyl

The cGAPs assessed and accepted for Atlantis 12 OD covers the cGAPs proposed for IME-HER 12 OD.

The residues arising from the proposed uses of iodosulfuron-methyl-sodium in JIME-HER 12 OD (max: 1
x 2.4 g a.s./ha, BBCH 12-31, PHI not relevant) will not exceed the MRLs established for cereals (0.01
mg/kg according to the current Reg. (EU) No 289/2014 and not yet applicable Reg. (EU) 2024/1077 (will
apply on 06/11/2024)).

The residues arising from the proposed uses of mesosulfuron-methyl in IME-HER 12 OD (max: 1 x 12 ¢
a.s./ha, BBCH 12-31, PHI not relevant) will not exceed the MRLs established for cereals (0.01 mg/kg
according to the current Reg. (EU) No 289/2014)

No livestock feeding studies to investigate the residue levels of iodosulfuron-methyl-sodium and
mesosulfuron-methyl in food of animal origin are required as the calculated dietary burdens for all groups
of live-stock were found to be below the threshold intake for the submission of an animal study, 0.004
mg/kg bwi/d.

Magnitude of residues in processed commodities are not required as significant residues are not expected
to be found in cereals.

lodosulfuron -methyl-sodium and mesosulfuron-methyl residue levels in rotational commodities are not
expected to exceed 0.01 mg/kg, provided that they are applied in compliance with the GAPs of IME-HER
12 OD.

Mefenpyr used as a safener was not yet assessed at EU level nevertheless, it was assessed and accepted in
national addendum for Atlantis 12 OD.

3.6.1 Residues
Storage stability

lodosulfuron-methyl-sodium

The report from a new stability study was presented in the framework of this application because data
gap was identified in this area during the renewal of approval process (EFSA Journal 2016;14(4):4453).

The storage stability report shows that iodosulfuron-methyl and its metabolites AE F059411 and AE
0031838 are stable in wheat grain, green material and straw for at least 24 months (721 days) under
deep-freezer storage conditions (<-18°C) except for AE 0031838 in wheat, shoot (68% recovery after 24
months) for which it is recommended to analyse the residues within 587 days.

The study is accepted. The test meets the requirements OECD Guidelines for the Testing of Chemicals.
Stability of Pesticide Residues in Stored Commodities. 506. 2007-10-16.

The residue trials on the intended use presented in this dossier are valid in regard to storage stability
data.

Mesosulfuron-methyl

No new studies submitted in the framework of this application. Stability of residues has been eval-uated
during the Peer review (EFSA Journal 2016;14(10):4584). Mesosulfuron-methyl is stable for 40 months
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in wheat shoot, grain and straw. The residue trials on the intended use presented in this dossier are valid

in regard to storage stability data.
Metabolism in plants and animals

lodosulfuron-methyl-sodium

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|Yes

metabolism in primary crops?

Processed commodities

Not relevant

Residue pattern in processed commodities similar to
pattern in raw commodities?

Not applicable

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)

Conversion factor from enforcement to RA

1 (EFSA, 2012, 2016)

Animal

Animals covered -

Time needed to reach a plateau

concentration

Animal residue definition for monitoring

Not necessary (EFSA, 2012, 2016)

Sum of iodosulfuron-methyl and its salts, expressed as iodosulfuron-
methyl (Reg. (EU) No 289/2014)

Animal residue definition for  risk

assessment

Not necessary (EFSA, 2012, 2016)

Conversion factor -

Metabolism in rat and ruminant similar

Fat soluble residue No

No further data are required to support the proposed uses.

Mesosulfuron-methyl

No new data submitted in the framework of this application.

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

Metabolism in rotational crops similar to|Yes
metabolism in primary crops?

Processed commodities Not relevant

Residue pattern in processed commodities similar to | Not applicable
pattern in raw commodities?

Plant residue definition for monitoring mesosulfuron-methyl (EFSA, 2016; Reg. (EU) No 289/2014)
Plant residue definition for risk assessment mesosulfuron-methyl (EFSA, 2016)
Conversion factor from enforcement to RA 1 (EFSA, 2016)
Animals covered Ruminant
Poultry

Time needed to reach a plateau|Egg yolks: day 10; egg whites: day 8;

concentration Milk : day 5

Animal residue definition for monitoring Mesosulfuron-methyl (EFSA, 2016; Reg. (EU) No 289/2014)

Animal  residue definition for  risk | Mesosulfuron-methyl (EFSA, 2016)

assessment

Conversion factor 1
Metabolism in rat and ruminant similar Yes
Fat soluble residue No

No further data are required to support the proposed uses.
Magnitude of residues in plants

lodosulfuron-methyl-sodium

Cereals

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

EU GAP (EFSA Journal 2016;14(4):4453):

Wheat

1 x 0.010 kg as/ha, BBCH 13-32, PHI not relevant, outdoor.

Barley

1 % 0.0075 kg as/ha, BBCH 20-32, PHI not relevant, outdoor.

Proposed GAP: 1 x 0.0009 - 0.0024 kg as/ha, BBCH 21-31, PHI not relevant, outdoor.

Sufficient trials on cereals (wheat and barley) are available to support the proposed uses. Extrapolation
from wheat to rye and triticale is possible (SANTE/2019/12752 - revisionl - 10 May 2023).
The data submitted show that no exceedance of the MRL will occur.

Mesosulfuron-methyl

Cereals

Trials GAP on which EU a.s. assessment is based (wheat and rye): 1 x 0.015-0.020 kg as/ha, BBCH 13-
32; 39, PHI not relevant, outdoor.

EU GAP - representative uses (SANTE/11827/2016 Rev 2, 23 March 2017):

Wheat
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1 x 0.015 kg as/ha, BBCH 20-32, PHI not relevant, outdoor.
Rye
1 x 0.006 kg as/ha, BBCH 20-32, PHI not relevant, outdoor.

Proposed GAP: 1 x 0.0045 - 0.012 kg as/ha, BBCH 21-31, PHI not relevant, outdoor.

Sufficient trials on cereals (wheat and barley) are available to support the proposed uses. Extrapolation
from wheat to rye and triticale is possible (SANTE/2019/12752 - revisionl - 10 May 2023).
The data submitted show that no exceedance of the MRL will occur.

Magnitude of residues in processed commodities
Not required as significant residues are not expected to be found in cereals.
Magnitude of residues in representative succeeding crops

lodosulfuron -methyl-sodium and mesosulfuron-methyl residue levels in rotational commodities are not
expected to exceed 0.01 mg/kg, provided that they are applied in compliance with the GAPs of
IMS+MSM+MPR OD 42.

3.6.2 Dietary burden calculation and livestock feeding studies

The active substances iodosulfuron-methyl-sodium and mesosulfuron-methyl are authorised in EU for use
on crops that might be fed to livestock, so dietary burden calculation was performed in EFSA reasoned
opinion on the review of the existing maximum residue levels/import tolerances for iodosulfuron-methyl-
sodium according to Article 12 of Regulation (EC) No 396/2005.

Nonetheless in this document, the additional calculation of the dietary burden was conducted based on
requested uses of IME-HER 12 OD. The modelling was performed by Excel spreadsheet Animal model
2017. For the evaluation data included in EFSA Journal 2012;10(11):2974 and EFSA Journal
2012;10(11):2976 were applied. The calculated dietary burdens for ruminants, swine and poultry are
below the trigger of 0.004 mg/kg bw.

3.6.3 Consumer exposure

Chronic and acute exposure calculations were performed using revision 3.1 of the EFSA Pesticide
Residues Intake Model (PRIMo rev. 3.1) provided on the internet homepage of EFSA
(https://www.efsa.europa.eu/). This exposure assessment model contains the relevant European food
consumption data for different subgroups of the EU population. The model was developed to calculate
simultaneously the short-term (acute) and long-term (chronic) dietary exposure to pesticide residue in
food according to internationally agreed methodologies. The exposure is compared to the toxicological
reference values (i.e., the ADI and the ARfD).

lodosulfuron-methyl-sodium

ADI 0.03 mg/kg bw per day
TMDI (% ADI) according to EFSA PRIMo rev. |6% (based on diet: NL toddler)
3.1 with the highest contributors:
4% Milk: Cattle
0.4% Apples

0.2% Maize/corn

IEDI (% ADI) according to EFSA PRIMo rev. | not relevant
31

ARfD 3.15 mg/kg bw
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IESTI (% ARfD) according to EFSA PRIMo
rev. 3.1*

Unprocessed commodities (children):

0.08% Milk: Cattle (based on diet: UK infant)

0.05% Potatoes (based on diet: UK infant)

0.05% Melons (based on diet: BE toddlers)

Unprocessed commodities (adults):

0.02% Milk: Cattle (based on diet: NL general population)
0.01% Head cabbages (based on diet: CZ females 1-17 years)
0.01% Watermelons (based on diet: IT adult)

Processed commaodities (children):

0.03% Sugar beets (root) / sugar (based on diet: NL child)
0.03% Potatoes / fried (based on diet: NL child)

0.03% Pumpkins / boiled (based on diet: NL child)
Processed commodities (adults):

0.02% Pumpkins / boiled (based on diet: NL general
population)

0.01% Sugar beets (root) / sugar (based on diet: FR adult)
0.01% Cauliflower / boiled (based on diet: NL general
population)

NTMDI (% ADI) **

not relevant

NEDI (% ADI)**

not relevant

NESTI (% ARfD) **

not relevant

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

faled if national model is available

The proposed uses of iodosulfuron-methyl-sodium in the formulation JME-HER 12 OD does not
represent unacceptable acute and chronic risks for the consumer.

Mesosulfuron-methyl

ADI

1 mg/kg bw per day

TMDI (% ADI) according to EFSA PRIMOo rev.
31

0.19% (based on diet: NL toddler)
with the highest contributors:
0.12% Milk: Cattle

0.01% Apples

0.01% Maize/corn

IEDI (% ADI) according to EFSA PRIMo rev.
31

not relevant

ARfD

not available

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

not relevant

NTMDI (% ADI) **

not relevant

NEDI (% ADI)**

not relevant

NESTI (% ARfD) **

not relevant

The proposed uses of mesosulfuron-methyl in the formulation JME-HER 12 OD does not represent
unacceptable acute and chronic risks for the consumer.

3.7
3.7.1

Environmental fate and behaviour (Part B, Section 8)
Predicted environmental concentrations in soil (PECsoir)

The PECsoiL assessment for active substances and their metabolites was accepted.
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3.7.2 Predicted environmental concentrations in groundwater (PECgw)

The calculations for Predicted Environmental Concentrations in groundwater (PECgw) with the latest
versions of the FOCUS-PELMO v6.6.4 FOCUS - PEARL v5.5.5 and MACRO v.5.5.4 Modeling using
the EU agreed input parameters, application dates as suggested by App Date 3.06 and relevant crop
interception according FOCUS groundwater guidance (2014) was conducted.

The 80th percentiles of the predicted annual average leachate concentrations of iodosulfuron-methyl
sodium and its metabolites were below 0.1 pg/L in all calculated scenarios.

The relevant trigger of 0.1 pg/L mesosulfuron-methyl is not exceeded. Respect to the metabolites AE
F160459, AE F160460, AE F147447 and BCS-CV14885, PECgw are greater than the regulatory
threshold of 0.1 pg/L in some scenarios with a maximum of 0.391 ug/L (Jokionen). Nevertheless, these
metabolites are considered non-relevant according to Sanco/221/2000 -rev.10- final. Besides, the
relevance of these, has been evaluated in the RAR of mesosulfuron-methyl. The risk to groundwater is
therefore low.

3.7.3 Predicted environmental concentrations in surface water (PECsw)
The PECsw/sed assessment for active substances and their metabolites was accepted.
3.7.4 Predicted environmental concentrations in air (PECair)

The vapour pressure at 20 °C of the active substances iodosulfuron-methyl-sodium and mesosulfuron-
methyl is < 10-5 Pa. Hence both active substances are regarded as non-volatile. Therefore exposure of
adjacent surface waters and terrestrial ecosystems due to volatilization with subsequent deposition is not
expected.

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

The risk assessments for birds and mammals meet the trigger criteria at screening level, for all intended
uses of product IMS+tMSM+MPR OD 42 (2+10+30). No unacceptable risk resulted also from the
assessment of exposure via drinking water, and for secondary poisoning via prey like fish and
earthworms. The above assessments do not raise specific concern for other terrestrial vertebrate wildlife
such as reptiles and amphibians.

No measures for exposure mitigation need to be taken into account for the protection of birds, mammals,
and other terrestrial vertebrate wildlife.

3.8.2 Effects on aquatic species

Acceptable risk for all aquatic organisms other than macrophytes could be demonstrated in a screening-
level risk assessment (FOCUS Steps 1-2) for the active substances contained in product
IMS+MSM+MPR OD 42 (2+10+30), and their metabolites.

Acceptable risk for macrophytes could be demonstrated with PECsw FOCUS Steps 3 calculation for
Poland for use group B (end of winter to spring use on winter cereals at rate 0.45 L prod/ha, the risk for

aﬁuatic or(lJanisms is considered acceptable [iHOHEEEGUIINGSRSRS It GatOR S easUEes: - It

For use group B (end of winter to spring use on winter cereals, rate 1.2 L prod/ha, the risk for aquatic
organisms is considered acceptable with 10 meter vegetative buffer zone.

3.8.3 Effects on bees

The risk to bees was demonstrated to be acceptable for all intended uses of product IMS+MSM+MPR OD
42 (2+10+30), based on assessments for the active substances, and the formulated product.

No measures for exposure mitigation need to be taken into account for the protection of bees.

No chronic adult or larval study with the formulation was provided, despite being required under (EU)
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No. 284/2013 points 10.3.1.2 and 10.3.1.3. Whilst this is noted as a data gap, this is not a barrier to
authorization and is noted for procedural correctness in the context of the applicable regulation and data
requirements. For Poland, the deficiencies need to be fill till new guidance would come in to force.

3.8.4 Effects on other arthropod species other than bees

The risk to arthropods other than bees is acceptable for all intended uses of product IMS+MSM+MPR
OD 42 (2+10+30), based on the presented assessments for the in-field and the off-field exposure
situations.

No measures for exposure mitigation need to be taken into account for the protection of arthropods other
than bees.

3.85 Effects on soil organisms

No unacceptable risk to the soil meso- and macrofauna and to the soil microbial activity is concluded
from the risk assessments presented, for all intended uses of the product IMS+MSM+MPR OD 42
(2+10+30).

No measures for exposure mitigation need to be taken into account for the protection of soil organisms.
3.8.6 Effects on non-target terrestrial plants

Based on probabilistic risk assessment it is concluded that the use of the product will not produce
unacceptable effects on terrestrial non-target plants growing near treated fields, when considering the
following mitigation measures:

e a5 m buffer zone, or alternatively 75% drift reducing spray nozzles for application rates 1.2 L
prod/ha*

For application rate 1 x 0.45 L product/ha

3.8.7 Effects on other terrestrial organisms (Flora and Fauna)

No further information is available or considered to be necessary.

3.9 Relevance of metabolites (Part B, Section 10)

Relevance assessment of iodosulfuron-methyl-sodium metabolites

None of the soil metabolites of iodosulfuron-methyl-sodium is predicted to occur in groundwater recharge
at concentrations above 0.1 pg/L for the intended uses of the product (see dRR part B.8, Point 8.8). An

assessment of the relevance of metabolites according to the stepwise procedure of the EC guidance
document SANCO/221/2000 —rev.10 is therefore not required for this active substance.

Relevance assessment of AE F154851, AE F099095, AE F092944, AE F140584 and BCS-CO60720,
metabolites of mesosulfuron-methyl

None of the soil metabolites AE F154851, AE F099095, AE F092944, AE F140584 and BCS-C0O60720
of mesosulfuron-methyl are predicted to occur in groundwater recharge at concentrations above 0.1 pg/L
for the intended uses of the product (see dRR part B.8, Point 8.8). An assessment of the relevance of these
metabolites according to the stepwise procedure of the EC guidance document SANCO/221/2000 —rev.10
is therefore not required.

Relevance assessment of AE F160459, metabolite of mesosulfuron-methyl

The relevance of groundwater metabolite AE F160459 has already been assessed and accepted at EU
level (see EFSA conclusion Section 4, and List of Endpoints for mesosulfuron-methyl). Metabolite AE
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F160459 is not considered relevant according to the criteria laid down in the EC guidance document
SANCO/221/2000 —rev.10. A summary of the relevance assessment is provided in dRR Section 10.

This agreed assessment is also applicable for the GAP and groundwater scenarios considered in dRR
Section 10, as predicted metabolite concentrations were always < 0.75 pg/L.

Relevance assessment of AE F160460, metabolite of mesosulfuron-methyl

The relevance of groundwater metabolite AE F160460 has already been assessed and accepted at EU
level (see EFSA conclusion Section 4, and List of Endpoints for mesosulfuron-methyl). Metabolite AE
F160460 is not considered relevant according to the criteria laid down in the EC guidance document
SANCO/221/2000 —rev.10. A summary of the relevance assessment is provided in dRR Section 10.

This agreed assessment is also applicable for the GAP and groundwater scenarios considered in dRR
Section 10, as predicted metabolite concentrations were always < 0.75 pg/L.

Relevance assessment of AE F147447, metabolite of mesosulfuron-methyl

The relevance of groundwater metabolite AE F147447 has already been assessed and accepted at EU
level (see EFSA conclusion Section 4, and List of Endpoints for mesosulfuron-methyl). Metabolite AE
F147447 is not considered relevant according to the criteria laid down in the EC guidance document
SANCO/221/2000 —rev.10. A summary of the relevance assessment is provided in dRR Section 10.

This agreed assessment is also applicable for the GAP and groundwater scenarios considered in dRR
Section 10, as predicted metabolite concentrations were always < 0.75 pg/L.

Relevance assessment of BCS-CV 14885, metabolite of mesosulfuron-methyl

The relevance of groundwater metabolite BCS-CV14885 has already been assessed and accepted at EU
level (see EFSA conclusion Section 4, and List of Endpoints for mesosulfuron-methyl). Metabolite BCS-
CV14885 is not considered relevant according to the criteria laid down in the EC guidance document
SANCO/221/2000 —rev.10. A summary of the relevance assessment is provided in dRR Section 10.

This agreed assessment is also applicable for the GAP and groundwater scenarios considered in dRR
Section 10 as predicted metabolite concentrations were always < 0.75 pg/L.
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Appendix 1  Copy of the product authorization

Appendix 2  Copy of the product label

Uwagi do etykiety:

Fizykochemia — po uwzglednieniu niechronionych badan trwatosci dla srodka Atlantis 12 OD mozliwe
jest zaakceptowanie dwuletniego okresu wazno$ci dla srodka JME-HER 12 OD zgodnie z art. 34
rozporzadzenia 1107/20009.

Toksykologia — dodano: zwrot EUH066, zapis o sejfnerze, zapis ,,Rekomendowane jest stosowanie
rekawic podczas prac polowych.”

Pozostatosci — brak uwag do etykiety.

Los i zachowanie w $rodowisku — brak uwag do etykiety.

Ekotoksykologia — dodano zwrot P501. Wprowadzono strefy ochronne.

Skutecznos$¢ dziatania — zaktualizowano projekt etykiety.

Posiadacz zezwolenia:
Pestila Sp. z 0. 0., Studzianki 24a, 97-320 Wolborz, tel.:/fax: XXXXXXXXXXXXXXXXXXX,
e-maiil; XXXXXXXXXXXXXXXXXXXXXK.

JME-HER 12 OD

Srodek przeznaczony do stosowania przez uzytkownikow profesjonalnych

Zawartos¢ substancji czynnych:

jodosulfuron metylosodowy (zwigzek z grupy pochodnych sulfonylomocznika) - 2 g/l (0,2
%)l

mezosulfuron metylowy (zwigzek z grupy pochodnych sulfonylomocznika) - 10 g/l (1 %).

Zawiera sejfner: mefenpyr dietylowy — 30 g/L (3.0%)

Zezwolenie MRIRW nr R - z dnia

Uwaga

H319 Dziata draznigco na oczy.

H410 Dziata bardzo toksycznie na organizmy wodne, powodujac
dtugotrwate skutki.

EUHO066 Zawiera weglowodory aromatyczne C10-C13, <1% naftalenu.
Powtarzajgce sie narazenie moze powodowac¢ wysuszanie lub
pekanie skory.

EUH208 Zawiera etoksylat alkoholu ttuszczowego - eter alkilowy. Moze
powodowacé wystgpienie reakcji alergicznej.

EUH401 W celu unikniecia zagrozen dla zdrowia ludzi i srodowiska, nalezy
postepowac zgodnie z instrukcjg uzycia.

P264 Doktadnie umy¢ rece po uzyciu.

P280 Stosowac rekawice ochronne, odziez ochronng, ochrone oczu,
ochrone twarzy.
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P305+P351+P338 | W PRZYPADKU DOSTANIA SIE DO OCZU: Ostroznie ptuka¢ wodag
przez kilka minut. Wyjg¢ soczewki kontaktowe, jezeli sg i mozna je
tatwo usung¢. Nadal ptukac.

P337+P313 W przypadku utrzymywania sie dziatania draznigcego na oczy:
Zasiegna¢ porady i zgtosic sie pod opieke lekarza.

P391 Zebrac wyciek.

P501 Zawartosc¢/pojemnik usuwaé zgodnie z ustawa.

OPIS DZIALANIA

Herbicyd selektywny o dziataniu uktadowym, stosowany nalistnie, koncentrat w formie zawiesiny
olejowej do rozcienczania wodg (OD).

Zgodnie z klasyfikacja HRAC substancje czynne jodosulfuron metylosodowy i mezosulfuron
metylowy zaliczane sg do grupy 2.

DZIALANIE NA CHWASTY

Srodek zawiera dwie substancje czynne zaliczane do inhibitoréw syntazy acetylomleczanowe;
(ALS), co prowadzi do blokowania biosyntezy aminokwaséw rozgatezionych, a tym samym do
zaburzen w biosyntezie biatek, a w efekcie zahamowania wzrostu i rozwoju chwastow.

Srodek pobierany jest poprzez liscie, w mniejszym stopniu poprzez korzenie chwastéw i jest
transportowany po catej roslinie.

Widocznymi objawami dziatania srodka sg: wstrzymanie wzrostu chwastow w ciggu pierwszych
kilku dni po zabiegu, pojawienie sie nekrotycznych plam i postepujace powolne zamieranie
roslin. Catkowite zamieranie chwastow nastepuje w 4-6 tygodni po zabiegu.

Najskuteczniej niszczy chwasty roczne intensywnie rosngce, znajdujgce sie w fazie 2-3 lisci.

Chwasty wrazliwe gorczyca polna, gwiazdnica pospolita, komosa biata, maruna
w dawce 0,45- bezwonna miotta zbozowa, niezapominajka polna, rumian polny,
0,6l/ha samosiewy rzepaku, tasznik pospolity, tobotki polne.

Chwasty wrazliwe owies gtuchy, stoktosa zytnia, wyczyniec polny.

w dawce 0,9-

1,2l/ha

Chwasty fiolek polny, mak polny, przetaczniki.

Sredniowrazliwe:

Chwasty odporne: przytulia czepna, rdesty

STOSOWANIE SRODKA
Srodek przeznaczony do stosowania przy uzyciu samobieznych lub ciggnikowych opryskiwaczy

polowych.

Pszenica ozima, pszenzyto ozime;-2zyte
Maksymalna dawka dla jednorazowego zastosowania: 1,2 I/ha.

Zalecana dawka dla jednorazowego zastosowania: 0,45 I/ha, 1,2 I/ha.

Termin stosowania: $rodek stosowaé wiosng po ruszeniu wegetacji roslin od poczatku fazy
krzewienia, gdy widoczne jest pierwsze rozkrzewienie do fazy gdy pierwsze kolanko co najmniej
1 cm nad weztem krzewienia (BBCH 21-31).

Zalecenia szczegotowe:

Do zwalczania miotly zbozowej i wrazliwych chwastéw dwulisciennych $rodek stosowac w
dawce 0,45-0,6 I/ha (wyzszg z zalecanych dawek stosowa¢ w przypadku intensywnego
zachwaszczenia i na chwasty bardziej zaawansowane w rozwoju).
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Do zwalczania owsa gtuchego, stoktosy zytniej, wyczynca polnego srodek stosowaé w dawce
0,9-1,2 I/ha (wyzszg z zalecanych dawek stosowac¢ w przypadku intensywnego zachwaszczenia
i na chwasty bardziej zaawansowane w rozwoju).

NASTEPSTWO ROSLIN
Srodek rozktada sie w glebie i nie stwarza zagrozenia dla roslin uprawianych nastepczo. W

przypadku koniecznosci likwidacji opryskiwanej plantacji, po wykonaniu orki mozna uprawiaé
pszenice jara.

SRODKI OSTROZNOSCI, OKRESY  KARENCJI | SZCZEGOLNE
WARUNKI STOSOWANIA

Okres od ostatniego zastosowania srodka do dnia zbioru ros$liny uprawnej (okres

karenciji): Nie wymagany

1. W przypadku bardzo niekorzystnych warunkéw atmosferycznych istnieje mozliwosc
wystgpienia uszkodzen roslin uprawnych, ktére przemijajg najdalej po 3 tygodniach i ktére
nie wpltywajg ujemnie na plon i jego parametry.

2. Strategia zarzadzania odpornoscig
W celu zminimalizowania ryzyka wystgpienia i rozwoju odpornosci chwastow na herbicydy
nalezy zgodnie z Dobrg Praktykg Rolnicza:

— postepowac scisle zgodnie ze wskazéwkami zawartymi w etykiecie $srodka ochrony roslin —
stosowa¢ srodek w zalecanej dawce, w zalecanym terminie zapewniajgcym optymalne
zwalczanie chwastow,

— dostosowa¢ dobdr Srodka chwastobodjczego oraz decyzji o wykonaniu zabiegu do
panujgcego (ewentualnie potencjalnego) zachwaszczenia, z uwzglednieniem gatunkéw
dominujgcych i progow szkodliwosci,

— stosowac rotacje herbicydow (substancji czynnych) o réznym mechanizmie dziatania,

— stosowac mieszanke herbicyddw (substancji czynnych) o réznym mechanizmie dziatania,

— stosowac¢ w rotacji i/lub mieszaninie herbicydy dziatajgce na kilka proceséw zyciowych
chwastéw (o réznym mechanizmie dziatania),

— stosowa¢ herbicyd o danym mechanizmie dziatania tylko 1 raz w ciggu sezonu
wegetacyjnego rosliny uprawne;j,

— dostosowac zabiegi uprawowe do warunkow panujgcych na polu, zwlaszcza do rodzaju i
nasilenia chwastéw,

— uzywac roznych metod kontroli zachwaszczenia, w tym zmianowania upraw itp.,

— uzywac kwalifikowanego materiatu siewnego,

— czys8ci¢ maszyny rolnicze, aby zapobiec przenoszeniu materiatu rozmnozeniowego
chwastéw na inne stanowiska,

— informowa¢ posiadacza zezwolenia o nie satysfakcjonujacym zwalczaniu chwastéw,
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w celu uzyskania szczegotowych informacji nalezy sie skontaktowaé z doradca,
posiadaczem zezwolenia lub przedstawicielem posiadacza zezwolenia.
3. Srodka nie stosowag:
— na rosliny ostabione lub uszkodzone przez choroby, szkodniki czy przymrozki, —
przed spodziewanym silnym przymrozkiem,
— W zbozach z wsiewka roslin bobowatych.
4. Podczas stosowania srodka nie dopusci¢ do:

— znoszenia cieczy uzytkowej na sgsiadujgce plantacje roslin uprawnych,
— naktadania sie cieczy uzytkowej na stykach paséw zabiegowych i uwrociach.

SPORZADZANIE CIECZY UZYTKOWEJ

Przed przystgpieniem do sporzgdzania cieczy uzytkowej doktadnie ustali¢ potrzebng jej iloS¢.
Odmierzong ilo$¢ srodka wla¢ do zbiornika opryskiwacza napetnionego czesciowo woda (z
wigczonym mieszadtem). Opréznione opakowania przeptukaé trzykrotnie wodg, a poptuczyny
wlaé do zbiornika opryskiwacza z cieczg uzytkowa. Uzupetni¢ wodg do potrzebnej

ilosci. Po wlaniu srodka do zbiornika opryskiwacza nie wyposazonego

w mieszadto hydrauliczne ciecz w zbiorniku mechanicznie wymieszaé. Srodek fatwo tworzy
zawiesine i nie wymaga dodatkowego mieszania w osobnym naczyniu. Opryskiwa¢ z
wigczonym mieszadtem. W przypadku przerw w opryskiwaniu przed ponownym przystgpieniem
do pracy, doktadnie wymieszac ciecz uzytkowg w zbiorniku opryskiwacza.

POSTEPOWANIE Z RESZTKAMI CIECZY UZYTKOWEJ | MYCIE APARATURY

Resztki cieczy uzytkowej oraz wode uzytg do mycia aparatury nalezy:

— jezeli jest to mozliwe, po uprzednim rozcienczeniu zuzyé na powierzchni, na ktorej
przeprowadzono zabieg, lub

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

Po pracy aparature doktadnie wymye¢.

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

W przypadku mycia aparatury przy uzyciu srodkéw myjacych przeznaczonych do tego celu, z
powstatymi poptuczynami nalezy postepowaé zgodnie z instrukcjg dotgczong do srodka

myjacego.

SRQDKI OSTROZNOSCI DLA 0SOB STOSUJACYCH SRODEK, PRACOWNIKOW ORAZ
OSOB POSTRONNYCH

Przed zastosowaniem $rodka nalezy poinformowac o tym fakcie wszystkie zainteresowane
strony, ktdére mogg by¢ narazone na znoszenie cieczy roboczej i ktore zwrocity sie o takag

informacie.

Nie jesc¢, nie pi¢ ani nie pali¢ podczas uzywania produktu.

Stosowaé rekawice ochronne oraz odziez ochronng, zabezpieczajgcg przed oddziatywaniem
srodkéw ochrony roslin w trakcie przygotowywania cieczy uzytkowej oraz w trakcie
wykonywania zabiegu.

Rekomendowane jest stosowanie rekawic podczas prac polowych.
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Okres od zastosowania srodka do dnia, w ktérym na obszar, na ktérym zastosowano $rodek
mogg wejs¢ ludzie oraz zosta¢ wprowadzone zwierzeta (okres prewencji):
Nie wchodzi¢ do czasu catkowitego wyschniecia cieczy uzytkowej na powierzchni roslin.

SRODKI OSTROZNOSCI ZWIAZANE Z OCHRONA SRODOWISKA NATURALNEGO
Nie zanieczyszczaé wod srodkiem ochrony roslin lub jego opakowaniem.

Nie my¢ aparatury w poblizu wod powierzchniowych.

Unika¢ zanieczyszczania wod poprzez rowy odwadniajgce z gospodarstw i drog.

Unika¢ niezgodnego z przeznaczeniem uwalniania do srodowiska.

Przy zastosowaniu maksymalnej dawki 1,2 I/ha:
W celu ochrony organizmoéw wodnych konieczne jest wyznaczenie zadarnionej strefy ochronnej
o0 szerokosci 10 m od zbiornikéw i ciekéw wodnych.

W celu ochrony roslin oraz stawonogéw niebedacych celem dziatania srodka konieczne jest
wyznaczenie nastepujgcych stref:

- 5mlub,
- 1 m z réwnoczesnym zastosowaniem technik redukujgcych znoszenie cieczy uzytkowej
podczas zabiegu o0 75%. od terenéw nieuzytkowanych rolniczo

WARUNKI PRZECHOWYWANIA | BEZPIECZNEGO USUWANIA SRODKA OCHRONY

ROSLIN | OPAKOWANIA

Chroni¢ przed dzie¢mi.

Srodek ochrony roslin przechowywac:

— w miejscach lub obiektach, w ktérych zastosowano odpowiednie rozwigzania
zabezpieczajgce przed skazeniem srodowiska oraz dostepem osoéb trzecich,

— w oryginalnych opakowaniach, w sposéb uniemozliwiajgcy kontakt z zywnoscig, napojami
lub pasza,

— z dala od zrodet ciepta, w temperaturze 0°C - 30°C.

Zabrania sie wykorzystywania oproznionych opakowan po $rodkach ochrony roslin do innych
celow. Niewykorzystany srodek przekazac do podmiotu uprawnionego
do odbierania  odpaddw niebezpiecznych.

Oproéznione 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. W przypadku dostania sie do oczu: Ostroznie ptuka¢ wodg przez kilka minut.
Wyija¢ soczewki kontaktowe, jezeli sg i mozna je tatwo usungé. Nadal ptukac.
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W przypadku utrzymywania sie dziatania draznigcego na oczy: Zasiegng¢ porady/zgtosi¢ sie
pod opieke lekarza.

Okres waznosci - 2 lata
Data produkcji - .........
Zawartos¢ netto .........
Nrpartic ...

Appendix 3  Letter of Access

Letter of Access is provided in a separate appendix.

Appendix 4  Lists of data considered for national authorization

Please refer to the reference list.
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