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PART A - Risk Management

The company BAYER SAS has requested marketing authorisation in France for the product LUNA CARE
(formulation code: FLU + FEA WG 71.6 (50 + 666 g/kg) [specification 102000026758]), containing 666 g/kg
fosetyl-aluminium (fosetyl-Al) and 50 g/kg fluopyram, 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
CARE ( FLU + FEA WG 71.6 -102000026758), where those data have not been considered in the EU peer review
process. Otherwise assessments for the safe use of LUNA CARE ( FLU + FEA WG 71.6 -102000026758), have
been made using endpoints agreed in the EU peer review of both fosetyl-aluminium and fluopyram.

This document describes the specific conditions of use and labelling required for France for the registration of
LUNA CARE ( FLU + FEA WG 71.6 -102000026758),.

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

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

1.1 Application background

The present registration report concerns the evaluation of BAYER SAS’s application to market LUNA CARE ( FLU
+ FEA WG 71.6 -102000026758), 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 first
authorisation of this product in France and in other MSs of the Southern zone.

1.2 Active substance approval

Fosetyl-aluminium

Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation (EC) No
1107/2009 of the European Parliament and of the Council as regards the list of approved active substances.

Specific provisions of regulation were as follows :
PART A

Only uses as fungicide may be authorised.

PART B

For the implementation of the uniform principles as referred to in Article 29(6) of Regulation (EC) No 1107/2009,
the conclusions of the review report on fosetyl, and in particular Appendices | and Il thereof, as finalised in the
Standing Committee on the Food Chain and Animal Health on 4 April 2006 shall be taken into account.

In this overall assessment Member States:
— must pay particular attention to the protection of birds, mammals, aquatic organisms and non-target arthropods.
Conditions of authorisation should include risk mitigation measures, where appropriate, such as buffer zones.

The concerned Member States shall request the submission of further studies to confirm the risk assessment for
non-target arthropods, in particular with regard to in-field recovery, and for herbivorous mammals. They shall
ensure that the notifier at whose request fosetyl has been included in this Annex provide such studies to the
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Commission within two years from the approval.

An EFSA conclusion is available (EFSA Scientific Report (2005) 54, 1-79).

Review Reports are available (SANCO/10015/06 final, 4 April 2006 [Annex I inclusion]; (SANCO/10015/06 final,
20 November 2012 [confirmatory data]).

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:

(D) 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.

An EFSA conclusion is available (EFSA Journal 2013;11(4):3052).
A Review Report is available (SANCO/11456/2013 rev 2, 16 July 2013).

1.3 Regulatory approach

The present application (2015-2239) was evaluated in France by the French Agency for Food, Environmental and
Occupational Health & Safety (Anses)! in the context of the zonal procedure for all Member States of the Southern
zone, taking into account the worst-case uses (“risk envelope approach”)? — the highest application rates over the
Southern Zone. When risk mitigation measures were necessary, they are adapted to the situation in France.

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

The French Order of 4th May 20173provides 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.

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
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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 20145 provides that:

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

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

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

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

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

Where protection for data is being claimed for information supporting registration of LUNA CARE ( FLU + FEA
WG 71.6 -102000026758),, 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.

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://www.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
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2 DETAILS OF THE AUTHORISATION

21

Product identity

Product name (code)

LUNA CARE (FLU + FEA WG 71.6 (50 + 666 g/kg) [specification
102000026758])

Authorisation number 2180337

Function Fungicide.

Applicant BAYER SAS
Composition 666 g/kg fosetyl-aluminium

50 g/kg fluopyram

Formulation type (code)

Water-dispersible granule (WG)

Packaging

Bags in LDPE/AL/LDPE or LDPE/OPA/AI/LDPE (1kg, 6 kg and 12 kg
product)

2.2

221

Not applicable after 1st June 2015.

222

Classification and labelling

Classification and labelling under Directive 99/45/EC

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

Physical hazards

Health hazards

Serious eye damage/eye irritation, Hazard Category 2

Environmental
hazards

Hazardous to the aquatic environment, chronic, Hazard Category 3

Hazard pictograms

Signal word Warning
Hazard statements H319 Causes severe eye irritation
H412 Harmful to aquatic life with long-lasting effects

Precautionary
statements —

For the P phrases, refer to the extant legislation

Supplementary
information (in
accordance with
Avrticle 25 of
Regulation (EC) No
1272/2008)

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

223

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

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

Applicant: BAYER SAS

Evaluator: FRANCE
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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 five metres® with five-metre
permanent planted strip to surface water bodies®.
SPa 1 To avoid the build-up of resistance to fluopyram, do not apply this or any other product containing

fluopyram more than three times per cropping cycle to apple orchards.

2.2.4  Other phrases linked to the preparation

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

Re-entry period: 24 hours

Pre-harvest interval'?: 28 days (pome fruit)

Other mitigation measures:
- The product must be stored in a room where temperature do not exceed 40° C.

The label must include the following recommendations:

The label must reflect the conditions of authorisation.

8 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]

9 The unsprayed planted buffer zone is applied in order to limit risk from eutrophication.

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

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

12 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
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Registration Report —

Southern Zone

2.3 Product uses

PPP (product name/code)

LUNA CARE/(FLU + FEA WG 71.6 (50 + 666 g/kg)

Formulation type:

GAP rev. 1, date: 2018-September-14
water-dispersible granule (WG)

[specification 102000026758]) Conc. of ass. 1: 666 g/kg
active substance 1 fosetyl-aluminium Conc. of as. 2: 50 g/kg
active substance 2 fluopyram
Applicant: BAYER SAS professional use X
Zone(s): southern EU non-professional use O
Verified by MS: yes
Field of use: fungicide
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 (days)
or Method /| Timing / Growth |Max. number | kgproduct / ha kg as/ha Water e.g. g safener/synergist
(crop I |(additionally: Kind stage of crop & |(min. interval |3y max. rate per appl. L/ha per ha
destination / developmental stages of season between a) max. rate per
- b) max. total rate per - fate p :
purpose of the pest or pest group) applications) craplseason appl. min / max
crop) a) per use b) max. total rate
b) per crop/ per crop/season
season
France |Apple F |Podosphaera Spray | BBCH 511055 a)3 a) 3.0 2)0.150+2.00 |300-1500 28 |Njg application during
leucotricha and BBCH 71 to b) 3 b) 9.0 b) 0.450 + 6.00 flowering
g‘(’k‘;se o (PODOLE) 81 (7 days) Accootabl
d OI' en god en Venturia inaequalis ceeptable
elicious and its (VENTIN)
mutants) Erwinia sp.(ERWISP)
Nectria galligena
(NECTGA)
France |Pear, Quince, F |Podosphaera Spray | BBCH51to81 a)3 a) 3.0 a) 0.150 +2.00 | 300-1500 | 28 |Acceptable
Nashi leucotricha b) 3 b) 9.0 b) 0.450 +6.00
(PODOLE) (7 days)
Venturia pyrina
(VENTPI)
Stemphylium spp
(STEMSP)

Erwinia sp. (ERWISP)

Applicant: BAYER SAS

Evaluator: FRANCE
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Pseudomonas syringae
(PSDMSX)

Nectria galligena
(NECTGA)
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3 RISK MANAGEMENT
31 Reasoned statement of the overall conclusions taken in accordance with the Uniform Principles

3.1.1 Physical and chemical properties

LUNA CARE ( FLU + FEA WG 71.6 -102000026758), is a water-dispersible granule formulation. All studies have
been performed in accordance with the current requirements and the results are deemed acceptable. The appearance
of the product is of light brown granules which are nearly odourless. It is not explosive and has no oxidising
properties. The product is not flammable nor auto-flammable at ambient temperature. In aqueous solution
(1 % wiv), it has a pH value of 3.7 at 22.6 °C. There is no effect of low and high temperatures on the stability of the
formulation, since after seven days at 0 °C and 8 weeks at 40 °C, neither the active substances’ content nor the
technical properties were changed. The two-year shelf-life study in commercial packaging must be provided post-
authorisation. As the formulation is a WG, all the packaging can be considered acceptable. The technical
characteristics are acceptable for a WG formulation.

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

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

3.1.2.1 Analytical method for the formulation

Analytical methods for the determination of the active substances in the formulation are available and validated. As
the active substances do not contain relevant impurities, no pertinent analytical method is required.

3.1.2.2 Analytical methods for residues

Analytical methods are available in the Draft Assessment Report/this dossier and validated for the determination of
residues of the active substances fluopyram and fosetyl-Al in plants (apple, pear, pome fruits), 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
ARTD 0.5 mg/kg bw/d (2013)
AOEL 0.05 mg/kg bw/d
Dermal Based on default values according to guidance on dermal absorption (Efsa 2012):
absorption Concentrate Spray dilution
(used in formulation) (used in formulation)
50 g/kg 0.1g/L
Dermal absorption endpoints % 75 % 75 %
Applicant: BAYER SAS Evaluator: FRANCE
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Active substance: fosetyl-Al
ADI 3 mg kg bw/d .
EU agreed endpoint

ARfD Not necessary (2007)

AOEL 5 mg/kg bw/d

Dermal Based on default values according to guidance on dermal absorption (Efsa 2012):

absorption —
Concentrate Spray dilution
(used in formulation) (used in formulation)
666 g/kg 1.332 g/L

Dermal absorption endpoints % 25 % 75 %

3.1.3.1 Acute Toxicity

LUNA CARE ( FLU + FEA WG 71.6 -102000026758), has a low acute oral, inhalational and dermal toxicity, is not
irritating to the rabbit skin and is not a skin sensitiser, but is irritating to the eye.

3.1.3.2 Operator Exposure

Summary of critical use patterns (worst cases):

Application rate Spray

Crop F/G'® | Equipment kg/product/ha dilution | Model
(g a.s./ha) (L/ha)
3 kg/ha

Tractor-mounted air-blast 300- German BBA
Apple/ F 150 g fl /h
pple/pear spraying (150 g fluopyram/ha 1500 model

1998 g fosetyl-Al/ha)

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

% AOEL % AOEL
Crop Equipment PPE and/or working coverall
fluopyram fosetyl-Al
Tractor-mounted Working coverall and gloves durin
Apple/pear . . L g . g L g 63.4 8.0
air blast spraying mixing/loading and application

According to the model calculations, it may be concluded that the risk for the operator using LUNA CARE ( FLU +
FEA WG 71.6 -102000026758), 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 I1. Exposure is estimated to be 74.7 % of the AOEL of
fluopyram and 9.9 % of the AOEL of fosetyl-Al. It may concluded that there is no unacceptable risk to the bystander

18 Open field or glasshouse

Applicant: BAYER SAS Evaluator: FRANCE
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Registration Report —
Southern Zone

after incidental short-term exposure to LUNA CARE ( FLU + FEA WG 71.6 -102000026758),.

3.1.3.4 Worker Exposure

Workers may have to enter treated areas after treatment for crop harvesting activities. Therefore, estimation of
worker exposure was calculated according to EUROPOEM II. Exposure is estimated to be 90 % of the AOEL of
fluopyram and 12 % of the AOEL of fosetyl-Al.

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 CARE ( FLU + FEA
WG 71.6 -102000026758),.

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

3.14

3.1.4.1 Residues

Residues and Consumer Exposure

Table 1: Summary for fluopyram
Sample
MRL hroni A isk
Plant Sufficient PHI storage _ C_ ronic cute ris
Use- . . .. covered | compliance | risk for for
Crop | metabolism | residue | sufficiently Comments
No. covered? trials? | subported? by Reg. consumers | consumers
' T | SUPPOTEEA srability | 2017/626 |identified? | identified?
data?
/ Apple, Yes Yes Yes Yes Yes No No
pear, (16 NEU
quince and
and 10 SEU)
nashi

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 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 investigations of residues as well as the modification of MRLs in commodities of animal
origin are therefore not necessary.

Table 2: Summary for fosetyl-Al
Sample
storage MRL Chronic | Acute risk

Plant Sufficient PHI g . .
Use- . . . covered | compliance | risk for for
Crop | metabolism | residue | sufficiently Comments
No.* covered? trials? | supported? by Reg. CONSUMers | consumers
' T | SUPPOTIEA i ability | 2016/1003 |identified? | identified?

data?

/ Apple, | Yes Yes Yes Yes Yes No No

Applicant: BAYER SAS

Evaluator: FRANCE
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Sample
t MRL hronic | Acute risk
Plant Sufficient PHI storage . C. ronic cure ris
Use- . . - covered | compliance | risk for for
Crop | metabolism | residue | sufficiently Comments
No.* covered? trials? | supported? by Reg. consumers | consumers
' © | SUPPOTIECET e ability | 2016/1003 |identified? | identified?
data?
pear, (22 NEU
quince and
and 28 SEU)
nashi

The effects of processing on the nature of fosetyl-Al residues have been investigated. Data on effects of processing
on the amount of residue have been submitted. These data were 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, a modification of the intake was calculated for livestock.
Nevertheless, regarding available feeding data, there is no risk of animal MRLs being exceeded. Further
investigations of residues as well as the modification of MRLs in commodities of animal origin are therefore not
necessary.

Table 3: Information on LUNA CARE ( FLU + FEA WG 71.6 -102000026758),
PHI for LUNA PHI/Withholding period™* sufficiently PHI for LUNA
CARE (FLU + supported for CARE (FLU +
FEAWG 71.6 FEAWG 716 | ZRMS Comments
Crop - - (if different PHI
102000026758), Fluopyram Fosetyl-Al 102000026758), proposed)
requested by proposed by
applicant ZRMS
Apple, |28 days Yes Yes 28 days -
pear,
quince,
nashi

NR: not relevant

3.1.4.2 Consumer exposure

The data available are considered sufficient for risk assessment. Any exceedence of the current MRLs of 0.6 and
0.5 mg/kg respectively on apple and other pome fruits for fluopyram and of 75 mg/kg on pome fruits for fosetyl-Al
as laid down in Reg. (EU) 396/2005 is not expected.

The chronic and short-term intakes of fluopyram residues are unlikely to present a public health concern. As far as
consumer health protection is concerned, France agrees with the authorisation of the intended use(s).

3.15 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 predicted environmental

Evaluator: FRANCE

Applicant: BAYER SAS
Date: 14/09/2018



Part A FLU + FEAWG 71.6 (50 + 666 g/kg) Registration Report —
National Assessment - Country — FRANCE [specification 102000026758] Southern Zone
(LUNA CARE)
Page 14 of 31

concentration (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.

The PEC values of fluopyram, fosetyl-Al 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.

PEC soil and PECsw values derived for fluopyram, fosetyl-Al and its metabolite (i.e., phosphonic acid) are used for
the ecotoxicological risk assessment and mitigation measures are proposed.

PECgw values for fluopyram, fosetyl-Al and their metabolites do not occur at levels exceeding those mentioned in
Regulation (EC) No 1107/2009 and guidance document SANCO 221/2000 on the relevance of metabolites in
groundwater. Therefore, no unacceptable risk of groundwater contamination is expected for the intended uses.

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

3.1.6  Ecotoxicology

3.1.6.1 Effects on Terrestrial Vertebrates

The risk assessment for birds and mammals is carried out according to the EFSA Guidance Document on Risk
Assessment for Birds and Mammals (2009) and considering the EU agreed endpoints of fluopyram and fosetyl-Al.

The toxicity: exposure ratio (TER) values, calculated for recommended scenarios, all exceed the trigger values of 10
for acute risk and 5 for long-term risk, indicating that the risk to birds and mammals (from direct dietary exposure,
drinking water and secondary poisoning) is acceptable following use of LUNA CARE ( FLU + FEA WG 71.6 -
102000026758), according to the proposed use patterns.

3.1.6.2 Effects on Aquatic Species

The risk assessment for aquatic organisms was carried out according to the Guidance Document on Aquatic
Ecotoxicology (Sanco/3268/2001) and considering the EU agreed endpoints of fluopyram, fosetyl-Al and data on
the formulation LUNA CARE ( FLU + FEA WG 71.6 -102000026758),.

The TER values for fluopyram, fosetyl-Al and the metabolite phosphonic acid exceed the relevant triggers,
indicating that the risk to aquatic organisms is acceptable.

3.1.6.3 Effects on Bees and Other Arthropod Species

Based on the guidance documents, the risks for bees and other non-target arthropods are acceptable for the intended
uses.

3.1.6.4 Effects on Earthworms and Other Soil Macro-organisms

The risk assessment for earthworms and other soil macro-organisms was carried out according to the Guidance
Document on Terrestrial Ecotoxicology (Sanco/10329/2002) and considering the EU agreed endpoints of
fluopyram, fosetyl-Al, their metabolites and data on the formulation LUNA CARE ( FLU + FEA WG 71.6 -
102000026758),.

The acute and chronic TER values for fluopyram, fosetyl-Al, their metabolites and data on the formulation are
greater than the triggers of 10 and 5 respectively, indicating that the risk to earthworms and other soil macro-
organisms is acceptable according to the proposed use pattern.

3.1.6.5 Effects on organic matter breakdown

Applicant: BAYER SAS Evaluator: FRANCE
Date: 14/09/2018
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Risk assessment was necessary for fluopyram only. An annual application of 300 g a.s./ha [= 2N rate] plus plateau
concentration will have no influence on soil litter degradation.
3.1.6.6 Effects on Soil Non-target Micro-organisms

The risk from LUNA CARE ( FLU + FEA WG 71.6 -102000026758), to soil micro-organisms was evaluated by
comparison of no-effect concentrations, derived from laboratory tests, with PEC soil.

The no- effect levels exceed the relevant PEC soil values, indicating that the risk to soil micro-organisms is
acceptable following use of LUNA CARE ( FLU + FEA WG 71.6 -102000026758), as proposed.
3.1.6.7 Assessment of Potential for Effects on Other Non-target Organisms (Flora and Fauna)

The risk assessment for non-target plants was carried out according to the Guidance Document on Terrestrial
Ecotoxicology (Sanco/10329/2002) and considering the endpoints of the formulation LUNA CARE ( FLU + FEA
WG 71.6 -102000026758),.

The application of LUNA CARE ( FLU + FEA WG 71.6 -102000026758), does not cause unacceptable effects on
non-target terrestrial plants when applied at a maximum application rate of 3 kg formulation/ha.
3.1.7  Efficacy
Considering the data submitted:
The efficacy of LUNA CARE ( FLU + FEA WG 71.6 -102000026758), is considered satisfactory

The selectivity of LUNA CARE ( FLU + FEA WG 71.6 -102000026758), is considered acceptable, but some
apple varieties such as Golden Delicious or Jonagold are more sensitive. Applicant recommend no use of the
product on apple during flowering and no use of the product on apple varieties Golden / Golden delicious and its
mutants.

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

The risk of negative impact on following and adjacent crops is considered acceptable.

There is a risk of resistance occurring or developing to fluopyram mainly on Venturia inaequalis (VENTIN) on
apple, which requires monitoring.

For FRANCE:
Condition of use:

SPa 1: To avoid the development of resistance to the substance fluopyram, the number of applications of the
preparation LUNA CARE ( FLU + FEA WG 71.6 -102000026758), and other product/active substance with same
mode of action is limited to a maximum of three applications per cropping cycle in apple, pears, quinces and nashis
orchards.

Agronomic recommendation from the evaluation:

Avoid treatment during apple flowering and on sensitive apple varieties.

Monitoring data: -

It will be necessary to continue to monitor the resistance to fluopyram (one monitoring programme for all
fluopyram-containing products).

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: 14/09/2018
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3.2 Conclusions arising from French assessment

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

3.3 Substances of concern for national monitoring

No information stated.

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

3.4.1  Post-authorisation monitoring

There is a risk of resistance occurring or developing to fluopyram on apple, requiring monitoring (one monitoring
programme for all fluopyram-containing products). Any new information likely to modify the assessment of risk of
resistance for all uses must be provided to the competent authorities. An overview of the monitoring must be
supplied when the product’s authorisation is renewed.

3.4.2  Post-authorisation data requirements

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

- The two-year shelf-life study in commercial packaging.

- Tests on persistent foaming and suspensibility at the maximum in-use concentration.

3.4.3 Label amendments

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

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

Applicant: BAYER SAS Evaluator: FRANCE
Date: 14/09/2018
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Appendix 1 — Copy of the French Decision

= N anses C_)

Liberté + Egalind + Fraternivé
REPUBLIQUE FRANCAISE

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 st de ses textes d'application,

Vu fe code rural et de la péche marntime, notamment le chapitre Il du titre V du livre Il des parties légisfative et

réglementaire,
Vu la demande d'aulorisation de mise sur le marché et les demandes associées du produit
phytopharmaceutique LUNA CARE

de la société BAYER SAS

enreqistrées sous les n*2015-2239, 2017-0768, 2017-1418 ot 2018-0744

Vu les conclusions de I'évaluation de I'Anses du 13 juin 2018,

La mise sur le marché du produit phytopharmaceutique désigné ci-aprés est autorisée en France pour les
usages et dans les conditions précisés dans la présente décision et ses annexes.

La présente décision s'applique sans préjudice des autres dispositions applicables.

Avertissement :

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

LUNA CARE
AMM n*2180337 Page 1 sw 8
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RErusLIQuE FRANCAISE

anses &:_)

Informations générales sur le produit
Nom du produit | LUNA CARE
Type de produit Produit de référence
BAYER SAS
Département Homologation,
186, rue Jean-Marie Leclair,
Titulaire CS 90106,
69266 LYON CEDEX 09,
France
Fomﬁlaﬂon i Granulé dispersable (WG) |
Comendnt ‘ :g::ng(g ﬂ ;,;yt;slr;alumimum
| Numéro d'intrant 1 430-2015.01
Numéro d'AMM | 2180337
Fonction 7 Fongicile
Gamme d'ﬂsagéﬁ 'Professonnel

L'échéance de valdité de la présente décision est fixée & douze mois & compter de |la date dexpiration de
Fapprobation de la substance active qui arrivera a échéance le plus toét A titre indicatif, dans I'état actuel du
calendrier d'approdation des substances actives, 'échéance de |'autorisation est fixée au 30 avril 2020,

Le dépot d'une demande de renouvellement conformément & I'article 43 du réglement (CE) 1107/2009, dans les
trois mois suivant ke renouvellement de I'apprebation de la substance active, prelonge de plein droit Fautorisation
de mise sur le marché aprés son arrivée a échéance de la durée nécessaire pour mener a bien I'examen et

adopter une décision sur le renouvellement
La présente décision peut étre retirée ou modifiée avant cette &chéance si des éléments le justifient

A Maisons-Alfort, le

| 4 SEP. 2018

LUNA CARE
AMM n*2180337

2

Francolse WEBER
Directrice générale déléguée
en charge du péle produits réglemeniés
Agence nationale de sécurité sanitaire de

Falimentation, de 'environnement et du travail (ANSES)

Pege 25w 8
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REPUBLIQUE FRANGAISE =
ANNEXE | : Modalités d'autorisation du produit
Vente et distribution
Le titulare de I'autorisation peut mettre sur le marché le preduit uniquement dans les emballages
Emballage Contenance
Sacs en polyéthyléne basse densité / aluminium / .
| polyéthyléne basse densité Tkg:6kg: 12kg
Sacs en polyéthyléne basse densité / polyamide orienté / 1ka:6Ka: 12 k
aluminium / polyéthyléne basse densité 9:0Kkg; 1<kg
Classification du produit
La classification retenue est la suivante
Catégorie de danger Mention de danger
Lésions cculaires graves et Irritation cculaire - H318: Prbvoque une sévére irritation des yeux
| Categorie 2
Dangers pour le milieu aquatique - Danger chronique, | H412 : Nocif pour les organismes aquatiques, entraine
catégorie 3 des effets néfastes a long terme
Pour les phrases P se référer a |a réglementation en vigueur,
Le titulaire de I'autorisation est responsable de la mise a jour de la fiche de données de sécurité et de la
classification du produit en tenant compte de ses éventuelles évolutions.
LUNA CARE
Al n* 2180337 Page s 8
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Libyord « Egalins « Feaoveniod
REPUBLIQUE FRANCAISE

Conditions d'emploi du produit
Stockage et manipulation du produ
- Ne pas stocker le produit dans un local ol |a température peut dépasser 40°C.

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

l'utilisateur :

- lutiisation 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 &tre associé a des réflexes d'hygidne (ex : lavage des
mans, 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 réutiisables doivent &tre
conformes a leur notice d'utilisation.

Pour I'opérateur, porter
Pulvérisation a I'aide de pulvérisateurs pneumatiques ou des atomiseurs

» 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 déperiant ,

- EPI partiel (blouse ou fablier & manches longues) de catégorie |ll et de type PB (3) & porter par-dessus la
combinaison précitée ;

- Lunettes ou &cran facial certifié norme EN 166 (CE, sigle 3) ;

» pendant Fapplication - Pulvérisation vers le haut

Si application avec tracteur avec cabine
- Combinaison de travail en polyester 65 %/coton 36 % avec un grammage de 230 g/m? ou plus avec
traitement déperiant ;
- 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 ca cas, les ganis ne doivent étre portés qu'a l'extérieur de la cabine et doivent
étre stockés aprés utilisation a 'extérieur de |a cabine ;

Si application avec tracteur sans cabine
- Combinaison de protection de catégerie Il type 4 avec capuche |
- Gants en nitrile certifiés EN 374-2 a usage unique, dans le ¢as d'une intervention sur le matériel pendant la
phase de pulvérisation ;

+ pendant le nettoyage du matériel de pulvérisation
-Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m® ou plus avec
traitement déperlant
- EPI partiel (blouse ou tablier & manches longues) de catégorie Il et de type PB (3) a porter par-dessus la
combinaison précitée ;
- Lunettes ou écran facial certifié norme EN 188 (CE, sigle 3).

LUNA CARE
AMM 2180337 Pege 7 sw §
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Libertd » Egaliad + Frareenitd
REPUBLIQUE FRANCAISE

Pour le travailleur, porter

- Une combinaison de travall (cotte en coton/polyester 35 %/ 65 % - grammage d'au moins 230 g/m?) avec traitement
deperlant 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 :
- 24 heures

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

¥ une ore

Protection de l'eau

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

routes.

Protection de la faune
- SPe 3 : Pour protéger les crganismes aquatiques, respecter une zone non traitée de 5 mélres comportant un
dispositif végétalisé permanent non traité d'une largeur de 5 métres en bordure des points d'eau.

Gestion des résistances

- Spa 1 : Pour éviter le développement de résistances & la substance active fluopyram, il conviendra de limiter le
nombre d'applications du preduit 3 3 applications maximum par cycle cullural sur « pommier » et de tout aulre produit
a base de substance active ayant le méme mode d'action.

Exigences complémentaires post-autorisation

A défaut de transmission de ces données dans les délais imparlis a compter de la date de la présente décision, la
présente décision pourra étre refirée ou modifiée.

Détail de la demande post autorisation Délai (mois) Récurrence (mois)
Fournir les tests de mousse persistante et de suspensibilité a 24 -
la concentration maximale d'utilisation.
Fournir les résultats de |'étude en cours de réalisation, 24 -
concernant la stabilité au stockage pendant 2 ans, a
température ambiante,

Poursuivre le suivi de |a résistance au fluopyram pour la - -
tavelure sur pommier.

Fournir aux autorités compétentes, toute nouvelle information
susceptible de modifier I'analyse du risque de résistance.

LUNA CARE
Al n*2180337 Page 8 sur 8
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Registration Report —
Southern Zone

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

LUNAE Care

Contient 5 % fluopyram
66.6 %o fosatyl-Al
Sous forme de granulés dispersiblas dans U'aauWiE)

Fongicids associmtuns substance active 4 mods d'action SDHI (banzamidas) st une seconde substance active du
eroupe des phosphonatss. Utilisable sur arbres fruitiars dpapins pour lutter contre las ascomvestes et las
oomycates.

Sacde 12kg

Classification HRAC: CI-Z

Etiguete CLP

RESERVE A UN USAGE EXCLUSIVEMENT PROFESSIONNEL

Luma Care st un fongicide 4 base de fluopvmm (mode d'action des SDHI, groupe des bezamides, famille des
pyramidas), et defosetvl-Al (eroupe das phosphomates). Las 2 substancss actives fonctiomnent par svstamis
ascandants (flux xylémigue) mais sealansnt descandants pour le fosetyl-Al (fhux phlosmigue). Ellss sont actives
sur ascomyodtss ot oomvedtss et sont complémentsirss. Le fluopymm sst efficace swr tavelirs oidium,
stamphvliosss, ot chaners comrmm. La fosetvl-Al est afficace sur tavelire stemplvliosss, chaners suropsan et

bactariss.
Luna carz s2 préasants sous forms de pranulés dispersibles.

Tableanx des usages:

=
AR (enjoursion . .
. . tions
; Specifications Stades SCa .
ICultura ICiblas / Usagas [Dosas ; vironnamesnt {voir
ldusags cultuIas{:NC=nDn lieendes)
lconcems) =
[Poirier - Cognassisg P trait,campagne
o = “Tavalura du poiter [3.0Lkghsa [BECH 51 aBBCH 28 la
- Mashi Rl
.. . . 3 trait,/campagns
[Poirier - Cognassisf{lachas noires oy e
E 101 7
| Nashi (Stemphylinm) [0 02 BECH 31aB5CH 18 te
Poirizr - Co El:lassiu'l:!u bactirisn du 3 trait,/campagns
M -]1 = " poirisr (Epwinia 3.0kgha [EECH 51 aBBCH 18 la
- Mashi vloyors) Bl
. . . . 3 trait,/campagna
[Foiriar - CoenassisfBactérioses d P
g 101 7
 Mashi aud 3.0Lkghs EF.CH 51aBBCH 28 la
.. . 3 trait,/campagns
Poiriar - Comnassistinggo 3 0kehs EECH 51 3BBCH 28 la
- Iashi 21
[Poiriar - Cognassisg B trait /campagne
o = “|Chanecrz suropgen  [3.0kgha BECH 51 aBBCH 18 la
- Mashi 51
3 trait /campagna
[Pommiar Didium 1.0kghsa BECH 51 aBBCH 28 la
21
3 trait,/campagns
[Pommisr [Tavelurs du pormizg3.0 kgha [BECH 51 aBBCH P la
21
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AR (enjoursion : .
|Specifications |Stades f;:::hnm (o
ldusaga leulturas {"NC=II.DII. 2 des)

leoncema) =

ICultura ICiblas / Usages Dosas

3 trait,/campagns
[Pommiar [Fau bactérisn 3.0kgha BECH 51 aBBCH 18 la
21

3 trait,/campagna
[Pommiar Chaners suropsen  [3.0kgha [BECH 51 aBBCH 28 la
81

Lirnites meximales sn m@sidus da substamcss actives : 52 mportar s LME & vignsur i nivemn de 1Thion
Europssnns st consultables 4 'adress= - http://ac.suropa.su/sanco pesticidss/public/ind=x.cfm

Baver SAS ne préconise [utilisation de c2 produit que sur lss culturss =t usages mentiormés dans le tablsan des
usagas ci-dassus et & ca tite, dacline tout responsabilits concemant l'élarpissemsant de son utilisation & d'mutras
usagas tals que pravus parlarréta du26 mars 2014,

1. rganismes aguaiguss

la. Pour protégsr les organismss aguatiques, respecter 1me zons non fraités de distance & préciser métres par rapport
aux points d'san

L= tablaau ci-dessus fait apparaitrs les pracantions & prendrs pour U'anvirommernent, fixass par lsntorisation da mise
en marché da la spacialita.

51 ZNT aquatiqgue non fixés (en I'shsance sur 1'étiquetts de zone non traitée par rapport sux points d'aau), respactar,
salon les dispositions de l'arrétadu 12 septembra 2006, la valsurminimales suivants : Zonsnontraités 3 métras.
Champ d'activite :

Mode d'emploi :

- Preparanon de la bowllis
Varser LUMNA Care dans la cuve du pulvarisateur ramplis au medns @ tiers, asitateur an marche. Complater avee la
volume d'zan nacessaire ot maintapir l'agitation pendant l'application

- Melanges et Compatbilites
Las mélangas doivent &fre mis an cavre conformément 4 la réglemantation an vigneur. Pour commaitre la datail
pratiqua da catte mise en ceuvre, il st néces saire da contacteran praalshla 12 0 80025 3545

- Conditions de trattement (Epog ue, stade, seul d Tntervention)
Attantion : = cas da recours 4 das techniques cultirales nowuvellamant mises en ocnvre par Iutilisatenr ou présantant
{in= quelconque spécificité, lutilisatur doit an nformer son foumisseur avant foute vtilisation du produit, afin que
2 darmier puisss en védifierla faisabilitéavec la fabricant du produit.

- Programme de trattement

Conditions dutilisation sur pormmnier:

ERaspactar la nombre maximim da 3 applications d2 Lima Cars par an sur fmits 4 papins. ltéerer Luna Cars dans 1m
proeramme alternant les familles chimiques, ne pas dépassar 3 applications par an de fongicides contanant un SDHL

Facommandations particulisras:

Sansibilitsé varigtale: Luna Care sutilise du stade BECH 31 4 BECH B1 sauf sur varistd Goldan st toutes les varistss
avant un parentde I ganstiqus Goldan (par sxempls Jonagold, Honsr Cnmch, Smoothes ). Sur ces varidtés, pour

Applicant: BAYER SAS Evaluator: FRANCE
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des raisons de sélectivits, Lima Care s'spplique = pré-floraizon, du stads BBCH 51 2 33 et e post-floraison du
stads BECH 71 4 81. Les stades compris antre BECH 36 inclus (bouton verf) ot BBCH 71 non inclus (dismétre das
fruits da 10 mm) sont & proserire pour #viter des marquagss sur feuillss de rosstte ot patales. Powr toule mnovation
varistala, se rapprochardes stations régionalss du CTIFL at das papiniaristas.

Cadsnce d'application: Les parformances de Lima Care peamettant de= travailler & ime cadace de 7 & 12 jours en
fonction du risque tavehire ot da la pluviométris. En cas d'applications successives de Lima Care uns cadancs
suparieure ou égale 4 10 jours devea 8re respectse. Dans la pratipue on veillara capandant 4 altemer las modes
d'action.

Oidium, tavelura et chancrssuropsan:

Il szra positionns en pravantif sur oidinm tavelurs ot chaners swropsan. Compte-temi de som DAR d= 28 jours,
Luma Care pourra s'utilisar sur tevelire secondairs et chancre commum afin de garantic toute la qualit de la récolta.
Luma Cars sutilisera an sein dun progmmme ds protection incluant des famillas chimiques & modss daction
diffarants.

Fau bactérisn:

Luna Car s'appliqgus an praventif an plus proche de la contamination, & altarmancs svec d'antres modas daction.
Powur bendficier m1 misx da la doubls sviamis du fosatwl-Al lss spplications an présance de fanillags saromt plus
afficientas.

Conditions dutilisation sur poitar:

Faspacterlz nombre maximim d= 3 applications d= Luma Care par an sur fmits 4 papins. mtéerer Luna Cars dans 1m
programme alternant las familles chimiquas, ne pas dépassar 3 applications par an de fongicides contanant un SDHL

Facommandations particulisras:

Cadsnce dapplication: Las parformances de Lima Care pemmsttant ds travailler & 1ime cadancs da 7 4 12 jours an
fonction du risque stamphvlioss =t d= ls plyviomstris. En cas dapplications successives de Lima Care, ime cadancs
supérisira ou égals & 10 jowrs devrea &tre raspectés Dlans la pratigue on weillaras cspandant 4 altemar las medas
d'action.

Oidium, tavelura st chancrssuropéan:

Il sara positionns en pravantif mur oidinm tavelurs ot chaners suwropéan. Compte-term de som DAR d= 28 jours,
Luma Care pourra s'utilisar sur tevehirs secondairs 2t chancre commmum afin de garantic touts la qualit d= larécolts.
Luma Cars sutilisera an sein dun progmmme ds protection incluant des famillss chimiques & modss daction
différents.

Fau bactérizn ot bactérioses 4 psaudomonas:

Luma Care s'appligus an prévantif an plus prochs de la contammation, an altermancs avac d'autres modass d'action.
Pour bensaficier m misx de la doubls svidmis du fosatwl-Al les spplications an présance de faunillags seront plus
afficientas.

Précautions a prendre :

- Pourle stockage
- Censerver la produit dans son amballage derigine, dans das locam farmss 4 cla & lécart da tout aliment st boisson
v compris ceuxpour les animaise, st hors de portes des enfants, Les locaux doivent Stre frais ot ventilés,
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- Mesures de protection des individus

Pour protéger 'opérateur, porter :

Pendantle melange/chargement :

- Dias gants da tvpe nitrila cartifias EN 374-3

- Une combinaison de travail (cotte an cotom / polvester (33%0/65% - erammape dau moins 230 g'ml) avec
traitamant daperlant.

- Vitemsnt imparmsable (tablier ou blouse 4 manches lenguss cartifises catégori= I type 3 (FB2) & portar par-
dessusla combinsison précités

- Lunettas ds sécuritd conforms 4 la réglamentation et selonla norms EN 166,

Pendane Uapplicamon :

Siapplication avee pulsdrizatewr 4 dos ou aver lance tenue 4 la main

- Gants cartifiss pour la protection chimique selon la norme de @farence BN 374-3 de tvpe nitrile réutilisable
pandant "application,

- Combinsison de travail {cotts en coton / polvestar (35 %063 o, grammape d'an moins 230 g'm?) avec traitmant
déparlant.

- Lunettas d= sécurits conformsa 4 la réglamentation et salonla norme EN 166,

Siapplication aves tractswr sans cabine:

- Dias gants da type nitrila certifidgs EN 374-2 de typa nitrile 4 usage uniquependant 1" application

- Une combinsison de travail (cotts an cotom / polvestsr (35%0/63% - prammape dau moins 230 gml) avec
traitemnant déperlant.

- Lunettas d= sacurits conformea 4 la raglamentation et salonla normea EN 166.

Siapplication avee tractewr aves cabine:

- Ganfs an nitrils certifigs EIN 374-2 4 usage unique, dans le cas d'ume intervention sur ls matéris]l pandant la phase
de pulvérization. Dans ce cas, lss gants ne doivent &tre portés qu’d 1'=ctérisur de la cabine ot doivent étre stockés
apras utilisationa | axtérisurde la cabina.

- Une combinaison de travail (cotte an cotom / polvester (33%0/65% - prammape dau moins 230 g'ml) avec
traitement dépearlant.

Pendant le nettoyage du materisl de pulvdrisation

- (rants cartifiés powr la protectionchimiqus selon la nomms da référance EN 374-3 da tvpe nitrils

- Une combinaison de travail (cotte an cotom / polvester (33%0/65% - prammape dau moins 230 g'ml) avec
traitement daperlant.

- Vitemsnt imparmsable (tablier ou blouse 4 manches longuss cartifises catésori= I type 3 (FB2) & portar par-
dessusla combinsizon précités,

- Lunettas ds sécuritd conforms 4 la réglamentation et selonla norms EN 166,

Pour protéger le travailleur, porter :
Uns combinaison da travail {cotte & coton / polyester {35%0/65% - grammags d'an moins 230 g/ml) avec traiemant

déparlant.

- Pourl'emplot
- Eviter l'inhalation de gouttelattas da bouillie
- Traiter en l'sbsence de vent
- Eliminer las fonds da cuve conformamant 4 la réglementation en vignsur,

- Pourl'shimination duprodutt et de l'smballage
- Pour I'élimination des produits non utilisables, fairs appel 4 une entreprise habilits pour la collacts ot lélimination
des produits dangsram,
- Mz pas rautilisar las amballages vides at les aliminer viawne collacts oremisae par les distributaurs partanaires de
la filidra Adivalor ouun autre servics decollacts spacifiqua.

LUNA Care AMM n®:
S0gkede fluopvram seit § ¥ mim
666 g'ke da fosatyl-Al soit 66 63 m'm
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Attention

H31% Provogue une sévére irritation des yenx

H411 Toxigue pour les organismes aguatiques, entraine des effets néfastes a long terme
EUH401 Respectez les instructions d*ntilisation pour éviterles risgnes pour la santé humaine et
I’environnement

F1E{ —Portaz das gants de protaction/dss vétaments de protection/um Squipamsent da protection das vewd/duvisags
P37 +P313 — &il'irritation oculsire persiste: consultarun médacin.
P301 —Eliminer lz contam/meipient dans le lisu 4’ élimination conforme 4 la réglementation locals,

Diélai de fentrés des travaillews dans ls zone traits : Non ficd, an labsance de délai ds rentrés mentionné sur
l'atiquatts, respectar, selon las dispositions da l'arréte du 12 septambre 2006, 3 titre indicatif, la valsur minimals
suivanta pour ca produit, délai darentrée da : 24 heures aprés traitamant.

Ne pas polluer]'ean avec le produit ou son emballage,
Eespectez les instructions d'utilisation afin d'éviter les risgnes pour la santé hamaine et I'environnement,

Premiers secowrs

Conseils généram:

- ¥éloigner da la zone dangersuss,

- Enlever immadistament tout vEtament souills ot la mattra 4 l'dcart.
- Maintanir at transportarla victime en position latérala da sacurita.

Inhalation :

- Amener la victimea 4 I'air libra.

- Garder la victime au repos 2t la maintenir an chaud.

- Appeler immeédistement un médacin ou uncentra AntiPeison

Contactavec lapsan:

- Nattover avec une grande quantité d'san et du savon, si disponible, avec du pplvéthvlénaelyeol 400, puis rincer
avecdelzan.

- 3i las troubles seprolonesnt, consultarun madacin

Contact avec las veux :

- Rincer immédiatement ot abondamment 4 I'sau, ¥ compsis sous las paupisres, pendant au moins 15 minutes.
- Aprés las 5 pramisres mimites, snlever las lantillss coméennss, siprésantas, contimiera rincer Uggil.

- Faire appal 4 une assistance madicals encas d'apparition duns irritation qui parsista.

Ingastion :

- Na PAS faire vomir.

- Appelar immédistement un médacin ou uncentrs AntiPeison
- Rincer la boucha.

En cas de parte dz la Fiche d= dormaas da sécurits, calle-ci paut vous &z 4 nowvem foumis sur simpls sppal an 0
BO0 253545 ouétre consultés surles sites intemet : woarw bayer-aerifr ot v muickfds.com .

En cas durgancs, appelar I 13 ou lz centrs antipoison puis signalez vos svmptémes s réseau "Phytattitnds" n®
wart () 800 887 887 (appsl gratuit depuis unposts fixe).
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Diate de fabrication/n” dz lot : voir sur l'smballags

Important

Fespecter les usages, doses, conditions et précantions d'empli mentionnés sur l'emballige qui ont ate
déterminés en fonction des caractéristiques du produi ef des applications pour lesquelles il est préconise,
Conduisez sur ces bases, la cukure et les tratements selon b bonne pratigue agricole en tenant compie, sous
voire responmbilite, de tons factenrs particuliers concernant votre exploitation, tels gne b nature du sol, les
conditions météorologignes, les méthodes enlturales, les varistes vegetales, Ia résistance des espéces...

Le fabricant garanti# la gualié de ses produits vendus dans lenr emballge dorigine ainsi gue lenr
conformite a I'antorisation de vente do Ministére de I' Agriculture,

Compte tenn de la diversiteé des legislations existantes, il est recommandé, dans le cas onles denrées issnes des
cultures protégées avec cette specialite sont destinées a 'exportation, de vérifier la réglementation en viguenr
dansle paysimportatenr.
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Appendix 3 — Letter(s) of Access

Not applicable.
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