Part A FSG 03681 H Registration Report —
National Assessment - Country — FRANCE (FOX) Southern Zone
Page 1 of 24

REGISTRATION REPORT
Part A

Risk Management

Product code: FSG 03681 H
Product name(s): FOX
Active Substance(s):
Bifenox, 480 g/L

COUNTRY: FRANCE
Southern Zone
Zonal Rapporteur Member State: France

NATIONAL ASSESSMENT FRANCE
(new application)

Applicant: ADAMA FRANCE S.A.S
Date: 2018/11/09 (Decision)

Applicant: ADAMA FRANCE S.A.S Evaluator: FRANCE
Date: 2018/11/09



Part A FSG 03681 H Registration Report —

National Assessment - Country — FRANCE (FOX) Southern Zone
Page 2 of 24
Table of Contents

1 DETAILS OF THE APPLICATION......coititittuuiiiiiiiininensiissiinnsssssssssssinssssssssssstimssssssssssssssssssssssssssssssssssssssssssssnnsnns 3
1.1 APPLICATION BACKGROUND ....cettetteauuuttteeeeesaauatetteeeesasantatteeeesesaubasteeeesssaasasteeeesssasasnsaaeeesssasaunseaaeeessesaanssaeeeeesanaan 3
1.2 ACTIVE SUBSTANCE APPROVAL. ..ceeiiieuuutttteeeesaauutetteeeesasautasteeeesssassastteeeessaassetaeeesssasssseaeeesesasanseaeeeessasannssaeeeeesanann 3
1.3 REGULATORY APPROACH ....uuetteeteteseierereteseseansreeteeeesasmnreneeeeesesmssnneeeeesesaa s s anaeeeesesannnneeeeeeesaannnreneeeessaannnreneeeeesannnn 4
1.4 DATAPROTECTION CLAIMS ..eveeeieeesauuereneeesesaannreneeeeesasannreneeesesesasnnneresesesansreneneeesssassnnneneeesssasannreneeesssennnnnnnesesssannnn 5
1.5 LETTER(S) OF ACCESS .rveeeeureeesiurreeaiitreeaaisseeessssssassseesasssesesassssessssessasssssesanssssssassssssssssesssssssssssssseessnssesssnsssesssssens 5

2 DETAILS OF THE AUTHORISATION ....ceriiiiiiiiiiiiieeeiiiiiiieeieeeiiniiieeseeeiiiisiiieesssssssissiieesssssssssseesssssssssssssessssnns 6
2.1 PRODUCT IDENTITY Leutttteteseeasuunreteeesssasaunseeeeesssssassssseeesssssasssssesesesssassssesesesssssssssesesessssssonsssseessssssnsssseessssssssssseeees

2.2 CLASSIFICATION AND LABELLING
2.2.1  Classification and labelling in accordance with Regulation (EC) No1272/2008

2.2.2  Other phrases in compliance with Regulation (EU) NO 547/2011 .........ccueecueeecereceeeieeesveeiiesesveeienens 6

2.2.3  Other phrases linked t0 the PrepaAratioN ..............cueeeccveeeeciieieeeiieeeecitieeeeetaeettaaeestteeaeesseseessssaeassnas 7
2.3 PRODUCT USES . uvteeuteeeuteesureesseesusessnseesssessnseesssessnsessssesssessssessnsessssessnsessssesssesssessnsessnsessssessnsessnsessnsessnsessnsessssees 8

3 RISK MANAGEMENT ......cettiiiiiiiinnnetiiiiiisssnnsessssissssssssessssssssssssssesssssssssssnssessssssssssssssesssssssssssnssasssssssssssnnsans 10

3.1 REASONED STATEMENT OF THE OVERALL CONCLUSIONS TAKEN IN ACCORDANCE WITH THE UNIFORM PRINCIPLES.........ccvvennus 10

3.1.1  Physical and ChemiCal ProOPEIties ..........occuieveeesueeeiieeiee ettt ettt sttt

3.1.2  MELNOAS Of GNAIYSIS ..ottt sttt e e st e et e et e e st e etaeenaee s

3.1.3  Mammalian TOXICOIOGY .......ccuvueeeereieeeeeeeeeee et ee e e et tee e ettt e e ettt e e e sttt a e e staaaestasaeassasaeansssassassean

3.1.4  Residues and Consumer Exposure...........

3.1.5  Environmental fate and behaviour.........

3.1.6  Ecotoxicology.

2 B A = j [l oy VSR
3.2 CONCLUSIONS ARISING FROM FRENCH ASSESSIMIENT .....tvveeureseenseenuessesseesseesseerseensesssesseesseensesssesssesssessesseessesssesnsenns

3.3  SUBSTANCES OF CONCERN FOR NATIONAL MONITORING
3.4  FURTHER INFORMATION TO PERMIT A DECISION TO BE MADE OR TO SUPPORT A REVIEW OF THE CONDITIONS AND RESTRICTIONS

ASSOCIATED WITH THE AUTHORISATION ..euuvtteeeuteeeenureeessseesesuteeesassseeesauseeesssseeessssseeesassseessnsesessnssesssassseessssseeessnsaeesnnneees 15

3.4.1 POSt-QUENROIISALION MONTEOIING ...vvveeeeetiiiiee e ettt e ee ettt e e e e ettt e e e e e e sttt as e aeeeessassseaaaaessssssnens 15

3.4.2  Post-authorisation data rEQUITEMENTS ...........cceeeeeeciveeieeeeeeeeciiieeteeeeeesitteetaeeeessttseseeaseeesssssaseaaaeeasssnes 15

R B o =] e [ 1 T-d 0 Lo [ £ 1= £ 1 X3RS 15

APPENDIX 1 — COPY OF THE FRENCH DECISION .....ccccuciiiiiimmmmmnniiniiiinmmmmiiniiimessmsssssiimmssssssssimmssssssssssssssssssssssssss 16

APPENDIX 2 — COPY OF THE DRAFT PRODUCT LABEL AS PROPOSED BY THE APPLICANT .......ccovvtiiiiiinnnnnnnnnnnnnnnnnns 23

APPENDIX 3 — LETTER(S) OF ACCESS .....ccccuttiisrunisisssnnssisssssssssssnsssssssssssssssssssssssssssssassssssssssssssssssssssasssssssasssssssnsssssss 24
Applicant: ADAMA FRANCE S.A.S Evaluator: FRANCE

Date: 2018/11/09



Part A FSG 03681 H Registration Report —
National Assessment - Country — FRANCE (FOX) Southern Zone
Page 3 of 24

PART A - Risk Management

The company ADAMA FRANCE S.A.S has requested marketing authorisation in France for the product FOX
(product code: FSG 03681 H), containing 480 g/L bifenox for use as an herbicide.

The risk assessment conclusions are based on the information, data and assessments provided in Registration
Report, Part B Sections 1-7 and Part C, and where appropriate the addenda for France. The information, data and
assessments provided in Registration Report, Part B include assessment of further data or information as required at
national registration by the EU peer review. It also includes assessment of data and information relating to FOX
(FSG 03681 H) where those data have not been considered in the EU peer review process. Otherwise assessments
for the safe use of FOX (FSG 03681 H) have been made using endpoints agreed in the EU peer review of bifenox.

This document describes the specific conditions of use and labelling required for France for the registration of FOX
(FSG 03681 H)

Appendix 1 of this document provides a copy of the French Decision.
Appendix 2 of this document is a copy of the draft product label as proposed by the applicant.

Appendix 3 of this document is a copy of the letter(s) of Access.
1 DETAILS OF THE APPLICATION

11 Application background

The present registration report concerns the evaluation of ADAMA FRANCE S.A.S’s application to market FOX
(FSG 03681 H) in France as an herbicide (product uses described under point 2.3). France acted as a zonal
Rapporteur Member State (zRMS) for this request and assessed the application submitted for the first authorisation
of this product in France and in other MSs of the Southern zone.

1.2 Active substance approval

Bifenox

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.
Commission Implementing Regulation (EU) No 1124/2013 of 8 November 2013 amending Implementing
Regulation (EU) No 540/2011 as regards the conditions of approval of the active substance bifenox.

Specific provisions were as follows :
PART A

Only uses as herbicide may be authorised.
PART B

For the implementation of the uniform principles as referred to in Article 29(6) of Regulation (EC) No 1107/2009,
the conclusions of the review report on bifenox, and in particular Appendices | and Il thereof, as finalised in the
Standing Committee on the Food Chain and Animal Health on 14 March 2008 shall be taken into account.

In this overall assessment Member States shall pay particular attention to:

(a) the operator safety and ensure that conditions of use prescribe the application of adequate personal
protective equipment where appropriate;

(b) the dietary exposure of consumers to bifenox residues in products of animal origin and in succeeding
rotational crops;

(c) the environmental conditions leading to the potential formation of nitrofen.
Member States shall impose restrictions as regards the conditions of use, where appropriate in view of point (c).

Applicant: ADAMA FRANCE S.A.S Evaluator: FRANCE
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An EFSA conclusion is available (EFSA Scientific report (2007) 119, 1-84).
A Review Report is available (SANCO/3776/08 — final rev 2, 3 October 2013).

13 Regulatory approach

The present application (2014-1457) was evaluated in France by the French Agency for Food, Environmental and
Occupational Health & Safety (Anses) in the context of the zonal procedure for all Member States of the Southern
zone, taking into account the worst-case uses (“risk envelope approach”)! — the highest application rates over the
Southern Zone. When risk mitigation measures were necessary, they are adapted to the situation in France.

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

The French Order of 4th May 20172 provides that:

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

- unless formally stated in the product authorisation, the minimum buffer zone alongside a water body is five
metres;

- unless formally stated in the product authorisation, the minimum re-entry period is six hours for field uses and
eight hours for indoor uses.

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

The current document (RR) based on Anses’s assessment of the application submitted for this product is in
compliance with Regulation (EC) no 1107/2009%, implementing regulations, and French regulations.

The data taken into account are those deemed to be valid either at European Union level or at zonal/national level.
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 conclusions relating to the acceptability of risk are based on the criteria indicated in Regulation (EU)
No 546/2011*%, and are expressed as “acceptable” or “not acceptable”.in accordance with those criteria.

Finally, the French Order of 26 March 20145 provides that:

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

- the “reference” and “linked” 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 “linked” ones are undertaken even if not clearly requested by the applicant in their dRR, and a
conclusion is reached on the acceptability of the intended uses on those “linked” 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

! 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

2 Arrété du 4 mai 2017 relatif a la mise sur le marché et a l'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés a l'article
L. 253-1 du code rural et de la péche maritime https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte

3 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

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

5 http://www.legifrance.gouv.fr/eli/arrete/2014/3/26/ AGRG1407093A/jo

& SANCO document “guidance document:- Guidelines on comparability, extrapolation, group tolerances and data requirements for setting
MRLs”: SANCO/ 7525/V1/95 - rev.9
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applicant.

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

14 Data protection claims

Where protection for data is being claimed for information supporting registration of FOX (FSG 03681 H), it is
indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

15 Letter(s) of Access

Not necessary.

Applicant: ADAMA FRANCE S.A.S Evaluator: FRANCE
Date: 2018/11/09
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2 DETAILS OF THE AUTHORISATION

21 Product identity

Product name (code) FOX (FSG 03681 H)
Authorisation number 2180672

Function herbicide

Applicant ADAMA FRANCE
Composition 480 g/L bifenox

Formulation type (code) Suspension concentrate (SC)
Packaging Bottle HDPE (1L, 5L, 10L, 20L)
2.2 Classification and labelling

2.2.1  Classification and labelling in accordance with Regulation (EC) N01272/2008

Physical hazards -

Health hazards -

Environmental Hazardous to the aquatic environment, Acute Hazard, Category 1
hazards Hazardous to the aquatic environment, Chronic Hazard, Category 1

Hazard pictograms

Signal word Warning
Hazard statements H400 Very toxic to aquatic life
H410 Very toxic to aquatic life with long-lasting effects.
Precautionary For the P phrases, refer to the extant legislation
statements —
Supplementary EUH 208 | Contains 1,2-Benzisothiazolin-3-one. May produce allergic reactions.
information (in
accordance with

Avrticle 25 of
Regulation (EC) No
1272/2008)

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

2.2.2  Other phrases in compliance with Regulation (EU) No 547/2011

The authorisation of the preparation is linked for professional uses only to the following conditions:

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).

Applicant: ADAMA FRANCE S.A.S Evaluator: FRANCE
Date: 2018/11/09
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SPe 3 To protect aquatic organisms respect an unsprayed buffer zone of 5 meters’” with an unsprayed

vegetated buffer zone of 5 meters to surface water bodies for the uses on winter and spring cereals
and winter oilseed rape.

SPe 3 To protect aquatic organisms respect an unsprayed buffer zone of 5 meters to surface water bodies
for the uses on spring oilseed rape.

2.2.3  Other phrases linked to the preparation

Wear suitable personal protective equipment®: refer to the Decision in Appendix 1 for the details

Re-entry period®: 6 hours

Pre-harvest interval®: F- Application must be made at growth stage BBCH 32 at the latest for wheat, triticale and
rye, barley and oats and BBCH 17 for oilseed rape

Other mitigation measures:

The label may include the following recommendations:

- A relatively high risk of phytotoxicity can occur on oilseed rape after application of FOX (FSG 03681 H),
without impact on yield.

The label must reflect the conditions of authorisation.

7 The legal basis for this is Titre 111 Article 12 of the French Order of 4th May 2017 concerning the marketing and use of products
encompassed by article L. 253-1 of the rural code [that is, plant protection products/pesticides]

8 If atractor with cab is used, wearing gloves during application is only required when working with the spray mixture

9 The legal basis for this is Titre I Article 3 of the French Order of 4th May 2017 concerning the marketing and use of products encompassed
by article L. 253-1 of the rural code [that is, plant protection products/pesticides]

1 According to the French Order of 4th May 2017, PHI cannot be lower than 3 days unless specifically stated in the assessment and decision.

Applicant: ADAMA FRANCE S.A.S Evaluator: FRANCE
Date: 2018/11/09
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2.3

Product uses

Please note: The GAP Table below reports the intended uses proposed by the applicant, and possible extrapolation according to French Order of 26 March 2014 (highlighted in green), evaluated and concluded as safe
uses by France as zZRMS. Those uses are then granted in France.

GAP rev. 1 , date: 2018/11/09
PPP (product name/code): Product code/ Product name(s): FOX (FSG 03681) Formulation type: sc@h
Active substance 1: bifenox Conc. of as 1: 480 g/L©
Applicant: ADAMA FRANCE S.AS Professional use: X
Zone(s): southern @ Non professional use: d
Verified by MS: yes
Field of use: herbicide
1 2 3 4 5 6 7 | 8 ] 9 10 11 12 | 13 14
Use- | Member | Crop and/ F, Fn, | Pests or Group of Application Application rate PHI | Remarks:
No. |state(s) or situation Fpn | pests controlled . . (days)
© G Method / | Timing / Max. Min. interval L product/ha |gorkgas’ha Water eg. g
(crop destination / Gn, |(additionally: Kind Growth stage | number | between a) max. rate per L/ha safener/synergist
purpose of crop) Gpn | developmental stages of of crop & a) per use | applications appl. a) max. rate per | per ha
or the pest or pest group) season b) per (days) b) max. total appl. min/ ®
I crop/ rate per b) max. total max
season crop/season rate per
crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
Winter Wheat (TRZAW),
Winter Barley (HORVW),
Winter Durum Wheat
(TRZDU),
Triticale (TTLWI),
Winter oat (AVESW), weeds (dicots, post- Foliar } )
! FR Winter rye (SECCW) F emergence) spray BBCH 12-32 1 15 7209 100/400 | F Acceptable
Spring Wheat (TRZAS),
Spring Barley (HORVS),
Spring Durum Wheat
(TRZDU),
Spring oat (AVEFA)
Oilseed Rape (BRSNN) F
2 FR %:,‘I’:Sff)'easure Weegrsngdrlgc:;z,eg)ost— ';S:'aayr BBCH 1317 | 1 ; 1 480 g 200300 | F | /Acceptable
Turnip rape (BRSSP)

Applicant: ADAMA FRANCE S.A.S

Evaluator: FRANCE
Date: 2018/11/09
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1 2 3 4 5 6 7 | s | 9 10 11 2 | 1 14
Use- | Member | Crop and/ F, Fn, | Pests or Group of Application Application rate PHI | Remarks:
(,30' state(s) or situation (F;pn pests controlled Method / | Timing / Max. Min. interval L product/ha | g or kg astha Water (days) eg.g
(crop destination / Gn, | (additionally: Kind Growth stage | number | between a) max. rate per L/ha safener/synergist
purpose of crop) Gpn | developmental stages of of crop & a) per use | applications appl. a) max. rate per | per ha
or the pest or pest group) season b) per (days) b) max. total appl. min / )
I crop/ rate per b) max. total max
season crop/season rate per
crop/season
Hemp (CNISA)
Borage (BOROF)
Mustard (SINAL)
Sesame (SEGIN)
Lin (LIUUT)
Remarks (@ e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) d) Select relevant
table (b)  Catalogue of pesticide formulation types and international coding system CropLife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 given in column 1
(c) gl/kgorg/L () 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 10  For specific uses other specifications might be possible, e.g.: g/m3 in case of fumigation of empty
use, Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11  The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product / ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 12 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
application must be named. mentioned under “application: method/kind”.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13 PHI - minimum pre-harvest interval
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - 14  Remarks may include: Extent of use/economic importance/restrictions

type of equipment used must be indicated.

Applicant: ADAMA FRANCE S.A.S

Evaluator: FRANCE
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3 RISK MANAGEMENT
31 Reasoned statement of the overall conclusions taken in accordance with the Uniform Principles

3.1.1  Physical and chemical properties

FOX (FSG 03681 H) is a suspension concentrate formulation (SC). All studies have been performed in accordance
with the current requirements and the results are deemed to be acceptable. The appearance of the product is a
uniform bright beige viscous liquid, with a slightly chlorine odour. It is not explosive and has no oxidising
properties. It is not flammable and has a self-ignition temperature of 440°C. In aqueous solution (1%), it has a pH
value of 7.4 at ambient temperature. There is no effect of low and high temperature on the stability of the
formulation, since after 7 days at 0°C and 14 days at 54 °C, neither the active ingredient content nor the technical
properties were changed. The stability data indicate a shelf life of at least 2 years at ambient temperature when
stored in HDPE packaging. Its technical characteristics are acceptable for an SC formulation.

The formulation is not classified for the physico-chemical aspect.

3.1.2  Methods of analysis

3.1.2.1 Analytical method for the formulation

Analytical method for the determination of the active substance is available and validated.

No analytical method for the determination of the relevant impurities 2,4 DCP and 2.4 DCA of the active substance
is submitted and is required in post-registration.

3.1.2.2 Analytical methods for residues

Analytical methods are available in the Draft Assessment Report/this dossier and validated for the determination of
residues of bifenox in plants (dry and high oil content commaodities), food of animal origin, soil, water (surface and
drinking) and air.

The active substance is neither toxic nor very toxic hence no analytical method is required for the determination of
residues in biological fluids and tissues.

3.1.3  Mammalian Toxicology

Endpoints used in risk assessment:

Active Substance: bifenox (UE 2009)
EU agreed endpoint
ADI 0.3 mg kg bw/d (EU2009)
EU agreed endpoint

ARfD 0.5 mg/kg bw/d (EU2009)

AOEL 0.125 mg/kg bw/d E&g?reed endpoint (EU
Dermal Based on an in vitro human study performed on a similar formulation pro rata correction) according to
absorption guidance on dermal absorption (Efsa 2012):

Concentrate (tested) Diluted formulation (tested)
501 g/L 2.3g/L
In vitro (human) % 5 25
Concentrate Spray dilution
(used in formulation) (used in formulation)
501 g/L 2.3g/L
Dermal absorption endpoints % 5 25
Applicant: ADAMA FRANCE S.A.S Evaluator: FRANCE

Date: 2018/11/09
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3.1.3.1 Acute Toxicity

FOX (FSG 03681 H) containing 480 g/L bifenox has a low toxicity in respect to acute oral, inhalation and dermal
toxicity and is not irritating to the rabbit skin or eye and is not a skin sensitiser.

The classification proposed in accordance with Regulation (EC) No 1272/2008 is shown in Section 2.2.

3.1.3.2 Operator Exposure

Summary of critical use patterns (worst cases in bold):

Application rate Spray
Crop FIGH Equipment L product/ha dilution Model
(g as/ha) (L/ha)
Tractor-
mounted/trailed 1,5
Cereals F boom sprayer, (720) 100 BBA
hydraulic nozzles
Tractor-
. mounted/trailed 1
Oilseeds F boom sprayer, (480) 200 BBA
hydraulic nozzles

Considering proposed uses, operator systemic exposure was estimated using the German BBA model:

. . % AOEL
Crop Equipment PPE and/or working coverall bifenox
Cereals Tractor-mounted/t_ralled boom Working gloves during mixing/loading 86.2
sprayer, hydraulic nozzles

According to the model calculations, it can be concluded that the risk for the operator using FOX (FSG 03681 H) is
acceptable with gloves during mixing/loading.

For details of personal protective equipment for operators, refer to the Decision in Appendix 1.

3.1.3.3 Bystander Exposure

Bystander exposure was assessed according to EUROPOEM I1. Exposure is estimated to 1.2 % of the AOEL of
bifenox.

It is concluded that there is no unacceptable risk to the bystander after incidental short-term exposure to FOX
(FSG 03681 H).
3.1.3.4 Worker Exposure

FOX (FSG 03681 H) is used as herbicidal treatment on several crops where there is no need to re-enter the treated
area after application. Worker exposure is considered not relevant.

For details of personal protective equipment for workers, refer to the Decision in Appendix 1.

3.1.4  Residues and Consumer Exposure

The data available are considered sufficient for risk assessment. An exceedance of the current MRL of bifenox as
laid down in Reg. (EU) 396/2005 is not expected.

The chronic and the short-term intakes of bifenox residues are unlikely to present a public health concern.

1 Open field or glasshouse

Applicant: ADAMA FRANCE S.A.S Evaluator: FRANCE
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As far as consumer health protection is concerned, France agrees with the authorization of the intended use(s).

According to available data, no specific mitigation measures should apply.

Data gaps: /

Data required in post-authorization:

- a storage stability study for bifenox acid in high oil matrix covering the storage period (311 days) of
samples in freezing conditions

Summary of the evaluation

Summary for bifenox

Sample
. storage MRL Chronic | Acute risk
Use- Cro megsgﬁsm Slrg::(c:illf: t suff?c?elntl covered | compliance risk for for Comments
No.* P covered? trials? su Orted}’, by Reg consumers | consumers
; ; PPOTEC? | stability | 552/2015 | identified? | identified?
data?
1 wheat, triticale Yes
and rye Yes (cereals: Yes Yes Yes No
31N+17S)
1 Barley and oats Yes
Yes (cereals: Yes Yes Yes No No
31N+179)
3 Oilseed rape Yes storage stability
Yes Yes Yes Yes No study for bifenox
(15N+7S) :
acid requested

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1

As significant residue levels of bifenox are not expected for the uses under consideration, there is no need to
investigate the effect of industrial and/or household processing.

Residues in succeeding crops have been sufficiently investigated taking into account the specific circumstances of
the cGAP uses being considered here. It is very unlikely that residues will be present in succeeding crops.

Awaiting the data required by EFSA (2013), current livestock metabolism data can be considered as sufficient.
Considering dietary burden and based on the intended uses, no significant modification of the intake was calculated
for livestock. No significant residue levels are expected at the intended GAP for the uses under consideration.

Summary for FSG 03681 H

PHI/ Withholding period* PHIfor FSG | ;RMS Comments
Cro PHI for FSG 03681 H sufficiently supported for 03681 H -
P proposed by applicant proposed by (if different PHI
bifenox ZRMS proposed)
wheat, triticale F** Yes
and rye BBCH 12-32
Barley and oats F**
BBCH 12-32 ves
Oilseed rape F*
BBCH 13-17 ves

Applicant: ADAMA FRANCE S.A.S

Evaluator: FRANCE
Date: 2018/11/09
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NR: not relevant
* Purpose of withholding period to be specified
**  F: PHI is defined by the application stage at last treatment (time elapsing between last treatment and harvest of the crop).

3.1.5 Environmental fate and behaviour

The fate and behaviour in the environment have been evaluated according to the requirements of Regulation (EC)
N° 1107/2009. Appropriate endpoints from the EU conclusions were used to calculate PEC values for the active
substance and its metabolites 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.

The PEC of bifenox 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 the FOCUS models, and the
endpoints established in the EU conclusions or agreed in the assessment based on new data provided.

PECsoi soil and PECsw derived for the active substance and its metabolites are used for the ecotoxicological risk
assessment, and mitigation measures are proposed.

PECew for bifenox and its metabolite do not occur at levels exceeding those mentioned in Regulation (EC)
N° 1107/2009 and guidance document SANCO 221/2000%2.

Therefore, no unacceptable risk of groundwater contamination is expected for the intended uses.

Based on vapour pressure, information on volatilisation from plants and soil, and DTso calculation, no significant
contamination of the air compartment is expected for the intended uses.

3.1.6  Ecotoxicology

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 terrestrial vertebrates, bees and other non-target arthropods,
earthworms, other soil macro-organisms and micro-organisms and terrestrial non-target plants can be considered
acceptable for the intended uses.

For aquatic organisms, the risk can be considered acceptable only with the following mitigation measures:

— A5 m unsprayed vegetated buffer zone for the intended uses on winter and spring cereals and on winter
oilseed rape.
— A5 munsprayed buffer zone for the intended use on spring oilseed rape.

3.1.7  Efficacy

Considering the data submitted:

o  The efficacy level of FOX (FSG 03681 H) is considered as acceptable on major broad-leave in post-
emergence for all the claimed uses.

12 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.

Applicant: ADAMA FRANCE S.A.S Evaluator: FRANCE
Date: 2018/11/09



Part A FSG 03681 H Registration Report —
National Assessment - Country — FRANCE (FOX) Southern Zone
Page 14 of 24

o The selectivity level of FOX (FSG 03681 H) is considered as acceptable for all the claimed uses. However,
a relatively high risk of phytotoxicity can occur on oilseed rape after application of FOX (FSG 03681 H)
without impact on yield.

o The risks of negative impact on yield, quality, transformation processes and propagation are considered as
acceptable.

o  The risk of negative impact on succeeding crops is considered as acceptable. Nevertheless, specific
attention should be paid to susceptible succeeding crops.

o The risk of negative impact on adjacent crops is considered as acceptable. Nevertheless, specific attention
should be paid to susceptible adjacent crops.

o The risk of resistance development or appearance to bifenox does not require a monitoring for the claimed
use.

Applicant: ADAMA FRANCE S.A.S Evaluator: FRANCE
Date: 2018/11/09
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3.2 Conclusions arising from French assessment

Taking into account the above assessment, an authorisation can be granted as proposed in Appendix 1 — Copy of the
product Decision.

3.3 Substances of concern for national monitoring

No information stated.

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

3.4.1 Post-authorisation monitoring

No further information is required.

3.4.2  Post-authorisation data requirements

The French Decision requests the submission of post-authorisation confirmatory pieces of information within 24
months regarding:

- An analytical method for the determination of the relevant impurities 2,4 DCP and 2,4 DCA of the active
substance.

- A storage stability study for bifenox acid in high oil matrix covering the storage period (311 days) of samples in
freezing conditions.
3.43  Label amendments

The draft label proposed by the applicant in appendix 2 may be corrected with consideration of any new element
under points 2.2.1 (or 2.2.2), 2.2.3 and 2.2.4.

The label shall reflect the detailed conditions stipulated in the Decision.

Add on the label: “a relatively high risk of phytotoxicity can occur on oilseed rape after application of FOX (FSG
03681 H) without impact on yield.”

Applicant: ADAMA FRANCE S.A.S Evaluator: FRANCE
Date: 2018/11/09
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Appendix 1 — Copy of the French Decision

2= N anses {, }

Liberté + Egalité + Fraternité
REPUBLIQUE FRANGAISE

Décision relative a une demande d’autorisation de mise sur le marché
d'un produit phytopharmaceutique et des demandes associées

Vu les dispositions du réglement (CE) N° 1107/2009 du 21 octobre 2009 et de ses textes d'application,

Vu le code rural et de la péche maritime, notamment le chapitre Il du titre V du livre Il des parties législative et
réglementaire,

Vu la demande dautorisation de mise sur le marché et les demandes associées du produit
phytopharmaceutique FOX

de la société ADAMA FRANCE SAS

enregistrées sous les n°2014-1457, 2014-1482, 2014-2072
Vu les conclusions de I'évaluation de I'’Anses du 16 octobre 2018,
La mise sur le marché du produit phytopharmaceutique désigné ci-aprés est autorisée en France pour les
usages et dans les conditions précisés dans la présente décision et ses annexes.
La présente décision s'applique sans préjudice des autres dispositions applicables.
Avertissement :

Le non-respect des conditions décrites ci-dessous peut entrainer le retrait ou la modification de I'autorisation
ainsi que toute action incluant des poursuites judiciaires.

FOX

AMM n°2180672 Page 1sur7

Evaluator: FRANCE

Applicant: ADAMA FRANCE S.A.S
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Liberté « Egalité + Fraternité
REPUBLIQUE FRANGAISE

Informations générales sur le produit
: FOX

Noms du produit MODOWN

Type de produit Produit de référence
ADAMA FRANCE SAS

Titulaire 33 rue de Verdun
92156 SURESNES
France

7Formulation Suspension conééﬁ.i.r-éé kSC) :

Contenant 480 g/L - bifénox 7

Numéro d'intrant 9638-2014.01

Numéro d'AMM 2180672

Fonction o Herbicide

Gamme d'usage Professionnel

L'échéance de validité de la présente décision est fixée a douze mois a compter de la date d'expiration de
I'approbation de la substance active. A titre indicatif, dans I'état actuel du calendrier d'approbation des
substances actives, I'échéance de |'autorisation est fixée au 31 décembre 2019.

Le dépét d'une demande de renouvellement conformément a l'article 43 du réglement (CE) 1107/2009, dans les
—trois— mois—suivant-le—renouvellement de I'approbation de la substance active, prolonge de pleindroit—
l'autorisation de mise sur le marché aprés son arrivée a échéance de la durée nécessaire pour mener a bien

I'examen et adopter une décision sur le renouvellement.

La présente décision peut étre retirée ou modifiée avant cette échéance si des éléments le justifient.

2%

Frangoise WEBER
Directrice générale déléguée
en charge du poéle produits réglementés
Agence nationale de sécurité sanitaire de
I'alimentation, de I'environnement et du travail (ANSES)

A Maisons-Alfortle, (j § NOV. 2018

FOX
AMM n°2180672 Page 2 sur7
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Liberté « Fgalité « Fraternité
REPUBLIQUE FRANGAISE

anses {,J

ANNEXE | : Modalités d’autorisation du produit

Vente et distribution

Le titulaire de l'autorisation peut mettre sur le marché le produit uniquement dans les emballages :

Bidons en polyéthyléne haute densité

Emballage Contenance
Bouteilles en polyéthyléne haute densité 1L
5L;10L;20L

Classification du produit

La classification retenue est la suivante :

= — Catégorie de danger

Mention de danger =

Dangers pour le milieu aquatique - Danger aigu,
catégorie 1

catégorie 1

Dangers pour le milieu aquatique - Danger chronique,

H400 : Trés toxique pour les organismes aquatiques

H410 : Trés toxique pour les organismes aquatiques,
entraine des effets néfastes a long terme

EUH208 : Contient de la 1,2-benzisothiazol-3(2H)-one. Peut produire une réaction allergique.

Pour les phrases P se référer a la réglementation en vigueur.

Le titulaire de I'autorisation est responsable de la mise a jour de la fiche de données de sécurité et de la
classification du produit en tenant compte de ses éventuelles évolutions.

FOX
AMM n°2180672

Page 3 sur7

Applicant: ADAMA FRANCE S.A.S

Evaluator: FRANCE
Date: 2018/11/09



Part A

Registration Report —

FSG 03681 H

Southern Zone

National Assessment - Country — FRANCE

(FOX)
Page 19 of 24

. ins p abed 2.1908L2.U NNy
p(oF]
abequayseq,ab10
y . . (S dAQ 3uop) (ze HOgg) || ze HOgg e ZL HOgYg . €165S0LS1
[*] 4 Sopels s9)| aJdjus uejp BUM Sk
'sdwajuud ap sainyno Jns juswanbiun abeqioyseq
Besjo salgyonin
. N . (ZL HOEQ) | LL HOSg e €L HOgg +S0snatl 2
s 1 Sopejs so| aNud ue/i By L 10650251
"JBAIY,P S81N}No UNnS juswanbiun abeqiaysaq
i ; i (SdnQop) | (ZLHOg8) | L1 HOGg 1@ €L HOGg ~sesnauibes|o saigyonIg
g 4 SapE)S S9| 21jUD ueji eu L 10650251
'9|eoni] 19 9|q Jns Juswanbiun
abeqiaysaq,9)
B 5 . fﬁ (5 dAQ uop) (ze HOgg9) | ze HOgg1e 2L HOgg S - i 4 Nc&mm_z.m_mv
| | S E| S9pels s9| ajjus /L uns’i
T abeqiaysaq,aulony
- - ; (Sdnawop) | (zeHOgGE) | zeHOgg 1@ 2L HOgg : LLESOLSL
S 4 SapE)S S9| B1jUD ue/i BUM S
(sanaw)
i | amDL | isvapiou | (sl (sanof) et suogeoydde,p | 10jdwe,p
uonuen | sajued agyes) mcwwumstm sopesL uono g | UoRedlddepopeyg | huiixeul ke ssPusp
UoN suoz o .o_..wN uonouoz | JUEAEIEIRQ quioN a
‘ebesn | ap m.wtoaw €| 9p S8IN}NO $8p 8|qWasu’ | Jns sslIoINe Juos sebesn so| ‘uoijoulsal ap soussqe,| ug
f s9suolne sabesn sop a)si
s T ki ISIVONVES INOIT19NdIY
L S1L1375 0p IR aiteDe PHULIIDIY o ,&:F,w.w . 2112q17
A % sasue

—
| N

Evaluator: FRANCE
Date: 2018/11/09

Applicant: ADAMA FRANCE S.A.S



Part A

Registration Report —

FSG 03681 H

Southern Zone

National Assessment - Country — FRANCE

(FOX)
Page 20 of 24

. dns ¢ abed 2.908L2.U NNY
Xod
JusuewIad 9si|eipbon ysodsiq : dAQ
sbeqiayseq,albles
A s = (S dAQ uop) (ze HOgg) ¢€ HOgg 18 2L HOd9g ‘ S16S0LS1L

S 4 SOpE]S $9| aNud ue/i BUMSL

(sas3aw)
saljpw 5
sajioqe mAw_ n_w,: oV: S9|q10 uou oAMN_huuM”_ﬂvm (sanol) Hogg suonesijdde,p 1ojdwa,p
uonuop | sejueid ogyesy | S°Podosuue sayes)] o uoneodde,p apejs o Seunxew sebesn
UoN auoz :Mﬂu_MHWN UON auoz jueAe lejoq et alquioN asoQ

‘obesn | ap agpod €| 8p $21N N0 SOP S|qUIASUS | INS SPSLOINE JUOS SOBESN 3| ‘UOIOL]Sa) Bp SoUSSGE,| ug ~
, sosiione sabesn sap a3si ﬁ
,

{ ) sesue

ISIVONYYJ INOI18ndIy

2usiDL o 10ST o 2110q17

—
. N

Evaluator: FRANCE
Date: 2018/11/09

Applicant: ADAMA FRANCE S.A.S



Part A FSG 03681 H Registration Report —

National Assessment - Country — FRANCE (FOX) Southern Zone
Page 21 of 24

=N anses 3

Liberté « Egalité + Fraternité
REPUBLIQUE FRANGAISE

Conditions d'emploi du produit

Protection de I'opérateur et du travailleur
Des informations générales relatives aux bonnes pratiques de protection pourront étre mises a disposition de
l'utilisateur :

- I'utilisation d'un matériel adapté et entretenu et la mise en ceuvre de protections collectives constituent la
premiere mesure de prévention contre les risques professionnels, avant la mise en place de protections individuelles

- le port de combinaison de travail dédiée ou d'EPI doit étre associé a des réflexes d'hygiéne (ex : lavage des
mains, douche en fin de traitement) et & un comportement rigoureux (ex : procédure d'habillage/déshabillage).

- les modalités de nettoyage et de stockage des combinaisons de travail et des EPI réutilisables doivent étre
conformes a leur notice d'utilisation.

Pour I'opérateur, porter
Dans le cadre d'une application effectuée a I'aide d'un pulvérisateur a rampe

* pendant le mélange/chargement
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail en polyester 65 % / coton 35 % avec un grammage de 230 g/m? ou plus avec
traitement déperlant ;
- EPI partiel (blouse ou tablier a manches longues) de catégorie Ill et de type PB (3) a porter par-dessus la
combinaison précitée ;

* pendant I'application - Pulvérisation vers le bas

Si application avec tracteur avec cabine
- Combinaison de travail en polyester 65 %/ coton 35 % avec un grammage de 230 g/m? ou plus avec
traitement déperlant;— = =
- Gants en nitrile certifiés EN 374-2 & usage unique, dans le cas d'une intervention sur le matériel pendant la
phase de pulvérisation. Dans ce cas, les gants ne doivent étre portés qu'a I'extérieur de la cabine et doivent
étre stockés apres utilisation a I'extérieur de la cabine ;

Si application avec tracteur sans cabine
- Combinaison de travail en polyester 65 % / coton 35 % avec un grammage de 230 g/m? ou plus avec

traitement déperlant ;
- Gants en nitrile certifiés EN 374-2 a usage unique, dans le cas d'une intervention sur le matériel pendant la

phase de pulvérisation ;

* pendant le nettoyage du matériel de pulvérisation
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail en polyester 65 % / coton 35 % avec un grammage de 230 g/m? ou plus avec

traitement déperlant ;
- EPI partiel (blouse ou tablier a manches longues) de catégorie Ill et de type PB (3) a porter par-dessus la
combinaison précitée.

Pour le travailleur, porter
- Une combinaison de travail (cotte en coton/polyester 35 % / 65 % - grammage d'au moins 230 g/m?) avec traitement
déperlant.

Délai de rentrée en application de I'arrété du 4 mai 2017 :

- 6 heures.
FOX
AMM n°2180672 Page 6 sur 7
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Liberté » Egalité » Fraternité
REPUBLIQUE FRANGAISE

Protection de I'’environnement (milieux, faune et flore

Protection de I'eau
- SP 1 : Ne pas polluer 'eau avec le produit ou son emballage. Ne pas nettoyer le matériel d'application prés des
eaux de surface. Eviter la contamination via les systémes d'évacuation des eaux & partir des cours de ferme ou des

routes.

Protection de la faune
- SPe 3: Pour protéger les organismes aquatiques, respecter une zone non traitée de 5 metres en bordure des points
d'eau pour les usages sur cruciféres oléagineuses de printemps.

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non traitée de 5 métres comportant un
dispositif végétalisé permanent non traité d'une largeur de 5 métres en bordure des points d'eau pour les usages sur
céréales de printemps et d'hiver et sur cruciféres oléagineuses d'hiver.

Exigences complémentaires post-autorisation
A défaut de transmission de ces données dans les délais impartis & compter de la date de la présente décision, la
présente décision pourra étre retirée ou modifiée.

Détail de la demande post autorisation Délai (mois) Récurrence (mois)

-Fournir une méthode pour la détermination des impuretés 24 -
pertinentes dans le produit avec une LOQ permettant de
confirmer le respect des valeurs limites spécifiées.

- Fournir une étude de stabilité des résidus au stockage sur 24 — =
matrice riche en huile couvrant une durée minimale de 11
mois.

Recommandations relatives a I'étiquette du produit
- Des symptomes de phytotoxicité assez prononcés peuvent étre constatés sur le colza sans nuire au rendement.

FOX
AMM n°2180672 Page 7 sur 7
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Appendix 2 — Copy of the draft product label as proposed by the applicant

300x145mm

MAKHTESHIM AGAN FRANCE = AGCI = Date : 0403/14 = Auleur : Ant
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dls:umrespmugelsaﬁlcmspocahmmmafmmﬂewhngmmmwmlmkpaﬂrlu:mardesﬁhrv\.lwuuuml
e tenu visation non sutorisse.

FOX®

AMM NTXOOOXXX

SC - Suspension Concentrée
Contient 480 g/L (40 6%) de biténox.

st:l Tres toxique pour les onulnlsmss aquatiques, paut entramer ges effets nafastes a long terme pour
Délal de ré-entrée mslmuueurs sur la parcelle : 6 h aprés traltement

82 Consarver hors de la poriée des enfants.

513 Conserver & I'dcant des aliments et des beissons, y compris ceux pour snimaux.

520/21 Ne pas manger, ne pas boirs &t ne pas fumer pendant Tutilisation.
557 Uiiliser un récipient approprié pour viter toute contamination du
560 Eliminer le produit et s0n récipient comme un déchet dangereux.

lisu ambiznt.

Lire les Instructions cl-ointes avant empiol.
SP1  Ne pas polluer I'sau avec le produit ou son emballage.

15 m en colza ds barure de point d'aau.

PRODUIT POUR LES PROFESSIONNELS : RESPECTER LES CONDITIONS D'EMPLOL
Respsciez les instructions d'utifisation pour éviter les risquas pour homme et l'emironnement

Afin de protéger les omsnismes aquatiques respectsr une zons végétalisse de 10 m sn cérsales et colza dhiver,

La ficha da données de sécurits
peut sir obienue grafuitement
sur Intsmst

partir de www
ou &n écrivant
ou par courrier & ladrasse posiala da

MAKHTESHIM-AGAN France ou en scannant Tél
le flashcode avec vorre tslsphane mobile.

Distribus par :
MAKHTESHIM-AGAN Franca
&8, avenue de la Cristalleria

02318 Sévres Cadex
0141901898
Fax: 0146 4371 17

® Marque dé posée MAKHTESHIM-AGAN

Responsable do 'emballage

Agan Chemical Manufacturers Ltd.
P.0.B. 262, Northem Industrial Zone,
Ashdod 77102

Israal

Volume net : 5 L

)

Produit fabriqué en Isragl

Voir embaiage

N de lot et date de fabrication

| Dossier : FOX » Confenu : 5 L« Pays :FR + Dim.: L300 mm xH 145 mm_ |

300x145mm

MODE D'ACTION — PROPRIETES :

FOX® est un herbicide (reitement des parties aériennes) de post-levée des
les de printemgs ot du

MAKHTESHIM AGAN FRANCE » AGCI » Dafe : 0403/14 = Aufeur : Ant

USAGES ET DOSES HOMOLOGUEES :

FO)Xer

b f. € m o x

SUSPENSION CONCENTREE
Contient 480 g/L de bifénox
AMM NXOOX déliviée le XXXXXXXX

et colza

Remargues
- Lis meisurs résultats sont obtans lors ds applicaions effsciués sur des
mauaises herbes pe développees.

cérales d'hiver, za FOX® est efiicace  |m)s fandre dhiver 1.5 Lha PREPARATION DE LA BOUILLIE
;:"’"“mmmmmmi P o wtro en rfihart. |4 tandre de printemps 1,5 Lha Rempir & moiié deau la cuve du puérisateur f metrs en marche  conformément 3 la
photos (Orge diver 15 Lha Vaghabon. Apees v agté o Ekon, verser FOX® danc o cve. Campletor e
oo g pintmgs 15Lim e e il eiegen o o e et o 12
|Avoing d hiver 1.5 Lha jamais laisser de fond de cuve.
_ By s -
Bié dur diver 1.5 Lha
5“!1 o Fo MGBD';;ME des champs 28 dur de printemps 15 Uha CULTURES VOISINES ET DE REMPLACEMENT :
c‘;;% blmf“ it gratieron Sagk 15 Lna FOX® peut consitusr un danger pour les cultures voisines. Sous linflusnce
avonale Triticalo .5 Lha de censins facteurs (situstion, vent, fempérature, _.) le prodhit peut
Pensée des champs Coza 1 Uha Provoquer a vaishage g I zone dapplcation ds et des ceph
N sedales Jusqu's fser jusquiau  Plespecter une distence de 1 m enire le cuture traitée =t une culture de lin
o vt - solcaton datne: mlm;%fdmwsussﬂemxm&mmn, wiliser jusqu'su wm&m:‘mmmmmmmmmhmkmmdmms‘ds|5m
avec une cuiture de betterave.
Les Limites Maximales de Résidus sont consuliables a 'adresse suivante :  Respecter modsités afin déviter
Alchémille des champs Moutarde des champs. eulsamon du produit.
Capselie bourse a Pasteur Euphorbe Les mélanges doivent £tre mis en cuvre conformément & I réglementatin  Sullures do remplacoment ) o
salicot en viguear selon amélé du 7 avil 2010 Dans le cadre dune rotation nommale, toute culture peut ére établie aprés
Gaillat grattaron Dési de renirée des iravailleurs sur la parcelle : 6 h aprés tralement, |2 récobe dune céréale tmitée avec FOX*. Cepandant par mosure de
Lamier conformément & laméié du 12 septambre 2008 rolafd 4 |a mise sur lemarch  PTECEUSIN pour les cultures maraichérss non encors Expérimentses ot
Pensée dos champs et lilisation des procuts visés & laricke L-253-1 du Code Rural implantées immédiatement aprés la cérsale, nous consulter.
Sénagon commun En cas da reioumemeni dune culture traités avec FOXT, i sat possible
Véroniques dimplanter sans labour des cultures de pois, betterave, mais, pomma de

Sur cérsales - &

Alchémille des champs
Capselle boursa 4 Pasteur

Matricaires

Codquelicot

Géranium 4 feuillos rondes
Mouron rouge

Moutarde dos champs
Pensée des champs
Ranoncule des marais
Rancude dos oiseaux
Spergule des champs

Gaillat gratiron
Tabouret des champs
Véroniques (Véronique a euiles
de lias, Véronique de Perss)

DE D'EMPLOI

Sur oérales -

- Sur céreales, FOX® peut-éire appliqué du stede 3 feuiles au stade deux
neauds des oirdales.

- La dose homoioguée de 1.5 Liha est néoessaire sur une flore complene,
développée, en Iraitement principal.

- Dians certains cas, on peut constaler aprés raitement des poncluations sur
les feuls de cérdales. Elles sestompent généralement dens les quelques
jours qui suivent st sant sans conséquences sur ke rendemer.

Sur Colza

- Sur oolza, FOX® s'applique entre 2/4 feuiles of &/B feuilles du colza.

- Sur flore s sensibie, appiquer FOX® & 1 Uha aprés 4 feuiles du coiza.

- Lapplication de FOX® peut entrainer des brilures/décolorations de feules
de colza. Elles s'estompent u bout de quelques semaines et sont sans
conséquences sur le rendement.

-Pour limiter les risques de marquage du colza, traiter sur des colzas
vigouraux en condiions

- Ne pas tradter sur des colzas en amét de végétation en particulier en cas
d'asphysie des plantee sur sol mal draing

[ Dossier : FOX = Contenu: 5L « Pays :FR » Dim. : L300 mmx H 145 mm_ |

Herbicide
anficlicohlécdenes

sur céréales d’hiver, céréal
de printemps

KRITESRIIM=/AG/AN FRANCE

Pour [éliminafion des produds non ulissbles, faire appel & une entreprise
habiitée pour s collecte et Félimination des produts dangersux.

Netioyage de [équgement : Ne pas laisser de boullis préte & Femploi
dans Ie puivérisateur. Eliminer les fonds de cuve o les saux de ringage
en vigueur. Eviler foule contamination
des mares, puisards, ruisseaux, e5ux soutenings ou de distibution ou de
tout autre point deau, par le produt, la boullie de pulvérisalion e les eaux
de ringage des emballages ot Squipemenis de traitsment,

Equpements de profection edvidugks ©
Pour proteger [oparataur, porter :
Bendant le mélangeichargemend .

- Ganls certiés en nitie confomes & la nome EN 374-3,

- Combinaison de fravail 65 % polyaster35 % coton dun grammage au
mirimum de 230 gim? avec un iraitement déperlant,

- EPI de type tablier ou blausa & manches longues certfiés de catégorie I
et d typa (PB3) & porter par-dessus ks combinison précie

- Banis en nirde & usage unique conformes  la nome EN 3743 (dans
le cas duiisaion dun tracteur & cabine, le pott de gants pendant
Tapplioafion n'est nécessaire que lors dintervenfions sur le matériel de

terre ou lin

RECAUTION GENERALES
DANS LE CADRE DES BONNES PRATIQUES AGRICOLES
Gestion du risgue d apparifion de résistance : L'utiissfion répétée, sur
une méme parcelie, de préparsiions & base de substances acives de &
méme famille chimiqus ou ayent ke méme mode d action, peut conduie &
I'apparition d'organismes résislans.
Pour réduire ce rsque, il st conssillé dalterer ou dassocier, sur une
méme parcele, des préperations & base de substances aciives de familes
chimiques différentes ou & mods dackion diférents, tant au cours dune.
saison culurale que dans la rolation.
Condiions de stockape ; Conserver le produit dans son emballage dorigne,
dans un local réeamé & cet usage, & l'abri de la chaleur et & une température
comprise enire 0° & 40°C.
Emballages vides ; Réempioi de lemballage inferdit. Lors de [utisstion
Gu produil, bien vider et [éliminer via les oollectes organiséss par les
distributeurs partenaires de la fikére ADIVALOR ou fout aulre senvice de
collects spéciique.

less gants daivent éire stockés a extéreur de la cabine).

- Combinaion de travail 65 % polyester3S . coton dun grammage au
mimimum de zaugtmz avec un traitement nq)e

~ Ganls coliea on itrle corfomncs & a nommo EH 3743,

- Combinaison de travail 65 % polysster35 % coton dun grammage au
mirimum de 230 gim? avec un traitement déperlan,

- EPl de typs tablier ou biouss & manches longuss cersies de catégors I
et de type (FB3) & parter par-dessus ka combineison

Pour protéger le travallieur qul serall amend 4 Intervenir sur les

parcalles traitdes, porter des gants en nirile certfiés EN 3743,

‘Premisrs sscours :

Inhalation - Amener la victime & Fair rais. En cas de diffcultés respiratcires,
pratiqur I respirabion arfiicielle. Appeler un medecin.

Contact avec Is peau ; Laver immédiatement & feau et ssvon. Enlever es
vétements souillés ou ecleboussés.

Contact avec les yeu : E ,rincer

a e claire durart 10-15 minutes. Consuler un ophiaimologiste si initation,
rougeur, douleur ou géne visuslle persistent

Ingesion : Si la personne est consciente, rmcer la bouche ave de feau.
Ne pas essayer de faire vomir sans avis medical. Appeler immsdiatement
un médecin.

Mesures durgence : En cas d'urgence, contacter ke cenire antipeison Je phus
proche de votre domicile ou appaler le 15. Frésentez aux secours la fiche de
données de sécurits. Puis signalez vos symplimes au réseau Phytafiiude -
1.0 800 887 BE7 (numéro vert).
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Appendix 3 — Letter(s) of Access

Not applicable.
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