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PART A

RISK MANAGEMENT

1 Details of the application

1.1 Application background

This application was submitted by Pestila Spotka z ograniczong odpowiedzialno$cia (hereinafter referred

as Pestila Sp. z 0. 0.)

The application for registration plant protection product under product code MEZ-HER 100 SC was sub-
mitted according to Article 33 and Article 34 of Regulation 1107/2009 and is based on data for which a
10-year protection period has expired (acc. Art. 34 of Reg. 1107/2009). MEZ-HER 100 SC is a suspen-
sion concentrate, containing 100 g/L of mesotrione to be used as an herbicide to protect maize.

1.2 Letters of Access

Letter of Access was separately submitted.

1.3 Justification for submission of tests and studies

Title

Report number
Source

GLP

Published

Author Year

Justification for submitting

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

Section 4: Further information

Mazzei A. 2023

S.r.l.
GLP
Published: No

Determination of Explosive Properties
on the Sample MEZ-2304703
Innovhub — Stazioni Sperimentali per 1’Industria

Digrandi S. 2023

Report No 23214-02C
Renolab S.r.l.

GLP

Published: No

Determination of the Physical-Chemical properties
of MEZ-HER 100 SC. Product Before and after
Accelerated Storage for 14 days at 54+2 °C and
low temperature storage for 7 days at 0+2°C.

Regarding Commission Regulation (EU) No.
284/2013 of 1st of March 2013 it was assess
that in case when the new recipe of the ge-
neric plant protection product is developed it
is necessary to generate physical and chemi-
cal properties in order to check if it fulfils
FAO specification, is safe, stable etc. The
range of studies performed for MEZ-HER
100 SC are those recommended for SC for-
mulation.

Section 3: Efficacy Data and Information

Szemendera 2022

2022

GEP: Yes

Efficacy of MEZ-HER 100 SC in post-
A emergence weed control in maize, Poland

Fertico Sp. z 0.0., Poland;
Report No.: 181_01 F22_340

In accordance with the requirements of
Commission Regulation (EU) No. 284/2013
of 1st of March 2013 “The data supplied
must be sufficient to permit an evaluation of
the plant protection product to be made.”
Formulation of Diflufenikan 500 SC was not




MEZ-HER 100 SC
Part A - National Assessment
Applicant version

Page 6 /52

Version October 2023

Published: No

Szemendera
A

2022

Efficacy of MEZ-HER 100 SC in post-
emergence weed control in maize, Poland
2022

Fertico Sp. z 0.0., Poland;

Report No.: 181 01 F22_341

GEP: Yes

Published: No

Szemendera
A.

2022

Efficacy of MEZ-HER 100 SC in post-
emergence weed control in maize, Poland
2022

Fertico Sp. z 0.0., Poland;

Report No.: 181_01_F22_343

GEP: Yes

Published: No

Szemendera
A.

2022

Efficacy of MEZ-HER 100 SC in post-
emergence weed control in maize, Poland
2022

Fertico Sp. z 0.0., Poland;

Report No.: 181_01_F22_344

GEP: Yes

Published: No

Szemendera
A.

2022

Efficacy of MEZ-HER 100 SC in post-
emergence weed control in maize, Poland
2022

Fertico Sp. z 0.0., Poland;

Report No.: 181 _01_F22_345

GEP: Yes

Published: No

Szemendera
A.

2022

Efficacy of MEZ-HER 100 SC in post-
emergence weed control in maize, Poland
2022

Fertico Sp. z 0.0., Poland;

Report No.: 181_01_F22_ 346

GEP: Yes

Published: No

Szemendera
A.

2022

Selectivity of MEZ-HER 100 SC applied in
weed control in silage maize, Poland 2022
Fertico Sp. z 0.0., Poland;

Report No.: 182_01_F22 347

GEP: Yes

Published: No

Szemendera
A.

2022

Selectivity of MEZ-HER 100 SC applied in
weed control in grain maize, Poland 2022
Fertico Sp. z 0.0., Poland;

Report No.: 182_01_F22_348

GEP: Yes

Published: No

Szemendera
A.

2022

Selectivity of MEZ-HER 100 SC applied in
weed control in silage maize, Poland 2022
Fertico Sp. z 0.0., Poland;

Report No.: 182_01 F22_349

GEP: Yes

Published: No

Szemendera
A.

2022

Selectivity of MEZ-HER 100 SC applied in
weed control in grain maize, Poland 2022
Fertico Sp. z 0.0., Poland;

Report No.: 182_01 F22_350

GEP: Yes

Published: No

evaluated, so it was necessary to confirm
efficacy and selectivity.




MEZ-HER 100 SC
Part A - National Assessment
Applicant version

Page 7 /52

Version October 2023

Szemendera 2022 | Selectivity of MEZ-HER 100 SC applied in
A weed control in silage maize, Poland 2022
Fertico Sp. z 0.0., Poland;

Report No.: 182_01 F22_351

GEP: Yes

Published: No

Section 5: Analytical Methods

Analytical Method Validation for Active
Ingredient and impurities Content
Determination of the MEZ-HER 100 SC
Report No 23214-01C

Renolab S.r.l.

GLP: Yes

Published: No

Digrandi S. 2023

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

Section 8: Environmental Fate

Hara-Skrzypiec | 2023 | MEZ-HER 100 SC- calculation of Predicted Envi-
A ronmental Concentrations of mesotrione and its
metabolites in ground water using the PEARL
5.5.5, PELMO 6.6.4 and MACRO 5.5.4
Groundwater Models.

Company Report No: EST/18/2023

Source: ESTICON Sp. z 0.0., Poland

GEP: No

Published: No

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

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 MEZ-HER 100 SC

Product name in MS Please refer to the cover letter.

Authorization number Not applicable.

Function Herbicide.

Applicant Pestila Sp. z 0. o.

Active substance(s) Mesotrione 100 g/L

(incl. content)

Formulation type Suspension concentrate [SC]

Packaging 250mL, 0.5L, 1L,5L, 10L, 20L
and

220L, 1000L

drums and containers HDPE
professional

bottles, cannisters HDPE, HDPE/PA (COEX), fHDPE
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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

Mecorn 100 SC (product code: MEZ-HER 100 SC) can be granted in Poland in line
to accepted GAP table and label project.

2.3 Substances of concern for national monitoring

There are no substances of concern for national monitoring.

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

Repr. 2, H361d
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:
GHS08 GHS07 GHS09

Signal word: Warning

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

H361d - Suspected of damaging the unborn child.

H400 - Very toxic to aquatic life.

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

Precautionary statement(s): WARNING SECTION OF THE LABEL (first page):

P202: Do not handle until all safety precautions have been read and understood.
P280: Wear protective gloves and eye /face protection.

P305+P351+P338-IF IN EYES: Rinse continuously with water for several
minutes. Remove contacts lenses if present and easy to do, continue rinsing.
P308+P313: IF exposed or concerned: Call a POISON CENTER/doctor.

Other section of the label:
P270: Do no eat, drink or smoke when using this product..
P405: Store locked up.
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P501: Dispose of contents/container to a licensed hazardous-waste disposal contractor or
collection site except for triple rinsed empty clean containers which can be disposed of as
non-hazardous waste.

And P280 as follows:

OPERATOR

wStosowaé rekawice ochronne, ochrong oczu lub twarzy oraz odziez roboczg
(kombinezon) w trakcie przygotowywania cieczy roboczej oraz rekawice
ochronne i odziez roboczq w czasie wykonywania zabiegu”

“Wear protective gloves, eye/face protection and work wear (coverall) during
mixing/loading and protective gloves and work wear during application”.

Section “First Aid”

P305+P351+P338-IF IN EYES: Rinse continuously with water for several
minutes. Remove contacts lenses if present and easy to do, continue rinsing.
P308+P313: IF exposed or concerned: Call a POISON CENTER/doctor.

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

instructions for use.

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

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

24.2

Standard phrases under Regulation (EU) No 547/2011

SPel

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

For authorised application rate (1.0 L/ha) in order to protect non-target terrestrial plans, respect:
e anunsprayed buffer zone of 20 m to non-agricultural land, or
e an unsprayed buffer zone of 10 m to non-agricultural land combined with the spray-drift
reduction by 50%, or
reduction of the spray-drift by 75%.

24.3

Not relevant.

2.5

251

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

Risk management

Restrictions linked to the PPP

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

Operator protection:

Exposure: None
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Classification: eye/face protection and work wear (coverall)
Recommended: protective gloves.

Worker protection:

- No PPE.
Workwear.

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 For authorised application rate (1.0 L/ha) in order to protect non-target terrestrial plans,
respect:

e anunsprayed buffer zone of 20 m to non-agricultural land, or
e an unsprayed buffer zone of 10 m to non-agricultural land combined with the
spray-drift reduction by 50%, or
reduction of the spray-drift by 75%.

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; 2023-10-01
PPP (product name/code): MEZ-HER 100 SC Formulation type: SC @D
Active substance 1: mesotrione Conc. of as 1: 100 g/l ©
Safener: n.a. Conc. of safener: na. ©
Synergist: n.a. Conc. of synergist: na. ©
Applicant: Pestila Sp. z 0.0. Professional use: =
Zone(s): Central Zone ©@ Non professional use: Ol
Verified by MS: no
Field of use: Herbicide
1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member | Crop and/ F, Pests or Group of pests con- Application Application rate PHI Remarks:
No. © | state(s) | or situation Fn, |trolled — — (days)
Fpn M_ethod /| Timing / Growth | Max. number | Min. interval |kg or L product/ | g or kg as/ha Water e.g. g safener/synergist
(crop destina- |G, | (additionally: developmental stages | <ind stage of crop & | a) per use between ha L/ha per ha
tion/ purpose | Gn, | of the pest or pest group) season b) per crop/ applications | a) max. rate per | a) max. rate per ®
of crop) Gpn season (days) appl. appl. min /
or b) max. total rate | b) max. total rate | max
| per crop/season | per crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
1 Poland Maize F |1 _L/ha susceptible broad_cast BBCH 14-15 1 N/A 1 Uha 100g mesotrione 200- not not relevant
Pigweed-Amaranthusretroflexts | spraying . .| 300 relevant
AMARE: Spring, post a)l a)1L/ha a) 100g mesotri- | | j,q Efficacy section: List of
Field-chamormile-Anthemis-arven- emergence b) 1 b) 1 L/ha one _ accepted weed species
Sis ANTAR: b) 100g mesotri- and their sensitivity was
Shepherd’s purse Capsella bursa- one changed.
pastoris CAPBP;

11
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Common chickweed Stellaria
media STEME;

Fanweed Thlaspi arvense THLAR;
Field pansy Viola arvensis VI-
OAR

1L/ha Moderarely susceptible

Fat-hen Chenopodium album
CHEAL:

Common barnyard grass Echi-
nochloa crus-galli ECHCG;
Volounteer rape seedlings
BRSNN Brassica napus

Remarks
table
heading:

Remarks
columns:

(a)
(b)

©

N

e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)
Catalogue of pesticide formulation types and international coding system CropLife
International Technical Monograph n°2, 6th Edition Revised May 2008

g/kgor g/l

Numeration necessary to allow references

Use official codes/nomenclatures of EU Member States

For crops, the EU and Codex classifications (both) should be used; when relevant, the use
situation should be described (e.g. fumigation of a structure)

F: professional field use, Fn: non-professional field use, Fpn: professional and non-
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse
use, Gpn: professional and non-professional greenhouse use, I: indoor application
Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of
application must be named.

Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants -
type of equipment used must be indicated.

(d)
()

®

© 0o

11

12

13
14

Select relevant

Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
given in column 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.

Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of ap-
plication

The maximum number of application possible under practical conditions of use must be provided.
Minimum interval (in days) between applications of the same product

For specific uses other specifications might be possible, e.g.: g/m3 in case of fumigation of empty
rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.

The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
kg or L product / ha).

If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
mentioned under “application: method/kind”.

PHI - minimum pre-harvest interval

Remarks may include: Extent of use/economic importance/restrictions

12
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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 sand colour suspension liquid. It is
not explosive, has no oxidizing properties. The product is not flammable. It has a self-ignition tempera-
ture of 443 °C. In aqueous solution, it has a pH value around 3.46 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 14 days at
54 °C, neither the active ingredient as well as relevant impurities 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. Its technical characteristics are acceptable for a SC formulation.

The intended concentration of use is 0.33% to 0.5%.

3.2 Efficacy (Part B, Section 3)

3.3 Efficacy data

The application for registration of a plant protection product under working name MEZ-HER 100 SC
according to Article 33 based on Article 34 of Regulation 1107/2009. MEZ HER 100 SC is a suspension
concentrate formulation (SC), containing 100 g/kg of mesotrione to be used as a herbicide to protect
maize.

The reference product to the product under the code MEZ-HER 100 SC is Callisto 100 SC, that has been
first registered in Poland according to authorisation Minister of Agricultural and Rural Development No.
R-25/2009 of 27.02.2009 which means, that data protection, for the data presented by Callisto 100 SC
authorisation holder, for purposes of registration, has been expired.

In respect to the above and taking into account Polish requirements for the applications for registration of
a plant protection products according to Article 33 based on Article 34 of Regulation 1107/2009 applicant
provides bridging, efficacy trials, to confirm that properties of MEZ-HER 100 SC are comparable to
properties Callisto 100 SC in protection against weeds in maize.

Mesotrione is a selective herbicide commonly used to control broadleaf weeds and certain grasses in vari-
ous crops such as maize, soybeans, turfgrass, and ornamental plants. Mesotrione inhibits the enzyme 4-
hydroxyphenylpyruvate dioxygenase (HPPD), which is essential for chlorophyll biosynthesis in plants.
The disruption of chlorophyll production leads to bleaching and death of susceptible weeds. Mesotrione is
selective, meaning it primarily targets broadleaf weeds while having minimal impact on grass species like
corn and turfgrass when used according to label instructions. The selectivity allows for effective weeds
control without significant damage to the desired crop.

Preliminary tests: Mesotrione was first introduced in the early 2000s. Mesotrione received regulatory
approval for use in various crops, including corn, turfgrass and certain vegetables, and has been used in
agriculture since then.

In Poland, 58 PPPs with mesotrione as an active compound are registered and commonly used in Poland
on the basis on the Ministry Register of Plant protection products, dated 30.04.2024. So, the active sub-
stance of Mecorn 100 SC (product code: MEZ-HER 100 SC) — Mesotrione is registered and have been
commonly used in agricultural practice for many years. Large scale efficacy trials are available to evalu-
ate the effectiveness of products containing this active compound. So, no primary and screening tests are
required.

13
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Minimum Effective dose: To provide information to establish the minimum effective dose, some of the
trials conducted to demonstrate efficacy should include at least on lower dose(s). For example, 60-80% of
the recommended dose should be used during field trials, to that would be recommended. It is utilized to
achieve the desired effect. During efficacy field trials Applicant used different doses of Mecorn 100 SC.
So, separated MED dose were not presented in the documentation. However, in the appropriate research
of efficacy were tested differ doses and to register was chosen the lowest effective, which is in line to
EPPO 1/225 (2).

Efficacy was tested under a range of environmental conditions to full challenge the product. All trials
were carried out only in one EPPO zone in Poland in one growing season. Following doses were studied
during trials: 0.6 L/ha (0.6N); 1.0 L/ha (N recommended) and 1.5 L/ha (1.5N). All trials were character-
ized by acceptable level of infestation.

Results for MED (Minimum Effective Dose):

Weed species No. trials Infestation Eff. at dose 0.6 L/ha Eff. at dose 1.0 L/ha Eff. at dose 1.5 L/ha
AMARE 2 6.9 73.1 83.0 90.4
BRSNW 2 5.8 75.7 80.0 91.9
CAPBP 2 5.8 70.6 85.8 925
CHEAL 6 7.8 69.2 84.6 93.7
ECHCG 6 5.8 715 84.4 91.7
GALAP 2 6.4 775 85.0 94.4
GASPA 1 8.8 72.5 85.3 91.0
MATIN 1 5.0 90.0 93.8 94.8
POLCO 3 7.5 61.7 77.1 92.3
STEME 2 7.3 725 87.1 95.6
THLAR 4 6.3 70.3 85.4 94.1
VIOAR 4 5.5 74.1 85.3 924

$85-100% | MS 70-84.9 | MT 60-69.99 ] T<60% [

On the basis on obtained results it has been noted that:

v for dose 0.6 L/ha — 2 weeds were classified as a moderately tolerant (CHEAL, POLCO), 9 weeds
as moderately susceptible (AMARE, BRSNW, CAPBP, ECHCG, GALAP, GASPA, STEME,
THLAR, VIOAR) and one weed was characterized by susceptible (MATIN), Lack of weeds tol-
erant against Mecorn 100 SC.

v' for dose 1.0 L/ha — lack of weeds tolerant and moderately tolerant. 5 weeds were characterized
by moderately susceptible (AMARE,, BRSNW, CHEAL ECHCG, POLCO) and 7 weeds as a
susceptible (CAPBP, GALAP, GASPA, MATIN, STEME, THLAR, VIOAR).

v for dose 1.5 L/ha — all studied weeds were characterized as a susceptible (AMARE, BRSNW,
VAPBP, CHEAL, ECHCG, GALAP, GASPA, MATIN, POLCO, STEME, THLAR, VIOAR).

In the opinion of ZRMs, on the basis on results presented above it can be concluded that dose 1.5 L/ha
was characterized by the best efficacy. However, dose 1.0 L/ha was also characterized by good level of
efficacy. So, in the opinion of ZRMs dose 1.0 L/ha can be recommended for use in line to proposal of
Applicant in GAP and label project and submitted documentation.

Efficacy: All details about efficacy methodology used during efficacy trials (in total 6) were presented
above by Applicant. Submitted reports were from field trials carried out on maize in PL (N-E). Trials
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 trials. Only trials with greater than 4-5 weeds/m? should be taken
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for assessment. According to EPPO 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,
weeds with insufficient results should be excluded. In Poland, 58 PPPs with Mesotrione are registered and
commonly used for protect crops against weeds. So, in line to Polish rules for major weeds- at least 4
trials are required and for minor — at least 2.

Applicant would like to register Mecorn 100 SC in line to Article 33 and 34 with using unprotected data
of Callisto 100 SC. In line to Polish rules, Applicant should present bridging trials in which Callisto as a
st. ref. product and tested product — Mecorn 100 SC should be tested at the same time in the same field
trial. However, in submitted trials other PPP as a st. reference product was used (Maisot 100 SC not Cal-
listo 100 SC). So, registration in line to Article 34 is not possible now. Only conditionally registration
could be considered as a dRR was submitted by Applicant before 1% January within 2 years after registra-
tion for submitting full package of bridging trials. However, ZRMs proposed registration of tested prod-
uct — Mecorn 100 SC only in line to Article 33 on the basis on 6 trials submitted. ZRMs accepted Con-
ducting trials only in one growing season as many PPPs with mesotrione are registered and used in PL for
protect maize against weeds. Applicant presented eff. results from Callisto in the table Table 3.2-18.
However, those results are from unprotected dRR from 2008 not from field trials submitted for assessing
now. As, no valid bridging trials were presented, ZRMs not assessed results from Callisto and not consid-
er in evaluation of Mecorn 100 SC. The Applicant explained that they did not conduct research on Callis-
to 100 SC because it was unavailable in 2022. However, according to information on the manufacturer’s
website and in the registry of plant protection products, Callisto 100 SC is permitted until 2033, and its
sales deadline is set for 2034. Also, the list of plant protection products authorized for sale and use in
2022 in Poland included Callisto 100 SC (code: 11.83 for herbicides).

Applicant submitted enough number of trials for Mecorn 100 SC (6) for registration in line to Article 33.
Accepted weed species for PL should be presented to following scale of sensitivity:

— S (susceptible) >85%

— MS (moderately susceptible) 70-85%

— MT (moderately tolerant) 60-70%

— T (tolerant) <60%.

All studies were carried out by testing unit mandated to conduct research in the field of efficacy of plant
protection products by Chief inspector of Plant health and Seed Inspection and are officially GEP recog-
nized.

All trials had 4 replicates, a randomized block design and a valid plot size (21m?) was used. Water vol-
umes of 200 L/ha were tested, which not encompasses the full range proposed in the GAP table (200-300
L/ha). In the opinion of ZRMs recommended water volume can be 200-300 L/ha as in line to protection
programs for Mesotrione and in line to registered uses of st. ref. product used during trials (Maisot 100
SC). Application window BBCH 14-15 is in line to submitted documentation and trials.

In all trials Maisot 100 SC as a st. reference product was used at dose 1.5 L/ha. Tested product — Mecorn
100 SC is recommended by Applicant for use at dose 1.0 L/ha (in line to submitted GAP and label pro-
ject), so Maisot 100 SC can be tested at dose 1.5 L/ha (its registration is for 0.75-1.5 L/ha). However,
ZRMs accepted submitted documentation as valid for the assessment of Mecorn 100 SC.

Below. ZRMs presented results for noted efficacy during trials.

st. ref. product
Weed Num.ber of . Leyel o > Mean eff at 1.0 L/ha e el el sl . (Maisot 100 SpC) at dose 1.5

trials infefstation (no/m?) L/ha L/ha
AMARE 2 6.9 83.0 90.4 90.4
BRSNW 2 5.8 80.0 91.9 92.5
CAPBP 2 5.8 85.8 92.5 92.4
CHEAL 6 7.8 84.6 93.7 94.0
ECHCG 6 5.8 84.4 91.7 92.6
GALAP 2 6.4 85.0 94.4 95.0
GASPA 1 8.8 85.3 91.0 91.0
MATIN 1 5.0 93.8 94.8 97.0
POLCO 3 7.5 77.1 92.3 90.8
STEME 2 7.3 87.1 95.6 97.3
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THLAR 4 6.3 85.4 94.1 94.4
VIOAR 4 55 85.3 92.4 93.6

All trials were characterized by sufficient level of infestation.

Weeds represented only by one trial should be excluded from the assessment. Excluded weed species due
to very limited number of trials (only one) are: GASPA and MATIN. Also, AMARE and POLCO should
be excluded due to not sufficient number of trials for major weeds in maize (at least 4 trials are required).

BRSNW, CAPBP, GALAP, STEME, THLAR and VIOAR can be accepted as a minor weeds and
CHEAL, ECHCG as a major weeds in maize. The most effective and mostly comparable to st. ref. prod-
uct was dose 1.5 L/ha of Mecorn 100 SC. However, also dose 1.0 L/ha is efficacy against weeds so it can
be recommended in line to GAP table and label project.

Accepted list of weed species and their sensitivity for Polish label against recommended dose (1.0
L/ha) of Mecorn 100 SC:

v moderately susceptible weeds: BRSNW, CHEAL, ECHCG
v’ susceptible weeds: CAPBP, GALAP, STEME, THLAR, VIOAR.

Mecorn 100 SC can be registered for use on maize cultivated on grain, bioethanol and silage. Varieties for
grain, silage and bioethanol were tested during trials.

ZRMs do not agree with Applicant that data from Maisot 100 SC can be used for registration under Arti-
cle 34 in exchange for Callisto 100 SC whose data have expired). The licence holder of Maisot 100 SC is
Albaugh TKI d.o.0, for Callisto 100 SC — Syngenta Polska Sp. z 0.0. Maisot 100 SC was registered in
2019 and its data are still protected. Also, Applicant did not present any results for comparable of phys.-
chemical comparison of the two measures (Maisot 100 SC and Mecorn 100 SC, only assessment against
Mecorn 100 SC and Callisto 100 SC was made). The Applicant’s statement that both agents are compara-
ble, i.e. Maisot100 SC and Callisto 100 SC, only on the basis of the content of the active substance and
their label is not sufficient. What is important, Maisot 100 SC is registered for use at dose 0.75-1.5 L/ha,
whilst Callisto 100 SC — 1.0-1.5 L/ha. Sensitivity of weeds from Maisot 100 SC label is presented only
for dose 0.75 and 1.5 L/ha. It is not possible to compare its effectiveness for Callisto 100 SC or Mecorn
100 SC used at dose 1.0 L/ha (lack of such data). So, in the opinion of ZRMs without submitting by Ap-
plicant the comparable of phys.-chemical comparison of the two measures (Maisot 100 SC and Mecorn
100 SC) and consent of the Maisot 100 SC authorisation holder to the use of its data is not possible. Also,
the both products Maisot 100 SC and Mecorn 100 SC should be used at the same dose. Whilst during
trials Mecorn was studied at dose 1.0 and 1.5 L/ha and Maisot 100 SC only at dose 1.5 L/ha.

If the Applicant has a comparison of the compositions of Maisot 100 SC and Mecorn 100 SC (opti-
mally) or Callisto 100 SC and Maisot 100 SC (optionally) and the consent of the Maisot 100 SC au-
thorization holder to use its data, then registration will be possible on the basis of the use of bridg-
ing studies of Maisot 100 SC, as requested by the applicant at the time of comment. Also, both
products (Maisot 100 SC and Mecorn 100 SC should be used during trials at the same dose). With-
out mentioned above, only registration in line to Article 33 is possible with treated Maisot 100 SC as
a st. ref. product, which was already done during this assessment.

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

Resistance to mesotrione, like with many herbicides can develop in weed populations over time due to
repeated use of the herbicide. When weeds are exposed to the same herbicides over and over again, the
ones that have genetic variations that makes them less susceptible to the herbicide survive and reproduce,
passing on their resistant traits to their offspring.

There have been documented cases of weed populations developing resistance to mesotrione, particularly
in species such as waterhemp and palmer amaranth. To manage resistance, integrated weed management
strategies are recommended, which may include rotating herbicides with different modes of action, using
cultural practices to reduce weed pressure, and employing non-chemical methods such as crop rotation
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and mechanical weed control. Additionally, utilizing herbicide mixtures or tank-mixing Mesotrione with
other effective herbicides can help delay the development of resistance.

Mesotrione is a callistemone herbicide that inhibits the HPDD enzyme and introduces a new naturally
selective tool into weed management programmes for use in maize.

Mesotrione provides control of the major broad-leaved weeds, and it can be used in integrated weed man-
agement programmes depending on the grower’s preferred control strategy. AT post-emergence rates of
150 a.s./ha or less, Mesotrione provides naturally selective control of key species that may show triazine
resistance (TR), ex. CHEAL, AMARE, SOLNI, as well as species of weed that show resistance to aceto-
lactase synthase (ALS) inhibitors, eg. Amaranthus sp.

Mecorn 100 SC (product code: MEZ-HER 100 SC) containing Mesotrione (100 g/L), a potent bleaching
herbicide that belonging to triketone herbicide family (HRAC Group 2). Mecorn 100 SC is a post-
emergence herbicide used to control weeds in maize crops.

17 cases of resistance against mesotrione were recorded in two species (both, Amaranthus sp. and
Raphanus raphanistrum). All cases were reported in USA, Canada, and Australia. No case reported in
Europe yet. The active substance is therefore classified as having a low inherent risk.

Mesotrione acts by the inhibition of 4-hydroxyphenyl-pyruvate-dioxygenase which in turn inhibits carot-
enoid biosynthesis. Due to its primary target site and its chemical family, in the HRAC mode of action
classification, it is classified as group F2 herbicide (4-hydroxyphenyl-pyruvate-dioxygenase (4-HPPD)
inhibition). In the WSSA resistance classification system, the callistemones are classified as group 27.

The mechanism for resistance in the two weed species is currently unknown. Based on the HRAC re-
sistance classification, cross resistance should be expected to be likely between Mesotrione and other
HRAC group F2 herbicides. Thus, the analysis of the risk for the development of weed resistance to Mes-
otrione is made under the assumption that cross resistance exists between all herbicides classified as
HRAC group F2. No cross-resistance was observed between F2 herbicides in the ten cases reported from
the US.

The mesotrione resistant Amarnth species (Amaranthus tuberculatus and Amaranthus palmeri) popula-
tions in lowa, Illinois, Kansas and Nebraska (USA) were reported to be cross-resistant to ALS inhibitors
(HRAC group B/2), Photosystem Il inhibitors (HRAC group C1/5), PPO inhibitors (HRAC group E/14),
Synthetic Auxins (HRAC group 0/4) and/or EPSP synthase inhibitors (HRAC group G/9).

Mesotrione have been used as straight products as well as in mixtures for many years. Without any pre-
cautions, the resistance risk is unacceptable. Should resistant populations arise, control could be achieved
through use of alternative products.

Good Agricultural Practices and Good Plant Protection Practices (EPPO Standard 2/1(2)) should be the
followed in the weed management strategy. Uses of mixtures with herbicides with different modes of
action and weed spectrum is recommended, to obtain a high degree of weed control and get rid of eventu-
ally resistant weeds in the field and prevent resistance build up.

Follow the label recommendations regarding application rate (max 1 application per year), growth stage,
doses etc.

Always follow HRAG guidelines for the prevention and managing herbicide resistant grass and
broadleaved weeds.

Mesotrione is a widely used post-emergence herbicide for maize. The toxicity of mesotrione to maize
(especially sweet corn) has been widely reported, and some sweet corn varieties are highly sensitive to
mesotrione, which affects subsequent plant growth periods. However, the molecular mechanisms respon-
sible for the differences in susceptibility to mesotrione are not known.

3.3.2 Adverse effects on treated crops

In the evaluation process the fact that the active compound — mesotrione is used in many plant protection
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products and have been commonly used in crop protection for many years were taken into consideration.
The Applicant submitted in total 5 selectivity trials carried out in Poland (N-E) in one growing season.
The selectivity evaluation of the herbicide is to be performed in line 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 phyto-
toxicity and 100% - complete destruction. Phytotoxicity assessment was carried out with the use of dif-
ferent cultivars (commonly grown varieties). Dosage N was not studied as Applicant would like to regis-
ter product for use at dose 1.0 L/ha. Only dose 1.5N (1.5 L/ha) and 3N (3 L/ha) was studied during trials.
St. ref. product (Maisot 100 SC) was studied at dose 1.5 L/ha and 3.0 L/ha. Experimental details and as-
sessments methods were in line to EPPO standards. Detailed information’s were presented by Applicant
in B3.

Registration of Mecorn 100 SC cannot be done in line to Article 34, because in trials Callisto 100 SC
which data are unprotected was not studied and compared to tested Mecorn 100 SC. As a st. ref. product
Applicant used different product — Maisot 100 SC, so registration could be only in line to Article 33 as a
sufficient number of selectivity trials for Mecorn 100 SC was studied.

In the opinion of ZRMs, submitted documentation is sufficient. Studied only higher doses than included
in GAP and label project is acceptable by ZRMs as a worse scenario. No phytotoxicity symptoms caused
by 1.5 L/ha nor 3.0 L/ha dose of MEZ-HER 100 SC were observed in any of the performed selectivity
trials. Also, in the efficacy trials o phytotoxicity was observed in each of tested rates.

Effect on the vield and its quality: No negative relationship between MEZ-HER 100 SC rate and yield
were noted during selectivity trials. Impact of Mecorn 100 SC on the yield was evaluated during selectivi-
ty trials. Summary of the data on yield can be found in the tables below. The evaluation was carried out in
line to EPPO standard’s. No significant differences occurred. There were no statistically significant dif-
ference between the treatment objects and untreated samples. In selectivity trials, according to the statisti-
cal analysis, ME-HER 100 SC treatments did not have any negative impact on yield and its quality, when
both 1.5 L/ha and 3.0 L/ha rates were used. So, it can be concluded that no negative effect on yield is
expected for recommended dose of 1.0 L/ha of Mecorn 100 SC.

Quality traitin the | Quality traits at 1N and 1.5 absolute fig- | Quality traits at 2N and 3N absolute fig-
untreated control ures and % of untreated ures and % of untreated
Vari- Absolute figures Test product (1.5 | Standard 1 (1.5 | Test product (3.0 | Standard 1 (3.0
Test report ety (unit) L/ha) L/ha) L/ha) L/ha)
Mois- TG Hecto- Mois- TG Hecto- Mois- TG Hecto- Mois- TG Hecto- Mois- TG Hecto-
ture w litre ture w litre ture w litre ture w litre ture w litre
(%) (9) weight || (%) () weight | (%) (9 weight || (%) (9 weight | (%) (9) weight
(kg) (kg) (kg) (kg) (kg)
111 6.2.1/02 DKC3 | 288 266. | 72.43 295 268. | 723 29.7 266. | 72.35 29.7 267. | 7243 29.6 267. | 72.28
(S-M-PL- 787 65 35 75 58 83
2022-
182_02_F22_
348)
Maize
111 6.2.1/04 DKC3 | 2745 | 280. | 69.68 278 279. | 708 2773 | 281, | 7118 278 275. | 71.03 2808 | 273. | 7115
(S-M-PL- 201 35 05 45 05 03
2022-
182_02_F22_
350)
Maize
3.3.3 Observations on other undesirable or unintended side-effects

Effect on_transformation processes: The effect of mesotrione on transformation processes in maize
primarily involves its action as a herbicide. Mesotrione inhibits the enzyme HPDD, which plays a crucial
role in the synthesis of carotenoid pigments in plants. The inhibition leads to the accumulation of toxic
intermediates, resulting in bleaching and necrosis of plant tissues.

In terms of transformation processes in maize, mesotrione can affect various aspects of plant growth and
development. As mesotrione disrupts carotenoid synthesis, it can impair photosynthetic efficiency in
maize plants, leading to reduced growth and yield. This inhibition can lead to the bleaching of plant tis-
sues due to the accumulation of toxic intermediates, reducing chlorophyll levels and impairing photosyn-
thesis.

Maize plants treated with mesotrione may activate stress response pathways to cope with the herbicidal
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effects. This can influence the expression of genes involved in stress signalling and defence mechanisms.
The herbicide’s mode of action disrupts normal metabolic processes, weakling the plant’s ability to re-
spond effectively to external challenges. But, by controlling weeds, mesotrione can help minimize the
spread of pests and diseases, reducing stress on maize crops and promoting healthier plant growth. Effec-
tive weed control with mesotrione can result in cleaner maize fields with fewer weed seeds contaminating
harvested grain. This can improve the quality of maize grain and reduce post-harvest losses associated
with weed infestations.

Mesotrione exposure can alter the balance of plant hormones, such as auxins and cytokines, which play
key roles in growth regulation and development. Disruption of hormonal pathways can impact various
transformation processes, including cell division, elongation, and differentiation. These alternations may
disrupt normal growth and development, leading to phenotypic abnormalities and reduced crop quality.
Mesotrione induced stress can affect metabolic pathways in maize leading to changes in the synthesis and
accumulation of secondary metabolites, including phytoalexins and antioxidants. These alternations on
impact on the plant defence mechanism and overall physiological responses.

The effect of mesotrione on transformation processes in maize is complex and multifaceted, involving
interactions with various physiological and molecular pathways. Understanding these effects is essential
for optimizing treatments and mitigating potential risks to maize production and crop performance.

While mesotrione’s primary function is weed control, its indirect positive impacts on transformation pro-
cesses in maize highlight its role in promoting more sustainable and efficient agricultural practices. How-
ever, it is essential to use herbicide responsibly and in conjunction with integrated weed management
strategies to maximize their benefits while minimizing potential negative effects on the environment and
human health.

Considering that product is applied at early stage of the crop and maize is not a typical crop used
for subsequent processing, it could be agreed that no negative impact on processing is expected. The
latest time of application for Mecorn 100 SC is crop growth stage BBCH 15. Since application of
Mecorn 100 SC is made at an early stage in the crop’s development there is no risk that the actives
would be translocated to the grain. Also, the germination of maize seeds will be not negatively af-
fected by the application of Mecorn 00 SC, in the opinion of ZRMS.

Effect on propagating purposes: Mesotrione, primarily utilized as a herbicide, does not have direct
positive effects on the propagating purposes of maize. Instead, its impact is primarily negative due to its
herbicidal action, which target broadleaf weeds.

Mesotrione targets weeds that compete with maize for resources such as nutrients, water and sunlight.
While this is beneficial for maize growth, it does not directly impact maize propagation itself. Mesotrione
can persist in the soil and may impact soil microbial communities, which play a crucial role in nutrient
cycling and soil fertility. Disruption of these microbial communities could indirectly affect maize propa-
gation by altering soil health and nutrient availability. Mesotrione, like other herbicides, can have envi-
ronmental impacts if not used responsibly. Runoff of leaching of mesotrione into water bodies can harm
aquatic ecosystems and potentially affects the availability of water resources for irrigation, which can
indirectly impact maize propagation.

Mesotrione can indirectly benefit maize propagation by controlling weeds and reducing competition. It is
essential to use mesotrione responsibly and in accordance with best management practices to minimize
potential adverse impacts on maize propagation and overall agricultural sustainability.

The active substance — mesotrione is commonly used for many years in many countries. No adverse ef-
fects on parts of plant used for propagating purposes were reported. No adverse effect on the yield and its
quality and no phytotoxicity symptoms were recorded in the field trials. Also, no information is available
pointing to presence of any limitations to using of mesotrione in seed crops of maize. In the opinion of
ZRMs, the product — Mecorn 100 SC (product code: MEZ-HER 100 SC) may be used on maize.

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 other part of the dossier,
show that significant residues of the mesotrione, its metabolites or degradation products, which have or
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may have biological activity on succeeding crops, remain in soil or in plant materials up to sowing or
planting time of possible succeeding crops. Therefore, the Applicant should presented the assessment of
the possible effects of Mecorn 100 SC on crops grown as rotational or replacement crops, following crops
treated with that product, prepared in accordance with EPPO Standard Evaluation of plant protection
product.

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 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.

The half-life (DTso) for mesotrione in soil is short — about 16.4 days. Therefore, the impact on suc-
ceeding crops is unlikely to occur. No risk of phytotoxicity for succeeding crops is expected, in the
opinion of ZRMs and lack of calculations of TER values submitted by the applicant based on ER1o
values coming out from “Seedling Emergence and Seedling Growth test” can be accepted.

In the opinion of ZRMs, necessary precautions to prevent the negative impact on succeeding crops should
be included in the label claim. Applicant included in the label project of Mecorn 100 SC information’s
from Callisto 100 SC which data are unprotected. Detailed assessment of impact on succeeding crops is
presented in section B7. In the opinion of ZRMs, those data can be used if both PPPs are comparable
and its composition is the same. Also, if Section B7 assessed those data as still valid. So, in the opinion of
ZRMs following entry can be included in the label of Mecorn 100 SC:

“In case of the need for early termination of a plantation treated with the agent (due to damage to maize
by hail, diseases, pests, or frost), maize or perennial ryegrass can be cultivated in the field. After deep
plowing, besides the aforementioned plants, sorghum can also be cultivated.

After harvesting maize grown under normal vegetative conditions, treated with Mecorn 100 SC herbicide
no later than July 1%, and after deep plowing, all crops can be sown. In the case of cultivating sensitive
plants such as sugar beet, legumes, winter rapeseed, common sunflower, and vegetables, as well as early-
sown winter grains, damage may occur.

Under extremely unfavourable conditions (sandy soils, easily drying soils with low pH (<6.0), soil with
high organic matter content (>4.0%), low biological activity, exceptionally low temperatures in winter,
exceptionally low soil moisture in summer and/or autumn and/or winter, overlap of sprayed surface with
the preparation, excessively compacted soil, temporary whitening growth inhibition, and reduced plant
density in sensitive plants (sugar beets, legumes, common sunflowers, and vegetables) may occur. There-
fore, cultivating the above mentioned plants as successor crops is not recommended when the soil pH is
significantly below 6.0, or if a prolonged drought period occurred after using the agent in the previous
season. Deep plowing after maize cultivation and soil pH above 6.0 significantly reduce the risk of dam-
age to these plants.”

Impact on adjacent plants: The impact of an herbicide containing mesotrione on adjacent crops can
vary based on several factors, including the sensitivity of the crops, application rates, timing, environmen-
tal conditions, and the herbicide formulation. Mesotrione is a selective herbicide commonly used to con-
trol weeds in maize.

During application, mesotrione can drift or overspray onto adjacent crops, especially if not applied under
appropriate weather conditions or with proper equipment. Drift can lead to unintended herbicidal effects
on sensitive crops, causing symptoms such as leaf discoloration, stunting, or even crop loss. Mesotrione
residues in the soil may impose rotation restrictions on adjacent crops, particularly those sensitive to the
herbicide or belonging to the same botanical family as the target weeds. Mesotrione applications as part
of an integrated weed management strategy may have positive implications for adjacent crops by reduc-
ing weed pressure and competition. Effective weed control with mesotrione can improve resource availa-
bility for adjacent crops, potentially enhancing their growth and yield.

The impact on other plants including adjacent crops should be presented in line to EPPO 1/256. Applicant
did not presented any data. No negative side effects on target or adjacent crops have been reported in the
efficacy and selectivity trials or following use of Mecorn 100 SC. In conclusion, as MEZ-HER 100 SC is
intended for control of mono and dicotyledonous weeds, the product may cause damages on mono (e.g.
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cereals) and dicotyledonous adjacent crops if it is misused.

Based on the probabilistic risk assessment, to protect plants and non-target arthropods from the action of
the agent, it is necessary to designate a protective zone with a width of 20 meters, or 10 meters with sim-
ultaneous use of techniques reducing the drift of the working liquid during the treatment by 50%, or 1
meter with simultaneous use of techniques reducing the drift of the working liquid during the treatment by
75%. This impact is assessed by Section of Environmental Fate and/or Ecological Section.

The information in the registration report and label warns against overlapping and drift of the spray liquid
is sufficient in the opinion of ZRMs.

Effects on beneficial and other non —target organisms: Detailed assessment is presented in Ecotoxicol-
ogy Section. However, in the opinion of ZRMs from Efficacy section — mesotrione can have direct and
indirect effects on beneficial and non-target organisms in the environment. Mesotrione can be toxic to
non-target organisms if they come into direct contact with the herbicide. This includes beneficial insects
such as pollinators and natural enemies of pests. Direct exposure to mesotrione can lead to mortality or
sub-lethal effects, such as reduced reproduction or impaired behaviour.

Mesotrione can indirectly affect non-target organisms through the food chain. Mesotrione residues in the
soil can affect soil microbial communities, earthworms, and other soil-dwelling organisms. Runoff or
leaching of mesotrione into water bodies can pose risk to aquatic organisms at certain concentrations,
potentially leading to acute or chronic effects on aquatic ecosystems. Even sub-lethal doses of mesotrione
can have sub-lethal effects on non-target organisms, affecting their behaviour, physiology, and fitness.
These effects may not be immediately apparent but can have long-term implications for population dy-
namics and ecosystem functioning.

It is essential to consider all potential effects when using mesotrione and to implement best management
practices to minimize risks to beneficial and non-target organisms in the environment.

3.4 Methods of analysis (Part B, Section 5)

34.1 Analytical method for the formulation

Analytical methods for determination of mesotrione in MEZ-HER 100 SC was not evaluated as part of
the EU review of mesotrione. Therefore, all relevant data are provided and are considered adequate.

The method for determination of mesotrione in MEZ-HER 100 SC formulation is based on high perfor-
mance liquid chromatography (HPLC) with a DAD detector and external standard. In order to confirm
method specificity, chromatograms of acetonitrile, placebo, standard and analysed sample were superim-
posed and compared.

The method for determination of mesotrione in MEZ-HER 100 SC fulfils acceptability criteria contained
in SANCO/3030/99 rev.5, 22 March 2019 guidance and assure appropriate active substance determina-
tion in the formulation.

Determination of relevant impurities: R287432, R287431 and 1,2-Dichloroethane was fully validated.
The methods for determination are specific. The validation parameters for linearity, instrument precision,
limit of quantification, repeatability and accuracy are within the acceptance range. There are not any in-
terferences between relevant impurities and other ingredients of the samples. The methods had good pre-
cision, accuracy and the linearity and fulfil requirements of SANCO/3030/99 rev.5.

34.2 Analytical methods for residues
Sufficiently sensitive and selective analytical methods are available for all analytes included in the resi-

due definitions.
Noticed data gaps are:
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®* none
Note: The table List of data submitted or referred to by the applicant and relied on, but already evaluated
at EU peer review should be completed before registration

Commodity/crop Supported/
Not supported
Maize Supported/
35 Mammalian toxicology (Part B, Section 6)
3.5.1 Acute toxicity

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 MEZ-HER 100 SC please refer to Renewal RR for
Callisto 100 SC.

The product MEZ-HER 100 SC has not been tested to identify possible toxicological hazards and decide
about the classification. The results of the comparative analysis of the composition indicate that the prod-
uct MEZ-HER 100 SC is similar to the reference product Callisto 100 SC according to the guideline
SANCO/12638/2011. Toxicological properties of the formulation MEZ-HER 100 SC have been defined
based on the composition of the product and the results of acute toxicity tests performed for the
representative formulation, i.e. Callisto 100 SC. Since the in vivo acute toxicity tests for the representative
formulation already exist, their usage for this evaluation is justified. Whenever toxicological data
obtained from animal studies are available, they should be used for the classification as they are more
reliable than classification based on composition of the product.

Classification
(acc. to the criteria in Reference
Reg. 1272/2008)

Type of test, species, Result
model system (Guideline)

Based on results of
studies on the

LDso oral, rat > 2000 mg/kg bw | None representative
formulation (Callisto
100 SC)

Based on results of
studies on the

LDso dermal, rat > 2000 mg/kg bw | None representative
formulation (Callisto
100 SC)

Calculation method

LCs inhalation, rat >5mg/L None (additivity formula)

Based on results of
studies on the

Skin irritation, rabbit none none representative
formulation (Callisto
100 SC)

Based on results of
studies on the

Eye irritation, rabbit Irritant Eye Irrit.2, H319 representative
formulation (Callisto
100 SC)
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Based on results of
. S . studies on the
Skin sensitisation, guinea e .
ig non-sensitizing | None representative
P formulation (Callisto
100 SC)
Supplementary studies for
combinations of plant - - -
protection products
3.5.2 Operator exposure

The operator exposure was assessed against the AOEL for mesotrione (EFSA Journal 2016;14(3):4419).
The dermal absorption study for the reference product Callisto 100 SC with the same recipe as MEZ-HER
100 SC were used for the calculations.

The use of MEZ-HER 100 SC containing mesotrione (100 g/kg) causes acceptable health risk for unpro-
tected operator. However, taking into account the classification of the product (Eye Irrit. 2, H319, Repr.
Cat. 2, H361d) eye/face shield during M&L and protective gloves are mandatory.

Thus, the following sentence regarding the use of PPE is recommended by the evaluator to be placed in
the label:

»otosowac rekawice ochronne, ochrong oczu lub twarzy oraz odziez roboczq (kombinezon) w trakcie
przygotowywania cieczy roboczej oraz rekawice ochronne i odziez roboczq w czasie wykonywania
zabiegu”

“Wear protective gloves, eye/face protection and work wear (coverall) during mixing/loading and
protective gloves and work wear during application”.

3.5.3 Worker exposure

The worker exposure was assessed against the AOEL for mesotrione (EFSA Journal 2016;14(3):4419).
The dermal absorption study for the reference product Callisto 100 SC with the same recipe as MEZ-HER
100 SC were used for the calculations.

The use of MEZ-HER 100 SC containing mesotrione (100 g/kg) causes acceptable health risk for a work-
er wearing work wear during 2 hour working day (inspection).

However, bearing in minds the hygienic rules, the use of protective gloves is recommended when entering
treated area.

Following sentence is recommended by the evaluator to be placed in the section of precautions for the
workers:

wtosowac rekawice ochronne oraz odziez robocza podczas wchodzenia na teren poddany opryskowi .”

“Wear protective gloves and work wear when entering treated area.”

354 Bystander and resident exposure

The bystander/resident exposure was assessed against the AOEL for mesotrione (EFSA Journal
2016;14(3):4419). The dermal absorption study for the reference product Callisto 100 SC with the same
recipe as MEZ-HER 100 SC were used for the calculations.

The use of MEZ-HER 100 SC according to the list of intended uses and anticipating the introduction of
buffer zone presented in GAP Table, cause acceptable health risk for bystander/resident (adult and child)
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according to AOEM.

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

3.6.1 Residues

Storage stability

The stability of residues during storage of samples was reviewed during the Annex I inclusion process
and no further data is required.

Mesotrione is considered to be stable under freezer storage at -18°C+5°C for at least 42 months in maize
grain and 31 months in maize forage. Frozen storage stability at -18°C+5°C of MNBA in maize grain and
forage was demonstrated for at least 42 months.

Metabolism in plants and animals
Metabolism in plants and livestock data was provided during the EU review of mesotrione.

Plant residue definition for monitoring Mesotrione (cereals and pulses/oilseeds only) - EFSA journal
2016;14(3):4419,

Reg. (EU) 2017/626 and Reg. (EU) 2024/1077: Mesotrione.
Plant residue definition for risk assessment:
Food commodities: Mesotrione (cereals and pulses/oilseeds only)

Feed commodities: Mesotrione and AMBA (including its conjugates) (Cereals, pulses and oilseeds only —
Conventional crops) — Provisional. - EFSA journal 2016;14(3):4419

Magnitude of residues in plants

Proposed GAP for maize (1 application, BBCH 14-15, 100 g as/ha) is less critical than EU GAP (SAN-
TE/11654/2016, 23 March 2017).

Sufficient unprotected data were submitted and evaluated in DAR and RAR, and considered enough to
support the intended use in maize in NEU. Unprotected data are accepted in RAR.

An exceedance of the current MRL of 0.01 mg/kg for mesotrione on maize as laid down in Reg. (EC) No
396/2005 is not expected.

Magnitude of residues in livestock
No new data were submitted in the framework of this application and no required.

Animals are not exposed to residues via feed above the trigger value (0.004 mg/kg). Therefore livestock
feeding studies are not required.

Dietary burden calculation with regard to AMBA conjugates residues in maize forage, fodder and total
residues in maize grain from the metabolism data were tentatively estimated by EFSA (EFSA Journal
2016;14(3):4419).

EFSA (2016): This assessment has to be reconsidered pending the outcome of data gap set for clarifica-
tion of the genotoxic potential of AMBA and of its toxicological profile.

According to the EFSA Supporting publication 2018:EN-1527, genotoxic potential of AMBA is consid-
ered clarified:

EFSA: we agree with the RMS conclusion that the micronucleus test gave sufficient evidence of lack of
genotoxic (clastogenic and aneugenic) potential of the metabolite AMBA since bone marrow exposure
was demonstrated after 2 dosing with the substance with 24 h interval and measurement of AMBA in
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whole blood. We agree with the RMS that the confirmatory data requirement (1) has been fulfilled. It is
however noted that the data gap identified in the EFSA conclusion (EFSA, 2016) regarding the relative
toxicity of the metabolite compared with mesotrione has not been addressed.

Since the residues are below 0.01 mg/kg, no further calculations are required.
Magnitude of residues in processed commodities

As residues of Mesotrione are not expected in treated crops, there is no need to investigate the effect of
industrial and/or household processing. Specific processing factors for enforcement of processed com-
modities are therefore not proposed.

Magnitude of residues in representative succeeding crops
No new data were submitted in the framework of this application and no required.

Field rotational crop study are not triggered considering the very low TRRs in rotational crops after a bare
soil application at ca. 1N rate. No mitigation measures for rotational crops are necessary.

Other / special studies
Studies are not required. Maize is not a melliferous crop foraged by bees.

3.6.2 Consumer exposure

Chronic and acute exposure calculations were performed using revision 3.1 of the EFSA Pesticide Resi-
dues Intake Model (PRIMo rev. 3.1)

ADI 0.01 mg/kg bw / day

TMDI (% ADI) according to EFSA PRIMo rev. 3.1 |12 % (based on NL toddler Diet)
Highest contributors:

6% Milk: cattle

1% Apples

0.7% Maize/corn

IEDI (% ADI) according to EFSA PRIMo rev. 3.1 not relevant, TMDI < 100%

ARfD 0.02 mg/kg bw/day
IESTI (% ARTD) according to EFSA PRIMOo rev. Unprocessed commaodities - children
3.1* maize: 0.3% (UK infants)

Unprocessed commaodities - adults:

maize: 0.1% (FI men)

Processed commodities - children

maize/oil: 1% (NL todler)

maize / processed (not specified): 0.1% (NL todler)
Processed commodities - adults

maize/oil: 0.6% (NL general population)

NTMDI (% ADI) ** not relevant

NEDI (% ADI)** not relevant

NESTI (% ARfD) ** not relevant
* include raw and processed commodities if both values are required for PRIMo
wx if national model is available

The proposed uses of mesotrione in the formulation MEZ-HER 100 SC does not represent unacceptable
acute and chronic risks for the consumer.
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3.7 Environmental fate and behaviour (Part B, Section 8)
3.7.1 Predicted environmental concentrations in soil (PECsoil)

For the purpose of evaluation of MEZ-HER 100 SC please refer to B8 mesotrione MEZ-HER 100 SC
and Renewal RR for Callisto 100 SC.

3.7.2 Predicted environmental concentrations in groundwater (PECgw)

For the purpose of this application additional PECgtw modelling was performed. In respect to the harmo-
nization guidance for Poland, posted on the website of the Ministry of Agriculture and Rural Develop-
ment, 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 v5.5.4. Modeling using
the EU agreed input parameters, application dates as suggested by App Date 3.06 and relevant crop inter-
ception according FOCUS groundwater guidance (2014) was conducted.

The 80th percentiles of the predicted annual average leachate concentrations of mesotrione and its metab-
olites were below 0,1 pg/L in all calculated scenarios.

3.7.3 Predicted environmental concentrations in surface water (PECsw)

the purpose of evaluation of MEZ-HER 100 SC please refer to refer to B8 mesotrione MEZ-HER 100 SC
and Renewal RR for Callisto 100 SC.

3.74 Predicted environmental concentrations in air (PECair)

For the purpose of evaluation of MEZ-HER 100 SC please refer to refer to B8 mesotrione MEZ-HER 100
SC Renewal RR for Callisto 100 SC.

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

No data is provided in support of the application for authorization of Mecorn 100 SC.
The risk assessment for birds performed for Callisto 100 SC are suitable for the use of Mecorn 100 SC
proposed in GAP.

On the basis of performed calculations for Callisto 100 SC, acceptable acute and long-term risk to
birds may be concluded from proposed uses of Mecorn 100 SC.

The risk assessment for exposure via drinking water from puddles also showed acceptable risk.
Mammals
No data is provided in support of the application for authorization of Mecorn 100 SC.

The risk assessment for mammals performed for Callisto 100 SC are suitable for the use of Mecorn 100
SC proposed in GAP.
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On the basis of performed calculations for Callisto 100 SC, acceptable acute and long-term risk to
mammals may be concluded from proposed uses of Mecorn 100 SC (100 g s.a./ha).

The risk assessment for exposure via drinking water from puddles also showed acceptable risk.

3.8.2 Effects on aquatic species

Agquatic organisms

No data is provided in support of the application for authorization of Mecorn 100 SC.

The risk assessment for aquatic organisms performed for Callisto 100 SC are suitable for the use of
Mecorn 100 SC proposed in GAP.

On the basis of performed calculations for Callisto 100 SC, acceptable risk to aquatic organisms
may be concluded from proposed uses of Mecorn 100 SC.

The PECsw/sed performed for Callisto 100 SC are suitable for the use of Mecorn 100 SC proposed in
GAP.

The input parameters considered by the Applicant for surface water modelling were agreed by the zZRMS.

In order to mitigate the risk, Step 4 simulations were performed with assumption of 5, 10 and 20 m spray
drift buffer and 10 m and 20 m vegetative filter strips (for run-off scenarios) or 50% nozzle reduction.
The run-off reduction was assumed in line with FOCUS Landscape and Mitigation recommendations
(FOCUS, 2007).

Based on the risk assessment for Callisto 100 SC, a safe use for intended uses for Mecorn 100 SC could
be identified, provided that appropriate risk mitigation measures are taken into account. The risk
mitigation measures should be considered at MSs level. No additional risk assessment is required.

PL
Acceptable risk with no need for mitigation measures was demonstrated in scenarios representative for
Poland (D3, D4 and R1) for application rate of 1.0 L/ha (corresponding to 100 g a.s./ha).

3.8.3 Effects on bees
The risk assessment for bees evaluated in Callisto 100 SC cover use of Mecorn 100 SC.

The acute toxicity data for mesotrione and Callisto (A12739A) are in line with EU agreed endpoints
reported in EFSA Journal 2016;14(3):4419. The chronic toxicity of Callisto to adult bees as well as
toxicity of the formulation to larvae are also in agreement with EU agreed values. All the calculated
hazard quotients are less than the relevant trigger of 50, indicating that the acute oral and contact risk to
bees is acceptable following use of Callisto according to the proposed use pattern.

In addition to that, the Applicant submitted studies on chronic toxicity of mesotrione to adult bees and
larvae (Wendling, 2018 and Eckert, 2016). It is, however, noted that data regarding chronic toxicity to
adult bees and larvae obtained in studies performed with the representative formulation (Callisto) were
deemed sufficient at the EU level and no data gap in this area was identified in EFSA Journal
2016;14(3):4419. Taking this into account it may be concluded that data requirements as set by the
Commission Regulation (EU) No 284/2013 are fulfilled and no additional studies are deemed necessary.
Additional studies performed with the active substance were thus not evaluated by the ZRMS as sufficient
data package is already available from the EU review. Concerned Member States that require risk
assessment performed in line with EFSA bee guidance (2013) may utilize the EU toxicity data available
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for the formulated product. The risk assessment based on this studies should be considered when GD
for Bees, 2013 is implemented at EU level. Final decision should be taken into account at MSs level.

3.8.4 Effects on other arthropod species other than bees

Non-target arthropods other than bees

No data is provided in support of the application for authorization of Mecorn 100 SC. The intended uses
in GAP for the formulation Product Callisto 100 SC are within those considered acceptable for registra-
tion of Mecorn 100 SC. No unacceptable effects are anticipated on communities of terrestrial non-target
arthropods due to the use of Mecorn 100 SC according proposed use in GAP.

3.85 Effects on soil organisms

Effect on non-target soil meso- and macrofauna

No data is provided in support of the application for authorization of Mecorn 100 SC. The intended uses
product Callisto 100 SC are within those considered acceptable for registration of Mecorn 100 SC. The
long-term risk assessment presented for earthworms and other soil non-target macro-organisms based on
the endpoints from the studies performed on formulation of Callisto 100 SC. The risk assessment is ap-
propriate to be used for Mecorn 100 SC. Use of Mecorn 100 SC is not expected to pose risk to soil mac-
ro-organisms. No additional risk assessment is not required.

Effects on soil microbial activity

No data is provided in support of the application for authorization of Mecorn 100 SC. The intended uses
product Callisto 100 SC are within those considered acceptable for registration of Mecorn 100 SC. The
risk assessment presented for micro-organisms on the endpoints from the studies performed on formula-
tion of Callisto 100 SC has been accepted for Mecorn 100 SC. The risk assessment is appropriate to be
used for Mecorn 100 SC. According to the Registration Report for Callisto 100 SC the risk assessment
for microorganisms have been accepted. On the basis of performed calculations in Callisto 100 SC re-
port, acceptable risk assessment to microorganisms may be concluded from proposed uses of Mecorn 100
SC. The risk to soil micro-organisms from uses of Mecorn 100 SC is expected to be low. No additional
risk assessment is not required.

3.8.6 Effects on non-target terrestrial plants

Non-target plants:

No data is provided in support of the application for authorization of Mecorn 100 SC. The intended uses
product Callisto 100 SC are within those considered acceptable for registration of Mecorn 100 SC. The
risk assessment presented for non-target plants on the endpoints from the studies performed on
formulation of Callisto 100 SC has been accepted for Mecorn 100 SC. The risk assessment is
appropriate to be used for Mecorn 100 SC. According to the Registration Report for Callisto 100 SC the
risk assessment for non-target plants have been accepted. On the basis of performed calculations in
Callisto 100 SC report, acceptable risk assessment to non-target plants may be concluded from proposed
uses of Mecorn 100 SC.

PL:

On the basis of performed calculations following risk mitigation measures are required to protect non-
target terrestrial plants:
e 20 m unsprayed buffer zone to non-agricultural land, or
e 10 m unsprayed buffer zone to non-agricultural land combined with reduction of the spray drift
by 50%, or
e reduction of the spray drift by 75%.
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Concerned Member States must decide on applicability of the indicated mitigation measures at the
product authorisation in their countries.

3.8.7 Effects on other terrestrial organisms (Flora and Fauna)

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 MEZ-HER 100 SC please refer to Renewal RR for
Callisto 100 SC.

3.9 Relevance of metabolites (Part B, Section 10)

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 MEZ-HER 100 SC please refer to Renewal RR for
Callisto 100 SC.

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

MEZ-HER 100 SC contains mesotrione which is non approved as a candidate for substitution. As a con-
clusion providing of the comparative assessment plant protection product MEZ-HER 100 SC is not re-
quired.

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

No data gaps.
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Appendix 2  Copy of the product label

Fizyko-chemia: Okres waznosci 3 lata w opakowaniach wykonanych z HDPE, HDPE/PA (COEX),
fHDPE na podstawie 3-letnich badan stabilno$ci w temperaturze otoczenia przeprowadzonych dla srodka
referencyjnego w opakowaniach z HDPE.

Los i zachowanie w Srodowisku: brak uwag

Skuteczno$¢: Wprowadzono zmiany do listy zaakceptowanych gatunkéw chwastéw i ich wrazliwosci na
Mecorn 100 SC. Dodano informacj¢ iz zaleca si¢ stosowanie produktu na kukurydzy uprawianej na ziar-
no, kiszonke i bioetanol. Pozostatych zapiséw etykiety — nie zmieniano.

Sekcja pozostalosci: brak uwag.

Ekotoksykologia:

1. Dopisano zwrot P501.

2. Usunigto zapisy dotyczace stref ochronnych dla organizméw wodnych (dla dawki 1,0 L/ha nie ma
koniecznosci wprowadzania narzedzi zarzadzania ryzykiem w celu ochrony organizmoéw wodnych).

3. Poprawiono zapisy dotyczace narzedzi zarzadzania ryzykiem niezbednych w celu ochrony roslin
ladowych niebedacych celem zwalczania.

Posiadacz zezwolenia;

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

- MECORN 100 SC

—  Srodek przeznaczony do stosowania przez uzytkownikéw profesjonalnych

Zawartosc¢ substancji czynnej: mezotrion (substancja z grupy tréjketonéw)
- 100 g/l (9,1%)

Substancje czynne niebedgce substancjg czynng, stwarzajgce zagrozenie:

oktan-1-ol, etoksylowany eter izodecylowy, kwas ortofosforowy.

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

e SEN

Uwaga
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=g — Powoduje powazne uszkodzenie oczu.

H319 — Dziata draznigco na oczy-

H361d — Podejrzewa sig, ze dziata szkodliwie na dziecko w tonie matki.

H410 — Dziata bardzo toksycznie na organizmy wodne, powodujgc dtugo-
trwate skutki.

EUH 401 — W celu uniknigcia zagrozen dla zdrowia ludzi i srodowiska, nalezy
postepowac zgodnie z instrukcjg uzycia.

P202 — Nie uzywacC przed zapoznaniem sie i zrozumieniem wszystkich
Srodkow bezpieczenstwa.

P280 — Stosowac rekawice ochronne/ odziez cchronnag/ oraz ochrone

oczu/ochrone twarzy.

P305+P351+P338 - W PRZYPADKU DOSTANIA SIE DO OCZU: ostroznie ptuka¢ wodg
przez kilka minut. Wyjg¢ soczewki kontaktowe, jezeli sg i mozna je
tatwo usungc¢. Nadal ptukac.

P308 + P313 — W przypadku narazenia lub stycznosci: Zasiegng¢ porady/zgtosic sie
pod opieke lekarza.

P337 + P313 =

P391 — Zebrac wyciek.

P501 — Zawarto$é/pojemnik usuwaé do recyklingu badz sktadowania na

sktadowiskach odpowiednich dla pestycydéw lub spalania w odpo-
wiednich instalacjach

OPIS DZIALANIA

Herbicyd w formie stezonej koncentratu stezonej zawiesiny do rozcienczania wodg (SC), o
dziataniu uktadowym, stosowany nalistnie, przeznaczony do wiosennego zwalczania chwa-
stow jedno i dwuliSciennych w kukurydzy.

Zgodnie z klasyfikacjg HRAC substancja czynna mezotrion zaliczana jest do grupy 27 (daw-
niej F2).

Srodek przeznaczony do stosowania przy uzyciu opryskiwaczy polowych.

DZIALANIE NA CHWASTY

MECORN 100 SC jest herbicydem zawierajgcym mezotrion. Substancja ta zaliczana jest do
inhibitorow biosyntezy karotenoidéw, nastepnie powodujac zniszczenie chlorofilu, objawiaja-
ce sie bieleniem lisci.

Preparat pobierany jest gtownie poprzez liscie oraz dodatkowo poprzez korzenie chwastow i
nastepnie szybko przemieszczany w roslinie, hamujgc ich wzrost i rozwoj. Pierwsze objawy
dziatania srodka mozna zaobserwowac po 5-7 dniach od wykonania zabiegu. Zamieranie
chwastow nastepuje po okoto 14 dniach od zabiegu.

Srodek stosowa¢ po wschodach chwastéw w okresie, gdy majg one rozwiniete 2-6 lisci, a
najskuteczniejsze dziatanie wykazuje na chwastach bedacych w fazie 4-tego lidcia.

Chwasty wrazliwe:
(CAPBP), j
(GALAP), ¢
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jfewata POLCOY. gwiazdnica pospolita (STEME), tobotki polne (THLAR), fiotek polny (VIO-
AR),

Chwasty srednio wrazliwe: & 2253, komosa biata (CHEAL), chwastni-
ca jednostronna (ECHCG), samosiewy rzepaku (BRSNN)

STOSOWANIE SRODKA

Kukurydza uprawiana na ziarno, kiszonke i bioetanol

Maksymalna dawka dla jednorazowego zastosowania: 1 L/ha
Zalecana dawka dla jednorazowego zastosowania: 1 L/ha

Termin stosowania $rodka: stosowac¢ wiosng w fazie 4-5 lisci kukurydzy (BBCH 14-15)
Zalecana ilos¢ wody: 200-300 I/ha

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

NASTEPSTWO ROSLIN

W przypadku koniecznos$ci wczesniejszej likwidacji plantacji potraktowanej srodkiem (w wy-
niku uszkodzenia kukurydzy przez grad, choroby, szkodniki lub przymrozki) na polu mozna
uprawiaé¢ kukurydze lub zycice trwatg. Po wykonaniu gtebokiej orki oprocz w/w roslin mozna
takze uprawia¢ sorgo.

Po zbiorze kukurydzy uprawianej w normalnych warunkach wegetacji, odchwaszczonej srod-
kiem MECORN 100 SC maksymalnie do 1 lipca oraz po wykonaniu gtebokiej orki mozna wy-
siewa¢ wszystkie rosliny uprawne. W przypadku uprawy roslin wrazliwych tj. buraka, roslin
strgczkowych, rzepaku ozimego, stonecznika zwyczajnego i warzyw oraz wczesnie sianych
zbbéz ozimych mozliwe jest wystgpienie uszkodzen.

W skrajnie niekorzystnych warunkach (gleby piaszczyste, gleby fatwo przesychajace, gleby o
niskim pH (< 6,0), gleby o wysokiej zawartos$ci substancji organicznej (>4,0%), niskiej aktyw-
nosci biologicznej, wyjgtkowo niskich temperaturach w okresie zimowym, wyjgtkowo niskiej
wilgotnosci gleby latem i/lub jesienig i/lub zimg, naktadania sie powierzchni opryskanej pre-
paratem, nadmiernie ugniecionej gleby) mogg wystgpi¢ tymczasowe wybielenia, zahamowa-
nie wzrostu, zmniejszenie obsady w roslinach wrazliwych (buraki, rosliny straczkowe, sto-
necznik zwyczajnego i warzywa). Dlatego tez uprawa w/w roslin jako roslin nastepczych nie
jest zalecana, gdy pH gleby jest znacznie ponizej 6,0, lub jesli po zastosowaniu srodka w
poprzednim sezonie wystgpit dtugotrwaty okres posuchy. Gieboka orka po uprawie kukury-
dzy i pH gleby ponad 6,0 znaczgco zmniejszajg ryzyko uszkodzen tych roslin.

$RODKI OSTROZNOSCI | ZALECENIA STOSOWANIA ZWIAZANE Z DOBRA PRAKTY-
KA ROLNICZA

Okres od ostatniego zastosowania srodka do dnia zbioru rosliny uprawnej (okres ka-
rencji):
nie wymagany.

1. Ze wzgledu na mozliwo$¢ wystgpienia objawdw fitotoksycznosci w liniach wsobnych kuku-
rydzy, na plantacjach nasiennych kukurydzy oraz plantacjach kukurydzy cukrowej, przed za-
stosowaniem $rodka zaleca sie wykonanie na kazdej uprawie prébnego zabiegu w celu
sprawdzenia czy nie wystepujg objawy uszkodzenia roslin lub skontaktowaé sie z doradcg
albo przedstawicielem podmiotu posiadajgcego zezwolenie.

2. Strategia zarzadzania odpornoscia
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W celu zminimalizowania ryzyka wystgpienia i rozwoju zjawiska odpornosci chwastéw na
herbicydy nalezy, zgodnie z Dobrg Praktyka Rolnicza:

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

— dostosowac dobdr srodka chwastobodjczego oraz decyzji 0 wykonaniu zabiegu do panuja-
cego (ewentualnie potencjalnego) zachwaszczenia, z uwzglednieniem gatunkéw dominuja-
cych i progéw szkodliwosci,

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

— stosowac mieszaniny herbicydow (substancji czynnych) o roznym mechanizmie dziatania,
— stosowaé herbicyd o danym mechanizmie dziatania tylko 1 raz w ciggu sezonu wegetacyj-
nego rosliny uprawnej,

— dostosowacé zabiegi uprawowe do warunkow panujgcych na polu, zwtaszcza do rodzaju i
nasilenia chwastow,

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

— uzywac kwalifikowanego materiatu siewnego,

— czysci¢ maszyny rolnicze, aby zapobiec przenoszeniu materiatu rozmnozeniowego chwa-
stow na inne stanowiska,

— informowa¢ posiadacza zezwolenia o nie satysfakcjonujgcym zwalczaniu chwastéw,

— w celu uzyskania szczegétowych informacji nalezy sie skontaktowac¢ z doradcg, posiada-
czem zezwolenia lub przedstawicielem posiadacza zezwolenia.

3. Srodka nie stosowac:

— na ro$liny ostabione lub uszkodzone przez szkodniki, przymrozki, zalanie lub susze,

— podczas wiatru stwarzajgcego mozliwos¢ znoszenia cieczy uzytkowej na sgsiednie rosliny
uprawne.

4. Podczas stosowania $rodka nie dopuscic do:

— znoszenia cieczy uzytkowej na sgsiednie rosliny uprawne,

— naktadania sie cieczy uzytkowej na stykach pasow zabiegowych i uwrociach.

SPORZADZANIE CIECZY UZYTKOWEJ

Przed przystgpieniem do sporzadzania cieczy uzytkowej doktadnie ustali¢ potrzebng jej ilos¢.
Wstrzgsng¢ zawarto$cig opakowania przed uzyciem. Odmierzong ilo$¢ Srodka wlaé do
zbiornika opryskiwacza napetnionego czesciowo wodg (z wigczonym mieszadtem). Oproz-
nione opakowania przeptukac trzykrotnie woda, a poptuczyny wla¢ do zbiornika opryskiwa-
cza z cieczg uzytkowa. Zbiornik opryskiwacza uzupetni¢ woda do potrzebne;j ilosci.

Po wlaniu srodka do zbiornika opryskiwacza nie wyposazonego w mieszadito hydrauliczne
ciecz w zbiorniku mechanicznie wymiesza¢. W przypadku przerw w opryskiwaniu przed po-
nownym przystgpieniem do pracy nalezy doktadnie wymieszac ciecz uzytkowg w zbiorniku
opryskiwacza.

POSTEPOWANIE Z RESZTKAMI CIECZY UZYTKOWEJ | MYCIE APARATURY

Z resztkami cieczy uzytkowej po zabiegu nalezy postepowacC w sposob ograniczajgcy ryzyko

skazenia wod powierzchniowych i podziemnych w rozumieniu przepiséw Prawa wodnego

oraz skazenia gruntu, tj.:

—  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 sposéb, zgodny z przepisami o odpadach.

Po pracy aparature dokfadnie umy¢ oraz trzykrotnie przeptuka¢ woda.

WARUNKI BEZPIECZNEGO STOSOWANIA SRODKA
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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-

formacije.

Srodki ostroznosci dla 0séb stosujacych srodek:

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

Stosowac rekawice ochronne, ochrone oczu lub twarzy oraz odziez roboczg (kombinezom) w
trakcie przygotowywania cieczy roboczej oraz rekawice ochronne i odziez roboczg w czasie
wykonywania zabiegu.

Zanieczyszczong odziez zdjg¢ i wyprac przed ponownym uzyciem.

Srodki ostroznosci zwigzane z ochrona srodowiska naturalneqo:

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

Unika¢ uwalniania do srodowiska, niezgodnego z przeznaczeniem

W celu ochrony roslin niebedacych celem dziatania srodka konieczne jest:

wyznaczenie strefy ochronnej o szerokosci 20 m od terenéw nieuzytkowanych rolniczo, lub
wyznaczenie strefy ochronnej o szerokosci 10 m od terendéw nieuzytkowanych rolniczo z
réwnoczesnym zastosowaniem rozpylaczy redukujgcych znoszenie cieczy uzytkowej
0 50%, lub

zastosowanie rozpylaczy redukujgcych znoszenie cieczy uzytkowej o 75%.

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

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
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Chronic¢ przed dziecmi.

Srodek ochrony roslin przechowywag:

- w miejscach lub obiektach, w ktérych zastosowano odpowiednie rozwigzania zabezpiecza-
jace przed skazeniem srodowiska oraz dostepem osob trzecich,

- w oryginalnych opakowaniach, w sposob uniemozliwiajgcy kontakt z zywnos$cig, 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.

Opréznione opakowania po srodku zwréci¢ 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.

kontaktowe, jezeli sg i mozna je tatwo usungé. Nadal ptukac.

W przypadku utrzymywania sie dziatania draznigcego na oczy: Zasiegng¢ porady/zgtosic sie
pod opieke lekarza.

W przypadku narazenia lub stycznosci: Zasiegng¢ porady/zgtosic sie pod opieke lekarza.

Okres waznosci - 3 lata
Data produkcji - .........
Zawartos¢ netto - .........
Nr partii ST
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Appendix 3  Letter of Access

Letter of Access is provided in a separate appendix.
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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 protec- | Justification if data protection is Owner
Company Report No. brate | tion claimed claimed
Source (where different from company) study Y/N
GLP or GEP status YIN
Published or not
Section B1-B2 and B4: Identity, Physical and Chemical Properties, Further information
KCP 2.1 Digrandi S. 2023 | Determination of the Physical-Chemical properties of MEZ-HER N Y New data for formulation, not Pestila*
KCP 2.2.2 100 SC. Product Before and after Accelerated Storage for 14 days previously submitted or evaluated.
KCP 2.3.1 at 54+2 °C and Study conducted in compliance
KCP 2.3.3 low temperature storage for 7 days at 0+2°C. with GLP.
KCP2.4.1 Report No 23214-02C
KCP 2.4.2 Renolab S.r.l.
KCP 25.1 GLP
KCP 2.5.2 Published: No
KCP 2.6.1
KCP 2.7.1
KCP 2.7.3
KCP2.7.4
KCP 2.8.2
KCP28.3.1
KCP2.8.3.2
KCP 2.8.5.1.1
KCP2.85.1.2
KCP 2.8.7.2
KCP2.11
KCP2.2.1 Mazzei A. 2023 | Determination of Explosive Properties N Y New data for formulation, not Pestila*
on the Sample MEZ-2304703 previously submitted or evaluated.
Innovhub — Stazioni Sperimentali per 1’Industria S.r.1. Study conducted in compliance
GLP with GLP.
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Data point Author(s) Year |Title Verte- | Data protec- | Justification if data protection is Owner
Company Report No. brate | tion claimed claimed
Source (where different from company) study YIN
GLP or GEP status Y/N
Published or not
Published: No
Section B3: Efficacy Data and Information
KCP 3.2/01 Szemendera A. 2022 | Efficacy of MEZ-HER 100 SC in post-emergence weed control in N Y New data for formulation, not Pestila*
maize, Poland 2022 previously submitted or evaluated.
Fertico Sp. z 0.0., Poland; Study conducted in compliance
Report No.: 181_01_F22_340 with GEP.
GEP: Yes
Published: No
KCP 3.2/02 Szemendera A. 2022 | Efficacy of MEZ-HER 100 SC in post-emergence weed control in N Y New data for formulation, not Pestila*
maize, Poland 2022 previously submitted or evaluated.
Fertico Sp. z 0.0., Poland; Study conducted in compliance
Report No.: 181_01_F22_341 with GEP.
GEP: Yes
Published: No
KCP 3.2/03 Szemendera A. 2022 | Efficacy of MEZ-HER 100 SC in post-emergence weed control in N Y New data for formulation, not Pestila*
maize, Poland 2022 previously submitted or evaluated.
Fertico Sp. z 0.0., Poland; Study conducted in compliance
Report No.: 181_01 F22_343 with GEP.
GEP: Yes
Published: No
KCP 3.2/04 Szemendera A. 2022 | Efficacy of MEZ-HER 100 SC in post-emergence weed control in N Y New data for formulation, not Pestila*
maize, Poland 2022 previously submitted or evaluated.
Fertico Sp. z 0.0., Poland; Study conducted in compliance
Report No.: 181_01 F22_344 with GEP.
GEP: Yes
Published: No
KCP 3.2/05 Szemendera A. 2022 | Efficacy of MEZ-HER 100 SC in post-emergence weed control in N Y New data for formulation, not Pestila*
maize, Poland 2022 previously submitted or evaluated.
Fertico Sp. z 0.0., Poland; Study conducted in compliance
Report No.: 181_01_F22_345 with GEP.
GEP: Yes
Published: No
KCP 3.2/06 Szemendera A. 2022 | Efficacy of MEZ-HER 100 SC in post-emergence weed control in N Y New data for formulation, not Pestila*
maize, Poland 2022 previously submitted or evaluated.
Fertico Sp. z 0.0., Poland; Study conducted in compliance
Report No.: 181 01 F22 346 with GEP.
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Data point Author(s) Year |Title Verte- | Data protec- | Justification if data protection is Owner
Company Report No. brate | tion claimed claimed
Source (where different from company) study YIN
GLP or GEP status Y/N
Published or not
GEP: Yes
Published: No
KCP 3.4/01 Szemendera A. 2022 | Selectivity of MEZ-HER 100 SC applied in weed control in N Y New data for formulation, not Pestila*
silage maize, Poland 2022 previously submitted or evaluated.
Fertico Sp. z 0.0., Poland; Study conducted in compliance
Report No.: 182_01_F22_347 with GEP.
GEP: Yes
Published: No
KCP 3.4/02 Szemendera A. 2022 | Selectivity of MEZ-HER 100 SC applied in weed control in grain N Y New data for formulation, not Pestila*
maize, Poland 2022 previously submitted or evaluated.
Fertico Sp. z 0.0., Poland; Study conducted in compliance
Report No.: 182_01_F22_348 with GEP.
GEP: Yes
Published: No
KCP Szemendera A. 2022 | Selectivity of MEZ-HER 100 SC applied in weed control in N Y New data for formulation, not Pestila*
3.4/03 silage maize, Poland 2022 previously submitted or evaluated.
Fertico Sp. z 0.0., Poland; Study conducted in compliance
Report No.: 182_01 F22_349 with GEP.
GEP: Yes
Published: No
KCP 3.4/04 Szemendera A. 2022 | Selectivity of MEZ-HER 100 SC applied in weed control in grain N Y New data for formulation, not Pestila*
maize, Poland 2022 previously submitted or evaluated.
Fertico Sp. z 0.0., Poland; Study conducted in compliance
Report No.: 182_01 F22_350 with GEP.
GEP: Yes
Published: No
KCP 3.4/05 Szemendera A. 2022 | Selectivity of MEZ-HER 100 SC applied in weed control in N Y New data for formulation, not Pestila*
silage maize, Poland 2022 previously submitted or evaluated.
Fertico Sp. z 0.0., Poland; Study conducted in compliance
Report No.: 182_01 F22 351 with GEP.
GEP: Yes
Published: No
Section B5: Analytical Methods
KCP5.1.1 Digrandi S. 2023 | Analytical Method Validation for Active Ingredient and N Y New data for formulation, not Pestila*
impurities Content previously submitted or evaluated.
Determination of the MEZ-HER 100 SC Study conducted in compliance
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Data point Author(s) Year |Title Verte- | Data protec- | Justification if data protection is Owner

Company Report No. brate | tion claimed claimed

Source (where different from company) study Y/N

GLP or GEP status Y/N

Published or not

Report No 23214-01C with GLP.

Renolab S.r.l.

GLP: Yes

Published: No
| KCP7.1.1/01 | | ¥N * SYN
| KCP7.1.2/01 | | ¥N * SYN
| KCP7.1.4701 | | ¥N * SYN
 KCP7.15/01 | | ¥N * SYN
 KCP7.1.6/01 | | ¥N * SYN
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Data point Author(s) Year |Title Verte- | Data protec- | Justification if data protection is Owner
Company Report No. brate | tion claimed claimed
Source (where different from company) study YIN
GLP or GEP status YIN
Published or not
Section B8: Environmental Fate
KCP 9.2/01 Hara-Skrzypiec A. 2023 | MEZ-HER 100 SC- calculation of Predicted Environmental Con- N N Not relevant Pestila*
centrations of mesotrione and its metabolites in ground water
using the PEARL 5.5.5, PELMO 6.6.4 and MACRO 5.5.4
Groundwater Models.
Company Report No: EST/18/2023
Source: ESTICON Sp. z 0.0., Poland
GEP: No
Published: No
*Pestila Spotka z ograniczong odpowiedzialnoscig (short name: Pestila Sp. z 0.0.)
List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review
Data point Author(s) Year |Title Verte- | Data protection| Justification if data protec- Owner
Company Report No. brate claimed tion is claimed
Source (where different from company) study Y/N
GLP or GEP status Y/N

Published or not
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Data point Author(s) Year |Title Verte- |Data protection| Justification if data protec- Owner

Company Report No. brate claimed tion is claimed

Source (where different from company) study Y/N

GLP or GEP status Y/N

Published or not
| KCA42/02 | N N | SYN
| KCA42/04 | N N | SYN
| KCA42/06 | N N | SYN
| KCA42/07 | N N | SYN
| KCA42/09 | N N | SYN
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Applicant version Version October 2023
Data point Author(s) Year |Title Verte- |Data protection| Justification if data protec- Owner
Company Report No. brate claimed tion is claimed
Source (where different from company) study Y/N
GLP or GEP status Y/N
Published or not
' KCA42 | Watson G. N N | SYN
KCA42 | BernalJ. N N I SYN
 KCAMZI0S | Jutsum L. N N | SYN
N N | SYN
 BrumbackD. | N N I SYN
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Data point Author(s) Year |Title Verte- |Data protection| Justification if data protec- Owner

Company Report No. brate claimed tion is claimed

Source (where different from company) study Y/N

GLP or GEP status Y/N

Published or not
F Brown K. N N | SYN
F__ N N I SYN
Fr N N I SYN
F Schulz H N N I SYN
F Barnes J. N N I SYN
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Data point Author(s) Year |Title Verte- |Data protection| Justification if data protec- Owner

Company Report No. brate claimed tion is claimed

Source (where different from company) study Y/N

GLP or GEP status Y/N

Published or not
F N N I SYN
F N N | SYN
F N N I SYN
F N N I SYN
‘F N N | SYN
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Data point Author(s) Year |Title Verte- |Data protection| Justification if data protec- Owner
Company Report No. brate claimed tion is claimed
Source (where different from company) study Y/N
GLP or GEP status Y/N
Published or not
F N YN T SYN
F N | T SYN
F N | T SYN
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Data point Author(s) Year |Title Verte- |Data protection| Justification if data protec- Owner
Company Report No. brate claimed tion is claimed
Source (where different from company) study Y/N
GLP or GEP status Y/N

Published or not

| 1111
KIRK
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Data point Author(s) Year |Title Verte- |Data protection| Justification if data protec- Owner
Company Report No. brate claimed tion is claimed
Source (where different from company) study Y/N
GLP or GEP status Y/N

Published or not

=l

EEEK

1111
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Data point Author(s) Year |Title Verte- |Data protection| Justification if data protec- Owner
Company Report No. brate claimed tion is claimed
Source (where different from company) study Y/N
GLP or GEP status Y/N

Published or not

1111711

EEREK
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Data point Author(s) Year |Title Verte- |Data protection| Justification if data protec- Owner
Company Report No. brate claimed tion is claimed
Source (where different from company) study Y/N
GLP or GEP status Y/N

Published or not

01 | K. Krueger H. R-25/2009

F' N | T SYN

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 YIN YIN
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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