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1. Procedure followed for the re-evaluation process

This renewal report has been established as a result of the evaluation of an application for the renewal
of approval of glyphosate, in accordance with Regulation (EC) No 1107/20092 and Commission
Implementing Regulation (EU) No 844/20123.

Glyphosate was included in Annex I to Council Directive 91/414/EEC concerning the placing of
plant protection products on the market, by Commission Directive 2001/99/EC* and was
subsequently deemed to have been approved under Regulation (EC) No 1107/2009 and listed in
Part A of the Annex to Commission Implementing Regulation (EU) No 540/20115.

The approval of the active substance glyphosate was renewed with Commission Implementing
Regulation (EU) 2017/2324° and it was listed in Part B of the Annex to Commission Implementing
Regulation (EU) No 540/2011.

The Glyphosate Renewal Group’ (GRG) submitted an application for the renewal of approval of
glyphosate in accordance with Article 1 of Regulation (EU) No 844/2012.

1 Renewal Report established in accordance with Article 14 of Regulation (EU) No 844/2012; does not necessarily
represent the views of the European Commission.
0OJ L 309,24.11.2009, p. 1.
0OJ L 252,19.9.2012, p. 26.
OJ L 304,21.11.2001, p. 14.
0OJ L153,11.6.2011, p. 1.
0OJ L 333,15.12.2017, p. 10.
The Glyphosate Renewal Group consists of Bayer Agriculture BV (lead registrant of behalf of GRG),
Barclay Chemicals Manufacturing Ltd., CIECH Sarzyna S.A., Albaugh Europe SARL, Nufarm UK Ltd.,
SINON Corporation, Industrias Afrasa, S.A. and Syngenta Crop Protection AG.
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The Commission extended the approval period of glyphosate, originally expiring on
15 December 2022 for one year® to allow for the completion of the scientific assessment process,
in accordance with Article 17 of Regulation (EC) No 1107/2009.

Commission Implementing Regulation (EU) 2019/724° appointed France, Hungary, the
Netherlands, and Sweden to act jointly as rapporteurs, known as the Assessment Group on
Glyphosate (AGG), which had to submit the relevant renewal assessment report and
recommendations to the European Food Safety Authority (EFSA).

On 15 June 2021, the AGG submitted to EFSA and the European Chemicals Agency (ECHA) its
assessments in the form of a draft Renewal Assessment Report (dRAR) and a CLH Report
containing a proposal for harmonised classification and labelling, respectively.

On 23 September 2021, EFSA and ECHA launched public consultations on the reports delivered
by the AGG, which ended on 22 November 2021.

Inaccordance with Article 13 of Implementing Regulation (EU) No 844/2012, EFSA organised a
consultation of technical experts from Member States, to review the draft RAR and the comments
received thereon (peer review).

EFSA sent to the Commission its Conclusion on the peer review of the pesticide risk assessment of
the active substance glyphosate'® on 6 July 2023. This Conclusion refers to several background
documents: the RAR including its revisions and the peer review report.

In accordance with the provisions of Article 14 of Implementing Regulation (EU) No 844/2012, the
Commission referred a draft renewal report on the renewal of approval to the Standing Committee on
Plants, Animals, Food and Feed, for examination on 13 July 2023. A draft Regulation was presented
to the Committee on 22 September 2023. The renewal report was finalised in the meeting of the
Standing Committee on <date final vote at SCOPAFF meeting>.

The present renewal report contains the outcome of the final examination by the Standing Committee.
Given the importance of the EFSA Conclusion, and its background documents, these documents are
also considered to be part of this renewal report.

2. Purposes of this renewal report

This renewal report, including the background documents and appendices hereto, has been developed
and finalised in support of Commission Implementing Regulation (EU) xxxx/xxxx** concerning the
renewal of approval of glyphosate as active substance under Regulation (EC) No 1107/2009, and to
assist the Member States in decisions on individual plant protection products containing glyphosate
they have totake in accordance with the provisions of that Regulation, and in particular the provisions

8 Commission Implementing Regulation (EU) 2022/2364 of 2 December 2022 amending Implementing Regulation
(EU) No 540/2011 as regards the extension of the approval period of the active substance glyphosate (OJ L 312,
5.12.2022, p. 99).

9 0JL124,135.2019,p.32.

10 EFSA (European Food Safety Authority), Alvarez, F., Arena, M., Auteri, D.,Binaglia, M., Castoldi, A.F., Chiusolo,
A, Crivellente, F., Egsmose, M., Fait, G., Ferilli, F., Gouliarmou, V., Nogareda, L. H., Ippolito, A., Istace, F., Jarrah,
S., Kardassi, D., Kienzler, A., Lanzoni, A.,...Villamar-Bouza, L. (2023). Peer review of the pesticide risk assessment
of the active substance glyphosate. EFSA Journal, 21(7),1-52. http://doi.0org.10.2903/j.efsa.2023.8164.

1 OJ L xxxx, p.XX.
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of Article 29(1) of Regulation (EC) No 1107/2009 and the uniformprinciples laid down in Regulation
(EU) No 546/201112,

This renewal report provides for the evaluation required under the above-mentioned uniform
principles. The uniform principles require that Member States, when evaluating applications for
authorisations, shall consider the information concerning the requirements of Regulation (EU)
No 283/201313, submitted for the purpose of (renewal of) approval of the active substances, as well
as the result of the evaluation of those data.

This renewal report will be made available to the public.

The information in this renewal report is, at least partly, based on information which is confidential
and/or protected under the provisions of Regulation (EC) N0 1107/20009. It is theref ore recommended
that this renewal report would not be accepted to support any registration outside the context of that
Regulation, e.g., in third countries, for which the applicant has not demonstrated to have rightful
access to the information on which this renewal report is based.

3. Overall conclusion in the context of Regulation (EC) No 1107/2009

The overall conclusion from the evaluation is that it may be expected that plant protection products
containing glyphosate will still fulfil the safety requirements laid down in Article 4(1) to (3) of
Regulation (EC) No 1107/2009. This conclusion is however subject to compliance with the particular
requirements in sections 4, 5, 6 and 7 of this report, as well as to the implementation of the provisions
of Article 29(1) of Regulation (EC) No 1107/2009 and the uniformprinciples laid down in Regulation
(EU)No0546/2011, foreach glyphosate containing plant protection product forwhich Member States
will grant or review the authorisation.

Furthermore, these conclusions were reached within the framework of the uses which were proposed
and supported by the applicant and mentioned in the list of representative uses supported by available
data (attached as Appendix I1to this renewal report). It is noted that uses by non-professional users
were not part of the representative uses submitted by the GRG and therefore have not been
assessed.

Plant protection products containing glyphosate may be applied in-field before harvesting of the
crop. Pre-harvest uses to control or prevent undesired growth of weeds are normally in line with
good agricultural practices e.g. the representative uses on post-emergent weeds in orchards, vines
and vegetable crops. Member States should ensure compliance of such pre-harvest uses with good
agricultural practices when authorising plant protection products.

Although not a representative use, plant protection products containing glyphosate can also be
used for desiccation, with the intention to control the time point of harvest or to optimise the
threshing. This use of glyphosate is not considered to be compliant with the provisions of
Article 55 of Regulation (EC) No 1107/2009, therefore uses for desiccation to control the time
point of harvest or to optimise the threshing should not be authorised for plant protection products
containing glyphosate.

12 QJ L155,11.6.2011,p. 127.

13 Commission Regulation (EU) No 283/2013 of 1 March2013settingout thedata requirements for active substances,
in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the
placing of plant protection products on the market Text with EEA relevance (OJ L 93, 3.4.2013, p. 1).
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The following health-based reference values have been set as part of this evaluation:

ADI: 0.5 mg/kg bw per day,
ARTD: 1.5 mg/kg bw,

AOEL.: 0.1 mg/kg bw per day,
AAOEL: 0.3 mg/kg bw.

NB:the ARfD hasincreased compared to the previous EU agreed referencevalue; the AD1 and AOEL
remain the same; an AAOEL was not previously set.

The following residue definitions for consumer risk assessment have been set as part of this
evaluation:

¢ Residue definitionfor risk assessment in commodities of plant and animal origin, honey and
bee products, processed commodities and rotational crops: sum of glyphosate and
(aminomethyl)phosphonic acid (AMPA), expressed as glyphosate;

The residue definitions for risk assessment have not changed compared to the previous EU agreed
residue definitions.

It is noted that the representative uses of glyphosate assessed in the renewal evaluation are for use on
conventional crops. In addition, information on residues was also submitted and evaluated for uses of
glyphosate on genetically modified crops tolerant to glyphosate (crops with CP4-EPSPS, with GOX
and with GAT modifications). The residue definitions for risk assessment in such crops are different
to those for conventional crops:

e Residue definition for risk assessment in commodities of plant and animal origin, honey and
bee products, processed commodities and rotational crops: Sum of glyphosate, AMPA, N-
acetyl glyphosate and N-acetyl AMPA, expressed as glyphosate.

The residue definitions for monitoring are set in the Annexes to Regulation (EC) No 396/2005.

With particular regard to residues, no areas of concern were identified by EFSA. The Theoretical
Maximum Daily Intake (TMDI) for the critical consumer group is 3 % of the Acceptable Daily Intake
(ADI), based on EFSA PRIMo Model rev. 3. The highest International Estimated Short-Term Intake
(IESTI) is 2 % of the Acute Reference Dose (ARfD), based on the same model.

As regards the criteria to identify endocrine disrupting properties introduced by Commission
Regulation (EU) 2018/605* which became applicable on 10 November 2018, EFSA concluded
that glyphosate is unlikely to have endocrine disrupting properties. Furthermore, the ECHA
confirmed that based on the available evidence glyphosate does not meet the criteria to be
classified as carcinogenic, mutagenic or toxic for reproduction.

In its Conclusion, EFSA did not identify any critical areas of concern.

In the EFSA Conclusion some points were not finalised, which are however not considered critical
for the renewal of the approval, in particular:

14 Commission Regulation (EU) 2018/605 of 19 April 2018 amending Annex Il to Regulation (EC) No 1107/2009 by
setting out scientific criteria for the determination of endocrine disrupting properties. (OJ L 101, 20.4.2018, p. 33).
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The assessment of the reference specification cannot be finalised since one of the impurities
showed a potential for clastogenicity in an in vitro chromosome aberration test that was not
appropriately followed up in vivo. Although some batches used in the toxicological studies
contained this impurity at levels representative of the proposed reference specification, a
conclusion on the maximum level of this impurity in any reference specification cannot be
drawn without a clarification on its clastogenic potential

The presence of impurities in the material manufactured in production facilities (sources) can
be influenced by the manufacturing process. The technical material from several sources of
glyphosate manufactured by members of the GRG contained levels of the impurity (N,N-bis-
phosphonomethylglycine, also known as ‘glyphosine’) below the limit of quantification (LOQ)
i.e. present at levels less than 0.1 % in the final manufactured material. However, the issue is
considered not finalised by EFSA given thatacommon reference specification forall sources was
proposed by the GRG and since the presence of the impurity cannot be excluded, even if at very
low levels.

It must also be underlined that glyphosine has not been confirmed to have clastogenic properties.
Rather, based on the available studies carried out on glyphosine, a clastogenic potential cannot be
excluded. Two in vitro tests investigating clastogenicity were carried out on glyphosine and were
submitted and evaluated: the in vitro micronucleus test was negative, whereas the in vitro
chromosome aberration study was positive.

Importantly, glyphosine was present in the batches of glyphosate tested in two in vivo
micronucleus tests (an appropriate test to investigate clastogenicity) at levels of ~10 g/kg and of
~21 g/kg, respectively. Results of both in vivo micronucleus tests were negative, i.e. there was no
evidence of clastogenicity.

EFSA noted in its Conclusion that the AGG disagrees with the conclusion that the issue could
not be finalised and “considers the genotoxic potential not to be of toxicological concern at
the level of the proposed reference specification, since the impurity was present at a 7-fold
higher level than that proposed for the reference specification in one in vivo micronucleus test
performed with glyphosate”. The AGG proposed a level of 3 g/kg in the reference
specification.

Given that the impurity has been tested twice in vivo at levels exceeding up to seven-fold the
proposed limit and that both tests showed no indications of clastogenic potential, and given that
there are mixed findings from the in vitro studies, the limit proposed by the AGG of 3 g/kg of
glyphosine in the technical material as manufactured is considered to be sufficiently protective.
Therefore, based on the information available the impurity is considered toxicologically relevant
and a maximum level of 3 g/kg for glyphosine will be set in the approval.

Finally, since the impurity profile is dependent on the manufacturing process, including the
starting materials used, applicants for product authorisation may also consider changing the
production process or starting materials to produce glyphosate that does not contain glyphosine.

The consumer dietary risk assessment could not be finalised since the data set on magnitude
of residues in rotational crops is not complete

This issue is only relevant for crops grown in rotation i.e. succeeding crops grown in fields
where glyphosate was used in the preceding growing season. Based on the studies available
(i.e., in carrot, lettuce, wheat), residues of AMPA may occur above the LOQ of 0.025 mg/kg

5




in some crops grown in rotation although in some trials on these crops residues were below
LOQ.

It is also important to recall that, as mentioned above, based on the consumer risk assessment
carried out for the representative uses, overall exposure of humans to residues of glyphosate
through the diet is at levels far below the health-based reference values established for
glyphosate and that EFSA indicated that it is not expected that the toxicological reference
values will be exceeded. This is further corroborated by the results of human biomonitoring in
the EU, which showed low exposure to glyphosate with median values of urinary
concentrations (of glyphosate and/or AMPA) below the limit of quantification in most
sampling locations?®.

Nevertheless, Member States should ensure that a full assessment of possible residues is
undertaken before authorising uses on crops grown in rotation.

The risk assessment for aquatic macrophytes due to contact exposure via spray drift could not
be finalised

Based on the standard risk assessment, no risk to aquatic macrophytes (aquatic plants growing
in or near water bodies) was identified. However, EFSA concluded that contact exposure of
the parts of aquatic macrophytes above the water surface via spray drift may lead to larger
effects when compared to other routes of exposure, including the normally considered
exposure via contaminated surface water. Therefore exposure to drift should be additionally
considered.

Member States should therefore pay attention to potential exposure of macrophytes via drift
from spray applications, when carrying out assessments for authorisation of plant protection
products and, where relevant, require mitigation measures to prevent contact exposure via
spray drift.

Furthermore, in its Conclusion, EFSA identified a number of data gaps that require some specific
consideration:

A data gap is set to identify whether the DNT findings reported in the studies with glyphosate -
trimesium and with GBHs are due to glyphosate

Ina regulatory study conducted with glyphosate-trimesium (which has not been on the market
in the EU for many years), or in studies published in scientific literature with other glyphosate
salts or glyphosate-based products for which full composition details are unknown because
they were not reported, some findings were observed.

In contrast, the studies on glyphosate available for the peer review did not show any
neurotoxicity effects, and the experts concluded that a specific study for developmental
neurotoxicity (DNT) on glyphosate is therefore not needed.

In addition, EFSA concluded that the toxicological reference values set for glyphosate ensure
adequate protection for potential DNT effects. Therefore, no specific requirement needsto be
set as a condition in the approval.

15

https://www.hbm4eu.eu/wp-content/uploads/2022/07/HBM4EU_Policy -Brief-Pesticides.pdf.
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For one of the components of the formulation for representative uses ‘MON 52276°, repeated-
dose toxicity information over short- and long term was not available, therefore in order to
allow a final conclusion on the risk assessment of ‘MON 52276°, repeated dose toxicity data
for this component (short- and long term) should be assessed

EFSA concluded that there is a data gap for one of the components of one of the co-formulants
in the formulated product for the representative uses, since specific repeated dose toxicity data
was not available. However, it is noted that this particular co-formulant is present in plant
protection products currently authorised by Member States'® and Member States confirmed
that during their product assessments of MON 52276, an assessment of the co-formulant in
question was performed including physical-chemical and toxicological considerations withthe
conclusion that the co-formulant is not of toxicological concern. In addition, this component
of the co-formulant is exempt from registration under Regulation (EC) No 1907/2006/
(REACH) due to its chemical nature (it is a polymer) while the company producing the co-
formulant has not reported any hazard properties regarding human health to ECHA’s
classification & labelling inventory. The applicant was not requested by either the AGG or
EFSA to provide any further data on this co-formulant.

In addition, the Member State experts who took part in the expert discussions, as well as the
AGG, agreed that the available toxicological information is sufficient to conclude on the
acceptability of ‘MON 52276, in particular acute toxicity and genotoxicity data on MON
52276 and acute data on the co-formulants (including the co-formulant containing the
component) exist and indicate no concern, and that the co-formulant does not contribute to the
overall toxicity of MON 52276. Furthermore, the polymer is expected to be stable in the
formulation and monomers are not considered to be of concern as their content is expected to
be very low. Overall, there is no indication of concern for the particular co-formulant or the
representative product.

Nevertheless, Member States should pay particular attention to the assessment of co-
formulants used in glyphosate-containing plant protection products when evaluating
applications for authorisation and - according to the provisions in Regulation (EU)
No 284/2013' - request additional data if considered necessary, taking into account in
particular the criteria to identify unacceptable co-formulants as set out in Commission
Implementing Regulation (EU) 2023/5741°,

For further addressing the risk to biodiversity via indirect effects and trophic interactions it
was considered needed 1) to perform a systematic literature search for data collection; 2) to
quantify, in a spatial and temporal context, the direct effects on the weeds (including the impact
on the seed bank), non-target plants, non-target arthropods and bees in order to inform the

16
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e.g. itisincluded on the list of co-formulants in authorised plant protection products in Germany:
https:/Mmww.bvl.bund.de/SharedDocs/Downloads/04_Pflanzenschutzmittel/zul_info_liste_beistoffe En.pdf:jsessio
nid=7E202A22E52248D537A301D6ESF5D7F8.internet942?_ blob=publicationFile&v=6.
Regulation (EC) No 1907/2006 ofthe European Parliament and of the Council of 18 December 2006 concerning the
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishinga European Chemicak
Agency (OJ L 396, 30.12.2006, p. 1).
Commission Regulation (EU) No 284/2013 of 1 March 2013 setting out the data requirements for plant protection
products, in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council
concerning the placing of plant protection products on the market (OJ L 93, 3.4.2013, p. 85).
Commission Implementing Regulation (EU) 2023/574 of 13 March 2023 setting out detailed rules for the
identification of unacceptable co-formulants in plant protection products in accordance with Regulation (EC)
No 1107/2009 of the European Parliament and of the Council (OJ L 75, 14.3.2023, p. 7).
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extent of potential indirect effects via trophic interactions; 3) to demonstrate how both specific
and general mitigation measures may address the impact due to indirect effects

As part of the renewal review of glyphosate a comprehensive assessment of the possible impacts
of the use of glyphosate on biodiversity was undertaken and no direct effects on non-target
organisms are expected fora number of representative uses (for some uses, though, a risk to
small herbivorous mammals was identified based on a first-tier risk assessment - see below).

Given that the use of glyphosate reduces the presence of weeds, indirect effectson biod iversity
may occur, for instance on pollinators and herbivorous organisms that depend on those weeds
as a food source. However, the experts recognised that the risks associated with the
representative uses of glyphosate for biodiversity are complex and depend on multiple factors.
Furthermore, it was reflected that indirect effects as a result of removal of the target weeds are
likely to be similar for any broad-spectrum herbicide used in the same manner. In addition, the
experts highlighted that there are currently no agreed harmonised methodologies for carrying out
assessments of indirect effects viatrophic interactions, and that considering such kind of potential
impacts is complex and multi-factorial.

During the peer review, Member State experts noted that risk mitigation measures including use
of drift reduction nozzles, buffer zones, or the implementation of multi-functional field margins
(MFFM) could be beneficial for biodiversity — however no quantification was possible and the
experts noted that their effectiveness would be context and landscape dependent.

In fact, due to the complex and multifactorial elements, Member States are best positioned to
assess indirect effects on their territory considering their national and regional specific
environmental conditions, and to impose where relevant appropriate risk mitigation measures,
conditions and restrictions of use. This applies both to professional and non-professional uses.

Inaddition, Article 55 of Regulation (EC) No 1107/2009 obliges that the use of plant protection
products complies with the general principles of integrated pest management as referred to in
Article 14 and Annex 111 to the Directive on the Sustainable Use of Pesticides (SUD)?, i.e.
biological, physical and other non-chemical methods must be preferred to chemical methods
if they provide satisfactory pest control, and the use of pesticides must be limited to levels that
are necessary.

Furthermore, other provisions of the SUD and other existing Union legislation, including the
Birds?! and Habitats?? Directives contain provisions that contribute to the protection and
promotion of biodiversity in agro-ecosystems, allowing to consider the multiple factors affecting
biodiversity in an integrated and systemic way, in view of achieving a positive and long-lasting
impact on biodiversity. For instance, Member States may have also implemented or plan to
implement general measures addressing their particular situations in view of achieving targets set
under the Farm to Fork Strategy and Biodiversity Strategy via their National Action Plans
established under the SUD. Inaddition, the Common Agricultural Policy (CAP) also supports the
objective of protecting biodiversity with a number of policy instruments, among which the Good

20

21

22

Directive 2009/128/EC of the European Parliament and ofthe Council of 21 October 2009 establishing a framework
for Community action to achieve the sustainable use of pesticides (OJ L 309, 24.11.2009, p. 71).
Council Directive 92/43/EEC of 21 May 1992 on the conservation of natural habitats and of wild fauna and flora
(OJ L 206,22.7.1992, p. 7).
Directive 2009/147/EC of the European Parliament and of the Council of 30 November 2009 on the conservation of
wild birds (OJ L 20, 26.1.2010, p. 7).
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Agricultural and Environmental Conditions (GAEC) require farmers to undertake beneficial
farming practices such as crop rotation or maintenance of biodiversity area.

Therefore, once relevant methods and guidance are agreed at Union level, Member States
should consider during the process for (renewal of) authorisations of plant protection products
containing glyphosate any indirect effects on biodiversity via trophic interactions. In the
absence of such methods and guidance, Member States may apply methods which they
consider appropriate to determine the potential indirect effects of plant protection products
containing glyphosate and which take into account their specific agro-environmental
conditions. When doing so, if they identify any such possible indirect effects on biodiversity,
Member States should set specific conditions or restrictions of use for plant protection products
containing glyphosate, considering in particular if practical alternative control or prevention
methods with lower impacts on biodiversity are available..

Confirmatory information should be provided by the applicant on the possible indirect effects on
biodiversity via trophic interactions, once relevant methods and guidance are agreed at Union
level.

In addition, Member States may set monitoring requirements when granting authorisations, in
order to complement the monitoring under Directive 2000/60/EC?3 of the European Parliament
and of the Council and Directive 2009/128/EC for the purpose of surveying of impacts of
pesticide use on the environment.

EFSA also identified a long-term risk to small herbivorous mammals for 12 out of 23 representative
uses - a risk was identified for some representative uses following a first tier assessment2* without
taking into account possible refinements that may be applicable if additional data would be
available (i.e. the assessment was based on conservative assumptions and may be refined further).
As there are representative uses for which no risk was identified, the renewal of approval is not
precluded. It is further noted that in Table 7 of the EFSA Conclusion, footnotes are included that
provide further details on the risks to small herbivorous mammals for the representative uses; for
8 of the 12 uses where a risk was identified, limiting the timing of use, the number of applications
or the maximum dose rate leads to an acceptable risk.

The representative uses forwhich long-term risk to small herbivorous mammals was identified are
not included in the list of representative uses supported by available data in Appendix Il to this
renewal report, and are therefore not underpinning the renewal of approval. Taking into account the
information reported in Table 7 of the EFSA Conclusion and associated footnotes, 19 uses are
considered acceptable. For the uses where a high risk was identified and which are therefore not
displayed, product authorisations can only be granted by Member States following a new risk
assessment demonstrating the absence of unacceptable risks, for which further data can be
submitted and assessed as part of the respective applications for the renewal of product
authorisations that are mandatory after the renewal of approval.

Taking into account that a risk to small herbivorous mammals was identified for some uses of
glyphosate (albeit based on a first-tier assessment) and in view of ensuring no unacceptable effects
on them it is considered appropriate to set maximum rates of use that should normally apply, based
on the representative uses assessed where no unacceptable risk for small herbivorous mammals

23 Directive 2000/60/EC ofthe European Parliament and of the Council of 23 October 2000 establishinga framework
for Community action in the field of water policy (OJ L 327, 22.12.2000, p. 1).

24 je. arisk assessment using conservative assumptions and default values rather than information on actual and
realistic field exposure.



https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=OJ:L:2000:327:TOC

was identified (as listed in Appendix I1). Different rates are set for agricultural uses, use to control
invasive species, and for use in non-agricultural areas. Nevertheless, recognising that the
representative uses assessed do not cover all possible uses and that each use of each plant
protection product must be assessed by Member States before being authorised, those rates may
be exceeded if the outcome of such risk assessment undertaken for the specific plant protection
product use indicates that a higher rate does not lead to any unacceptable effects on small
herbivorous mammals.

Member States should therefore pay attention to the risk to mammals when carrying out
assessments for authorisation of plant protection products.

EFSA also concluded that, based on the current state of scientific knowledge the available data
support a sufficiently protective assessment for any health impact possibly mediated by the
microbiome on humans, livestock and pet animals. Experts noted that further research is needed
to identify dedicated methodologies to better integrate the microbiome into chemical risk
assessment. EFSA is working to advance the understanding of possible impacts of exposure to
food and substances on the microbiome and how to integrate such knowledge into risk assessment.

For groundwater, the results of groundwater modelling for the representative uses indicate no risk
of groundwater contamination by either glyphosate or its metabolite AMPA, with all predicted
concentration being <0.001 pg/L. Inaddition, more than 99% of samples from the available EU
wide public monitoring data contained glyphosate and AMPA at levels less than 0.1 pug/L. EFSA
highlighted that in some small hydrological catchments and some larger river systems, the route
of groundwater exposure via bank infiltration and the connectivity of surface water bodies to
groundwater aquifers may be relevant and that further information would be useful for Member
States to assess groundwater concentrations that may result from this exposure pathway.
Furthermore, it is possible that certain non-agricultural uses of glyphosate on sealed surfaces or in
very permeable areas (for example where the topsoil is replaced with sand or gravel) may lead to
a higher risk of leaching into groundwater or surface waters — as also raised by EFSA in its previous
Conclusion?® (2015) based on several representative uses evaluated at that time. Since Article 11
of Directive 2009/128/EC requires that Member States ensure appropriate measures to protect the
aquatic environment and drinking water supplies, Member States should pay particular attention
to the protection of groundwater in vulnerable areas (including in very permeable areas), and
consider specifically the use on sealed surfaces, whencarrying out assessments for plant protection
products. This applies both to professional and non-professional uses.

A low risk to aquatic organisms was concluded for all the representative uses of glyphosate from
exposure to glyphosate and its metabolites via surface water and sediment (it is noted that an
additional assessment for non-target aquatic plants from contact exposure to spray drift could not
be finalised and needs attention by Member States — see above). The monitoring data for surface
waters indicated concentrations below the regulatory acceptable concentration values for
glyphosate and AMPA in a very high proportion of the samples in the dataset (about 99%).
Nevertheless, in some Member States levels above 0.1 pg/L (the maximum level for active
substance permitted in drinking water) are reported more frequently. Member States should,
therefore, pay particular attention to the protection of surface waters, in particular to protect water
used for the abstraction of drinking water, when carrying out assessments for plant protection
products, taking into account relevant monitoring data, where available.

25 EFSA (European Food Safety Authority), 2015. Conclusion on the peer review of the pesticide risk assessment of
the active substance glyphosate. EFSA Journal 2015;13(11):4302, 107 pp. doi:10.2903/j.efsa.2015.4302.
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Considering the importance of preventing contamination of the environment with glyphosate
and/or its metabolites, in particular surface waters, Member States may set additional monitoring
requirements when authorising plant protection products containing glyphosate.

A low risk for non-target terrestrial plants was identified for all representative uses only by
implementing appropriate risk mitigation measures. The required risk mitigation measures may
vary with the different representative uses. Based on the findings of EFSA in its Conclusions, to
protect non-target terrestrial plants for spray applications made by professional users in
agricultural fields an in-field non-sprayed buffer strip of at least 5 to 10 m from the field border
depending on the particular use and drift reduction nozzles reducing spray drift by at least 75%, or
other risk mitigation measures with equivalent reduction of drift, should be required by Member
States when granting authorisations unless the outcome of the risk assessment undertaken for the
specific plant protection product use(s) indicates that such risk mitigation is not needed or can be
lowered because there are no unacceptable risks caused by spray drift.

Member States should therefore pay attention to the risk to non-target terrestrial plants when
carrying out assessments for authorisation of plant protection products.

The review has identified several acceptable exposure scenarios for operators, workers, residents,
bystanders and groundwater, which require however to be confirmed for each plant protection
product in accordance with the relevant sections of the above mentioned uniform principles.

The review has also concluded that under the proposed and supported conditions of use there are no
unacceptable effects on the environment, as provided for in Article 4(3)(e)(i) of Regulation (EC)
No 1107/2009, provided that certain conditions are taken into account as detailed in section 6 of this
report.

Extension of the use pattern beyond those described in Annex Il will require an evaluation at
Member State level in order to establish whether the proposed extensions of use can satisfy the
requirements of Article 29(1) of Regulation (EC) No 1107/2009 and of the uniform principles laid
down in Regulation (EU) No 546/2011.

4. Identity and Physical/chemical properties

The identity of glyphosate is given in Appendix I.

5. Endpoints and related information

In order to facilitate Member States, in granting or reviewing authorisations, to apply adequately the
provisions of Article 29(1) of Regulation (EC) No 1107/2009 and the uniform principles laid down
in Regulation (EU) No 546/2011, the most important endpoints were identified during the re-
evaluation process. These endpoints are listed in the EFSA Conclusion.
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6. Particular conditions to be taken into account on short term basis by Member States in
relation to the granting of authorisations of plant protection products containing
glyphosate

On the basis of the representative uses (as listed in Appendix I1), only uses as herbicide may be
authorised and the following issues have been identified as requiring particular attention from all
Member States, in the framework of any authorisations to be granted, amended or withdrawn, as
appropriate.

When assessing applications forauthorisation or renewal of authorisation of plant protection products
containing glyphosate, Member States shall pay particular attention to:

- the co-formulants present in glyphosate-containing plant protection products, taking into
account in particular the critiera for identification of unacceptable co-formulants as set out in
Commission Implementing Regulation (EU) 2023/574;

- the consumer exposure assessment with regards to residues that may be present in succeeding
crops grown in rotation;

- the protection of groundwater in vulnerable areas and of surface waters, in particular those
used for the abstraction of drinking water, considering specifically uses on sealed surfaces;

- the protection of small herbivorous mammals. They shall, where considered necessary impose
mitigation measures such as limiting the timing of use, the number of applications or the
maximum dose rate. The following maximum application rates shall not be exceeded unless
the outcome of the risk assessment undertaken for the specific uses for which authorisation is
applied for demonstrates that a higher rate does not lead to any unacceptable effects on small
herbivorous mammals:

— For use in agriculture: 1.44 kg glyphosate per hectare, per year;

— For use to control invasive species in agricultural and non-agricultural areas: 1.8 kg
glyphosate per hectare, per year;

— For use in non-agricultural areas: 3.6 kg glyphosate per hectare, per year;

- the protection of non-target terrestrial and aquatic plants from exposure by spray drift;

- indirect effects on biodiversity via trophic interactions once relevant methods and guidance to
identify such effects are agreed at Union level. In the absence of such methods and guidance,
Member States may apply methods which they consider appropriate to determine the potential
indirect effectsof plant protection products containing glyphosate and which take into account
their specific agro-environmental conditions. When doing so, if they identify any such possible
indirect effects on biodiversity, Member States shall set specific conditions or restrictions of
use for plant protection products containing glyphosate, considering in particular if practical
alternative control or prevention methods with lower impacts on biodiversity are available;

- uses by non-professional users;

- compliance of pre-harvest uses with with the provisions of Directive 2009/128/EC in
conjunction with Article 55 of Regulation (EC) No 1107/2009. Uses for desiccation to control
the time point of harvest or to optimise the threshing shall not be authorised.

Conditions of use shall include risk mitigation measures, including combinationsthereof, asrequired.

Inparticular, drift shall be reduced forspray applications made by professional users in agricultural

fields. By default, to protect non-target terrestrial plants, an in-field non-sprayed buffer strip of at

least 5 to 10 m from the field border depending on the particular use and drift reduction nozzles

reducing spray drift by at least 75%, or other risk mitigation measures with equivalent reduction
12



of drift, shall be required, unless the outcome of the risk assessment undertaken for the specific
plant protection product use indicates that such risk mitigation measures are not needed or can be
lowered because there are no unacceptable risks caused by spray drift.

Inaddition, Member States may set monitoring requirements when granting authorisations, in order
to complement the monitoring under Directives 2000/60/EC and 2009/128/EC of the European
Parliament and of the Council.

Member States shall ensure that use of plant protection products containing glyphosate is
minimised or prohibited in the specific areas listed in Article 12(a) of Directive 2009/128/EC.

7. List of studies to be generated

The applicant shall submit to the Commission, the Member States and the Authority confirmatory
information as regards the possible indirect effects on biodiversity via trophic interactions, within
three years from the date of applicability of a relevant guidance document endorsed by the
Standing Committee on Plants, Animals, Food and Feed.

Some endpoints may require the generation or submission of additional studies to be submitted to the
Member States in the context of applications for authorisations for certain uses.

A complete list of studies to be generated, still ongoing or available but not peer reviewed can be
found in the relevant part of the EFSA Conclusion (pages 42-45).

8. Information on studies with claimed data protection

For information of any interested parties, the rapporteur Member State will keep available a
document, which gives information about the studies for which the applicant has claimed data
protection and which during the re-evaluation process were considered as essential with a view to
approval under Regulation (EC) No 1107/2009. This information is only given to facilitate the
operation of the provisions of Article 62 of Regulation (EC) No 1107/2009 in the Member States. It
is based on the best information available, but it does not prejudice any rights or obligations of
Member States or operators with regard to its uses in the implementation of the provisions of
Article 62 of Regulation (EC) No 1107/2009 and neither does it commit the Commission.

9. Updating of this renewal report

The information in this report may require to be updated from time to time in order to take account
of technical and scientific developments aswell as of the results of the examination of any information
referred to the Commission in the framework of Articles 13, 21, 38, 44, 56 of Regulation (EC)
No 1107/2009. Any such adaptation will be finalised in the Standing Committee on Plants, Animals,
Food and Feed, in connection with any amendment of the approval conditions for glyphosate.
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APPENDIX I

Identity

GLYPHOSATE

Chemical name (IUPAC)

N-(phosphonomethyl)glycine

Chemicalname (CA)

glycine, N-(phosphonomethyl)-

CIPAC No 284
CAS No 1071-83-6
EC No (EINECS or ELINCS) 213-997-4

FAOQO Specification (including year of publication)

284/TC (2016) covering technical material of Monsanto,
Cheminova, Syngenta and Helm

Glyphosate: > 950 g/kg
Formaldehyde: maximum 1.3 g/kg of the glyphosate acid

N-nitroso-glyphosate:
glyphosate acid

maximum 1 mg/kg of the

Minimum purity of the active substance as
manufactured

950 g/kg

Identity of relevant impurities (of toxicological,
ecotoxicological and/or environmental concern) in
the active substance as manufactured

N-nitroso-glyphosate (NNG): < 1 mg/kg
Formaldehyde: <1 g/kg

Formic acid: <4 g/kg

Triethylamine: <2 g/kg
N,N-bis(phosphonomethyl)glycine (glyphosine): <3
o/kg

Location of the (proposed) reference specification
(for significant impurities)

RAR Volume 4 Equivalence (2023)

It is noted that the proposed reference specification was
not considered finalised by EFSA due to the need to
exclude the clastogenic potential of one impurity,
glyphosine. However, a maximum level has been
established for glyphosine, therefore the reference
specification is considered to be acceptable.

Molecular formula C3HsNOsP

Molar mass 169.1 g/mol

Structural formula HO CHZ\N/CHZ\P/OH
T 0
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APPENDIX 11

List of representative uses supported by available data

GLYPHOSATE
- s Application rate per
Member 2, Pests or Preparation Application treatment o]
Crop and/or Product Group of Interval | kga.s | Water | kg
situation (a) (S:tate o' | name |°F pests Type| Conc. | method range of |Number between [ /hL | L/ha |a.s./ha days Remarks
ountry | ; - growth stages| min- L . . : (m)
(b) controlled (¢)| (d-f) |a.s. (i) | kind (f-h) & season (j) [max (k) application| min- | min- | min-
(min) |max (D] max [max (1)
PRE-SOWING and/or PRE-PLANTING and/or PRE-EMERGENCE
Root vegetable | EU MON F | Emerged SL | 360 | Tractor Pre- 1-1 NA 0.36 | 100- | 1.44 | N/A| Also applicable to renovation / change of land use
plants 52276 annual g/L mounted | emergence - 400 applications.
(NNNVW) & weeds broadcast| of the crop 1.44
tuberousplants (BANMNT, spray Application to 100 % of the field.
(NNNZK), 3ANDIT),
bulb plants emerged Maximumapplicationrate of 1.44 kg as/ha glyphosate in any
(NNNZJ), perennial 12 months period.
fruit-vegetable and
plants biennial See Table 6 of the EFSA Conclusion (2023) for details of
(NNNVF), weeds risk mitigation measures required.
Brassica (3PEDIT,
(1BRSG), 3PEMNT)
leaf and stem (BBCH >
vegetable plants 13)
(NNNWVL),
Sugar beet
(BEAVA)
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F, Pest Preparation Application Applltcatltt)n ra;[e per
Crop and/or Member Product G Greosuspoorf Interval | kga.s r333$fn kg PHI
situation (a) (S:toalfﬁt?r name olr pests Type| Conc. | method gror\?vr:ﬁest%ges N%r;wntier between [ /hL | L/ha |a.s./ha d(%s Remarks
y (b) controlled ()| (d-f) |a.s. (i) [ kind (f-h) & season (j) [max (k) application| min- | min- | min-
(min) |max ()| max [max (l)
— Root vegetable | EU MON F T Emerged SC [ 360 [ Tractor Pre- I-T NA 0.27 T 1I00- [ I.08 [N/AT Also applicable to renovation / change of land use
plants 52276 annual g/lL mounted | emergence - 400 applications.
(NNNVW) & weeds broadcast| of the crop 1.08
tuberousplants (BANMNT, spray Application to 100 % of the field.
(NNNZK), 3ANDIT),
bulb plants emerged Maximumapplication rate of 1.08 kg as/ha glyphosate in any
(NNNZJ), perennial 12 months period.
fruit-vegetable and
plants biennial See Table 6 of the EFSA Conclusion (2023) for details of
(NNNVF), weeds risk mitigation measures required.
Brassica (3PEDIT,
(1BRSG), 3PEMNT)
leaf and stem (BBCH 13-
vegetable plants 21)
(NNNWVL),
Sugar beet
(BEAVA)
Root vegetable | EU MON F | Emerged SL | 360 | Tractor Pre- 1-1 NA 0.18 | 100- [ 0.72 | N/A| Also applicable to renovation / change of land use
plants 52276 annual g/L mounted | sowing, - 400 applications.
(NNNVW) & weeds broadcast| Pre- 0.72
tuberousplants (BANMNT, spray planting, Application to 100 % of the field.
(NNNZK), 3ANDIT) Pre-
bulb plants emergence Maximumapplicationrate of 0.72 kg as/ha glyphosate in any
(NNNZJ), of the crop 12 months period.
fruit-vegetable
plants See Table 6 of the EFSA Conclusion (2023) for details of
(NNNVF), risk mitigation measures required.
Brassica
(1BRSG),
leaf and stem
vegetable plants
(NNNVL),
Sugar beet
(BEAVA)

POST-HARVEST, PRE-SOWING, PRE-PLANTING
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Application rate per

. } Mermber o E Cl:ests orf Preparation Application L treatment _ oHI

rop and/or roduc roup o Interval ga.s | Water g

situation (a) (S;)alfﬁt?r name olr pests Type| Conc. | method gror\?vr:ﬁest%ges N%r;wntier between [ /hL | L/ha |a.s./ha d(%s Remarks

y (b) controlled ()| (d-f) |a.s. (i) [ kind (f-h) & season (j) [max (k) application| min- | min- | min-
(min) |max ()| max [max (l)

— Root vegetable | EU MON F T Emerged SC [ 360 [ Tractor Post- il Z28days [ 0.I8 | 1I00- | 0.7Z [ N/AT Applicafion to existing row cropland after harvest for
plants 52276 annual g/lL mounted | harvest, - 400 removal of remaining crop / stubble and for control of
(NNNVW) & weeds broadcast| pre- 0.72 actively growing weeds.
tuberousplants (BANMNT, spray sowing,

(NNNZK), 3ANDIT), pre- Application to 100 % of the field.

bulb plants emerged planting

(NNNZJ), perennial See Table 6 of the EFSA Conclusion (2023) for details of
fruit-vegetable and risk mitigation measures required.

plants biennial

(NNNVF), weeds

Brassica (3PEDIT,

(1BRSG), 3PEMNT)

leaf and stem

vegetable plants

(NNNWVL),

Sugar beet

(BEAVA)

Root vegetable | EU MON F | Emerged SL | 360 | Tractor Post- 1 28 days | 0.18 | 100- | 0.72 | N/A| Application to existing row cropland after harvest for
plants 52276 annual g/L mounted | harvest, - 400 removal of remaining crop / stubble and for control of
(NNNVW) & weeds broadcast| pre- 0.72 actively growing annual weeds.

tuberousplants (BANMNT, spray sowing,

(NNNZK), 3ANDIT) pre- Application to 100 % of the field.

bulb plants planting

(NNNZJ), See Table 6 of the EFSA Conclusion (2023) for details of
fruit-vegetable risk mitigation measures required.

plants

(NNNVF),

Brassica

(1BRSG),

leaf and stem

vegetable plants

(NNNVL),

Sugar beet

(BEAVA)
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F, Pest Preparation Application Applltcatltt)n ra;[e per
Crop and/or Member Product G Greosuspoorf Interval | kga.s r333$fn kg PHI
situation (a) (S:toalfﬁt?r name olr pests Type| Conc. | method gror\?vr:ﬁest%ges N%r;wntier between [ /hL | L/ha |a.s./ha d(%s Remarks
y (b) controlled ()| (d-f) |a.s. (i) [ kind (f-h) & season (j) [max (k) application| min- | min- | min-
(min) |max ()| max [max (l)
— Root vegetable | EU MON F T Cereal SC [ 360 [ Tractor Post- il NA 0.135] 100- [ 0.54 [ NJ/AT Application to existing row cropland after harvest for |
plants 52276 volunteers g/lL mounted | harvest, 0.54 | 400 removal of cereal volunteers.
(NNNVW) & (NNNGA) broadcast| pre-
tuberousplants spray sowing, Maximumapplication rate 0of 0.54 kg as/ha glyphosate in any
(NNNZK), pre- 12 months period.
bulb plants planting
(NNNZJ), See Table 6 of the EFSA Conclusion (2023) for details of
fruit-vegetable risk mitigation measures required.
plants
(NNNVF),
Brassica
(1BRSG),
leaf and stem
vegetable plants
(NNNWVL),
Sugar beet
(BEAVA)
Root vegetable | EU MON F | Cereal SL | 360 | Tractor Post- 1 NA 0.135{ 100- [ 0.54 | N/A| Application to existing row cropland after harvest for
plants 52276 volunteers g/L mounted | harvest, 0.54 | 400 removal of cereal volunteers once every three years.
(NNNVW) & (NNNGA) broadcast| pre-
tuberousplants spray sowing, Maximumapplication rate 0f 0.54 kg as/ha glyphosate in any
(NNNZK), pre- 36 months period.
bulb plants planting
(NNNZJ), See Table 6 of the EFSA Conclusion (2023) for details of
fruit-vegetable risk mitigation measures required.
plants
(NNNVF),
Brassica
(1BRSG),
leaf and stem
vegetable plants
(NNNVL),
Sugar beet
(BEAVA)
POST-EMERGENCE OF WEEDS
Orchard crops: | EU MON F | Emerged SL | 360 | Ground Post- 1 28 days | 0.18 | 100- | 0.72 | 7 Avoid crop contamination during treatment.
citrus (3CITC), 52276 annual g/L directed, | emergence - 400
stone (3STFC) weeds fully- of weeds 1.08 Band application in the rows below the trees or as spot
and pome (BANMNT, shielded | throughout treatments. The treated area represents not more than 50 %
(3PMFC) fruits, 3ANDIT), (hooded) | the year of the total orchard area. Theapplication rate with reference
kiwi (ATIDE), emerged spray, to the total orchard surface areais not more than 50 % of the
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Application rate per

. } Mermber s 2 Cl:ests orf Preparation Application treatment oHI
rop and/or roduct roup o Interval | kga.s | Water | kg
situation (a) (S:toalfﬁt?r name olr pests Type| Conc. | method or J@?ﬁi&ge s N#mﬁer between [ /hL | L/ha |a.s./ha d(%s Remarks
y (b) controlled ()| (d-f) |a.s. (i) [ kind (f-h) & season (j) [max (k) application| min- | min- | min-
(min) |max ()| max [max (l)
— nut crops perennial band stated dose rate.
(3NUTC), and applica-
banana biennial tion See Table 6 of the EFSA Conclusion (2023) for details of
(MUBPA), and weeds risk mitigation measures required.
table olives (3PEDIT,
(OLVEU)* 3PEMNT)
Orchard crops: | EU MON F | Emerged SL | 360 | Ground Post- 1 28 days | 0.18 | 100- | 0.72 | 7 Avoid crop contamination during treatment.
citrus (3CITC), 52276 annual g/L directed, | emergence - 400
stone (3STFC) weeds fully- of weeds 0.72 Band application in the rows below the trees or as spot
and pome (3ANMNT, shielded | throughout treatments. The treated area represents not more than 50 %
(3PMFC) fruits, 3ANDIT) (hooded) | the year of the total orchard area. Theapplication rate with reference
kiwi (ATIDE), spray, to the total orchard surface areais not more than 50 % of the
nut crops band stated dose rate.
(3NUTC), applica-
banana tion See Table 6 of the EFSA Conclusion (2023) for details of
(MUBPA), and risk mitigation measures required.
table olives
(OLVEU)*
Vines (VITVI) | EU MON F| Emerged SL | 360 | Ground Post- 1 28 days | 0.18 | 100- | 0.72 | 7 Avoid crop contamination during treatment.
(table and wine 52276 annual gL directed, | emergence - 400
grape, leaves weeds fully- of weeds 1.08 Band application in therows below thevine stock oras spot
notintended for (BANMNT, shielded | throughout treatments. The treated area represents not more than 50 %
human 3ANDIT), (hooded) | the year of the total vineyard area. Theapplication rate with reference
consumption) emerged spray, to the total vineyard surface area is not more than 50 % of
perennial band the stated dose rate.
and applica-
biennial tion See Table 6 of the EFSA Conclusion (2023) for details of
weeds risk mitigation measures required.
(3PEDIT,
3PEMNT)
Vines (VITVI) | EU MON F | Emerged SL | 360 | Ground Post- 1 28 days | 0.18 | 100- | 0.72 | 7 Avoid crop contamination during treatment.
(table and wine 52276 annual gL directed, | emergence - 400
grape, leaves weeds fully- of weeds 0.72 Band application in therows below thevine stock oras spot
notintended for (BANMNT, shielded | throughout treatments. The treated area represents not more than 50 %
human 3ANDIT) (hooded) | the year of the total vineyard area. Theapplication rate with reference
consumption) spray, to the total vineyard surface area is not more than 50 % of
band the stated dose rate.
applica- See Table 6 of the EFSA Conclusion (2023) for details of
tion risk mitigation measures required.
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Application rate per

. } Mermber o E Cl:ests orf Preparation Application treatment oHI

rop and/or roduc roup o Interval | kga.s | Water | kg

situation (a) (S:toalfﬁt?r name olr pests Type| Conc. | method or or\?vr:r?est%ge s N%r;wntier between [ /hL | L/ha |a.s./ha d(%s Remarks

y (b) controlled ()| (d-f) |a.s. (i) [ kind (f-h) & season (j) [max (k) application| min- | min- | min-
(min) |max ()| max [max (l)

— Vegetables EU MON F T Emerged SC | 360 Tnier-row | Crop il NA 0.27 T I00- [ I.08 [ 60 [ Avoid crop contamination during treatment.
(Root vegetable 52276 annual g/lL applica- BBCH < - 400
plants weeds tion: 20 1.08 Maximumapplicationrate of 1.08 kg as/ha gly phosate in any
(NNNVW) & (BANMNT, ground 12 months period.
tuberous plants 3ANDIT), directed,
(NNNZK), emerged fully- Applications are made between the crop rows. The rate refers
bulb plants perennial shielded to the treated area only, which represents not more than 50 %
(NNNZ)), and (hooded) of the total area. The application rate with reference to the
fruit-vegetable biennial spray total surface area is not more than 50 % of the stated dose
plants weeds rate.
(NNNVF), (3PEDIT,
Legume 3PEMNT) See Table 6 of the EFSA Conclusion (2023) for details of
vegetables risk mitigation measures required.
(3LEVC),
Leafy
vegetables
(3LEACQC))
Vegetables EU MON F | Emerged SL | 360 Inter-row | Crop 1 NA 0.18 | 100- | 0.72 | 60 | Avoid crop contamination during treatment.
(Root vegetable 52276 annual gL applica- BBCH < - 400
plants weeds tion: 20 0.72 Maximumapplicationrate 0of 0.72 kg as/ha glyphosate in any
(NNNVW) & (BANMNT, ground 12 months period.
tuberousplants 3ANDIT) directed,
(NNNZK), fully- Applications are between the crop rows. The rate refers to
bulb plants shielded the treated area only, which represents not more than 50 %
(NNNZ)), (hooded) of the total area. The application rate with reference to the
fruit-vegetable spray total surface area is not more than 50 % of the stated dose
plants rate.
(NNNVF),
Legume See Table 6 of the EFSA Conclusion (2023) for details of
vegetables risk mitigation measures required.
(3LEVC),
Leafy
vegetables
(3LEACQC))
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Application rate per

. } Mermber o 2 Cl:ests orf Preparation Application L treatment _ oHI
rop and/or roduc roup o Interval ga.s | Water g
situation (a) (S:toalfst?r name olr pests Type| Conc. | method gror\?vr:r?est%ges N#]r;wntjer between [ /hL | L/ha |a.s./ha d(z;g/)s Remarks
y (b) controlled ()| (d-f) |a.s. (i) [ kind (f-h) & season (j) [max (k) application| min- | min- | min-
(min) |max ()| max [max (l)
~ Railway tracks | EU MON F T Emerged SC [ 360 [ Ground Post- Z 90days [ 0.45 [ 1I00- [ 1.8 N/AT Applicafion by spray train
(3RAILO) 52276 annual g/lL directed, | emergence - 400
weeds spray of weeds 1.8 Maximumapplication rate of 3.6 kgas/haglyphosate in any
(BANMNT, throughout 12 months period.
3ANDIT), the year /
emerged no crop See Table 6 of the EFSA Conclusion (2023) for details of
perennial presnet risk mitigation measures required.
and
biennial
weeds
(3PEDIT,
3PEMNT)
Railway tracks | EU MON F | Emerged SL | 360 | Ground Post- 1 NA 0.45 | 100- | 1.8 N/A| Application by spray train
(3RAILO) 52276 annual gL directed, | emergence - 400
weeds spray of weeds 1.8 Maximumapplication rate of 1.8 kgas/haglyphosate in any
(BANMNT, throughout 12 months period.
3ANDIT), the year /
emerged no crop See Table 6 of the EFSA Conclusion (2023) for details of
perennial presnet risk mitigation measures required.
and
biennial
weeds
(3PEDIT,
3PEMNT)
Invasive EU MON F | Giant SL | 360 | Spot Post- 1 NA 0.45 | 5- 1.8 N/A| Maximumapplication rateof 1.8 kgas/haglyphosatein any
species in 52276 hogweed g/L treatment | emergence - 400 12 months period.
agricultural (Hera- (shielded)| ofinvasive 36
(3CRGK) and cleum species See Table 6 of the EFSA Conclusion (2023) for details of
non-agricultural mantegazzi throughout risk mitigation measures required.
(YNKKX) anum) the year
areas (HERMZ)
Invasive EU MON F | Japanese SL | 360 | Spot Late 1 NA 0.45 | 5- 1.8 N/A| Maximumapplication rateof 1.8 kgas/haglyphosatein any
species in 52276 knotweed g/L treatment | summer, - 400 12 months period.
agricultural (Rey- (shielded), early fall 36
(3CRGK) and noutria cut stem: See Table 6 of the EFSA Conclusion (2023) for details of
non-agricultural japonica) spray risk mitigation measures required.
(YNKKX) (POLCU) application
areas

21




Application rate per

. } Mermber o 2 Cl:ests orf Preparation Application treatment oHI
rop and/or roduc roup o Interval | kga.s | Water | kg
situation (a) (S:toalfﬁt?r name olr pests Type| Conc. | method or J@?ﬁi&ge s N#mﬁer between [ /hL | L/ha |a.s./ha d(%s Remarks

y (b) controlled ()| (d-f) |a.s. (i) [ kind (f-h) & season (j) [max (k) application| min- | min- | min-

(min) |max ()| max [max (l)

Root vegetable | EU MON F | Couch SL | 360 [ Spot Post- 1 NA 0.18 | 100- | 0.72 [ N/A| Application to existing row cropland after harvest for
plants 52276 grass g/L treatment | harvest, - 400 removal of couch grass.
(NNNVW) & (Elymus (shielded)| pre- 0.72
tuberous plants repens) sowing, Maximumapplication rate 0f 0.72 kg as/ha glyphosate in any
(NNNZK), (AGRRE) pre- 12 months period.
bulb plants planting
(NNNZ2)), The treated area represents not more than 20 % of the
fruit-vegetable cropland.
plants
(NNNVF), See Table 6 of the EFSA Conclusion (2023) for details of
Brassica risk mitigation measures required.
(1BRSG),
leaf and stem
vegetable plants
(NNNWVL),
Sugar beet
(BEAVA)
Root vegetable | EU MON F| Couch SL | 360 [ Spot Post- 1 NA 0.18 | 100- | 0.72 | N/A| Application to existing row cropland after harvest for
plants 52276 grass gL treatment | harvest, - 400 removal of couch grass once every three years.
(NNNVW) & (Elymus (shielded)| pre- 0.72
tuberous plants repens) sowing, Maximumapplication rate 0f0.72 kg as/ha glyphosate in any
(NNNZK), (AGRRE) pre- 36 months period.
bulb plants planting
(NNNZ2)), The treated area represents not more than 20 % of the
fruit-vegetable cropland.
plants
(NNNVF), See Table 6 of the EFSA Conclusion (2023) for details of
Brassica risk mitigation measures required.
(1BRSG),
leaf and stem
vegetable plants
(NNNWVL),
Sugar beet
(BEAVA)
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Remarks:

@

(b)
(©
(d)
©

®
©)

(h)

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

Outdoor or field use (F), glasshouse application (G) or indoor application (1)

e.g. biting and suckling insects, soil born insects, foliar fungi, weeds

e.g. wettable powder (WP), watersoluble granule (WG)

CropLife Intemational Technical Monograph no 2, 6th Edition. Revised May 2008. Catalogue
of pesticide formulation types and international coding system

All abbreviations used must be explained

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
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(i) g/kgorg/l

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

(k) The minimum and maximum number of application possible under practical
conditions of use must be provided

() PHI - minimum pre-harvest interval

(m) Remarks may include: Extent of use/economic importance/ restrictions



