Part A ATLANTIS STAR Registration Report —
National Assessment - Country — FRANCE 102000028901 Southern Zone
Page 1 of 30

REGISTRATION REPORT
Part A

Risk Management

Product code: 102000028901
IMS+MSM+TCM+MPR WG 21.15
(9+45+22.5+135 g/kg)

Product name(s): ATLANTIS STAR

Active Substances: iodosulfuron-methyl-sodium
mesosulfuron-methyl
thiencarbazone-methyl

Safener: mefenpyr-diethyl

COUNTRY: FRANCE
Southern Zone
Zonal Rapporteur Member State: France

NATIONAL ASSESSMENT FRANCE
(marketing authorisation)

Applicant: BAYER SAS
Date: 24/03/2017

Applicant: Bayer CropScience Evaluator: FRANCE
Date: 24/03/2017



Part A ATLANTIS STAR Registration Report —
National Assessment - Country — FRANCE 102000028901 Southern Zone

Page 2 of 30

1

2

Table of Contents

DETAILS OF THE APPLICATION 3
1.1 APPLICATION BACKGROUND .....teeruteeruteesuseesureessseesuseesseesuseessseessseessseesssessseesssessssessssessnseessessnseessessnseesssesssseessseesns 3
1.2 ACTIVE SUBSTANCE APPROVAL. c.itiiuuuuttttteestaauusteeeeessaaauustteeeessaaaunseeeeeeasaaaunseeeeeeeeeaaunseeeeeeesaaansebaeeeeseaaanssnbeaeesenaansen 3
1.3 REGULATORY APPROACH ...uvteiuteesuteessteesseessseessseessseessseesssesssseesssesssessssessnsessssessnsessssessnsessssessnsessssessnsessssessnsessssessns 5
1.4 DATAPROTECTION CLAIMS .veeuteesureesuseesseessseessseesssesssessssessseesssessasessssesssessssesssessnsessnsesssessnsessssessnsessssessssessssessns 5
1.5 LETTER(S) OF ACCESS .veeeeeuteieeeueieeeitteeeeeiteeeeeiuteeeeesreeeeesaeaeasssaeaassesaaassseseansssaeeasseseaanssaseanssseesassssesansseeeassseesasseeans 6

DETAILS OF THE AUTHORISATION ....cccoiiiiiinnnrniiiniiisssnneesissssssssssnsessssssssssssssssssssssssnnes 6
2.1 PRODUCT IDENTITY 1uttteutteesteeeuueeueesseeesseesssaeesseesssesessesssesenssssssssensessssssesssesssssesssesssssessseesssessssessssesssseessseesnseenssees 6
2.2 CLASSIFICATION AND LABELLING. ..ecuvteetteeseeesteeesueesssaeesseeesseeesseeessseessessssssesssesssssesssesssseesssesssseesssesssseessseessseesssesnssees 6

2.2.1 Classification and labelling under DireCtiVe 99/45/EC .......oouueeieeeeeeeireeeieeeieseiieeeisessisesisessieanns .6

2.2.2  Classification and labelling in accordance with Regulation (EC) No1272/2008.............ccc.ccveuu.... .6

2.2.3  Other phrases in compliance with Regulation (EU) NO 547/2011 .........ccoeeeveeeeveeeevereireeceeeeeeenn. .7

2.2.4  Other phrases linked to the Preparation ..............c.eeeeeeeeecceiieieeee et e e e ettt e e e e e e et eaaeeesesrssaneaas 7
2.3 PRODUCT USES...tteeutteeuteesteesteeeutessseeenseessteessseesssaeesseeessaeessseessseenseessseeessseensseessseensseessseessseessseessseesseessseessseensses 8

RISK MANAGEMENT 10
3.1  REASONED STATEMENT OF THE OVERALL CONCLUSIONS TAKEN IN ACCORDANCE WITH THE UNIFORM PRINCIPLES..........cc.... 10

3.1.1  Physical and chemiCQl PrOPEITIES ...........oueecveeeeeeiieeeeeee et e eesee e tte e e ete e e e ette e e st e e essteaasssseasssseaaas

3.1.2  MELNOAS Of QNOIYSIS ....eeeeeeeeeeeeeee ettt ettt e e e e e ettt e e e e e ettt aaeeeesssssasaeaaeeseasssssanasaaeeassnnses

3.1.3  MAMMQALIAN TOXICOIOGY ..vvaaanneeeee ettt ettt e e e ettt e e e e e e sttt a e e e e e s sssasaaaaeessasssssanasaseaassnsses

3.1.4  Residues and CONSUMEE EXPOSUIE ............uueeeeeeeeeeeiiieeeeeeeeesieiteseaaseeessssssaaaaesessssssasssaessssssssenssaseaasssses

Critical GAP(S) and OVerall CONCIUSION ........cccc.veeeeeeeeeeeeeeeeet ettt ee e ettt e et e e s te e e et eaessseaessseaeesssenannans

Summary of the evaluation ...............cccceuvveeveennn.

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

3.1.6  Ecotoxicology....................

2 B A = j ol [o) OO PP RSP
3.2 CONCLUSIONS ARISING FROM FRENCH ASSESSIMENT .....etettteeaauuureeeeeessaaaunreeeeeesseaanseereeaessssansnseeeeessaaannsseeeeessasansseeees

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

ASSOCIATED WITH THE AUTHORISATION ..uuvteeesurreeesureeesaureeesaseeesssseeesanseeessnsseessanseeesanseesssnsssesssnseessanseesssnsseessnnneeesnneeess 16

3.4.1 POSt-QUENOTISALION MONTEOTING ......vvveeeiieeeees ettt e e e st e e ettt e e st e e e sttaaeesssesesssssaeesarenaaas 16

3.4.2  Post-quthorisation datQ rEQUITEIMENTS ...........cceecueeeeeeieeeesieeeeeteeeseeeeeseeeesssteaesssteasesssasesssssseassseaaas 16

3.4.3 LD GMENAMENLS ...ttt ettt e et e e et a e st e e st e e e ettt e s staeesatraeaas 17

APPENDIX 1 — COPY OF THE FRENCH DECISION .....cciiiiiiiiiiiiiiiininsissssnsssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssss 18

APPENDIX 2 — COPY OF THE DRAFT PRODUCT LABEL AS PROPOSED BY THE APPLICANT .....cccoetiiirinnnnnnsnnsnnsssnnnnns 24

APPENDIX 3 = LETTER(S) OF ACCESS ......cuveeeriiiiiicsssnneeensssssssssnnssesssssssssssnssssssssssssssnsssssssssssssnnes 30
Applicant: Bayer CropScience Evaluator: FRANCE

Date: 24/03/2017



Part A ATLANTIS STAR Registration Report —
National Assessment - Country — FRANCE 102000028901 Southern Zone
Page 3 of 30

PART A — Risk Management

The company Bayer CropScience has requested magkatithorisation in France for the product ATLANTIS
STAR (formulation code: 102000028901), containingg&kg iodosulfuron-methyl-sodium (IMS), 45 g/kg
mesosulfuron-methyl (MSM), 22,5 g/kg thiencarbazamethyl (TCM) and 135 g/kg of the safener mefenpyr
diethyl (MPR) for use as a herbicide.

The risk assessment conclusions are based on fhemation, data and assessments provided in Ratigsir
Report, Part B Sections 1-7 and Part C, and whgpeogariate the addenda for France. The informatitata and
assessments provided in Registration Report, PartiBde assessment of further data or informatismequired at
national registration by the EU peer review. Itoaiscludes assessment of data and informationimglab
ATLANTIS STAR (102000028901) where those data hawe been considered in the EU peer review process.
Otherwise assessments for the safe use of ATLANSTAR (102000028901) have been made using endpoints
agreed in the EU peer review of iodosulfuron-metodium, mesosulfuron-methyl and thiencarbazondiyhet

This document describes the specific conditionsisé and labelling required for France for the tegi®n of
ATLANTIS STAR.

Appendix 1 of this document provides a copy offnench Decision.
Appendix 2 of this document is a copy of the dpafiduct label as proposed by the applicant.

Appendix 3 of this document is a copy of the |¢Hpof Access.
1 DETAILS OF THE APPLICATION

1.1 Application background

The present registration report concerns the etiatuaf Bayer CropScience’s application to mark@iLANTIS
STAR (102000028901) in France as a herbicide (prodses described under point 2.3). France actedzamal
Rapporteur Member State (zRMS) for this requestassssed the application submitted for the fuiaisation
of this product in France and in other MSs of tbatSern zone.

1.2 Active substance approval

| odosulfuron-methyl-sodium IMS

Commission Implementing Regulation (EU) No 540/2@f125 May 2011 implementing Regulation (EC) No
1107/2009 of the European Parliament and of then€ibas regards the list of approved active sultstan

Specific provisions of Regulation (EU) No 540/204dre as follows :

Only uses as herbicide may be authorised.

For the implementation of the uniform principlesraferred to in Article 29(6) of Regulation (EC) N&07/2009,
the conclusions of the review report on iodosulfyrand in particular Appendices | and Il theredf fiaalised in
the Standing Committee on the Food Chain and Ankdlth on 4 July 2003 shall be taken into accoumthis
overall assessment Member States:

— should pay particular attention to the potentiali@dosulfuron and its metabolites for groundwdter
contamination, when the active substance is appledegions with vulnerable soil and/or climate
conditions,

— should pay particular attention to the protectibagquatic plants.

Risk mitigation measures should be applied whepe@piate.

A Review Report is available (SANCQ0166/2003-Final, 3 July 2003).
An EFSA conclusion is available (EFSA Journal 20264):4453).

Applicant: Bayer CropScience Evaluator: FRANCE
Date: 24/03/2017



Part A ATLANTIS STAR Registration Report —
National Assessment - Country — FRANCE 102000028901 Southern Zone
Page 4 of 30

M esosulfuron-methyl MSM

Commission Implementing Regulation (EU) No 540/2@f125 May 2011 implementing Regulation (EC) No

1107/2009 of the European Parliament and of then€ibas regards the list of approved active sulzstan

Specific provisions of Regulation (EU) No 540/204dre as follows :
Only use as herbicide may be authorised.

For the implementation of the uniform principlesraferred to in Article 29(6) of Regulation (EC) N&07/2009,
the conclusions of the review report on mesosutfuemd in particular Appendices | and Il thereaf fiaalised in
the Standing Committee on the Food Chain and Anhigalth on 3 October 2003 shall be taken into actda
this overall assessment Member States:

— should pay particular attention to the protectibagquatic plants;

— should pay particular attention to the potentialnoésosulfuron and its metabolites for groundwater

contamination, when the active substance is appledegions with vulnerable soil and/or climg
conditions.

Risk mitigation measures should be applied whepz@piate.

A Review Report is available (SANCO/10298/2003-Fkiga June 2014).
An EFSA conclusion is available (EFSA Journal 204610):4584).

Thiencarbazone-methyl TCM

te

Commission Implementing Regulation (EU) No 145/2@f414 February 2014 approving the active substance

thiencarbazone, in accordance with Regulation (E€)1107/2009 of the European Parliament and ofxhencil

concerning the placing of plant protection produsts the market, and amending the Annex to Comnmiss

Implementing Regulation (EU) No 540/2011.

Specific provisions of Regulation (EU) No 145/204dre as follows :

For the implementation of the uniform principlesragerred to in Article 29(6) of Regulation (EC) N&07/2009,
the conclusions of the review report on thiencaobaz and in particular Appendices | and 1l theresffinalised in
the Standing Committee on the Food Chain and Anktealith on 13 December 2013 shall be taken intowtc

In this overall assessment Member States shalppeticular attention to
(a) the risk to groundwater if the substance is applieder vulnerable geographical or climatic condisio
(b) the risk to aquatic organisms.
Conditions of use shall include risk mitigation reees, where appropriate.
The applicant shall submit confirmatory informatias regards the potential of thiencarbazone fog-hamge
atmospheric transport and the related environmémnizacts.
That confirmatory information shall consist of tresults of a monitoring programme to assess thengiat of
thiencarbazone for long-range atmospheric transpodt the related environmental impacts. The apmiishall
submit to the Commission, the Member States and\ttkority this monitoring programme by 30 June @@hd
the results in form of a monitoring report by 3&d2018.

An EFSA conclusion is available (EFSA Journal 20187):3270).
A Review Report is available (SANCO/12602/2013 2¢13 December 2013).

Applicant: Bayer CropScience Evaluator: FRANCE
Date: 24/03/2017
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1.3 Regulatory approach

The present application (2015-1606) was evaluatdgrance by the French Agency for Food, Environiseand
Occupational Health & Safety (Ansé#) the context of the zonal procedure for all MemBtates of the Southern
zone, taking into account the worst-case usesk(&isvelope approact’)- the highest application rates over the
Southern Zone. When risk mitigation measures wepessary, they are adapted to the situation incEran

According to the French law and procedures, specdhditions of use are set out in the Decisiotefet

The French Order of 12 September 20p@®vides that:

- unless formally stated in the product authorisatiba pre harvest interval (PHI) is at least thdags;

- unless formally stated in the product authorisatibke minimum buffer zone alongside a water bodfivis
metres;

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

Drift reduction measures such as low-drift nozaes not considered within the decision-making pseda France.
However, drift buffer zones may be reduced undenesgircumstances as explained in Appendix 3 ofateve-
mentioned French Order.

The current document (RR) based on Anses’s assasswhethe application submitted for this productiis
compliance with Regulation (EC) no 1107/2Ggnplementing regulations, and French regulations.

The data taken into account are those deemed vallikeither at European Union level or at zonditmal level.
This part A of the RR presents a summary of esslesttientific points upon which recommendationstzased and
is not intended to show the assessment in detail.

The conclusions relating to the acceptability ofkriare based on the criteria indicated in RegulatigU)
No 546/2013, and are expressed as “acceptable” or “not achkgiti accordance with those criteria.

Finally, the French Order of 26 March 26 ptovides that:

- an authorisation granted for a “reference” cropligg also for “linked” crops, unless formally sdtin the
Decision

- the “reference” and “linked” crops are defined ippendix 1 of that French Order.

Thus, at French national level, possible extrapmiabf submitted data and the corresponding assagsfrom
“reference” crops to “linked” ones are undertakgareif not clearly requested by the applicant ieitldRR, and a
conclusion is reached on the acceptability of titerided uses on those “linked” crops. The aim o @rder,
mainly based on the EU document on residue datam)datioﬂ is to supply “minor” crops with registered plant
protection products.

Therefore the GAP table (Section 2.3) and Decisitay include uses on crops not originally requestgdhe
applicant.

The Decision, as reproduced in Appendix 1, take® ahto account national provisions, including oaél
mitigation measures.

1.4 Data protection claims

1 French Food Safety Agency, Afssa, before 1 Julp201

SANCO document “risk envelope approach”, Europ€ommission (14 March 2011). Guidance documenttten preparation and

submission of dossiers for plant protection proslacicording to the “risk envelope approach”; SANCIQA4/2011 rev. 5

3 http:/iwww.legifrance.gouv.fr/affichTexte.do?cieite=JORFTEXT000000425570

4 REGULATION (EC) No 1107/2009 of the European Ranent and of the Council of 21 October 2009 camiogr the placing of plant
protection products on the market and repealingCibDirectives 79/117/EEC and 91/414/EEC

® COMMISSION REGULATION (EU) No 546/2011 of 10 Jur#®11 implementing Regulation (EC) No 1107/2009thé European
Parliament and of the Council as regards uniforimciples for evaluation and authorisation of plardtection products

®  http://www.legifrance.gouv.fr/eli/arrete/2014/8/AGRG1407093A/jo

SANCO document “guidance document:- Guidelinesamparability, extrapolation, group tolerances dath requirements for setting

MRLs": SANCO/ 7525/V1/95 - rev.9

Applicant: Bayer CropScience Evaluator: FRANCE
Date: 24/03/2017
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Where protection for data is being claimed for infation supporting registration of ATLANTIS STAR, is
indicated in the reference lists in Appendix 1l Registration Report, Part B Sections 1-7.

15 Letter(s) of Access

Not necessary.
2 DETAILS OF THE AUTHORISATION

2.1 Product identity

Product name (code) ATLANTIS STAR

Authorisation number 2170236

Function herbicide

Applicant Bayer CropScience

Composition 9 g/kg iodosulfuron-methyl-sodium (IMS),

45 g/kg mesosulfuron-methyl (MSM),
22,5 g/kg thiencarbazone-methyl (TCM)
135 g/kg of the safener mefenpyr diethyl (MPR)

Formulation type (code) Water dispersible granules (WG)

Packaging HDPE bottles (1 L)
HDPE/PA bottles (1 L)
HDPE Canister(5 L)
HDPE/PACanister(5 L)

2.2 Classification and labelling

2.2.1 Classification and labelling under Directive 99/4%C
Not applicable after 1st June 2015.

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

Physical hazards -
Health hazards Eye irritant category 2
Carcinogenicity category 2
Environmental Aguatic acute category 1
hazards Aquatic chronic category 1
Hazard pictograms é
&)
Signal word Warning
Hazard statements | H319 Causes serious eye irritation
H351 Suspected of causing cancer
H400 Very toxic to aquatic life
H410 Very toxic to aquatic life with long lastimgfects.
Applicant: Bayer CropScience Evaluator: FRANCE

Date: 24/03/2017
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Precautionary For the P phrases, refer to the extant legidation
statements —

Supplementary
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) N&47/2011

The authorisation of the preparation is linkedgoofessional uses only to the following conditions:

SP1 Do not contaminate water with the productocontainer (Do not clean application equipmeratr ne

surface water/Avoid contamination via drains framfiyards and roads).

SPe2 To protect groundwater, do not apply this peodefore BBCH 20 on winter cereals (spring
application only).
SPe2 To protect aquatic organisms do not applytifically drained soils with clay content high#ran
or equal to 45 % for winter cereals.
SPe3 To protect aquatic organisms respect an wesphaffer zone of 5 meters to surface water bodies
SPe3 To protect non-target plants, respect an aysgibuffer zone of 5 meters to non-agriculturatlla

2.2.4  Other phrases linked to the preparation

Wear suitable personal protective equiprfiertfer to the Decision in Appendix 1 for the distai

Re-entry period 24 hours

Pre-harvest intervt F- Application must be made at growth stage BEG?] at the latest

Other mitigation measures: -

The label may include the following recommendations

The label must reflect the conditions of authortsat

Efficacy spectrum presented is obtained with thjenaht which contains sodium lauryl ether sulphate.

10

If a tractor with cab is used, wearing glovesimlyiapplication is only required when working witte spray mixture
The legal basis for this i§itre | Article 3 of the French Order of 12 September 2006 concertiie marketing and use of products
encompassed by article L. 253-1 of the rural ddu is, plant protection products/pesticides]

According to the French Order of 12 September62®HI cannot be lower than 3 days unless speliffistated in the assessment and
decision.

Applicant: Bayer CropScience Evaluator: FRANCE

Date: 24/03/2017
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2.3 Product uses

Please noteThe GAP Table below reports the intended uses pexpby the applicant, and possible extrapolaticoring to French Order of 26 March 2014 (highleghin green), evaluated and concluded as safe

uses by France as zZRMS. Those uses are then gnariezhce.
When the conclusion is “not acceptable” the intehdse is highlighted in grey and the main reasae{®rted in the remarks.
When a use is “acceptable” with GAP restrictiohs, modifications of the GAP are lold.

GAP rev. 1, date: 2017-02

PPP (product name/code) ATLANTIS STAR (102000028901 Formulation type: WG
active substance 1 IMS Conc. of as 1: 9 g/kg
active substance 2 MSM Conc. of as 2: 45 g/kg
active substance 3 TMS Conc. of as 3: 22.5 glkg
safener MPR Conc. of safener: 135 g/kg
Applicant: Bayer CropScience professional use
Zone(s): southern non professional use [
Verified by MS: yes
1 2 3 4 5 6 7 | 8| 9 10 1 12 1 14
Use- | Member | Crop and/ F, Fn, | Pests or Group of pests| Application Application rate PHI | Remarks:
No.® | state(s) | or situation Fpn | controlled days
s) Gp Method / Timing / Growth | Max. Min. interval kg or L product | g or kg astha | Water (days) e.g. g
(crop Gn, |(additionally: Kind stage of crop & | number | between /'ha L/ha safener/synergist
destination / Gpn | developmental stages of season a) per useg applications a) max. rate per| @) max. rate per _ per ha
purpose of crop)| or the pest or pest group) b) per | (days) appl. appl. min / ®
I crop/ b) max. total b) max. total max
season rate per rate per
crop/season crop/season
Zonal uses (field or outdoor uses, certain types @irotected crops)
1 France |spring durum | F ALOMY Spray/ Post emergence| a) 1 - a) 0.27 kg a)lMS: 2.45  |80-300| - Not acceptable
spring wheat AVEFA broadcast, L
APESV overall BBCH 13-32 b) same b) same asa) |MSM: 12.15 (lack of selectivity)
POASS End of winter {asa) TCM: 6.0
BBBBB Spring use MPR: 36.45
b) same as a)
2 France winter wheat | F ALOMY-diff Spray/ Post emergence| a) 1 - a) 0.333 kg a)lMS: 3.0 80-300|F Acceptable
winter triticale BROSS broadcast,
winter rye LOLSS overall BBCH1320-32 |b) sams b) sameasa) |MSM: 15.0
winter spelt AVEFA End of winter {2S @) TCM: 7.5
APESV spring use MPR: 45
POASS
BBBBB b) same as a)

Applicant: Bayer CropScience
Date: 24/03/2017

Evaluator: FRANCE
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Remarks
table
heading:

Remarks
columns:

(a)
(b)

©

WN P~

e.g. wettable powder (WP), emulsifiable conaet(EC), granule (GR)
Catalogue of pesticide formulation types amdmational coding system CropLife
International Technical Monograph n°2, 6th EditRevised May 2008

g/kg or g/l

Numeration necessary to allow references

Use official codes/nomenclatures of EU MembeteSta

For crops, the EU and Codex classifications (bsitiould be used; when relevant, the use
situation should be described (e.g. fumigation sfructure)

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

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

(d)
(e)

®

10
11
12

13
14

Select relevant

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

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

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

The maximum number of application possible ummtactical conditions of use must be provided.
Minimum interval (in days) between applicatiorfish®e same product

For specific uses other specifications mighpbssible, e.g.: g/m3 in case of fumigation of empty
rooms. See also EPPO-Guideline PP 1/239 Dose expnefor plant protection products.

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

If water volume range depends on applicationipenents (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 iapae/restrictions

Applicant: Bayer CropScience

Evaluator: FRANCE
Date: 24/03/2017
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3 RISK MANAGEMENT
3.1 Reasoned statement of the overall conclusions také@maccordance with the Uniform Principles

3.1.1 Physical and chemical properties

ATLANTIS STAR (102000028901) is a water dispersildeanules (WG). All studies have been
performed in accordance with the current requirdmand the results are deemed to be acceptable. The
appearance of the product is a beige granules, avitfusty odour. It is not explosive, has no oxidjsi
properties. It has no self-ignition temperatureatjueous solution (1%), it has a pH value aroudds®.
ambient temperature. There is no effect of highperature on the stability of the formulation, siaceer

14 days at 54°C, neither the active ingredienteaor were the technical properties changed.

The formulation is not classified for the physichkemical aspect.

To update the dossier:

-The ambient shelf life study should be providegast authorisation.

-Physico-chemical properties (suspensibility, spoaity of dispersion, persistence of foaming and
wettability) should be performed with the adjuvdesultat. The new data will be provided within a
period of 6 months.

3.1.2 Methods of analysis

3.1.2.1 Analytical method for the formulation

Analytical method for the determination of the wetisubstances in the formulation is available and
validated. As the active substances do not comgd@&vant impurity, no analytical method is required
3.1.2.2 Analytical methods for residues

Analytical methods are available in the Draft AsseimReport/this dossier and validated for the
determination of residues of iodosulfuron-methydlison, mesosulfuron-methyl, thiencarbazone-methyl
and mefenpyr-diethyl in plants (cereals), food mfal origin, soil, water (surface and drinking)aaar.

The active substances are neither toxic nor vexictbence no analytical method is required for the
determination of residues in biological fluids dis$ues.

3.1.3 Mammalian Toxicology

Endpoints used in risk assessment

Active Substanceaviesosulfuron-methyl
ADI 1 mg kg bw/d
EU agreed endpoint
ARTD not necessary (2004)
AOEL 0.2 mg/kg bw/d
Dermal Based on default values according to guidance amaleabsorption (Efsa 2012):
absorption Concentrate Spray dilution
(used in formulation) (used in formulation)
45 g/kg 0.18 g/L
Dermal absorption endpoints % 75 % 75 %
Active Substancdodosulfuron-methyl
Applicant: Bayer CropScience Evaluator: FRANCE

Date: 24/03/2017
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ADI 0.03 mg kg bwi/d
EU agreed endpoint
ARfD not necessary (2004)
AOEL 0.05 mg/kg bw/d
Dermal Based on default values according to guidance omaleabsorption (Efsa 2012):
absorption Concentrate Spray dilution
(used in formulation) (used in formulation)
9 g/kg 0.04 g/L
Dermal absorption endpoints % 75 % 75 %

Active Substancerhiencarbazone-methyl

ADI 0.23 mg kg bw/d d endpoi
ARfD not necessary I(Ez%f 49)ree endpoint
AOEL 0.12 mg/kg bw/d

Dermal Based on default values according to guidance omaleabsorption (Efsa 2012):
absorption Concentrate Spray dilution
(used in formulation) (used in formulation)
22.5 g/kg 0.09 g/L
Dermal absorption endpoints % 75 % 75 %
SafenerMefenpyr diethyl

ADI 0.1 mg kg bw/d
ARfD 0.4 mg/kg bw/d Anses proposal (co-RMS
AOEL 0.1 mg/kg bw/d

Dermal Based on default values according to guidance omaleabsorption (Efsa 2012):
absorption Concentrate Spray dilution
(used in formulation) (used in formulation)
135 g/kg 0.56 g/L
Dermal absorption endpoints % 25% 75 %

3.1.3.1 Acute Toxicity

ATLANTIS STAR (102000028901) containing 45 g/kgroésosulfuron-methyl, 9 g/kg of iodosulfuron-
methyl-sodium and 22.5 g/kg of thiencarbazone-mettas a low toxicity in respect to acute oral,
inhalation and dermal toxicity and is not irritagimo the rabbit skin and is not a skin sensitizers
irritating to the eye.

3.1.3.2 Operator Exposure
Summary of critical use patterns (worst cases):

Application rate diluti
Crop FIG* Equipment kg product/ha Spr?ﬁ//h;;mon Model
(g as/ha)
0.33 kg/ha
Tractor _ (:_L6g mesosulfuron-methy_l/ha 100-400
Cereals F mounted/trailed 3 g iodosulfuron-methyl-sodium/ha ] BBA model
boom sprayer 8 g thiencarbazone-methyl/ha FR: 80-300
47 g mefenpyr-diethyl/ha)

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

1 Open field or glasshouse

Applicant: Bayer CropScience Evaluator: FRANCE
Date: 24/03/2017
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PPE and/or % AOEL % AOEL % AOEL %AO0EL
Crop Equipment . Mesosulfuron- | lodosulfuron- | Thiencarbazone- Mefenpyr
working coverall i
methyl methyl methyl diethyl
Working coverall
Tractor and gloves during
Cereals| mounted/trailed o . 0.6 0.5 0.5 31
b mixing/loading and
oom sprayer o
application

According to the model calculations, it can be ¢oded that the risk for the operator using ATLANTIS
STAR (102000028901) is acceptable with a workingecall (90% protection factor) and gloves during
mixing/loading and application.

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

3.1.3.3 Bystander Exposure

Bystander exposure was assessed according to EURKIRD Exposure is estimated to < 1% of the
AOEL of mesosulfuron-methyl, iodosulfuron-methyldaam, thiencarbazone-methyl and mefenpyr-
diethyl.

It is concluded that there is no unacceptable tasthe bystander after incidental short-term exposa
ATLANTIS STAR (102000028901).

3.1.3.4 Resident Exposure

Residential exposure was assessed according tinMasl. Exposure is estimated to < 1 % of the AOE
of mesosulfuron-methyl, iodosulfuron-methyl-sodiuthiencarbazone-methyl and mefenpyr-diethyl for
adults and children.

It is concluded that there is no unacceptable tskthe resident exposed to ATLANTIS STAR
(102000028901).

3.1.3.5 Worker Exposure

ATLANTIS STAR (102000028901) is used as herbicitehtment on several crops where there is no
need to re-enter the treated area after applicafitmmker exposure is considered not relevant.
For details of personal protective equipment forkees, refer to the Decision in Appendix 1.

3.1.4 Residues and Consumer Exposure

Critical GAP(s) and overall conclusion

Overall conclusion

The data available are considered sufficient fek Essessment. An exceedance of the current MRL for
iodosulfuron-methyl-sodium, mesosulfuron-methyl andiencarbazone-methyl as laid down in
Reg. (EU) 396/2005 and for mefenpyr-diethyl in “dwl Officiel de la République Francaise” (JORF)
8th May 200& is not expected.

The chronic and the short-term intakes of iodosalitmethyl-sodium, mesosulfuron-methyl and
thiencarbazone-methyl residues resulting from gesproposed in the framework of this applicatien a
unlikely to present a public health concern.

As far as consumer health protection is concerkeahice agrees with the authorization of the intdnde
use(s).

2 Arrété du 6 mai 2008 modifiant 'arrété du 10 fé@rril989 relatif aux teneurs maximales en résidupetgicides admissibles sur et dans les céréalstindes a la
consommation humaine.

Applicant: Bayer CropScience Evaluator: FRANCE
Date: 24/03/2017
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According to available data, no specific mitigatieasures should apply.

Data gaps

Data required in post-authorization

Summary of the evaluation
The preparation 102000028901 is composed of ioflosum-methyl-sodium, mesosulfuron-methyl and
thiencarbazone-methyl. It contains also mefengyylésafener).

Summary for actives susbtances and safener
Summary for thiencarbazone-methyl, mesosulfuron-métyl, iodosulfuron-methyl and the safener
mefenpyr-diethyl

Sample
Plant Sufficient PH| storage MR.L Qhronlc Acute risk
Use- . . - covered|compliance| risk for for
Crop |metabolism| residue |sufficiently Comments
No.* covered? | trials? | supported? by Reg consumerg consumers
' © | SUPPOTEAY S ability | 289/2014*| identified? | identified?
data?
1 to|Wheat, Yes Yes Yes Yes Yes No No
10 |Rye

*%

In force MRLs for mesosulfuron-methyl, iodosulam-methyl are listed in the Regulation (EU) 289/2Gid for
mefenpyr-diethyl in JORF 8th May 2008. MRL by defq0l01 mg/kg) applies for all commodities for thtanbazone-methyl.

As residues of a.s do not exceed the trigger vadeéised in Reg (EU) No 283/2013, there is no need
investigate the effect of industrial and/or houdelprocessing.

Residues in succeeding crops have been sufficienthgstigated taking into account the specific
circumstances of the cGAP uses being considerad has very unlikely that residues will be presan
succeeding crops.

Considering dietary burden and based on the intendes, no significant modification of the intakasw
calculated for livestock. Further investigation msidues as well as the modification of MRLs in
commodities of animal origin is therefore not nsecey.

Summary for ATLANTIS STAR (102000028901)
Information on ATLANTIS STAR (102000028901)

PHI for PHI/ Withholding period* sufficiently supported for PHI for JRMS
ATLANTIS ATLANTIS Comments
STAR _ STAR o
Crop (102000028901) Iodosulfurqn- Mesosulfuron- | Thiencarbazone- M(jifztr;llz/)llr (102000028901 (if dgEIrem
proposed by methyl-sodium methyl methyl (safener) proposed by J
. proposed)
applicant ZRMS
W;;:t' = F F F F F /

NR: not relevant
* Purpose of withholding period to be specified

*%

F: PHI is defined by the application stage attlaeatment (time elapsing between last treatmedtharvest of the crop).

Applicant: Bayer CropScience

Evaluator: FRANCE
Date: 24/03/2017
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Waiting periods before planting succeeding crops
Not relevant

3.1.5 Environmental fate and behaviour

The fate and behaviour in the environment have beealuated according to the requirements of
Regulation (EC) No 1107/2009. Appropriate endpofriaisn the EU conclusions were used to calculate
PEC values for the active substances and theirbolss for the intended use patterns. In casesavhe
deviations from the EU agreed endpoints were cemnsd appropriate (for example when additional
studies are provided), such deviations were highdig and justified accordingly.

The PEC of iodosulfuron-methyl-sodium, mesosulfunegthyl, thiencarbazone-methyl, mefenpyr-
diethyl and their metabolites in soil, surface wadad groundwater have been assessed according to
FOCUS guidance documents, with standard FOCUS Boento obtain outputs from the FOCUS
models, and the endpoints established in the EWdlgsions or agreed in the assessment based on new
data provided.

PEC soil and PECsw derived for the active substareed their metabolites are used for the
ecotoxicological risk assessment, and mitigatioasuees are proposed.

For uses on spring cereals, PECgw for iodosulfunethyl-sodium, mesosulfuron-methyl,
thiencarbazone-methyl, mefenpyr-diethyl and theataholites do not occur at levels exceeding those
mentioned in regulation EC 1107/2009 and guidanoeughent SANCO 221/2000 Therefore, no
unacceptable risk of groundwater contaminatiorxgeeted for the intended uses on spring cereals.

For uses on winter cereals (spring application)C&¥ for iodosulfuron-methyl-sodium, mesosulfuron-
methyl, thiencarbazone-methyl, mefenpyr-diethyl #meir metabolites do not occur at levels exceeding
those mentioned in regulation EC 1107/2009 and ayuid document SANCO 221/2060@&hen the
product is applied every year on winter cereals frm BBCH 20, or every other year before BBCH

20. Therefore, no unacceptable risk of groundwatetarmination is expected for the proposed uses on
winter cereals.

Based on vapour pressure and information on visatibn from plants and soil, no significant
contamination of the air compartment is expectedhe intended uses for iodosulfuron-methyl-sodium,
mesosulfuron-methyl, thiencarbazone-methyl and nmfiediethyl.

Based on the estimated half-life in the gas-ph&s2@ hours (2.0 daytime equivalents), EFSA raised
concern for potential long-range transport throaghof thiencarbazone-methyl and a monitoring was
requested as confirmatory data. A monitoring ircainld be required at national level.

3.1.6  Ecotoxicology

Terrestrial vertebrates

For all active substances, the TER values calallfte recommended scenarios, exceed the trigger
values of 10 for acute risk and 5 for long-ternk i@ screening step indicating acceptable rislofaithg

the use of the product.

3 Guidance document on the assessment of the relevaihmetabolites in groundwater of substanceslasegi under Council directive
91/414/EEC. Sanco/221/2000-rev10-final, 25 Febr2@gs.

4 Guidance document on the assessment of the relevaihmetabolites in groundwater of substanceslasefi under Council directive
91/414/EEC. Sanco/221/2000-rev10-final, 25 Febr2@ga.

Applicant: Bayer CropScience Evaluator: FRANCE
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For mefenpyr-diethyl (log Pow = 3.83), a risk assesnt for fish-eating and earthworm-eating bird$ an
mammals was conducted and long-term TER valuesabowe the trigger of 5. The risks due to
bioaccumulation of mefenpyr-diethyl via the foodachfor birds and mammals are acceptable.

The risks for the puddle scenario of the drinkiregev were considered acceptable.

Therefore, treatment with ATLANTIS STAR (1020000289 in accordance with the proposed use
patterns in cereals poses an acceptable riskde Bimd mammals.

Aquatic organisms
Toxicity study conducted with the current formutetionLemna gibbandicates that the formulation is
not more toxic than predicted from data availabldéhe active substances.

For the three active substances, the most sengitiganisms are aquatic plants and refined risk
assessements are required for mesosulfuron-metbythéencarbazone-methyl.

For mesosulfuron-methyl, based on a medianR 6fC1.17 pg/L and an assessment factor of 3, theeck
TER values are above the trigger value at StepcgpxXor D2 scenarios in winter cereals. A regbict
for not using on artificial drained soil may be wegd at member state level for winter cereals.

For thiencarbazone-methyl, based on a geometriaBeG, of three macrophyte specids @ibba M.
spicatumandP. pectinatuy the refined TER values are above the triggenerat Step 3 except for D2
scenarios in winter cereals. A restriction for mzing on artificial drained soil may be required at
member state level for winter cereals.

All the TER values for the safener are above tiggér values at Step 2.

Overall, the risk to aquatic non-target organisnmlofving treatment with ATLANTIS STAR
(102000028901) according to the proposed use patterns in cersadedeptablevith a non-sprayed

buffer zone of 5 m. A restriction for not using onartificial drained soil is required for winter cereals

(only D2 scenarios are concerned).

Honey bees

Overall, the calculated HQ values for the activiessances and the product are lower than 50. Tkédais
honeybees is then considered acceptable when ATIBNITAR (102000028901) is applied according
to the intended application rate.

Terrestrial non-target arthropods

The in-field HQ values calculated far. pyri and A. rhopalosiphiare below the trigger value of 2
indicating that ATLANTIS STAR (102000028901) posas unacceptable risk to in-field non-target
arthropods following application according to thegmsed maximum use patterns.

As the product is safe in-field, no off-field ass@ent is required and no risk mitigation measures a
necessary to protect off-field areas.

Earthworms and other soil non-target macro-organisns

All TER values are above the trigger of concermligating that ATLANTIS STAR (102000028901)
poses an acceptable risk to earthworms when apgtiearding to the proposed use rates.

The TER values are above the trigger of concemicating no unacceptable risk for soil non-target
macro-organisms, i.e. collembola, soil mites.

Non-target soil micro-organisms

Applicant: Bayer CropScience Evaluator: FRANCE
Date: 24/03/2017
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The studies showed no effects on soil nitrificataomd respiration due to the three active substaaicds
the safener, their metabolites and the formulattoiLANTIS STAR (102000028901) applied at
application rates higher than maximum predictedrenmental concentration (PEC soil).

Therefore it can be concluded that the risks taorozganism populations are acceptable for thenadd
uses.

Terrestrial non-target plants

Based on the probabilistic risk assessment condwath the formulation IMS+MSM+TCM+MPR 26.25
(4.5+4.5+3.75+13.5), taking into account the moshsgive endpoints from 10 species tested in
vegetative vigour study, the risk for non-targetdstrial plants is considered acceptable m in-crop
buffer is applied for single application of 333 01270 g product/ha.

3.1.7 Efficacy
Considering the submitted data it can be conclilat!

o the efficacy level of ATLANTIS STAR (102000028901) addition with an adjuvant acting on
medium water solubility herbicides is consideredaissfactory for all the intended uses. For winter
cereals, application at BBCH stages 13 to 20 atetik of winter / spring does not correspond to
French agricultural practices

0 the selectivity level of ATLANTIS STAR (102000028B0is considered satisfactory for all the
claimed winter wheat, triticale and rye when useéthwan adjuvant containing sodium lauryl ether
sulphate.

0 The selectivity level of ATLANTIS STAR (102000028B0is considered unsatisfactory for spring
wheats when used with an adjuvant containing sodiwmyl ether sulphate.

0 the risks of negative impact on yield, quality,nstbormation processes, propagation, succeeding
crops, adjacent crops are considered acceptable.

0 the risk of resistance development or appearanak tioe active ingredients requires a survey of
resistance appearance on all the grasses and endicots (especially, PAPRH, SONSS, STEME
and MATSS).

3.2 Conclusions arising from French assessment

Taking into account the above assessment, an adtion can be granted as proposed in AppendixCbpy 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 madeor to support a review of the conditions and
restrictions associated with the authorisation

3.4.1 Post-authorisation monitoring

The risk of resistance development or appearancealltthe active ingredients requires a survey dfistance
appearance on all the grasses and on some dispec(ally, PAPRH, SONSS, STEME and MATSS).

3.4.2 Post-authorisation data requirements
The French Decision requests the submission of-guatiorisation confirmatory pieces of informatioithin 24
months regarding:

- The ambient shelf life study.

Applicant: Bayer CropScience Evaluator: FRANCE
Date: 24/03/2017
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The French Decision requests the submission of-guatiorisation confirmatory pieces of informationthin 6
months regarding:

- Physico-chemical properties (suspensibility, spoeity of dispersion, persistence of foaming andtatxity)
should be performed withn adjuvant containing sodium lauryl ether sulphate
3.4.3 Label amendments

The draft label proposed by the applicant in appe@dmay be corrected with consideration of any redament
under points 2.2.1 (or 2.2.2), 2.2.3 and 2.2.4.

The label shall reflect the detailed conditionpugtited in the Decision.

Applicant: Bayer CropScience Evaluator: FRANCE
Date: 24/03/2017
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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 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
reéglementaire,

Vu la demande d'autorisation de mise sur le marché et la demande associée du produit phytopharmaceutique
ATLANTIS STAR

de la société BAYER SAS

enregistrées sousles  n°2015-1606 et 2015-1617
Vu les conclusions de I'évaluation de I'Anses du 17 mars 2017,
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.

ATLANTIS STAR
AMM n°2170236 Page 1 sur 6
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Liberté + Egalité « Fraternité
REPUBLIQUE FRANGAISE

Informations générales sur le produit

Noms du produit

ATLANTIS STAR
ABSOLU STAR

Type de produit

Produit de référence

Titulaire

BAYER SAS

Bayer CropScience

Département Homologation France
16, rue Jean-Marie Leclair,

CP 90106, 69266 LYON Cedex 09,
France

Formulation

Contenant

Granulé dispersable (WG)

9 g/kg - iodosulfuron-méthyl-sodium
45 g/kg - mésosulfuron-méthyl

22,5 g/kg - thiencarbazone-méthyl
135 g/kg - méfenpyr

Numéro d'intrant 918-2015.01
Numéro d'AMM 2170236
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 qui arrivera & échéance le plus tot. A titre indicatif, dans I'état actuel du
calendrier d'approbation des substances actives, I'échéance de I'autorisation est fixée au 31 octobre 2018.

Le dépét d'une demande de renouvellement conformément a l'article 43 du réglement (CE) 1107/2009, dans les
trois mois suivant le renouvellement de I'approbation de la substance active, prolonge de plein droit I'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 élements le justifient.

A Maisons-Alfort, le 2 4 MARS 2017

Y

Frangoise WEBER

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

ATLANTIS STAR
AMM n°2170236
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Liberié « Egalité  Fraternité
REPUBLIQUE FRANGAISE

ANNEXE | : Modalités d'autorisation du produit

Vente et distribution

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

Emballage Contenance
Bouteilles en polyéthyléne haute densité 1L
Bouteilles en polyéthyléne haute densité / polyamide 1L
Bidons en polyéthyléne haute densité 5L
Bidons en polyéthyléne haute densité / polyamide 5L

Classification du produit

La classification retenue est la suivante :

Catégorie de danger

Mention de danger

Lésions oculaires graves et irritation oculaire -
Catégorie 2

Cancérogenicité - Catégorie 2

Dangers pour le milieu aquatique - Danger aigug,
catégorie 1

Dangers pour le milieu aquatique - Danger
chronique, catégorie 1

H319 : Provoque une sévere irritation des yeux

H351 : Susceptible de provoquer le cancer

H400 : Tres toxique pour les organismes aquatiques

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

Pour les phrases P se référer & la réglementation en

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.

vigueur.

ATLANTIS STAR
AMM n°2170236
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= N anses ()

Liberté + Egalité + Fraternité
REPUBLIQUE FRANGAISE

Conditions d'emploi du produit

Protection de I'opérateur et du travailleur

Il convient de rappeler que ['utilisation d'un matériel adapté et entretenu et la mise en ceuvre de protections collectives
constituent la premiere mesure de prévention contre les risques professionnels, avant la mise en place de protections
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/deshabillage). Les modalités de nettoyage et de stockage des combinaisons de travail et des EPI
reutilisables doivent étre conformes a leur notice d'utilisation.

Pour I'opérateur, porter

Zone agricole : Pulvérisateur a rampe

* pendant le mélange/chargement
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m? ou plus avec
traitement déperlant ;
- EPI partiel (blouse ou tablier & 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 certifies EN 374-2 & usage unique, dans le cas d'une intervention sur le matériel pendant la
phase de pulvérisation. Dans ce cas, les gants ne doivent étre portés qu'a I'extérieur de la cabine et doivent
étre stockés apres utilisation a I'extérieur de la cabine ;

Si application avec tracteur sans cabine
- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m? ou plus avec
traitement déperlant ;
- Gants en nitrile certifiés EN 374-2 a usage unique, dans le cas d'une intervention sur le matériel pendant |a
phase de pulvérisation ;

+ pendant le nettoyage du matériel de pulvérisation
- Gants en nitrile certifies 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 lll et de type PB (3) a porter par-dessus la
combinaison précitée.

Pour le travailleur amené a entrer dans la culture aprés traitement, porter
Une combinaison de travail (cotte en coton/polyester 35 %/65 % - grammage d'au moins 230 g/m2) avec traitement
déperlant.

Délai de rentrée
- Délai de rentrée : 24 heures en application de I'arrété du 12 septembre 2006.

Respect des limites maximales de résidus (LMR)
Pour chaque usage figurant dans la liste des usages autorisés, les conditions d'utilisation du produit permettent de
respecter les limites maximales de résidus.

ATLANTIS STAR
AMM n°2170236 Page 5 sur 6

Applicant: Bayer CropScience Evaluator: FRANCE
Date: 24/03/2017



Par_t A ATLANTIS STAR Registration Report —
National Assessment - Country — FRANCE 102000028901 Southern Zone
Page 23 of 30

=N anses { }

Liberté » Egalité » Fraternité
REPUBLIQUE FRANGAISE

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

Protection de l'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.

- 8Pe 2 : Pour protéger les eaux souterraines, ne pas appliquer la préparation sur céréales d'hiver n'ayant pas atteint
le stade de croissance BBCH 20 (application aprés la reprise de végétation uniquement).

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 2 : Pour protéger les organismes aquatiques, ne pas appliquer la préparation sur sols artificiellement drainés
ayant une teneur en argile supérieure ou égale a 45 %.

Protection de la flore
- 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 a compter de la date de la présente décision, la
présente décision pourra étre retiree ou modifiée.

Délai Récurrence

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

Fournir les propriétés physico-chimiques (suspensibilité, spontanéité de dispersion,
persistance de la mousse et mouillabilité) réalisées avec un adjuvant a base de sodium 6 :
lauryl éther sulfate.

Fournir les résultats de I'étude en cours de réalisation, concernant la stabilité au
; ; 24
stockage pendant 2 ans, a température ambiante.

Mettre en place un dispositif de surveillance de I'apparition ou du développement de
résistance au mesosulfuron-méthyl, & [liodosulfuron-méthyl-sodium et au
thiencarbazone-méthyl, sur les graminées en général et sur les dicotylédones (plus
particulierement sur coquelicots, stellaires intermédiaires (mourons des oiseaux),
laiterons et matricaires).

Fournir aux autorités compétentes toute nouvelle information susceptible de modifier
l'analyse de risque de résistance pour I'ensemble des usages.

Recommandations relatives a I'étiquette du produit
Il est recommandé de faire figurer l'information suivante sur I'étiquette :
Le spectre d'efficacité présenté est obtenu en association avec un adjuvant & base de sodium lauryl éther sulfate.
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