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PART A - Risk Management
The company BAYER S.A.S. has requested marketing authorisation in France for the product ADENGO XTRA,
containing 225 g/L isoxaflutole, 90 g/L thiencarbazone-methyl and 150 g/L cyprosulfamide 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
ADENGO XTRA where those data have not been considered in the EU peer review process. Otherwise assessments
for the safe use of ADENGO XTRA have been made using endpoints agreed in the EU peer review of isoxaflutole
and thiencarbazone-methyl.

The evaluation of cyprosulfamid (safener) with respect to its identity, physical chemical properties, mammalian
toxicology and metabolism) is presented as an Addendum to the thiencarbazone-methyl DAR and is available to

view/download on CIRCA via the Thiencarbazone-methyl folder (in either the subfolders named ‘2008 Draft
Assessment Report and Addenda’ or ‘2012 Draft Assessment Report and Addenda’).

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

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 SAS’s application to market ADENGO XTRA in
France as a 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

Isoxaflutole

Regulations 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 use as herbicide may be authorised.

For the implementation of the uniform principles as referred to in Article 29(6) of Regulation (EC) No 1107/2009,

Applicant: BAYER S.A.S. Evaluator: FRANCE
Date: 14/09/2016
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the conclusions of the review report on isoxaflutole, and in particular Appendices | and |1 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 on the peer review of the pesticide risk assessment of the active substance.

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

Thiencarbazone-methyl

Commission Implementing Regulation (EU) n°® 145/2014 of 14 February 2014 approving the active substance
thiencarbazone, in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council
concerning the placing of plant protection products on the market, and amending the Annex to Commission
Implementing Regulation (EU) No 540/2011.

Specific provisions of regulation were as follows :
PART A

Only use 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 thiencarbazone, and in particular Appendices | and |1 thereof, as finalised in
the Standing Committee on the Food Chain and Animal Health on 13 December 2013 shall be taken into account.
In this overall assessment Member States shall pay particular attention to

(a) the risk to groundwater if the substance is applied under vulnerable geographical or climatic conditions;
(b) the risk to aquatic organisms.
Conditions of use shall include risk mitigation measures, where appropriate.

The applicant shall submit confirmatory information as regards the potential of thiencarbazone for long-range
atmospheric transport and the related environmental impacts.

That confirmatory information shall consist of the results of a monitoring programme to assess the potential of
thiencarbazone for long-range atmospheric transport and the related environmental impacts. The applicant shall
submit to the Commission, the Member States and the Authority this monitoring programme by 30 June 2016 and
the results in form of a monitoring report by 30 June 2018.’

An EFSA conclusion is available (EFSA Journal 2013;11(7):3270).
A Review Report is available (SANCO/12602/2013 rev 2, 13 December 2013).

1.3 Regulatory approach

The present application (2012-2568) 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

1 French Food Safety Agency, Afssa, before 1 July 2010

Applicant: BAYER S.A.S. Evaluator: FRANCE
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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 metres;

- 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 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 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.

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 extrapolation7 is to supply “minor” crops with registered plant
protection products.

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

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 ADENGO XTRA, it is
indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

15 Letter(s) of Access

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

% 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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Not necessary: the applicant has provided sufficient data to show that access is not required.
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2 DETAILS OF THE AUTHORISATION

21 Product identity

Product name (code) ADENGO XTRA
Authorisation number 2160693

Function herbicide
Applicant BAYER S.A.S.
Composition 225g/L, isoxaflutole

90 g/L, thiencarbazone-methyl
150 g/L, cyprosulfamide

Formulation type (code) Suspension concentrate (SC)

Packaging Bottle HDPE (1 L)
Containers HDPE (3L,5L,10L,15L)

2.2 Classification and labelling

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

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

Physical hazards -

Health hazards Carcinogenicity, Hazard Category 2
Reproductive toxicity, Hazard Category 2

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 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 —
Applicant: BAYER S.A.S. Evaluator: FRANCE
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Supplementary EUH 208 | Contains 1,2-benzisothiazol-3(2H)-one. May cause allergic reaction.
information (in
accordance with
Article 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 1 To protect groundwater, do not apply this or any other product containing isoxaflutole or
cyprosulfamide more than once every twoyears.

SPe 3 To protect aquatic organisms, respect an unsprayed buffer zone of 5 metres® with 5metre vegetative
strip to adjacent surface water bodies.

SPe 3 To protect non-target plants, respect an unsprayed buffer zone of 20 metres to non-agricultural land.

2.2.4  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 13 at the latest

Other mitigation measures:
Rinse the package at least 2 times before disposal.

A plant back interval of 90 days must be set for all crops.

The label may include the following recommendations:

- Before using the product, seed producers should take advice from specific seed producing institute and/or to
follow the recommendation of the seed production company.

The label must include the following statement:
“EUH208: Contains 1,2-benzisothiazol-3(2H)-one. May cause allergic reaction.”

The label must reflect the conditions of authorisation.

The legal basis for this is Titre 111 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]

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

The legal basis for this is Titre | 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.

Applicant: BAYER S.A.S. Evaluator: FRANCE
Date: 14/09/2016
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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 ZRMS. Those uses are then granted in France.
When a use is “acceptable” with GAP restrictions, the modifications of the GAP are in bold.

GAP rev. 1, date: 2016-09-14

PPP (product name/code): ADENGO XTRA Formulation type: suspension concentrate (SC) @
Active substance 1: isoxaflutole (IFT) Conc. of as 1: 225 g/L ©
Active substance 2: thiencarbazone-methyl (TCM) Conc. of as 2: 90g/L ©
Safener: Cyprosulfamide (CSA) Conc. of safener: 150 g/L ©
Applicant: BAYER S.AS. Professional use: X
Zone(s): southern Non professional use: [
Verified by MS: yes
Field of use: herbicide
1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member |Crop and/ F, Pests or Group of pests Application Application rate PHI Remarks:
No. © |state(s) |or situation Fn, |controlled - . (days)
Fpn M_ethod /| Timing / Growth | Max. number | Min. interval | kg or L product | g or kg astha Water e.g. g
(crop destination/ |G, | (additionally: Kind stage of crop & | &) per use between /'ha L/ha safener/synergist per
purpose of crop) Gn, | developmental stages of season b) per crop/ | applications |a) max. rate per |a) max. rate per ) ha
Gpn | the pest or pest group) season (days) appl. appl. min / ®
or b) max. total b) max. total max
I rate per rate per
crop/season crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
1 France | Maize/corn F Weeds (dicots and Spraying / | BBCH 00-13 a)levery |- a) 0.44 a) IFT 99g 150- |F Acceptable
(grain, silage monocots) Broadcast two years b) not relevant TCM 39.6 400
production), b) 1 every CSA 66
common millet, two years b) not relevant
proso millet, foxtail
(Hungarian) millet,
sorghum,
miscanthus

Applicant: BAYER S.A.S.

Evaluator: FRANCE
Date: 14/09/2016




Part A

National Assessment - Country — FRANCE

ADENGO XTRA
Page 10 of 30

Registration Report —

Southern Zone

Remarks
table
heading:

Remarks
columns:

(@)
(b)

©

N =

e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)
Catalogue of pesticide formulation types and international coding system CropLife
International Technical Monograph n°2, 6th Edition Revised May 2008

g/kgor g/l

Numeration necessary to allow references

Use official codes/nomenclatures of EU Member States

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

F: professional field use, Fn: non-professional field use, Fpn: professional and non-
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse
use, Gpn: professional and non-professional greenhouse use, |: indoor application
Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of
application must be named.

Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants -
type of equipment used must be indicated.

(d)
(©)

®

11
12

13

Select relevant

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

No authorization possible for uses where the line is highlighted in grey, Use should be crossed
out when the notifier no longer supports this use.

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

The maximum number of application possible under practical conditions of use must be provided.
Minimum interval (in days) between applications of the same product

For specific uses other specifications might be possible, e.g.: g/m? in case of fumigation of empty
rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.

The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
kg or L product / ha).

If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
mentioned under “application: method/kind”.

PHI - minimum pre-harvest interval

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

Applicant: BAYER S.A.S.

Evaluator: FRANCE
Date: 14/09/2016
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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

The formulation ADENGO XTRA is a suspension concentrate (SC) formulation. All studies have been performed in
accordance with the current requirements. The appearance of the formulation is a white liquid with medium
acidulous odour. It is not explosive and has no oxidizing properties. It has a self-ignition temperature of 420°C and a
flash point > 99°C. In aqueous solution (1% wi/v), its pH is 3.7 at 22°C. Stability data indicate a shelf life of at least
2 years at ambient temperature (HDPE). Its technical characteristics are acceptable for a suspension concentrate
(SC) formulation.

The formulation is not classified for the physico-chemical aspect.
The package must be rinsed at least 2 times before disposal.

The formulation must be stored at a temperature below 40°C.
3.1.2  Methods of analysis

3.1.2.1 Analytical method for the formulation

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

3.1.2.2 Analytical methods for residues

Analytical methods are available in the Draft Assessment Reports/this dossier and validated for the determination of
residues of thiencarbazone-methyl, cyprosulfamide, and isoxaflutole in plants (dried plants), food of animal origin,
soil, water (surface and drinking) and air. Analytical methods for the determination of residues of thiencarbazone-
methyl in foodstuffs of animal origin are not necessary.

No MRL in animal matrices being set for neither isoxaflutole nor thiencarbazone-methyl, no method is required in
food of animal origin.

However, the following is required post-authorisation :

- 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 enforcement method for monitoring) ;

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

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.

3.1.3 Mammalian Toxicology

3.1.3.1 Acute Toxicity

ADENGO XTRA has shown a low toxicity in respect to acute oral, inhalational and dermal toxicity, is not irritating
to the rabbit skin or eye and is not a skin sensitiser.

Applicant: BAYER S.A.S. Evaluator: FRANCE
Date: 14/09/2016
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3.1.3.2 Operator Exposure

Operator exposure was assessed against the AOEL agreed in the EU review of Isoxaflutole, thiencarbazone-methyl
and cyprosulfamide safener. Data on dermal absorption of ADENGO XTRA was provided and considered
acceptable.

Endpoint used in assessment for ADENGO XTRA

Isoxaflutole

Systemic AOEL : 0.02 mg/kg bw/d
Dermal absorption of undiluted product: 0.7 %

Dermal absorption of diluted product: 6%

Thiencarbazone-methyl

Systemic AOEL : 0.12 mg/kg bw/d
Dermal absorption of undiluted product: 25%
Dermal absorption of diluted product: 12 %

Cyprosulfamide

Systemic AOEL : 0.39 mg/kg bw/d
Dermal absorption of undiluted product: 1.5%
Dermal absorption of diluted product: 4%

Operator exposure was modeled using the German BBA model:

Parameters used in operator exposure assessment

Application rate Spray
Crop Equipment kg/L product/ha dilution Model used
(g a.s./ha) (L/ha)
Corn Tractor 0.44 L/ha 150 L/ha BBA

mounted/trailed boom
sprayer : hydrolic
nozzle

(99 g isoxaflutole/ha + 36 g
thiencarbazone-methyl/ha + 66 g
cyprosulfamide/ha)

These results show that for the use of a tractor-mounted/trailed boom sprayer, exposure is estimated to be 2.7% of
the AOEL of isoxaflutole, 0.4% of the AOEL of thiencarbazone-methyl and 0.1% of the AOEL of cyprosulfamide
with working coverall and gloves during mixing/loading and application.

According to the model calculations, it can be concluded that the risk for the operator using ADENGO XTRA on
field crops is acceptable with the use of personal protective equipment and with a working coverall (90% protection
factor).

This has no labeling implications

A cumulative risk assessment, based on additive effects of active substances in the preparation ADENGO XTRA
has been performed.

Applicant: BAYER S.A.S. Evaluator: FRANCE
Date: 14/09/2016
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In the first approach, the effects taken into account in setting AOEL of the two active substances and the safener are
considered common.

The percentages of AOEL, hazard quotients (HQ) for each active substance and the hazard index are (HI):

% AOEL
[Hazard quotient (HQ)]
Thiencarbazone-
methyl
(AOEL=0.12
mg/kg bw/d)

Sum of risk

quotients (=

Cyprosulfamid HQ) or
(AOEL=0.39 Hazard
mg/kg bw/d) Index (HI)

equipment PPE Isoxaflutole(
AOEL=0.02
mg/kg bw/d)

Tractor ) With working coverall
mounted/trailed | and gloves during 2.7% 0.4% 0.1% 0.03035
boom sprayer: mixing/loading and [0.026] [0.0036] [0.00075] '
hydraulic nozzle | gpplication phases.

HI=YHQ<1

The hazard index estimating the cumulative risk for isoxaflutole, thiencarbazone-methyl active substances and
cyprosulfamide safener in the preparation is less than 1 when coveralls and gloves during mixing / loading and
application are worn.

Conclusion :

Given these results, health hazards for operators are considered acceptable when using the ADENGO XTRA
preparation for uses on open fields (maize/corn) and under the conditions above, recommended by the applicant.

The following personal protective equipment is recommended by applicant:

Tractor mounted/trailed boom sprayer: hydraulic nozzle
e for mixing/loading
- Gloves (nitrile, EN 374-3)
- Working coverall 65% polyester / 35% cotton; minimum 230 g/m2; with water repellent treatment
- Long-sleeved apron of Category 11l Type 3
e during application
If application with tractor without cab
- Working coverall 65% polyester / 35% cotton; minimum 230 g/m?; with water repellent treatment
- Disposable nitrile gloves during application and in the case of an intervention on application equipment
If application with tractor with a cab
- Working coverall 65% polyester / 35% cotton; minimum 230 g/m?; with water repellent treatment
- Disposable nitrile gloves 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
e for equipment cleaning
- Gloves (nitrile, EN 374-3);
- Working coverall 65% polyester / 35% cotton; minimum 230 g/m?; with water repellent treatment
- Long-sleeved apron of Category 111 Type 3

3.1.3.3 Bystander Exposure

Bystander exposure assessment for the use of ADENGO XTRA has been calculated according to EUROPOEM 11
model and is acceptable (0.3% of the AOEL of isoxaflutole, 0.04% of the AOEL of thiencarbazone-methyl and
0.01% of the AOEL of cyprosulfamide).

Using the method described above for operators, a cumulative risk assessment for bystander has been performed.
The percentages of AOEL values, risk quotients (RQ) for each active substance and the risk index are:

Applicant: BAYER S.A.S. Evaluator: FRANCE
Date: 14/09/2016
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% AOEL
[Hazard quotient (HQ)] Sum of hazard quotients
Thiencarbazone-méthyl Cyprosulfamide (X HQS) or hazard index
Isoxaflutole  (AOEL=0.02
(AOEL=0.12 mg/kg | (AOEL=0.39 mg/kg bw/d) (HI)
mg/kg bw/d)
bwi/d)
0.3% <0.1% (0.004%) <0.1% (0.01%)
(exposure = 0.0001) (exposure = 0.0) | (exposure =0.0) 0.005
[HQ=0.005] [HR=0] [HR=0]

In the first approach, the hazard index estimating the cumulative risk of active and isoxaflutole, thiencarbazone-
methyl and cyprosulfamide substances in the preparation is less than 1. The assessment refined cumulative risk
calculated by the method of risk quotients for target organ / system (QRoc) is not necessary.

3.1.34 Worker Exposure

ADENGO XTRA 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.

Nature of protective clothing and PPE for the worker:
If the worker would have performed different tasks on the treated crops:
- Working coverall 65% polyester / 35% cotton; minimum 230 g/m?; with water repellent treatment.

3.1.4  Residues and Consumer Exposure

3.1.4.1 Residues

Primary crop metabolisms were sufficiently investigated to define residue of the 2 active substances and the safener
for enforcement and risk assessment in crops under consideration.

Regarding the magnitude of residues in maize, a sufficient number of residue trials are available to support the
intended GAPs in France, Italy, Spain and Portugal. These data allowed to consider that no quantifiable residues of
isoxaflutole, thiencarbazone-methyl and cyprosulfamide will be present in maize grains and forage, and to confirm
that no MRL exceedence will result from intended uses for isoxaflutole, and thiencarbazone-methyl. Nor MRL were
set for cyprosulfamide because it is not an active substance.

As residues of isoxaflutole, thiencarbazone-methyl and cyprosulfamide 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 isoxaflutole,
thiencarbazone-methyl and cyprosulfamide will be present in succeeding crops. However, for thiencarbazone-
methyl, as the minimum plant back interval of the rotational studies was of 90 days it is unknown whether
significant amount of residues would be present in succeeding crops for shorter plant back intervals. A plant back
interval of 90 days must therefore be set for all crops.

For isoxaflutole, thiencarbazone-methyl and cyprosulfamide, considering dietary burden and based on the intended
use, 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 isoxaflutole, thiencarbazone-methyl and cyprosulfamide were evaluated at EU level,
which resulted in the proposal of ADIs (0.02 mg/kg for isoxaflutole, 0.23 mg/kg for thiencarbazone-methyl, and
0.39 mg/kg for cyprosulfamide). The setting of ARfDs was not deemed necessary for all 3 substances.

Applicant: BAYER S.A.S. Evaluator: FRANCE
Date: 14/09/2016
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Chronic consumer exposure resulting from the uses proposed in the framework of this application was calculated for
all three substances. Based on EFSA PRIMo (rev2), chronic and acute exposures were considered as acceptable for
all groups of consumers.

According to available data, mitigation measures should apply: a plant back interval of 90 days must be
set for all crops.

3.1.5 Environmental fate and behaviour

The fate and behaviour in the environment of the formulation have been evaluated according to the requirements of
Regulation (EC) No 1107/2009. Appropriate endpoints from the EU review were used to calculate PECs for the
active substance, the safener 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 isoxaflutole, cyprosulfamide, thiencarbazone-methyl 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 review or agreed in the assessment
based on new data provided.

PEC soil and PECsw derived for the active substances, safener and their metabolites are used for the eco-
toxicological risk assessment.

PECgw for isoxaflutole and its metabolite RPA 202248 do not exceed the trigger of 0.1 pg/L. The non-relevant
(SANCO/221/2000) metabolite RPA 203328 exceeds 10 pg/L when application is done each year. Therefore the use
is restricted to one application every other year only.

PECgw for cyprosulfamide and its metabolites desmethyl, descyclopropylamino, cyclopropylamine and
descyclopropyl do not exceed the trigger of 0.1 pg/L. The non-relevant metabolite sulfamoylbenzoic acid do not
exceed 10 pg/L. The relevant metabolite cyclopropyl-sulfamoylbenzamide exceeds 0.1 pg/L. Therefore the use is
restricted to one application every other year only.

PECgw for thiencarbazone methyl and all its metabolites do not exceed 0.1 ug/L.

Based on vapour pressure, information on volatilisation from plants and soil, and DT50 calculation, no significant
contamination of the air compartment is expected for the intended uses.

Implications for labelling resulting from environmental fate assessment:

To protect groundwater do not apply this or any other product containing isoxaflutole or cyprosulfamide more than
once every other year.

3.1.6  Ecotoxicology

3.1.6.1 Effects on Terrestrial Vertebrates

The risk assessment showed that all toxicity-to-exposure-ratios (TER) for birds meet the trigger value. Thus, an
unacceptable risk to birds from dietary exposure after use of the product as described in this dossier is unlikely.

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

The risk from metabolites to vertebrates is considered to be acceptable. A risk from secondary poisoning can be
excluded due to the low log Kow values of the active substances and the respective metabolites.

3.1.6.2 Effects on Aquatic Species

The TER values for fish, aquatic invertebrates and green algae based on PECs,y values are above the trigger values
indicating that the use of the product does not raise any direct concern when applied at the proposed rate. All Tier 1

Applicant: BAYER S.A.S. Evaluator: FRANCE
Date: 14/09/2016
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TER values for the metabolites meet the trigger value. Thus no unacceptable adverse effects on aquatic organisms
are to be expected from the exposure to these metabolites. With regard to Lemna, the calculated TER values for the
isoxaflutole metabolite RPA 202248 were above the trigger using FOCUS Step 3 PEC,, values. The risk of aquatic
plants exposed to thiencarbazone-methyl is acceptable if the results of a refined exposure study with the most
sensitive species Myriophyllum spicatum are taken into account. All scenarios are passed at Focus Step 3 except
scenario R4 stream which requires a 5 m spray drift and run-off buffer.

The TER values for aquatic plants after exposure to isoxaflutole, cyprosulfamide and all metabolites exceed the
trigger values using FOCUS Step 2 PEC,, values. The product risk assessment (drift only) is passed if a 3 m buffer
zone is taken into account.

In conclusion, a risk to aquatic organisms from exposure after use of the product as described in this dossier is
unlikely when a vegetative buffer zone of 5 m 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 bees.

The non-target arthropod 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.
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.

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 75% drift reducing nozzles are
used or a 20 m in-crop buffer zone is kept.

3.1.7  Efficacy
The product complies with the Uniform Principles.
Considering the data submitted:

- The efficacy of ADENGO XTRA is considered satisfactory.

The selectivity of ADENGO XTRA is considered satisfactory.

- The risk of negative impact (yield, quality) is considered negligible.

The risk of resistance development or appearance is considered low.

Maximum Maximum Maximum Opinion of
Method of L
Crops Pest aoplication application number of number of France for Remarks
P rate per application application per efficacy

Applicant: BAYER S.A.S.

Evaluator: FRANCE
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treatment per use crop section

In pre ermergence

Dicots or early post
Maize and Foliar 0.44 1/ha 1 1 Acceptable yp
emergence of the
grass
crop
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.

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

3.4.1  Post-authorisation monitoring

Considering that the resistance risk may become high due to the increasing number of ALS-inhibiting herbicides in
maize, a survey of efficacy failure should be performed. The applicant should inform the authorities of any change
regarding the actual resistance context.

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 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 enforcement method for monitoring);

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

3.4.3 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.

Applicant: BAYER S.A.S. Evaluator: FRANCE
Date: 14/09/2016
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Appendix 1 — Copy of the French Decision

= N anses {, }

Liberté » Egalité + Fraternité
REPUBLIQUE FRANGAISE

Décision relative a une demande d'autorisation de mise sur le marché
d'un produit phytopharmaceutique

Vu les dispositions du reglement (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 Iégislative et
reglementaire,

Vu la demande d'autorisation de mise sur le marché, et les demandes associées du produit
phytopharmaceutique ADENGO XTRA

de la société BAYER SAS

enregistrée sous les n°2012-2568 et 2012-2569

Vu les conclusions de I'évaluation du 25 juillet 2016,

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.

ADENGO XTRA

AMM n°2160693 Page 1sur7

Evaluator: FRANCE

Applicant: BAYER S.A.S.
Date: 14/09/2016
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Liberté + Egalité » Fraternité
REPUBLIQUE FRANGAISE

Informations générales sur le produit
Nom du produit ARENGO KTRA
KOLOSS XTRA
Type de produit Produit de référence
BAYER SAS
Titulaire Bayer CropScience Dépa_rtementlHomoIogation
France, 16, rue Jean-Marie Leclair, CS 901086,
69266 LYON CEDEX 09, France
Formulation Suspension concentrée (SC)
225 g/L - isoxaflutole
Contenant 90 g/L — thiencarbazone-methyl
150 g/L — cyprosulfamide
Numéro d'intrant 941-2012.01
Numéro d'AMM 2160693
Fonction Herbicide
Gamme d'usages Professionnel

L'echéance 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 qui arrivera a échéance le plus tét. A titre indicatif, dans I'état actuel du
calendrier d'approbation des substances actives, I'échéance de l'autorisation est fixée au 31 juillet 2018.

Le depdt d'une demande de renouvellement conformément & 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 l'autorisation
de mise sur le marché aprés son arrivée a échéance de la durée nécessaire pour mener & 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

1 4 SEP. 2016

{TUAN

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

ADENGO XTRA
AMM n°2160693 Page 2 sur7

Evaluator: FRANCE

Applicant: BAYER S.A.S.
Date: 14/09/2016
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Liberté « Egalité « Fraternité
REPUBLIQUE FRANGAISE

ANNEXE | : Modalités d'autorisation du produit

Vente et distribution

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

Emballage Contenance
Bidons en polyéthyléne haute densité 3L;5L;:10L;15L
Bouteilles en polyéthyléne haute densité 1L

Classification du produit

La classification retenue est la suivante :

Catégorie de danger Mention de danger
Cancérogénicité, catégorie 2 H351 : Susceptible de provoquer le cancer
Toxicité pour la reproduction, catégorie 2 H361d : Susceptible de nuire au feetus
Dangers pour le milieu aquatique - Danger aigu, H400 : Tres toxique pour les organismes aquatiques
catégorie 1
Dangers pour le milieu aquatique - Danger H410 : Tres toxique pour les organismes aquatiques,
chronique, catégorie 1 entraine des effets néfastes a long terme

EUH 208 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.

ADENGO XTRA
AMM n°2160693 Page 3 sur7
Applicant: BAYER S.A.S. Evaluator: FRANCE
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Liberté + Egalité « Fraternité
REPUBLIQUE FRANGAISE

Conditions d'emploi du produit
Stockage et utilisation du produit

- Ne pas stocker a plus de 40°C.
- Rincer I'emballage au moins deux fois avant son élimination.

Protection de lI'opérateur et du travailleur

Il convient de rappeler que l'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 a 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
Pulvérisation a l'aide de pulvérisateurs portés ou trainés 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 & 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 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 a manches longues) de catégorie Il 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/m2) avec traitement

déperlant.
ADENGO XTRA
AMM n°2160693 Page 5 sur7
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Liberté « Egalité « Fraternité
REPUBLIQUE FRANGAISE

Délai de rentrée
- 6 heures en application de I'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.
- Respecter un délai de replantation de 90 jours pour I'ensemble des cultures de rotation et de remplacement.

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

Protection de I'eau
- SP 1 : Ne pas polluer I'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 1 : Pour protéger les eaux souterraines, ne pas appliquer ce produit ou tout autre produit contenant de
l'isoxaflutole ou du cyprosulfamide plus d'une fois tous les 2 ans.

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non traitée de 5 métres par rapport aux points
d'eau comportant un dispositif végétalisé permanent non traité d'une largeur de 5 meétres en bordure des points d'eau.

Protection de la flore
- SPe 3 : Pour protéger les plantes non cibles, respecter une zone non traitée de 20 métres par rapport & 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 Délai Récurrence
Détail de la demande post autorisation (mois) (mois)

Fournir une confirmation de la méthode (Chapuis, M.-P., Diot, R., Kieken, J.-L., 24 -
1999), pour la détermination de l'isoxaflutole et du RPA 202248 dans I'eau de
boisson et de 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 considérée acceptable pour le controle.

Fournir une méthode pour la détermination de l'isoxaflutole dans I'air. En effet, la 24 -
méthode 94-115 (Corgier 1995) n'est pas conforme aux exigences du document
guide SANCO/825/00 rev. 8.1 et n'a pas été considérée comme acceptable pour le
contréle.

Mettre en place un suivi de la résistance des adventices du mais au - -
thiencarbazone-méthyl. Fournir aux autorités compétentes toute nouvelle
information sur un éventuel changement par rapport au contexte actuel de
résistance.

ADENGO XTRA
AMM n°2160693 Page 6 sur7

Evaluator: FRANCE

Applicant: BAYER S.A.S.
Date: 14/09/2016



Part A ADENGO XTRA Registration Report —
National Assessment - Country — FRANCE Page 24 of 30 Southern Zone

=N anses 3

Liberté « Egalité + Fraternité
REPUBLIQUE FRANGAISE

Recommandations relatives a I'étiquette du produit
Il est recommandé de faire figurer l'information suivante sur I'étiquette :

- "Il appartient a I'agriculteur multiplicateur, avant toute utilisation de la préparation ADENGO XTRA, de consulter le
semencier concerné ou de respecter les préconisations du prestataire de production concerné."

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

Appendix 2 - Copy of the product label

SIDE 1

Adenpo® XTRA

Caontient 80 g/ de thiencarbazone-methyl

225 g/l disoxafiutole

150 gl de cyprosulfamide

souts forme de suspension concentrée (cancentre fluidifiable) (5C)
Herbicide mais

RESERVE A UN USAGE EXCLUSIVEMENT PROFESSIONNEL

SIDE 2

ADENGO XTRA est un herbicide de post-semis pré-levée du mais. Il peut sutliser également en post-levée précocs du mas (3 feules du
mais madmum).
ADENGO XTRA est efficace sur les principaies dicotylédones et graminées du mais.

Tableau(x) des usages :

DAR fen

- Cibles | U o lp?rﬁ:dlurﬂ ou Stades] Emmmmﬂ
Cult usage | cultures | o e ndes)
[NC=nacn

CONCENE)
Desheﬁéneﬁ;ﬁme;jwesawellesa 044 1hy  1traitian EIEI;1H3I]I] 1a.4a

Mais

Luiisation SADENGO XTRA en production de semences de mafs n'esf pas autorsée,

Limites maximales en résidus de substances actives : 52 reporter s LMR en wigueur 3u niveau de 'Union Européenne et consuitables
3 Tadresse © hitpfiec. europa ewsancs_pesticides/publicindzs. oim

1. Organismes aquatiques

1a. Pour protéger les organismes aquatiques, respecter une zone non frateée de 5 meétres par rmpport aux points deau

Le taibbeau o-dessus fait apparaitee les precautions 3 prendre pour 'environnement, fieées par [autorisation de mise en marché de |3
ialits

;FEENTMM.E non fixge (en 'sbsence sur Métiquette de zone non traitée par rapport aux points d'eau), respecter, selon les dispositions

de Famste du 12 septembre 2008, la valeur minimale suikvante | Zone non traitse 5 metres.

4. Plantes non-cibles

4a. Pour protéger les plantes non cibles, respecter une zone non Traites de [5 métres par mpport 3 la 2one non cuitivés adiacents

Applicant: BAYER S.A.S. Evaluator: FRANCE
Date: 14/09/2016
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Champ d"activite
Le tabieau cHiessous Indique 13 senslbilié des adventices renconiress en cuture de malks grain & mialks foumage 4 0.4 I'ha seion les
FVEIcEs Presaies dans 26 essals Thomoogation.

Adwenfices trés sensibles | Adventices ssnsibles | Adventices moysnnement a::niaiblui iﬂitiﬂ.ri p;l 8 Adgvantices non
(EM. 35% & 100%] [EM. B5% & 34%) senslbles (E. T0% & B4%) o) senziblas (EMT. <50%)
Amarante pite
Amaranis rafachia
Amoche Slalea
Buglossa des champs
Capsele bourse 3 pasheur
Chnopods tans
Chen
opode hybride Aoution
Dipiotads faussemoquette | Artichaut de Jenmalem
Pani: plad da o0g Bident trparttis
Galliet Catura stramonium
Hisllotrope comimun Digitaire sanguine
JONG 065 Crapauds Galinsoga
Lafienon rude Lampaourde commune Fenouee L |isenn
Matrizalre camomille Mouran des olseawe Sorgho dAlep {mizomes) Marcuriale armuelis Souchat rond
Moumon des champs Renouée 2 feulle de
Morelle noire patence
Moutarde des champs Setare gl
Patunn annuel Sétaie verticllés
Praburin comimun Sorgho MARD [semis)
Panic dichobome Vulpin des champs
Panic faux miliet Kiouron des olseal
Pourgiar
Renpues ges oiseaux
Renoues re
e,
SENSGIN COMMmUN
Setaire verte
Vernique de perse
Mode d'emploi

&  Préparafion de B3 boukile

Rempir 3t 34 230 | cuve du puiversatewn, agher e Bkon SADENGO XTRA et verser I3 dose nécessalre. Compieter |2 rmplissage
e |3 Cave et mettre [agiation en marche. Malntenlr Une agitation modénee pancant [pplcaton.

*  LANages o COMpStENISs

Les mislanges dotvant &ine mis en osune comformement 3 |3 riglemsantation en vigueur & au recommandations des guides de bonnes
pratiques: ofidels. Pour connalire le détall pratique de cefbe misa en oswvre, || est nécassaire de contacter au préalable le 0 BDD 25 3545,

*  Dosefs) préconisses)
Cose recomimandes sur mais grain et mals fourmage | 044 1ha
*  Conditans de trafement jépoque, siade, Seu aenertion)

ADENGO XTRA sulllse sur mals grain et mals foumrage au stade post-semis pre-levee de |3 culture. || peut s'utliser usqu'ay slade 3
Teullies elaites de la cuture.
En pos-eves précoce, Nulisateur devra velller au bon efaT wagetalr de @ cuitune - ne pas traker des maks mal Implares, en mauvals etat
sanitaire, soulrant du fold, desces deau, fe sachersess, oU sussEntinies de sublr de grands ecars thamiques.
La mellsure efficadie est obtenue en fraitant les adventices le plus précocemeant passible (slade 1-2 feulllss masimum pour les graminess,
stace 2 Teullles MEEIMIM pour &5 dicotyiedones).
AfEnTon | en Cas 08 Mecours A des iechniques culturales nouvellement mises en oeuvre par fullisabeur ou présentant une quelcongue
speciicie, Mutiisateur doft en Irformer son foumissewr avan toule ubilisaton du produtt, 380 que o2 demier puissa en veshar 13 faksaniite
avec ke Tawicant du produt.

*  Progamme de rafement
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ADENGD XTRA sufilie an appicaion uniue.
Ayant toute MISS BN GEUVTE, CONSUILET yolre fEvEndeLr ou BAYER SERVICE INFO au D800 25 35 45 2 de vallter les modaltés pratques

envisagess.
*  Application

Chaksir un déhit assurant une réparttion parfaitement homogéne da [ boullle (200 3 300 1a).

Ublisex e préfirence des buses 3 jats pincean et pulveniser 3 une prassion Inferiure 3 3 hars. Régier |a hauteur de 13 rampe de fagon 3
assurer ine pulvscain reguiere ot Iier 2 e o proc.

Resenver e préference un | o pulvérsation pour ks applications de dishermage. AN déstter tout risque pour les aures cultures
sanslbles rahtes 3 |a méme epoque. Methoyer e incer s solgneusament 12 puilvensateur avant o apns I traitement.

Pour ce faire, vidanger compitiament 13 cuve en fin e traitement puls fincer |a intalte de Fappareil 4 Maau cialre, vidanger 3 noweau &

ir entisrement [a cuve en utlisant un prodult nesioyant type Al Clear Exira jmamue dépose Du pont) ou Vegenet (Tamus déoosée
wmﬁm:xmmmuempmm@mm ite notice dempll, e ert

Atire ciayampis, metine Fagitation an manche et [aissar agir une dzaine de minuies puls vidanger eMuent sanitaire compkéemant. Retirer
los buses, les pastiles et los fiiras et les nefnyer aves e prodult netioyant puls les ringer 3 feau dalre, remonter je ol Rampilr 3 nowvaau
ia puivérisataur aver de l'eau ciaim ef e vidanger

Lawikange dufond (e cuve et e Fatement des eMusnis phytosankalres dovant s taire conformement 313 regiamentation &n viguew,

*  Condions du miley

ADENGO XTRA devra &ire appliqué sur un sol finement prépant, £ans gmesas mottes.

Comime pour iout hesbickde mcinalne, Mefoachis ect tvonses par des condions humides aprés ke trltement. Précautions vis 3 s des
culiures woksines:

- ¥aiter par temps caime ef ans vent

- Y5 02 [3 pulvenisation, eyier IMperativament il fértva fe produt Vers 155 culbures wrisines. |Las cultires de befterave, da pomme de
terme, fe colza, de moutarte, de 5oja. de pais ef e boumesnl sont connues pour e particuliérement sansoles.

- weliser eventueliement un disposiir da reduction de (3 déefve [puses ant-dérva par exempia)
-mmmmMrmpmmmmmmpmmummmmmmmm.

®  Cuures sLVEnies dans i rofanon

ADPES UN Mals OSENEME FVe (@ SpACialte ADENGD XTRA S5ion |5 DONNes Pratiquss agncoles, Il est possibie dimplanter, dans |e cadre
092 3 FoEation, |e5 cultures SUhaNtes {3V DU 53ns [abour) ; bie tendre (IVer, pAMSMES), bié dur {hVer, DrImemps), orge (fiver,
prinamps), harlcots, pols proéagneLn: de printemps, 1N 2 prntemps, toumessl, DETerave SLENErs, pOMmS O 18e, 503, Mals & sorghn.

La migs an pacs de touls autrs cutturs ne figurant pas cf-dessus, reats sous 'snthers responeatsllts de I'agriculisur.

& CUYWEs d2 BmpiEcement

En c35 FacskEnt SUr LN ks fraits aves ADENGO XTRA e pré-levée oU n posiHeves précoce, || est possibie dIMpiamter un autrs maks.
En deNcrs fun mials, ne pas IMplantsr (3 cubure o8 FEMplacament avant un deial de 90 jours.

ANEC Un [abour, |l s possibie dimplantar de [3 moutarde, une Iuzeme, un coiza CIPAN [Culture Imameédlalre Piage 3 Nirate) ou un colza
dmiver.

Il n'eat pas posslble Fimpiantsr lss culfures da remplacement sulvantes © sorgho, toumseod, haricot wert, sofa, ray-grass. La mise
£r1 place g YUt 3UTE Culllre N2 fURENt a8 CHORESLE, resls S0US enters responsabite o2 Fagnouter.

Précautions 3 prendre
*  Fourle stockage

Me pas Encker 3 UNE tempértre supénaurs 3 40°C
- Consanver i prout dans son ambailage Songing, dans des Incalo: fammeas 3 o2, & 'Acart de tout Aiment et bolSSon y COMpIs Ceu pour
les animauwy, & hors d2 portes e enfants. Les Caune dobent &tre frals o ventles.

*  Pourlempiol

Gestion du risgue e réslstance ©
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Il appartient  Muilsateur U prodult e véstfler avant san emplol, QUe |3 pamsle 3 raker NE présents [as de S0UChas d8 parasites
reslstantes, 50/t natursliement, sot par acquistion, en particuller du Tak e Fusage répate de mames substances acives oU de MATes
familles CRIMIQUES. L3 [WESENGE T EOUCTIES MeEiStares PEU entralner UNe reduction de FEMcach, viirs Une IneMcache ou prooult dont

fusage est eMvisage.
Pour retarder ou limiter d souches éskianiss, | st Impéraifde se reporter 3 @ nofioe dulisaton st aux recommandations des
Avertissemants Agricoles e das organisations profssionnelies

(N 3COMPEGNERa Calle MESUTE DA 02 DoMNes pratijuss Cunuraies deniss par [AFPR (natation de culfures dmilver & de printemps, |300Urs,
glc.)

- Emines les fonds 08 cuve conOMTIEmEnt 3 |3 réglementaion en viguewr.

»  PourPéimination oy produ et de Membaliage

- Pour Telimination des produits non USlisabiss, Tair apoel 3 Une enteprse hailtés pour |3 collecte e Melmination des produits dangersun:
- Me pas rautiiser les embalages vides et s elminer via une coliects Drganises Par ies disibuteurs partanalres de 1a ke Advalor ou un
autre senvice o8 colects spécfigue.

. Xn - Mocif

M - Dangereux pour 'envircnnement

&3 - Risque posalbls pendant la grossesss d'efMats nefastes pour Manfant.

RS05S - Trés toxlque pour les organiames aquatiques, peut enfrainer des effeis nefaates 3 long terme
pour M'environmament aquatiqus.

535 - Ne &9 D4bamasssr de ¢ prodult st de son raciplent quian prenant touts précaution duaags.
S3E437 - Porter un vatement de protection ef des gants appropriss.

S57 - Utiliear un réciplent approprié pour éviter touts contamination du millsy amblkant

Respactaz les Instructions d'utillzation pour éviier les rigquas peur I'homme et I'snvironnsmant.

En cas de perte de la Fiche de données de sécurts, calie-of peut vous &2 & nouwveau fourrie sur simple appel au 0 500 25 35 45 ou &
CONSUISE SUT (5 SHEE INETIET © Wk, D3YEr-30.1T £ WA, UICKTES, com

En cas durgence, appeler i 15 ou ke cenTe ATipoison pus Slgraiez vos symplomes au réssau "Phyfatiude” n™ vart 0 B0 BST 887 (3l
Qratult Ul 1n poste M),

N (3082
A

" 5 - Matieres of objets dangeneu divers

CiangEreL pour Memvinnnement
&

Marque déposde Bayer
Bayer 5.A.S - Eayer CopSoiance
16, TUe Jean-Marle Lecialr - C5 90106 - F-53266 Lyon Cedex 08
Faiication CEE

Daie de fabrcation/n™ de lof - woir sur lfeminallage
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BPP 1

Iimny

cter les usages, doees, condilons st précautions d'esmplol mentlionnés sur I'emballage qul
ont éts détermings an foncilon des caracieristiques du prodult st des applications pour
leaquelles Il saf préconisé. Condulssz sur ces bases, ka culture et les traltements aslon la bonns
pratique agricele en tenant compts, sous votrs responsabllits, de tous factsurs particullsrs
concarnant voire exploitation, tele gue la nature du sol, lea conditiens métsorcleglguss, les
méthodes culturales, les varletes vegetales, la réststance dea sspéces...
Le fabricant garantit la qualite de ses prodults vendus dans lsur smballage diorlgins slnsl que
lgur conformibe & Fautorsation de wents du Ministers de Magricultuns.
Compts tenu de la diversite des leglalations exlstantas, I est recommande, dang le czs o0 les
danress sswas des cultures proftegess avec cetle spacialita sont destingss & Mexportation, o
werifler la raglementation en vigusur dang ls pays Importatesur.
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Appendix 3 — Letter(s) of Access

Not applicable.
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