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PART A
RISK MANAGEMENT

1 Details of the application

This document describes the acceptable use conditions required for the registration in Poland of plant pro-
tection product named H-01-2022, containing terbuthylazine, 500 g/L.

The risk assessment conclusions are based on the information, data and assessments provided in Registra-
tion Report, Part B Sections 1-10 and Part C.

The information, data and assessments provided in Registration Report, Parts B includes assessment of
further data or information as required at national registration by the EU review. It also includes assessment
of data and information relating to H-01-2022 where that data has not been considered in the EU review.
Otherwise, assessments for the safe use of H-01-2022 have been made using endpoints agreed in the EU
review of terbuthylazine.

This document describes the specific conditions of use and labelling required for Poland for the registration
of plant protection product H-01-2022.

1.1 Application background

This application is submitted by ProAgri International Sp. z o.0.

This is the application for registration plant protection product under name of H-01-2022 according to Ar-
ticle 33 of Regulation 1107/2009. Product H-01-2022 is a suspension concentrate (SC), containing 500 g/L
of terbuthylazine to be used as a herbicide to protect maize.

1.2 Letters of Access

Letters of Access are submitted as separate annexes to this application.

1.3 Justification for submission of tests and studies

In order to address the product data requirements, the applicant is submitting a complete product data
package in line with the requirements of Regulation (EU) No. 284/2013.

1.4 Data protection claims

Where protection for data is being claimed for information supporting registration of product H-01-2022,

it is indicated in the reference lists in Appendix 1 of the Registration Report, Part B, sections 1 — 10, Part
C and in the list of references in Appendix 4.

2 Details of the authorization decision
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2.1 Product identity

Product code H-01-2022

Product name in MS Terbutylazyna 500 SC

Authorization number N/A

Function herbicide

Applicant ProAgri International Sp. z o.0.

Active substance(s) terbuthylaizne, 500 g/L

(incl. content)

Formulation type suspension concentrate [SC]

Packaging 1L5L,10L,20L - f-HDPE (fluorinated HDPE)

Professional user

Coformulants of concern for N/A
national authorizations

Restrictions related to identiy N/A

Mandatory tank mixtures N/A

Recommended tank mixtures N/A

2.2 Conclusion

The evaluation of the application for the formulation H-01-2022 (Terbutylazyna 500 SC) resulted in a
decision to grant the authorisation.

Physical and chemical properties:

Data gap - shelf life study. The study should be submitted when finished (estimated study completion date
- February/March 2025).

Efficacy section: Terbutylazyna 500 SC can be granted in Poland for pre-emergence (BBCH 00) or early
post-emergence (BBCH 12-16) use against weeds on maize at recommended dose: 1,0 L/ha and 1,5 L/ha.
Accepted water volume is 150-300 L/ha. Product can be used only once a season pre- or early post-emer-
gence.

Mammalian toxicology:

Classification of Terbutylazyna 500 SC is: Acute Tox.4/H302; Eye Irrit.2/H319; Skin Sens.1/H317; STOT
RE 2/H373. According to the model calculations, it can be concluded that the risk to the opera-tor using
Terbuthylazine 500 SC according to the intended use presented in the GAP table is acceptable if the oper-
ator is equipped with work clothes (covered arms, body and legs) and protective gloves during mixing/load-
ing and does not pose a health risk to the employee if work clothes are used (covered arms, body and legs).
Accidental short-term exposure of bystanders and residents (children and adults) to terbuthylazine does not
pose a health risk if risk mitigation measures are applied. During spraying, a protection zone of at least 5
m from residential buildings/habitats and bystanders should be maintained.

Metabolism and residues: uses are accepted.

Risk mitigation measures recommended for rotational crops: one year plant-back interval or deep ploughing
(more than 20 cm soil mixing) to dilute soil concentrations noting that a ploughing depth of 30 cm reduces
soil residues by a factor of 1.5 and a ploughing depth of 40 cm by 50 %. (according to the EFSA Journal
2020;18(1):5980).

Fate section:

The evaluation of the application for product Terbutylazyna 500 SC resulted in the decision to grant the
authorization and following risk mitigation is required: to protect groundwater respect one application every
three years on the same field.

Ecotoxicology section:
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Uses are accepted for the maximum dose 500 g s.a./ha.

The risk for earthworm-eating mammals due to exposure via bioaccumulation in earthworms (secondary
poisoning) for the maximum rate of 750 g as/ha should be provided. The refinement risk assessment for
mammals should be considered by MSs level.

The refinement risk assessment for birds for maximum dose rate at 750 g s.a./ha performed by Applicant
for wood pigeon based on the PD refinement value based on Ljunggren (1968) study may be questioned.
The Applicant should complete the informations:

1. Justification to use the study from Sweden (northern zone).

2. Please also discuss if the PD study was performed in a maize environment, in the correct season.
Was the diet based on volume percentages, or mass percentage or something else? Were correct conversion
factors be considered? Etc Please check appendix Q in the guidance.

The refinement risk assessment for birds should be considered by MSs level.

The Applicant should provide a comparison of these formulations in terms of their toxicity to different
groups of organisms and also a comparison of their physicochemical properties (amount of active substance
in the formulation, type of formulation, composition) in dRR B9 and in document C. In order to demonstrate
that both formulations are comparable in terms of ecotoxicology or that the formulation used in the higher-
tier risk assessment is a worse case. The risk assessment for earthworms should be considered at the level
of the Member States.

The following risk mitigation is required: To protect aquatic organisms respect an unsprayed vegetated
buffer zone of 5m to surface water bodies. To protect non-target plants respect an unsprayed buffer zone of
5m to non-agricultural land or 50% nozzle reduction.

Evaluators verified whether the co-formulants contained in plant protection product H-01-2022 are listed
in Annex Il to Regulation (EC) No 1107/2009 and/or could be considered unacceptable based on the cri-
teria indicated in the Annex to the Commission Implementing Regulation (EU) 2023/574 of 13 March 2023.
Based on the currently available MSDSs and other information provided by applicant or manufacturer of
co-formulant, the product H-01-2022 does not contain any unacceptable co-formulant/ingredient listed in
the Commission Regulation (EU) 2021/383 amending Annex |1l to Regulation (EC) No 1107/2009.
According to the current knowledge and available information none of the co-formulants in the plant pro-
tection product H-01-2022 meets the Annex to Regulation (EU) 2023/574 criteria for identification of co-
formulants that are unacceptable for inclusion in a plant protection products. Taking this into account, none
of the co-formulants/ingredients in this product is considered to be a candidate for inclusion in Annex Il
of Regulation (EU) 1107/20009.

Detailed assessment of co-formulants according to Article 3 of Regulation (EU) 2023/574 can be found in
the dRR Part C and in the Annex to Part C (confidential).

2.3 Substances of concern for national monitoring

Not relevant.

2.4 Classification and labelling

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

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

Hazard class(es), categories: | Acute Tox. 4, H302
Eye Irrit. 2, H319
Skin Sens. 1, H317
STOT RE 2, H373
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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:

GHS07 GHS08  GHSO09

Signal word:

Warning

Hazard statement(s):

H302 - Harmful if swallowed.

H319 - Causes serious eye irritation.

H317 - May cause an allergic skin reaction.

H373 - May cause damage to organs through prolonged or repeated exposure.
H400 - Very toxic to aquatic life.

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

Precautionary statement(s):

P260 - Do not breathe dust/fume/ gas/mist/vapours/spray

P264 - Wash hands thoroughly after handling.

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

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

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

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

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

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

P314 - Get medical advice or attention if you feel unwell.

P391 - Collect spillage.

Additional labelling phrases:

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

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

EUH401

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

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

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

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

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

To protect groundwater respect one application every three years on the same field.

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

SPe3 To protect non-target plants respect an unsprayed buffer zone of 5m to non-agricultural land
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or 50% nozzle reduction

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

2.5 Risk management

25.1 Restrictions linked to the PPP

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

Operator protection:

- Workwear (arms, body and legs covered) and gloves during mixing/loading and during
application.

Worker protection:

- Workwear (arms, body and legs covered).
Recommended: gloves when inspecting the treated crops.

Integrated pest management (IPM)/sustainable use:

Environmental protection

To protect groundwater respect one application every three years on the same field.

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

SPe3 To protect non-target plants respect an unsprayed buffer zone of 5m to non-agricultural land
or 50% nozzle reduction in case of 1.5 L/ha.

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

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

Integrated pest management (IPM)/sustainable use: Relevant for use no.
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Environmental protection; Relevant for use no.

SP1 Do not contaminate water with the product or its container (Do not | 1, 2
clean application equipment near surface water/Avoid
contamination via drains from farmyards and roads).

To protect groundwater respect one application every three years | 1,2
on the same field.

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

SPe3 To protect non-target plants respect an unsprayed buffer zone of |1, 2
5m to non-agricultural land or 50% nozzle reduction
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2.6 Intended uses (only NATIONAL GAP)
GAP rev. 1.0, date: 2022-11-28
PPP (product name/code): H-01-2022 Formulation type: SC @h)
Active substance 1: terbuthylazine Conc. of as 1: 500 g/L ©
Safener: NA Conc. of safener: NA ©
Synergist: NA Conc. of synergist: NA ©
Applicant: ProAgri International Sp. z 0.0. Professional use: =
Zone(s): central @ Non professional use: Ol
Verified by MS: yes
Field of use: herbicide
1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member |Crop and/ F, Fn, | Pests or Group of Application Application rate PHI Remarks:
No. © | state(s) | or situation Fpn pests controlled . . (days)
G, M_ethod / Timing / Max. number | Min. interval | kg or L product/ ha | g or kg as/ha Water L/ha e.g. g saf-
(crop destina- | Gn, | (additionally: devel- | Kind Growth stage | a) per use between ap- | a) max. rate per ) ener/synergist
tion / purpose of | Gpn | opmental stages of the of crop & sea- | b) percrop/ | plications appl. a) max. rate per appl. | min/ max per ha
crop) or pest or pest group) son season (days) b) max. total rate b) max. total rate per ®
| per crop/season crop/season

11
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Zonal uses (field or outdoor uses, certain types of protected crops)

1

PL

Maize

F

PL

Maize

Weeds

For details, please re-
fer to dRR Part B3

broadcast
spraying

BBCH 00

a)l
b) 1

NA

a) 1.0-&5 L/ha
b) 1.0-+5 L/ha

a) 500-758 g as/ha
b) 500-758 g as/ha

300 L/ha

150-

N/A

Targeted range:
1.0-&5 L/ha
every 3 years

Eff. section: ac-
cepted water
volume is 150-
300 L/ha.

Fate sec-
tion:1.0-1.5 L/ha
every 3 years

Ecotox section:
For a dose of
750 g/ha the re-
finement risk
assessment for
earthworm-eat-
ing mammals
was not ac-
cepted.

broadcast
spraying

BBCH 12-16

a)l
b) 1

NA

a) 1.0-+5 L/ha
b) 1.0-+5 L/ha

a) 500-#58 g as’ha
b) 500-758 g as/ha

300 L/ha

150-

N/A

Targeted range:
1.0-&5 L/ha
every 3 years
Eff. section: ac-
cepted water
volume is 150-
300 L/ha.

Fate sec-
tion:1.0-1.5 L/ha
every 3 years

Ecotox section:
For a dose of
750 g/ha the re-
finement risk
assessment for
earthworm-eat-
ing mammals
was not ac-
cepted.

12
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Remarks
table
heading:

Remarks
columns:

(@)
(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-profes-
sional 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)
(©)

®

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/m® 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 men-
tioned under “application: method/kind”.

PHI - minimum pre-harvest interval

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

13
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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 whitish liquid of characteristic odour. It
is not explosive, has no oxidizing properties. The product is not flammable. It has a self-ignition tempera-
ture of 445°C. In aqueous 1% solution, it has a pH value around 6.05 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 content nor the technical properties were changed. Its technical characteristics are
acceptable for a SC formulation.

The intended concentration of use is 0.33 % to 0.67 % v/v.

The product is not intended to be used in tank mixtures.

3.2 Efficacy (Part B, Section 3)

The purpose of this document is to provide data in support of an application for the registration of H-01-
2022 (that was tested under the name of Terbutylazyna 500 SC) as a herbicide product to be used on maize
in Poland (zRMS in charge of the evaluation of the dossier).

H-01-2022 is a suspension concentrate (SC) containing 500 g/L terbuthylazine. Active substance ter-
buthylazine was approved in accordance with Commission Implementing Regulation (EU) No 820/2011 of
16 August 2011 approving the active substance terbuthylazine.

For the registration purpose, in 2022 8 efficacy trials were conducted against a broad spectrum of annual
weeds in several maize varieties. In each performed trial the test product was applied pre-emergence and
post-emergence at rates of 0.8 I/ha (400 g a.s./ha), 1.0 I/ha (500 g a.s./ha) and 1.5 I/ha (750 g a.s./ha).

All submitted trials were conducted in the North-East EPPO zone (Poland) under field conditions.

3.3 Efficacy data

Preliminary tests:

Terbuthylazine has been used as a herbicide since the 1960s. It is primarily used in maize and other crops
to control broadleaf weeds and some grasses. Its effectiveness and relatively low cost have made it a popular
choice for farmers over the decades. Like other triazine herbicides, it works by inhibiting photosynthesis in
susceptible plants, making it a valuable tool in integrated weed management approaches. Generally, chem-
icals like Terbuthylazine became more broadly available in European agriculture in the 1970s and 1980s.
In Poland, 21 PPPs with Terbuthylazine are registered in Poland and commonly used (on the basis on Min-
istry Register dated 16.10.2024). So, Terbuthylazine is registered and have been commonly used in agri-
cultural practice for many years. Large scale efficacy trials are available to evaluate the effectiveness of
products containing this active compound. Preliminary tests were not necessary in this case in the opinion
of ZRMes.

MINIMUM EFFECTIVE DOSE:

The minimum effective dose of Terbuthylazine for controlling weeds in maize typically ranges from 1 to 2
kilograms per hectare. However, the exact dosage can vary based on several factors. Different weed have
varying levels of susceptibility to Terbuthylazine. The soil’s organic matter and texture can affect the herb-
icide’s effectiveness. It is always crucial to follow label instructions.

14



Page 15 /51
H-01-2022
Part A - National Assessment Version April 2024
Applicant version

The Applicant has proposed doses of Terbutylazyna 500 SC that reflect those of currently authorized Ter-
buthylazine products across the EU. To provide information to establish the minimum effective dose
(MED), some of the trials conducted to demonstrate efficacy should include at least two lower dose(s) than
recommended dose. 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).

Applicant did not present separately MED trials. MED dose was studied in efficacy trials (8) carried out in
one EPPO zone (N-E) in Poland in one growing season (2022). Applicant studied different doses: 0.8 L/ha;
1.0 L/ha and 1.5 L/ha during 8 efficacy trials. Applicant studied pre-emergence use (BBCH 00) and early
post-emergence use (BBCH 12-16) at the same 8 trials. All trials were carried out on different varieties of
maize.

Following varieties of maize were studied: DKC3595 (for grain and silage), Salamandra (for silage), Ulan
(for grain and silage), Subito (for silage), Leonido (for grain and silage), DKC3088 (for grain), Amavit (for
grain and bioethanol) and Danubio (for grain).

Below, ZRMs presented results for MED dose against Terbutylazyna 500 SC used pre-emergence (BBCH
00):

EPPO code | Number of 28-40 DA-A 42-55 DA-A
trials 0,8 L/ha 1,0 L/ha 15L/ha 0,8 L/ha 1,0 L/ha 1,5 L/ha
CAPBP 4 92,7 98,1 99,0 94,0 98,0 99,5
GALAP 3 78,1 89,4 91,6 79,8 88,8 92,3
MATIN 3 72,3 83,2 85,4 74,1 83,4 86,0
AMARE 3 83,2 92,6 96,3 81,4 92,0 94,9
CHEAL 3 72,4 84,9 86,2 72,9 85,3 86,2
SOLNI 3 72,7 84,3 86,4 76,2 86,1 88,3
STEME 3 94,3 100,0 100,0 94,8 100,0 100,0
VERHE 3 93,1 99,8 100,0 92,5 100,0 100,0
GASPA 2 90,7 100,0 100,0 91,2 100,0 100,0
VIOAR 2 73,8 84,8 86,1 74,4 84,5 85,9
POLCO 2 83,7 97,8 100,0 84,0 97,7 99,7
SINAR 2 100,0 100,0 100,0 100,0 100,0 100,0
CENCY 2 80,0 94,1 96,5 81,8 95,5 96,8
THLAR 2 90,9 92,5 92,5 90,3 92,8 92,7
CIRAR 1 775 85,0 86,0 76,8 86,0 86,5
MYOAR 1 98,0 100,0 100,0 98,8 100,0 100,0
GAETE 1 71,3 72,5 75,0 73,8 81,0 83,5

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

v’ for dose 0,8 L/ha at 28-40 DA-A and 42-55 DA-A the efficacy was comparable. For dose 0,8 L/ha
lack of tolerant and moderately tolerant weeds. Ten weeds (GALAP, MATIN, AMARE, CHEAL,
SOLNI, VIOAR, POLCO CENCY, CIRAR and GAETE) were classified as a moderately sensitive
at 28-40 DA-A and 42-55 DA-A and 7 weeds were classified as a sensitive (CAPBP, STEME,
VERHE, GASPA, SINAR, THLAR, MYOAR).

v' for dose 1,0 L/ha at 28-40 DA-A and 42-55 DA-A the efficacy was comparable, in the exception
of two weeds (CHEAL and SOLNI). At 28-40 DA-A and 42-55 DA-A lack of tolerant and moder-
ately tolerant weeds. Five weeds were classified as a moderately sensitive (MATIN, CHEAL,
SOLNI, VIOAR and GAETE) and twelve weeds were sensitive (CAPBP, GALAP, AMARE,
STEME, VERHE, GASPA, POLCO, SINAR, CENCY, THLAR, CIRAR and MYOAR) at 28-40
DA-A. Three weeds were classified as a moderately sensitive (MATIN, VIOAR and GAETE) and
fourteen weeds were sensitive (CAPBP, CHEAL, GALAP, AMARE, STEME, VERHE, GASPA,
POLCO, SINAR, SOLNI, CENCY, THLAR, CIRAR and MYOAR) at 42-55 DA-A.

v’ for dose 1,5 L/ha at 28-40 DA-A and 42-55 DA-A the efficacy was comparable. Lack of tolerant
and moderately tolerant weeds. One weed was classified as a moderately sensitive (GAETE) and
sixteen weeds were sensitive (CAPBP, CHEAL, GALAP, AMARE, STEME, VERHE, GASPA,
POLCO, SINAR, SOLNI, CENCY, THLAR, CIRAR, MYOAR, MATIN and VIOAR).

Below, ZRMs presented results for MED dose against Terbutylazyna 500 SC used post-emergence (BBCH
12-16):

| | I 14DA-B | 28 DA-B |
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EPPO code | Number of 0,8 L/ha 1,0 L/ha 1,5 L/ha 0,8 L/ha 1,0 L/ha 1,5 L/ha
trials
CAPBP 4 76,7 81,9 84,5 85,1 95,7 96,8
GALAP 3 71,0 80,8 83,5 73,4 87,4 89,2
MATIN 3 62,5 70,4 73,3 69,2 78,9 82,4
AMARE 3 69,6 71,7 69,6 82,8 84,5
CHEAL 3 65,0 76,6 74,9 68,3 83,3 85,3
SOLNI 3 64,6 76,4 77,6 69,3 83,6 85,4
STEME 3 78,5 83,4 84,2 82,1 88,9 91,6
VERHE 3 82,8 86,8 88,6 84,0 89,5 93,1
GASPA 2 76,3 81,2 82,4 85,9 97,4 99,7
VIOAR 2 70,0 80,8 84,3 73,2 80,8 84,8
POLCO 2 66,8 71,4 75,9 79,3 89,6 91,5
SINAR 2 86,9 90,8 91,7 86,8 96,0 98,9
CENCY 2 69,4 79,7 815 74,9 85,3 87,4
THLAR 2 80,7 82,8 84,9 82,2 87,4 89,5
CIRAR 1 70,0 71,5 83,0 75,0 83,0 85,0
MYOAR 1 80,0 82,5 87,3 88,8 100,0 100,0
GAETE 1 65,0 65,0 70,0 67,5 78,8 82,8

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

v' for dose 0,8 L/ha at 14 DA-B and 28 DA-B the efficacy slightly differ. One weed was tolerant
(AMARE), six were moderately tolerant (MATIN, CHEAL, SOLNI, POLCO, CENCY, GAEYE),
nine weeds were moderately sensitive (CAPBP, GALAP, STEME, VERHE, GASPA, VIOAR,
THLAR, CIRAR, MYOAR) and one weed was sensitive (SINAR) at 14 DA-B. Lack of tolerant
weeds, five weeds were moderately tolerant (AMARE, MATIN, CHEAL, SOLNI and GAETE),
eight weeds were moderately sensitive (GALAP, STEME, VERHE, VIOAR, POLCO, CENCY,
THLAR, CIRAR) and three weeds were sensitive (CAPBP, GASPA and MYOAR) at 28 DA-B.

v’ for dose 1,0 L/ha at 14 DA-B and 28 DA-B the efficacy slightly differ. Lack of tolerant weeds, two
weeds were moderately tolerant (AMARE and GAETE), thirteen weeds were moderately suscep-
tible (CAPBP, GALAP, MATIN, CHEAL, SOLNI, STEME, GASPA, VIOAR, POLCO, CENCY,
THLAR, CIRAR and MYOAR) and two weeds were sensitive (VERHE and SINAR) at 14 DA-B.
Lack of tolerant and moderately tolerant weeds, seven weeds were moderately susceptible
(MATIN, AMARE, CHEAL, SOLNI, VIOAR, CIRAR and GAETE) and ten weed were sensitive
(CAPBP, GALAP, STEME, VERHE, GASPA, POLCO, SINAR, CENCY, THLAR, and MY-
OAR) at 28 DA-B.

v for dose 1,5 L/ha at 14 DA-B and 28 DA-B efficacy results differ. Lack of tolerant and moderately
tolerant weeds, fourteen weeds were classified as a moderately sensitive (CAPBP, GALAP,
MATIN, AMARE, CHEAL, SOLNI, STEME, GASPA, VIOAR, POLCO, CENCY, THLAR, CI-
RAR and GAETE) and three weeds were sensitive (VERHE, SINAR and MYOAR) at 14 DA-B.
Lack of tolerant and moderately tolerant weeds, four weeds were moderately sensitive (AMARE,
MATIN, VIOAR and GAETE) and thirteen weeds were sensitive (CAPBP, GALAP, CHEAL,
SOLNI, STEME, VERHE, GASPA, POLCO, SINAR, CENCY, THLAR, CIRAR and MYOAR).

Based on the results achieved on studied weeds during 8 maize trials for pre-emergence use and post-
emergence use, it can be concluded that to consistently control frequently occurred weeds in maize,
Terbutylazyna 500 SC should be applied once pre-emergence (BBCH 00) or post-emergence (BBCH
12-16) at dose 1.0-1.5 L/ha. Higher dose should be applied in the case of high infestation, high major-
ity of weeds or worse weather conditions (ex. drought).

EFFICACY:

Terbuthylazine is generally considered effective in controlling a broad spectrum of broadleaf and grassy
weeds in maize cultivation. Terbuthylazine effectively manages a wide range of weed species, including
many annual grasses and broadleaf weeds that commonly affect maize fields. It can be applied before weed
emergence or shortly after, allowing for flexibility in managing weed growth stages. The herbicide provides
residual control, meaning it continuous to suppress weeds for period after application, reducing competi-
tion, during the critical growth stages of maize.
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All detail’s about efficacy methodology used during efficacy trials are presented above by Applicant. Sub-
mitted reports from field trials (8 in total) carried out in one EPPO zone (N-E) in Poland in one rowing
season (2022). Applicant studied different doses: 0.8 L/ha; 1.0 L/ha and 1.5 L/ha during 8 efficacy trials.
Applicant studied pre-emergence use (BBCH 00) and post-emergence use (BBCH 12-16) at the same 8
efficacy trials. All trials were carried out on different varieties of maize. Those 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 sprying, etc.

Following varieties of maize were studied: DKC3595 (for grain and silage), Salamandra (for silage), Ulan
(for grain and silage), Subito (for silage), Leonido (for grain and silage), DKC3088 (for grain), Amavit (for
grain and bioethanol) and Danubio (for grain). Applicant properly presented results separately for pre-
emergence and post-emergence use. Only trials with greater than 4-5 weeds/m? or over 2% ground cover
should be taken for assessment. According to EPPO PP 1/226 at least 6 fully supportive results for major
weeds and 2 trials for minor weeds should be required. According to Polish rules for major weeds — at least
4 trials are required and for minor weeds — at least 2 trials.

Submitted efficacy trials are correctly performed according to appropriate EPPO standards. Only one ex-
ception was noted (conducting studies during one growing season). Applicant presented explanations about
this. In the opinion of ZRMs, trials from one growing season for known active substance such as Ter-
buthylazine should be accepted.

Applicant classified the sensitivity of weeds by SANCO scale. However, weeds should be classified in line
to sensitivity scale accepted by Polish harmonization agreements and in line with the farmer’s habit. So,
ZRMs used following weed scale: sensitivity weeds (S) >85% eff.; moderately sensitivity (MS) 70-85%;
moderately tolerant (MT) 60-70& and tolerant weeds (T) <60%.

Applicant studied following weeds species during trials for pre-emergence and post-emergence use:
CAPBP (4 trials), GALAP (3), MATIN (3), AMARE (3), CHEAL (3), SOLNI (3), STEME (3), VERHE
(3), GASPA (2), VIOAR (2), POLCO (2), SINAR (2), CENCY (2), THLAR (2), CIRAR (1), MYOAR (1)
and GAETE ().

Weeds studied only in one trial (CIRAR, MYOAR and GAETE) should be not taken to assessment due to
not acceptable number of trials. Those major weeds in maize: AMARE (3 trials), CHEAL (3 trials), SOLNI
(3 trials) and POLCO (2 trials) were characterized by not sufficient number of trials (at least 4 are required),
so they should be excluded from GAP table and label project.

Following weeds can be acceptable in GAP table and label project: CAPBP, GALAP, MATIN, STEME,
VERHE, GASPA, VIOAR, SINAR, CENCY and THLAR.

Pre-emergence use:

EPPO code | Number of 28-40 DA-A 42-55 DA-A
trials 1,0 L/ha 1,5L/ha st. ref. 1,0 L/ha 1,5 L/ha st. ref.
product product

CAPBP 4 98,1 99,0 97,2 98,0 99,5 98,0
GALAP 3 89,4 91,6 90,1 88,8 92,3 89,8
MATIN 3 83,2 85,4 83,3 83,4 86,0 83,3
STEME 3 100,0 100,0 100,0 100,0 100,0 100,0
VERHE 3 99,8 100,0 100,0 100,0 100,0 100,0
GASPA 2 100,0 100,0 100,0 100,0 100,0 100,0
VIOAR 2 84,8 86,1 84,5 84,5 85,9 85,9
SINAR 2 100,0 100,0 100,0 100,0 100,0 100,0
CENCY 2 94,1 96,5 96,8 95,5 96,8 95,9
THLAR 2 92,5 92,5 92,2 92,8 92,7 934

On the basis of noted results it can be concluded that MATIN and VIOAR are moderately weeds and
CAPBP, GALAP, STEME, VERHE, GASPA, SINAR, CENCY and THLAR are sensitive weeds at dose
1,0 L/ha of Terbutylazyna 500 SC. All studied weeds were sensitive against dose 1,5 L/ha. Results were

comparable to st. ref. product (Tezosar 500 SC used at dose 1,0 L/ha).

Post-emergence use:

EPPO code | Number of 14 DA-B 28 DA-B
trials 1,0 L/ha 1,5 L/ha st. ref. 1,0 L/ha 1,5 L/ha st. ref.
product product
CAPBP 4 81,9 84,5 82,0 95,7 96,8 95,4
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GALAP 3 80,8 83,5 81,1 87,4 89,2 86,4
MATIN 3 70,4 73,3 70,0 78,9 82,4 80,1
STEME 3 83,4 84,2 83,3 88,9 91,6 89,0
VERHE 3 86,8 88,6 86,3 89,5 931 89,6
GASPA 2 81,2 82,4 81,8 97,4 99,7 96,5
VIOAR 2 80,8 84,3 80,7 80,8 84,8 83,3
SINAR 2 90,8 91,7 90,3 96,0 98,9 96,3
CENCY 2 79,7 81,5 78,8 85,3 87,4 86,2
THLAR 2 82,8 84,9 82,2 87,4 89,5 87,2

On the basis of noted results it can be concluded that CAPBP, GALAP, STEME, VERHE, GASPA, SINAR,
CENCY and THLAR are sensitive weeds at dose 1,0 L/ha and 1,5 L/ha of Terbutylazyna 500 SC. MATIN
and VIOAR are moderately sensitive against Terbutylazyna 500 SC used at dose 1,0 L/ha and 1,5 L/ha.
Results were comparable to st. ref. product (Tezosar 500 SC used at dose 1,0 L/ha).

Summary: The most effective for most studied weed species for pre- and post-emergence use on maize
was dose 1,0 L/ha and 1,5 L/ha. The rate should be adjusted according to the development stage of the
weeds and the weed species present in the field. The lower rate should be applied to weeds that are less
developed, in the higher of the recommended dose should be applied when weeds are more advanced in
development (post-emergence use) and worse agro-weather conditions (for ex. drought for pre- and post-
emergence use).

In Polish label following weeds species can be included:

v Pre-emergence Use:

Dose 1,0 L/ha: susceptible weeds: CAPBP, GALAP, STEME, VERHE, GASPA, SINAR, CENCY and
THLAR; moderately susceptible: MATIN and VIOAR

Dose 1,5 L/ha: susceptible weeds: CAPBP, GALAP, STEME, VERHE, GASPA, SINAR, CENCY,
THLAR, MATIN and VIOAR.

v Post-emergence use:

Dose 1,0 L/ha: susceptible weeds: CAPBP, GALAP, STEME, VERHE, GASPA, SINAR, CENCY and
THLAR, moderately susceptible: MATIN and VIOAR.

Dose 1,5 L/ha: susceptible weeds: CAPBP, GALAP, STEME, VERHE, GASPA, SINAR, CENCY and
THLAR; moderately susceptible weeds: MATIN, VIOAR.

ZRMs not accepted proposed by Applicant water volume: 100-400 L/ha. During trials only 300 L/ha was
studied. Reference product (Tezosar 500 SC) is registered for use at 150-300 L/ha. So, ZRMs recommended
also volume 150-300 L/ha for Terbutylazyna 500 SC.

ZRMs accepted proposed by Applicant application window for pre-emergence use (BBCH 00) and post-
emergence use (BBCH 12-16) as in line to submitted and assessed trials.

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

Maize (Zea mays L.) production continues to grow globally, including in Central Europe (Andr et al., 2014),
and this trend is expected to persist (Tatsumi et al., 2011). Maize is also the main crop for biogas production
(Amon et al., 2007). Effective weed control is crucial for maize growth, as it has limited competitive ability
(Ghanizadeh et al., 2014). Due to its sowing period in Europe, a diverse weed flora of grasses and broadleaf
species is common (Baghestani et al., 2007; Kolafova et al., 2014; Pannacci & Tei, 2014). Traditionally,
pre-emergence terbuthylazine applications have been used to control these weeds due to its broad spectrum,
long-lasting effect, maize tolerance, and efficacy (Schulte et al., 2012). However, short rotations or maize
monoculture with repeated herbicide use have increased difficult to control weeds, prompting farmers to
use more diverse strategies (Meissle et al., 2010). In 2004, terbuthylazine continuous to be a major compo-
nent of herbicide programs in Europe, especially in maize. At a country level, the Netherlands treats almost
100% of maize, while on the low end, Austria treats 35% of maize hectares with terbuthylazine. Approxi-
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mately 60% of the combined area in maize production in Europe received terbuthylazine, including Ger-
many, Italy and Belgium. Terbuthylazine is used in more than 45 countries and remains a key weed control
tool in crops such as maize, sorghum, pea, bean, lupine, grape, pome fruit, citrus and vine (Bruce et al.
208). Like many herbicides, there is a concern about weeds developing resistance to terbuthylazine over
time due to repeated and extensive use.

Terbuthylazine is a triazine herbicide that inhibits photosynthesis in target plants by binding to the photo-
system Il complex. Resistance to Terbuthylazine and related triazine herbicides has been documented in
some weed species. The development of resistance occurs primarily through genetic mutations in the weed
population that alter the target site of the herbicide, reducing its effectiveness. Photosystem Il inhibitors
(C1/5) group comprises of very large number of herbicidal active ingredients and Terbuthylazine is just
one active substance out of 25. In spite of significant resistance of weeds to herbicides representing photo-
system Il inhibitors group only 5 weed species and 6 cases were found to develop resistance directly to
Terbuthylazine. There is no report documenting weeds species resistant to Terbuthylazine from Poland.
Triazine resistance has been reported in several weed species worldwide, affecting crops where these herb-
icides are frequently used. Resistance can result in the need for higher doses or alternative weed manage-
ment strategies.

Factors contributing to resistance: continuous and heavy reliance on terbuthylazine can select for resistant
individuals within a weed population. Growing the same crops year after year can help resistant weeds to
thrive and dominate.

Management strategies: Using herbicides with different modes of action can help prevent the development
of resistance. Combining chemical, cultural and mechanical control methods. Regularly monitoring fields
for signs of resistance and mapping resistant weed populations. Overall, while terbuthylazine is effective,
prudent management and strategic use are critical to minimizing the risk of resistance development in weed
populations.

The Applicant has provided a resistance risk assessment according to the standard: EPPO PP1 PP 1/213 (4)
resistance risk analysis. Weeds are one of the most important reducing factors for crop yield reduction.

Terbuthylazine is a group code HRAC Group 5 (Legacy C1 herbicide (triazine). Any weed population may
contain individual weeds naturally resistant to terbuthylazine and other group code 5 herbicides. Resistance
of Amaranthus hybridus to the chemical family of triazine has been observed in South Africa and Europe
(ex. Czech Republic). If a triazine treatment has been ineffective in the control of the above-mentioned
weeds, do not retreat with a herbicide from the same chemical group. Resistant individuals can eventually
dominate the weed population if these herbicides are used repeatedly. Resistant weeds may not be con-
trolled by terbuthylazine or any other group code 5 herbicide. In line to weed.science org, six cases of
resistance against terbuthylazine were noted. Four cases were noted in Czech Republic (Polygonum lapathi-
folium, Amaranthus retroflexus, Chenopodium album and Senecio vulgaris), one case in Italy (Amaranthus
retroflexus) and one in New Zealand (Solanum nigrum). The probability of development of resistance or
cross-resistance of weeds to terbuthylazine in EU and PL can be considered as a moderately high. The
evaluation of the agronomic risk concludes that terbuthylazine bears a moderately to high risk of resistance
in the EU.

The abidance of the requirements within the good agricultural practices is necessary. The resistance man-
agement is coordinated by HRAC recommendations. Applying the anti-resistance use recommendations,
development of resistance can be considerably decreased or avoided. The restriction should be put on the
label. ZRMs accepted the resistance strategy form label of Terbutylazyna 500 SC proposed by Applicant:

Resistance Management Strategy:
To reduce the risk of herbicide resistance in weeds, Best Agricultural Practices recommend:
— strictly following the product label for the correct dosage and timing for optimal weed control.

— adjusting herbicide selection and application timing based on dominant weed species and infesta-
tion thresholds.

— rotating herbicides with different modes of action.
— using herbicide mixtures with diverse action mechanisms.
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— applying herbicides with multiple action pathways.
— limiting a herbicide's use to once per growing season.
— adapting tillage to field and weed conditions.

integrating crop rotation and certified seeds, cleaning equipment, reporting control failures, and consulting
authorized advisors for guidance.

3.3.2 Adverse effects on treated crops

Phytotoxicity effect:

Terbuthylazine, when applied to maize, can exhibit phytotoxicity effects under certain conditions. Phyto-
toxicity refers to the toxic effect a chemical substance can have on plants, which may manifest as growth
inhibition, chlorosis, necrosis or even plant death. Over-application or incorrect dosage can increase the
likehood of phytotoxicity. Soil type, pH, and organic matter content can influence the herbicide’s availa-
bility and hence its phytotoxic potential. Weather patterns, specifically temperature and rainfall, can affect
how maize plants absorb and metabolize the herbicide. Understanding, the factors that influence ter-
buthylaine’s phytotoxic effects can help in managing its application and minimizing any adverse impacts
on maize crops.

In the evaluation process the fact that the active ingredient — terbuthylazine is used in many plant protection
products and has been commonly used in crop protection for many years were taken into consideration.
The Applicant submitted in total 5 selectivity trials conducted on herbicide (Terbutylazyna 500 SC) con-
taining this active substance. The selectivity evaluation of the herbicide was performed according to appro-
priate EPPO guidelines. The evaluation of herbicide selectivity was carried out 4-5 per season. Results were
described in percent of destruction of plant for herbicide treatment compared to plant for unwanted, where
0% means no phytotoxicity and 100% - complete destruction. Phytotoxicity assessment was carried out
with the use of different cultivars of maize. Dosages N (1,5 L/ha) and 2N (3,0 L/ha) for Terbutylazyna 500
SC and dose N (1,0 L/ha) and 2N (2,0 L/ha) for st. ref. product (Tezosar 500 SC) were studied in 5 selec-
tivity trials carried out in PL (N-E EPPO zone) in 2022. All treatments were sprayed broadcast foliar at
spray volume 300 L/ha using a backpack boom sprayer (3.0 m boom length with 6flat fan nozzles) pre-
emergence (A) of the crop and post-emergence (B) of the crop. No problems were encountered during
mixing or application of the treatments. Experimental details and assessment methods were in accordance
to EPPO standards. Results were comparable to standard reference products.

Overall summary of maize vigor in all selectivity trials conducted in maize where Terbuthylazine 500 SC
was applied pre- and post-emergence:

Levels of phytotoxicity

Terbutylazyna 500 SC

TEZOSAR 500S.C.

1,5 L/ha (N dose)

3,0 L/ha (2N dose)

1,0 L/ha (N dose)

2,0 L/ha (2N dose)

0%

5

5

0.1-5%

>5-10%

o|o(o|u,

0
0
0

o|o(o|u,

o|o|o

>10-15%

>15%

0

0

0

0

No phytotoxicity symptoms were observed for any tested dosage for all tested maize varieties. The crop
developed normally and did not involve a loss in yield at harvest.

Also, phytotoxicity effects of Terbutylazyna 500 SC were assessed during 8 efficacy trials. No phytotoxi-
city effect was observed in any trial for recommended doses: 1,0 L/ha and 1,5 L/ha. Results were compared
to st. ref. product.

In briefly summary, it can be stated that Terbutylazyna 500 SC is safe for maize crops at recommended
doses (1,0 L/ha and 1,5 L/ha) when is used in line to label recommendations.

Effect on the vyield:

Terbuthylazine is effective in controlling a wide range of weed species, which can improve maize yield by
reducing competition for nutrients, water and sunlight. When used correctly and under optimal conditions,
terbuthylazine can help increase maize yield by effectively controlling weeds. However, careful manage-
ment is required to avoid negative outcomes that may arise from its phytotoxic potential. It is crucial for
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users to adhere to recommended application guidelines and consider environmental and sol conditions to
maximize the positive impacts on maize yield.

Applicant submitted in total 5 selectivity trials carried out on maize in Poland in 2022. To evaluate the
selectivity of Terbutylazyna 500 SC when applied pre-emergence and post-emergence in maize. Submitted
trials are sufficient in the opinion of ZRMs. Those evaluation was carried out in line to EPPO guideline. In
all trials no detrimental effect on the yield was recorded at the proposed dose rate and even at the double
dose rate. Application of Terbutylazyna 500 SC provided a yield similar to the untreated plots and to those
treated with the reference product. No statistical differences were observed between untreated and treated
plots and also between the tested product and the standard product.

Effect on the gquality of yield:

The quality of maize yield treated with terbuthylazine herbicide can be influenced in several ways, largely
dependent on application practices and environmental conditions. The proper and regulated use of ter-
buthylazine can significantly benefit the quality of maize yield by promoting healthier plant growth and
reducing weed-related competition. However, careful management is necessary to prevent any adverse ef-
fects that might arise from overuse or misuse, ensuring the quality of maize remain high.

Applicant submitted in total 5 selectivity trials carried out on maize in Poland in 2022. To evaluate the
selectivity of Terbutylazyna 500 SC when applied pre-emergence and post-emergence in maize. Submitted
trials are sufficient in the opinion of ZRMs. Those evaluation was carried out in line to EPPO guideline.
Submitted trials are sufficient in the opinion of ZRMs. Impact of Terbutylazyna 500 SC on quantity and
quality of yield was evaluated during selectivity trials. Following parameters were studied: moisture, TGW
and HLW. In all trials no detrimental effect on the quality of yield was recorded at the proposed dose rate
and even at the double dose rate. Application of Terbutylazyna 500 SC provided a quality yield similar to
the untreated plots and to those treated with the reference product. No statistical differences were observed
between untreated and treated plots and also between the tested product and the standard product.

3.3.3 Observations on other undesirable or unintended side-effects

No new data was submitted in the framework of this application.

Effect on the transformation processes:

Maize treated with Terbuthylazine may influence transformation processes such as silage production, bio-
fuel generation and alcohol fermentation.

Silage production: Terbuthylazine residues can affect the microbial flora responsible for fermentation in
silage production. It is essential to monitor residue levels to avoid negative impacts on fermentation effi-
ciency and to ensure nutritional value is maintained.

Biofuel production: residues might interfere with microorganisms, compromising ethanol yields. Ensuring
low residue levels can help maintain efficient fermentation. Terbuthylazine might also impact anaerobic
digestion processes used in biogas production, as chemical residues could inhibit microbial activity needed
for effective gas yield.

Alcohol production: Terbuthylazine residues could hinder yeast activity, prolonging fermentation time or
reducing alcohol yield. Proper residue management ensures effective fermentation.

Strict adherence to herbicide application guidelines is crucial to minimize residues. While Terbuthylazine
treated maize can be still utilized in the production of silage, biofuels and alcohol, careful management of
herbicide residues is critical to ensure these processes are efficient and yield high quality products.

In the opinion of ZRMs, considering that product is applied pre-emergence (BBCH 00) or early post-emer-
gence (BBCH 12-16) 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.

Effect on the propagating purposes:

Terbutylazyna 500 SC is a basically soil-applied, pre-emergence or early post-emergence of herbicide of
which decomposes in plants to non-toxic metabolites during the vegetation period. Information’s about
residues should be presented in the Residue Section.
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The active substance: Terbuthylazine, is commonly used for many years in many countries. No adverse
effects on parts of plant used for propagating purposes were reported. Therefore, it can be assumed that
application of Terbutylazyna 500 SC in maize will pose no risk for maize propagation capabilities.

Impact on the succeeding crops:

The effects of Terbuthylazine on succeeding crops largely depends on factors such as soil type, environ-
mental conditions, timing of application and subsequent crop selections. Implementing careful management
can help mitigate adverse effects while benefiting from its weed control properties.

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

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

Applicant did not present any results and information’s about impact on the succeeding crops. The half-life
(DTso) for Terbuthylazine is 77-169 days. Product decomposes in the soil during the growing season with-
out endangering crops. Therefore, it can be assumed that application of Terbutylazyna 500 SC in maize will
pose no risk for succeeding crops. As regards effects on succeeding crops the applicant proposed the fol-
lowing label text which was accepted by ZRMs.

Necessary precautions to prevent the negative impact on succeeding crops should be included in the label
claim: “The PPP decomposes in the soil during the growing season to a level that does not pose a risk to
subsequent crops. In the event of an early termination of the treated crops (due to plant damage from frost,
diseases or pests), only corn can be cultivated after pre-sowing tillage”.

Impact on the adjacent crops:
The application of Terbuthylazine herbicide in maize cultivation can significantly impact adjacent crops.
During application, Terbuthylazine can drift to nearby fields, potentially harming adjacent crops that are
more sensitive to the herbicide. Terbuthylazine can leach into neighbouring areas through soil movement
or runoff, leading to residual herbicide affecting the germination and growth of nearby crops.
To minimize negative impact on adjacent crops, should be consider:

— buffer zones: for protecting adjacent fields from drift and residue

— application timings: use at optimal weather conditions for application to reduce the risk of drift to

nearby crops.

Proper management practices are essential to safe guard neighbouring crops while still benefiting from the
herbicide’s effectives in weed control.
Generally, the product is a foliar herbicide effective on broadleaf weeds. Therefore, warning to avoid spray
drift on adjacent crops should appear on the label. Terbutylazyna 500 SC effectively control broadleaf
weeds therefore users must exercise caution to avoid drift or vapours which may cause stunting or discol-
oration and damage to non-target foliage.

Detailed assessment of predicted rates of Terbutylazyna 500 SC in off-field areas, the TER values describ-
ing the risk for non-target plants should be described in Ecotoxicological sections.

Impact on_beneficial and non-target organisms:
Detailed studies on the possible adverse effects to beneficial organisms are submitted and summarised in
part B of Ecotoxicology Section.

The impact of terbuthylazine herbicide on beneficial and non-target organisms is a significant concern in
agricultural practices. Exposure to terbuthylazine may lead to reduced earthworm populations. While ter-
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buthylazine is not typically directly applied to flowering plants, drift or runoff can affect pollinator popu-
lations, such as bees. If terbuthylazine enters water bodies through runoff, it can harm aquatic organisms,
including fish and amphibians.

To protect beneficial and non-target organisms, consider implementing the following strategies:

— Integrated Pest Management: use biological control agents and cultural practices alongside herbi-
cides to maintain ecological balance.

— Targeted application: apply terbuthylazine in a manner that minimizes exposure to non-target or-
ganisms, such as applying during calm weather to reduce drift.

Buffer zones: create buffer zones around sensitive habitats to protect beneficial organisms from herbicide
exposure.

3.4 Methods of analysis (Part B, Section 5)

34.1 Analytical method for the formulation

Analytical methods for determination of terbuthylazine in product H-01-2022 was not evaluated as part of
the EU review of this active substance. Therefore, all relevant data are provided and are considered ade-
quate.

The determination of terbuthylazine was performed after dilution with acetonitrile by HPLC analysis with
DAD detection. The range of linearity of the analytical graph, selectivity and specificity, precision and
accuracy were determined. The method was fully validated according to SANCO 3030/99 rev.5 and assure
appropriate active substances determination in the formulation H-01-2022.

Analytical Validation Criteria

Results for terbuthylazine

Acceptability according to
SANCO 3030/99 rev. 5

Specificity No interference Interference <3% of analyte
Correlation coefficient r?=0. 9993 r’>0.98
Precision (Horrat) 0.33 Horrat< 1
Accuracy 101.5% 90-110 %

The determination of relevant impurities (atrazine, propazine, simazine) was performed by HPLC-DAD
method. This method was also fully validated according to SANCO 3030/99 rev.5 and assure appropriate
relevant impurities determination in the formulation H-01-2022.

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

definitions for terbuthylazine. All analytical methods are active substances data and were provided in the
EU review of terbuthylazine and were considered adequate.

Commodity/crop Supported/

Not supported

Maize (seeds) Supported
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35 Mammalian toxicology (Part B, Section 6)

3.5.1 Acute toxicity

No acute toxicity studies were performed for product H-01-2022. The classification of product is based on
the composition of the product and was performed according to the Regulation (EC) of the European Par-
liament and of the Council No. 1272/2008 of December 16™, 2008, on classification, labelling and pack-
aging of substances and mixtures. Details on composition and classification of formulants are provided in
dRR Part C.

Hazard categories
with regard to toxicological data

Acute oral toxicity Acute Tox. 4, H302

According to Regulation (EC) No. 1272/2008 no clas-
sification is required.
According to Regulation (EC) No. 1272/2008 no clas-
sification is required.
According to Regulation (EC) No. 1272/2008 no clas-
sification is required.

Eye Irritation Eye Irrit. 2, H319

Product classification

Acute dermal toxicity

Acute inhalation toxicity

Skin Irritation

Skin sensitisation Skin Sens. 1, H317

Specific target organ toxicity - repeated exposure STOT RE 2, H373

3.5.2 Operator exposure

The operator exposure was assessed against the AOELSs for terbuthylazine (EFSA Journal 2011; 9(1):1969).
Proposed dermal absorption rates used for the calculations are based on dermal absorption study on a for-
mulation H-01-2022.

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

According to the model calculations, it can be concluded that the risk for the operator using H-01-2022 on
intended uses presented in GAP table is acceptable if operator is equipped with work wear (arms, body and
legs covered) and protective gloves during mixing/loading.

35.3 Worker exposure

The worker exposure was assessed against the AOELSs for terbuthylazine (EFSA Journal 2011; 9(1):1969).
Proposed dermal absorption rates used for the calculations are based on dermal absorption study on a for-
mulation H-01-2022.

Worker exposure was modelled using the AOEM EFSA model (Guidance on the assessment of exposure

of operators, workers, residents and bystanders in risk assessment for plant protection products; EFSA
Journal 2022;20(1):7032) OPEX version: 1.0.1.).
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The results of the exposure estimations show that the use of H-01-2022 according to the list of intended
uses presented in GAP Table, causes no health risk for the worker if the workwear (arms, body and legs
covered) is used. The calculated exposure level to terbuthylazine is lower than the value of AOEL for this
active substance.

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

3.54 Bystander and resident exposure

The bystander/resident exposure was assessed against the AOELS for terbuthylazine (EFSA Journal 2011;
9(1):1969). Proposed dermal absorption rates used for the calculations are based on dermal absorption study
on a formulation H-01-2022.

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

The reference value acutely toxic active substance (RVAAS) for terbuthylazine is not allocated. Conse-
guently, it is assumed that the estimation of bystander exposure is covered by the calculation of resident
exposure towards this active substance.

The long-term exposure of residents (children) to terbuthylazine via re-entry and the sum of all pathways,
calculated with the EFSA calculator, was estimated to be slightly above the systemic AOEL for this ac-
tive substance. Calculation performed with additional model (German bystander and resident model)
shows no exceedance of AOEL for terbuthylazine.

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

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

e “During spraying, a protection zone of at least 5 m away from residential buildings/habitats and
bystanders should be used.”

e “During spraying, appropriate techniques to reduce product drift (anti-drift nozzles) should be
used.”

It can be concluded that the incidental short-time exposure of bystander and resident (children and adult)
to terbuthylazine contained in the formulation H-01-2022 causes no risk to human health if the product is
used in accordance with the intended uses listed in the GAP Table and using above risk mitigation
measures.

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

3.6.1 Residues

Stability of residues

According to EFSA, 2011, residues of terbuthylazine and its metabolites in cereal samples are con-sidered
to be stable at least for 24 months at -18°C.

Metabolism

All metabolism data are active substance data and were evaluated in the EU review. The intended uses are
covered by the available metabolism studies reported in the EU.
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Plant residue definition for monitoring Terbuthylazine (MTO0) (EFSA, 2011, 2020; Reg. (EU) 2021/1795)

Plant residue definition for risk assessment Sum terbuthylazine (MTO0), desethyl-terbuthylazine
(MT1) and desethyl-hydroxy-terbuthylazine (MT14) (EFSA, 2011, 2017, 2020)

Conversion factor from enforcement to RA Not necessary for maize grains (all residue data <LOQ)
(EFSA 2011,2020)

Animal residue definition for monitoring and risk assessment (EFSA Journal 2020;18(1):59800):
Ruminants

Milk: Sum of terbuthylazine and MT1, expressed as terbuthylazine

Muscle, fat, liver and kidney: open

Pigs: not triggered; Poultry: not triggered

Magnitude of residues in plants

Proposed GAP: maize, 1 application, BBCH 00 and 12-16); Application rate per treatment: 500-750 g as/ha.
Targeted range: 1.0-1.5 L/ha every 3 years

Maize is a major crop in Northern Europe. Therefore, 8 NEU trials are required to support the proposed
use.

GAP on which MRL/EU a.s. assessment is based: 1 x 0.75 kg as/ha, , pre-emergence and BBCH 12-16 PHI
is not relevant, outdoor

No new data are submitted in the framework of this application.

Applicant refers to EU unprotected trials results:
E (mg/kg): 8 X <0.02 mg/kg

RA (mg/kg):

MTO: 8x <0.02

MT1: 8x <0.02

MT14: 8x <0.02

Total residues: 8x <0.06 mg/kg

Forage (mg/kg):

MTO: 8x <0.02

MT1: 8x <0.02

MT14: 7x <0.02, 0.03

Total residues: 7x <0.06, 0.07 mg/kg

The data submitted show that no exceedance of the MRL will occur (Reg. (EU) 2021/1795).

Uses are acceptable

Magnitude of residues in livestock

The data evaluated during the Annex | inclusion of terbuthylazine are considered sufficient. No further
studies are required.

Processing studies

EFSA Journal 2020;18(1):5980: Standard hydrolysis studies are not available and were not considered
necessary because residues of terbuthylazine in primary crops were below limit of quantification (LOQ).

No significant residues, i.e. >0.1 mg/kg, were found in grain and therefore processing studies are not re-
quired. No further studies have been performed
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Magnitude of residues in representative succeeding crops

EFSA Journal 2020;18(1):5980: Residues in following crops are expected to be low. However, residues of
MT1 and MT14 above the LOQ occur in sunflower seeds, rape seeds, sugar beet tops and cereal straw
however not at PBIs above 1 year.

Risk mitigation measures recommended for rotational crops: one year plant-back interval or deep ploughing
(more than 20 cm soil mixing) to dilute soil concentrations noting that a ploughing depth of 30 cm reduces
soil residues by a factor of 1.5 and a ploughing depth of 40 cm by 50 %. (according to the EFSA Journal
2020;18(1):5980).

Other / special studies

Studies are not required for maize.

Estimation of exposure through diet and other means

The proposed uses of terbuthylazine in the formulation H-01-2022 does not represent unacceptable chronic
and acute risks for the consumer.

Note: Use restricted to once every third year on the same field at a maximum rate of 850 g/ha (Ter-
buthylazine, SANCO/11337/2011 rev 3, 17 June 2011, 24 March 2021; Commission Implementing Regu-
lation (EU) 2021/824 of 21 May 2021).

3.6.2 Consumer exposure

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

ADI 0.004 mg/kg bw/day

TMDI (% ADI) according to EFSA PRIMo rev. 3.1 | 55% (based on NL toddler diet)
IEDI (% ADI) according to EFSA PRIMo rev. 3.1 Not relevant. TMDI < 100%.
ARfD 0.008 mg/kg bw

IESTI (% ARfD) according to EFSA PRIMo rev. 3.1 | Unprocessed commodities - children

5% Maize/corn (based on UK infant diet)
Unprocessed commaodities - adults

2% Maize/corn (based on FI men diet)

Processed commodities - children

17% Maize/oil (based on NL toddler diet)

2% Maize/processed (not specified) (based on NL tod-
dler diet)

Processed commodities - adults

10% Maize/oil (based on NL general population)
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The proposed uses of terbuthylazine in the formulation H-01-2022 does not represent unacceptable chronic
and acute risks for the consumer.

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

3.7.1 Predicted environmental concentrations in soil (PECsoil)

PECsoi modelling for terbuthylazine and its metabolites MT1 and MT13 was performed with Excel calcu-
lator based on simple equations included in FOCUS guidance — FOCUS (1997): Soil persistence models
and EU registration. PEC,i for formulation was obtained from PECs; for active substance taking into
account content of active substance and density of the formulation. The obtained PECsoil values were used
in further risk assessment. The metabolite desethy-hydroxy-terbuthylazine (MT14) is considered to be a
minor metabolite, present at only 1.9% AR so PECs.i Was not calculated.

3.7.2 Predicted environmental concentrations in groundwater (PECgw)

PECgw for terbuthylazine and its metabolites MT1, MT13, MT14, LM1, LM2, LM3, LM4, LM5, LM6
after application to maize were calculated with PELMO 6.6.4, PEARL 5.5.5 and MACRO 5.5.4. In accord-
ance with Commission Implementing Regulation (EU) 2021/824 of 21 May 2021 amending Implementing
Regulations (EU) No 540/2011 and (EU) No 820/2011 as regards the conditions of approval of the active
substance terbuthylazine. Use of terbuthylazine shall be limited to one application every three years on the
same field at a maximum dose of 850 g terbuthylazine per hectare.

PECgw for the active substance and metabolite LM1 are below the trigger value of 0.1 pg/L. There is no
unacceptable risk of groundwater contamination with those molecules. PECgw are above the trigger value
of 0.1 pg/L and in most cases above the trigger value of 0.75 pg/L. Further evaluation of metabolites rele-
vance was performed in dRR Part B Section 10.

3.7.3 Predicted environmental concentrations in surface water (PECsw)

PEC,w for terbuthylazine and its metabolites MT1, MT13, MT14 and MT26 after application to maize were
calculated with FOCUS STEPS 1-2 v3.2, FOCUS SWASH v5.3, FOCUS PRZM v4.3.1, FOCUS MACRO
v5.5.4, FOCUS TOXWA v5.5.3, SWAN v.5.0.1. PECs, values were used in aquatic risk assessment.

3.74 Predicted environmental concentrations in air (PECair)

The fate and behaviour of terbuthylazine in air was evaluated during the EU review. The active substance
terbuthylazine has a vapour pressure of 9.0 x 10° Pa m®mol at 25 °C and could be considered volatile.
Volatilization of terbuthylazine from plant was < 10.2 % after 24 hours and from soil < 13.8 % after 24
hours. However due to rapid photochemical degradation, exposure of adjacent surface waters and terrestrial
ecosystems by the terbuthylazine due to volatilization with subsequent deposition is not considered.
Terbuthylazine does not need to be assessed for long range transport due to low DTso in air.
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3.8 Ecotoxicology (Part B, Section 9)
3.8.1 Effects on terrestrial vertebrates
Birds

The refinement risk assessment for birds for maximum dose rate at 750 g s.a./ha performed by Applicant
for wood pigeon based on the PD refinement value based on Ljunggren (1968) study may be questioned.
The Applicant should complete the informations:

1. Justification to use the study from Sweden (northern zone).

2. Please also discuss if the PD study was performed in a maize environment, in the correct season.
Was the diet based on volume percentages, or mass percentage or something else? Were correct conversion
factors be considered? Etc Please check appendix Q in the guidance.

The refinement risk assessment for birds should be considered by MSs level.

Terrestrial vertebrates (other than birds)

Uses are accepted for the maximum dose 500 g s.a./ha.

The risk for earthworm-eating mammals due to exposure via bioaccumulation in earthworms (secondary
poisoning) for the maximum rate of 750 g as/ha should be provided. The refinement risk assessment for
mammals should be considered by MSs level. The refinement risk assessment for mammals was corrected
by zRMS. According to both EFSA 2009 and EFSA 2023 as well as the zonal agreements, interception
cannot be considered in early stages. Also for the use of pre-emergence application and post- emergence
exposure, interception should not be used. The TER for maximum dose rate 750 g s.s./ha is slightly below
trigger value 5 (4.97). In opinion this TER should be accepted. The further risk assessment is not needed.
The refinement risk assessment for mammals should be considered by MSs level.

3.8.2 Effects on aquatic species

Effects on aquatic organisms for H-01-2022 were not evaluated as part of the EU review of terbuthylazine.
The studies on effects of H-01-2022 on algae, Daphnia magna and aquatic plants were submitted in this
dossier and deemed acceptable for evaluation and authorisation of H-01-2022.

Risk assessments for H-01-2022 with the proposed use pattern was carried out according to the latest guid-
ance for risk assessment for aquatic organisms in edge-of-field surface water EFSA Journal 2013;
11(7):3290.

PEC/RAC values were calculated on the basis of PECsw calculations as well as worst case toxicity end-
points from studies for active substance, metabolites and formulation H-01-2022. PECsw Step 3/RAC val-
ues for active substance were less than 1 for few scenarios so further evaluation with Step 4 PECsw was
performed. On the basis of PEC/RAC values it was concluded that the application of H-01-2022 does not
pose unacceptable risk for aquatic organisms under condition that ap-propriate risk mitigations are ap-plied.

For Poland D3, D4 and R1 scenarios are relevant so it can be concluded that H-01-2022 used to protect
maize according to proposed GAP does not pose unacceptable risk to aquatic organisms under condition
that: 5m vegetated buffer zone is applied.

Classification of H-01-2022 was done on the basis of formulation H-01-2022 studies’ results as well as
active substance and co-formulants properties. The proposed classification of the product H-01-2022 is:

Aguatic Acute 1, H400
Aguatic Chronic 1, H410
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Based on the results with consideration FOCUS STEP 4 for scenarios relevant for Poland the following
risk mitigation are required:

-5m buffer non-spray zone with 5 meter vegetated filter strip to surface water bodies

Final risk mitigation measures should be considered at MSs level.

3.8.3 Effects on bees

The evaluation of the risk for bees was performed in accordance with the recommendations of the “Guid-
ance Document on Terrestrial FEcotoxicology”, as provided by the Commission Services
(SANCO0/10329/2002 rev.2 (final), October 17, 2002). The required study on oral and contact toxicity of
the formulated product H-01-2022 to honeybees was conducted and considered to be valid. The endpoints
as proposed by the Notifier are considered acceptable and are used in the risk assessment. All hazard quo-
tients for acute oral and acute contact exposure were below 50, the Commission Regulation (EU) No.
546/2011 criterion, indicating low risk to honey bees. The chronic studies with formulation H-01-2022
were submitted. The studies were accepted by ZRMS. The risk assessment based on these studies should be
considered when GD for Bees, 2013 is implemented at EU level. Final decision should be taken into account
at MSs level.

3.84 Effects on other arthropod species other than bees

Effects on non-target arthropods for H-01-2022 were not evaluated as part of the EU review of ter-
buthylazine. The studies on effects of H-01-2022 on arthropods were submitted in this dossier and deemed
acceptable for evaluation and authorisation of H-01-2022.

Risk assessments for H-01-2022 with the proposed use pattern was carried out according to the guidance
for risk assessment for arthropods “Guidance Document on Terrestrial Ecotoxicology”, as provided by the
Commission Services (SANCO0/10329/2002 rev.2 (final), October 17, 2002) and in consideration of the
recommendations of the guidance document ESCORT 2.

The in-field and off-field risk of H-01-2022 to non-target arthropods was assessed from Hazard Quotients
(HQ) between toxicity endpoints estimated from studies with the formulated product H-01-2022 as well as
in-field and off-field predicted environmental rate. No risk was determined in-field and off-field after ap-
plication of H-01-2022 according to proposed GAP. No risk management measures are required.

3.8.5 Effects on soil organisms

Effects on earthworms and other soil micro-organisms for H-01-2022 were not evaluated as part of the EU
review of terbuthylazine. The studies on effects of H-01-2022 on earthworms and other micro and macro-
organisms were submitted in this dossier and deemed acceptable for evaluation and authorisation of H-01-
2022.

Risk assessments for H-01-2022 with the proposed use pattern was carried out according to the guidance

for risk assessment for terrestrial ecotoxicology “Guidance Document on Terrestrial Ecotoxicology”,
(SANCO/10329/2002 rev.2 final, 2002).

Earthworms

The risk of H-01-2022 to earthworms was assessed from toxicity exposure ratios (TERs) between the se-
lected toxicity endpoints for metabolites and the formulated product H-01-2022 as well as the maximum
soil PECs.
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The chronic TER values were greater than the trigger of 5 indicating an acceptable risk to earthworms
following application of H-01-2022 according to proposed GAP. No risk management measures are re-
quired.

The Applicant should provide a comparison of these formulations in terms of their toxicity to different
groups of organisms and also a comparison of their physicochemical properties (amount of active sub-
stance in the formulation, type of formulation, composition) in dRR B9 and in document C. In order to
demonstrate that both formulations are comparable in terms of ecotoxicology or that the formulation
used in the higher-tier risk assessment is a worse case. The risk assessment for earthworms should be
considered at the level of the Member States.

Folsomia candida and Hypoaspis aculeifer

The risk of H-01-2022 to Folsomia candida and Hypoaspis aculeifer was assessed from toxicity exposure
ratios (TERS) between the endpoint for the formulated product H-01-2022 as well as the maximum soil
PECs.

The acute and chronic TER values were greater than the trigger of 5 indicating an acceptable risk to Folso-
mia candida and Hypoaspis aculeifer following application of H-01-2022 according to proposed GAP. No
risk management measures are required.

Micro-organisms

The risk of H-01-2022 to soil micro-organisms was evaluated by comparison of no-effect concentration in
soil, derived from laboratory tests for active substance, metabolites and the formulated product H-01-2022
with predicted application concentrations (PECs).

Considering to the performed risk assessment it was assessed that the application of H-01-2022 according
to proposed GAP does not pose unacceptable risk to soil micro-organisms. No risk management measures
are required.

3.8.6 Effects on non-target terrestrial plants

Effects on non-target terrestrial plants for H-01-2022 were not evaluated as part of the EU review of ter-
buthylazine. The studies on seedling emergence and vegetative vigour for H-01-2022 were submitted in
this dossier and deemed acceptable for evaluation and authorisation of H-01-2022.

The risk of H-01-2022 to non-target plants was assessed from toxicity exposure ratios between toxicity
endpoints for the formulation H-01-2022 and off-field predicted environmental rate.

The risk of H-01-2022 to non-target plants was evaluated by comparison of toxicity endpoints derived from
laboratory tests for the formulation H-01-2022 with application rates. According to the performed risk as-
sessment it was assessed that the application of H-01-2022 at maximum rate of 1.5 L/ha (750 g as/ha) does
not pose unacceptable risk to non-target plants provided risk mitigation measures are applied:

- 5m buffer zone or

- 50% nozzle reduction.
In case of lower application rate 1 L/ha no risk mitigation measures are required.

3.8.7 Effects on other terrestrial organisms (Flora and Fauna)

Not relevant.
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3.9 Relevance of metabolites (Part B, Section 10)

PECgw values for metabolites MT1, MT13, MT14, LM2, LM3, LM4, LM5 and LM6 were above 0.1 pg/L
for most scenarios and for some scenarios also above 0.75 pg/L. However, on the basis of toxicological
assessment according to the stepwise procedure of the EC guidance document SANCO/221/2000 — rev.10,
those metabolites are not relevant.

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

Product H-01-2022 contains terbuthylazine as active substance which is not approved as a candidate for
substitution.

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

Metabolism and residues:

Risk mitigation measures recommended for rotational crops: one year plant-back interval or deep ploughing
(more than 20 cm soil mixing) to dilute soil concentrations noting that a ploughing depth of 30 cm reduces
soil residues by a factor of 1.5 and a ploughing depth of 40 cm by 50 %. (according to the EFSA Journal
2020;18(1):5980)
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Appendix 1  Copy of the product authorization

\ MS assessor to insert details of the product authorization for MS country.

Not relevant.
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Appendix 2  Copy of the product label

Sekcja skutecznos$é: Dodano, ze srodek moze by¢ stosowany na kukurydzy uprawianej na ziarno, ki-
szonke i bioetanol. Zmieniono list¢ zaakceptowanych gatunkow chwastow i skale ich wrazliwosci. Re-
komendowana ilo$¢ wody to 150-300 L/ha. Pozostatych zapisow etykiety nie zmieniano.

Sekcja Pozostalosci:

Zmieniono akapit: nastepstwo roslin.

Zalecane srodki ograniczajace ryzyko dla upraw nastepczych (jedna z dwoch opcji do rozwazenia przez
aplikanta): roczna przerwa mi¢dzy sadzeniem roslin lub gieboka orka (mieszanie gleby po-wyzej 20 cm)
w celu rozcienczenia stezen gleby, przy czym nalezy zauwazyc, ze glebokos¢ orki wynoszaca 30 cm
zmniejsza pozostatosci gleby o wspolczynnik 1,5, a glebokos¢ orki wynoszaca 40 cm na 50%. (wedtug
EFSA Journal 2020; 18 (1): 5980).

W przypadku koniecznosci wezesniejszej likwidacji plantacji potraktowanej Srodkiem (w wyniku uszko-
dzenia roslin przez przymrozki, choroby lub szkodniki) roczna przerwa miedzy sadzeniem roslin innych
niz kukurydza. Kukurydz¢ mozna uprawia¢ w tym samym sezonie pod warunkiem nie zastosowania w
ochronie tej uprawy srodka ochrony ro$lin zawierajacego terbutyloazyne..

Sekcja losu:

Do etykiety srodka dodano nastepujace ograniczenie:

,»W celu ochrony wod podziemnych $rodek powinien by¢ stosowany raz na trzy lata na tej same;j
powierzchni”.

Sekcja ekotoksykologii:

Zastosowania sg zaakceptowane do maksymalnej dawki 500 g s.a./ha.

W celu ochrony wod podziemnych $rodek powinien by¢ stosowany raz na trzy lata, na tej samej po-
wierzchni.

W celu ochrony organizméw wodnych konieczne jest wyznaczenie zadarnionej strefy ochronnej o sze-
rokos$ci 5 metrow od zbiornikow i ciekéw wodnych.

W celu ochrony ro$lin i stawonogow niebedacych celem dziatania $rodka konieczne jest wyznaczenie
strefy ochronnej od terendw nieuzytkowanych rolniczo o szerokosci:

- 5 metrow lub,

- 1 metr z rownoczesnym zastosowaniem odpowiednich koncéwek do rozpylaczy redukujacych znosze-
nie cieczy uzytkowej o 50%.

Posiadacz zezwolenia:
ProAgri International Sp. z 0.0., ul. Dziekonskiego 1, 00-728 Warszawa, Polska, tel.: +48 71 314 64 54, e-
mail: contact@proagri.com, www.proagri.com

Podmiot wprowadzajacy Srodek ochrony roslin na terytorium Rzeczypospolitej Polskiej:
ProAgri sp. z 0.0., ul. Kolejowa 6, 56-420 Bierutow, Polska, tel.: +48 71 314 64 54, e-mail: contact@pro-
agri.com

TERBUTYLAZYNA 500 SC

Srodek przeznaczony do stosowania przez uzytkownikow profesjonalnych

Zawarto$¢ substancji czynne;j:
terbutyloazyna (terbutylazyna) (zwiazek z grupy triazyn) - 500 g/l (44,88 %)
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Zezwolenie MRIRW nr R- /2024 z dnia 2024 r.

&

Uwaga

H302 Dziata szkodliwie po potknigciu.

H317 Moze powodowac reakcje alergiczng skory.

H319 Dziata draznigco na oczy.

H373 Moze powodowa¢ uszkodzenie narzadéw poprzez dlugotrwate lub naraze-

H410 nie powtarzane.

Dziata bardzo toksycznie na organizmy wodne, powodujac dlugotrwale
skutki.

EUH401 W celu unikni¢cia zagrozen dla zdrowia ludzi i srodowiska, nalezy poste-
powa¢ zgodnie z instrukcja uzycia.

P260 Nie wdycha¢ mgty, par, rozpylonej cieczy.

P264 Doktadnie umy¢ rece po uzyciu.

P270 Nie jes¢, nie pi¢ i nie pali¢ podczas uzywania produktu

P280 Stosowac rgkawice ochronne/odziez ochronna/ochrong oczu/ochrong twa-
rzy.

P301 + P312 PRZYPADKU POLKNIECIA: w przypadku ztego samopoczucia skontak-
towa¢ sie z OSRODKIEM ZATRUC lub lekarzem.

P302 + P352 W PRZYPADKU DOSTANIA SIE NA SKORE: Umyé¢ duzg iloscig wody
/mydtem.

P305 + P351 + P338 | W PRZYPADKU DOSTANIA SIE DO OCZU: Ostroznie ptuka¢ woda
przez kilka minut. Wyja¢ soczewki kontaktowe, jezeli s3 i mozna je tatwo
usuna¢. Nadal ptukac.

P333 + P313 W przypadku podraznienia skory lub wysypki: Zglosi¢ si¢ pod opieke le-
karza.

P337+P313 W przypadku utrzymywania si¢ dziatania draznigcego na oczy: Zasiggnac¢
porady/zglosi¢ si¢ pod opieke lekarza.

P362+P364 Zanieczyszczong odziez zdjaé¢ i wypraé¢ przed ponownym uzyciem.

P314 W przypadku zlego samopoczucia zasiggna¢ porady/zgtosic¢ si¢ pod opieke
lekarza

P391 Zebraé wyciek.

OPIS DZIALANIA

HERBICYD selektywny o dziataniu uktadowym, stosowany doglebowo. Koncentrat w postaci stezone;j
zawiesiny do rozcienczania z woda (SC).

Zgodnie z klasyfikacja HRAC substancja czynna terbutyloazyna nalezy do grupy 5.

DZIALANIE NA CHWASTY

Srodek pobierany jest gtéwnie poprzez korzenie chwastow i w niewielkim stopniu poprzez ich liscie, po-
woduje zaklocenia w procesie fotosyntezy, wywolujac w pierwszej kolejnosci chlorozy lisci widoczne w
szczegdlnosci w przestrzeniach migdzynerwowych, a takze na brzegach i wierzchotkach. Niszczy chwasty
od fazy kietkowania do fazy 4 lisci. Srodek ogranicza wschody chwastow przez 6-8 tygodni po wykonaniu
zabiegu.

Umiarkowane opady i ciepta pogoda sprzyjaja dziataniu $rodka.

35



Page 36 /51
H-01-2022
Part A - National Assessment Version April 2024
Applicant version

Zastosowanie przed wschodami kukurydzy (BBCH 00)
dawka 1,0 +&5 L/ha

Chwasty wrazliwe:

czepna ' Alka-e 2 :
%&&tﬂ%@ﬁe& taszmk pospohty, zohhca drobnokw1atowa gor-
czyca polna, tobolki polne

Chwasty Srednio wrazliwe | fiotek polny, maruna bezwonna

Zastosowanie od fazy 2 lisci do fazy 6 lisci kukurydzy (BBCH 12-16).

dawka 1,0 &5 L/ha
Chwasty wrazliwe: chaber btawatek, gwiazdnica pospolita, przetacznik bluszczykowy,
przytulia czepna, tasznik pospolity, zottlica drobnokwiatowa, gor-
czyca polna, tobotki polne
Chwasty $redniowrazliwe maruna bezwonna, fiotek polny
STOSOWANIE SRODKA

Srodek przeznaczony do stosowania przy uzyciu samobieznych lub ciagnikowych opryskiwaczy polowych.

Kukurydza uprawiana na ziarno, kiszonke i bioetanol
Maksymalna dawka dla jednorazowego zastosowania: :;5-4ha- 1,0 I/ha
Zalecana dawka dla jednorazowego zastosowania: 1,0 —5 I/ha.

Termin stosowania:
a) Przed wschodami kukurydzy (BBCH 00)

lub
b) Od fazy 2 lisci do fazy 6 lisci kukurydzy (BBCH 12-16).

Maksymalna liczba zabiegdw w sezonie wegetacyjnym: 1.
Zalecana ilo$¢ wody: £88-460 150-300 I/ha.
Zalecane opryskiwanie: $redniokropliste.

SRODKI OSTROZNOSCI, OKRESY KARENCJI I SZCZEGOLNE WARUNKI STOSOWANIA

Okres od ostatniego zastosowania srodka do dnia zbioru ro$liny uprawnej (okres karencji):
nie wymagany

1. Strategia zarzadzania odpornoscia.

W celu zminimalizowania ryzyka wystgpienia i rozwoju odpornosci chwastéw na herbicydy nalezy

Zgodnle z Dobrg Praktyka Rolnicza:
postepowac scisle zgodnie ze wskazowkami zawartymi w etyklec1e srodka ochrony roslin — stoso-
wac $rodek w zalecanej dawce, w zalecanym terminie zapewniajagcym optymalne zwalczanie chwa-
stow,

—  dostosowac¢ dobor srodka chwastobodjczego oraz decyzji o wykonaniu zabiegu do panujacego
(ewentualnie potencjalnego) zachwaszczenia, z uwzglednieniem gatunkéw dominujacych i progéw
szkodliwosci,

—  stosowac rotacj¢ herbicydow (substancji czynnych) o r6znym mechanizmie dzialania,
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—  stosowac mieszanke herbicydow (substancji czynnych) o r6znym mechanizmie dziatania,

—  stosowac w rotacji i/lub mieszaninie herbicydy dziatajace na kilka procesow zyciowych chwastow
(o r6znym mechanizmie dzialania),

—  stosowac herbicyd o danym mechanizmie dziatania tylko 1 raz w ciagu sezonu wegetacyjnego ro-
$liny uprawneyj,

—  dostosowac zabiegi uprawowe do warunkéw panujacych na polu, zwtaszcza do rodzaju i nasilenia
chwastow,

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

— uzywa¢ kwalifikowanego materiatu siewnego,

—  czysci¢ maszyny rolnicze, aby zapobiec przenoszeniu materiatu rozmnozeniowego chwastow na
inne stanowiska,

— informowac¢ posiadacza zezwolenia o niesatysfakcjonujacym zwalczaniu chwastow,

—  w celu uzyskania szczegotowych informacji nalezy si¢ skontaktowaé z doradca, posiadaczem ze-
zwolenia lub przedstawicielem posiadacza zezwolenia.

2. Srodka nie nalezy stosowaé na stanowiskach, gdzie wystepuja biotypy chwastow o potwierdzonej od-
pornosci na substancje czynne zaliczane zgodnie z klasyfikacja HRAC do grupy 5.

3. Nie zaleca si¢ stosowania $rodka w liniach wsobnych kukurydzy i na plantacjach nasiennych bez
uprzedniego wykonania probnego zabiegu w celu sprawdzenia, czy nie wystepuja objawy uszkodzenia
roslin lub bez skontaktowania si¢ z doradcg albo przedstawicielem posiadacza zezwolenia.

4. W niesprzyjajacych warunkach pogodowych (np. susza, przymrozki, duze wahania temperatur pomig-
dzy noca i dniem), $Srodek moze spowodowac na niektorych odmianach kukurydzy, przemijajace uszko-
dzenia lisci, ktore nie maja negatywnego wptywu na jako$¢ i wielkos¢ plonu.

5. Srodka nie stosowag:

—  w kukurydzy cukrowej,
— narosliny stabe lub uszkodzone przez przymrozki, choroby lub szkodniki, mokre,
—  w czasie opadu deszczu lub przed spodziewanym deszczem,
—  w temperaturze (mierzonej przy gruncie) ponizej 12°C i powyzej 25°C,
—  w czasie potudniowych upaléw i silnego nastonecznienia,
—  po diugotrwatej suszy,
— naglebach bardzo przepuszczalnych.
6. Podczas stosowania srodka nie dopuscic do:
—  noszenia cieczy uzytkowej na sgsiednie rosliny uprawne,
— nakladania si¢ cieczy uzytkowej na stykach paséw zabiegowych i uwrociach.

NASTEPSTWO ROSLIN

Nastepstwo ro$lin:

Jedna z dwoch opcji do rozwazenia przez aplikanta: roczna przerwa mi¢dzy sadzeniem roslin lub gteboka
orka (mieszanie gleby powyzej 20 cm) w celu rozcienczenia stezen gleby, przy czym nalezy zauwazy¢, ze
glebokos¢ orki wynoszaca 30 cm zmniejsza pozostatosci gleby o wspotczynnik 1,5, a gigbokos¢ orki wy-
noszaca 40 cm na 50%.

Weczeéniejsza likwidacja plantacji:

W przypadku koniecznosci wezesniejszej likwidacji plantacji potraktowanej srodkiem (w wyniku uszko-
dzenia roslin przez przymrozki, choroby lub szkodniki)-roczna przerwa miedzy sadzeniem roslin innych
niz kukurydza. Kukurydz¢ mozna uprawia¢ w tym samym sezonie pod warunkiem nie zastosowania w
ochronie tej uprawy srodka ochrony ro$lin zawierajacego terbutyloazyne.

SPORZADZANIE CIECZY UZYTKOWEJ
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Ciecz uzytkowg przygotowaé bezposrednio przed zastosowaniem.

Przed przystapieniem do sporzadzania cieczy uzytkowej doktadnie ustali¢ potrzebna jej objetos¢ wraz z
iloscig $rodka. Napelniajac opryskiwacz postepowaé zgodnie z instrukcja producenta opryskiwacza. W
przypadku braku instrukcji odmierzong ilos¢ §rodka doda¢ do zbiornika opryskiwacza napelnionego cze-
Sciowo woda ( z wlaczonym mieszadtem).

Oproznione opakowania przeptukaé trzykrotnie woda, a poptuczyny wla¢ do zbiornika opryskiwacza z
ciecza uzytkowa, uzupetni¢ woda do potrzebnej ilosci i doktadnie wymiesza¢. Po wlaniu $rodka do zbior-
nika opryskiwacza niewyposazonego w mieszadto hydrauliczne, ciecz mechanicznie wymieszac.

W przypadku przerw w opryskiwaniu, przed ponownym przystapieniem do pracy ciecz uzytkowa w zbior-
niku opryskiwacza doktadnie wymieszac.

POSTEPOWANIE Z RESZTKAMI CIECZY UZYTKOWEJ I MYCIE APARATURY

Resztki cieczy uzytkowej oraz wodg uzyta do mycia aparatury nalezy:

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

— unieszkodliwi¢ z wykorzystaniem rozwigzan technicznych zapewniajacych biologiczng degradacje sub-
stancji czynnych §rodkéw ochrony roslin, lub

— unieszkodliwi¢ w inny sposob, zgodny z przepisami o odpadach.

Po pracy aparaturg doktadnie wymy¢ oraz przeptuka¢ co najmniej trzykrotnie woda.

Niewystarczajace wymycie aparatury po zabiegu i pozostawienie resztek $rodka w opryskiwaczu moze byé
przyczyna silnych uszkodzen roslin uprawnych wrazliwych na ten srodek.

By unikng¢ szkod dla upraw innych niz kukurydza, cate urzadzenie opryskiwacza musi by¢ zupetnie wy-
czyszczone od wewnatrz i na zewnatrz. Dlatego natychmiast po oprysku oprozni¢ zbiornik z cieczy.
Optuka¢ wnetrze zbiornika i przemy¢ czysta woda wraz z wezami i dyszami. Kazde zanieczyszczenie

na zewnatrz opryskiwacza powinno by¢ usuniete przez mycie czysta woda.

Z woda uzyta do mycia aparatury postapi¢ tak, jak z resztkami cieczy uzytkowej, stosujac te same $rodki
ochrony osobistej.

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

Przed zastosowaniem s$rodka nalezy poinformowaé o tym fakcie wszystkie zainteresowane strony, ktore
moga by¢ narazone na znoszenie cieczy uzytkowej i ktére zwrdcily sie o taka informacie.

Nie jes¢, nie pi¢ ani nie pali¢ podczas uzywania produktu.
Stosowac¢ rekawice ochronne, ochrong oczu i twarzy oraz odziez roboczg (kombinezon oraz odpowiednie
obuwie np. kalosze) w trakcie przygotowywania cieczy uzytkowej oraz w trakcie wykonywania zabiegu.

Po wykonanym zabiegu umies$ci¢ w widocznych miejscach wokot pola tablice ostrzegawcze o brzmieniu
,Zakaz wstepu osobom postronnym na teren poddany zabiegom $rodkami ochrony roslin”.

Tablice powinny pozosta¢ do czasu zbioru roslin/konca sezonu wegetacyjnego.

W czasie oprysku nalezy zastosowa¢ co najmniej 5 m strefe ochronng od zabudowan mieszkalnych/siedlisk
oraz 0s6b postronnych.

W czasie oprysku nalezy zastosowac techniki zmniejszajgce znoszenie preparatu (dysze antyznoszeniowe,
mata predkos¢ pojazdu, stabilna pogoda i inne).

Okres od zastosowania $rodka do dnia, w ktorym na obszar, na ktérym zastosowano §rodek moga wejs¢

ludzie oraz zosta¢ wprowadzone zwierzeta (okres prewencji):
Nie wchodzi¢ do czasu catkowitego wyschnigcia cieczy uzytkowej na powierzchni ro$lin.
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SRODKI OSTROZNOSCI ZWIAZANE Z OCHRONA SRODOWISKA NATURALNEGO

Nie zanieczyszcza¢ wod $rodkiem ochrony ro$lin lub jego opakowaniem. Nie my¢ aparatury w poblizu
wod powierzchniowych. Unika¢ zanieczyszczania wod poprzez rowy odwadniajace z gospodarstw
i drog. Unika¢ niezgodnego z przeznaczeniem uwalniania do §rodowiska.

W celu ochrony wod podziemnych $rodek powinien by¢ stosowany raz na trzy lata, na tej samej po-
wierzchni.

W celu ochrony organizméw wodnych konieczne jest wyznaczenie zadarnionej strefy ochronnej o szero-

kos$ci 5 metréw od zbiornikow i ciekow wodnych.

W celu ochrony roslin i stawonogéw niebedacych celem dziatania $rodka konieczne jest wyznaczenie strefy

ochronnej od terendw nieuzytkowanych rolniczo o szeroko$ci:

— 5 metréw lub,

— 1 metr z rbwnoczesnym zastosowaniem odpowiednich koncowek do rozpylaczy redukujgcych znosze-
nie cieczy uzytkowej o 50%.

WARUNKI PRZECHOWYWANIA I BEZPIECZNEGO USUWANIA SRODKA OCHRONY RO-
SLIN I OPAKOWANIA

Chroni¢ przed dzie¢mi.

Srodek ochrony roélin przechowywaé:

— w miejscach lub obiektach, w ktorych zastosowano odpowiednie rozwigzania zabezpieczajace przed
skazeniem Srodowiska oraz dostgpem 0so6b trzecich,

— w oryginalnych opakowaniach, w sposob uniemozliwiajacy kontakt z zywnoscia, napojami lub pasza,

— w temperaturze 0°C - 30°C,

— w pojemniku szczelnie zamknietym.

Chroni¢ przed mrozem.

Zabrania si¢ wykorzystywania oproznionych opakowan po $rodkach ochrony roslin do innych celow.
Niewykorzystany srodek przekaza¢ do podmiotu uprawnionego do odbierania odpadéw niebezpiecznych.

Oproéznione opakowania po $rodku zwroci¢ do sprzedawcy $rodkow ochrony roslin bedacych $rodkami
niebezpiecznymi.

PIERWSZA POMOC

Antidotum: brak, stosowac leczenie objawowe.

W przypadku potkniecia: w przypadku ztego samopoczucia skontaktowac¢ si¢ z osrodkiem zatrué lub leka-
rzem.

W przypadku dostania si¢ na skore: Umy¢ duzg iloscig wody/mydiem.

W przypadku dostania si¢ do oczu: Ostroznie ptukaé¢ wodg przez kilka minut. Wyja¢ soczewki kontaktowe,
jezeli sa i mozna je tatwo usung¢. Nadal ptukac.

W przypadku podraznienia skory lub wysypki: Zgtosi¢ si¢ pod opieke lekarza.

W przypadku utrzymywania si¢ dziatania draznigcego na oczy: Zasiggng¢ porady/zglosic si¢ pod opieke
lekarza.

Zanieczyszczong odziez zdja¢ i wypra¢ przed ponownym uzyciem.

W przypadku zlego samopoczucia zasiggnag¢ porady/zglosi¢ si¢ pod opieke lekarza

Okres waznosci - 2 lata
Data produkcji - .........
Zawarto$¢ netto - .........
Nr partii S
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Appendix 3  Letter of Access

Letters of Access are submitted as separate annexes to this application.
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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 pro- | Justification if data protection is Owner
Company Report No. brate tection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
KCP 2.1 Condorelli A.M.M. 2023 | Determination of the Physical-Chemical properties of H-01-2022 N Y New study never submitted before ProAgri
KCP 24.1 Product Before and after Accelerated Storage for 14 days at 5442 toPL Sp.zo.o.
KCP 2.4.2 °C and low temperature storage for 7 days at 0+2°C.
KCP 2.5.1 Report No. 22363-02C
KCP 2.5.2 Renolab S.r.l.
KCP 2.6.1 GLP
KCP 2.7.1 Published
KCP 2.7.3
KCP 2.7.4
KCP 2.8.2
KCP 2.8.3.1
KCP 2.8.3.2
KCP 2.85.1.1
KCP 2.8.5.1.2
KCP 2.8.7.2
KCP 2.11
KCP 2.7.1 Condorelli A.M.M. 2025 | Amendment No. 1 Final Report 22363-02C. Determination N Y New study never submitted before ProAgri
of the Physical-Chemical properties of H-01-2022 Product to PL Sp. zo. 0.
Before and after Accelerated Storage for 14 days at 54+2
°C and low temperature storage for 7 days at 0+2°C.
Renolab S.r.l.
KCP 5.1.1/01 | Condorelli A.M.M. 2023 | Analytical Method Validation for Active Ingredient and N Y New study never submitted before ProAgri
KCP 5.1.1/02 impurities Content Determination of the H-01-2022 product in to PL Sp.zo.o.
Order to Provide an Analytical Certificate
Report No. 22363-01C
Renolab S.r.l.
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

GLP
Published

KCP 5.1.2/01

Mautino G.

2023

Predatory mite Hypoaspis (Geolaelaps) aculeifer reproduction
test in soil with H-01-2022 (terbuthylazine 500 g/L) - Analytical
Phase

Report No.: 1015.1H.SAG23 / 23133-01R

Renolab S.r.1.

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.0.

KCP 5.1.2/02
filled as KCP
10.5/01

Kiran Yadav C.

2023

SOIL MICROORGANISMS: NITROGEN
TRANSFORMATION TEST OF H-01-2022

Report No.: AG-G1155

EUROFINS ADVINUS AGROSCIENCES SERVICES INDIA
PRIVATE LIMITED

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp.zo.o.

KCP 5.1.2/03
(filed as KCP
10.2.1.2/01)

Likith N.G.

2023

H-01-2022: Daphnia magna, ACUTE IMMOBILIZATION
TEST

Report No.: AG-G1146

EUROFINS ADVINUS AGROSCIENCES SERVICES INDIA
PRIVATE LIMITED

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.o.

KCP 5.1.2/04
(filed as KCP
10.2.1.3/01)

Likith N.G.

2023

H-01-2022: ALGA GROWTH INHIBITION TEST WITH
Raphidocelis subcapitata

Report No.: AG-G1147

EUROFINS ADVINUS AGROSCIENCES SERVICES INDIA
PRIVATE LIMITED

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.o.

KCP 5.1.2/05
(filed as KCP
10.2.1.4/01)

Likith N.G.

2023

H-01-2022: LEMNA GROWTH INHIBITION TEST

Report No.: AG-G1148

EUROFINS ADVINUS AGROSCIENCES SERVICES INDIA
PRIVATE LIMITED

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.o.
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

KCP 5.1.2/06
(filed as KCP
10.4.1.1/01)

Vishala N.

2023

H-01-2022: EARTHWORM REPRODUCTION TEST (Eisenia
fetida)

Report No.: AG-G1153

EUROFINS ADVINUS AGROSCIENCES SERVICES INDIA
PRIVATE LIMITED

GLP

Unpublished

Y

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.o.

KCP 5.1.2/07
(filed as KCP
10.2.1.4/02)

Likith N.G.

2023

H-01-2022: WATER SEDIMENT MYRIOPHYLLUM
SPICATUM TOXICITY TEST

Report No.: AG-G1158

EUROFINS ADVINUS AGROSCIENCES SERVICES INDIA
PRIVATE LIMITED

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp.zo.o.

KCP 5.1.2/08
(filed as KCP
10.3.1.4/01)

Gangadhar R. S.

2024

H-01-2022: HONEYBEE (Apis mellifera L) LARVAL
TOXICITY TEST, REPEATED EXPOSURE

Report No.: AG-G1149

EUROFINS ADVINUS AGROSCIENCES SERVICES INDIA
PRIVATE LIMITED

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp.zo.o.

KCP 5.1.2/09
(filed as KCP
10.3.1.1.2/02)

Gangadhar R. S.

2024

H-01-2022: CHRONIC ORAL TOXICITY TEST IN
HONEYBEE (Apis mellifera L.)

Report No.: AG-G1152

EUROFINS ADVINUS AGROSCIENCES SERVICES INDIA
PRIVATE LIMITED

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.o.

KCP 5.1.2/10
(filed as KCP
10.6.2/01)

Vishala N.

2023

H-01-2022: SEEDLING EMERGENCE AND SEEDLING
GROWTH TEST WITH TERRESTRIAL PLANTS

Report No.: AG-G1156

EUROFINS ADVINUS AGROSCIENCES SERVICES INDIA
PRIVATE LIMITED

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.o.

KCP 5.1.2/11
(filed as KCP
10.6.2/02)

Vishala N.

2023

H-01-2022: VEGETATIVE VIGOUR TEST
Report No.: AG-G1157
EUROFINS ADVINUS AGROSCIENCES SERVICES INDIA

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.0.
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Data point Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

PRIVATE LIMITED
GLP
Unpublished

KCP 6.2 Anna Huszcza-

Podgodrska

2023

Field study to evaluate the efficacy of Terbutylazyna 500 SC
against weeds in maize

Report No.: 044GPSE202204

Green & Property Consulting Anna Huszcza-Podgorska,
GEP

Unpublished

New study never submitted before
to PL

ProAgri Sp.
0.0.

N

KCP 6.2/01 Anna Huszcza-

Podgorska

2023

Field study to evaluate the efficacy of Terbutylazyna 500 SC
against weeds in maize

Report No.: 044GPSE202201

Green & Property Consulting Anna Huszcza-Podgoérska,
GEP

Unpublished

New study never submitted before
to PL

ProAgri Sp.
0.0.

N

KCP 6.2/02 Anna Huszcza-

Podgorska

2023

Field study to evaluate the efficacy of Terbutylazyna 500 SC
against weeds in maize

Report No.: 044GPSE202202

Green & Property Consulting Anna Huszcza-Podgoérska,
GEP

Unpublished

New study never submitted before
to PL

ProAgri Sp.
0.0.

N

KCP 6.2/03 Anna Huszcza-

Podgorska

2023

Field study to evaluate the efficacy of Terbutylazyna 500 SC
against weeds in maize

Report No.: 044GPSE202203

Green & Property Consulting Anna Huszcza-Podgoérska,
GEP

Unpublished

New study never submitted before
to PL

ProAgri Sp.
0.0.

N

KCP 6.2/05 Anna Huszcza-

Podgorska

2023

Field study to evaluate the efficacy of Terbutylazyna 500 SC
against weeds in maize

Report No.: 044GPSE202205

Green & Property Consulting Anna Huszcza-Podgorska,
GEP

Unpublished

New study never submitted before
to PL

ProAgri Sp.
0.0.

N

KCP 6.2/06 Anna Huszcza-

Podgorska

2023

Field study to evaluate the efficacy of Terbutylazyna 500 SC
against weeds in maize

Report No.: 044GPSE202206

Green & Property Consulting Anna Huszcza-Podgorska,
GEP

New study never submitted before
to PL

ProAgri Sp.
0.0.

N
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Data point Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

Unpublished

KCP 6.2/07 Anna Huszcza-

Podgorska

2023

Field study to evaluate the efficacy of Terbutylazyna 500 SC
against weeds in maize

Report No.: 044GPSE202207

Green & Property Consulting Anna Huszcza-Podgorska,
GEP

Unpublished

New study never submitted before
to PL

ProAgri Sp.
0.0.

N

KCP 6.2/08 Anna Huszcza-

Podgorska

2023

Field study to evaluate the efficacy of Terbutylazyna 500 SC
against weeds in maize

Report No.: 044GPSE202208

Green & Property Consulting Anna Huszcza-Podgorska,
GEP

Unpublished

New study never submitted before
to PL

ProAgri Sp.
0.0.

N

KCP 6.2/09 Anna Huszcza-

Podgoérska

2023

Field study to evaluate the selectivity of Terbutylazyna 500 SC in
maize

Report No.: 045GPSS202201

Green & Property Consulting Anna Huszcza-Podgorska,

GEP

Unpublished

New study never submitted before
to PL

ProAgri Sp.
0.0.

N

KCP 6.2/10 Anna Huszcza-

Podgorska

2023

Field study to evaluate the selectivity of Terbutylazyna 500 SC in
maize

Report No.: 045GPSS202202

Green & Property Consulting Anna Huszcza-Podgorska,

GEP

Unpublished

New study never submitted before
to PL

ProAgri Sp.
0.0.

N

KCP 6.2/11 Anna Huszcza-

Podgorska

2023

Field study to evaluate the selectivity of Terbutylazyna 500 SC in
maize

Report No.: 045GPSS202203

Green & Property Consulting Anna Huszcza-Podgorska,

GEP

Unpublished

New study never submitted before
to PL

ProAgri Sp.
0.0.

N

KCP 6.2/12 Anna Huszcza-

Podgorska

2023

Field study to evaluate the selectivity of Terbutylazyna 500 SC in
maize

Report No.: 045GPSS202204

Green & Property Consulting Anna Huszcza-Podgorska,

GEP

Unpublished

New study never submitted before
to PL

ProAgri Sp.
0.0.

N
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

KCP 6.2/13

Anna Huszcza-
Podgodrska

2023

Field study to evaluate the selectivity of Terbutylazyna 500 SC in
maize

Report No.: 045GPSS202205

Green & Property Consulting Anna Huszcza-Podgorska,

GEP

Unpublished

Y

New study never submitted before
to PL

ProAgri Sp. z
0.0.

KCP 7.3/01

Nabanita Sam

2023

IN VITRO PERCUTANEOUS DERMAL ABSORPTION
STUDY OF TERBUTHYLAZINE, FORMULATED AS H-01-
2022 THROUGH HUMAN SKIN

STUDY No.: AG-G0929

EUROFINS ADVINUS AGROSCIENCES SERVICES INDIA
PRIVATE LIMITED

GLP

Unpublished

New study never submitted before
to PL

ProAgri
Sp. zo.o.

KCP 9.2.4/01

Tabor E

2024

H-01-2022 Calculation of predicted environmental concentrations
of terbuthylazine and its metabolites in groundwater after applica-
tion to maize using the FOCUS groundwater scenarios (FOCUS
PEARL, FOCUS PELMO)

Company Report No: EST/1/2024

ESTICON Sp. z 0.0.

GLP: No

Published: No

Not relevant

ProAgri In-
ternational
Sp.zo.o.

KCP 9.2.5/01

Tabor E

2024

H-01-2022 Calculation of Predicted Environmental Concentra-
tions of terbuthylazine and its metabolites in surface water after
application to maize using the FOCUS scenarios (Steps 1, 2, 3
and 4)

Company Report No: EST/2/2024

ESTICON Sp. z 0.0.

GLP: No

Published: No

Not relevant

ProAgri In-
ternational
Sp. zo.o.

KCP
10.2.1.2/01

Rachana AR

2023

H-01-2022: Daphnia magna, Acute Immobilisation Test.
Study Code: AG-G1146

Source: Eurofins Advinus Agrosciences Services India Private
Limited

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.o.
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Data point Author(s) Year |Title Verte- | Data pro- | Justification if data protection is Owner
Company Report No. brate tection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not
KCP Rachana AR 2023 | H-01-2022: Alga, growth inhibition test with Raphidocelis sub- N Y New study never submitted before ProAgri In-
10.2.1.3/01 capitata. to PL ternational
Study Code: AG-G1147 Sp.zo.o0.
Source: Eurofins Advinus Agrosciences Services India Private
Limited
GLP
Unpublished
KCP Likith NG 2023 | H-01-2022 Lemna, Growth Inhibition Test. N Y New study never submitted before ProAgri In-
10.2.1.4/01 Study Code: AG-G1148 to PL ternational
Source: Eurofins Advinus Agrosciences Services India Private Sp. zo.o.
Limited
GLP
Unpublished
KCP Likith NG 2023 | H-01-2022 Water-sediment Myriophyllum spicatum toxicity N Y New study never submitted before ProAgri In-
10.2.1.4/02 Study Code: AG-G1158 to PL ternational
Source: Eurofins Advinus Agrosciences Services India Private Sp. zo.o.
Limited
GLP
Unpublished
KCP Gangadhar RS 2023 | H-01-2022: Acute oral toxicity test in honey bees. N Y New study never submitted before ProAgri In-
10.3.1.1.1/01 Study code: AG-G1150 to PL ternational
Source: Eurofins Advinus Agrosciences Services India Private Sp. zo.o.
Limited
GLP
Unpublished
KCP Gangadhar RS 2023 | H-01-2022: Acute contact toxicity test in honey bees. N Y New study never submitted before ProAgri In-
10.3.1.1.2/01 Study Code: AG-G1151 to PL ternational
Source: Eurofins Advinus Agrosciences Services India Private Sp. zo.o.
Limited
GLP
Unpublished
KCP Gangadhar RS 2023 | H-01-2022: Chronic oral toxicity test in honey bee (Apis mellifera N Y New study never submitted before ProAgri In-
10.3.1.1.2/02 L.). to PL ternational
Study Code: AG-G1152 Sp.zo.o.
Source: Eurofins Advinus Agrosciences Services India Private
Limited
GLP
Unpublished
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Data point Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

KCP Gangadhar RS
10.3.1.4/01

2023

H-01-2022: Honeybee (Apis mellifera L.) larval toxicity test, re-
peated exposure

Study Code: AG-G1149

Source: Eurofins Advinus Agrosciences Services India Private
Limited

GLP

Unpublished

Y

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.o.

KCP Mautino G
10.3.2.1/01

2023

Effects of H-01-2022 (terbuthylazine 500 g/L) on parasitoid
Aphidius rhopalosiphi in the laboratory — Standard laboratory test
Study Code: 1013.H.SAG23/r

Source: SAGEA Centro di Saggio s.r.1., ltaly

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp.zo.o.

KCP Mautino G
10.3.2.1/02

2023

Effects of H-01-2022 (terbuthylazine 500 g/L) on predator mite
Typhlodromus pyri in the laboratory — Standard laboratory test
Study Code: 1014.H.SAG23/r

Source: SAGEA Centro di Saggio s.r.1., Italy

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.o.

KCP Vishala N
10.4.1.1/01

2023

H-01-2022: Earthworm reproduction test (Eisenia fetida)
Study Code: AG-G1153

Source: Eurofins Advinus Agrosciences Services India Private
Limited Unpublished

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.o.

KCP Mautino G
10.4.2.1/01

2023

Predatory mite Hypoaspis (Geolaelaps) aculeifer reproduction
test in soil with H-01-2022 (terbuthylazine 500 g/L)

Study Code: 1015.H.SAG23/r

Source: SAGEA Centro di Saggio s.r.l., Italy

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.o.

KCP Gangadhar RS
10.4.2.1/02

2023

H-01-2022: Folsomia candida, collembolan reproduction test in
soil

Study Code: 1015.H.SAG23/r

Source: Eurofins Advinus Agrosciences Services India Private
Limited

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.o.
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data pro-
tection
claimed

Y/N

Justification if data protection is
claimed

Owner

KCP 10.5/01

Kiran YC

2023

Soil Microorganisms: Nitrogen Transformation Test of H-01-
2022.

Study Code: AG-G1155

Source: Eurofins Advinus Agrosciences Services India Private
Limited

GLP

Unpublished

Y

New study never submitted before
to PL

ProAgri In-
ternational
Sp. zo.o.

KCP
10.6.2/01

Vishala N

2023

H-01-2022: Seedling emergence and seedling growth test with
terrestrial plants

Study Code: AG-G1156

Source: Eurofins Advinus Agrosciences Services India Private
Limited

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp.zo.o.

KCP
10.6.2/02

Vishala N

2023

H-01-2022: Vegetative Vigour Test

Study Code: AG-G1157

Source: Eurofins Advinus Agrosciences Services India Private
Limited

GLP

Unpublished

New study never submitted before
to PL

ProAgri In-
ternational
Sp.zo.o.

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

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Verte-
brate
study

Y/N

Data pro-
tection
claimed
YIN

Justification if data protection is
claimed

Owner

The following tables are to be completed by MS

50



H-01-2022
Part A - National Assessment
Applicant version

Page 51 /51

Version April 2024

List of data submitted by the applicant and not relied on

Data point Author(s) Year |Title Verte- | Data pro- | Justification if data protection is Owner
Company Report No. brate tection claimed
Source (where different from company) study claimed
GLP or GEP status Y/N Y/N
Published or not

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

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

Published or not
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