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PART A - Risk Management

The company BAYER S.A.S. has requested marketing authorisation in France for the product LAGON (formulation
code: 102000001708 (Aclonifen & Isoxaflutole SC 575), containing 500 g/L aclonifen and 75 g/L isoxaflutole for
use as a 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 review. It also includes assessment of data and information relating to LAGON
where those data have not been considered in the EU review process. Otherwise assessments for the safe use of
LAGON have been made using endpoints agreed in the EU review of both aclonifen and isoxaflutole.

This document describes the specific conditions of use and labelling required for France for the registration of
LAGON.

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

1.1 Application background

The present registration report concerns the evaluation of BAYER S.A.S.’s application to market LAGON in France
as a herbicide (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 the renewal of authorisation after approval of aclonifen of
this product in France and in other MSs of the Southern zone.

1.2 Active substance approval

Aclonifen

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.

Specific provisions of regulation were as follows :
PART A

Only uses as herbicide may be authorised

PART B

In assessing applications to authorise plant protection products containing aclonifen for uses other than sunflower,
Member States shall pay particular attention to the criteria in Article 4(3) of Regulation (EC) No 1107/2009, and
shall ensure that any necessary data and information is provided before such an authorisation is granted.

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 aclonifen, and in particular Appendices I and 1l thereof, as finalised in the
Standing Committee on the Food Chain and Animal Health on 26 September 2008 shall be taken into account.

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

— the specification of the technical material as commercially manufactured, which must be confirmed and
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supported by appropriate analytical data. The test material used in the toxicity dossiers should be compared and
verified against this specification of the technical material,

— the protection of the operators safety. Authorised conditions of use must prescribe the application of adequate
personal protective equipment and risk mitigation measures to reduce the exposure,

— the residues in rotational crops and evaluate the dietary exposure of consumers,

— the protection of birds, mammals, aquatic organisms and non-target plants. In relation to these identified risks,
risk mitigation measures, such as buffer zones, should be applied where appropriate.

The Member States concerned shall request the submission of further studies on rotational crops residues and
relevant information to confirm the risk assessment for birds, mammals, aquatic organisms and non-target plants.

They shall ensure that the notifier provides such confirmatory data and information to the Commission within two
years from the approval.

An EFSA conclusion is available (EFSA Scientific Report (2008) 149, 1-80, Conclusion on the peer review of
aclonifen).

Review Reports are available (SANCO/161/08 — rev. 1 27 November 2009 [specification 2009] and
SANCO/161/08 —rev. 2 28 September 2012 [confirmatory data 2012]).

Isoxaflutole

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 Regulation (EU) No 823/2012 of 14 September 2012 derogating from Implementing Regulation (EU)
No 540/2011 as regards the expiry dates of the approval of the active substances 2,4-DB, benzoic acid, beta-
cyfluthrin, carfentrazone ethyl, Coniothyrium minitans Strain CON/M/91-08 (DSM 9660), cyazofamid, cyfluthrin,
deltamethrin, dimethenamid-P, ethofumesate, ethoxysulfuron, fenamidone, flazasulfuron, flufenacet, flurtamone,
foramsulfuron, fosthiazate, imazamox, iodosulfuron, iprodione, isoxaflutole, linuron, maleic hydrazide, mecoprop,
mecoprop-P, mesosulfuron, mesotrione, oxadiargyl, oxasulfuron, pendimethalin, picoxystrobin, propiconazole,
propineb, propoxycarbazone, propyzamide, pyraclostrobin, silthiofam, trifloxystrobin, warfarin and zoxamide.

Specific provisions of regulation 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 isoxaflutole, and in particular Appendices | and Il thereof, as finalised in
the Standing Committee on the Food Chain and Animal Health on 15 April 2003 shall be taken into account. In this
overall assessment Member States:

— must pay particular attention to the protection of groundwater, when the active substance is applied in regions
with vulnerable soil and/or climate conditions. Risk mitigation measures or monitoring programs should be applied
where appropriate.

There is no definitive EFSA conclusion available for this a.s.

A Review Report is available (Sanco/3136/99-Final 7 April 2003).

Applicant: BAYER S.A.S. Evaluator: FRANCE
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1.3 Regulatory Approach

The present application (2012-0750) 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 12 September 2006° provides that:

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

- unless formally stated in the product authorisation, the minimum buffer zone alongside a water body is 5 m;

- unless formally 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, 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, Commission Directive 2008/116/EC of
15 December 2008 amending Council Directive 91/414/EEC to include aclonifen, imidacloprid and metazachlor as
active substances, 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.

Last, the French Order of 26 March 2014° 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.

Then, at FR level, possible extrapolation of submitted data and the corresponding assessment from “reference” crops
to linked” ones are assessed even if not clearly intended by applicant in the RR, and a conclusion is reached on
acceptability of 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 PPP.

Then, the GAPs table (Section 2.3.) and decision may include uses on crops not originally clearly intended by

French Food Safety Agency

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

3 http://www.legifrance.gouv.fr/affichTexte.do?cid Texte=JORFTEXT000000425570

4 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

® 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

6 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

Applicant: BAYER S.A.S. Evaluator: FRANCE
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applicant.

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

1.4 Data Protection Claims

Where protection for data is being claimed for information supporting registration of LAGON, 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: the applicant has provided sufficient data to show that access is not required.
2 DETAILS OF THE AUTHORISATION

2.1 Product Identity

Product name (code) LAGON (102000001708 (Aclonifen & Isoxaflutole SC 575))
Authorisation number 9600548

Function herbicide

Applicant BAYER S.A.S.

Composition 500 g/L aclonifen

75 g/L isoxaflutole

Formulation type (code) suspension concentrate (SC)

Packaging High-density polyethylene (HDPE) bottle containing 1 L product
HDPE containers holding 5, 10, 15 or 20 L product

2.2 Classification and Labelling

221 Classification and labelling under Directive 99/45/EC
Not applicable after 1* June 2015.

222 Classification and labelling in accordance with Regulation
(EC) No1272/2008

Physical hazards -

Health hazards Repr. Cat 2
Carc. Cat. 2

Environmental Aquatic acute 1

hazards Aquatic chronic 1

Applicant: BAYER S.A.S. Evaluator: FRANCE
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Hazard pictograms

Signal word Warning

Hazard statements H351 Suspected of causing cancer

H361d Suspected of damaging the unborn child

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 EUH208 Contains aclonifen and 1,2 benzisothiazolin-3 one. May produce an allergic
information (in reaction.
accordance with
Avrticle 25 of
Regulation (EC) No
1272/2008)

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

2.2.3 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).

SPe 3 To protect aguatic organisms respect an unsprayed buffer zone of 5 metres® o surface water bodies,
for the use in maize.

SPe 3 To protect aquatic organisms, respect an unsprayed buffer zone of 5 metres to surface water bodies
for the use in sweet corn.

SPe 3 To protect terrestrial non-target plants respect an unsprayed buffer zone of 5 m to non-agricultural land,
for the use in maize and for the use in sweet corn.

& The legal basis for this is Titre 11 Article 11 of the French Order of 12 September 2006 concerning the marketing and use of products

encompassed by article L. 253-1 of the rural code [that is, plant protection products/pesticides]

Applicant: BAYER S.A.S. Evaluator: FRANCE
Date: 08/03/2016
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224 Other phrases linked to the preparation

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

Re-entry period®: Six hours

Pre-harvest interval™: Application must be made at growth stage BBCH 03 at the latest (pre-emergence)

Other mitigation measures: -

The label may include the following recommendations: -

The label must reflect the conditions of authorisation.

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

0 The legal basis for this is Titre I Article 3 of the French Order of 12 September 2006 concerning the marketing and use of products
encompassed by article L. 253-1 of the rural code [that is, plant protection products/pesticides]

According to the French Order of 12 September 2006, PHI cannot be lower than 3 days unless specifically stated in the
assessment and decision.

11

Applicant: BAYER S.A.S. Evaluator: FRANCE
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Registration Report —
Southern Zone

2.3 Product uses

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

safe uses by France as zZRMS.

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)

LAGON/(102000001708 (Aclonifen & Isoxaflutole SC 575)

Formulation type:

GAP rev. 1, date: 2016-03-08

suspension concentrate (SC)

active substance 1 aclonifen [ACL] Conc. of a.s. 1: 500 g/L
active substance 2 isoxaflutole [IFT] Conc. of a.s. 2: 75g/L
Applicant: BAYER S.A.S. professional use X
Zone(s): Southern EU non-professional use O
Verified by MS: Yes France
Crop and/ Product F Pests or PHI Remarks:
or situation | Zone name G Group of pests Formulation Application Application rate per treatment (days)
or controlled
@) |
(b) (© 0] (m)
Type Conc. method growth number interval kg as/hL water kg as/ha
of as kind stage & min between L/ha
season max applications min max min max
(d-f) 0] (fh) 0) (min) min
(k) max
Sweet corn France | LAGON F Dicotyledonous SC |IFT75¢9/L Spraying BBCH 00- 1 - IFT 100- IFT F Product
weed plants 03 (pre- 0.0094 - 400 0.0375 - BBCH 03 | application
Gramineae ACL 500 g/L emergence) 0.0375 0.0375 rate 0.5L/ha
ACL ACL
0.0625 - 0.25 0.25-0.25 Acceptable

Applicant: BAYER S.A.S.

Evaluator: FRANCE
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Crop and/ Product F Pests or Formulation Application Application rate per treatment PHI Remarks:
or Zone name G Group of pests (days)
situation or controlled
I Type Conc. method growth number interval kg as/hL water kg as/ha
@ ©) © ofas kind |stage & season|  min between L/ha 0 (m)
_ @ max applications | min max _ min
(d- () (f-h) (min) min | max
f) K max
Maize (grain| France | LAGON F Dicotyledonous SC IFT 75 g/L Spraying | BBCH 00-03 1 - IFT 100- IFT F Product
and forage) weed plants (pre- 0.0187 - 400 0.075 - BBCH application
Gramineae ACL 500 g/L emergence) 0.075 0.075 03 rate
ACL ACL 1l/ha
0.125-0.5 05-05
Acceptable
on maize
only

IFT: isoxaflutole; ACL.: aclonifen

Remarks: (a) For crops, the EU and Codex classifications (both) should be used; where relevant, the use (i) g/kgorgll
situation should be described (e.g. fumigation of a structure) (i) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
(b) Outdoor or field use (F), glasshouse application (G) or indoor application (I) Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
(c) e.g. biting and suckling insects, soil born insects, foliar fungi, weeds application
(d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) (k) The minimum and maximum number of application possible under practical conditions of use
(e) GCPF Codes - GIFAP Technical Monograph No 2, 1989 must be provided
(f) All abbreviations used must be explained (I) PHI - minimum pre-harvest interval
(@) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench (m) Remarks may include: Extent of use/economic importance/restrictions

(h) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type of
equipment used must be indicated

Applicant: BAYER S.A.S. Evaluator: FRANCE
Date: 08/03/2016



Part A 102000001708 (Aclonifen & Isoxaflutole SC Registration Report —
National Assessment - Country — FRANCE 575) (LAGON) Southern Zone
Page 11 of 30

3 RISK MANAGEMENT
3.1 Reasoned statement of the overall conclusions taken in accordance with the Uniform Principles

311 Physical and chemical properties

The formulation 102000001708 (Aclonifen & lIsoxaflutole SC 575) (LAGON) is a suspension concentrate. All
studies have been performed in accordance with the current requirements. The appearance of the formulation is a
yellow opaque liquid with a no detectable odour. It is not explosive and has no oxidising properties. It has a self-
ignition temperature of 490 °C and no flash point up to 100 °C. In aqueous dilution (1 %), its pH is 4.7 at 25 °C.
Stability data indicate a shelf life of at least two years at ambient temperature (HDPE). Its technical characteristics
are acceptable for a suspension concentrate formulation.

3.1.2 Methods of analysis

3.1.2.1 Analytical method for the formulation

Analytical methods for the determination of the active substances and relevant impurity in the formulation are
available and validated.

As the relevant impurity (phenol) is a by-product of the manufacturing process for aclonifen and as such cannot be
formed by storage of the formulation, an analytical method for the determination of this impurity in the formulation
is not necessary.

3.1.2.2 Analytical methods for residues

Analytical methods are available in the Draft Assessment Report and in this dossier and validated for the
determination of residues of aclonifen and isoxaflutole in plants (maize and sweet corn, dry and high-water-content
matrices, respectively), foodstuffs of animal origin, soil and water (surface and drinking). No MRL in animal
matrices being set for isoxaflutole, no method is required in foodstuffs of animal origin.

However, the following are required, post-authorisation:

- A confirmatory method and an ILV for the determination of aclonifen residue in milk, validated in accordance
with guidance document SANCO/825/00 rev. 8.1.

- A highly specific method and its ILV for the determination of aclonifen residue, in the animal matrices muscle,
liver/kidney, eggs and fat, with an LOQ < 0.02 mg/kg, in compliance with the current MRL (Reg. (EC) No
149/2008) and validated in accordance with guidance document SANCO/825/00 rev. 8.1.

- A confirmation for the method (Chapuis, M.-P., Diot, R., Kieken, J.-L., 1999), validated according to guidance
document SANCO/825/00 rev. 8.1, for the determination of isoxaflutole and RPA 202248 residues in drinking
and surface water is required. (Method (Krebber, Leppelt 2012, method 01333) does not comply with
SANCO/825/00 rev.8.1 and has not been accepted as an enforcement method.

- An analytical method, validated according to guidance document SANCO/825/00 rev. 8.1, for the determination
of isoxaflutole in air is required, since isoxaflutole is classified Xn. (Method (Corgier 1995, method 94-115)
does not comply with SANCO/825/00 rev.8.1 and has not been accepted as an enforcement method.

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

Applicant: BAYER S.A.S. Evaluator: FRANCE
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3.13 Mammalian Toxicology

Aclonifen

The acceptable daily intake (ADI) of aclonifen, in the context of its evaluation for approval, is 0.07 mg/kg
bodyweight/day. This is based on the no observed adverse effect level (NOAEL) in a 2-year oral rat study supported
by a multi-generation oral rat toxicity study and mouse carcinogenicity study.

An acute reference dose (ARTfD) for aclonifen was considered to be not needed in the context of its evaluation for
approval.

Isoxaflutole

The acceptable daily intake (ADI) of isoxaflutole, in the context of its evaluation for approval, is 0.02 mg/kg
bodyweight/day. This is based on the no observed adverse effect level (NOAEL) in a 2-year chronic oral rat toxicity
study and a 100-fold assessment factor.

An acute reference dose (ARFD) for isoxaflutole was considered to be not needed in the context of its evaluation for
approval.

3.1.3.1 Acute Toxicity

Acute toxicity studies were performed on similar formulation and yielded the following results:
- Rat oral LDs, > 2000 mg/kg bw

- Rat dermal LDsq > 2000 mg/kg bw

- No skin irritancy effect with the rabbit

- No eye irritancy effect with the rabbit

- Not a skin sensitiser in the mouse (LLNA test)

Based on these data and in accordance with Regulation 1272/2008/EC, the product is classified, as shown in Section
2.2.
The classification of the co-formulants does not impact the classification of the preparation.

3.1.3.2 Operator Exposure

Dermal absorption

For aclonifen, the risks to operators, bystanders and workers have been estimated on the basis of dermal absorption
values of 2 % for the non-diluted and 10 % for the diluted formulation (determined from an in vivo rat skin study
and in vitro human skin data study) on a comparable formulation.

For isoxaflutole, the risks to operators, bystanders and workers have been estimated on the basis of dermal
absorption values of 0.9 % for the non-diluted and 2.6 % for the diluted formulations (determined from an in vitro
human/rat skin study) on a comparable formulation.

Operator exposure

The acceptable operator exposure level (AOEL) of aclonifen, in the context of its evaluation for approval, is
0.07 mg/kg bw/d. This is based on the no observed adverse effect level (NOAEL) in a 2-year oral rat study
supported by a multi-generation oral rat toxicity study and mouse carcinogenicity study.

The acceptable operator exposure level (AOEL) of isoxaflutole, in the context of its evaluation for approval, is
0.02 mg/kg bw/d. This is based on the no observed adverse effect levels in a 90-day rat study and a 100-fold
assessment factor, corrected by the oral absorption value of 60 %.

Considering the proposed uses, operator systemic exposure was estimated using the BBA (German) Operator
Exposure Model and the UK-POEM model, with the following parameters:
- Tractor-mounted/trailed boom sprayer, hydraulic nozzles

Applicant: BAYER S.A.S. Evaluator: FRANCE
Date: 08/03/2016
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- Application rate: 1 L/ha, being 500 g aclonifen/ha, 75 g isoxaflutole/ha
- Average area treated per day: 20 ha (BBA)
- Container: 1L any closure (worst case)

Estimated exposure according to the German model:

Crops Equipment Personal protection % AOEL aclonifen % AOEL isoxaflutole
Without PPE 175 4.4
Maize Tractor-mounted/trailed PPE (gloves during the
boom sprayer phase of mixing/loading 6.1 1.2
and application)

These results show that even without personal protective equipment, calculated operator exposure is less than 100 %
of the AOEL of the active substances. The health risk to operators is considered acceptable.

The notifier has made an estimate of operator exposure. On this basis and in the context of prevention of risks, he
recommends the following recommendations to operators.
» Application with a boom sprayer

e for mixing/loading

- Nitrile gloves certified EN 374-3;

- Working coveralls 65% polyester / 35% cotton; minimum 230 g/m?; with water repellent treatment;

- Long-sleeved aprons, Category Il Type PB3 worn over the coverall proposed above;

e for application - Downward spraying

If application with tractor with cab

- Working coveralls 65% polyester / 35% cotton; minimum 230 g/m?; with water repellent treatment;

- Disposable nitrile gloves certified EN 374-2 in the case of an intervention on application equipment, but
not inside the cab. In the case of an intervention on application equipment, it should be noted that gloves
should be worn only outside the tractor cab and stored after use outside the cab

If application with tractor without cab

- Working coveralls 65% polyester / 35% cotton; minimum 230 g/m?; with water repellent treatment;

- Disposable nitrile gloves certified EN 374-2 in the case of an intervention on application equipment;

e for equipment cleaning

- Nitrile gloves certified EN 374-3;

- Working coveralls 65% polyester / 35% cotton; minimum 230 g/m?; with water repellent treatment;

- Long-sleeved aprons, Category Il Type PB3 worn over the coverall proposed above.

3.1.3.3 Bystander Exposure

Bystander exposures were estimated using EUROPOEM 11'2. Exposure is estimated less than 0.8 % of the AOEL of
aclonifen and 0. 2% of the AOEL of isoxaflutole for a 60 kg person situated 7 metres away from the spraying
operation and exposed for 5 minutes. The health risk to bystanders is therefore considered acceptable.

3.1.34 Worker Exposure

The formulation 102000001708 (Aclonifen & Isoxaflutole SC 575) (LAGON) is used as herbicidal treatment on
maize where there is no need to re-enter the treated area after application. Worker exposure is considered to be
negligible and is thus not calculated.

However, it could be assumed as a worst-case scenario that workers may have to enter treated areas after treatment
for crop scouting/inspection activities during 2 hours. Exposure of workers not wearing protective coveralls is
estimated to be 36 % of the AOEL of aclonifen and 6 % of the AOEL of isoxaflutole for a 60 kg person. The health
risk to workers linked to the use of LAGON is therefore considered acceptable.

2 Bystander exposure to pesticides — Report of the bystander working group, Europoem Il Project, Fair3 CT96-1406, December

2002, 1-43.
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The following personal protective equipment has been specified by the applicant if the worker has to intervene in the
treated plot (verified by ANSES):
- Working coveralls 65 % polyester / 35 % cotton; minimum 230 g/m?; with water-repellent treatment.

3.14 Residues and Consumer Exposure

3.1.4.1 Residues

Primary crop metabolisms were sufficiently investigated to define residue of both active substances for enforcement
and risk assessment purposes in the crops under consideration.

Regarding the magnitude of residues in maize, a sufficient number of residue trials is available to support the
intended GAPs in France, Italy and Spain. These data allow it to be considered that no quantifiable residues of
aclonifen and isoxaflutole will be present in maize grains and forage, and to confirm that no MRL exceedence will
result from the intended uses.

However, one residue trial in sweet corn will be needed post-authorisation to confirm the non-residue situation for
aclonifen in Southern EU.

As residues of aclonifen and isoxaflutole do not exceed the trigger value of 0.1 mg/kg in maize grains, there is no
need to investigate the effect of industrial and/or household processing.

Residues in succeeding crops have been sufficiently investigated; it is very unlikely that residues of aclonifen or
isoxaflutole will be present in succeeding crops.

For aclonifen considering dietary burden and based on the intended uses, intake above the trigger value of 0.1 mg
kg/dm might occur for cattle. However, considering that residue levels in maize grains and forage are always below
the LOQ of the analytical methods used and based on the metabolism study in lactating goat further investigation of
residues as well as the modification of MRLs in commodities of animal origin is not necessary. For isoxaflutole,
considering dietary burden and based on the intended uses, no significant intake above the trigger value of 0.1 mg
kg/dm was calculated for livestock. Further investigation of residues as well as the modification of MRLs in
commodities of animal origin is therefore not necessary.

3.1.4.2 Consumer exposure

The toxicological profile of aclonifen and isoxaflutole were evaluated at EU level, which resulted in the proposal of
ADIs (0.07 mg/kg bw/d for aclonifen and 0.02 mg/kg bw/d for isoxaflutole) that were considered in the framework
of this evaluation. An ARfD was not deemed necessary for either a.s.

Chronic consumer exposure resulting from the uses proposed in the framework of this application was calculated for
both active substances. Based on EFSA PRIMo (rev2), chronic and acute exposure were considered acceptable for
all groups of consumers.

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

3.15 Environmental fate and behaviour

The fate and behaviour in the environment of the formulation has been evaluated according to the requirements of
Regulation (EC) No 1107/2009. Appropriate endpoints from the EU evaluation were used to calculate Predicted
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Environmental Concentrations (PECs) for the active substances and their 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 aclonifen, isoxaflutole and their 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 evaluation or agreed in the assessment based on new data provided.

The results for PECsoil and PECsw derived for the active substances and their metabolites are used for the
ecotoxicological risk assessment, and mitigation measures are proposed.

PECgw for aclonifen, isoxaflutole and its metabolite RPA202248 do not exceed the trigger of 0.1 pg/L. PECgw for
the non-relevant metabolite RPA203328 did not exceed the trigger of 10 pg/L. 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 DTs, calculation, no significant
contamination of the air compartment is expected for the intended uses.

3.16 Ecotoxicology

3.1.6.1 Effects on Terrestrial Vertebrates

The risk assessment for terrestrial vertebrates was conducted according to the recommendations of the Guidance of
EFSA (2009). The TER values for acute and long term risks (screening level) were above the minimum TER trigger
values required including risk from secondary poisoning to aclonifen, indicating an acceptable risk to birds and
mammals from the intended use of the product in maize.

No risk to birds and mammals resulted from exposure via drinking water.

The risk from metabolites to vertebrates is considered to be low.

3.1.6.2 Effects on Aquatic Species

The TER values for aquatic organisms based on PECg,, values calculated according to zone-specific requirements
are in correspondence with the trigger values indicating that the use of the product does not raise any direct concern
when applied at the rate of 1.0 L product/ha.

For fish, Daphnia and Lemna, 7d-TWAC values of aclonifen instead of PEC,,, values were used following the
recommendations of the ELINK Workshop (see chapter 10.2.1 ff). As a result of the refined chronic risk
assessments, trigger values were exceeded for all groups.

For aquatic organisms, the risks are acceptable when a buffer zone of 5 metres is applied.

3.1.6.3 Effects on Bees and Other Arthropod Species

The tier 1 risk assessment showed that the hazard quotients (oral and contact) are below the EU-trigger value. This
indicates that the use of the product according to the proposed use pattern does not constitute an unacceptable risk
towards honey bees.

The non-target arthropod (NTA) risk assessment indicated that no unacceptable adverse effects on non-target
arthropods are to be expected for the in- or off-field habitats following the use of the product according to the
proposed use pattern.

Applicant: BAYER S.A.S. Evaluator: FRANCE
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3.1.6.4 Effects on Earthworms and Other Soil Macro-organisms

As has been demonstrated by acute and chronic studies, no unacceptable effects on earthworms are to be expected
from the application of the product according to the proposed use pattern.

The tests with Hypoaspis also indicate that no adverse effects on other soil non-target macro-organisms are to be
expected from the use of the product.

3.1.6.5 Effects on organic matter breakdown

The risk assessment indicates that no adverse effects on soil micro-organisms are to be expected when the product is
applied according to the proposed use pattern.

3.1.6.6 Effects on Soil Non-target Micro-organisms

The risk assessment indicates that no adverse effects on soil micro-organisms are to be expected when the product is
applied according to the proposed use pattern.

3.1.6.7 Assessment of Potential for Effects on Other Non-target Organisms (Flora and Fauna)

Based on the results of the probabilistic risk assessment, the risk to terrestrial non-target plants from the application
of the product according to the proposed use pattern is considered acceptable if either 50 % drift-reducing nozzles
are used or a 5 m in-crop buffer zone is taken into account

3.1.7 Efficacy

The formulation 102000001708 (Aclonifen & Isoxaflutole SC 575) (LAGON) complies with the Uniform
Principles.

Considering the data submitted:

- The efficacy and selectivity of the preparation are considered satisfactory.

- The risk of negative impact on yield, quality, succeeding or adjacent crops is considered acceptable.
- The risk of resistance developing against LAGON is considered to be low.

Maximum . .
L Maximum number Conclusion of
application B Stage of
Country Crops of applications 2 France for Remarks
rate per application - -
treatment (per crop) efficacy section
France Sweet corn *
weed control
(grass and 0.5 L/ha 1 (BrBe_Ce:é)rO e_n(ég) Acceptable
broad-leaved P g
weeds)
Maize * weed
control (grass 1 L/ha 1 BBCH 00 - 03 Acceptable
and broad- (pre-emergence)
leaved weeds)
Spain Maize * weed
control (grass 1L/ha 1 BBCH 00 - 07 Acceptable
and broad- (pre-emergence)
leaved weeds)
Italy Maize * weed
control (grass 07-1L/ha 1 BBCH 00 - 07 Acceptable
and broad- (pre-emergence)
leaved weeds)
Applicant: BAYER S.A.S. Evaluator: FRANCE
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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:

- A confirmatory method and an ILV for the determination of aclonifen residue in milk, validated in accordance
with guidance document SANCO/825/00 rev. 8.1.

- A highly specific method and its ILV for the determination of aclonifen residue, in the animal matrices muscle,
liver/kidney, eggs and fat, with an LOQ < 0.02 mg/kg, in compliance with the current MRL (Reg. (EC) No
149/2008) and validated in accordance with guidance document SANCO/825/00 rev. 8.1.

- A confirmation for the method (Chapuis, M.-P., Diot, R., Kieken, J.-L., 1999), validated according to guidance
document SANCO/825/00 rev. 8.1, for the determination of isoxaflutole and RPA 202248 residues in drinking
and surface water is required. (Method (Krebber, Leppelt 2012, method 01333) does not comply with
SANCO/825/00 rev.8.1 and has not been accepted as an enforcement method.

- An analytical method, validated according to guidance document SANCO/825/00 rev. 8.1, for the determination
of isoxaflutole in air is required, since isoxaflutole is classified Xn. (Method (Corgier 1995, method 94-115)
does not comply with SANCO/825/00 rev.8.1 and has not been accepted as an enforcement method.

- One residue trial in sweet corn to confirm the non-residue situation for aclonifen in Southern EU.

3.4.3  Label amendments (see label in Appendix 2):

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.

Applicant: BAYER S.A.S. Evaluator: FRANCE
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Appendix 1 — Copy of the French Decision

= N anses {3

Liberté  Egalité » Fraternité
REPUBLIQUE FRANGAISE

Décision relative a une demande de renouvellement de 'autorisation
de mise sur le marché

d'un produit phytopharmaceutique

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 Ill du titre V du livre Il des parties
législative et réglementaire,

Vu la demande de renouvellement de [l'autorisation de mise sur le marché du produit
phytopharmaceutique LAGON

de la société BAYER S.A.S (BAYER CROPSCIENCE)

enregistrée sous le n°2012-0750

Vu les conclusions de I'évaluation du 22 décembre 2015,

L'autorisation de mise sur le marché du produit phytopharmaceutique désigné ci-aprés est
renouvelée 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 décisions prises aprés dépédt de votre demande de
réexamen et des autres dispositions applicables.
Avertissement :

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

LAGON
AMM n°9600548 Page 1 sur7
Applicant: BAYER S.A.S. Evaluator: FRANCE
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Liberté » Egalité » Fraternité
REPUBLIQUE FRANGAISE

anses , }

‘ Informations générales sur le produit

Nom du produit LAGON
Type de produit Produit de référence
BAYER S.A.S

BAYER CROPSCIENCE
16, rue Jean-Marie Leclair

Titulaire CS 90106
F-69 266 LYON Cedex 09
FRANCE

Formulation Suspension concentrée (SC)
500 g/L - aclonifene

Contenant 75 glL - isoxaflutole

Numéro d'intrant 9600548

Numéro d'AMM 9600548

Fonction Herbicide

Gamme d'usages

Professionnel

L'échéance de validité de la présente décision est fixée & 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 I'autorisation est fixée au 31 juillet 2017.

Le dépdt 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 plein droit '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.

A Maisons-Alfort, le 0 8 MARS 2016

W

Frangoise WEBER

Directrice générale adjointe des produits réglementés
Agence nationale de sécurité sanitaire de
I'alimentation, de I'environnement et du travail (ANSES)

LAGON
AMM n°9600548
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Liberté + Egalité + Fraternité
REPUBLIQUE FRANGAISE

anses {3

ANNEXE | : Modalités d'autorisation du produit

Vente et distribution
Le titulaire de l'autorisation ne peut mettre sur le marché le produit que dans les emballages suivants:
Emballage Contenance
Bouteille en Polyéthyléne haute densité 1L
Bidon en Polyéthyléne haute densité 5L
Bidon en Polyéthyléne haute densité 0L
Bidon en Polyéthyléne haute densité 15L
Bidon en Polyéthyléne haute densité 20L
Classification du produit
La classification retenue est |a suivante :
Catégorie Code H

Cancérogénicité, catégorie 2
Toxicité pour la reproduction, catégorie 2

Dangers pour le milieu aquatique - Danger
aquatique aigu, catégorie 1

Dangers pour le milieu aquatique - Danger
aquatique chronique, catégorie 1

H351 : Susceptible de provoquer le cancer
H361d : Susceptible de nuire au feetus

H400 : Trés toxique pour les organismes
aquatiques

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

EUH 208 : contient de I'acloniféne et du 1,2 benzisothiazolin-3 one. Peut déclencher 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.

LAGON
AMM n°9600548
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Liberté + Egalité  Fraternité
REPUBLIQUE FRANGAISE

Conditions d'emploi du produit

Protection de I'opérateur et du travailleur

Il convient de rappeler que I'utilisation d'un matériel adapté et entretenu et la mise en ceuvre de protections
collectives constituent la premiére mesure de prévention contre les risques professionnels, avant la mise
en place de protections complémentaires comme les protections individuelles.

En tout état de cause, 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

« 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 @ manches longues) de catégorie Il 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 a 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 aprés 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 & manches longues) de catégorie Il et de type PB (3) a porter par-
dessus la combinaison précitée.

Pour le travailleur, porter

- Combinaison de travail (cotte en coton/polyester 35 %/65 % - grammage d'au moins 230 g/m?)
avec traitement déperlant.

LAGON
AMM n°9600548 Page 5 sur7
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Liberté + Egalité + Fraternité
REPUBLIQUE FRANGAISE

Délai de rentrée

6 heures en cohérence avec l'arrété du 12 septembre 2006.

Respect des limites maximales de résidus (LMR

Les conditions d'utilisation de la préparation, compte tenu des bonnes pratiques agricoles critiques
proposées pour chaque usage figurant dans la liste des usages autorisés, permettent de respecter les
limites maximales de résidus.

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

Protection de I'eau

SP 1 : Ne pas polluer l'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 a 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 métres par rapport
aux points d'eau.

SPe 3 : Pour protéger les plantes non cibles, respecter une zone non traitée de 5 métres par rapport a la
zone non cultivée adjacente.

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.

S R Délai | Récurrence
Détail de la demande post autorisation (mois) (mois)

Fournir une méthode de confirmation et une validation inter-laboratoire pour la
détermination du résidu acloniféne dans le lait, validées conformément au 24 -
document guide SANCO/825/00 rev. 8.1.

Fournir une méthode hautement spécifique et une validation inter-laboratoire pour
la détermination du résidu acloniféne dans les denrées d'origine animale muscle,
foie/rein, ceufs et graisse, avec une limite de quantification inférieure ou égale a 24 i
0,02 mgl/kg, en accord avec les limites maximales de résidu en vigueur (Reg.
(EC) n® 149/2008) et validées conformément au document guide SANCO/825/00
rev. 8.1.

Fournir une confirmation de la méthode (Chapuis, M.-P., Diot, R., Kieken, J.-L.,
1999), validée conformément au document guide SANCO/825/00 rev. 8.1, pour la
détermination de l'isoxaflutole et du RPA 202248 dans I'eau de boisson et de 24 ¥
surface. (La méthode (Krebber Leppelt 2012, méthode 01333) n'est pas conforme
aux exigences du document guide SANCO/825/00 rev. 8.1 et n'a pas été
@sidérée acceptable pour le controle.)
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Liberté » Egalité + Fraternité
REPUBLIQUE FRANGAISE

e Sl Délai | Récurrence
Détail de la demande post autorisation (mois) (mois)

Fournir une méthode, validée conformément au document guide SANCO/825/00
rev. 8.1, pour la détermination de l'isoxaflutole dans l'air, cette substance étant
classée nocive (Xn). (La méthode (Corgier 1995, méthode 94-115) n'est pas 24 -
conforme aux exigences du document guide SANCO/825/00 rev. 8.1 et n'a pas
été considérée acceptable pour le contréle).

Fournir un essai supplémentaire sur mais doux mesurant les résidus en 24 %
acloniféne et conduit dans la zone Sud de I'Europe.

LAGON
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Appendix 2 — Copy of the draft product label as proposed by the applicant

1
Lagon®E"
Contient- 73 g1 disoxaflutels-1
300-g1-d'acloniféne-
zons forme- de--suspension concentrée- (concentrs- fluidifizhle)- (SCY
ANMN--0600548 7
Herbicide maizT
L
321522 Visuel haiz =M

T

RESERVEATUNUSAGEEXCLUSIVEMENT PROFESSIONNELY

LAGON =stun hetbicide- de-post-semis, pré-levée de-lz-culture- du-mais- qui-contréle-les- dicotylédones -t-les-
graminges-annuelles

Tableaux-desusages:-7
AR {en- S 5]
Spécifications- | y . [Précautions:
ICultures Qﬂ;elﬂ-a'-UsagﬁsﬁL]usesﬁ Fusageo Eﬁ:}gﬁﬁgﬁ; Em-‘_imn.uﬂment“
m-conceme)s ooeir legendes
Desherbage I S a
(dicotylédones- lu:ihmi- E:lt a 127
M I=iz-douxs fﬂudles-ﬂ- 0.5 1he: f’:i:ﬁi:h PI¥| BBCH00-032 4:n
praminges- e )
annuelleg o rulture:
Desherbage I S a
(dicotylédones- lu:ihmi- E:lt & 127
Mmimaggﬁ fﬂuﬂ&i'ﬂ' 1.0V haz ].P:sms&ﬂfi:‘h P%1 - BBCHO00-03c 4:'*
praminges- e )
annuelles o ulture:
Désherbage- . ]
(dicotylédones- 11:':1_11“201_ ﬂ. i 121
DS grains enmelles- st 1 01 has f?:_i;gfi:j P'*| BBCH00-03z da
praminges- e i
}Ermudles}: pultures

Enlzbsence- derésultzts, nousdéconseillons Tutilisztion: duLAGON surles-cultures-destinges- 21a-production-de-
semences.

Limites- maximales-en-rézidus de-substances-actives---seteporter- aux LME -en-vigneur-an-nivean-de 1 Union-
Européenne-et-consultzbles-21'zdresse--hitps/'ec.curopa su'sanee_pesticides public’ md ex.cfm]

1.-Organismes aquatiques’|
lz -Pour protéger-les-organismes-zquatiques, respecter- une-zone non-traitée- de-3-métres - par-rapport- aux-points -dezn Y|
s

Le-tableau- ci-dessus-fait-apparaitre- les précautions- 3-prendre- pour Tenvironnement, - fimées par-l'autorisation-de-mise-
en-marché-de-la-spécialits.- |

51-ZNT-aquatique- non-fixée-(en-1'absence-sur-1'étiquette- de-zone-non-traitée- par rapport- 2ux-points -d'ean), -respecter. -
selon les-dispositions-dearréte- dul2-septembre- 2006, 12- valeuwr- minimale- suivante- - Zone non traitée- 3 métres. |

4 -Plantes-non-ciblesy

4z -Pour-protéger-les plantes-non-cibles, -respecter une-zone non traitée- de-3-métres- par-rapport-21a-zone-non-
cultivée adjacent=.|

-

Champ d'activite:: T
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Le-tablean- ci-dessous-indique-la-sensibilité- des -adventices -rencontrées - sur-maiz-gram-et-fourrage

) ES
IADVENTICES TRES- |ADVENTICES- ADVENTICES- ADVENTICESPEU- 9
SENSIBLEST SENSIBLEST MOYENNEMENT- SENSIBLEST
de-03-%5-2- 100242 de-33-%5-204-%2 SENSIELEST moims-de- 70z

de-70-4- 84Sz

DICOTYLEDONES-] [DICOTYLEDONES-] [DICOTYLEDONES] [DICOTYLEDONESY |®
A butilonT [Ambroisie] Arroche] L amie]]
lAmaranteT] (Galnzozal Chénopode-hybrideT I IercurizleT
Capzellef Latteront Fumeterr=T Renouge-des -oizeax]
Chénopoeds-blanc [Linzire-batarde] [Penzest B enouse lizerons
Chénopodepolyspermet] [Fenouse persicare] ill
D zhral Fenouse- feuille-de- il
L ampsansy patience]] GRAMINEES-T
MIatricairs]] IV eromigque-de- Persel IPanict
Miorall=T il |5 Stziyac
MiouronT GRAMINEES-T
Moutarde] Digitzir=T
[Pourpier] =
Sénacony
Spergule]
Stellaires

T

Le-tableau- ci-dessous indique-la-sensibilite- des -adventices rencontrees -en-culture- de-mais-dous-T

ADVENTICESTEES- |ADVENTICES- ADVENTICES- ADVENTICESPEL- 9
SENSIELEST SENSIELES BIOTENNEMENT- SEMNSIELES moins-de- 70|
de-03-%6-2-100-%%2 de-85%-2-04-%00 SENSIBLES de-70-%2 ez

3425z
M Jorelle] P snouss persicairss - Digitzirs-sanguine-T o
(Chenopods blance Panic-pied-de-cogz

Mode-d'emploi-:-|

--Preéparation -de-la-bouille]
Femplir- zux-3/4-d'ezula- cuve- dopulverisateur, - agiter-le-bidon-de LAGON et verser la-dese-nécessaire -Compléter- le-
remplissage-dela-cuve-et-agiter. -Maintenir-en-agitation- modérée- pendant 1a-pulverization. f

--Meélanges-et-CompanbilitésT
Les-mélanges-detvent- Stre-mis -en-ceuvre-conformément- 2 la-réglementation- en-vigueur-et-zux recommandations - des-
guides-de-bonnes pratiques-officiels. -Pour-connaitre-le- détzil- pratique- de-cette-mise-en-ceuvre, Al-estnécessaire-de-
contzcter zu-préalable-1e-0-800-23-35-45.9

--Dasefs) préconisée(s)
Mzis-gram-et-fourrage- 11+ haf
Maiz-dowx -0, 51 hal
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T

Stads-d'application: LAGON s"utilise en post-semis pré-levésds lacultureds mais. Ilestrecormmandsd appliquar-
le-produitavant-quelss erainesn'sisnt-sarma |

Aditraindicatif, cacicorrespond génémlemant 4 un -délsi-de4d jours maximum-suivant-le-semis pourle mais-grain-at-
fourrage-stun-dslai-ds2 jourspourle mais-doux{avanteclatemant-des-erains) |

T

Pourplus d'informations, consultar BaverInfo -Services aud-80023 3543

c

Attantion:en-cas derecoursd-das teckmiquasculturalas nouvalamant mis &5 enceuvre parl utilisatsvurou présentant-
unz-quelconqueaspacificité, 1utilisataurd oiten informears onfoumisseur avant touts utilisation-du produit, afinqus
ca-dernisrpuisse-en varifiarla faisabilité avecls fabricant-duproduit |

T
-Programme-detraitemat|

LAGON paut-sutiliserseul-ouwen programmes. Pourcomplatarsinécessaira Tactionde LAGON, utiliseren po slavae-

MIEADO, EQUIP, CUBIX oudesproduits 4-basa-debromesymil. |

T

Pourplus d'infomations, consultar BaverInfo sarvicasan {0-800253545 §

-Application{matériel, presston) T
Utilisar-das buses d4jatspincamm enchoisissant un -dsbitassurant uns répartition parfaitementhomogéna-da la-
bouillia{2004-3001ha) T

Traiter=n{'absancedsvent-pour-viter tout risqua-de-dérive-sur-d mtresculturas. Las cultures-da-battarave-at-da-
tournes ol-s oot particulisremsnt sensiblasacarisqua. T

.

T
-Cultures-suiva nees-dansla rotatonT
LAGOMN-asttotalemant-déeradadansla-solan cours-duprintamp s-suivant Tapplication =t laisseunstotals libarts-
danslachoixdelaculture-suivants |
T
-Cultures-deremplacemant]
En~<as-dertemplacement-du msis, las cultures-suivantaspauvent-Stradimplantées- T
--aprés travail superficizl du-sol: mais et mais-doux |
--apras labour- mais, maisdoux, rav-grass st pomme-datere=
Toutes lesautrasculturss s ont-déconseilléas T
T
Précauntionss prendre=
-PourlestockageT
-Mepas-stockerla prépargtiond dastemparatumsinfarsurasa0°C.]
-LConserverls produit-dans sonemballage-d origine, dms-deslocanx farmésdclé, 41 scart-datout-alimant 2t boisson -
voompris cax pour-lesanimax, sthorsde portée-dasenfants Laslocaws doiventétra fraiset vantilés |

-Pourd'emplor]
- portar-das gantset-desvitements-derotectionappropriss pendantles-difffrantas phases-d'utilization dala-
préparation
-viderstrincsr-2 foisles emballagesan moment-dursmpliszage-dalacuve |
-napas pulviriser trop pEsdespontsd sau et-dvitertout-débordement-de rampesur las mares, cours-d'zaw, fossis T

T
FECOMMMANDATIONS PARTICULIEREESY

Lutilisationde LAGON 2st-déconssilléesurlas solsprésantant4-la foisun pourcantass da-sable-suparisura 70302t
titrant moins-de2%-de matidra-organique. |

En-<culturs-dsmaisdoux, LAGON présanta un risqueaceruds manque-de-sélectivitésurs olssablaux-oufiltrants-at-
sur-semismal recouvarts. |

Dafortas chutas depluisaprés applicationpawvent réduirela-sélactivité-de LAGON

Lasvarigtésde mais-doux présantant-dasniveacde-sensibilitévariablssan LAGON.
Avantunsutilisation da L AGON, consultar] obtantaur |

Gastion-durisqua-darésistance-T

Ilappartisnta 1 utilisateur-d \mproduit-devérifiaravants onemploi, qualaparcella 4 traitarns présentepas-de-
souchesds parasitesrésistantas, s oitnaturallament, 5 oitparacquisition, en particulisrdu fait-delusags répstada-
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T

mémeas substancasactives-on demémes famillaschimiques. La présence da-souchasrésistantss pautentrainaruns
réductiondelafficacité voirmunsinafficacité-duproduit-dontlusaszest-envisags |
Pourratarderou limiter1'apparition da-souchestésistantas, ilestimpératifde sereportard-lanoticedutilisation-at-
aux-observations-des-organisationsprofessiomelles T
T
On-accompagneracettemesure parde bomaspratiquasculturalas-dafinizsparl AFPP{rotationdsculturesd hiverat-
deaprintemps, labours, ate,, T
-Eliminearles fondsdecuveconformément 4 laréglementation=n viguaur |
T
T

-Pourd dlimination-duprodutter-del'emballagsT
-vidersteliminerles smballagesen respectant la réglamentation T
-Pourlélimination-desproduits nonutilizablas, faireappel 4 uns-entreprisa habilitée pourlacollacta-et1'élimination-
des produits-dansereis
--Eliminarlzs emballasas videsviaunacollactz organisse par las-distributewrs partensires-delafilidgre-Adivalorou-
unautraservice-decollactespacifiqus. |

c

Important-§

Faspacterles usages, doses, conditions-st précantions-d smplei mentiomés-sur1'emballasz qui-ont-£té-dateminss=n-
fonction das camcténistiquas-duproduit-et-desapplications pourlasquallasil st praconiss Conduisez-surcasbasas, -
lacultura-stlas traitements-selon la-bonne pmtique agricole-entanant compte s cusvotra raspon sabilité datous-
factsurs particulisrsconcamant v otrz-exploitation, tels qualanature-du-s ol les conditionsmétéorolosiquas, las-
méthodesculturales, las varistésvégstalas, larésistance-dasespaoes.. T
Lafabricant-sarantitlaqualité-de-sesproduitsvendus-dansleauramballape d originsainsiquelsur conformité4d-
lautorisation-devente-duhdinistérz-de ' Agricultus. 1

Comptstenu-dela-divarsité-des législationsexistantes, {lestracommands, danslecas-oilas-densesis suas-des
culturas protégses aveccattz spacialits-s ont-dastindesdl axportation davérifisrla réglementetionsn vigusur dans l=-
pavsimportataur |

T
Lagon@-AMMN- 96005457
73 glisoxaflutol=]
500g1d'aclonifinea

Classements-Formulagon|
Mocif]
Dangaraux pourl'amvirommamant]

v

PhrasesdeyisgusT

R63Risque possiblependantia grossessed'effetsnéfastesponrd enfant.T

R50/53 Tréstoxigue pourdesorganismesagquatiques, pententrainerdeseffetsnéfastesa longterme pour
l'environnementaguatigne.|

.

Délaiderentréedestravaillenrssurda parcelles 6 henresapréstraitement.|

Précautionsspécifigues{phrases5)T

5-35~Nesedeébarrasserdere produit et desonrécipient qu'enprenanttounteprécantiond'nsage |
5-36/37~Porterunvitementde protectionetdesgantsappropries.

5-87~Utiliser un récipient appropriepourevitertoute vontamination duomilienambiantT
SPel~Pourprotégeriesvrganismesaguatiques, respecterune zonenontraitéede s métresparrapportanx-

pointsd'ean.
5Ped~Pourprotégeriesplantesnonvibles, respecterune zonenontraitéedeS métresparrapportada zone
noncultivéeadjacente.]
Porterdesgantsetdesvitementsdeprotectionappropriéspendantlesdifférentesphasesd'utilisationdeda-
préparation®
;
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5P1 - Ne pas polluer I'ean avec le produit ou son emballage,

Respectez les instructions d'ntilisation pour éviterles risgues pour I'homme et I'environnement.

Fichs da donnses de sacurita fowrnis sursimpls appal au { 80023533 43 pupouvant étraconsultés surles sitas
intarmeat : www. baver-asri. fr ot www.quickfds com.,

En cas d'urgence, appelar l2 15 puls centreantipoison puis signalsz vos symptomss au réssau "Plytattituds" n® vart
0 800 887 287 (appel gratuit despuis un posta fixa).

a=c
Lagon3L1912_VI1

04226673
u 3326552658010
g 3526532638027

Fabrication CEE

UN: 3082
A,

4" 9 - Matidras =t objats dangzamux divers

- Dangarsux pourl'anvirormemeant

® Marque déposse Baver
Baver 5.A.5 - Baver CropScience
16, me Jean-Maria Laclair - C5 90106 - F-69266 Lyon Cadax 09

Diats da fabrication'n” da lot : voir sur l'emballags

Important

Respecter les usages, doses, conditions et précantions d'emploi mentionnés sur I'emballage qui ont été
déterminés en fonction des caractéristigues du produit et des applications pour lesguelles il est préconise.
Conduisez sur ces bases, la culture et les traitements selon la bonne pratique agricole en tenant compte, sons
votre responsahilité, de tous factenrs particaliers concernant votre exploitation, tels que la nature du sol, les
conditions météorologiques, les méthodes cultnrales, les varietés végetales, la résistance des espéces..

Le fabricant garantitla gualité de ses produits vendus dans leur emballage d'origine ainsi que lenr
conformité i I'antorisation de vente du Ministére de I' Agriculiure,

Compte tenn de la diversité des législations existantes, il est recommandé, dans le cas o1 les denrées issnes des
cultures protégées avec cette specialité sont destinées a I'exportation, de vérifierla réglementation en viguenr
dans le pays importatenr,
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Appendix 3 — Letter(s) of Access

Not applicable.
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