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PART A
RISK MANAGEMENT

1 Details of the application

The company NUFARM S.A.S.has requested a marketing authorisation in France for the product
FUSILADE MAX (product code: CA2157), containing 125 g/L fluzifop-P* as an herbicide for professional
uses.

Appendix 1 of this document provides a copy of the product authorisation.

Appendix 2 of this document contains a copy of the product label (draft as proposed by the applicant).

1.1 Application background

The present registration report concerns the evaluation of NUFARM S.A.S.” application submitted on 16
June 2023 to market FUSILADE MAX in France (product uses described under point 2.3). France acted as
a zonal Rapporteur Member State (zZRMS) for this request and assessed the application submitted for label
extension of this product in France and in other Member States (MSs) of the Southern zone.

The present application (2023-1823) was evaluated in France by the French Agency for Food,
Environmental and Occupational Health & Safety (Anses), according to the Regulation (EC) no
1107/2009?, the implementing regulations, and French regulations. This application was assessed in the
context of the zonal procedure for all MSs of the Southern zone, taking into account the worst-case uses
(“risk envelope approach”)®. When risk mitigation measures were necessary, they are adapted to the
situation in France.

The data taken into account are those deemed to be valid either at European level (Review Report and
EFSA conclusion) or at zonal/national level. The assessment of FUSILADE MAX has been made using
endpoints agreed in the EU peer review of fluazifop-P. It also includes assessment of data and information
related to FUSILADE MAX where those data have not been considered in the EU peer review process.

This part A of the RR presents a summary of essential scientific points upon which recommendations are
based and is not intended to show the assessment in detail. The risk assessment conclusions provided in
this document are based on the information, data and assessments provided in the Registration Report, Part
B Sections 1-10 and Part C, and where appropriate the addendum for France.

The conclusions on the acceptability of risk are based on the criteria provided in Regulation (EU)
No 546/2011%, and are expressed as “acceptable” or “not acceptable” in accordance with those criteria.

This document also describes the specific conditions of use and labelling required for France for the
registration of FUSILADE MAX.

1 Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation (EC) No 1107/2009 of the European
Parliament and of the Council as regards the list of approved active substances.

2 Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant protection

products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC

SANCO document “risk envelope approach”, European Commission (14 March 2011). Guidance document on the preparation and submission

of dossiers for plant protection products according to the “risk envelope approach”; SANCO/11244/2011 rev. 5

4 Commission Regulation (EU) No 546/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of
the Council as regards uniform principles for evaluation and authorisation of plant protection products.



http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
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1.2 Letters of Access

The applicant has provided a letter of access for active substance (and/or PPP data). This letters of access
is available upon request.

1.3 Justification for submission of tests and studies

According to the applicant: « Any new studies submitted with the application are necessary for this label
extension on tomatoes to address any data gaps due to new guidance. ».

1.4 Data protection claims

Where protection for data is being claimed for information supporting registration of FUSILADE MAX, it
is indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

2 Details of the authorisation decision
2.1 Product identity

Product code CA2157

Product name in MS FUSILADE MAX

Authorisation number 2000044

Kind of use Professional use

Low risk product (article 47) No

Function Herbicide

Applicant NUFARM S.A.S.

Active substance(s) Fluazifop-P, 125 g/L

(incl. content)

Formulation type Emulsifiable concentrate [EC]
Packaging Packaging not changed

Coformulants of concern for
national authorisations

Restrictions related to identity

Mandatory tank mixtures None

Recommended tank mixtures None

2.2 Conclusion

The evaluation of the application for FUSILADE MAX resulted in the decision to grant the authorisation.

2.3 Substances of concern for national monitoring
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Refer to 5.1.1.

2.4 Classification and labelling

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

Classification not changed.

24.2 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.

For other restrictions refer to 2.5

24.3 Other phrases (according to Article 65 (3) of the Regulation (EU) No
1107/2009)
None.
2.5 Risk management

According to the French law and procedures, specific conditions of use are set out in the Decision letter.

The French Order of 4 May 2017° provides that:

- unless otherwise stated in the product authorisation, the pre harvest interval (PHI) is at least 3 days;

- unless otherwise stated in the product authorisation, the minimum buffer zone alongside a water body
is 5 metres for products applied through spraying or dusting;

- unless otherwise stated in the product authorisation, the minimum re-entry period is 6 hours for field
uses and 8 hours for indoor uses.

Drift reduction measures such as low-drift nozzles are not considered within the decision-making process
in France. However, non-spraying buffer zones may be reduced under some circumstances as explained in
appendix 3 of the above-mentioned French Order.

Moreover, the French Order of 12 April 2021° provides that:

- an authorisation granted for a “reference” crop applies also for “related” crops, unless formally stated
in the Decision

- the “reference” and “related” crops are defined in Appendix 1 of that French Order.

Thus, at French national level, possible extrapolation of submitted data and the corresponding assessment
from “reference” crops to “related” ones are undertaken even if not clearly requested by the applicant in
their dRR, and a conclusion is also reached on the acceptability of the intended uses on those “related”

5 Arrété du 4 mai 2017 relatif a la mise sur le marché et a I'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés a l'article
L. 253-1 du code rural et de la pé&che maritime, amended by the arrété du 27 décembre 2019 relatif aux mesures de protection des personnes
lors de l'utilisation de produits phytopharmaceutiques https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte ;
https://www.legifrance.gouv.fr/affichTexte.do?cid Texte=JORFTEXT000039686039&categorieLien=id

& https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456



https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000039686039&categorieLien=id
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456
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crops. The aim of this Order, mainly based on the EU document on residue data extrapolation is to supply
“minor” crops with registered plant protection products.

Therefore the GAP table (Section 2.3) and Decision may include uses on crops not originally requested by
the applicant.

Finally, the French Order of 20 November 20218 on the protection of bees and other pollinating insects and
the preservation of pollination services when using plant protection products provides that unless otherwise
stated in the product authorisation, use on attractive crop® when in flower and on foraging area is forbidden.
Specific conditions of application on flowering crops should be respected. As consequences specific SPe 8
may include reference to this order.

The Decision, as reproduced in Appendix 1, takes also into account national provisions, including national
mitigation measures.

251 Restrictions linked to the PPP

The authorisation of the PPP is linked to the following conditions:

Operator protection:

- Refer to the Decision in Appendix 1 for the details.

Worker protection:

- Refer to the Decision in Appendix 1 for the details.

Integrated pest management (IPM)/sustainable use:

Environmental protection

SPe 3 To protect aquatic organisms, respect an unsprayed buffer zone of 5 metres for the intended
uses.
SPe 3 To protect non-target plants, respect an unsprayed buffer zone of 5 metres to non-

agricultural for use at a maximum application rate of 187,5 g a.s./ha.

SPe 3 To protect non-target plants, respect an unsprayed buffer zone of 20 metres to non-
agricultural for use at an application rate above 187,5 g a.s./ha until 375 g a.s./ha.

SPe 8 To protect bees and other pollinating insects, for use on tomato do not use in presence of
bees and other pollinating insects.

Other specific restrictions

Re-entry period 48 hours.

Storage -

' SANCO document “guidance document:- Guidelines on comparability, extrapolation, group tolerances and data requirements for setting

MRLs”: SANCO/ 7525/V1/95 - rev.9
8 https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000044346734

9 List of culture considered as unattractive to bees and other pollinators insects defined by French Agricultural ministry and published in
Bulletin Officiel du ministére chargé de I'agriculture.



https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000044346734
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Risk mitigation -

measures

Agricultural Precise the optimal conditions for using the product in order to limit the risk of phytotoxicity
recommendations on adjacent crops.

bystander and resident | For use on tomatoes at a maximum dose of 1.5 L/ha, respect an unsprayed zone of at least
protection 3 meters from the extremity of the boom and:

- areas frequented by people present during treatment
- areas likely to be frequented by residents.

For use on tomatoes at a maximum dose of 2.5 L/ha, respect an unsprayed zone of at least
3 meters from the extremity of the boom and:

- the area frequented by people present during treatment
- the area likely to be frequented by residents;

and use equipment that reduces drift by at least 50%.

The other conditions of use specified in the previous evaluations are not changed.

252 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):

None.
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2.6

Intended uses (only NATIONAL GAP)

Please note: The GAP Table below reports the intended uses proposed by the applicant, and possible extrapolation according to French Order of 12 April 2021 (highlighted in green), evaluated and concluded as safe uses by
France as zZRMS. Those uses are then granted in France.

When the conclusion is “not acceptable”, the intended use is highlighted in grey and the main reason(s) reported in the remarks.

When a use is “acceptable” with GAP restrictions, the modifications of the GAP are in bold.
Use should be crossed out when the applicant no longer supports this use.

PPP (product name/code):

CA2157 | FUSILADE MAX

Formulation type:

GAP rev. 1, date: 12/09/2025
EC @D

Active substance 1: Fluazifop-P Conc. of a.s. 1: 125g/L ©
Safener: / Conc. of safener: /0@
Synergist: / Conc. of synergist: /©
Applicant: NUFARM S.A.S. Professional use: X
Zone(s): Southern Zone @ Non-professional use: ]
Verified by MS: Yes
Field of use: Herbicide
1 2 3 4 5 6 7 8 9 10 ’ 11 12 13 14
Use- |Member |Crop and/ | F, Pests or Group of pests | Application Application rate PHI Remarks:
No. © |state(s) |or situation [ Fn, | controlled N —— o (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | L product/ha gas./ha Water e.g. g safener/synergist
(crop G, (additionally: nd stage of crop & betvx{een' L/ha per ha
destination/purpose | Gn, | developmental stages of season a) per use applications | a) max. rate per |a) max. rate per ) ®
of crop) Gpn | the pest or pest group) b) per crop/ | (days) appl. appl. min/ma
or season b) max. total b) max. total rate | x
I rate per per crop/season
crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
1 FR Tomato (LYPES) F Annual grasses Spraying | Latest BBCH51 |a)l - a)l5 a) 187.5 100- 70
400 Acceptable
b) 1 b) 1.5 b) 187.5
2 FR Tomato (LYPES) F Perennial grasses Spraying | Latest BBCH51 |a)l - a)2.5 a) 312.5 100- 70
400 Acceptable
b) 1 b) 2.5 b) 312.5
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Remarks (@)  e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) (d)  Select relevant
table (b)  Catalogue of pesticide formulation types and international coding system CropLife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 in column 1
(¢) g/kgorgll ()  No authorisation possible for uses where the line is highlighted in grey, Use should be crossed out
when the notifier no longer supports this use.
Remarks 1 Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
columns: 2 Use official codes/nomenclatures of EU Member States Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use application
situation should be described (e.g. fumigation of a structure) 8 The maximum number of application possible under practical conditions of use must be provided.
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9 Minimum interval (in days) between applications of the same product
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, 10  For specific uses other specifications might be possible, e.g.: g/m3 in case of fumigation of empty
Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11  The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product/ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 12 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
application must be named. mentioned under “application: method/kind”.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13 PHI - minimum pre-harvest interval
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type 14  Remarks may include: Extent of use/economic importance/restrictions

of equipment used must be indicated.

10
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3 Background of authorisation 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
acceptable. The appearance of the product is that of clear brown liquid with an oc-tanol like odour. It is not
explosive, has no oxidising properties. The product is not flammable/has a flash point of 85 + 4°C. It has a
self-ignition temperature of 265 + 5°C. In aqueous solution, it has a pH value around 5.5 to 6.5 at 25°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 con-tent nor the technical properties were changed. The
stability data indicate a shelf life of at least 2 years at ambient temperature when stored in HDPE and
PET™. Its technical characteristics are acceptable for an emulsifiable concentrate formulation.

The intended concentration of use is 0.15% to 3%. (Lowest and highest concentration tested 0.09 to 3.75%).
Use concentrations already accepted for the renewal: 0.15-3% % wi/v.

Use concentrations for this extension: 0.37-2.5 % wiv.

Previous use rates assessed for the renewal cover the one proposed for this extension. Therefore no
additional studies are required.

3.2 Efficacy (Part B, Section 3)

- The efficacy level of FUSILADE MAX applied post-emergence at 1.5 or 2.5 L/ha in tomato is
considered to be satisfactory for the control of annual and perennial grass weeds, respectively ;

- The selectivity level of FUSILADE MAX is considered to be satisfactory for the claimed use;

- The risks of negative impact on yield, quality and propagation are considered to be negligible ;
- The risk of negative impact on succeeding crops is considered to be acceptable ;

- The risk of negative impact on adjacent crops is considered to be acceptable. Nevertheless,
specific attention shall be paid to the application of the product next to adjacent crops.

- Thereis arisk of resistance to fluazifop-P for Digitaria sanguinalis requiring a survey.
Monitoring data:

Survey of resistance to fluazifop-P should be put in place based on the analysis of field efficacy failures
as indicated in Part 5.1.1.

3.3 Methods of analysis (Part B, Section 5)

3.3.1 Analytical method for the formulation

10 HDPE: High density polyethylene
11 PET: Polyethylene terephtalate

11
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Analytical methods for the determination of Fluazifop-p butyl and the relevant impuritie 2-chloro-5-
(trifluoromethyl) pyridine in the product FUSILADE MAX (product code: CA2157) are available and
validated.

3.3.2 Analytical methods for residues

- Analytical methods for monitoring are available in MRLs dossier (Art.6)/Draft Assessment repport and
validated for the determination of residues of Fluazifop-P in plants,animals,air and body tissues.

- Analytical methods for monitoring for soil, water and body fluids are provided for ongoing renewal of
approval and will be evaluated when the renewal is available.

- Two new validation studies of the method for risk assessment for ecotoxicology (Lakaschus, S., Kihn,
C., Kiraly Turnsek, S (2020) and (567, R2140050, Staffel, J. (2022) have been submitted and are
considered to be validated.

3.4 Mammalian toxicology (Part B, Section 6)

Endpoints used in risk assessment

Active substance Fluazifop-P-butyl

AOEL systemic 0.02 mg/kg bw/d

AAOEL -

Oral absorption 100%

Vapour pressure 1.2 10* Pa at 20°C

Reference EFSA Conclusion (EFSA Journal 2012;10(11):2945);
SANCO/11238/2011 rev 5

Dermal absorption Concentrate: 1.3%
Dilution: 22% (0.469 g/L)

34.1 Acute toxicity

FUSILADE MAX has a low acute oral, inhalational and dermal toxicity and is not irritating to the skin or
eye and is not a skin sensitiser.

3.4.2 Operator exposure

Considering the proposed uses, the operator systemic exposure was estimated using the EFSA model*?:

Long term exposure

Model data Fluazifop-P-butyl
Level of PPE % AOEL

Application : Low vegetables - Vehicle mounted downwards spray outdoors
Application rate 0.3125 kg a.s./ha

2 EFSA Journal 2022;20(1):7032)

12



Page 13/33

CA2157 / FUSILADE MAX
Part A - National Assessment
FRANCE

Spray application
(EFSA; 75th percentile)
Body weight; 60 kg

Work wear (arms, body and legs

0
covered) during M/L and A 97.7%

According to the exposure assessment using the EFSA model, the operator exposure to FUSILADE MAX
is below the AOEL value of Fluazifop-P-butyl, with a working coverall during mixing/loading and
application.

3.4.3 Worker exposure

Workers may have to enter into treated areas after treatment for crop inspection and irrigation activities.
Therefore, the estimation of the worker exposure was calculated according to the EFSA model®.

Fluazifop-P-butyl
Model data
Level of PPE % AOEL
Activity: Inspection, irrigation
Outdoor

Work rate: 2 hours/day

Number of applications : 1
Interval between treatments: NA
DT50: 30 days

DFR: 3 pg/cm?/kg a.s./ha

Application rate (kg as/ha) 0.3125 kg a.s./ha

Body weight: 60 kg Work wear (arms, body and legs covered)

0
TC: 1250 cm2/person/h 48.1%

According to the exposure assessment using the EFSA model, the worker exposure to FUSILADE MAX
is below the AOEL value of Fluazifop-P-butyl, with a working coverall .

3.4.4 Bystander exposure

Consideration of acute exposure should only be made where an AAOEL has been established during an
approval, review or renewal evaluation of an active substance, i.e. no acute operator or bystander exposure
assessments can be performed with the AOEM model where no AAOEL has been set?2,

Only resident exposure is provided since, according to EFSA 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): “When an acute risk assessment is not triggered (i.e. for PPPs containing active
substances that are not acutely toxic, and for which the setting of an AAOEL was not necessary), no
bystander risk assessment is required. Exposure in this case will be determined by average exposure over
a longer duration, and higher exposures on one day will tend to be offset by lower exposures on other days.
Therefore, exposure assessment for residents also covers bystander exposure”.

3.4.5 Resident exposure

The resident exposure was assessed according to the EFSA model.

18 Guidance on the assessment of exposure of operators, workers, residents and bystanders in risk assessment for plant protection products

(SANTE-10832-2015 rev. 1.7, 2017)

13
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Model data

Fluazifop-P-butyl

% AOEL

Buffer zone: 2-3 (m)

DT50: 30 days

Drift reduction technology: no
Number of applications : 1
Interval between treatments: NA days

DFR: 3 pug/cm2/kg a.s./ha

Scenario: Vehicle mounted spray application outdoors

Application rate

0.1875 kg a.s./ha

Resident (children) Drift (75 perc.) 56%
Body weight: 10 kg Vapour (75" perc.) 4%
Deposits (75" perc.) 3.8%
Re-entry (75" perc.) 34.8%
Sum (mean) 65.1%
Resident (adults) Drift (75" perc.) 13.3%
Body weight: 60 kg Vapour (75" perc.) 1.4%
Deposits (75" perc.) 1.4%
Re-entry (75" perc.) 19.3%
Sum (mean) 24%

Buffer zone: 2-3 (m)

DT50: 30 days

Drift reduction technology: yes
Number of applications : 1
Interval between treatments: NA days

DFR: 3 pg/cm2/kg a.s./ha

Scenario: Vehicle mounted spray application outdoors

Application rate

0.3125 kg a.s./ha

Resident (children) Drift (75" perc.) 46.6%
Body weight: 10 kg Vapour (75" perc.) 4%
Deposits (75" perc.) 3.1%
Re-entry (75" perc.) 58%
Sum (mean) 78%
Resident (adults) Drift (75" perc.) 11.1%
Body weight: 60 kg Vapour (75" perc.) 1.4%
Deposits (75" perc.) 1.2%
Re-entry (75" perc.) 32.2%
Sum (mean) 33.1%

According to the exposure assessment performed by the EFSA model, the resident exposure to
FUSILADE MAX is below the AOEL value of Fluazifop-P-butyl, with a buffer zone of 3 meters without
drift reduction technology for the low dose (1.5 L/ha) and with a buffer zone of 3 meters and drift reduction
technology for the high dose (2.5 L/ha).

14
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3.4.6 Combined exposure

Not relevant. The product contains only one active substance.

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

Overall conclusion

The data available are considered sufficient for risk assessment. An exceedance of the current MRL of
0.06 mg/kg on tomato for fluazifop-P as laid down in Regulation (EU) No 396/2005 is not expected.

The short-term intakes of fluazifop-P residues are unlikely to present a public health concern.

However, the chronic intake of fluazifop-P residues are above the ADI (154% ADI) using PRIMO Rev
3.1

However, it should be noted that:

- The estimated levels of chronic intakes, linked to the intended uses of FUSILADE MAX for which an
MRL exceedance is not expected, contribute to a maximum of 0.36% of the ADI (with the intended use on
tomato).

As a consequence, the available data could not ensure the finalisation of the estimated levels of chronic
intakes of fluazifop-P for the consumer.

zZRMS considers no firm conclusion can be reached for the intended use of the product FUSILADE MAX.
According to available data, no specific mitigation measures should apply.

Data gaps
Summary for CA2157
PHI for PHI/ Withholding period* sufficiently PHI for
CA2157 supported for CA2157 Z_RMS Comments
Crop (if different PHI
proposed by proposed by roposed)
applicant Fluazifop-p ZRMS prop
Tomato |70 days Yes 70 days -

*  Purpose of withholding period to be specified

Waiting periods before planting succeeding crops
Not relevant.

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

The fate and behaviour in the environment have been evaluated according to the requirements of Regulation
(EC) No 1107/2009.

The PEC values of Fluazifop-P-butyl and its metabolites in soil, surface water and groundwater have been
assessed according to FOCUS guidance documents, with standard FOCUS scenarios to obtain outputs from

14" pesticide Residue Intake Model version 3.1
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the FOCUS models and the endpoints established in the EU conclusions or agreed in the assessment based
on new data provided.

PEC soil and PECsw values derived for the active substance and its metabolites are used for the
ecotoxicological risk assessment.

PECgw values for Fluazifop-P-butyl and its metabolites do not occur at levels exceeding those mentioned
in regulation (EU) No 546/2011 and guidance document SANCO 221/2000%. Therefore, no unacceptable
risk of groundwater contamination is expected for the intended uses.

3.7 Ecotoxicology (Part B, Section 9)

The ecotoxicological risk assessment of the formulation was performed according to the requirements of
Regulation (EC) No 1107/2009. Appropriate endpoints from the EU conclusions for the active substance(s)
and its/their metabolites were used for the intended use patterns. In cases where deviations from the EU
agreed endpoints were considered appropriate (for example when additional studies are provided), such
deviations were highlighted and justified accordingly.

Based on the guidance documents, the risks for birds, aquatic organisms, mammals, non-target arthropods
(except for bees), earthworms, other soil macro-organisms and micro-organisms and terrestrial plants are
acceptable for the intended uses in the conditions of uses described under 2.5.

The information provided in the “Registrations Reports” on the analytical methods of tested concentrations
in toxicity studies for bees (chronic adult and larval) are insufficient and do not allow the validation of these
methods according to the methodology in force at European level. Therefore, there is uncertainty about the
toxicity values from these studies. Thus, in the absence of reliable reference toxicity values, the risk
assessment could not be finalised for bees.

3.8 Relevance of metabolites (Part B, Section 10)
An assessment was conducted according to the SANCO/221/2000 guidance document. Please refer to

environmental fate and behaviour above for conclusion on the risk of groundwater contamination.

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

The active substance fuazifop-P is not approved as a candidate for substitution, therefore a comparative
assessment is not foreseen.

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

When the conclusions of the assessment is “Not acceptable”, please refer to relevant summary under
point 3, “Background of authorisation decision and risk management”.

5.1.1 Post-authorisation monitoring

15 Guidance document on the assessment of the relevance of metabolites in groundwater of substances regulated under Council directive

91/414/EEC. Sanco/221/2000-rev10-final, 25 February 2003.
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A survey of resistance to fluazifop-P should be put in place, in particular on Digitaria sanguinalis, based
on the analysis of field efficacy failures. A report on the results of the monitoringshould be provided at the
time of the authorisation renewal of the product.

5.1.2 Post-authorisation data requirements

None.
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Appendix 1  Copy of the product authorisation

FUSILADEMA_PMAJ_
2023-1823_D.pdf
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Appendix 2  Copy of the product label

The draft product label as proposed by the applicant is reported below. The draft label may be corrected
with consideration of any new element. The label shall reflect the detailed conditions stipulated in the

Decision.

160 mm
- 127 mm

€) FUSILADE MAX" Al

HERBICIDE ANTH-GRAMINEES MULTICULTURES

FUSILADE MAX® iCONCEnIng Smusonncizie) est un herbickde systemigque mullicullures d bese de uaziop-Paun,

Préte afemploi, la formulation « solink = de FUSILADE MmAK" assere un franspor opfimumde la substance acfive vers kesite d'action
drunfmm I‘ufﬁmrrh surln qmmlnm L'gout d‘un ud|wmmwtra m Irl.lHu

190 mm

Mom homologué ; FUSILADE MAX®
AMM n*2000044

Famille de produit : Herbicida HEAC 1)
Composifion : 125 gl (50 13,3% p/pl de fluozfop-F-buty
Farmulation : Concentré émuisionnabie 0

Detenteur de IAMM : Muform 545 - Immeutie West Flaza -1 rue du Detancaders
$2700 Calombes - France - Tek 01 40 835 50 50- Fo 01 47 %2 25 45
#marque déposés groupe NURARM

Huméro de lot et dote de fobricafion: voir sur I'emballoge.
Consulter ce livret avant tout ufilisation.

Distributeur ef responsable de emplissoge

VOLUME NET :
Nfr $45 ~ Immebie West Foza T rus du Debarcoméne

#2700 Colombes- France - T&k 01 4083 50 50-
Fom @47 §22545
P\ Nufarm

Grow a better fomormow
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Tableau des usages auvtorisés
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Tableau des usages autorisés
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Tat forisé

FUSILADE MAX
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FUSILADE MAX
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|
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160 mm

180 mm

27 mim

FUSILADE MAX"

MODE D'ACTION:

FUSILADE mMaX®, herbiclde du groupe HRAC | est efficace sur un grand nombre de graminéas
annualles ef vivaces. Le fluazifop-F-ouryl est absorbé princpalement par les feullles, Aprés sa
pénétration dans la plante, il migre via ko séve ascendante el descendante pour exercer son
action sur les méristemes (zones en craissance). || agit en bloguant [a synthése des lipides vio
linhibition de "fACCase, cela entraine un arrét rapide de la croissance des adventices (48H)
et leur destruction.

Spectre d'activité
SELECTIVITE:

ATTEMTION : Mous mettons en garde Futilisateur sur les risques éventuels de sensibiliié non encore
réperariés. Comple tenu de la grande diversilé des genres, espéces &l variélés en cullure
ornementales, de la diversité des modes de productions (sous abri, en plein air..] des stodes

de cultures fjeunes plants,.), il est indispensable de faire un fest sélectivité sur quelques sujets pour
wérifier lTnnocuité de FUSILADE MAX® avant de généraliser le traitement sur Fensemble de la
plantation. En effet, les risques éventuels de sensibilité de cerfaines espéces ne sont pas a écarter,

Sur arbre et arbustes d'ornement:

Dans les tests réalisés par COHR et CEPEM, FUSILADE MAX® s'est montré sélactf sur les espéces
sulvanies: Cupressocyparis « Leylandli =, Thujo plicala « sfrovirens «, Chamascyparis lowsoniano
« Ellwoodil = Juniperus harizontalis « Andora COMPActQ s, En'aeugnus x ebhingei Ligustrum
jagonicus = Texanum =, Prunus lourocerasus, Evonymus joponicus « Président Gauthier , Photinia
x fraseri « Red rabin =, Ceanothus x pallidus « Perié rose », Abelia fl aribunda, Viburpum pulus «
Flore plenc s, Viburnum tinus purpereg, Spirceo joponica « Goldflame s, Polentilla fructicosa «
Pretty Polly », Weigela « Bristol ruby =, Cjﬁofsyﬂ ternata, locinera nitida « malgrin », Budleia
davidii « Manho blue =, Escallonia organiensis, Nerium oleander « Margharitha », Pinus
ha.'alpansfs. Pour les espéces Pitosperum lobira et Spirosa japenica = Anthony Waterer »

une légére phytoroxicité de contact a 3L/ha o été observée sur les feullles, visiole uniquement

7 |ours gprés l'application.

Sur lys et muguet

Les essais recents, conduits en France, pour vérifier Innocuité de FUSILADE MAX® ont &1é réalises
uniquemeant sur quelgquas vanétés de lys longiflorum et arientall ainsi que sur muguet.

C'est pourquoi, Futilisation de FUSILADE MAX® est gutorisée uniquement sur ces deux cultures,

Tout dépassement de dose peut avoir un effet dépressif sur 12 rendement. Lo quasitotalité

des réferences Connues ne concernent que les cuttures de plein air pour la production de bulbes.
L'utilisation sur des cultures sous serre est donc conseillée.

Foréts

En application sur le rang lsur la base de 2L/ha), FUSILADE MAX® est efficace sur les principales
graminées adventices renconfréas en plantations forestisres,

« Grominées annuelles: agrostis jouet des vents, bromes, digitaire songuine, folle avoine,
fétugques, ivraie raide, panic faux-millet, panic pied-de-coqg, ray grass, sétaires.
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FUSILADE MAX'

SELECTIVITE DES GRAMIMEES:

Sromindes annuelles FUSILADE MAX® : 1,5Lho

minme

Digifoies Songuine:

PR e Gl o TR

Follz avoine dhbrer

roieroiog

Park: Fom-milks

Parkcpied decog

Pemyrirannusl

Roy-gross anglals'

BOy-gros ioken”

Repounies te big

Repoumse STgE

SR

Wulpin des champa

A O ERGpakt

Chiendeni rampont

ST AR

TS itrés sensibla), 95 4 100% d'efficacité, 5 (sensiblel: 85 & P4% d'efficacité, MS IMoyennement
sensible). 70 G 84% d'efficacité. PS (Peu sensiplel. 50 A 49% d'efficacitd. TPS (Trés peu sensible).

inférieur g 50% d'efficacié.

*Les niveaux de sensibilité annoncés sonf wvalables sur adventices sensibles aux inhibiteurs
de 'ACCase. Sur graminéss résistantes, l'efficacité peut &tre moindre, voire nulle,

RECOMMANDATIONS DEMPLOI:

Conditions d'application
DOSE D'UTILISATION

Sur grandes cultures et cultures légumiéres:

Cultures auterisdes uniquement

Clbles of doses outorizées”

Grordes cubures ef cuBures
IEspumiiSres, (SUr cuures
précisdes choesus

Wulpin, o le avaine, repoues de oiréales

1 LfE 00754125 Lhal

Rory-rass, Dromes, gromindes aslvaes

1414 yha

Chindent & wiiaoss

L543LMma
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FUSILADE MAX"

RECOMMANDATIONS D'EMPLOI:

-1 application max; contacter MEIPMA| pour adopter kes doses & choque espéce de PPAMC |épices, finas
herbes, infusions, plantes non alimentaires| . _ M )
*Important. la dose d'ufilsation doi étre adaptée en fonction de divers critéres |cultures, adventices, stades,
condifions climatigues, mélange avec d'autres produits...).

sur lys:

Pour lutter contre les graminées annuelles présentes sur les culfures de lys, | pl&frlu dose de 1, 5Lha.
En cas de présence de rcgousses da rcné- rass I dose de 21ha est recommandée. Four Iutter contre
les ﬁrﬂmmees ViVOICES PrEsentes sur s cultures de 1ys, o dase de 3Lha est précanisée surles adventices
bien devaloppaes,

Sur muguet:

Par |uﬁer contre les gramindas annuellas [y compris 185 repousses de ofréales] présentas sur les cumuras
de muguet, o dose de 1,5Lha ed preconisee seulement sur les adventices bien développaes., Lutilisation
de la preparation n'est pos autornsge pour les guires especes de bulbes ormementaux. o
En conditions difficiles [foible degré ydrometrigue de l'air, conditions peu poussantes,. traiter le soir, bien
respecter les doses de FUSILADE MAX® Indiquées, Tralter avant que le cultures ne recouvrent les graminées
adventices, Ces-a-dire avant i fermelune des FCINGS.

Sur foréts:
Pour obtenir 'efficacité requise, utlliser 100 litres de boulllie a 2% |isc|II Hitres/nl d'eau, dans ka limite de 2La)
ol FUSILADE MAXE en frailant uniguament surle rang de planration, Inferven|r sur e V3 de la surface
E'ucl?sirlule. la largeur des bandes traitées etant fonclion de lo densité et de Pécartement enfre les lignes

e planis. ]
Paur un ecartiement de 2, 5m, la largeur de traitement sur ke rang sera de 0,8m. Pour 3,5m, [a largeur sera
de1,2m, Pour Sm, elie sera de 1.6m.

PERIODE D'APPLICATION

Herbicioe de postlevoe des adventices, FUSILADE MAX® s'utllise lorsque 1o noture et lmportance

des graminées adventices le justitient, Traiter, de préférence, au stade 3-5 feullies aesgrc minées annuelies
ou 181 56m du ehiencent, Bian que le FUSILADE MAX® soit acill sur mauvaises herbes ofveloppéas, || est
consellle de l'uiiliser tof afin de .g.;? rimer, le plus rapidement possible, lo concurrence des odvenfices,
Appliquer FII_IJE.IB\;?DLE MAXE en posteves ou post plantation de la culture avant qu'elie ne recouvre les
mauvaises her

Sur foréts:

Lutilisaficn de FUSILADE MAXE est parficulizrement inférassante les 2.3 premiéres annéas de plantation,
lorsgjue o compétiion pour Feau et les minéraux st a plus génante. Lépogqua dintenvantion sera foncian
du degré dinsallation des graminées annuelies et de leur stade de développement, oinsl que des

cond IOI'_ISrCh["!_CIthIEﬁ qui seront plus ou moins poussantas, Graminges annuealles ovant ka monaison:
mi-mars afin juin.

PRECAUTIONS D'EMPLOI:

Traiter par temps doux, lorsque e degre hygrométrique de Fair est éleve, )
Il est conzeillé de mainfenir un infervalle de 7 jours enirg un frailement avec FUSILADE MAX B et un fraftement
Eveniuel pour utter conire les dicatylédones,

Réalisation du traitement:

Adopter une vitesse d'ovancement réduite, et utillser une pression faible, par exemple 2 bars maximum
Bqu les buses afenre, L L .

edller alo gualite de lo pulvérisotion afin gu'elle soit repartie de fagon homogena sur Fansembila
des mauvaises herbes 4 defruire. ) o o
L'activite de FUSILADE MAXE est opfimale par Iemgs doux, degré hygroméirique de l'air &levé, quand
s grominées adventices sonl en crolssance active. . R
n1lll versell “C"r‘gﬁ de FUSILADE MAXE est réduite lorsque le degré hygrométrigue de Pairest inféreur & 40%
gtlorsgue le solestsec, o
Des rernﬁpromres basses réduisent la rapddité d'action du FUSILADE MaAXE mais ne compromettent pas
l'efficaché finake. )
En cas de forte chalew, il est recommandé de iraller le soir,
Deélai avant 1a pluie: 1 haure,

Mélange extemporanés:

Les mélanges extemporanés doivent &tre mis en ceuvre confarmément & la réglemeantation en vigueur.
En cas de doute sur la compadibilite, nous contacter,
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FUSILADE MAX"

Préparation de la bouillie:

Utiliser un matériel du pulvérisotion en bon état et veérifier réguliérement, FUSILADE MaX® doit éfre
utilisé dons un pulvérisateur parfaltement rincé, Prendre un Netioyant approprié pour aliminer
les residus du produit precédent. Ne préparer que i cr;u-::nmg de bouillie nécessaire 4 la
superficie a fraiter (ou applicable dans ia [ﬁuumee] de facon g éviter les sug::lus aeliminer.
Remplir le pulvarisateur sur une aire glanche sur laquelle les coulements accidentels peuven!
efre recuperes; veiller a eviter fout retour de bouillie vers la source d'ecu en willsant une cuve
Intarméd|aire, etou un_clc:gcraml-r_cjpur ef/ou una vanneg programmable, Verser FUSILADE MaAX®
dans la cuve du pulvérsateur a maitié remplie d'ecu, puis compléter le remplissoge et mettre

en route F'agitateur.

Culture de remplacement
sensibilité des cultures:

Cultures sous abrl . falre un essal avant la généralisation du fraltement,
Cultures de remplacement: €n cas de retobrnement de la culture, i est possitle de semer
E,'|':-.;hs:.§}é.=-,re::llesur des graminees fourrageres, du mais 4 semaines apres l'application de FUSILADE

Toutes cultures de dicotylédonss, sans délai porticulier, o
Cultures visines sensibles: mais, cersales et foutes cultures de graminges.

PREVEMNTION ET GESTION DE LA RESISTANCE

Lutilisation répétée, sur une méme parcalle, de préparations d bose de substances oclives

de la méme famille chimigue Iqroup-e HRAL 1) ou ayant le méme mode d'action, peut conduire

a l'oppariion d'organlismes résistanis, Pour rédulre ce risgue, Muillisateur doif ralsenner Qnér_emigr
lieu [e5 prafigues dgronamigues ef respecter les condiions d'emplal du produl, I| s conssillé
d'alterner ou d'associer, sur une méme parcelle, des preparations a base de substances actives
de familles chimiques différentes ou a modes d'action différents, fant auw cours d'une salson
culturale que dans g rotation. En dépit du respect de ces régles, on ne peut pas exclure une
alteration de I'efficacite de cette Frep-cl raticn lige a ces pheénomenes de résistance. De ce fait,
mMutarm, décline foute responsabllite quant & d'évenfualies conséquences qui pourralent étre
dues g de felles resistances.

MISE EN CEUVRE ET BONMES PRATIQUES
Stockage du produit

Conserver le prodult unlcgemenr dans son emballoge d'origine, dans un local

ghycupnan'n ceutique conforme 4 |a reglemantation en \.rlgucur, al'eécart des gliments
 Bolisons, v compris ceux_gour animau, Conserver hors

das personnes non autorlseas,

Pr n l'opérateur travailleur

Se kaver les mains aprés toute manipulationtiisationAntervention dans une parcelle
préclatiement traitée.

M pas manger, bolre, téléphoner ou fumer lors de Futilisation du produl,

Il convient de ropPsle_r E'SJE I'utiiisation d’'un marériel odopié et anfrefenu et |a mise en ceuvre
de protections collectives constifuent I premiere mesure de prévention contre les risques

%ﬁgﬁg&lgngfls, avant lamise en place de profechons complemeniaires comme les prafecions
Iviciu .

En toul &lal de cause, e por de combingison de iravall dédiée ou JEP| dojl élre assacié & des
réflexes d'hygiénes [@x . lavage des maing, dovche en fin de Irailement) &1 & un companament
rigaureUx (ex; procedure dhobilage deshabilage), Les mgdcmes de neftoyage ef de stockage
g,uﬁ_-ﬁsoﬂr{!gll_lnaus ns de fravail ef des EPl réulilisabies doivent &re conformes 4 leur notice

| I .

Rapporter les é%uipemenrs de E:rofecrlo n individuele [EP usagés dans un 5a¢ fransiucide,
a voire distributeur partenaire ECO EPl ou faire appel G une enfreprise habilitee pour la collecte
et I'&limination de produits dangereux.

Ne pas appliquer manuvellement pour les cultures sous abri,

e 10 portée des enfants et
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PROTECTION DE L'OPERATEUR PENDAMNT LES PHASES DE:

MELANGE / CHARGEMENT

Caractéristiques des EPI

GRATS EM MITRILE NF E
raglls
[

EPI VESTIMENTAIRE f , : . . . :
canforme & [ norme NF EN 150 2706581 vestimentaire vestimeniaire || vestimentaire
ET ET ET

EPI PARTIEL
blowse ou tablier & manches longees EP| partiel EPI partiel EP| partial
catigarie 1 type FB3 S

COMBINAISON DE PROTECTION —
CHIMIOUE Type 3 ou 4

calégorie Il type 3 ou 4

I"--..._
S
. @

190 mm

Geraslfrishques das EFI

EF1 VEITIMERTA:
rorlprme b b nasee AT DN 150 2205501

COMBERAEOR DE PROTECTION
EH IO
igacs 1l e
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PROTECTION DE L'OPERATEUR PEMDAMT LES PHASES DE:

HETTOYAGE
LAACE MLV ERISRTEUR
Unipuemeni 4 008 - uniguemen)  AUTOMATE _w;
Caraciéristigues des EF| auloristi e gloin  awlarisd enplain Lsag s asds RANIFE
champ champ
EP Il

*Dans le cas d’'une infervention sur le matérlel de pulvérisation. Dans ce cas les gants ne dolvent
(ejgel. porrgs gu'a lextérieur de la cabine et doivent 8fre stockes apres utilisation 4 I'exterisur
a cabine,

Ropporer les équipements de protection individuelle [EPI) usages dans un sac franslucide,
aviotre distributeur partenaire ECO EPI ou falre appel a une enfreprise habilitée pour la collecta
ef I'élimination des produits dongereu.

I r
A lafin de la période d'opplication du uit, lntégrolité de Fapparell [cuve, rampe, circuit,
buses, ) doif 8fre rincée & l'eou claire, Le ringage du pulvérisateur, 1's oula vidange

C , ndage
du fond de cuve ef rélimination des effiuenis doivent &ra réalisés conformament & la
reglementation en vigueur.

Elimination du produit, de I'emballage
REEMPLO| DE L'EMBALLAGE INTERDIT.

Lors de 'ufilisation du Prmuh, bien vider el rincer e bidon & l'eau claine Fingage manuel

a J reprises en agitant e bidon rempli au V3 au ringage mecanigue d'une durés minimale
de 30 secondes) en veillant @ verser I'eau de ringage dans la cuve du pulverisateur.
ApFJOI'TEr les emnallages uverts, rincés et é?ou &5 & volre distributeur partenaire

d A DLV ALCR oudunautra service de collecta spacifique.

Pour Felimination des prodults non ulilisables, conserver | produit dans son emballage
d'arigine. Interrager vatre distributeur Pgﬂenaire d'A.D.V.ALOR oufaites appel dune
entreprise hablliitée pour la collecte ef I'élimination des décheals dangereux,

En cas de déversement accidentel

S ager (EP1) et s&curiser la zone.

Prévenir [es pompiers (18 ou 112] en cas de danger immediat pour I‘'environnement gue vous
ne POUVEEZ QErar avec vos Dropres moyens., i

Collecter fout ce qui a pu ére en confact avec le produll, terre soulliée Inclyse. Netfoyer le sife et

I2 matériel utilis, en prenant soin de confiner les effluents générés par l'opération de neftoyage.
Les &liminer selon la réglementation en vigueur,
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AVERTISSEMENT

Toute reproduction fotale ou partiglle de cette tiguette est interdite,

Respecler les usages, dases, condilions et précautions d'emplol mentionnés sur 'embalioge,

lis ont &té déterminés en fonction des caractéristiques du produit ef des appiications pour
lesguelles il st préconise. Conduire sur ces bases ka culture et les traitlements selon la bonne
pratique agricole en tenant compie, sous la responsabilite de Pufilisateur, de tous les facteurs
particullers concernant votre exploitofion, tels que 1o nature du sol, les condifions K
mateéorologiques, kes méthodes cutturales, les variétes veégetales, 1a resistance des espaces ..

Le fakricant garantit la qualite du produit vendu dans son emballage d'origine et stocks selon
les conditions préconisées, oinsl que sa conformife & r'autorisation de mise sur le Morche dalivrée
par les autorités compétentes frangalses, Pour les denrdes lssues de culfures protégées avec
cetfte specialite et destinées a 'exportation, il est de la responsabilité de Fexportateur de s'assurer
de lo conformité aves la réglementafion en vigueur dans & pays imporateur.
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HERBICIDE ANTI-GRAMINEES MULTICULTURES

DESCRIPTIF DU PRODUIT
FUSILADE mas® [conceniré émulsionnciie) est un herbicide sysiémique mulliculfures & bose de fluoz fop-P-outyl

Préte & fermpiol 1o forrmulaian « Belink » de FUSILADE MAK® assine Un Iranspar aphimum de 1o subsiance acive vers ke site daction
ot enorce lofficocilé sur Inqrumlnéml‘mjd‘unomwmra:dﬁwmaesﬂmﬂu

190 mm

'ITTIJl

VOLUME NET:

20L

L634350000

Nom homologué : FUSILADE MAX®
AMM n°2000044

Famille de produit : Herbicide (HRAC1
Compasifion : 125 g/ scit 13,35 p/pl de flucz fop-P-buty
Formulation : Conceniré émulsionnable (£C

Detenteur de AWM : Hufarm 545 - Immeuble West Fozo - 1 rue dy Déboroodéns
92700 Colombes- France - Tak 0f 40 &5 50 50- Foo: O 47 72 25 45
P arque déposés groupe NUFARM

Huméro de lot et dofe de fobricafion: woir sur I'emballage,
Consulter ce livret avant tout uiilisafion.

Distributeur &t responsable de l'emplissoge :
Hufamm $4% — Immeukie West Fioza 1l ree du Debarcodére
§2700 Colombes - France - Tek 01 40 85 50 50-

Fioa O1 47 9225 45

.‘ Nufarm

battar lomorrow

32



CA2157 / FUSILADE MAX
Part A - National Assessment
FRANCE

Page 33/33

160 mm

A

127 mm

h

ry

FUSILADE MAX®

HERBICIDE ANTIGRAMINEES MULTICULTURES

150 mim
140 mrm

FUSILADE MAX
AN 02000048
Contlent : 125 gL (sal 13,3% pip] de fluazéop-Foutyl.
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