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PART A
RISK MANAGEMENT

1 Details of the application

The company Bayer CropScience Division has requested a marketing authorisation in France for the
product FANDANGO NEO (product code: 102000037169), containing 50 g/L fluoxastrobint and 100 g/L
prothioconazole! as a fungicide for professional uses.

Appendix 1 of this document provides a copy of the product authorisation.

Appendix 2 of this document contains a copy of the product label (draft as proposed by the applicant).

1.1 Application background

The present registration report concerns the evaluation of Bayer CropScience Division’s application
submitted on 17/12/2021 to market FANDANGO NEO (102000037169) in France (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 authorisationof this product in France and in other Member States
(MSs) of the Southern zone.

The present application (2021-5335) was evaluated in France by the French Agency for Food,
Environmental and Occupational Health & Safety (Anses), according to the Regulation (EC) no
1107/2009%, the implementing regulations, and French regulations. This application was assessed in the
context of the zonal procedure for all MSs of the Southern zone, taking into account the worst-case uses
(“risk envelope approach”)®. When risk mitigation measures were necessary, they are adapted to the
situation in France.

The data taken into account are those deemed to be valid either at European level (Review Report and
EFSA conclusion) or at zonal/national level. The assessment of FANDANGO NEO (102000037169) has
been made using endpoints agreed in the EU peer reviews of fluoxastrobin and prothioconazole. It also
includes assessment of data and information related to FANDANGO NEO (102000037169) where those
data have not been considered in the EU peer review process.

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 risk assessment conclusions provided in
this document are based on the information, data and assessments provided in the Registration Report, Part
B Sections 1-10 and Part C, and where appropriate the addendum for France.

The conclusions on the acceptability of risk are based on the criteria provided in Regulation (EU)
No 546/2011%, and are expressed as “acceptable” or “not acceptable” in accordance with those criteria.

This document also describes the specific conditions of use and labelling required for France for the
registration of FANDANGO NEO (102000037169).

1 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

2 REGULATION (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant pro-
tection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC

8 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

4 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://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF

Page 5/36

102000037169/ FANDANGO NEO
Part A - National Assessment
FRANCE DEPR version

1.2 Letters of Access

Not necessary: the applicant is the owner of data which support the approval of the active substances.

1.3 Justification for submission of tests and studies

According to the applicant: « The tests and studies on vertebrate animals submitted within this dossier are
necessary to complete the data package as required in the Commission Regulation (EU) No 284/2013
setting out the data requirements for Plant Protection Products. Existing data was not available from another
source.».

1.4 Data protection claims

Where protection for data is being claimed for information supporting registration of FANDANGO NEO
(102000037169), it is indicated in the reference lists in Appendix 1 of the Registration Report, Part B
Sections 1-7.

2 Details of the authorisation decision

2.1 Product identity

Product code Fluoxastrobin+Prothioconazole EC 150 (50+100)
FXA+PTZ EC 150

Specification No.: 102000037169

Product name in MS

FANDANGO NEO

Authorisation number

Kind of use Professional use

Low risk product (article 47) No

Function Fungicide

Applicant Bayer S.A.S., Division Crop Science

Active substance(s)
(incl. content)

Fluoxastrobin, 50 g/L
Prothioconazole, 100 g/L

Formulation type

Emulsifiable concentrate [Code: EC]

Packaging

N/A : no marketing authorisation granted

national authorisations

Coformulants of concern for

Restrictions related to identity

Mandatory tank mixtures

None

Recommended tank mixtures

None
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2.2 Conclusion

The evaluation of the application for FANDANGO NEO (102000037169) resulted in the decision to refuse
the authorisation.

2.3 Substances of concern for national monitoring

Refer to 5.1.1.

2.4 Classification and labelling

24.1 Classification and labelling under Regulation (EC) No 1272/2008

N/A : no marketing authorisation granted.

24.2 Standard phrases under Regulation (EU) No 547/2011

N/A : no marketing authorisation granted

2.4.3 Other phrases (according to Article 65 (3) of the Regulation (EU) No
1107/2009)
None.
2.5 Risk management

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

The French Order of 4 May 2017° provides that:

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

- unless otherwise stated in the product authorisation, the minimum buffer zone alongside a water body
is 5 metres for products applied through spraying or dusting;

- unless otherwise stated in the product authorisation, the minimum re-entry period is 6 hours for field
uses and 8 hours for indoor uses.

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

Finally, the French Order of 12 April 2021° provides that:

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

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

5 Arrété du 4 mai 2017 relatif a la mise sur le marché et & l'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés a l'article
L. 253-1 du code rural et de la péche maritime, amended by the arrété du 27 décembre 2019 relatif aux mesures de protection des personnes
lors de I'utilisation de produits phytopharmaceutiques https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte ;
https://www.legifrance.gouv.fr/affichTexte.do?cid Texte=JORFTEXT000039686039&categorieL ien=id

& https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456



https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000039686039&categorieLien=id
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456
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Thus, at French national level, possible extrapolation of submitted data and the corresponding assessment
from “reference” crops to “related” ones are undertaken even if not clearly requested by the applicant in
their dRR, and a conclusion is also reached on the acceptability of the intended uses on those “related”
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.

25.1 Restrictions linked to the PPP

N/A : no marketing authorisation granted

252 Specific restrictions linked to the intended uses

Some of the authorised uses are linked to the following conditions in addition to those listed under point
2.5.1 (mandatory labelling):

None.

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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2.6 Intended uses (only NATIONAL GAP)

Please note: The GAP Table below reports the intended uses proposed by the applicant, and possible extrapolation according to French Order of 12 April 2021 (highlighted in green), evaluated and concluded as safe uses by
France as zZRMS/. 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.

Use should be crossed out when the applicant no longer supports this use.

GAP rev. 1, date: 2024-05-23

PPP (product name/code): FANDANGO NEO Formulation type: EC @h
Active substance 1: Fluoxastrobin Conc. of a.s. 1: 50 g/L ©
Active substance 2: Prothioconazole Conc. of a.s. 2: 100 g/L ©
Applicant: Bayer CropScience Professional use: X
Zone(s): Southern Zone © Non-professional use: [ ]
Verified by MS: Yes
Field of use: Fungicide
1 2 3 4 5 6 7 8 9 10 | 11 12 13 14
Use- |Member |Crop and/ | F, Pests or Group of pests | Application Application rate PHI Remarks:
No. © |state(s) |or situation | Fn, | controlled T . (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | kg or L|g a.s./ha | Water e.g. g safener/synergist
(crop G (additionally: nd stage of crop & |a) peruse between product/ha L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/|applications |a) max. rate per|a) max. rate per ) ®
of crop) Gpn | the pest or pest group) season (days) appl. appl. min/ma
or b) max. total rate | b) max. total rate | x
I per crop/season | per crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member |Crop and/ | F, Pests or Group of pests | Application Application rate PHI Remarks:
No. © | state(s) |or situation | Fn, | controlled T — (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | kg or L|g a.s./ha | Water e.g. g safener/synergist
(crop G, (additionally: nd stage of crop &|a) per use betm{een_ product/ha L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ |applications |a) max. rate per|a) max. rate per ) 0}
of crop) Gpn | the pest or pest group) season (days) appl. appl. min/ma
or b) max. total rate | b) max. total rate | x
I per crop/season | per crop/season
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member |Crop and/ | F, Pests or Group of pests | Application Application rate PHI Remarks:
No. © | state(s) |or situation | Fn, | controlled T — (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | kg or L|g a.s./ha | Water e.g. g safener/synergist
(crop G, (additionally: nd stage of crop &|a) per use betm{een_ product/ha L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ |applications |a) max. rate per|a) max. rate per ) 0}
of crop) Gpn | the pest or pest group) season (days) appl. appl. min/ma
or b) max. total rate | b) max. total rate | x
I per crop/season | per crop/season

10
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member |Crop and/ | F, Pests or Group of pests | Application Application rate PHI Remarks:
No. © | state(s) |or situation | Fn, | controlled T — (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | kg or L|g a.s./ha | Water e.g. g safener/synergist
(crop G, (additionally: nd stage of crop &|a) per use betm{een_ product/ha L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ |applications |a) max. rate per|a) max. rate per ) 0}
of crop) Gpn | the pest or pest group) season (days) appl. appl. min/ma
or b) max. total rate | b) max. total rate | x
I per crop/season | per crop/season

11
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member |Crop and/ | F, Pests or Group of pests | Application Application rate PHI Remarks:
No. © | state(s) |or situation | Fn, | controlled T — (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | kg or L|g a.s./ha | Water e.g. g safener/synergist
(crop G, (additionally: nd stage of crop &|a) per use betm{een_ product/ha L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ |applications |a) max. rate per|a) max. rate per ) 0}
of crop) Gpn | the pest or pest group) season (days) appl. appl. min/ma
or b) max. total rate | b) max. total rate | x
I per crop/season | per crop/season

12
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member |Crop and/ | F, Pests or Group of pests | Application Application rate PHI Remarks:
No. © | state(s) |or situation | Fn, | controlled T — (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | kg or L|g a.s./ha | Water e.g. g safener/synergist
(crop G, (additionally: nd stage of crop &|a) per use betm{een_ product/ha L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ |applications |a) max. rate per|a) max. rate per ) 0}
of crop) Gpn | the pest or pest group) season (days) appl. appl. min/ma
or b) max. total rate | b) max. total rate | x
I per crop/season | per crop/season

13
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No. © | state(s)

(crop
destination/purpose
of crop)

Pests or Group of pests| Application
controlled

nd stage of crop &|a) per use between
season b) per crop/ | applications
season (days)

(additionally:
developmental stages of
the pest or pest group)

Page 14/36

Remarks:

Method/Ki | Timing/Growth | Max. number | Min. interval | kg or S. e.g. g safener/synergist

product/ha per ha
a) max. rate per [a) max. rate per 0}
appl. appl. min/ma

b) max. total rate | b) max. total rate | x

per crop/season | per crop/season
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No. © | state(s)

(crop
destination/purpose
of crop)

Pests or Group of pests| Application
controlled

nd stage of crop &|a) per use between
season b) per crop/ | applications
season (days)

(additionally:
developmental stages of
the pest or pest group)
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Remarks:

Method/Ki | Timing/Growth | Max. number | Min. interval | kg or S. e.g. g safener/synergist

product/ha per ha
a) max. rate per [a) max. rate per 0}
appl. appl. min/ma

b) max. total rate | b) max. total rate | x

per crop/season | per crop/season
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* As some standards may have undergone changes, it is the responsibility of the applicant to update the references.
** Possible application during the flowering period according to the order of 20 November 2021 on the protection of bees and other pollinating insects and the preservation of pollination services when using plant protection

products
Remarks
table
heading:

Remarks
columns:

(@)
(b)

©

N =

e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)

Catalogue of pesticide formulation types and international coding system CropLife
International Technical Monograph n°2, 6th Edition Revised May 2008

g/kgor g/l

Numeration necessary to allow references

Use official codes/nomenclatures of EU Member States

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

F: professional field use, Fn: non-professional field use, Fpn: professional and non-
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use,
Gpn: professional and non-professional greenhouse use, I: indoor application

Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of
application must be named.

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

(d)
©)

®

Select relevant

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

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

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

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

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

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

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

PHI - minimum pre-harvest interval

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

16



Page 17/36

102000037169/ FANDANGO NEO
Part A - National Assessment
FRANCE DEPR version

3 Background of authorisation decision and risk management

3.1 Physical and chemical properties (Part B, Section 2)

All studies have been performed in accordance with the current requirements and the results are deemed
acceptable.

The appearance of the product is that of a light yellow slightly turbid liquid, with no odour. It is not
explosive, has no oxidising properties. The product has a flash point of 150 °C. It has a self-ignition
temperature of 393 °C. In aqueous solution, it has a pH value around 4.5 at ambient temperature (25 £ 5
°C). There is no effect of low and high temperature on the stability of the formulation, since after 7 days at
0 °C and 14 days at 54 °C, neither the active ingredient content nor the technical properties were changed.
The formulation is stable for at least 2 years at ambient temperature when stored in COEX/EVOH (co-
extruded high density polyethylene (HDPE) with an internal barrier layer made of ethylene vinyl alcohol
copolymer) packaging. Its technical characteristics are acceptable for an EC formulation.

The intended concentration of use is 0.4375% to 1.75%.
No recommendation on the label for any tank mix with any other product.

Claimed packaging in France

Bottle HDPE/PA (1L) [not accepted]

Bottle HDPE/ EVOH (1L)

Drum HDPE/PA (3, 5, 10 and 15L) [not accepted]

Mention “agitation should be maintained during application” should be add in the label.

3.2 Efficacy (Part B, Section 3)

The effectiveness levels of the product FANDANGO NEO (102000037169) are considered acceptable for
all requested uses.

The phytotoxicity level of FANDANGO NEO (102000037169) is considered negligible for all claimed
uses.

The effects on yield, on the quality of plants, on the bread and beer making processes, on treated plants to
be used for propagation are considered acceptable for all claimed uses.

There is a resistance risk requiring the setup of a monitoring of resistance® to prothioconazole on
Zymoseptoria tritici, on Blumeria graminis, on Fusarium ear diseases for wheat, and on Pyrenophora teres
for barley. On Zymoseptoria tritici on wheat and on Pyrenophora teres on barley, efficacy trials in situation
of resistance® should be perfomed.

8 Refer to CEB (Vegephyl), DT 23.
% Refer to CEB (Vegephyl), DT 29.

17
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There is a resistance risk requiring the setup of a monitoring of resistance!? to fluoxastrobin on
Pyrenophora teres for barley. For this pathogen (Pyrenophora teres), efficacy trials in situation of
resistance?® should be performed.

Since there is already a widespread resistance of Zymoseptoria tritici and Blumeria graminis to Qol,
fluoxastrobin is not considered effective against this disease anymore. Then, the use of FANDANGO NEO
(102000037169) is only justified on wheat in case of the presence of a complexe of diseases.

To avoid the resistance development of some cereals diseases to prothioconazole and fluoxastrobin, the
application number is limited to 1 per crop and per year on wheat, triticale and barley.

To manage the resistance risk to active subtances belonging to the same mode of action (DMI*° and Qol*),
it is recommended to follow the limitations of use by chemical group recommended by the French note on
resistance management on cereal diseases.

3.3 Methods of analysis (Part B, Section 5)

3.3.1 Analytical method for the formulation

Analytical methods for the determination of the active substances and the relevant impuritties in the
formulation FANDANGO NEO (102000037169) are available and validated.

3.3.2 Analytical methods for residues

Analytical methods are available in the Draft Assessment Report and in this dossier and validated for the
determination of residues of Prothioconazole and Fluoxastrobin in plants (dry crops), food of animal origin,
soil, water (surface and drinking) and air.

3.4 Mammalian toxicology (Part B, Section 6)

Endpoints used in risk assessment

Agreed EU endpoints

Active substance

Fluoxastrobin

Prothiconazole

Desthio-Prothioconazole

AOEL systemic 0.03 0.2 0.01
AAOEL - - -
Oral absorption 80 -92% > 90% > 90%

Vapour pressure

5.6 x 10 -10 Pa at 20°C

<< 4 x 10-7 Paat 20 °C
<< 4 x10-7 Paat 25 °C

10 Inhibits methylation of other molecules, in particular of the 14-a demethylase which contribute to the sterol syn-

thesys.

11 Qol group targets the complex 111 of the mitochodrial respiration and inhibit bcl cytochrome (ubiquinone fixation

site on cytochrome b).
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Reference

EFSA 2007: EFSA
Scientific Report (2007)
102, 1-84

Concentrate: 1.4%
Dilution: 21%

EFSA 2007: EFSA Scientific Report (2007) 106, 1-9

Dermal absorption Concentrate: 25%

Dilution: 70%

Concentrate: 25%
Dilution: 18%

3.4.1 Acute toxicity

FANDANGO NEO (102000037169) containing 100 g/L of Prothioconazole and 50 g/L of Fluoxastrobin
has a low toxicity in respect to acute oral, inhalation and dermal toxicity. It is irritating to the rabbit eye and
it is not a skin sensitizer. It is also suspected of causing cancer.

3.4.2 Operator exposure

Considering proposed uses, operator systemic exposure was estimated using the EFSA model*?:

Fluoxastrobin Prothioconazole Desthio-Prothioconazole

Model data

Level of PPE % AOEL % AOEL % AOEL
Use: Cereal
Application : Tractor /down spraying
outdoor
Crops
Application  rate: 1 L|{0.0875 kg Fluoxas-|0.09625 kg Prothiocona-|0.07135 kg Desthio-
FANDANGO NEO/ha trobin/ha zole/ha prothioconazole/ha
Spray ap- | Working 2.17 1.74 18.48
plication coverall and
(AOEM; gloves during
75th percen- | mix/loading and
tile) application
Body
weight: 60
kg

According to the model calculations, it can be concluded that the risk for the operator using FANDANGO
NEO (102000037169) is acceptable with a working coverall and gloves during mixing/loading and
application.

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

3.4.3 Worker exposure

Workers may have to enter into treated areas after treatment for crop inspection/irrigation activities.
Therefore, estimation of worker exposure was calculated according to AOEM model.

12 AOEM - Agricultural Operator Exposure Model (EFSA Journal 2014:12 (10):3874)
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Fluoxastrobin Prothioconazole Desthio-prothiocona-
Model data zole
Level of PPE %AO0EL %AO0EL %AO0EL
Activity: Inspection/Irrigation
Outdoor
Work rate: 2 hours/day
Number of applications : 1
Interval between treatments: 365 days
DT50: 30 days 30 days 1 day
DFR: 3 pglem?/kg a.s./ha 3 pglcm?/kg a.s./ha 0.625 pg/cm?/kg a.s./ha
Application rate (kg as/ha) 0.0875 kg 0.09625 kg 0.07135 kg Desthio-
Fluoxastrobin/ha Prothioconazole/ha prothioconazole/ha
Body weight: | Work wear (arms, 8.58 4.72 5.20
60 kg body and legs
covered)
TC:
1400cm2/person/h

There is no unacceptable risk anticipated for the worker reentering into treated crops.

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

344 Bystander exposure

Consideration of acute exposure should only be made where an AAOEL has been established during an
approval, review or renewal evaluation of an active substance, i.e. no acute operator or bystander exposure
assessments can be performed with the AOEM model where no AAOEL has been set2,

Only resident exposure is provided since, according to EFSA Guidance on the assessment of exposure of
operators, workers, residents and bystanders in risk assessment for plant protection products (EFSA Journal
2014;12(10):3874): “No bystander risk assessment is required for PPPs that do not have significant acute
toxicity or the potential to exert toxic effects after a single exposure. Exposure in this case will be deter-
mined by average exposure over a longer duration, and higher exposures on one day will tend to be offset
by lower exposures on other days. Therefore, exposure assessment for residents also covers bystander ex-
posure.”

345 Resident exposure

Resident exposure was assessed according to EFSA model without mitigation measures, a distance of 3
metres from the spray boom and drift reduction technology was considered.

13 Guidance on the assessment of exposure of operators, workers, residents and bystanders in risk assessment for
plant protection products (SANTE-10832-2015 rev. 1.7, 2017)
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. . Desthio-Prothio-
Fluoxastrobin | Prothioconazole
Model data conazole
% AOEL % AOEL % AOEL
Scenario: Tractor mounted boom spray application outdoors to low crops
Buffer zone: 3 (m)
Drift reduction technology: No
Number of applications : 1
Interval between treatments: 365 days
DTso 30 days 30 days 1 day
DFR 3 pg/cm?/kg 3 pglcm?/kg 0.625 pg/cm?/kg
a.s./ha a.s./ha a.s./ha
application rate 0.0875 kg 0.09625 kg 0.07135 kg
a.s./ha a.s./ha a.s./ha
Resident (children) | Spray drift (75th percentile) 16.49 9,04 34,59
Body weight: 10kg |\, our (75th percentile) 3.57 0,54 10,70
Surface deposits (75th percentile) 1.13 0,53 3,18
Entr_y into treated crops (75th per- 10.34 5,68 6,27
centile)
All pathways (mean) 21.72 10,44 37,10
Resident (adults) Spray drift (75th percentile) 3.94 2,16 8,26
Body weight: 60 kg Vapour (75th percentile) 0.77 0,12 2,30
Surface deposits (75th percentile) 0.42 0,23 1,22
Entr_y into treated crops (75th per- 5.74 3,16 3,48
centile)
All pathways (mean) 7.52 3,83 9,90

An acceptable risk was determined for resident (adult and/or child).

3.4.6

Combined exposure

A cumulative assessment for operators, residents (adult and child) and workers was performed. At the first
tier, combined exposure was calculated as the sum of the component exposures, without regard to the mode
of action or mechanism/target of toxicity.
Hazard quotients (HQ) for each substance and the hazard index (HI: sum of hazard quotients) are detailed

in the table below.

Risk assessment from combined exposure (longer term exposure)

Fluoxas- | Prothio- |Desthio-{ Cumu-
trobin conazole Prothl?- lative
Esti- Esti- Cogstzf ° SEuXrZOL
Population groups and PPE mated mated | 0 azard
exposure | exposure | o | e
/ AOEL / AOEL sure /
(HQ) (HQ) | ACEL
(HQ)
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Working coverall and gloves 0.0217 0.0174 | 0.1852 | 0.2239
Operators - . .
during mixing/loading and ap-
plication
Worker . 0.0858 0.0472 | 0.0522 | 0.185
Working coverall
Drift 0,1649 0.0904 | 0.3469 | 0.6012
Vapour 0,0357 0.0054 | 0.1070 | 0.1481
Resident - child Deposits 00113 | 0.0053 | 0.0319 | 0.0484
Re-entry 0,1034 0.0568 | 0.0629 | 0.2229
Sum of all pathways 0,2172 0.1044 | 0.3718 | 0.6926
Drift 0,0394 0.0216 | 0.0828 | 0.1436
Vapour 0,0077 0.0012 | 0.0230 | 0.0319
Resident — adult Deposits 0,0042 | 0.0023 |0.0122 | 0.0187
Re-entry 0,0574 0.0316 | 0.0349 | 0.1238
Sum of all pathways 0,0752 0.0383 | 0.0992 | 0.2125

The Hazard Index is < 1. Thus combined exposure to all substances in FANDANGO NEO is not expected
to present a risk for operators, workers, and residents (adult and child).

35 Residues and consumer exposure (Part B, Section 7)
The data available are considered sufficient for risk assessment.

An exceedance of the current MRLs on barley, oat, rye and wheat for fluoxastrobin and prothioconazole as
laid down in Reg. (EU) 396/2005 is not expected.

The chronic and the short-term intakes of fluoxastrobin and prothioconazole residues are unlikely to present
a public health concern.

As far as consumer health protection is concerned, France, ZRMS agrees with the authorization of the
intended uses.

Moreover, considering triazole derivative metabolite (TDMs: triazole acetic acid (TAA), triazole alanine
(TA), 1,2,4-triazole (1,2,4-T) and triazole lactic acid (TLA)), zZRMS proposed dietary risk assessments
similar to the ones proposed by EFSA in the “Peer review of the Pesticide risk assessment for the triazole
derivative metabolites in light of confirmatory data submitted” (EFSA Journal 2018; 16(7):5376). Data
gaps have been identified by EFSA. Nevertheless, zZRMS is of the opinion that the chronic and short-term
intakes of TDMs residues resulting from the uses proposed in the framework of this application are unlikely
to present a public health concern.

Information on 102000037169 (FXA+PTZ EC 150) (KCA 6.8)

PHI for PHI/ Withholding period* sufficiently PHI for
FXA+PTZ supported for FXA+PTZEC| 2zRMS Comments
Crop | EC150 150 (if different PHI
proposed by Fluoxastrobin Prothioconazole proposed by proposed)
applicant ZRMS
Barley, | F** Yes Yes F**
oat (last
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PHI for PHI/ Withholding period* sufficiently PHI for
FXA+PTZ supported for FXA+PTZEC| zRMS Comments
Crop EC 150 150 (if different PHI
proposed by Fluoxastrobin Prothioconazole proposed by proposed)
applicant ZRMS
application
BBCH 61)
Wheat, | F** Yes Yes F**
rye, (last
triticale application
BBCH 69)

NR: not relevant
* Purpose of withholding period to be specified
**  F: PHI is defined by the application stage at last treatment (time elapsing between last treatment and harvest of the crop).

3.6 Environmental fate and behaviour (Part B, Section 8)

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.

The PEC of fluoxastrobin, prothioconazole 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 derived for the active substances and their metabolites are used for the
ecotoxicological risk assessment, and mitigation measures are proposed.

PECgw for fluoxastrobin, prothioconazole and their metabolites do not occur at levels exceeding those
mentioned in regulation EU No 546/2011 and guidance document SANCO 221/2000%*. 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 DTso calculation, no
significant contamination of the air compartment is expected for the intended uses.

3.7 Ecotoxicology (Part B, Section 9)

The ecotoxicological risk assessment of the formulation was performed according to the requirements of
Regulation (EC) No 1107/2009. Appropriate endpoints from the EU conclusions for the active substance(s)
and its/their metabolites were used 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.

4 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.
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Based on the guidance documents, the risks for birds, mammals, bees and other non-target arthropods,
earthworms, other soil macro-organisms and micro-organisms and terrestrial plants are acceptable for the
intended uses.

For aquatic organisms for all intended uses the risk is considered as not acceptable for fluoxastrobin
even with the proposed mitigation measures proposed by the applicant.

3.8 Relevance of metabolites (Part B, Section 10)

An assessment was conducted according to the SANCO/221/2000 guidance document. Please refer to
environmental fate and behaviour above for conclusion on the risk of groundwater contamination.

4 Conclusion of the national comparative assessment (Art. 50 of
Regulation (EC) No 1107/2009)

The active substances fluoxastrobin and prothioconazole are not approved as candidates for substitution,

therefore a comparative assessment is not foreseen.

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

When the conclusions of the assessment is “Not acceptable”, please refer to relevant summary under
point 3, “Background of authorisation decision and risk management”.

5.1.1 Post-authorisation monitoring

N/A : no marketing authorisation granted

5.1.2 Post-authorisation data requirements

None.
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Appendix1 Copy of the product authorisation

DocuSign Envelope ID: OF7B4101-T7E2-44CR-BEEC-1DEDTEITIZI0

Exn

REPUBLIQUE 4
FRANCAISE wr
Foati anses

Fraseranid

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

Vu les disposilions du régiement (CE) n®™ 11072009 du 21 octobre 2008 af de sos lextes dappiication,

WU le code rural et de la peche mardime, notamement fe chapitre Il do Wve ¥ du bvre Il des parties idgislative et
réglemeniaire,

Vi la demande d'aclorisabion de mise sur le marehd du grodull phiytopharmacawtique FANDANGO NEO
de fa socisie BAYER 5AS

ErveqIsires Sous fe n® 2021-5335

Vi fes conclusions de Névaluation de FAnses au 2 fdwrer 2024,

Considérant quun nsgue deffet inacceplable pour jes organismes aquatiues, §é & Niilisation du produit, e
peut éire excit,

Considérant quil ne pewt pas ére élabl gue les exigences mentionnges 4 larlicle 29 du reglement (CE)
11072008 somd respectdes,

La mise sur le marche du produit ph}dﬂpharmacemique dé-;:gné ci-aprés n'ast pas autorisée en France,

FANDANGO NEO
AN 1* Page 1 sur 6
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DozuSign Envelope ID: OFTB4101-7T7E2-44CE-BEEC-1DEDTEITI20

EX
REPUBLIQUE 4
FRANCAISE ar

iy anses

Frateranit

Informations générales sur le produit

Nom du produit FANDANGO NED

Type de produit Produit de rélérence
BAYER SAS
C5 90106

Titulaire 16 rue Jean-Marie Leclair
69266 LYOMN CEDEX 09
France

Formulation Concentré émulsionnable (EC)

o o

Numéro d'intrant 1125-2021.01

Numéro d' AMM

Fonction Fongicide

Gamme d'usage | Prafessionnel

A Maisons-Alfor, je 23/05/2024

Decafigresd by

(luardette Sradillow

A P ARSSAS I A
Directrice géndrale daélégude
en charge du pdle produits réglementss
Agence nationale de sécurité sanitaire de
l'alimantation, de l'environnement et du travail (ANSES)

FANDANGD NEQ
AN Page 2 sur 6
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DosuBign Envelape 1D: OFTBEL1D1-T7E2-44CB-BEEC-1DEDTADT1210

EN
REPUBLIQUE 4
FRANCAISE wr
Likerid
Fpait anses
Frateratid .
ANNEXE : Conditions de mise sur le marché demandées
| Liste des usages refuses
Delai avant récolte
Usages Dose d'emploi Nombre maximum d'applications (jours)
_H
1,75 Liha 1an
15103206 — - (BBCH 61)
Avoine™Trt Part. Aer.*Oidium(s) lotheation ch refuss. :
: . _u.Ewmﬁm esl reluss car les donnsas n_mn.n_:__u—mm [ (2] —umq:..__m__.mi pas dexclure un :mn_:m drellat __.._mnnm_uﬁ._u_.m pour las _uqmm_..__m:..__mw
aguatioues.
_H
1,75 Liha 1an
' (BECH &1)
15103230 —
Avoine*Trt Part Aer_*Pigtin verse Mothration Ou refus :
: . _u.Em.m_m.m sl refluss car les donnges n__mn.n_::v—mm ne permattant pas d'exclure un risgue drellet __.._mnnm_..ﬁm._u_m pour las _u_.mm_..__m:._mm
aguatioues.
_H
1,75 Liha 1an
, (BECH &1}
.__pw%:umwﬂ_ Part Aer *Roullle couronnge | Motvation du refus :
: . _u.Em.m_m.m sl refluss car les donnges n__mn.n_::v—mm ne permattant pas d'exclure un risgue drellet __.._mnnm_..ﬁm._u_m pour las _u_.mm_..__m:._mm
aguatioues.
_H
00108036 1.75 Lina 1fan (BECH 58)
Ble*Tri Parl. Aer *Fusariose & Motivation du refus :
micredochium _u.Em_mﬂm sl reluss car les donnéeas n_mm_uﬂ::u—mm ne —umqﬂzm—_.mi. pas d'exclure un :mn_:m dreflat :.._mnnm_u..m._u_m powur las _u_.mm_.._mm:._mm
aguatiues.
_H
1,75 Liha 1an
15103202 i (BECH 69)
Bi¢"Tri Part. Aer."Fusarioses Mothvation du rafus :
’ ’ _u.Em_mﬂm sl reluss car les donnéeas n_mm_uﬂ::u—mm ne —umqﬂzm—_.mi. pas d'exclure un :mn_:m dreflat :.._mnnm_u..m._u_m powur las _u_.mm_.._mm:._mm
aguatigues.
FANDANGO NEO
AMM Page 3 5ur &
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DocuSign Envelope ID: OFTB4101-TYE2-44CR-BEEC-1DEDTEITIZI0

ER
REPUBLIQUE
FRANCAISE

Libertd

Fpalosf
Frairravit

Liste des usages refuseés

Usages

15103209
Ble"Trt Part.Aer, "Oidiumis)

15103210
Bla™Trl Parl.Aer. "Pidlin verse

15103214
Ble"Tri Part.Aer. "Rouilla(s)

15103221
Ble"Trl Part.Aer."Seploriose(s)

00121016
Orge™Trl ParLAer. "Fusariose a
e odochium

00121015
Orge™Trl ParLAer."Fusarioses

FANDANGO NEO
AN r®

4
wr

anses

Délai avant récolte

Dose d'emploi MNombre maximum d'applications (jours)
[ F
1.75 Liha Tan (BECH 8)
Motivation du refus -

L'usage est refuse car les données disponibles ne permettent pas dexclure un risque d'effet inacceptable pour les organsmes
agualiques.

1.75 Liha Tlan

Motivation du refus :
_..Ewmm_m ast refuse car les donnges n-m_..._.n_:-..__mm ne permettent pas dexclure un risgue d'effel inacceptable prour les ._H..mm.:.ﬂﬂ._._m-w
aguabiques.

1,75 Liha 1ian

Motivation du refus :
_..:mm_mm st refuse car les donnges EmﬁG:E_Mm ne parmetlent pas dexclure un risgue d'effel inacceptable powr les E.mﬂ:.ﬂ.ﬂjm-w

agualiques.

ﬂ
{BECH £4)

“
(BECH &9)

[ F
1,75 Liha 1fan (BECH 59)

Maotivation du refus :
_..Emm_mm ast refuse car les donnges n-m_..._.n_:-..__mm ne permettent pas d'exclure un risgue d'effel inacceptable prour les ﬁ:..mﬂ:.ﬂ-jm-w
agualiques.
“
1.75 Liha Tian (BBCH 1)

Maotivation du refus :
L'usage est refusé car les donndes disponibles ne permettent pas dexclure un risque d'effet inacceptable pour les organismes

Aquatiques.
1.75 Lha Tian

Maotivation du refus :
_..:mm_mm ast refuse car les données D_m_u.uﬂ-._u—mm ne permettent pas d'exclura un risgue deffet inacceptable pe0ur les nx.m—mimﬂmm
agualigues.

ﬂ
{BBCH 61)

Page 4 s §
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DozuZign Envedope [D: OFTE4101-7TE2-44CE-BEEC-1DEDTEIT121D

Ex
REPUBLIQUE
FRANCAISE

Libgrtd

Fpelaré
Frairravit

Liste des usages refusés

Usages
15103226
Drge"Trl ParLAer "Helminthosporiose et
ramularioss
15103225

OrgeTrl ParLAer . "Oidum (s)

15103207
_U_.m_m..._.:. ParLAer."Piglin verse

15103229
Orge T ParLAer. Rhynchosporiose

15103205
OrgeTrl PartAer."Raouille(s)

15103232
Saeigle Trt Part Aer."Rhynchosporiose

FANDANGO NED
AMM n®

4
wr

anses

Délai avant récolte

Dose d'emploi Mombre maximum d'applications (ours)
. F
1.75 Liha Tan (BBCH B1)
Motivation du refus :

r.:mm_wm ast refuse car les donnéas n_mn.ﬂi_u—mm ne permellent pas d'exclure un risgue deffet inacceptable peour lexs u_.m—mim_.._._Mm
agualiques. )

1.75 Liha 1lan .__mm_u_ﬂ._ B1)
Maotivation du refus :
r.:mmﬁm st refuse car les donngas D_mn.n_:__u—mm ne permeattant pas d'exclure un risgue deflet _Ennm._..._ﬁm.__..__m [rowur les u..m—mim:._Mm
aguabiques.

1.75 Liha Tlan ._”mm_u_ﬂ._ B1)
Motivation du refus :
r.:mmﬁm asl reluse car les donngas Emnﬁ.?:u—mm ne permattant pas d'exclure un risque deflet m?mnnm_..._ﬁm.__..__m prour les u._@m:.-.m_.._._mW
agualiques. )

1.75 Liha Tlan .__mmnﬂ B1)
Maotivation du refus :
r.:mm_wm ast refuse car les donngas n_mn.n_:__u—mm ne permeattant pas d'exclure un risgue deffet _Ennm_..._...m__..__m [rovur les u_.m—mim_.._._Mm
agualiques.

1.75 Liha 1lan ___mm_u_ﬂ._ B1)
Maotivation du refus :
r.:mmﬁm st refuse car les donngas D_mn.n_:__u—mm ne permeattant pas d'exclure un risgue deflet _Ennm._..._ﬁm.__..__m [rowur les u..m—mim:._Mm
aguabiques.

1.75 Liha Tlan .__mm_uﬂ &)

Maotivation du refus :
r.:mm_ﬂm ast refuseé car les donngas D_m_nxui__urmm ne permeattant pas d'exclure un risgue deflet _Ennm_..._.__m.__..__m [rour les ns.m_.mq.-.m_.._._mW
aqualiques.

Page § sur 6
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DocuSign Envelope ID: OFTB41019-T7E2-44CB-BEEC-1 DEDTEITI2ND

Ex

REPUBLIQUE [
FRANCAISE wr
mmr. anses

Liste des usages refuseés

Delai avant récolte
(jours)

ﬂ
1.75 Liha 1an
15103208 (BBCH B9)

P . . Motivation du refus :
Seigle”Trt Part. Aer."Rouille(s) Lusage est refuse car les donnges disponibles ne permettent pas dexclure un risque delfet inacceptable pour les organismes

agualiques.

Usages Dose d'emploi Mombre maximum d'applications

FANDANGO NED
At 1® Page & sur §
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Appendix 2  Copy of the product label

The draft product label as proposed by the applicant is reported below. The draft label may be corrected
with consideration of any new element. The label shall reflect the detailed conditions stipulated in the

Decision.

FANDANGO NEO
PROJET DE TEXTE D’ETIQUETTE

FANDANGO NEO

Contient 100 g/l prothioconazole soit 2.09 % (m/m)

30 g/1 fluoxastrobine soit 4.54 % (m/m)

sous forme de concentré émulsionnable(EC)

AMM N® :

FONGICIDE contre les maladies des céréales®

*Cf. tableau des usages.

3L

Classe FRAC - 11-3

RESERVE A UN USAGE EXCLUSIVEMENT PROFESSIONNEL
REEMFPLOI DE L'EMBALLAGE INTERDIT

FANDANGO NEO est un fongicide composé de deux substances actives issues de la recherche BAYER:
- la fluoxastrobine, de la famille des strobilurines, inhibe la respiration cellulaire. Dotée de propriétés systémigques,

elle agit principalement sur la germination des spores.
- le prothioconazole, de la famille des triazoles, inhibe la synthése de l'ergostérol. Il est doté de propriétés sys-

témiques

TABLEAUX DES USAGES

Grandes cultures

Cibles / Usages

Dozes

Spécifications d'u-
sage / Stade d'appli-
cation

DAR (en jours) ou
BBCH max ou NC
(MNon Concerné)

Précautions envi-
ronnement
(voir légendes)

Ble

Fusaricses sur épis (& Micro-
dechium)
Fusarioses sur épis (2 Fusa-
rinm)
Septorioses, Rouilles
Oidiums, Piétin-verse

1.75 Vha

1 trait fan

la, 4a

Orge

Rouilles
Oidiums
Fusaricses sur épis (& Micro-
dochiom)
Fusariozes sur épis (3 Fusa-
rium)

1.75 L'ha

1 trait./an

la, 4a
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Grandez cultures

Cibles / Usages

Dozes

Spécifications d'u-
sage / Stade d'appli-
cation

DAR (en jours) ou
BBCH max ou NC
(MNon Concerné)

Précautions envi-
ronnement
(voir légendes)

Helminthosporiose
Ehynchoszporiose des cé-
réales
Pictin-verse

Rouille couronnée
Oidiums
Piétin-verse
Eouille brune
Rhynchosporioze

Avoine 1.75 Lha 1 trait fan 33 la, d4a

Seigle 1.75 l'ha 1 trait./an 35 la, 4a

Fuzarioses sur épis (& Micro-
dochium)
Fuzariozes sur épis (3 Fusa-
rium)

Epeautre
pea Septoriozes

1.75 lha 1 trait /an 33 la, 4a

Rouilles
Oidiums
Pigtin-verse

Fusanoszes sur épis
Septoriozes
Rouilles
Oidinms
Piétin-verse

Triticale 1.75 lha 1 trait./an 33 la 4a

Limites maximales en résidus de substances actives : se reporter aux LMR en vigueur au aiveau de 1Union Euvro-
peenne et consultables a I'adresse “hitp://ec.europa.euw/food/plant/pesticides/eu-pesticides-database

Bayer SAS ne préconize l'vtilization de ce produit que sur les cultures et usages mentionnés dans le tableau des
usages ci-dessus et, 4 ce titre, décline toute responsabilité concernant 'élargissement de son uhilisation a d'avtres
usages tels que prévus par l'arrété du 26 mars 2014 et ses arrétés modificatifs.

Pour toute utilization liée & cet arrété, veuillez contacter Bayer Service Infos au préalable au 0 800 23 35 43,

1. Organismes aquatiques
la. Pour protéger les organismes aquatiques, respecter une zone non traitée de 5 métres comportant un dispositif
végétalizé permanent non traité d'une largeur de 3 métres en bordure des points d'ean.

4. Plantes non-cibles

4a. Pour protéger les plantes non cibles, respecter une zone non traitée de 5 métres par rapport 4 la zone adjacente
non cultivée

Le tableau ci-dessus fait apparaitre les précantions a prendre pour l'environnement, fixées par l'autorisation de mise
en marché de la spécialité.

81 ZNT aquatique non fixée (en l'absence sur I'étiquette de zone non traitée par rapport aux points d'eau), respecter,
selon les dispositions de l'arrété du 4 mai 2017, 1a valeur minimale suivante : Zone non traitée 5 métres.

CHAMP D'ACTIVITE

MODE D'"EMPLOI
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- Préparation de la bouillie
Verzer directement FANDANGO NEO, présenté sous forme de concentré émulsionnable, dans la cuve du pulvérisa-
teur remplie av deux tiers, le systéme d'agitation étant en fonctionnement. Compléter la cuve avec le velume d'eau
nécessaire.

- Mélanges et Compatibilités
Les mélanges doivent étre mis en ceuvre conformément a la réglementation en vigueur. Pour connaitre le détail pra-
tique de cette mize en ceuvre, il est nécessaire de contacter au préalable le 0 800 25 35 45

- Conditions de traitement (époque, stade, senil d'intervention)

Attention : en cas de recours a des technigues culturales nouvellement mises en ceuvre par l'utilisateur ou prézentant
une quelcongue spécificité, 'otilizateur doit en informer son fourniszeur avant toute utilization du produit, afin que
ce dernter puisse en vérifier la faisabilité avec le fabricant du produit.

Selon les régions et les maladies dominantes, FANDANGO NEO s'emploie :

- sur blé: entre les stades 1 & 2 noeuds et I'épiaizon-floraizon

- sur orge: entre les stades 1 noeud et apparition des barbes. Il peut étre appliqué seul dans tout programme de pro-
tection.

- Programme de traitement

Le rizque d'apparition de résistance étant elevé, les différentes mesures de gestion de résistance dotvent étre respec-
tées, comme 1'alternance des matiéres actives. Il conviendra de ne pas appliquer de préparation contenant une autre
strobilurine sur une culture déja traitée avec la préparation FANDANGO NEO.

De maniére génerale, suivre les recommandations des notes nationales officielles (SPV, Inra, Arvalis) en ce qut
concerne les préparations 3 base de strobilurines. Ces recommandations sont @ "Sur céréales, cerfaines maladies sont
concernées par la résistance aux strobilurines et d'avtres non. Pour limiter les risques vis-3-vis de ces derniéres, il
reste préférable de limiter le recours aux strobilurines & une intervention par saison”

- Application (matériel, pression)
FANDANGO NEO s'utilise dans des volumes d'eaw allant de 100 2 400 Vha. L'efficacité fongicide dépend du degré
de couverture des organes a protéger. Un réglage approprié de la rampe associé au chomx de buses adaptées permet
d'obtenir de fines gouttelettes azsurant une répartition vniforme du produit sur la culture.

- Conditions du milien
En cas de stress hydrique marqué et ou de fortes amplitudes thermiques (13-17°C), éviter de traiter les cultures con-
cernées par un vsage homoelogué, en particulier les blés mal implantés et ou en situation de sol séchant.
Températores optimales de traitement a partir de 3°C.
51 les températures maximales excédent 23°C, privilégier un traitement tdt le matin ou tard le soir.

PRECAUTIONS A PRENDRE

- Pour le stockage
- pour des raizons d'assurance qualité, stocker FANDANGO NEO au szec et ne pas exposer 3 des températures infe-
rieures a -3°C.
- Conserver le produit uniquement dans son emballage d'origine, dans un local phytopharmaceutique conforme a la
réglementation en vigueur, a I'écart des aliments et boissons, v compris ceux pour animaux. Conserver hors de la
portée des enfants et des personnes non autorizées.

- Mesures de protection des individus

Se laver les mains aprés toute manipulation/utilization/intervention dans une parcelle préalablement traitée.
Ne pas manger, boire, téléphoner ou fomer lors de 'utilization du produit.
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Pour protéger I'opérateur, porter :
Zone agricole: Pulvérizateur a rampe
Pendant le mélange/chargement
- Gants en nitrile certifiés NF EN IS0 374-1/A1 et NF EN 16323-1+A1 (type A) ;
- EPI vestimentaire conforme a la norme NF EN IS0 27065/A1
- EPI partiel (blouse ou tablier 3 manches longues) de catégorie III et de type PB (3) a porter par-dessus 1'EPL
vestimentaire précité.
- Lunettes ou &cran facial certifié norme EN 166 (CE, sigle 3).

Pendant I’application - Pulvérisation vers le bas:
5i applicafion avec tracteur avec cabine:

- EPI vestimentaire conforme & la norme NF EN IS0 27065/A1 ;

- Gants en nitrile certifiés NF EN IS0 374-1/A1 et NF EN IS0 374-2 (types A. B ou C) 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 l'extérieur de la cabine ;

5i application avec tracteur sans cabine:

- EPI vestimentaire conforme & la norme NF EN ISO 27063/A1 ;

- Gants en nitrile certifies NF EN IS0 374-1/A1 et NF EN IS0 374-2 (types A. B ou C) a usage unique. dans le
cas d'une intervention sur le matériel pendant la phase de pulvérisation ;

- Lunettes ou écran facial certifié norme EN 166 (CE, sigle 3).

Pendant le nettoyage du matériel de pulvérisation
- Gants en nitrile certifiés NF EN IS0 374-1/A1 et NF EN 16323-1+A1 (type A) ;
- EPI vestimentaire conforme a la norme NF EN IS0 27065/A1
- EPI partiel (blouse ou tablier 3 manches longues) de catégorie II1 et de type PB (3) a porter par-dessus I'EPL
vestitentaire précité.
- Lunettes ou &cran facial certifié norme EN 166 (CE, sigle 3).

Pour le travaillenr amené d entrer dans la culture aprés traitement, porter:
- EPI vestimentaire conforme & la norme NF EN IS0 27065/A1 ;

Eapporter les équipements de protection individuelle (EPI) usagés dans un sac translucide i votre distributeur parte-
naire ECO EPI ou faire appel a une entreprise habilitée pour la collecte et 'élimination de produits dangereus.

En cas de déversement accidentel

Se protéger (EPI) et sécuriser la zone.

Prévenir les pompiers (18 ou 112) en cas de danger immédiat pour |'environnement que vous ne pouvez gérer avec
vos propres movens. Collecter tout ce qui a pu étre en contact avec le produit, terre souillée incluse. Nettover le site
et le matériel utilisé, en prenant soin de confiner les effluents zénérés par Uopération de nettoyage. Les éliminer
selon la réglementation en vigueur.

- Pour l'élimination du produit et de 'emballage
- vider et éliminer les emballages en respectant la réglementation.
- Pour l'élimination des produits non utilisables, faire appel 4 une entreprize habilitée pour la collecte et I'élimination
des produits dangereux.
- Ne pas réutiliser les emballages vides et les éliminer via une collecte orgamisée par les distributeurs partenaires de
1z filiére Adivalor ou ua autre service de collecte spécifique.

- Nettovage Pulvérisatenr et gestion des fonds de cuve
Ala fin de 1a péricde d'application du produit, l'intégralite de l'appareil (cuve, rampe, circuit, buses_ ) doit étre
rincée a l'eau claire. Le ringage du pulvérisateur, 'épandage ou la vidange du fond de cuve et I'élimination des ef-
fluents dorvent &tre réalizés conformément a la réglementation en vigueur.
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- Prévention et gestion de la résistance :

L'utilisation répétée. sur une méme parcelle, de préparations 2 base de substances actives de la méme famille chi-
migue ou ayant le méme mode d'action, peut conduire a I'apparition d'organismes résistants. Pour réduire ce risque,
l'utilisatenr doit raisonner en premier lieu les pratiques agronomigues et respecter les conditions d'emplod du produit.
11 est conseillé d'alterner ou d'associer, sur une méme parcelle, des préparations a base de substances actives de fa-
milles chuimiques differentes ou a modes d'action différents, tant au cours d'une saison culturale que dans la rotation.
En dépit du respect de ces régles, on ne peut pas exclure une altération de l'efficacité de cette préparation liée a ces
phénomenes de resistance. De ce fait, Bayer SAS decline toute responsabilité quant a d'éventuelles conséquences
qui pourraient étre dues i de telles résistances.

FANDANGO NEO AMMN® :
100 g1 prothioconazole, soat 9.09% (m/m)
30 g1 fluoxastrobine, soit 4.54% (m/m)

Danger

OPS

H31% - Provoque de graves lésions des yeux.
H332 - Nocif par inhalation.
H410 - Trés toxique pour les organismes agquatiques, entraine des effets néfastes a long terme.

EUH401 - Respectez les instructions d'utilisation pour éviter les risques pour la santé humaine et l'environnement.

P80 - Porter des zants de protection’ des vétements de protection’ un équipement de protection des yeux' du visage.
P305 +P351 = P338 - EN CAS DE CONTACT AVEC LES YEUX : Rincer avec précaution a I'eau pendant plu-

sieurs minutes.
Enlever les lentilles de contact si la victime en porte et =1 elles peuvent étre facilement enlevées. Continuer a
rincer.

P310 - Appeler immédiatement un CENTRE ANTIPOISON/un médecin.
P391 - Recueillir le produit répandu.
P410 - Protéger du rayonnement solaire.

P301 - Eliminer le contenu/récipient dans le lieu d'élimination conformément a la réglementation locale.
Délai de rentrée : 24 heures aprés traitement.

SPe3 - Pour protéger les organismes aguatiques, respecter une zone non traitée de 3 métres comportant un dispositif
végétalisé permanent non traité d'une largeur de ¥ métres en bordure des points d'eau.

EPe3 - Pour protéger les plantes non cibles, respecter une zone non traitée de 5 métres par rapport a la zone adja-
cente non cultivée

SPI - Ne pas pollusr leau avec le produilf ou som emballage.
EUH40 - Respecites les instructions dulilisation gfin d'éviter les risques pour la sanié humaine ef lenvironnement.

PREMIERS SECOURS
Conseils généraux : Enlever immeédiatement tout vétement souillé et le mettre a I'écart. S'eloigner de la zone dange-
reuze. Maintenir et transporter la victime en position latérale de sécurité.
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Inhalation Amener la victime & l'air libre. Garder la victime au repos et la maintenir au chand. Appeler immeédiate-
ment un médecin ou un centre AntiPoison.

Contact avec 1a peaun : Nettoyer avec une grande quantité d'ean et du savon, =1 disponible, avec du polyéthylénegly-
col 400, puis rincer avec de l'ean. 3i les troubles se prolongent, consulter un médecin.

Contact avec les yeux : Rincer immédiatement et abondamment a l'zau, v compris sous les paupiéres, pendant au
moins 15 minutes. Aprés les 5 premiéres minutes, enlever les lentilles cornéennes, si présentes, continuer a rincer
l'eeil. 81 une irritation se développe et persiste, consulter un médecin.

Ingestion : Ne PAS faire vomir. Appeler immédiatement un médecin cu un centre AntiPoison. Rincer la bouche.

En cas de perte de la Fiche de données de sécurité, celle-ci peut vous étre a nouveau fournie sur simple appel au 0
200 23 35 45 ou étre consultée sur les sites internet © www . bayer-agrifr et www.guickfds.com .

En cas d'urgence, appeler le 13 ou le centre antipoison puis signalez vos symptdmes au rézean "Phyt'attitude” n®
vert 0 300 887 887 (appel gratuit depuis un poste fixe).

Point gelif : -5 °C
40 °C

u 3526550011749

£ 3326350014160

UN - 3082

afln,
+" O - Matiéres et objets dangereux divers
L - Dangereux pour l'environnement

® Marque dépozée Bayer

Bayer SAS

Divizion Crop Science - 16, rue Jean-Marie Leclair - C5 90106 - 69266 Lyon Cedex 09 France

EMB : Bayer SAS

Fabrication UE

Date de fabrication/n® de lot : voir sur l'emballage

AVERTISSEMENT

Toute reproduction totale oun partielle de cette étiquette est interdite.

Respecter les usages, doses, conditions et précautions d'emploi mentionnés sur I'emballage. Ils ont été déter-
minés en fonction des caractéristiques du produit et des applications pour lesquelles il est préconisé. Conduire
sur ces bases la culture et les traitements selon la bonne pratique agricole en tenant compte, sous la responsa-
bilité de 1'utilisatenr, de tous les facteurs particuliers concernant votre exploitation, tels que la nature du sol,
les conditions météorologiques, les méthodes culturales, les variétés végétales, la résistance des espéces...

Le fabricant garantit la qualité du produit vendu dans son emhballage d'origine et stocké selon les conditions
préconisées, ainsi que sa conformité a 1'Autorisation de Mise sur le Marché délivrée par les autorités compé-
tentes francaises. Pour les denrées issues de coltures protégées avec cette spécialité et destinées a 1'exporta-
tion, il est de la responsabilité de I'exportateur de s'assurer de la conformité avec la réglementation en vi-
gueur dans le pays importateur
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