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PART A - Risk Management

The company Bayer CropScience has requested extension of the marketing authorisation in France for the product
LUNA SENSATION (102000012886), containing 250 g/L fluopyram and 250 g/L trifloxystrobin, for use as a
fungicide.

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 LUNA
SENSATION (102000012886) where those data have not been considered in the EU peer review process. Otherwise
assessments for the safe use of LUNA SENSATION (102000012886) have been made using endpoints agreed in the
EU peer reviews of both fluopyram and trifloxystrobin.

This document describes the specific conditions of use and labelling required for France for the registration of
LUNA SENSATION (102000012886).

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

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

11 Application background

The present registration report concerns the evaluation of Bayer CropScience’s application to market LUNA
SENSATION (102000012886) in France as a fungicide (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 label
extension of this product in France and in other MSs of the Southern zone.

1.2 Active substance approval

Fluopyram

Commission Implementing Regulation (EU) No 802/2013 of 22 August 2013 approving the active substance
fluopyram, 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 (EU) No 802/2013 were as follows :

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 fluopyram, and in particular Appendices | and Il thereof, as finalised in the
Standing Committee on the Food Chain and Animal Health on 16 July 2013, shall be taken into account.

In this overall assessment Member States shall pay particular attention to the risk to birds and aquatic organisms.
Conditions of use shall include risk mitigation measures, where appropriate.

The applicant shall submit confirmatory information as regards:

(1) the long-term risk to insectivorous birds;
(2) the potential for causing endocrine disrupting effects in non-target vertebrates other than mammals.

The applicant shall submit to the Commission, Member States and the Authority the information set out in point 1
by 1 February 2016 and the information set out in point 2 within two years after adoption of the corresponding
OECD test guidelines on endocrine disruption.

Applicant: Bayer SAS Evaluator: FRANCE
Date: 2018-11-12
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An EFSA conclusion is available (EFSA Journal 2013;11(4):3052) plus the Technical report on the outcome of the
consultation with Member States, the applicant and EFSA on the pesticide risk assessment for fluopyram in light
of confirmatory data (EFSA Supporting publication 2018:EN-1359).

A Review Report is available (SANCO/11456/2013 rev 2 6 July 2013).

Trifloxystrobin

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.

Commission Implementing Regulation (EU) 2017/841 of 17 May 2017 amending Implementing Regulation (EU)
No 540/2011 as regards the extension of the approval periods of the active substances alpha-cypermethrin,
Ampelomyces quisqualis strain: aq 10, benalaxyl, bentazone, bifenazate, bromoxynil, carfentrazone ethyl,
chlorpropham, cyazofamid, desmedipham, diquat, DPX KE 459 (flupyrsulfuron-methyl), etoxazole, famoxadone,
fenamidone, flumioxazine, foramsulfuron, Gliocladium catenulatum strain: j1446, imazamox, imazosulfuron,
isoxaflutole, laminarin, metalaxyl-m, methoxyfenozide, milbemectin, oxasulfuron, pendimethalin, phenmedipham,
pymetrozine, S-metolachlor, and trifloxystrobin.

Specific provisions of Regulation (EU) No 540/2011 were as follows :
Only use as fungicide may be authorised.

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 trifloxystrobin, and in particular Appendices | and 11 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 should 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 should be applied and/or monitoring programs may be initiated where appropriate.

Specific provisions of Regulation (EU) No 823/2012 were to extend the expiration date of the active substance
(a.s.) approval to 31 July 2016.

Specific provisions of Regulation (EU) No 2017/841 were to extend the expiration date of the a.s. approval to
31 July 2018.

An EFSA conclusion is available for the renewal of approval (EFSA Journal 2017;15(10):4989).
A Review Report is available for the first approval (SANCO/4339/2000-Final 7 April 2003).

13 Regulatory approach

The present application (2015-6479) was evaluated in France by the French Agency for Food, Environmental and

Applicant: Bayer SAS Evaluator: FRANCE
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Occupational Health & Safety (Anses)?! in the context of the zonal procedure for all Member States of the Southern
zone, taking into account the worst-case uses (“risk envelope approach”)? — the highest application rates over the
Southern zone. When risk mitigation measures were necessary, they are adapted to the situation in France.

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

The French Order of 4th May 20172 provides that:

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

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

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

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

The current document (RR) based on Anses’s assessment of the application submitted for this product is in
compliance with Regulation (EC) no 1107/20094, 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 20148 provides that:

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

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

Thus, at French national level, possible extrapolation of submitted data and the corresponding assessment from
“reference” crops to “linked” ones are undertaken even if not clearly requested by the applicant in their dRR, and a
conclusion is reached on the acceptability of the intended uses on those “linked” crops. The aim of this Order,
mainly based on the EU document on residue data extrapolation’ is to supply “minor” crops with registered plant
protection products.

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

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

2 SANCO document “risk envelope approach”, European Commission (14 March 2011). Guidance document on the preparation and
submission of dossiers for plant protection products according to the “risk envelope approach”; SANCO/11244/2011 rev. 5

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

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

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

®  http://iwww.legifrance.gouv.fr/eli/arrete/2014/3/26/AGRG1407093A/jo

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

Applicant: Bayer SAS Evaluator: FRANCE
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(102000012886), it is indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

15 Letter(s) of Access

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

21 Product identity

Product name (code) LUNA SENSATION (102000012886)Second trade name LUNA XTEND

Authorisation number 2130152

Function Fungicide

Applicant Bayer CropScience

Composition 250 g/L fluopyram
250 g/L trifloxystrobin

Formulation type (code) Suspension concentrate (SC)

Packaging 025L 05L,11L,3L,5L, 10 L high-density polyethylene (HDPE)
containers

2.2 Classification and labelling

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

Physical hazards -

Health hazards Acute toxicity (oral), category 4.
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 H302 Harmful if swallowed.
H400 Very toxic to aquatic life.
H410 Very toxic to aquatic life with long-lasting effects.
Precautionary For the P phrases, refer to the extant legislation
statements —
Supplementary EUH208 Contains 1,2-benzisothiazol-3(2H)-one. May produce an allergic reaction.
information (in
accordance with
Avrticle 25 of
Regulation (EC) No
1272/2008)

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

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

Applicant: Bayer SAS Evaluator: FRANCE
Date: 2018-11-12
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The authorisation of the preparation is linked for professional uses only to the following conditions:

SP1 Do not contaminate water with the product or its container. Do not clean application equipment near
surface water. Avoid contamination via drains from farmyards and roads.

SPe 3 To protect aquatic organisms, respect an unsprayed buffer zone of 20 metres® to surface water bodies
for the uses on berries and currants.

SPe 3 To protect aquatic organisms, respect an unsprayed planted buffer zone of 5 metres to surface water
bodies with an unsprayed vegetated buffer zone of 5m to surface water bodies for the uses on lettuce,
land cress, peas and beans with and without pods, and pulses.

SPe 7 To protect fruit-eating birds, do not apply after growth stage BBCH 69 for the uses on berries and
currants.

SPe 8 Dangerous for bees. To protect bees and pollinating insects do not apply on crop plants during
flowering or during honeydew production period. Do not use when bees are actively foraging. Do
not apply when flowering weeds are present in the crops.

2.2.3  Other phrases linked to the preparation

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

Re-entry period™®: six hours.

Pre-harvest interval'': | Raspberry, blackberry, dewberry 3 days

Currants, blueberries, cranberries, gooseberries, | 7 days
mulberries

Lamb’s lettuce, land cresses, roman rocket/rucola, | 7 days
red mustard and baby leaf crops

Fresh bean without pods, Fresh peas without pods, | 7 days
Fresh bean with pods

Dry pulses 21 days

Other mitigation measures:

The label must include the following recommendations:

The label must reflect the conditions of authorisation.

The legal basis for this is Titre 111 Article 12 of the French Order of 4th May 2017 concerning the marketing and use of products

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

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 4th May 2017 concerning the marketing and use of products encompassed

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

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

Applicant: Bayer SAS Evaluator: FRANCE

Date: 2018-11-12
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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 the conclusion is “not acceptable” the intended use is highlighted in grey and the main reason(s) reported in the remarks.

When a use is “acceptable” with GAP restrictions, the modifications of the GAP are in bold.

GAP rev. 1, date: 2018-11-12

PPP (product name/code) LUNA SENSATION (102000012886) Formulation type: suspension concentrate (SC)

active substance 1 fluopyram (FLU) Conc. of a.s. 1: 250 g/L

active substance 2 trifloxystrobin (TFS) Conc. of a.s. 2: 250 g/L

Applicant: Bayer CropScience professional use

Zone: southern non-professional use [

Verified by MS: yes

1 2 3 4 5 6 7 8 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 G | controlled T : (days)
or Method/ | Timing / Max. number (min. kg, L product / ha kg astha Water eg.g
(crop I | (additionally: Kind Growth stage of inter_val _between a) max. rate per L/ha safener/synergist per
destination / developmental stages of crop & season | applications) appl. a) max. rate per appl. y ha
min
purpose of the pest or pest group) a) per use b) max. total rate per | b) max. total rate per max
crop) b) per crop/ season | crop/season crop/season
France | Beans with F | Botrytis cinerea Spraying BBCH 55 - 89 a)l a) 0,8 L/ha a) FLU 200 + TFS: 200 400 7 | Acceptable
and without (BOTRCI) b1 b) 0,8 L/ha b) FLU: 200 + TFS: 200
pods Sclerotinia sclerotiorum
Including (SCLESC)
flageolets,
broad or faba
beans, lima
beans
France | Peas without F | B. cinerea, (BOTRCI) Spraying BBCH 55 - 89 a)l a) 0,8 L/ha a) FLU 200 + TFS: 200 400 7 | Acceptable
d ! b) 0,8 L/ha b) FLU: 200 + TFS: 200

poas S. sclerotiorum b) 1
(including (SCLESC)
garden peas, Ascochyta sp. (pinodes
sugar peas or pisi) (ASCOPI)
[PIBSZ], Erysiphe pisi (ERYSPI)
lentils,
lupins)

Applicant: Bayer SAS Evaluator: FRANCE

Date: 2018-11-12
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1 2 3 4 5 6 8 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 G | controlled T : (days)
or Method/ | Timing / Max. number (min. kg, L product / ha kg astha Water eg.g
cro I | (additionally: Kind Growth stage of | interval between a) max. rate per L/ha safener/synergist per
(crop ( y el ) p
destination / developmental stages of crop & season | applications) appl. a) max. rate per appl. .y ha
min
purpose of the pest or pest group) a) per use b) max. total rate per | b) max. total rate per max
crop) b) per crop/ season crop/season crop/season
France | Peas with F | B.cinerea, (BOTRCI) |SPraying | BBCHS55-89 a)l a) 0,8 L/ha a) FLU 200 + TFS: 200 400 7 | Acceptable
pods b) 0,8 L/ha b) FLU: 200 + TFS: 200
) . S. sclerotiorum b) 1
(including (SCLESC)
Snow peas, A. sp. (pinodes or pisi)
asparagus (ASCOPI)
peas, other Erysiphe pisi (ERYSPI)
peas with
pods)
France | Dry pulses F | Bscinerea,S. Spraying BBCH 55 - 89 a)l a) 0,8 L/ha a) FLU.ZOO + TFS:.ZOO 400 21 | Acceptable
(group) sclerotiorum (SCLESC) b1 b) 0,8 L/ha b) FLU: 200 + TFS: 200
(including all A. sp. (pinodes or pisi)
beans, broad (ASCOPI)
beans, peas, E. pisi (ERYSPI)
chick peas,
lentils,
lupins)
France Blackberries g | Colletotrichum sp. Spraying BBCH 13-69 a)l a) 0,8 L/ha a) FLU 200 + TFS: 200 300- 3 Acceptable
Raspberries (COLLSP) b1 b) 0,8 L/ha b) FLU: 200 + TFS: 200 1500 (up to BBCH 69)
Dewberries
France Blackberries F |B.cinerea, (BOTRCI) Spraying BBCH 13-69 a1l a) 0,8 L/ha a) FLU 200 + TFS: 200 300- 3 Acceptable
Raspberries i} b) 0,8 L/ha b) FLU: 200 + TFS: 200 1500 (up to BBCH 69)
S. macularis (SPHRMA) b) 1

Dewberries

S. mors-uvae
(SPHRMU)

Applicant: Bayer SAS

Evaluator: FRANCE
Date: 2018-11-12
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1 2 3 4

Use- | Member
No. |state(s)

Crop and/
or situation

o

or
(crop |
destination /
purpose of

crop)

Blueberries F

Cranberries
and
mulberries

France

Currants —
red, black and
white

Gooseberries

Blueberries F
Cranberries

Currants —
red, black and
white

Gooseberries

France

Cranberries
and
mulberries

France Land cress, F
lettuce,

lamb’s

lettuce,

arugula, other

salads)

Curly endives
and water
cress

5
Pests or Group of pests
controlled
Method /
(additionally: Kind
developmental stages of
the pest or pest group)
B. cinerea, (BOTRCI) | Spraying
S. mors-uvae
(SPHRMU)
Colletotrichum sp. Spraying
(COLLSP)
B. cinerea (BOTRCI) )
Spraying

S. sclerotiorum
(SCLESC)

S. minor (SCLEMI)

Rhizoctonia solani
(RHIZSO)

11

Application

Timing / Max. number (min.
Growth stage of | interval between
crop & season | applications)

a) per use
b) per crop/ season

BBCH 13- 69 )1
b) 1
BBCH 13- 69 )1
b) 1

BBCH40-49 | a)1
b) 1

Application rate

kg, L product / ha

a) max. rate per
appl. a) max. rate per appl.

b) max. total rate per | b) max. total rate per

kg astha

crop/season crop/season
a) 0,8 L/ha a) FLU 200 + TFS: 200
b) 0,8 L/ha b) FLU: 200 + TFS: 200
a) 0,8 L/ha a) FLU 200 + TFS: 200
b) 0,8 L/ha b) FLU: 200 + TFS: 200
2)0,8 a)FLU 200

' TFS 200
b)0,8 b) FLU 200

TFS 200

12

Water
L/ha

min/
max

300-
1500

300-
1500

200-800

13

PHI
(days)

14

Remarks:

€9.9
safener/synergist per
ha

Acceptable
(up to BBCH 69)

Acceptable
(up to BBCH 69)

Acceptable

Not acceptable on

Curly endives and
water cress

Applicant: Bayer SAS

Evaluator: FRANCE
Date: 2018-11-12
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1 2 3 4 5 6 7 8 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 G | controlled T : (days)
or Method/ | Timing / Max. number (min. kg, L product / ha kg astha Water eg.g
(crop I | (additionally: Kind Growth stage of inter_val _between a) max. rate per L/ha safener/synergist per
destination / developmental stages of crop & season | applications) appl. a) max. rate per appl. . ha
purpose of the pest or pest group) a) per use b) max. total rate per | b) max. total rate per mlar:(/
crop) b) per crop/ season crop/season crop/season
Remarks 1 Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
columns: 2 Use official codes/nomenclatures of EU Member States Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use application
situation should be described (e.g. fumigation of a structure) 8 The maximum number of application possible under practical conditions of use must be provided.
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9 Minimum interval (in days) between applications of the same product
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse 10  For specific uses other specifications might be possible, e.g.: g/m3 in case of fumigation of empty
use, Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11 The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product / ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 12 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
application must be named. mentioned under “application: method/kind”.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13 PHI - minimum pre-harvest interval
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - 14 Remarks may include: Extent of use/economic importance/restrictions

type of equipment used must be indicated.

Applicant: Bayer SAS

Evaluator: FRANCE
Date: 2018-11-12
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3 RISK MANAGEMENT
3.1 Reasoned statement of the overall conclusions taken in accordance with the Uniform Principles

3.1.1  Physical and chemical properties
Commercial packaging:
Bottles: 0,25 L, 0,5 L, 1L, 3L HDPE; cans: 5 and 10 L HDPE

LUNA SENSATION (102000012886), based on Fluopyram and Trifloxystrobin (250+250 g/L) is an aqueous
suspension concentrate (SC). All studies have been performed in accordance with the current requirements and
the results are deemed acceptable. The appearance of the product is a light beige suspension with a slightly
pungent odour. It is not explosive and has no oxidising properties. The product is not flammable and has a flash
point of 100 °C. It has a self-ignition temperature of 370 °C. In aqueous solution (1 %), it has a pH value of 6.8
at ambient temperature. There is no effect of low and high temperatures on the stability of the formulation, since
after seven days at 0 °C and 14 days at 54 °C, neither the active substances’ content nor the technical properties
were changed. The stability data indicate a shelf life of at least two years at ambient temperature when stored in
HDPE. Its technical characteristics are acceptable for an SC formulation.

The formulation is not classified for the physico-chemical aspect.
3.1.2  Methods of analysis

3.1.21 Analytical method for the formulation

Analytical methodology for the determination of the active substances in the formulation is available and
validated. As these active substances do not contain any relevant impurity, no pertinent analytical method is
required.

3.1.2.2 Analytical methods for residues

Analytical methods are available in the Draft Assessment Report (DAR) and validated for the determination of
residues of fluopyram in plants (beans, peas, salad, berries), foodstuffs of animal origin, soil, water (surface and
drinking) and air.

Analytical methods are available in the DAR and in this dossier and validated for the determination of residues
of trifloxystrobin in plants (beans, peas, salad, berries), foodstuffs of animal origin, soil, water (surface and
drinking) and air.

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

Endpoints used in risk assessment

Active substance: fluopyram
ADI 0,012 mg/kg bw/d
EU agreed endpoint
ARD 0,5 mg/kg bw (EFSA 2013)
AOEL 0,05 mg/kg bw/d
Dermal Based on an in vitro human study performed on formulation
Applicant: Bayer SAS Evaluator: FRANCE

Date: 2018-11-12
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Active substance: fluopyram

absorption Concentrate (tested) Diluted formulation
250 g/L (tested)
0,033 g/L
In vitro (human) % 0,1 22
Concentrate Spray dilution
(used in formulation) (used in formulation)
250 g/L 0,13 g/L
Dermal absorption endpoints % 0,1 22

Active substance: trifloxystrobin

ADI 0,1 mg/kg bw/d
i EU agreed endpoint
ARTD (03/68/EC)
AOEL 0,06 mg/kg bw/d
Dermal Based on an in vitro human study performed on formulation
absorption Concentrate (tested) Diluted formulation
250 g/L (tested)
0,033 g/L
In vitro (human) % 0,1 14
Concentrate Spray dilution
(used in formulation) (used in formulation)
250 g/L 0,13 g/L
Dermal absorption endpoints % 0,1 14

3.1.3.1 Acute Toxicity

LUNA SENSATION (102000012886), containing 250 g/L each of fluopyram and trifloxystrobin, has a low
acute oral, inhalational and dermal toxicity, is not irritating to the rabbit skin or eye, and is not a skin sensitiser.
The classification proposed in accordance with Regulation (EC) No 1272/2008 is shown in Section 2.2.

3.1.3.2 Operator Exposure

Summary of critical use patterns (worst cases):

Application rate Spray
Crop FIG2 Equipment kg/L product/ha dilution Model
(g a.s./ha) (L/ha)
Berries F Tractor- 0,8 L product/ha 300-1500 G
d/trailed erman
mountea/ (200 g each of fluopyram model + UK
air assisted and trifloxystrobin/ha) POEM
sprayer
Vegetables, herbs, F Tractor- 0,8 L product/ha 200-800 G
berries mounted/trailed erman
_ (2009 each of fluopyram model + UK
boom sprayer: and trifloxystrobin/ha) POEM
hydraulic nozzles

2= Open field or glasshouse

Evaluator: FRANCE
Date: 2018-11-12

Applicant: Bayer SAS



Part A LUNA SENSATION (102000012886) Registration Report —
National Assessment - Country — FRANCE Page 14 of 42 Southern Zone

Considering the proposed uses, operator systemic exposure was estimated using the German BBA model and/or
UK-POEM model/French study from UPJ 2009-2010"® dedicated to non-agricultural areas/French study (2005)

% AOEL % AOEL

Crop Equipment PPE and/or working coverall fluopyram trifloxystrobin

Berries

Tractor-mounted | \y/orking coverall and gloves during

air-assisted mixing/loading and application 23 13

sprayer
Vegetables,
herbs, Tgactor-mounted Working coverall and gloves during , .
berries oom Sprayer, mixing/loading and application

hydraulic nozzle

According to the model calculations, it may be concluded that the risk for the operator using LUNA
SENSATION (102000012886) is acceptable with a working coverall (90 % protection factor) and gloves during
mixing/loading and application.

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

3.1.3.3 Bystander Exposure

Bystander exposure was assessed according to EUROPOEM 1. Exposure is estimated to be 3,2 % of the AOEL
of fluopyram and 1,7 % of the AOEL of trifloxystrobin. It may be concluded that there is no unacceptable risk to
the bystander after incidental short-term exposure to LUNA SENSATION (102000012886).

3.1.3.4 Resident Exposure

Residential exposure was assessed according to Martin, S. et al.(2008)%4. Exposure is estimated to be 1,4 and

2,7 % of the AOEL of fluopyram for an adult and a child respectively. Exposure is estimated to be 0,9 and 1,9 %
of the AOEL of trifloxystrobin for an adult and a child respectively. It may be concluded that there is no
unacceptable risk to the resident exposed to LUNA SENSATION (102000012886).

For air, the currently available data (2001-2006) in the report of the ORP (French pesticides residues
observatory) show a range of values, reaching the maximum value for trifloxystrobin of 0,64 ng/m3 (for both
maximum daily and weekly measurements).

% ADI % AOEL
Maximum daily measurement Adult <0,1 <0,1
(0,64 ng/m3) Child <01 <0,1
Maximum weekly measurement Adult <0,1 <0,1
(0,64 ng/m3) Child <01 <0,1

3.1.3.5 Worker Exposure

Workers may have to enter treated areas after treatment for crop inspection/harvesting activities. Therefore
estimation of worker exposure was calculated according to EUROPOEM I1. Exposure is estimated to be 35 % of
the AOEL of fluopyram and 19 % of the AOEL of trifloxystrobin.

2 Studies and models that can be used to estimate operator exposure during the use of plant protection products in non-agricultural areas.
Report from expert group “produits phytosanitaires : substances et préparations chimiques” Working group "évaluation de ’exposition
des utilisateurs de produits phytopharmaceutiques en zones non agricoles” - June 2011.

1 S, Martin, D. Westphal , M. Erdtmann-Vourliotis , F. Dechet, C. Schulze-Rosario, F. Stauber, H. Wicke and G. Chester (2008):
Guidance for Exposure and Risk Evaluation for Bystanders and Residents exposed to Plant Protection Products during and after
Application, J. Verbr. Lebensm. 3, 272 - 281.

Applicant: Bayer SAS Evaluator: FRANCE
Date: 2018-11-12
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It may be concluded that without taking into account a re-entry period, there is no unacceptable risk anticipated
for workers wearing a working coverall and gloves, when re-entering crops treated with LUNA SENSATION
(102000012886).

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

3.1.4  Residues and Consumer Exposure

3.1.4.1 Residues

The data available are considered sufficient for risk assessment. An exceedance of the current MRL of raspberry,
blackberry, dewberry, currant, blueberries, cranberries, gooseberries, mulberries, lamb’s lettuce, land cresses,
roman rocket/rucola, red mustard and baby leaf crops, fresh beans and peas without pods, fresh peas with pods
and dry pulses for fluopyram as laid down in document SANTE n°117437/2017 is not expected.

Concerning trifloxystrobin, an exceedance of the current MRL of raspberry, blackberries, dewberries, currant,
blueberries, cranberries, gooseberries, mulberries, lamb’s lettuce, land cresses, roman rocket/rucola, red mustard
and baby leaf crops, fresh beans and peas without pods, fresh peas with pods and dry pulses as laid down in
document SANTE n °12049/2017 is not expected.

For curly endives and water cresses, an exceedance of the current MRL of trifloxystrobin and fluopyram cannot
be excluded.

For the acceptable uses, the chronic and the short-term intakes of fluopyram and trifloxystrobin residues are
unlikely to present a public health concern.

As far as consumer health protection is concerned, France agrees with the authorization in France of the
following intended uses: raspberries, blackberries, dewberries, currant, blueberries, cranberries, gooseberries,

mulberries, lamb’s lettuce, cresses, land cresses, roman rocket/rucola, red mustard and baby leaf crops, fresh
beans and peas without pods, fresh peas with pods as well as dry pulses.

Summary of the evaluation

LUNA SENSATION (102000012886) contains fluopyram and trifloxystrobin.

Applicant: Bayer SAS Evaluator: FRANCE
Date: 2018-11-12
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Summary for fluopyram

Sample
Plant Sufficient PHI s;?/';?gg MRL compliance Chrofrc])'f risk Acuftgrrlsk
Crop metabolism residue sufficiently Regulation (EV) Comments
covered? trials? supported? bY. n° 2017/978 consumers consumers
' ' ' stability identified? identified?
data?
Raspberry, Yes Yes (6 SEU |Yes Yes Yes No No
blackberry, trials, 4
dewberry NEU trial)
Currant Yes Yes (9 NEU | Yes Yes Yes No No
and 4 SEU
trials)
Blueberries, Yes Yes (9 NEU | Yes Yes Yes No No Extrapolation from data
cranberries, and 4 SEU on currant
gooseberries, trials)
mulberries
lamb’s lettuce, land | Yes Yes (9 SEU | Yes Yes Yes No No Extrapolation from data
cress, rocket, and 9 NEU) on lettuce
rucola, red mustard
and baby leaf crops
Curly endives / Yes - - - No - - Extrapolation from data
frisées endives, on lettuce not possible:
water cress MRL exceedance
Fresh peas and Yes Yes (19 Yes Yes Yes No No
beans without pods SEU trials
and 15 NEU
trials)
Fresh peas with Yes Yes (22 Yes Yes Yes No No
pods SEU trials
and 13 NEU
trials)

Applicant: Bayer SAS

Evaluator: FRANCE

Date: 2018-11-12
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Sample
Plant Sufficient PHI s(t)(\)/ré?gg MRL compliance Chrofrcl)l;: risk Acuftgrrlsk
Crop metabolism residue sufficiently by Regulation (EU) CONSUMErs CONSUMers Comments
? jals? ? °
covered? trials® supported? stability n° 2017/978 identified? identified?
data?
Dry pulses Yes Yes (11 Yes Yes Yes No No 1 NEU trial missing
SEU trials
and 7 NEU
trials)
*  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1

Applicant: Bayer SAS

Evaluator: FRANCE
Date: 2018-11-12
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The effects of processing on the nature of fluopyram residues have been investigated. Data on effects of processing
on the amount of residue have been submitted. These data were not considered for risk assessment.

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

Considering dietary burden and based on the intended uses, no significant modification of the intake was calculated
for livestock. Further investigation of residues as well as the modification of MRLs in commodities of animal origin
is therefore not necessary.

Applicant: Bayer SAS Evaluator: FRANCE
Date: 2018-11-12
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Summary for trifloxystrobin

Sample
Plant metabolism |  Sufficient PHI sufficiently storage MRL compliance Chronic risk for | Acute risk for
Crop covered? residue trials? supported? covered by Regulation (EU) n° 2017/626 consumers consumers Comments
' ' ' stability identified? identified?
data?

Raspberry, Yes Yes (6 SEU Yes Yes Yes No No
blackberry, trials and 4
dewberry NEU trials)
Currant Yes Yes (4 SEU Yes Yes Yes No No

and 6 NEU

trials)
Blueberries, Yes Yes (4 SEU Yes Yes Yes No No
cranberries, and 6 NEU
gooseberries, trials)
mulberries (extrapolation

from currant)
Lamb’s lettuce, Yes Yes (9 SEU Yes Yes Yes No No Extrapolation from
land cresses, and 13NEU) data on lettuce
roman
rocket/rucola, red
mustard and baby
leaf crops
Fresh peas and Yes Yes (11 SEU | Yes Yes Yes No No INEU trial in post
beans without trials and 7 registration
pods NEU trials)
Fresh peas with Yes Yes (10 SEU | Yes Yes Yes No No
pods trials and 10

NEU trials)
Dry pulses Yes Yes (8 SEU Yes Yes Yes No No 1INEU trial missing

trials and

7NEU trials)

Applicant: Bayer SAS

Evaluator: FRANCE
Date: 2018-11-12
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The effects of processing on the nature of trifloxystrobin residues have been investigated. Data on effects of
processing on the amount of residue have been submitted.
These data were not considered for risk assessment.

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

Considering dietary burden and based on the intended uses, no significant modification of the intake was calculated
for livestock. Further investigation of residues as well as the modification of MRLs in commodities of animal origin

is therefore not necessary.

Summary for LUNA SENSATION (102000012886)

Table 3.1-1: Information on LUNA SENSATION (102000012886) (KCA 6.8)
PHI for LUNA | PHI/withholding period™* sufficiently
SENSATION supported for PHI (in days) zZRMS Comments
Crop (102000012886) proposed by (if different PHI
requested by ] ] ZRMS proposed)
applicant Fluopyram Trifloxystrobin

Raspberry,
blackberries, 3 Yes Yes 3
dewberries
Currant,
blueberries,
cranberries, 7 Yes Yes 7
gooseberries,
mulberries
Lamb’s
lettuce, land
cresses,
roman
rocket/rucola, ! es es !
red mustard
and baby leaf
crops
Fresh bean
without pods ! es es !
Fresh peas
without pods ! es es !
Fresh bean
with pods

7 Yes Yes 7
Dry pulses 21 Yes Yes 21

3.1.5 Environmental fate and behaviour

The fate and behaviour in the environment have been evaluated according to the requirements of Regulation (EC)
No 1107/2009. Appropriate endpoints from the EU conclusions were used to calculate PEC values for the active
substances and their metabolites for the intended use patterns. In cases where deviations from the EU agreed
endpoints were considered appropriate (for example when additional studies are provided), such deviations were
highlighted and justified accordingly.

Evaluator: FRANCE
Date: 2018-11-12

Applicant: Bayer SAS
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The PEC of fluopyram, trifloxystrobin 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 conclusions or agreed in the assessment based on new data
provided.

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

PECew for the active substances and their metabolites do not occur at levels exceeding those mentioned in
regulation EC 1107/2009 and guidance document SANCO 221/2000%°. Therefore, no unacceptable risk of
groundwater contamination is expected for the intended uses in France.

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

3.1.6  Ecotoxicology

3.1.6.1 Effects on Terrestrial Vertebrates

For birds, the acute and the long-term risk assessment for trifloxystrobin indicated acceptable risk. The long-term
TER values for fluopyram in the Tier 1 risk assessment were below the TER trigger value for some crops and
scenarios. Considering the species of concern, refined residue values, PT values and refined MAF and ftwa values in
the refined risk assessment, acceptable risk for birds could be demonstrated for all uses except for frugivorous birds
on bush and cane fruits. The risk assessment for frugivorous birds cannot be finalized for requested use on bush and
cane fruits. However, to protect frugivorous, the zZRMS proposed to limit the application before BBCH stage 69 (just
before fruiting stage) for uses on bush and cane fruits.

For wild mammals, the acute and the long-term risk assessment for fluopyram and trifloxystrobin indicated
acceptable risk.

The long-term TER values for fluopyram in the Tier 1 risk assessment were below the TER trigger value for small
herbivorous mammals in all crops and for trifloxystrobin in leafy vegetables. Considering a refined short-cut values,
fwa and MAF value in the refined risk assessment, acceptable risk for mammals could be demonstrated.

Furthermore, the assessment of the effects of exposure via drinking water and secondary poisoning indicated
acceptable risk for birds and mammals.

It can be concluded, therefore, that the associated risks with the recommended use of LUNA SENSATION
(102000012886) are low, for both avian wildlife and for wild mammals.

3.1.6.2 Effects on Aquatic Species

For fluopyram most of the TER-values based on PECs, values are in correspondence with the trigger values
considering FOCUS Step 2 and/or FOCUS Step 3 PECsy, values.

For trifloxystrobin, a safe use of the product is indicated if following mitigation measures are applied:

For the intended use of the product in leafy vegetables the following mitigation measures are proposed:

- 5 m spray drift and run-off buffer.

For the intended use of the product in field beans, the following mitigation measures are proposed:
o 5 mspray drift and run-off buffer.

For the intended use of the product in bush and cane fruits, the following mitigation measures are proposed:
o 20m spray drift buffer.

3.1.6.3 Effects on Bees and Other Arthropod Species

15 Guidance document on the assessment of the relevance of metabolites in groundwater of substances regulated under Council
directive 91/414/EEC. Sanco/221/2000-rev10-final, 25 February 2003.

Applicant: Bayer SAS Evaluator: FRANCE
Date: 2018-11-12
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According to the Regulation (EU) No 284/2013, a test for chronic toxicity to bees and a bee brood study on the
effects on honey bee should be required. In the absence of such a study and with application requested during the
flowering and actively foraging period, an SPe8 phrase is proposed.

Terrestrial Non-Target Arthropods

Considering the outcome of the risk assessment according to laboratory and extended laboratory studies and the
aged residues study with Orius laevigatus, the overall risk to non-target arthropods (NTAs) may be considered
acceptable for both the in-field and off-field areas, without mitigation measures.

3.1.6.4 Effects on Earthworms and Other Soil Macro-organisms

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

The risk assessment for LUNA SENSATION (102000012886) with respect to Hypoaspis aculeifer and Folsomia
candida indicated acceptable risk.

3.1.6.5 Effects on organic matter breakdown

For trifloxystrobin, a study on organic matter breakdown is not required based on the DTy, and on acceptable TER
values for earthworms and other soil macro-organisms. From the results of the fluopyram study it may be
concluded that soil residues of an annual application of 300 g a.s./ha plus plateau concentration have no influence on
soil litter degradation.

3.1.6.6 Effects on Soil Non-target Micro-organisms

LUNA SENSATION (102000012886) has been found to have no negative influence on the turnover of organic
carbon and nitrogen in soils even at application rates much higher than those requested. Thus no unacceptable risk to
soil non-target micro-organisms is to be expected from the use of this product under practical use conditions.

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

Vegetative vigour and seedling emergence tests with LUNA SENSATION (102000012886) have been conducted on
several monocotyledonous and dicotyledonous plant species. Both studies indicated no unacceptable effects at
application rates of 0,75 L product/ha.

3.1.7  Efficacy

This conclusion concerned the preparation LUNA SENSATION (102000012886), containing 250 g/L each of
fluopyram and trifloxystrobin. These active substances are already approved in Europe and used in France as
fungicides in vineyards or vegetable crops. France is zZRMS on this dossier. CMSs are Greece, Italy and Spain.

Considering the data submitted:

- The efficacy of LUNA SENSATION (102000012886) is considered satisfactory for the requested uses, except
against Colletotrichum on berries and currants.

- The selectivity of LUNA SENSATION (102000012886) is considered satisfactory for the requested uses

- The risks of negative impact on yield, quality, transformation processes, propagation, succeeding and adjacent
crops are considered negligible.

- The risks of resistance developing or appearing are considered moderate to high for the requested uses. As the
two active substances are not cross-resistant, the risk is considered acceptable. It will be necessary to establish or
to continue to monitor the resistance (especially for Botrytis on lettuce).

Monitoring data: it will be necessary to establish or to continue to monitor the resistance (especially for Botrytis on
lettuce). Any new information likely to modify the assessment of risk of resistance for all uses must be provided to
the competent authorities.

Applicant: Bayer SAS Evaluator: FRANCE
Date: 2018-11-12
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3.2 Conclusions arising from French assessment

Taking into account the above assessment, an authorisation can be granted except on uses on curly endives and
water cress as proposed in Appendix 1 — Copy of the product Decision.

3.3 Substances of concern for national monitoring

No information stated.

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

3.4.1  Post-authorisation monitoring

It will be necessary to establish or to continue to monitor the resistance (especially for Botrytis on lettuce). Any new
information likely to modify the assessment of risk of resistance for all uses must be provided to the competent
authorities

3.4.2  Post-authorisation data requirements
The French Decision requests the submission of post-authorisation confirmatory pieces of information regarding:
- One residue trial on pulses performed at intended GAP in northern zone with fluopyram and trifloxystrobin

- One residue trial on fresh peas without pods performed at intended GAP in northern zone with fluopyram and
trifloxystrobin

- Efficacy trial for foliage disease (especially for anthracnose) on berries and currants.

3.4.3 Label amendments

The draft label proposed by the applicant in Appendix 2 must 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 SAS Evaluator: FRANCE
Date: 2018-11-12
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Appendix 1 — Copy of the French Decision

2= N anses 4, }

Liberté + Egalité + Fraternité
REPUBLIQUE FRANGAISE

Décision relative a une demande d'extension d'usages

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 législative et
reglementaire,

Vu la demande d'extension d'usage majeur du produit phytopharmaceutique LUNA SENSATION
de la société BAYER SAS

enregistrée sous le n°2015-6479

Vu les conclusions de I'évaluation de I'Anses du 22 juin 2018,
Vu la décision du Directeur général de I'Anses du 31 juillet 2018,
Vu le recours gracieux formé le 7 aolt 2018 par la société BAYER SAS,

Vu les éléments complémentaires transmis par la direction en charge de I'évaluation des produits réglementés
de I'’Anses le 26 octobre 2018,

L'autorisation de mise sur le marché du produit référencé ci-aprés est étendue aux usages décrits dans la
présente décision.

La présente décision abroge et remplace la décision du 31 juillet 2018 et 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.
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Informations générales sur le produit

Noms du produit

Type de produit By

Titulaire

Formulation

Contenant

LUNA SENSATION
LUNA XTEND

Produit de référence

BAYER SAS

Département Homologation,
16, rue Jean-Marie Leclair,
CS 90106,

69266 LYON CEDEX 09,
France

Suspension concent;ée (SC)

250 g/L - fluopyrame
250 g/L - trifloxystrobine

Numéro d'intrant
'AMM

Numéro

Fonction

Gamme d'ﬁéaéés

2100084
2130152

Fongicide

Professionnel

L'échéance de validité de la présente décision correspond a celle de I'autorisation du produit.

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

A Maisons-Alfort, le

LUNA SENSATION
AMM n°2130152

12 NOV. 2018

U

Frangoise WEBER
Directrice générale déléguée
en charge du poéle produits réglementés
Agence nationale de sécurité sanitaire de

I'alimentation, de I'environnement et du travail (ANSES)

Page 2 sur 10

Applicant: Bayer SAS

Evaluator: FRANCE
Date: 2018-11-12



Registration Report —

LUNA SENSATION (102000012886)

Part A

Southern Zone

Page 26 of 42

National Assessment - Country — FRANCE

0L 4ns g abed

2GL0ELZ U WNY
NOILYSN3S YNNT

‘SaIonIbnyy | ]
Xnessio s3] 1nod s|qejdasoeul anbsu un ainjoxs p uepswsd Siuswae,p Soussqe Us 69 HOFd & 68 HOgg 9p uoneoydde,p wnwixew spejs np uonnuIwIQg | D SOIEIE gwomN.___:mﬁ
“Selpejew ap axa|dwod Np 9|quIasus,| 19]0Ju0d Jnod aIn}nd Jed uoneoidde aun | P .ﬂ.__i__nw_o%Etm‘_m
& | - _ | | 69 HOgg 19 €L HO9g | ¢ | S5 |
ﬁ , (74 € SOpE}S s9| aUD ” ue/y | eyri 8o , 90eeseCh ,”
RNt 9sub ainjuinod, 18y ued |
Xneasio s3] inod s|qejdaooeul anbsu un ainjoxe p Juepswuad Sjuswa|9,p doussqe Us 69 HOGY & 68 HOGY 9p uoiedldde,p Wnwixew apejs np uonnuiwiqg g oississen |
“Salpejew ap axa]dwod Np 9|quIdsus,| J9|Qu09 nod a1nyno sed uoneondde aun Hi. wowww kuw ﬂ
) 2 W P 0z . | 9 HOgg1e €1 HOgq | uey, | eungo W
| Sope)s s9| alue | | |
| "S8IoNBNI)
m Xnesas|o s9| Jnod ajqejdaooeul anbsu un aInjoxa p JuenauLad sjuswale,p souasqe us 69 HOg4 & 68 HOgg ap uonedldde,p wnwixew apejs np uonnuiwiqg (s)wnip1Q, 18y ' Hed |
| ‘Ssipejew ap 8xa|dwod np 9|quIasua,| JajoJjuod Jnod a1nyno Jed uoneoydde sun Yy Jaississe) |
,, N , P R , 69 HOgd9 1@ €1 HOgg | 2o0zesieL
[ ,ﬁ 7 0c W L sepejs s9jajua | ue/i ,_ Bur '
'SaloNIBnuy SBoiing
‘ xnessio s3] Jnod ajqejdasoeur anbsu un 2In[oxe,p juenaulad sjusw9le,p S0UISqe UD 69 HOg8 & 68 HOgg ap uonedydde,p wnwixew apejs np uonnuiwiq | RSt .__‘ 4
‘Selpejew ap 9x3|dwod Np 9|quIasUa,| J9|QJuod Jnod a1nyno Jed uoneoydde sun W P .uﬂks“w ﬂmwaMMm
3 2 | E , | 69 HOgg 18 €1 HOgg | ‘ w g
ﬁ 7 | W 4 7 x | soren seiais uey) . emungo | ¥0Z€5121
| | | | | |
(sonjow) | (somow) | ,A w _ ,
7 7 s9|qIo | sajqid uou 7_ MMMNM-HV < |  (sinon | Hoag suoneoiddep | joiduep |
s9||19qe uonuay uou sajueld | sopodosype 2 9310021 wnwixew g » | sabesn
7 ; oayeil | oayeiy | :wﬁ_“.w Juere epg | UOBERNddEp 2pEyg aiquioN ajewrxew asoq _
,‘ UON 3u0Z | UuON auoz 7 N Z , ” |
| | |

|
|

L

"aBesn,| sp agpod e| ap sainyno sap 9|quIasu’,| JNs SasLIoINe Juos sabesn s
"dweyo ure|d us uonesipn sun e Juspuodsawiod sasuoine sebesn sa| ‘anb

9] ‘UonoLISal ap douBSqe,| U
109ds uonusw ap soussqe,| ug
sgsuojne sabesn xneaAnou sop a3si]

{ " sesue

Unpoid np uonesiioine,p sa}ePOl : | IXINNY

ISIVONYYS 300119nd3Y

a1 o 208 o 2110917

—

Evaluator: FRANCE
Date: 2018-11-12

Applicant: Bayer SAS



Registration Report —

LUNA SENSATION (102000012886)

Part A

Southern Zone

Page 27 of 42

National Assessment - Country — FRANCE

0L 4ns ¢ abeq

CSLOELTU NNY
NOILYSN3S YNNT

"3u1qo.}SAXOL)} B] Bp SNPIS) U SIBWIXEW Sa)IWi| SSp JudWwassedap op anbsil UN,p UOSIE] US 99SH}-091001UD JNS 9SLIOJNE UON |
‘saipejew ap 8xa|dwod np 9|quIasua,| J9]ouod Jnod ainyno Jed uoneosydde supn |

‘sapejes salne }@ ayanboi ‘ayoew ‘anye| Jns juswsanbiun |

saun.q sayoe)
Sap Salpele, oy Hed |

(G dAQ 1U0P) 6% HOgg 18 0% HOgg | Plaoned
i - i | G L | sopejs sojonus | uey) | eunigo 80Z€0L91 |
|
‘saipejew ap axa|dwod np 9|quiasua | J9jouod Jnod ainyno ted uonesdde aun osub m;:mhww_cz.wmm_wmm«w |
*SIBJ} $95S099 UOU siod Ins Juswanbiun ' ILINOd, U8y ed
H].Slel) S98S009
R R n (S dAQ uop) | 68 HOGd 1@ GG HO84g , ‘ uou siod 3o sjooLey |
7 S L | sopess so| anue uejL ” ey go S1091500 |
saun.q sayoey |
'salpe[ew ap axa|dwod Np 9|quiasus,| J|oJu0d Jnod ainyno Jed uoneosidde sun Sap salpelep, Joy ' Hed |

H],.Slel) S9ss009 |

xness|o sa| Jnod sjqejdacoeur anbsu un ainjoxe,p JuepawISd SJUSWII,P SouSSAE US B9 HOGT B 68 HOGY op Uonedldde,p WNWIXew apejs np uognuIwiq

mo_vm_mE ap wxm_ano Np 3|quiasus | J|Q1uo9 Jnod ainyno Jed uonesydde sun

B B . (G dAQ uop) 68 HOg4d 1@ GG HOgg ¢ uou siod jo sjooueH |
r | S “ _ sopels se|ajue | AR ey 1091500 |
T 5 SSSOIUROIPIOS 18 |
[ asub ainjuInod, 1oy ued |
- E 3 (G dnauop) | [ 68 HOGg 1@ GG HOad | , , HL.Sley 5355009 SjooLeH
7 s - sopeisselaque | UEF | Eung0 04081500
‘saionibny

asub ainyunod, 19y ued
Ul .Joisioquiel

. g = [ [ 69 HOgGa 1@ €1 HOgg [ S0ZeseTL
4 W 0e € ” sopels sojanua | ueri U ' |
‘SaIoNIbNny |
Xnesas|o s9| Jnod sjqejdaooeul anbsii un ainjoxa,p Juepawiad SJUSWIIP,P SOUSSAR US 69 HOEY B 68 HOgg ap uoijeoydde,p wnwixew apejs np uojnuIwIq | (s)wniplO, 1oy ' Hed
‘Salpejew ap axa|dwod Np 9|quIasus,| JajQJjuod Jnod ainyno ted uoneoidde sun Y| Jaisioquelq
. - - 69 HOgd 1® €1 HOg9 ‘ vozeseel
0c € “ Sopejs s9| anud ueri BUMn g0
(senow) (sanow) ( W |
& & sasjpw) [ |
s9|q10 S9|q19 uou & (sanof) | suonesidde,p
sd||1I9qe uonuapy uou sajueld sapodoayue awwwﬂ_wm ajj003. W uoge o___.rwwﬂ opeIs | wnuwixew | w_m._p._u_ﬁm.“w%m oa sabesn
ogjel] a9jie] :oz .m:ON jueAe lejoq | 2 s | aiquon h 5
UON 3auoz UON 3auoz [ |

"obesn,| ap agp0d | op $2INYND SIP B|ISSUI,| INS SPSLIOINE Juos sabesn sa| ‘UonoLISal ap Qouasqe,| ug
‘dweyo ure|d us uoyesiun aun e Juspuodsalod sgsuoINe sabesn so| ‘enbioads uonuaw op 9ouasqe,| ug

sosuolne sabesn xneaAnou sap 9)siT |

@ sasue

ASIVONVYES IN0I119nd3yY
2HUs2DIL « 2OTT o 2100917
=

Evaluator: FRANCE
Date: 2018-11-12

Applicant: Bayer SAS



Registration Report —

LUNA SENSATION (102000012886)

Part A

Southern Zone

Page 28 of 42

National Assessment - Country — FRANCE

0L ins g abed ZSLOELC U WNY
NOILYSN3IS YNNT
| sauniq sayoe)
| ‘Salpejew ap 9x8|dwod np J|quiasua,| Jajouod Jnod ainyno sed uoneoldde aun , mw_“”%_mmw_wmm_\“mwwwwwm |
[ uo| [ £ " [ : X 2
, - - 5 © n_>m Wop) 7 L o8 ._ou._%umw w%m hﬂwmm ue/) eyr1 8o 96021500
[ % saunuq sayoe)
Sop salpelep, 1oy Hed
= j f R (Gdngwop) | [ 6¥ HOGG 1© 0¥ HOgg | [ : U1.slous|e uossai)
ﬁ s 7 £ |  sopejsssjonus | uelL | e £0ZE9Y9L
S9S0IUNOIIOS }2
‘SSipejew ap axa|dwod Np 8|quasua,| 19]oJpuod Jnod ainyno Jed uoneoydde aun asub ainuinod, 1oy ueq
U1.(sayogs) |
, (G dnawop) | 68 HOgG9 19 G HOgg | 7 ; sa19bejod sesnauiwnbe |
= = [ - [ | ue e [
| , M S | ke sopels sejanue | g Haen : 99021500 |
, 3 S)wniplQ, Ay Hed |
e , : SSIpe[ew ap axa|dwod np a|quiasua | Jaj1uoo Jnod anyno Jed uoneoldde aun ey YL Amwco%wv ﬁ
_ j f i S dAQuop) | 68 HOg8 12 GG HOgg | : sasebejod sesnauiwnba |
f , s ” ke Sepe}s s3| a5ud U/ r eurgo SLLLLS00 |

‘Salpejew ap 9x9|dwod Np 3|quiasua,| J9]0J3uod Jnod ainyno Jed uoneoidde aun

sauniq sayoe;
Sop SaIpe[e, 1oy Ued

H1.(sayos)
W : = ﬁ - | (Gdnqop) | | 68 HOGg 19 GG HOgaqg | , . sasobejod sesnauiunby]
| W g 2 Tsopassoronve | U _=neo v20£1500

"aulqo.isAxoyli e| ap snpisal us soje

|
WIXeU sajiul| Sap Juswsssedap ap aNbsu un,p UOSIE] U 83SL}-89100140 INS JSLOINE UON

“Saipejew ap 9xa|dwoo np a|quiasus,| J9jeuoo unod ainyno Jed uonesidde sun
‘Sapeles saJne 3@ aRanboi ‘ayoew ‘enye| Jns Juawanbiun

S8S0IUN0IZIOS J8 |
asub ainyuinod, Jey ued |

T H1.enpe
uo 5] )

i - | - © n_>m juop) . 6% _m._owmm «ww_owhﬂwm_m ueyy , eym 8o 10Z£0991

(semow) | (semow) | |

~ ~ | wo E |
s9|q19 _ ss|qrouou | Mzcwwsum (sinof) | Hogg suoneoidde,p | 1ojdwoa,p

7 sajjlaqe uonuap uousajueld | sopodosype | a0 eii odas | neoydde,p spess wnwixew i opelupEt e oq | sabesn

soyesy | ogyest | Sk oton jueae rejaq i siquoN | : ”

UON auoz _ UON duoz ﬂ , ”

"abesn,| ap d9H0d | 9p SaIN)ND Sp B|qWIBSUS| INS SISLIOJNE Juos sabesn $9| ‘UonoLISal Bp doUSsSqE,| U

"dweyo ule|d ua uoles|IN aun e JuspuodsaLd sosuojne sabesn s9| ‘anbyogds uoyusw sp douasqe,| ug |
sasLiolne sabesn xneaAnou Sap I3sIT

{5 sesue

ISIVONYYS 300119nd3Y
PNUINIVIS o .!.:e..ww . 212q17
P

Evaluator: FRANCE
Date: 2018-11-12

Applicant: Bayer SAS



Part A

Registration Report —

LUNA SENSATION (102000012886)

Southern Zone

National Assessment - Country — FRANCE

Page 29 of 42

0L ins 9 abedq

CSLOELZU WNY
NOILYSN3S YNNT

‘Jusuewlad 9sielebo yuisodsiq : dAQ

‘S9Ipejew ap axa|dwod Np 9|quiasus,| J9|ouod Jnod ainyno Jed uoneoydde sun

(G dAQ wop)
S

L

68 HOg4d 10 65 HOgg | [

| sopejs so| anus e/t BuM 8o

(1) (s)wnip1Q, 18y Hed
HL.s10d
$02£5891

‘Salpejew ap axa|dwod Np sjquiasua,| J9]Q1juod Jnod ainyno Jed uoneoidde sun

SOSOIURCIIIOS 12
asub ainjuInod, Jay ued

. . " . (S dAQ uop) 68 HOgd 1@ GG HOgq | W : H1,Slel) s9s5099 slod
S L SOpEe]s s3] ajjue { ue/i Burgo 00121500
[ (sanow) (sanow) ( [ |
| & | < saJjaw) |
[ s9|qId | sa|qIo uou S (sanof) | suopneonddep | |
S3||19qe UonuUI uou sajueld sapodoaypue oww_«_w.q.&m | ej0021 Hrs o__.rw_m_mm ~ [ wnwixew ﬁ A m_.__w_ﬁh.:m%m ~ sabesn |
ooyeil | emyey e [wenmieen | HSEEMCCERWNS oo . < M
UON 3UOZ | UON duoz N 4 W 7 |
[ _ ,

"obesn,| ap a9p0d €] Bp SRUNYND SSP S|qWISSUI,| NS SSLIOINE JUOS SEBESN S| ‘UONOLSAI AP USSR, U
“dweyo ure|d us uones!iN dun g JuspuodsaLIoo sasLoNe sabesn s ‘enbiyioads uonusW ap doudsqe, ug

sgsuojne sabesn XneaAnou sap djsi |

{ ) sssue

ISIVONYES IN0I19ndIy
PHUINDLS o .&.:e%.w . P12q17
—

Evaluator: FRANCE
Date: 2018-11-12

Applicant: Bayer SAS



Part A

Registration Report —

LUNA SENSATION (102000012886)

Southern Zone

Page 30 of 42

National Assessment - Country — FRANCE

0L 4ns / abed

CSLOELSU NNY
NOILYSN3S YNNT

"90UBI4 US JusuIad UOU SWWOD 9I9PISUOD Jed asnyal 1sa abesn;]
: SNyai np uoneAop

S9S0IUNOIB|OS
1@ asub ainyunod, ey ey

” n o o U],SIousje uossaln)

W 'SNPIS9 US sajewixew sajiuw| sap juswasseddp ap anbsii un,p uosies us gsnjal Isa abesn ] sasolunoIgPs

h : , : SNjaJ np uoneAnon 10 asub ainjunod, 1oy ey
J m uey| ” eyl 80 H1,8UlBjuo) ap uossal)

, 'SNPIS9I US sejewixew sajwi| sop jJuswassedop ap snbsis un,p uosies us asnjai 1sa abesn ]

| e sauniq

W : Snjal np uogeAgon S8U0E) S3p Salpele, 1oy Hed |
/ ﬁ ueyy ey g0 H1,8UlBjuo) ap uossal) |

(sunof) suonesijdd
a)10921 JueA® 1RI9Q ,“ pesiidde,p wnwixew aiquopn 1ojdwe,p asoqg sobesn

s9snyai sabesn sap s3SI |

£ sosue

ISIVONVYJ 300119ndTY

Hus2ivsg o 208 o prioqry

. \N
2

Evaluator: FRANCE
Date: 2018-11-12

Applicant: Bayer SAS



Part A LUNA SENSATION (102000012886) Registration Report —
National Assessment - Country — FRANCE Page 31 of 42 Southern Zone

= nses (3

Liberté « Egalité « Fraternité
REPUBLIQUE FRANGAISE

Conditions d'emploi du produit

Protection de I'opérateur et du travailleur

Des informations générales relatives aux bonnes pratiques de protection pourront étre mises a disposition de
I'utilisateur :

- 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 individuelles

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

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

Pour I'opérateur, porter
Dans le cadre d'une application avec pulvérisateur a rampe

* Pendant le mélange/chargement
- Gants certifiés pour la protection chimique selon la norme de référence EN 374-3 de type nitrile ;
- Combinaison de travail (cotte en coton/polyester (35 %/65 % - grammage d'au moins 230 g/m?) 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.

* Pendant I'application

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 apres utilisation a I'extérieur de la cabine ;

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

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

LUNA SENSATION
AMM n°2130152 Page 8 sur 10
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Dans le cadre d'une utilisation avec pulvérisateur pneumatique

. 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) & porter par-dessus la
combinaison précitée ;

* Pendant I'application
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 l'extérieur de la cabine et doivent
étre stockés aprés utilisation a I'extérieur de la cabine :

Si application avec tracteur sans cabine
- Combinaison de protection de catégorie Il type 4 avec capuche ;

- Gants en nitrile certifiés EN 374-2 & usage unique, dans le cas d'une intervention sur le matériel pendant Ia
phase de pulvérisation ;

* Pendant le nettoyage du matériel de pulvérisation
- Gants en nitrile certifiés EN 374-3 ;

- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m? ou plus avec
traitement déperlant ;

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

Pour le travailleur, porter

- Une combinaison de travail (cotte en coton/polyester 35 %/ 65 % - grammage d'au moins 230 g/m?) avec
traitement déperlant et, en cas de contact avec la culture traitée, des gants en nitrile certifiés EN 374-3.

Délai de rentrée en application de I'arrété du 4 mai 2017 :
- 6 heures en plein champ ou 8 heures sous abri

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.

LUNA SENSATION
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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 a partir des cours de ferme ou des routes.

Protection de la faune

- SPe 8 : Dangereux pour les abeilles. Pour protéger les abeilles et autres insectes pollinisateurs, ne pas appliquer
durant la floraison et les périodes de production d'exsudats. Ne pas utiliser en présence d'abeilles. Ne pas appliquer
lorsque des adventices en fleur sont présentes.

- SPe 7 : Pour protéger les oiseaux frugivores, ne pas appliquer aprés le stade BBCH 69 (fin de floraison) pour les
usages « framboisier » et « cassissier ».

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non traitée de 20 métres en bordure des
points d'eau pour les usages sur "cassissier" et "framboisier".

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non traitée de 5 métres en bordure des points
d'eau comportant un dispositif végétalisé permanent d'une largeur de 5 métres pour les usages sur "laitue", cresson
alénois, "pois", "haricots" et "légumineuses potageres".

Exigences complémentaires post-autorisation

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

Détail de la demande post autorisation Date limite R?;::i‘:;ce
Poursuivre le suivi de résistance au fluopyrame et a la trifloxystrobine pour la
pourriture grise de la laitue.
Fournir, aux autorités compétentes, toute nouvelle information susceptible de ) )
modifier 'analyse du risque de résistance. i I
Fournir :
- un essai en zone Nord réalisé a la BPA revendiquée sur [égumineuses potagéres
séches avec du fluopyrame et de la trifloxystrobine ; 31/07/2020 -
- un essai en zone Nord réalisé a la BPA revendiquée sur des pois écossés frais
avec de la trifloxystrobine. BTl B T OSSO S Sal  ii
Fournir :
- des essais d'efficacité sur les maladies du feuillage (en particulier I'anthracnose)
sur cassissier ; 31/07/2020 -
- des essais d'efficacité sur les maladies du feuillage (en particulier I'anthracnose)
sur_framboisier.
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Appendix 2 — Copy of the draft product label as proposed by the applicant

Luna® Senzaton

o, form de suspension concentie (oomoanid Sudifable) R0

ARBI N - 2130052

rouges, botryis), wﬁﬁmrﬁﬁmﬂ

bomytis)

RESERVE A UN USAGE EXCLUSIVERENT PROFESSIONNEL

frisior (oidiem, anthracnoss, Bohes pourpres. ot
ﬂm?u:imi;ﬂpnﬁt Elﬁi:-l:;nnﬁmmﬂntm

LiMA EENSATION wt wn foogicids assochmt deux substnces acttows i modes daction difemat o
compkimeataims © ke fuopmen, sl setemncs acive de |2 fnille des prridioni-atnd-bareamide, ot b
infloxystrobing, molécals de la fralle des oxinencacdtato:.

LA SEMRATION saf acti mom
La fuomrens et actf o tous kes

i g

davsloppament dn s permimatif. coissanes pxyralisons of spornbtion
T agt = oo de conplaxs I 3 1a ot resperaterss do n cellele ot Blogque b production Jénergia du

La finoprymamm posséde deu s g do biodispomibilitg -
: I Bl o b

- bomme action de noface nr

- pemrartion s of comts dams ke vegenal

- aopoal o activitd translanimoring

- distrbration dans 1a plants par rystémis swcendamie

de mmbadies sur =n grand noeshm de culfmes.
oycle da developpenent dn pathopine © perrmmation des spares,

La thfloxysinching it partie de 12 frlle des oximmoacsdies of agit an blogqemt 1a respiation celhlars. Flle

soypéchs ko tansfart d'dlectrons . nhveas du congplexe I de [ chatng respimtoin mitochondrals.

La mfloxysoobing est dotes de trods proprissds sssentialles qui constitmemt Taction mésosidnsquac

- forte affinits avec b cuficale des fomilles. ot dos baiss

- mdistritration sn phase peese dams ke oo vagstal
sl

- motivibd
Tahleamr des mznges
; {om o) on. 1
[Cioses culinres i {vo@
CODCETE)
7
0.8 Lha 1 trait wade BECH 13 4 ;:
[BEBCH &%
7
0.8 Lha 1 trait wuke BBCH 132 ::g
[BEBCH &%
. . 3
05 1 TSP gk |
[EBCEH 40
3 la
0.8 Lha 2 trait fam sous e |& partic e sade -
[HECH 4
3 la
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IEE Stados cultrms i (o
COnCernd’

7 -

0.8 Vha | trait. fam wads BECH 132 [®

BECH &% -2

7 .

08 Iha I trait fam wade BECH 132 _:
BECH &%

T -

0.8 Vha | trait. fam wtads BECH 5 a _:
BECH 58

1 trait fam 7 .

0.8 Iha Cows s e [mak BECH 132 [?
[ratorens. HBCEH 43

7 .

08 Iha I trait fam mde BECHHa |5

BECH 48 -2

21 ;

08 Lk 1 ‘rait fam wade BECH 732 |0

BECH i -2

] -

18 1k | rait fam wade BECH 132 i:
HECH i3

7 .

08 b2 1 trait. am wade BBCH 132 |,

BECH i -2

7 .

0.8 Vha | trait. fom vade BECH 552 |20

BECH i -2

0.2 1ha b trait fam 14 i

(=

Linvig: mawirales cn résidus de substamees actives - se mporter a=x LMR an vipsar a2 ovean de [inion
Eurpiamne ot commitahles a Uadresss - bitpoVec. eropa cn’iames pasticides problicindae c5m

Bryar SAS mo praconize [utilsation de os prodait

ar les cultums & wagss mentioms dans le @bleas dos

mapes o-dewus of, 4 oo o, dacling tomre respomsabiling concermant Talarmssemant de won utiiaation & Jamires

mapes el que prévs par Famdts do b5 mom 2014

i s

ol

I
Fsar

teger los DrEmigs AQUAtIGS, TSPRCET TING Bome DOm it do T mutnes par repport aux point

Lo tablean ci-dessus it apramiive ks procastions 2 prendm: pour lemvironneeseed, Sxées par Tamiorisation de
miee a0 perchd do by spécialitg.

5i INT agmtue non fxse (an Tehsemes v I
respecher, selom les dispodtions de Fam®s do 12 &

Lt

s - g

da oo nom tmitde por rappert amx points Jea),
m 2004, la walar minivole suhvans - Zone mon Tahe
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2 Arthrepodes
Ia Poor bas mon chlen, m ne mne nom i g 5 ol # la mone nion.
; E@l arkropede: pectar AT rRppart

5. Emeex sowferrames
Ta 5Pl ng\:tdﬂ'hﬁ-m snermings pour bes msages s faise o plein chanp, linster bos traitemmends 2
1 application de [a préparation par an.

Champ d'aotbice :
Mode d'empled :

- Préporaton de la douilie
Vemer diecement Lima SENEATICON, présentd sows fomw de sespemsion comcenimis. dens [ oree do
pebraisasur amplis m med m tiars, ke systeme dagitaton e fonconnament pour obtentr une boong mise an
vapazaion. Complétr [y anve zoee ke wohime: d'em mécouaics en padmtoront [apitaton.

Agiter énergimuameat la praperation da 12 bonrllis avant segploi
- Mrlempes o Compadiiles

Lan mélanges doivent #re mis an emre conformement 3 [ réglemantation an vignenr. Por conmattr be detl
prrtgm e cetie mise o oAnTw, 4 et nécsusare de comtacter Fz preabkle lo 0 800 25 35 45

- Doseys) precomizee(sh

S vigne : Apphgsd 8 12 doss de (.20 1 of & cadenca de 21 jours, Lema SEMEATION asame une s boms
protection comtre Toldimm. Do par s performance or oo chonpdpon, Lima SEMSATION pas sgalement
witiliser & 9,15 M an rédnisant b cadence 2 14 jours. Bn s e risqes conjoint d'atimgue Jofdiem et biack-rot,
willisar Is dose de 0,20 1o & I cademcs de 149 joars.

S Sadsiar : Appliqus 4 la dow de 0.5 I'ba 3 rivom de I applications par campame wous abr ot 1 application per

canpame &n phkin chawp, Lima SENSATION aemim ume rés bommo protction contre e commploxs fonginme:
{oldium, powrihre gErive, anftraomos o moladie dos Sohos poupess).

S ladmas © Apphiqed 2 1a doss da OUF 1ha mvec o wmle application. mforisds par canspagne sons abel mec
mrtomate, Limey SEMEATION asmme une trés bonne protection conre les maladics do collet (sclémtimonss st
PoUmInTe Fee) mis aussi coning le thienctons of 1a carcospanioss.

Framboiier ef aoires mibms: a2 1a dose de 0.6 Lhe, Lima SENSATION assm 1me trés bome protection.
comtre 'ofdinm ot 1o betrytis a de Ia récclm.

Caszisaier of mums Suits & baios: Appligns 2 la dose de 0.8 12 Lima SEMEATICN mame uns tras boms
peoitection corte Toldinm, U'zntmamess of 1o botnyts.

S berioots : Appliqed 2 by doss e 0,6 1ha 3 mison de | application par campa e, Lemay SEMNEATION asmm
om0 i boone protctien confre ke comploxs fengimme (wlérotimows of poeritme grisa).

Appliges 2 Ia dose do (L8 1 & misom da 1 application par canpamss, L EEMNEATION asnro =xo
ﬁummhmm[mmmmump]

- Comdiiomn: de frpiiemens {dpogur, tady, o o Tinrvenrion)

Atersion © @n @5 & recours A des techzigques cultoreles pomvellemernd phises s e prr Dailimteer ou
pricamant 1ne quelcomqus spcificisd, limmrer doit o dtreer son fourvisianr mant tont wrlisaton dn
produit, afin que s dermdar puisss en varifer by faisabilite mvec ke fabricant &y produit.

S vigoe : Lum SEMEATION &t prews Jm i baut sivean d'sSHicacis contze ofdiem, tant v Suilles qoe

mw.hmﬁam@hhmh:mmm [m:tarh.mnbhum
Comre Toidiem, Lima SENEATION 5appl ml;ﬂnla
sanibilind de [ wigne, du sizda “Bowozs .n]md-:_]mq.l.a. alani::-n 0,20
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1 (radkmes da 21 jors). Lum EEMEATION poat égrlement shtilisar 2 0,15 1'ha an mspecant une cadance de
14 jowurs. Comtre Black-Rot, Lima SENSATION, appliqed 2 b dose de 0.2 L assums une prodection do 14 joas
E:.inh inde de semaihiliis meximols o v'sband dn stede 23 fouilos jesgn’a 1s wirateon.

st sélectf de |a phrpert des varistds de mixing de t=ble ou de e mEconts.

hﬁm:lmﬂﬁﬁm{ﬂmihmmm&nﬁndﬁm les palaabion Ju S car, tant
var fnits. Sas coiginides hi pamotient ds smsoire dams tout -
celtre. Lima U s'appliqm ﬂn[rﬁ'ﬁ:unmm[::hnm.ﬂpmah:thpam
mﬂnld:nlhh:ulhmuﬁmh:mmﬁnﬂht dérmloppenmn des sioloms, emimo 2 cm)e

Juegu'am stade réccls an respecant = DAR & 3 jours, a lx doss de 0.8 1. Lena SEMEATION et salectf da la
plopart den wanigtds de feduer produites so plein champ ou sous aberi

S laiteg : Loma SENEATION &2t preae dm tés hagt ohem Jefccis conte s mabdies do collet
{rclérotmoso, pourTitig grie) ot comtrs ke rthizoctons. Ses progristds originaiss b parmathnt & +'inscring dans
ftozt progamme de profecton de la mubhure. Sous abo, Luma SEMEATION o'zppligue pundemt Iz paricds de
pmbmih.hﬁnhlandhnnummmdnﬂﬂﬂmm jusquim stado la ti9e & atteint H1%s do sa il
Enake » e mspectant 1w DAR de 7 jous, 2 b dese de 0,8 Ui avec moe sede application aumiorises cultms
mwmmmmmﬂg{muwbhpmmmmhmnm“mﬁ

S famboizior of Mee mubes Hied que sur cassivaer of anires oot 2 baies: Luna SENSATION £t proans
dm més ot mhem Jeffcacts oot Tollium, Tanthmcmose of Je botrytis. See propristés orgimales ho
pammrtant de 5'meorm dams tout progmemms de protection Segicds an prodncten Emiti e mbdemds.

S famboisier of mtres mber Contre Tofdinm, Loms SERSATION appliique de prifirencs: an préveatif
pandar lx panods & mands sensibilite do fenshodder, so particalier sor les draeons un ooivance. La paricde
g profection va de juin A cchotws selom e mode de condnite de [a ouinme (varites mumontaees ou pas). Conie
lz bomryss, Loz EEMIATION parmot de protéger Iy celire & Tapproche do x necalte o2 antre 2 cugilletzs, an
muspectnt m DAR de 3 joms.

S casaisaier, Limay SEWSATION s'appliqne de prafémncs an prénwntf, pendant [ parinds de grands sensibiling
dha casaiszior 4 lofdmes, da [a flomion & T'arplt de 1z pounsse amemclle, enfe ool of 2ofit of en respecant mm DAR
de T jors. Sur grosedllier, s semadhble  1'obdnny, wn perticelier powr e plantions sows el de mai 2
mmmmﬂﬂnﬂampmﬂammblptntmIWth T pours. Sar
zmrtilliar, sezaible am botrytis de [ flomison 3 b recolte, e juin ot septenbrs selon Techoloemoment da a
mohoi dos variebss, Lum SENSATION vappliqns an proversif. 4 mtises & | par an of an mepactast m DAR.

da: 7 joras.

Luna SEMEATEIN st sélectf des waridtds da famboisier of mfres mubms, dis cassission of mmires fots & baies.
L'imovetion varkial sbmt inportanms s o moups de culimes, il sst conseilld o profesrionmals de réaliser
das ety do salecthite boregue & monvelles variatds seromt mises o cultme.

Sur haricots acossés S sor pods (Gcosds of mon eocvais S of v ensendhle des kgmrimenses sechos
{pois ot hamicow), Loma EEMSATION s "appliqe dis quoo hpmbﬂmﬂmmmﬂsmﬁm:
mmis visibles (BECH 37) o juegqe’a metmmtion complste (HECEH B9) an mepectamt wn DAR, de 7 jours, 4 la dose
de{LE Loy wame depassar 1 application’an.

- Programmy de Sairmen
Lunay SEMEATION conttent dam substancss aciives ayant des modes Jaction difficents, I'me apperissant m
des EDHI (mhbibitears de la succinsto-dadhndropeass) ot Fam m groupe des (ol (Qumons owsds:
Inhibitor). Afin de Exditer ke risqes éventoo] dappamition ston de dewloppement do soaches de chanmuigmon
resistantes 4 [un oo T'stwe do oss modes dacton, il eut indispansabi de respecter Jes homnes pratiques agricoles,
ainsi que les doses ot ks sizdos Tapplication marticemds v I atqustia.

B vime ¢ 11 est mopdratf do HEnmter ke appliications do Lems SEMNSATION oo do tostes oo préparations
comenant une substzncg active de by famills des EDHI 2 2 applications par an, fowses mdadies condomdues. Dlans
Je cas da 2 application: réaliséos comm Tofdinm ou o bk ret clles sont recomnanddo: non conséotes.

Du mros, 1 wst priconisa de Exster 'etilisaton de (ol soit 3 2 applications de (ol w associaton nom
comsacutifs o 1 Qol seul ot 100l n svsociation nom comsdotids par ba ot paran.
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1l appartieat & Iufilsaseur d'um produit de verifar avan sco empled, que b pazeslls & traiter o présente pas e
souchos do pamesifes résistentes, woff nanmallemant, soit par acquisition, s perioulier do fart da lmapge répétd da
mams subsences acthwes oo de méme Smilles

Enfin, daew ko cadme das boones pmmﬂnﬁmﬂdﬂmmm{aMum@m
duns ks progrananes de hete, des prod=ts 2 hase da mibwtnces acthns de Sndlles chirtmes diffiermies stlow &
mode Taction difarents

- Applicaden fmudee], pression)
Vedllar 2 aesmmr e bomne: qualind de pehrariation poar cownir lezsemibls de 12 wapstaiion 4 profiger.
S vigna : Privilégier application do Lima SFMSATION face par S wor chague rang.

S Eeiver of hites - Vailler 2 memer e bome gqualite de puhwriation por comar Temsambls de b
végatartion A protiger. Ubhiser en wehms de bonillie do 200 2 800 LEHA

- Comiaiorns: s mibio
Evciter da trastar xex houms charades do b jormas.

Précamiions 4 prendre :

- Powr I nieckage
- Comarive lo produit dans wom cooballige d'orizie, dams des locarex farmnds 2 clé. a Decart de sort alimant st
Ihoiwon v compris oo pour les animanre ot hors de poride dos anfanty. Los locnry defoent So frais of vemdles.

- Megeres de progsciion des indhviser
Por protager Uopsdrateur, pociar:

an:h:.l:hnﬂlmp--:lmgm

- Gants cartifids chnmqmu&m.hnmdﬂ-m&mE{T—thpnmhﬂﬁ:
-C-:hni:-i.lnimmmml {ooftte wm cobcn f pobmster (35 %l % - mommeme dm mens B30 gel) avec
et Gaparbmt;

= Basties do protection comfiom 3 1a régismentation ot salom 1 nommes BN 13 B32-3 ;

- Lomgties de weomis conforme 3 b reglereatrion ot selon 1a norme B 166

- Vissownt imparmaakle (ablier o bloss 2 manches longnes certifiss cakgons I nype 3 (FB3) a posher pao-
dassms do la conshinaison pracités.

Ponsdoant Mapphication:
S.L fi 2 dos iou e lance e 2 by main

W-'mm mﬁmmm“LEhm de néfémnce FN 374-3 de type nifrils mufilisable
pm:'h:l:l:l]q:]:h-:l:.-:l:l.
- Vst at insparméabls, blowss & moanches lozgmes cozdorme 2 [ nigleatrtion cetifide de catagods I o de
type PH 3 2 portr par-dosees. [a combimisom;

- Bottos do protection comforme larng;lmnmm.mnt.nlmla.n:-mﬂiﬂﬂﬂﬂ
- Combizonson do tnal (oofte e coton  pobmster (35 %65 % - mm&mwﬂﬂlg‘m’!}nﬂc
et Gaparbmt.

5i application awe: tTaches s2ns cabine:

- (Gants certifics pour b profection chirstqne selom b nomee de nafémence FW 374-1 de tpe il 2 nage unigne:
prancae T'appiication:

- Beoties do protection confrme 2 la réglsmoersation & wlom b nommes B 13 B32-3 ;
- Combizanzon do tnal (oo an coten / pobmsier (35 %63 % - o dm meins B0 gl aec
et daparimt.
i application 3w Tactes @vec abize:
- Gants certifics pour b profecton chirsme selom b nemes de nafémencs FW 374-1 do fpe il 2 noage uniqne:
dans ki o Jime imervention s e mondriel pemdamt [y phovee puhodriaation. Tiams, o6 cas, 1 comvient de noter qos
les gants oo doivent S parts qu'a Dextiries de 12 cabing of sbodkds apres milisaton  Texarionm de [a cabine:;
- Bortton do peoviection confre 3 1a réglorantation of wilom b noomee W 13 B32-3
- Comhizedsom de trnadl (pothe wn coton  pobysster (35 %43 % - ponmmpe Jan moins 2530 o) aec
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Pandant o nettryage dn roioel de palvarisation:

-Chm:mﬁ.ﬁuﬁm' pnhﬁhmclumqmulmhnmnimfﬂmﬂ'{3"+3bhpmhib:

- Combizaison de el foofte s coten [ pobysster (37 %6 % - pammmpe dm o meins 530 gl avec

traiteret Sapsariant ;

- Beorties do peotection. coudiome 2 1a réglemaraton o wlom b noome BN 13 B32-3

- Lezortes do séamd conforme A b raglarcattion ot selon 12 morme FI 155

- Vimment 1 {teblinr con blomse & manches longos cartifis cattpedie I typa 3 (PB3) a porter par-
Pracineg.

Por protéger ke tnailles, porter e combdmaison de il {cotte en codon 1 pobmster (37 YT Y -
Feoreage dm moine 131 g'm) e rattemant dépariant

- Pouer Uemgplod
LUMA Semsation ne présente ancmn effet secomdyim: il wet sélectf de Tansambla des cdpages & vipme (rdun &
tzble gt rizin de oo Lo pas dincidencs sk no les femwntations, o v los qualifés crpancleptiqnes des
lmﬂlilmh'rﬁl 1l rwspsacin la famne modilliaim (T.pyw, K sbamens)

- Bviter Iinhalxtiom de poutielerss de bollis
- Traiter an ahsancs da vent.
- Bliminar Jes onds de cove conformdmen 2 1a riglemeniztion sn wigner.

- Pouer [ Emina tfon d proshor of die 1%
- Pour ldliizorion doc ity non wtilisables, Sire appal 2 oo eropmise kabibite por b collects ot
Tslinmnaticn des prodiots m
- Mo pas mutiliser los sshalbiges vides of Jos dliminer via ms collects orgamisgs par los distribnsgurs poriraimes
g |2 Slisrs Adhalor o 1m aete sanvics de collects spacifiqna.

Luna® Sensytion AMM W= : 2130152

Artention
H302 - Mocif en cas dingestion.
H41{ - Trés toocque por los orgamismes ageartiqnes, anfming des ofes néfstos 2 long tarma.

PZED - Porter des zamts do protection'de: wemment: de protection’n eqeipement de protection des peuxidn
vizags.

PEE+P3]] - En cas dexpodition promnds ou wespectés | Appelar m CENTEE ANTIPOISIN un mddacin.

P50 - Elimrimer o comemrécipiant Sams ke lise d'dlindnation conformeonont 3 |2 réglemsreation locale.

Subeanrg clyide samdhilisant : Conticat da 1a mflomywtnching: ot dn. 1.2-Bezmisothiarole-F-one. Part procdnire
Dualai do ranfnes: des trnailienms dams b pome traites - § heures. apres. tradtenwnt en plein chany of B heures sons
TR

EPad - Pour protéger e ongnisre: aquafiques, respeciar 100 Zone mon tmikks de § meéeme par mppert anx
points dean
EPad - Pour protéger les arttropodes nom cibles, respectar une zone non raisie & 5 metms par rappost b2 zomo
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5Pul - Pour protéger s s souturmaines ponr o nsages s Smise en plein champ, Broiter los toitements 4 1
application do la préparation par an.

N pan pedtaary Voo aves i peoauir o son embollage
Respectes les Raructions Ssrillansos afe ddvier s ragued foir L sonnd \aosedar & CemiFonfa mdhr.

Premers secours

Comseils pndrmm

Saluizmer de la zme dengereuss. Mainsoir ¢ tansporier la victios so positon lxsmle & wous. Enkever
inenddistement touf vt sl ef be metre 4 Téacar.

Inhalbxtiom
Arengr by victime 4 lar libre. Gerdar by victinw an repos of [a maintenir m chand  Appeler inmedintement
médecin ou 1 canie AntiPoion.

Comtact mvec a pean

Nettoyer 2w une gands quamtie Jean of du oo, o di e du poiyethyleeghrol HHL puis rmoer
awc e Team 5i Jes rowbles w proloogent, consuber 1 i

Coomtact avec los yen

Rincer impddixtereat of zbondanomant & Team, v congris sous les paupisrss, pendent ao moins 17 mmmsbes.
Aprs los 5§ premianss phimes, ek los kntilles comdenncs, o praases, contaer & rmcer 'l Faiss appal
21 assisines psddicals an oo Japparition dme Dritation qu pardsts.

Ingeston
Rincer bn bonche. Me PAS Ging vomer, Appelar inmddivterment wn muddecin om m cemte AnfiFoison

En cas de parte de [a Ficke do dommees de seamits, calle-ci pet vous S 2 nowvean fourmis sur dmple appal 2
0 ED02T 37 4% ou time consultee nr bes wites inteonet - wabomr-ami et wanw quick S com,

En cas durpence, appslar 1o 15 oo v contre antipoisom pras simaler vos synapiiimes xo réwsan “Fint atttade™ o”
vart ( 30H) 227 BET (appel gratit depuis 1 poste fixs).

Pt ki : -10 "C
40°C

UM - 3082
Al
1" ¥ - Wiafitees ot objets dangoro dhur

£

- Dangerers pour aminonemerd

i Blamqme: déposée Bayer

Brpar 5 A5 -Baver

18, e Jeamr-Maris Laclair - CF $0106 - F-55266 Lyon Cedax 09
Fahrication CFE

Impartane

E.qnﬂ-rlﬁulgc;immmldﬁnuﬁ[rﬁnﬁmd'rqﬂdmﬁmﬂmﬁdﬂll;enﬁm:m
determings en fomcoon des caractériso lezguelles il est précomise.
E-:-dim;mhmi,htdmﬂ tn-r:l:un.l::arhl.l:l pmuli'r:qmdrul‘:-:ﬂ:qmr
0w vedre responsabilitd, de coms fackenrs partinliers coscernsmt voire exploitation, tel: qoe by natere do
zol, les condiion: méctorologiques, lez méthode: cubfurales, le: vamdiés vésdoales, la résdstamce des

Ltﬁ.l:lt:l.-r_um qualint de ses 'n!dl:d.-uslrlrtli:dli:ld‘:r.i.p’.l::.'-:iqtlm
conformité 4 'snierizadon de vemte duo tre de I'Agricubfure.

wmhhmhﬁﬂlmmmi st recommandd, dams be cas ol ez denrdes imes
des cubmres propépees avec ceite spécialite somt destindes 4 l'ezpontadeos, de verifier Ly réslementation en

Applicant: Bayer SAS

Evaluator: FRANCE
Date: 2018-11-12




Part A LUNA SENSATION (102000012886) Registration Report —
National Assessment - Country — FRANCE Page 41 of 42 Southern Zone

vignenr dams le pays importatesr.
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Appendix 3 — Letter(s) of Access

Not applicable.
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