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PART A
RISK MANAGEMENT

1 Details of the application

The company BAYER S.A.S. has requested a marketing authorisation in France for the product
PROPULSE (formulation code: Fluopyram + prothioconazole SE 250 (125+125 g/L)), containing 125 g/L
fluopyram! and 125 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 S.A.S.’s application submitted on
22/09/2020 to market PROPULSE (Fluopyram + prothioconazole SE 250 (125+125 g¢/L)) in France
(product uses described under point 2.3). France acted as a zonal/interzonal Rapporteur Member State
(zRMS) for this request and assessed the application submitted for the label extension of this product in
France and in other Member States (MSs) of the Southern zone.

The present application (2020-3220) was evaluated in France by the French Agency for Food,
Environmental and Occupational Health & Safety (Anses), according to the Regulation (EC) no
1107/20093, 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 PROPULSE (Fluopyram + prothioconazole
SE 250 (125+125 g/L)) has been made using endpoints agreed in the EU peer reviews of fluopyram and
prothioconazole. It also includes assessment of data and information related to PROPULSE (Fluopyram +
prothioconazole SE 250 (125+125 g/L)) 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.

1 Commission implementing regulation (EU) N° 802/2013 of 22 August 2013 approving the active substance fluopyram, in accordance with
Regulation (EC) N° 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) N° 540/2011

2 Commission implementing regulation (EU) N° 540/2011 of 25 May 2011 implementing Regulation (EC) N° 1107/2009 of the European
Parliament and of the Council as regards the list of approved active substances

3 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

SANCO document “risk envelope approach”, European Commission (14 March 2011). Guidance document on the preparation and submission

of dossiers for plant protection products according to the “risk envelope approach”; SANCO/11244/2011 rev. 5



http://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
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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 PROPULSE (Fluopyram + prothioconazole SE 250 (125+125 g/L)).
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 PROPULSE
(Fluopyram + prothioconazole SE 250 (125+125 g/L)), 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 Fluopyram + prothioconazole SE 250 (125+125 g/L)
FLU+PTZ SE 250

Product name in MS PROPULSE, YEARLING

Authorisation number 2130202

Kind of use Professional use

Low risk product (article 47) No

Function Fungicide

Applicant BAYER S.AS.

Active substance(s) fluopyram, 125 g/L

(incl. content) prothioconazole, 125 g/L
Formulation type Suspo-emulsion [SE]
Packaging Packaging not changed

Coformulants of concern for
national authorisations

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://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
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Restrictions related to identity

Mandatory tank mixtures None

Recommended tank mixtures None

2.2 Conclusion

The evaluation of the application for PROPULSE (Fluopyram + prothioconazole SE 250 (125+125 g/L))
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

Classification not changed.

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

Refer to marketing authorisation: no label extension of marketing authorisation granted

24.3 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.

& 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, amended by the arrété du 27 décembre 2019 relatif aux mesures de protection des personnes
lors de l'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&categorieLien=id



https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000039686039&categorieLien=id
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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.

Moreover, the French Order of 12 April 20217 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.

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.

Finally, the French 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 provides that unless otherwise
stated in the product authorisation, use on attractive culture’® when in flower and on foraging area is
forbidden. Specific conditions of application on flowering crops should be respected. As consequences
specific Spe 8 may include reference to this order.

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

25.1 Restrictions linked to the PPP

Refer to marketing authorisation: no label extension of marketing authorisation granted

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

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

®  https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000044346734

10 List of culture considered as unattractive to bees and other pollinators insects defined by French Agricultural ministry and published in Bul-

letin Officiel du ministére chargé de I'agriculture.



https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000044346734
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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: 2022-05-08

PPP (product name/code): PROPULSE / FLU+PTZ SE 250 Formulation type: SE @b
Active substance 1: fluopyram Conc. of a.s. 1: 125 g/L or g/kg ©
Active substance 2: prothioconazole Conc. of a.s. 2: 125 g/L or g/kg ©
Safener: - Conc. of safener: -©
Synergist: - Conc. of synergist: -©
Applicant: BAYER S.A.S Professional use: X
Zone(s): Southern Zone @ Non-professional use: [ ]
Verified by MS: Yes
Field of use: Fungicide
RE 3 E 6 7 9 10 11 12 |13 |14
Use- | Member |Cropand/ 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 | L product/ha gas./ha Water e.. g safener/synergist
(crop G (additionally: nd stage of crop &|a) peruse between a) max. rate per L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per| ®
of crop) Gpn | the pest or pest group) season (days) b) max. total rate | appl. min/ma
or per crop/season | b) max. total rate | x
I per crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
295 |FRA Beet, red (beetroot) | F CERCBE, ERYSBE, spraying | 31-49 a) 2 21 a) 1.2 a) PTZ 150 + 120- 14 Not Acceptable
(BEAVD) RAMUBE, UROMBE, (foliar) b) 2 b) 2.4 FLU 150 400 (risk for by-standers
STEMSP b) PTZ 300 + (children) and residents
FLU 300 (children))
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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 | L product/ha gas./ha Water e.. g safener/synergist
(crop G, (additionally: nd stage of crop &|a) peruse betvv_een' a) max. rate per L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per| ®
of crop) Gpn | the pest or pest group) season (days) b) max. total rate | appl. min/ma
or per crop/season | b) max. total rate | x
I per crop/season
300 |FRA Chicory, roots F PUCCHI, ERYSCI spraying | 31-49 a) 2 - a)l.2 a) PTZ 150 + 120- as per | Not acceptable
(CICIS) (foliar) b) 2 b) 2.4 FLU 150 400 growth | (risk for MRL, by-
b) PTZ 300 + stage | standers (children) and
FLU 300 residents  (children),
and lack of data for
efficacy)
172 |FRA Sugarbeet (BEAVA) | F CERCBE, ERYSBE, spraying | 31-49 a) 2 21 a)l.2 a) PTZ 150 + 120- as per | Not acceptable
RAMUBE, UROMBE, (foliar) b) 2 b) 2.4 FLU 150 400 growth | (risk for MRL, by-
STEMSP b) PTZ 300 + stage | standers (children) and
FLU 300 residents (children))

* PPE : Personal protective equipment. The information is insufficient to ensure the performance of the clothing PPE (in accordance with standard NF EN ISO 27065/A1) for this type of formulation (SE). A. Shaw and al. (2018).

Remarks (@)
table (b)
heading:

(©
Remarks 1
columns: 2

3

4

5

6

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/kg or 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)
(©)

®
7

13
14

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/m3 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
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3 Background of authorisation decision and risk management
3.1 Physical and chemical properties (Part B, Section 2)

Use concentrations (proposed by the notifier) in France and South Zone for the extension uses dossier
deposited in 2018 (2018-1401) were:

- Maximum use concentration : 1.0% v/v

- Minimum use concentration : 0.25% v/v
These concentrations were not covered by the first authorization for the minimum use concentration
(0.25% v/v). Nevertheless, as the relevant tests were performed (suspensibility and spontaneity of
dispersion) were performed at 0.2% v/v, which covered the minimum use concentation no more data was
required.

Use concentrations (proposed by the notifier) in France and South Zone for the extension uses dossier
deposited in 2020 (2020-3220, i.e. the present dossier) are:

- Maximum use concentration : 1.2 % v/v

- Minimum use concentration : 0.3 % v/v
These concentrations are not covered by the first authorization for the use concentration (0.25% - 1.0% v/v).
Nevertheless, as according to the test concentrations used (0.2 and 1.1% v/v) and to the acceptable results
obtained for the SE relevant tests (suspensibility, dispersion stability and persistence of foam), it is expected
an acceptable results at 0.3 and 1.2% vi/v.

3.2 Efficacy (Part B, Section 3)

For beet uses, the level of efficacy of the product PROPULSE (Fluopyram + prothioconazole SE 250
(125+125 g/L)) is considered satisfactory.

Given the lack of data or possible extrapolation for the uses of powdery mildew and rust on chicory
(root production), the assessment of the level of efficacy of PROPULSE (Fluopyram + prothioconazole SE
250 (125+125 g/L)) for these uses could not be carried out.

The level of phytotoxicity of the PROPULSE (Fluopyram + prothioconazole SE 250 (125+125 g/L))
product is considered negligible for use on beets.

On chicory (root production), the level of phytotoxicity could not be assessed.

The risks of negative impact on yield, quality, propagation and adjacent crops are considered negligible.
The risk of negative impact on succeeding crops is considered acceptable. However, special attention
should be paid to the conditions for setting up the following crops and/or replacement crops. A risk cannot

be excluded for grasses including cereals as succeeding crops.

The risk of appearance or development of resistance to fluopyram and prothioconazole requires a survey of
surveillance for Cercospora beticola.

3.3 Methods of analysis (Part B, Section 5)

3.3.1 Analytical method for the formulation

10
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Analytical methods for the determination of the active substances in the formulation the relevant impurities
in the formulation are available and validated.

3.3.2 Analytical methods for residues

Analytical methods are available in the Revised Draft Assessment Reports and validated for the determi-
nation of residues of Trifloxystrobin and Prothioconazole in plants (high water content, dried plants, acidic
plants and high oil content), food of animal origin, soil, water (surface and drinking) and air.

34 Mammalian toxicology (Part B, Section 6)

34.1 Acute toxicity
PROPULSE (Fluopyram + prothioconazole SE 250 (125+125 g/L)) containing 125 g/L fluopyram and 125

g/L prothioconazole has a low acute oral, inhalational and dermal toxicity. It is not irritating to the rabbit
skin or eye and is not a skin sensitiser.

3.4.2 Operator exposure

Tier | : assuming a convertion of 100% for prothioconazole-desthio.
Considering proposed uses, operator systemic exposure was estimated using the EFSA model*!:

% AOEL
0,
Crop Equipment PPE and/or working coverall Fﬁ?ogr_n prothiocona-
Py zole-desthio

Vehicle

Sugar mounted Working coverall and gloves during mix-
’ . . L 0.54 27.82

beets downward ing/loading and application

spraying

According to the model calculations, it can be concluded that the risk for the operator using PROPULSE
(Fluopyram + prothioconazole SE 250 (125+125 g/L)) is acceptable with a working coverall and gloves
during mixing/loading and application.

Tier 11 : assuming a convertion of 45% for prothioconazole-desthio.
Considering proposed uses, operator systemic exposure was estimated using the EFSA model*?:

% AOEL 0
. . % AOEL prothioco- & A.‘OEL
Crop Equipment PPE and/or working coverall prothiocona-
fluopyram nazole-des-
; zole
thio
Vehicle
Working coverall and gloves dur-
Sugar mounted, _ Ing _ gloves au 0.54 14.08 093
beets downward ing mixing/loading and application
spraying

1 AOEM - Agricultural Operator Exposure Model (EFSA Journal 2014:12 (10):3874)
2. AOEM - Agricultural Operator Exposure Model (EFSA Journal 2014:12 (10):3874)

11
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According to the model calculations, it can be concluded that the risk for the operator using PROPULSE
(Fluopyram + prothioconazole SE 250 (125+125 g/L)) is acceptable with a working coverall and gloves
during mixing/loading and application.

3.4.3 Worker exposure

Tier | : assuming a convertion of 100% for prothioconazole-desthio.
Considering proposed uses, worker systemic exposure was estimated using the EFSA model*®:

% AOEL
0,
Crop PPE and/or working coverall fﬁjc'f‘orilr‘n prothiocona-
Py zole-desthio
Working coverall during mixing/loading and
Sugar g 'ng mixing g 23.07 135.35
beets application

According to the model calculations, it can be concluded that the risk for the worker using PROPULSE
(Fluopyram + prothioconazole SE 250 (125+125 g¢/L)) is unacceptable with a working coverall during
mixing/loading and application.

Tier 11 : assuming a convertion of 45% for prothioconazole-desthio.
Considering proposed uses, worker systemic exposure was estimated using the EFSA model*:

% AOEL
0
. % AOEL prothioco- & A.‘OEL
Crop PPE and/or working coverall prothiocona-
fluopyram | nazole-des-
: zole
thio
Working coverall during mix-

Sugar | YVorking "ng 23.07 60.91 6.53
beets ing/loading and application

According to the model calculations, it can be concluded that the risk for the worker using PROPULSE
(Fluopyram + prothioconazole SE 250 (125+125 g/L)) is acceptable with a working coverall during
mixing/loading and application.

3.4.4 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 set .

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
determined 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
exposure.”

3 AOEM - Agricultural Operator Exposure Model (EFSA Journal 2014:12 (10):3874)
4 AOEM - Agricultural Operator Exposure Model (EFSA Journal 2014:12 (10):3874)

12
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3.4.5 Resident exposure

Tier | : assuming a convertion of 100% for prothioconazole-desthio.

Residential exposure was assessed according to EFSA model incorporating a distance of 10 metres from
the spray boom and a drift reduction technology. An unacceptable risk was determined for residents
(child):

Model (AOEM) - All pathways (mean) % AOEL % AOEL
fluopvram prothioconazole-des-
Py thio
Resident (children) 28.08 162
Resident (adults) 13.52 78.9

Tier 11 : assuming a convertion of 45% for prothioconazole-desthio.

Residential exposure was assessed according to EFSA model incorporating a distance of 10 metres from
the spray boom and a drift reduction technology. For each individual active substance, resident exposure is
below the individual AOEL, however an unacceptable risk was determined for residents (child) based
on combined exposure (see also Section 3.4.6):

- 0,
Model (AOEM) - All pathways (mean) % AOEL /pAOEL % AOEL
prothioco-nazole- .
fluopyram desthio prothioconazole
Resident (children) 28.06 79.1 7.87
Resident (adults) 13.52 36.77 3.81
3.4.6 Combined exposure

Currently no EU-harmonised guidance is available on the risk assessment of combined exposure to multiple
active substances. Most assessment approaches employed up to now make use of the Hazard Index (HI)
concept. It is therefore suggested to use this as a first tier assessment.

A cumulative assessment for operators, bystanders/residents and workers has been performed. At the first
tier, combined exposure is 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 active substance and the HI (sum of hazard quotients) are:

Estimated ex-
Populations PPE Active ingredient posure / AOEL
(HQ)
Working coverall and gloves during mix- Fluopyram 0.0054
OPERATORS ing/loading and application Prothioconazole-desthio 0.1408
Prothioconazole 0.0093
Cumulative risk operators (HI) 0.1555
Fluopyram 0.2806
Children - All pathways (mean) Prothioconazole-desthio 0.791
Prothioconazole 0.0787
BYSTANDERS Cumulative risk bystanders (child) (HI) 1.1503
Fluopyram 0.1352
Adults - All pathways (mean) Prothioconazole-desthio 0.3677
Prothioconazole 0.0381
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Cumulative risk bystanders (adult) (HI) 0.541
Fluopyram 0.2806
Children - All pathways (mean) Prothioconazole-desthio 0.791
Prothioconazole 0.0787
RESIDENTS Cumulative risk residents (child) (HI) 1.1503
Fluopyram 0.1352
Adults - All pathways (mean) Prothioconazole-desthio 0.3677
Prothioconazole 0.0381
Cumulative risk residents (adult) (HI) 0.541
Fluopyram 0.2307
Working coverall Prothioconazole-desthio 0.6091
WORKER Prothioconazole 0.0653
Cumulative risk workers (HI) 0.9051

The Hazard Index is < 1. Thus combined exposure to all active substances in PROPULSE (Fluopyram +
prothioconazole SE 250 (125+125 g/L)) is not expected to present a risk for operators and workers.
However, the Hazard Index is > 1 for children residents and children bystanders.

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

For fluopyram, when the use of PROPULSE (Fluopyram + prothioconazole SE 250 (125+125 g/L)) on
sugarbeet is limited to sugar production only, livestock exposure estimates have not to be performed,
considering that the intended uses (sugarbeet limited to sugar production only) do not modify the dietary
burden calculations completed at European level. In this case, there is no risk for animal MRL (Reg. (EU)
2021/618) to be exceeded.

Then, the use of PROPULSE (Fluopyram + prothioconazole SE 250 (125+125 g/L)) on sugarbeet has to be
limited to sugar production only. In this condition, for fluopyram, an exceedance of the current MRL as
laid down in EU Regulations is not expected.

For prothioconazole, for sugarbeet and chicory root, data available show that exceedance of the
current EU MRL of 0.01* mg/kg (Reg (EU) 2021/618) will occur. New MRL application form has been
submitted in Germany (0.03 mg/kg). No ER is available yet. For beetroot, an exceedance of the current
MRL as laid down in EU Regulations is not expected.

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

The chronic and the short-term intakes of prothioconazole residues are unlikely to present a public health
concern. 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 a dietary risk assessment
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 opinion that the chronic and short-term
intakes of TDMs residues resulting from the use proposed in the framework of this application are unlikely
to present a public health concern.

Data gaps

. Data gaps relevant for the risk assessment for TDMs identified at EU level:
- Poultry and ruminant feeding studies conducted with TLA or, alternatively, metabolism studies
performed in accordance with the current recommendations as a surrogate to these feeding studies
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to determine the magnitude of TLA residues in products of animal origin.
- Residue trials and rotational crops field trials supported by acceptable storage stability data on

TDMs.
Summary for 102000017308
PHI PHI/ Withholding period sufficiently PHI
Cro roposed b supported for roposed b zZRMS Comments
P P 'i’ y pm& y (if different PHI proposed)
applicant Fluopyram Prothioconazole ZRMS
Sugar beet | NR: Last Yes No MRL exceedance on sugar
application at beet in France
BBCH49
Red beet 14 Yes Yes
Chicory NR: Last Yes No MRL exceedance on chicory
roots application at root in France
BBCH49

NR: not relevant

Waiting periods before planting succeeding crops : Not relevant

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 (predicted
environmental concentration) 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 prothioconazole, fluopyram 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.

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

PECew for prothioconazole, fluopyram and their metabolites do not occur at levels exceeding those
mentioned in regulation EU No 546/2011. 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 substances
and 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.
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Based on the guidance documents, the risks for birds, aquatic organisms, mammals, bees, other non-target
arthropods, earthworms, other soil macro- and micro-organisms and terrestrial non-target plants are
acceptable for the intended uses. Risk mitigations are required for aquatic organisms.

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)

Actives substances fluopyram and prothioconazole are not approved as a candidate 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

None.

5.1.2 Post-authorisation data requirements
None.
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Appendix1 Copy of the product authorisation

DocuSign Envelope ID: EDCBEIDS-AAIF-4989-BFT2-DTCICE153609

Ex

REPUBLIQUE &
FRANCAISE ar
anses

Décision relative 4 une demande d’extension d’'usages
d'un produit phytopharmaceutique

VU les dispositions du réglement {CE) N* 1107/2009 du 21 octobre 2009 et de ses textes d'application,

VU le code rural et de la péche maritime, notamment le chapitre Il du titre \/ du livre II des parties [égisiative et
reéglementaire,

Vu la demande d'extension d'usages majeurs du produit phytopharmaceutique PROPULSE
de la société BAYER SAS

enregistrée sous le n 2020-3220

Vu les conclusions de ['évaluation de I'Anses du 15 avril 2022,
Considérant qu'un risque d'effef nocif pour les personnes présentes enfants et les résidents enfants, lié &
l'utilisation du produit, ne peut étre exclu,

Considérant également gue les informations disponibles sont insuffisantes pour s'assurer de la performance
des EPI pour ce type de formulation (SE),

Considérant gu'il ne peut pas étre élabli que les exigences menlionnées & l'article 29 du réglement (CE)
n"1107/2009 sont respectées,

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

PROPULSE
AMM n*2130202 Page 1 zur4
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DocuSign Envelope ID: EDCBEIDS-AAIF-4989-BFT2-D7TCACE153609

Ea
REPUBLIQUE ) &
FRANCAISE ar

™ anses

Frasernieé

Informations générales sur le produit

. PROPULSE

Noms du produit YEARLING

Type de produit Produit de référence
BAYER SAS
16 rue Jean-Marie Leclair

Titulaire C5 90106
69266 LYON CEDEX 09
France

Formulation Suspo-émulsion (SE)

125 g/L - fluopyram

Contenant 125 giL - prothioconazole
Numeéro d'intrant 2130374
Numéro d'AMM 2130202
Fonction Fangicide
Gamme d'usage Professionnel

A Maisons-Alfort, |e08/06,/2022

DocuSigmed by:

(larsthe Erashllowr
Tecics generale déléguée
en charge du pdle produits réglementés

Agence nationale de sécurité sanitaire de
I'alimentation, de I'environnement et du travail (ANSES)

PROPULSE
AMM n®2130202 Page 2 sur4
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DocuSign Envelope ID: EDCBE3DS-AA3F-4989-BF79-D7C3CE1536899

| -§ |
REPUBLIQUE
FRANGAISE

Liberté
Fgnlité
Frasernité

4
wr

anses

ANNEXE : Conditions de mise sur le marché demandées

Liste des usages refusés

15053202
Betterave industrielle et fourragére®
Trt Part. Aer.*Maladies du feuillage

Délai it récolti
Usages Dose d'emploi Nombre maximum d'applications al avant recolte
(iours)
1,2 Liha 2/an F
‘ (BBCH 439)

Motivation du refus :

L'usage est refusé en raison d'un risque de dépassement des limites maximales de résidus des substances actives
prothioconazole et fluopyrame et car les données disponibles ne permettent pas d'exclure un risque d'effet nocif pour les
personnes présentes enfants et les résidents enfants, et car les informations disponibles sont insuffisantes pour s’assurer de la
performance des EPI pour ce type de formulation (SE).

16173203
Betterave potagére*Trt Part.Aer.*
Maladies des taches brunes

1,2 Liha 2fan 14

Motivation du refus :

L'usage est refusé car les données disponibles ne permettent pas d'exclure un risque d'effet nocif pour les personnes
présentes enfants et les résidents enfants et car les informations disponibles sont insuffisantes pour s'assurer de la
performance des EPI pour ce type de formulation (SE).

1,2 Liha 2fan 14

16173204 o

Betterave potagére*Trt Part. Aer.* Motivation du refus : . ) ) _

Oidium(s) L'usage est refusé car les données disponibles ne permettent pas d'exclure un risque d'effet nocif pour les personnes
présentes enfants et les résidents enfants et car les informations disponibles sont insuffisantes pour s'assurer de la
performance des EPI pour ce type de formulation (SE)

PROPULSE

AMM n*2130202

Page 3 sur 4

DocuSign Envelope ID: EDCBE3DS-AA3F-4989-BF 78-D7CICB153699

EX
REPUBLIQUE
FRANGAISE

Liberté
Egalité
Fraternité

3
anses

Liste des usages refusés

16353204
Chicorées - Production de racines®
Trt Part.Aer.*Oidium(s)

Délai it récolt:
Usages Dose d'emploi Nombre maximum d'applications al avant recolte
(jours)
F
1,2 Liha 2fan (BECH 49)

Motivation du refus :

L'usage est refusé en raison d'un risque de dépassement des limites maximales de résidus de la substance active
prothioconazole, car I'efficacité du produit n'a pas été démontrée et car les données disponibles ne permettent pas d'exclure un
risque d'effet nocif pour les personnes présentes enfants et les résidents enfants et car les informafions disponibles sont
insuffisantes pour s'assurer de la performance des EPI pour ce type de formulation (SE).

16353203
Chicorées - Production de racines*
Trt Part.Aer.*Rouille(s)

F
1,2 Liha 2fan (BBCH 49)

Motivation du refus :

L'usage est refusé en raison d'un risque de dépassement des limites maximales de résidus de la substance active
prothioconazole, car l'efficacité du produit n'a pas été démontrée et car les données disponibles ne permetient pas d'exclure un
risque d'effet nocif pour les personnes présentes enfants et les résidents enfants et car les informafions disponibles sont
insuffisantes pour s'assurer de la performance des EPI pour ce type de formulation (SE).

PROPULSE
AMM n*2130202

Page 4 sur 4
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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.

Appendix 2 Copy of the product label

[ 345 2z3essor to prezent a copy of the approved product label for WS country. |

PROPULSE

PROJET DE TEXTE ID'ETIQUETTE 06 juin 2020

Propulse®

Comtient ; 125 21 flnopyram zoit 1177 % (m'm)
125 g1 prothioconazole seit 11.77 %% {m/m)
soas forme de muzpension-énlsion SE)

AN M 2130202

FOMGICIDE pour lutter contre les maladies éu colza, des besteraves sucrieres et potageres, des chicoress en produc-
tron de racines.

5L

Classe FRAC : 3-7

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

PROPULSE est um fongicide compose de deax substances actives des familles chimiques triazolinthione ot Pyra-
mide (Pyridinil-ethyl-benzamides) - prothioconazele ot fluogyram.

TABLEAUX DES USAGES
Specifications d'n- | DAR (en jours) ouw | Precastions esvi-
Culrurs Cibles / Usagas Dioses sage / Stade dappli-| BECH mag ou™NC |  roamement (voir
cation {Mon Concerne) lependes)
Alternarinze
Oidivms
Phoma
Sclerotimioss . s
Colza Cylindrosporisse 1.01ha I trait.fan 36 la
Pzeundocercosparellose
Mycosphaerella bras-
sidcala
Cercospariose
iy Didlm 1 trait. ‘an
Eetteraws sucriens Barmulariose 1.21ha EBﬁEZH 3'1 340 BECH 4% la
Foouille 2
Stemphylinm
Cercaspariose
Oidium S
Eatterave potagers Famulariosa 1.2 1ha EELCg-Iﬂ;-l;:-’f" 1 la
E.puille -
Stemply livm
Zhicorees - Produc- Oidium N 21 it fan a
tion de racines Rouilles 12tk BECH 31248 SECH 4 2

1 application par an sur calza pour toutes le: preparations contenant une substance active de I famille des SDHT
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Product code 102 Page 50 /141
Product name: | Version Sept. 2020
Dart A - National Assessmest - C2 Applicant’ ME version

Limites maximale: en residas de substances actives - se reporier 2ux LME. en vigusur zu nivean de [TUkion Eure-
peenrs et copzultable: 2 Fadresze hetp:/ac curopa s food plant pesticides 'eu-pesticides-databaze

Bayer 5A5 ne prén:-:-njse Twilization de ce produit que sur le: culfures gt nz2ges meptionmes dans le tablsan des
nsaEes ci-dessus et, 4 ce tite, décline toute responsabilité concernant Pélarsissement de som wtilisation 3 d'zusres
usages tels gue previs par lamste du 26 piars 2014 o1 ses armétes modificarifs.

Pomr route atilisation lise 2 cet arméte, veuillez contactsr Baver Servics Infos zu prealabls an 0 800 23 35 45,

1. Organizmes sQUALguss
la Pour proteger le: Organismes aquatigues, respectsr une Ione DL trzitee de 3 métres comporiant un dispositif
vegetalise penmanert de 5 metras par rapport 20z points dezn

Le tablean ci-deszns fai a]:-pm.rtre les precautions 2 prewdre peur eswirarmement, fimses par 1'autorization de misa
en marche de la spacialite.

2 ZNT agnatique non fixss | {en Fahsence sur I stiguette de zons non traitée par rapport A points d'eau), respecter,
selon les dispositions de U'arméte du 4 mai 2017, [z valear minimals snivante - Zone non traitee 5 metrss.

CHAMP D'ACTIVITE

PROPULSE se caracterise par sa haute performamce d'efficacite, ses propristes systemignes crigmales, sa pelyva-
lenice et 23 persiztance sur les principale: maladies des cruciferss eleaginensa:.

MODE D'"EMFLOI
- Préparation de la bouillis

Verser directement PROPULEE, pressete zous forme de concentrs emnl:ipnnable, dans la cuve remplis 2 daug tisrs,
le syzteme d'azitation en fonctionrement. Complater l2 ouve aver la volume d'sae néceszaire.

- Mélanzes et Compatibilités

Les malznzer dodvent &tz mis en oeunTe comformement 2 [2 reglement=tion en vigueur. Poor conpsime le dstail
pratigue de cette mise e oeure, il axf nécessaire gz contacter 2u prezlabls la 0 300 25 35 43

- Condition: de traitement (époque, stade, sewil d'intervention)

Aftention - en c2: de recours 2 des technigues culturale: powvellement mizes en oeuvte par l'utlisateur ou presentant
une guelconoue specificite, atilisateur doit en informer son foumizsenr avan: tote atilisation du produit, afin que
ce dermier paisse en verifisr la faizabilite avec le fabricant du produit

Zalon les rapions et les maladies dominante: (consulter votre conseiller regionall, PROPULSE s'=mplois |

Sur colza - des stades B4 3 &4 zelon la pomenclamrs do CETIOM, 20it éu stade 4 fouills: 2 30 % des ziligues oot
attaint laur tzille finals. )

Bur betterave - des stades BBCH 31 (debut du recouvrement de 1'mter ranz) a BEECH 42 (12 racine arteint =2 taills da
racolts). Se reférer aux aviz de trzitements de ITTE et des sucreries. Fespacter un intervzlle de 21 jours entrs denx
application:

Sur betterave potagere © des stades BECH 31 (debut du recounvrement de 1'inter rang) 2 BECH 4% (Ja racine atteint
sa tadlle de recelte) avec 2 applications magimwn par cvcle culhural pour hetter coptre [ snsemble da: maladies

Zur chicoress (production de racines) : de: stades BECH 21 (debut du racouvTement de 1'inter rang) 2 EBCH 42 1z
racine aiteint sa taille de recelie). Le bon positionnement des applications pourma éire confinme par APEF (Azze-
dation de: Productewr: 4’ Endive: de France). Fespecter un intervalle de 21 jours enire deux applications.

- Application (matériel, pression)
Utilizer PROPULSE avec des vohmes d'ezu compris ertre 100 2 300 Vha L'efficacite forpicide depend du dapre da
couvertire des orsanes A protéger. 5'assurer d'un réglaze aporoprie de la ampe ainsi que do choix de huse: adaptées
afin d'obtenir ues repartition mmiforme du produit sur [ colnre.

- Condition: da miliza
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Product code- 102
Product name: FLU+PTZ SE 250 Version Sept. 2020
Part 4 - Mational Aszszzment - France Applicant/ ME version

Page 60 /142

Me pas traiter en o2z d'kygrometrie inferieure 2 #1% &t par des temperzhires supaneu:e!. 3 I0°C En caz ds streas
Ivdrigue margue ef de fortes amplinde: thermiques, avviter de traiter les culture: concernss: par um nzage homolo-
Zne

PRECAUTIONS A PRENDRE

- Four le stoclage

- Comzerver le produit uniquenent dar: son emballage d'origine, dans ue local phytopharmaceutique conforme 2 Lz
Iée:]ma:latinn en vigmeur, 3 'ecart des aliments et bolzsons, v compri: ceux pour animaus. Conserver hors de L2
portes dez enfanis et des perzonnes non auioTisess.

- MMesure: de protection dex individuos

Ze laver le: mams apres toute manipalation wilization intervention dans aee parcells préalzblement traitee.
Me pas menger, boire, telephomer o fiumser lor: de l'whlisation du prodait

Pour l'opeérateur, porter
Dams L= cadre d'une 2pplication effectase 2 Faida dun pubrérisatens 2 ramps -

Pendant le melange/chargement

- (ramis en witrile cartifies EM 374-3,

- EF[ vestimertzire certifie BN 150 27063 (miveaun C1),

- EFI partiel {blouse ou tablier 2 manches loagues) de cataparie I ef de type (PE3) 2 porter par-deszus 12 combinai-

500 precitee.

FPendant Uapplivadon - Pulvarization vers la ba:

5i application avec tracteur sap: cabine -

- EFI vestimertzire certifia B 150 270463 (miveau C1)

- Gamts en nitrile -;an:l:l.e! EN 174-2, perdant I"application et dans le cas d'ume imtervention sur le materisl pendan:
la phaze de palverisation

5i application avec tracteur avec cahine -

- EFI vestimertzire certifia B 150 270463 (miveau C1)

- Camtz en nitrile certifies EM 374-2 a wsage umigue, dan: le cas d'une mtervention sar le matsrie]l pendant la phiass
de pulverisation. Dians ce cas, ke gamts pe doivent &tre portes qu'a Fexterisur de la cakine et doivent &re stockss
apres wtilisation 2 lextarizur de |2 cabine.

Pendant Iz nettoyage du mareriel de pulvérizadon

- (Famts en pitrile certifies EM 374-3,

- EFI vestimentaire certifia EM [30 27063 (nivean C1) )

- EFI partiel {blouse ou tablier 2 manches loagues) de catagarie 1T ef de type (PE3) a porter par-deszus la combinai-

500 precitee.
Pouwr le fravaillenr amene 2 entrer dans [a culture apres traitement, partsr

- EFI vestimentaire {ensembla veste ot pantalon) conformes 3 la norme WE EXN 150 27062 (novean 1),

- En cas de contact avec la cultare traitae de betterave ou de racines de chicorss, porter des pantz en nitrile certifia:
EM 374-3 pu IR015880 GF et des botte: de protection certifiees EF 13 832-3.

Rapperter les eguipements da protection mdmviduells (EPT) usaps: dans um zac translacide a votre distributeur parts-

naire ECO EPI ou faire appel a une entreprize habilites pour la collects et l'slimination de produits dangereug.

En cas de deversement aceidenzel

%z proteger (EBT) et sacuriser la zane.

Prevenir les pompiers (18 ou 112} en ca: de -:I.a.ng-ar immadiat pour I'epvirennerent que Vows Le POUTES SETAT Vel
Vi propres movens. Collscter tot ce gul 2 pu éfre en contact avec Lz produil, tarre souilles mchaze Hettarper le zite
et le materiel wiilize, ex premant som de confiner les effluerts generss par opératicn de pettovage. Le: aliminer
selon la réplementation en viguear.

- Pour I'emploi
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Product name: FLIT+PTZ 5E 150 Version Sept. 2020
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- Bincer la bidon en veillant a verser l'sau é2 rinczpe dans la cuve du palverisatsur.
- Eliminer lez fonds de cuve conformement 3 la raglementation sn viguear.

- Poar I'élimination du produit et de l'emballage

- Pour l'elimination des procuits pon utilisables, fairs appsl 2 une entrepriss hahilitée pour la collacts et Feliminartian
des produnts dansersux. ) )

- Me pas reutilizer les emballages vides et lez eliminer via une collecte organizes par les diswibateurs panenaires da
Ia filiere Adivalor owim autre service de collecte specifiqus.

- Wettovage Pulvérizatenr et gestion des fonds de cuve
A lz fin d2 la periode dapplication du produit, \integralité de Pappareil {cuve, rampe, circuit, buses. ) datt &e
rincee 2 l'sau claire. Le rincage do pulvarisateus, l'epandage ou l2 vidange du ford de cuve ot 'élimmation das ef-
fluerts dpivent &fre realises conformement 2 |2 reglementation en vizueus.

- Prevention ef gestion de la résistance

L'utilization repetae, sur tme méme parcells, de preparation: 2 baze de substances actives de la mémes famille chi-
micque ou 2yant le méme mods 4'action, pent conduite 3 'apparition d'arzarismes resistants. Pour raduirs ce risoue,
Turilizateur doit rRizonrer en premier lien la: pratigues azronamigues &t respecter les conditions d'smplol du produit
11 est consgille dzltermer oo dassocier, sur ume meme parcelle, des preparations 2 base de substances actives de fa-
millzs chimigues différentes oo 2 modes daction differents, tant 2u cours d'une szisen culturale que dans la rotation
En dénit du respect de ces rézles, on ne peut pas exclure une altération de l'efficacite de cette préparation lige 3 ces
phenomenes de resizfance. De ce fzif, Bayer 5A% decline toute rezponsabilite quant 2 deventuelle: conseguences
qui pourraient éire dues a de felles rasiztances,

Propulze® ANDMI M= 2130202
115 g/l fluopyram, sodt 11.77% (mm)
115 g/l prothisconazole, seit 11.77% (m/'m)

Attention

H410 - Tra: tomique poar les crgznizmes aguatiques, entraine des effets nafastes 2 long terma.

F220 - Parrer des gants de protection/'des vtements de protection us equipement de protection des yeug'du vizage.
F391 - Feacueillir le produit rapendu.

P410 - Protager du rayomeement 2olzire.

P501 - Elimniner la coptemy recipient dans le lisy &elimination confarmement 2 [2 reglementation locale

EUH 208 - Coetient 1,2-benzizothiazol-3(27H)-cne, mazse de reaction de 3-chlore -2-matiryl-2H-isothizzel-3-one ef
g.-eméﬂzj']-m-isumiazu]-il-une {3:1). Peat produire une reaction allezgique.

Delai de rentres - Dalai de rentree de & heures apres raitement, porte 3 43 heares en culurs de betteraves ef racines
de chicorses.

3Ped - Poar protager les orgznizme: aguaiiques, respecter une zone non traitee de [3] metre: comportant un dizpost-
1if wegetalize permanent dune larseur da [3] matres par rapport aux point: d'san,

L arachage maruel des betteraves ampuelles doit étre affectue de preference en praalzble aux traifements.

5Pl - e pas pellusr 'ean avec le produit ou 2on emballaze.
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EUH4#01 - Bespectaz les mstruction: d'utilisation 2fin d'eviter les rizques pour L2 sante humaime et eavirornement.
PREMIERS SECOURS

Conseils généranx : 3'zloizner da la zone dangereuse. Enlever immeadiatement tout vatement souills ot o mettra 2
T'zcart, Maintenir = transportar la victime en position laterzle de securits.

Inhalation : Amepsr la victime 2 1'zir libre. Garder L2 victinie au repos et |2 maintanir zu chand. Appeler mmediz-
terent 1m medacin ou un ceptrs AntiPaizon.

Contact avec la pean - Mettoyer avec une grands quantite d'san et du savan, 21 disponible, avec du pobyethylensglhy-
col 4040, poiz rincer avec de Fean 5i bes troukles s= prolonsent, consulter un medecin.

Contact avec les veux : Fincer mmed.l.at&mm et abondamment 2 l'eaw, ¥ Compris sous les paapienas, pendant a
moin: 15 minote:. Aprés les 5 premierss minutes, enleves les lantillas comesnnes, si presemes, contisusr 3 rincer
T'oeil. Faire appel 2 une azsistance medicale en cas dapparition 4'vme imitation qui perziste.

Ingestion - He PAS faire vomir. Appeler immeadiatament un madecin ou un centre AntiPoizen Fincer la bouche.

En cas de perte de la Fiche de dopnees de :ecurite, celle-ci peut vous étre 2 pouvesy fournis zor simple appel an 0
800 25 33 43 ou ée conzultée sur les sites intemet : W baver-2sri & et www.quickfds.com

En cas durgence, appeler le 13 ou 1= ceptre antipoizar puis signalez vos symaptomes 2u ressau "FPhytattiude” n° vert
0 800 BET 287 (appel eratoit depuis mm poste fize).

Point gelif : -5 °C
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o0 - Naridres st objets damgereuy divers

L Diangereux pour |'environnsment

& Marque deposee Bayer

Baysr AL

Divigion Crop Science - 186, rue Jean-Marte Leclair - 5 83108 - 83268 Lven Cedex 09 France
EME : Bayer SAS

Fabaication UE

Diate de fabricationm® ds lot - vodr sur lemballazs

AVERTISSEMENT

Toute reproduction totale ou partielle de cetie étiquette est interdite.

Respecter les usages, doses, conditions et précautions d'emplei mentionnés sur I'emballage. Ils ont éfé déter-
mirés en fonction des caractéristigues du produit et des applications pour lesquelles il est précorizé Conduire
sur ces bases la culture et les traitements zelon la bonne pratigoe agricols en temant compte, sous s responsa-
bilité de I'utilizatenr, de tons les factenrs particuliers concernant votre exploitation, tel: que la nature du sal,
les condifions meteoralogiques, les méthodes calturales, les varietes vezetales, la resistance des especes...

Le fabricant garantit la qualité du produit vendu dans son emballage d'origine et stocke selon les conditions
preconizéss, ain:i gue s comformite & UAuforisation de Mise sur le Marché délivrés par les autorifes
compétentes framcaises. Pour les denrees issues de cultures protesées svec cette specialite et desfinees a
I'exportation, il est de la responssbilite de I'exportatenr de s'assurer de la conformite avec la réglementation
&n viguenr dans le p
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