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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 (zZRMS) 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 updated version concerns the evaluation of new data submitted by BAYER SAS on 14/03/2023 for the
Toxicology section (application 2023-1279). The residus section has also been updated.

The present application (2020-3220, 2023-1279) 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 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

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
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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 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

> 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



Page 6/27

Fluopyram + prothioconazole SE 250 (125+125 g/L) / PROPULSE
Part A - National Assessment

FRANCE
Formulation type Suspo-emulsion [SE]
Packaging Not relevant for extension of authorisation

Coformulants of concern for|-
national authorisations

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 grant the authorisation.

23 Substances of concern for national monitoring

Referto 5.1.1.

24 Classification and labelling

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

Classification not changed.

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

SP 1 Do not contaminate water with the product or its container. Do not clean application
equipment near surface water. Avoid contamination via drains from farmyards and roads.

For other restrictions refer to 2.5

243 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:

Arrété du 4 mai 2017 relatif a la mise sur le marché et a 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 l'utilisation de produits phytopharmaceutiques https:/www.legifrance.gouv.ft/eli/arrete/2017/5/4/AGRG1632554A/jo/texte ;
https://www.legifrance.gouv.fr/affichTexte.do?cid Texte=JORFTEXT000039686039&categorieLien=id
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- 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.

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 crop'® 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.

2.5.1 Restrictions linked to the PPP

The authorisation of the PPP is linked to the following conditions:

Operator protection:

- Refer to the Decision in Appendix 1 for the details.

Worker protection:

- Refer to the Decision in Appendix 1 for the details.

Integrated pest management (IPM)/sustainable use:

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

List of culture considered as unattractive to bees and other pollinators insects defined by French Agricultural ministry and published in
Bulletin Officiel du ministére chargé de l'agriculture.
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Bystander and resident | For uses on red bet and sugarbet, respect an unsprayed zone of 5 meters from the extremity
protection of the boom and :

- areas where bystanders are present during treatment

- areas where residents could be present

Environmental protection

SPe 3 To protect aquatic organisms, respect an unsprayed buffer zone of 5 metres with a 5 metre
permanent planted buffer strip to surface water bodies for uses on beetroot and sugarbeet.

Other specific restrictions

Label
recommendations

The label must contain the following statement:

It should be mentioned on the label that a risk cannot be excluded for grasses including
cereals as succeeding crops.

The other conditions of use specified in the previous evaluations are not changed.

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.
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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.

PPP (product name/code):

PROPULSE / FLU+PTZ SE 250

Formulation type:

GAP rev. 1, date: 145082024

SE @

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
1 2 3 4 5 6 7 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 ga.s./ha Water e.g. g safener/synergist
(crop G, (additionally: nd stage of crop & between a) max. rate per L/ha per ha
destination/purpose | Gn, | developmental stages of scason applications | appl. a) max. rate per| ®
of crop) Gpn | the pest or pest group) (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 31-49 14 | Acceptable
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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 ga.s./ha Water e.g. g safener/synergist
(crop G, (additionally: nd stage of crop & |a)peruse betw_eeg 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
1 per crop/season
172 |FRA Sugarbeet (BEAVA) | F — . 31-49 l 21 . ' | Acceptable

Remarks
table
heading:

Remarks
columns:

(@
(b)

(©)

[OSIN ]

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 ofticial 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)
©

®

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/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

10
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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% v/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.

The level of phytotoxicity of the PROPULSE (FLUOPYRAM + PROTHIOCONAZOLE SE 250 (125+125
G/L)) product is considered negligible for use on beets.

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.

33 Methods of analysis (Part B, Section 5)

3.3.1 Analytical method for the formulation

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

11
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3.3.2 Analytical methods for residues

Analytical methods are available in the Revised Draft Assessment Reports and validated for the
determination of residues of Fluopyram 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 I : assuming a convertion of 100% for prothioconazole-desthio.
Considering proposed uses, operator systemic exposure was estimated using the EFSA model'!:

% AOEL
o
Crop Equipment PPE and/or working coverall Ff) AOEaI;n prothiocona-
uopyr zole-desthio

Vehicle

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

beets downward ing/loading and application

spraying

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

V)
. % AOEL | o ) oL
. . % AOEL prothioco- .
Crop Equipment PPE and/or working coverall prothiocona-
fluopyram nazole-des-
thio zole
Vehicle
Sugar mounted, Working coverall and gloves dur-
beets downward ing mixing/loading and application 538 319 26
spraying
343 Worker exposure

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

' EFSA Journal 2022;20(1):7032

12



Page 13/27

Fluopyram + prothioconazole SE 250 (125+125 g/L) / PROPULSE
Part A - National Assessment

FRANCE
. % AOEL % AOEL
Crop PPE and/or working coverall fluopyram prothioconazole-desthio
Sugar Working coverall during mixing/loading and 231 136
beets application

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

% AOEL
. % AOEL . % AOEL
Crop PPE and/or working coverall f prothioconazole- .
uopyram desthio prothioconazole
Sugar Working coverall during mixing/loading and
beets application - - -
34.4 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.”

3.4.5 Resident exposure
Tier I : 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) o AOEL % AOEL
ﬂo prothioconazole-des-
uopyram thio

Resident (children) - -
Resident (adults) - -

13
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27.14 422 11.6
7.36 129 3.77

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:

14
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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.

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

o 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 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
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PHI/ Withholding period sufficiently
Cro PE)I osed b supported for Pr}(I)I osed b zRMS Comments
p p 113 y pRl\B[S y (if different PHI proposed)
applicant Fluopyram Prothioconazole z
Sugar beet |NR: Last Yes Yes after publication | 7 days In accordance with the results
application at of new MRL in an trials available in the dossier,
BBCH 49 implementing a PHI period of 7 days is
regulation. proposed for sugarbeet.
Red beet 14 days Yes Yes
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.

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

PECgw 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.

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)

16
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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)

Active substance 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

Establish to monitor resistance to fluopyram and prothioconazole.
Any new information which would change the resistance risk analysis must be provided to the competent
authorities immediately for the whole uses.

5.1.2 Post-authorisation data requirements

None.
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Appendix 1  Copy of the product authorisation

Docusign Envelope ID: CE2070EF-05EC-4A5A-A0D3-7CAFTT45AE91

REPUBLIQUE
FRANCAISE ar

anses

Fraternité

Décision relative a 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 Ill du titre V/ du livre Il des parties législative et
réglementaire,

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

enregistrée sous le n® 2023-1279

Vu les conclusions de I'évaluation de I'"Anses du 31 mai 2024,

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

présente décision.

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

Avertissement :

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

PROPULSE
AMM n® 2130202 Page 1 sur5
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Docusign Envelope ID: CE2070EF-05EC-4A5A-A0D3-7CAF7745AE91

REPUBLIQUE
FRANCAISE \ Y 4

anses

Fraternité

Informations générales sur le produit
PROPULSE
N d duit
oms du produi VEARLING
Type de produit Produit de référence
BAYER SAS
s 74 rue Gorge de Loup
Titul
rutaire 69009 LYON
France
Formulation Suspo-émulsion (SE)
125 g/L - fluopyram
Contenant 125 g/L - prothioconazole
Numeéro d'intrant 2130374
Numéro d'AMM 2130202
Fonction Fongicide
Gamme d'usage Professionnel

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

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

A Maisons-Alfort, le 14/08/2024

DocuSigned by:
30E4T183BB0A429
Directeur général

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

PROPULSE
AMM n® 2130202 Page 2 sur 5

19
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Docusign Envelope ID: CE2070EF-05EC-4A5A-A0D3-7CAF7T45AE91

Ex
REPUBLIQUE
FRANCAISE

Liberté
Egalité
Fratermité

ANNEXE : Modalités d’autorisation du produit

Liste des nouveaux usages autorisées
En l'absence de mention spécifique, les usages autorisés correspondent a une utilisation en plein champ.
En 'absence de restriction, les usages sont autorisés sur I'ensemble des cultures de la portée de I'usage.

Zone Non
Dose Nombre Stade Délai avant Zg:_‘:“!;:n Traitée
Usages maximale maximum d'application récolte e arthropodes
d'emploi | d'applications BBCH (jours) quata non cibles
fi-aes) (métres)
15053202 entre les stades 5
Betterave industrielle et 12 s G ng gHSJLQEt 7 (dont DVP 5) )
fourragere*Trt Uni : bett T industriell
Part Asr *Malsdics i niquement sur betterave a sucre ou industrielle.
feuillage 2 applications maximum par an et par culture.
Intervalle minimum entre les applications : 21 jours.
entre les stades
gbirden- 1,2 L/ha 2/an BBCH 31 et 14 2 :

Betterave potagére*Trt

Part.Aer.*Maladies des T i t BB|:3H 49
taches brunes applications maximum par an et par culture.

Intervalle minimum entre les applications : 21 jours.
entre les stades

(dont DVP 5)

5
16173204 1,2L/ha 2/an BBCH 31 et 14 -
Betterave potagére*Trt BBCH 49 HontEVE"S)
Part.Aer.*Qidium(s) 2 applications maximum par an et par culture.

Intervalle minimum entre les applications : 21 jours.

DVP : Dispositif Végétalisé Permanent.

PROPULSE
AMM n* 2130202
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Docusign Envelope ID: CE2070EF-05EC-4A5A-A0D3-7CAF7T45AE91

REPUBLIQUE d &
FRANCAISE ar

1bert

anses

Conditions d'emploi du produit

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

- l'utilisation d'un matériel adapté et entretenu et la mise en ceuvre de protections collectives constituent la premiére
mesure de prévention contre les risques professionnels, avant la mise en place de protections individuelles ;

- le port de combinaison de travail dédiée ou d'EPI doit étre associe a des réflexes d'hygiéne (ex : lavage des mains,
douche en fin de traitement) et 2 un comportement rigoureux (ex : procédure d'habillage/déshabillage) ;

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

Pour I'opérateur, porter

Les équipements de protection individuelle ci-aprés sont applicables a tous les usages autorisés du produit utilisant ce
mode d'application.

Dans le cadre d'une application effectuée a I'aide d'un pulvérisateur a rampe

* pendant le mélange/chargement

- Gants en nitrile certifiés NF EN 1SO 374-1/A1 et NF EN 16523-1+A1 (type A) ;

- EPI vestimentaire conforme a la norme NF EN ISO 27065/A1 ;

- EPI partiel (blouse ou tablier a manches longues) de catégorie lll et de type PB (3) a porter par-dessus I'EPI
vestimentaire précité ;

- Protections respiratoires certifiées : demi-masque certifie (EN 140) équipé d'un filtre P3 (EN 143) ou A2P3 (EN
14387) ;

« pendant I'application
Si application avec tracteur avec cabine
- EPI vestimentaire conforme a la norme NF EN ISO 27065/A1 ;

- Gants en nitrile certifiés NF EN 1SO 374-1/A1 et NF EN I1SO 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 'extérieur de la cabine et doivent étre stockés aprés utilisation a 'extérieur de la cabine ;

Si application avec tracteur sans cabine
- EPI vestimentaire conforme a la norme NF EN ISO 27065/A1 ;

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

« pendant le nettoyage du matériel de pulvérisation
- Gants en nitrile certifiés NF EN ISO 374-1/A1 et NF EN 16523-1+A1 (type A) ;
- EPI vestimentaire conforme a la norme NF EN ISO 27065/A1 ;

- EPI partiel (blouse ou tablier a manches longues) de catégorie lll et de type PB (3) a porter par-dessus I'EPI
vestimentaire précité.

PROPUIL SF
AMM n® 2130202 Page 4 sur 5
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Docusign Envelope ID: CE2070EF-05EC-4A5A-A0D3-7CAF7T45AE91

Ex
REPUBLIQUE ]
FRANCAISE Q-

22 anses

Fratermité

Pour le travailleur, porter

- EPI vestimentaire conforme a la norme NF EN ISO 27065/A1 et, en cas de contact avec la culture traitée, des gants
en nitrile certifies NF EN I1SO 374-1/A1 et NF EN 16523-1+A1 (type A).

Les équipements de protection individuelle ci-dessus sont applicables a tous les usages autorisés du produit.

Délai de rentrée en application de I'arrété du 4 mai 2017 :
- 6 heures.

Protection des personnes présentes et des résidents (au sens du réglement (UE) n° 284/2013)

Respecter une distance d'au moins 5 métres entre |la rampe de pulvérisation et :
- l'espace fréquenté par les personnes présentes lors du traitement ;
- l'espace susceptible d'étre fréquenté par des résidents.

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

- Ne pas utiliser les sous-produits issus de la betterave sucriére en alimentation animale.

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

Protection de la faune
- SPe 3: Pour protéger les organismes aquatiques, respecter une zone non traitée de 5 meétres comportant un
dispositif végétalisé permanent non traité de 5 métres par rapport aux points d'eau.

Exigences complémentaires post-autorisation

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

Délai Récurrence

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

Poursuivre le suivi de la résistance au fluopyram. Fournir, aux autorités compétentes,
toute nouvelle information susceptible de modifier I'analyse du risque de résistance.

Poursuivre le suivi de la résistance au prothioconazole. Fournir, aux autorités
compétentes, toute nouvelle information susceptible de maodifier I'analyse du risque de - -
résistance.

Recommandations relatives a I'étiquette du produit
Il est recommandé de faire figurer l'information suivante sur I'étiquette :

- Pour prévenir tout risque éventuel de phytotoxicité, préciser les conditions optimales d'implantation des cultures
suivantes ou de remplacement.

Les autres modalités d'autorisation du produit restent inchangées.

PROPULSE
AMM n® 2130202 Page 5 sur5
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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

[ 115 aszessor to present a copy of the approved product label for MS country.

PROPULSE
PROJET DE TEXTE D’ETIQUETTE

06 juin 2020

Propulse®

Comtient : 125 2/1 floopyram zoit 11.77 3% (mim)

125 2/l prothioconazole seit 11.77 %% {m'm)

sous forme de suzpension-snulsion SE)

AR N 2130202
FONGICIDE pour hutter coptre les maladies du colza, des betteraves sucrisres et potageres, des chicorés: em produc-

tiom de racines.

5L

Classe FRAC : 3-7

RESERVE A UN USAGE EXCLUSIVEMENT PROFESSIONNEL
EEEMFPLOI DE L'EMEALLAGE INTERDIT

PROPULSE est um fongicide compose de deax substances actives des familles chimigues triazolinthione =t Fyra-
mide (Pyridinil-ethyl-benzamides) - prothioconazole et fuogyram.

TABLEAUX DES USAGES
Specifications d'n- | DAR (en jours) ou | Precautions emvi-
Culmra Cibles / Usagez Dozex saze ' Stade dzppli-| BECH max ou NC | roanement (o
cation (Mon Concerne) lzgendes)
Alternarioze
Oidiwms
Fhoma
Colza SHEmzgR 101k ! trait./an 56 la
Cylindresporioze
Pzpudocercosparelloss
Blycosphaerella braz-
sicicala
Cercosporiose
2 Oidmm 1 trait.fan
Eettarawe sucriers Eamulariosa 1.7 1ha EE‘-C'H 3'1 3 48 EECH 4% la
E.ouille
Stemphylinm
Cercosporiose
Oidmm i
Betterave potagsre Pamulariose 1.2 1ha EE‘-;-IZEZ:.I?H 21 1a
F.ouille
Stemplrylivm
Chicorees - Produc- Oidum A 1 it fan P
tion de racines Fouilles i BECH 313248 ey 2

1 zpplication par zn sur colza pour toutes ls: préparations contenant une substznce active de Ja familla des SDHL

23



Page 24/27

Fluopyram + prothioconazole SE 250 (125+125 g/L) / PROPULSE
Part A - National Assessment
FRANCE

Product code: 1020
Product name: FLU+PTZ 5E 150 Version Sept. 2020
Part A - Mational Aszessment - France Apphicant’ ME version

0173408 Page 50 /141

Limites magimale: en résidus de substances actiees - =2 reporter 2ux LME. en vigusur zu nivean de ['Union Eure-
peenme ef caranliables 2 ladresss hitp:/ec. curope.ew food plant pesticides 'su-pesticides-datzbaze

Bayer SAS ne preconise lutfilization de ce produit que sur les cultures et n:2ges menticans: dans le tzblean des
usaEes Ci-dessns et, 2 oe titre, decline toute responsabilité concernant ['Slarsizsement da son wtilization 3 d'autres
n=zags: tel: gue prevus par amrete do 26 mars 2014 et ses arretes modificatifs.

Pour toute atilisation liee 2 cet amate, veuillez contacter Bayer Bervice Infos 2u prealable an 0 800 23 35 45,

1. Orgoni=mes couangussy ) )
la Pour protegsr la: arganismes aquatigues, respecter une zone non fraites de 5 metres comportant un dispositf
vegetaliss permanert de § metrs: paT rApport 20y points a2

Le tablean ci-deszus f2if apparaitre les précautions a prerdre pour leavirornement, figses par I'astorization de misa
en marcha de la spacialité. : :

31 ZMT aguatiqus non Txee (en [absence sur I'ebiquetts de zone non iraitee par rapport aum points d'eaw), Tespecter,
selom les dispositions de amate do 4 mai 2017, [z valewr minimals snivante - Zone now trzitee § metre:.

CHAMEP D'ACTIVITE

PROPTILSE se caractérise par sa haute performemcs d'efficacits, ses proprigte: systémignes crigmales, sa pelyva-
lence et 33 peraiztance sur les principale: maladies des cruciferss oleagimensa:.

MODE D"EMFLOI
- Préparation de la bouillis

Verser directement PROPULSE, presarte :ous forme de concentre emual:icanable, dans la cuve remplis 2 deug fiars,
le systeme dasitation en fonctioanement. Complater la cuve avec le volmme d'ean pacessaire.

- Melanzes et Compatibilites

Les melanges deivent &z mis en oeqvie conformement 2 [ réglementation en vigueur. Pour connaiire le datail
pratique de cette mize en oeuTe, il 8t necessaire de confacter au prealabls b= 0 800 25 35 43

- Conditions de traitement (Epoque, stade, sewil d'intervention)

Attention : en c2: de recours 2 des tachnigues colturales nowrellepent pizes an peuvre par utlisateur oo preésestant
une guelconque specificite, Motilisateur doit en informer son foumisseur avant towte atilisation du produit, afin que
o2 dernier paisse en verifier la faisabilite avec le fabricant du produdt

Zelon lez regicns f les mazladies dominante: {consulter votre conseiller resonal), FEOPULSE s'emplois ©

Sur colza - des stades B4 2 G4 zelon la pomenclature du CETTOML zoit du stade 4 feuilles 2 20 % des ziligues ont
atteint keur taille finale. :

Sur betterave - des stades BEBCH 31 {debut du recouvrement de 1'mier rang) a BECH 42 (12 racine atteint =2 taills d=
Ié‘.':tL].te‘].. Se refarer auw aviz de traitements da ITTE et des zacreries. Fespectsr un intervalle de 21 jours exms deux
applications

Sur hetterave potagere ¢ des stades EECH 31 (debut du recomvremert de 1'inter rang) a EBCH 47 (12 racins 2tteint
3 taille de racolts) zver 2 applications magimum par cvele cultural pour heter cantre 1 snsemble dax maladies

Sur chicoress (production de racines) : des stades BECH 31 (debuf du racouvrerent de 1'inter rang) 2a EECH 48 (12
racine aiteint sa faille de racelie). Le bon positionnenent des applications poura éire confirme par I"APEF (Azzo-
cation daz Produocteur: 4’ Endive: de France). Fespecter un imtervalle de 11 jour: entre deux applications.

- Application (matériel, pression)
Utiliser PROPULSE avec des vohmnes d'e2u compris extre 100 2 300 Vha L'efficacite forgicide depend du degre da
couvertare des arzanes 3 proteger. 3'aswarer dum réglaze approprie de la mmpe ainsi gue do choeix de buss: adaptées
afin d'okrtenir mee repartition umiforme du produit sur [a calhare,

- Conditions dua milien
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Product code 102000017308 Page §0 /141
Pro __tJ::L.= J ZE 2.'2 Version Sept. 2020
Part 4 - Mational Assessment - ce Applicant/ ME version

Me pas traiter en c2: dkyzrometrie inferieure 2 #0% et par des temperatures superieurss a 30°C En caz de stress
Irvdrigue margue et de fortes amplitdes thermiques, éviter de traiter les cultures concerness par un us2ge homolo-
Zue

PRECAUTIONS A PRENDRE

- Pour le stockage

- Comserver le produit umiquenient dan: som emballage d'origine, dans ue local phytopharmaceutique conforme a Lz
rélementation en vigneur, 2 I'ecart des aliments st boizsons, v compriz ceux pour mmimany. Conserver hors de [a
portes des enfants et des personnes non utorisess.

- Mesure: de protection dex individuoz

e laver le: mams apres toute manipalation uilization intervention dans ues parcells préalzblement traites.
Me pas manger, boire, telephaner ow fmeer lors de otilisation du produit

Pour |'opérateur, porter
Dian: l= cadre d'une zpplication effectoee 2 Faide don pubrerisateur 2 ramps :

Pendant le melange/chargement

- Grzmis en wifrile certifies EM 374-3,

- EPI vestimentaire certifie EN IS0 27065 (mivean C1),

- EPI partiel {Elouse ou tablier 2 manches loagues) de categorie T ef de type (PE3) a porter par-dessns l2 combina:-

300 preécites.

Pendant Uapplication - Pulvérization vers e bz

51 application avec tracteur san: cakine -

- EPI vestimentzire certifie EM 150 27065 (miveau C1)

- Grants en mitrile certifiss BN 374-2, perdant 1 application et dans le cas 4" uee imtervention sur le material pendant
la phaze de palverisation

51 application avec tractedr avec cakine :

- EPl vestimentzire certifis EM IS0 27065 (miveau C1)

- Grants en mitrils certifies EIY 374-2 a u=aze umigue, dan: b cas d'une mtervention zar l= materie]l pendant la phass
de palverisation Diams ce cas, lez gants ve doivent &tre portes qu'a Vextarizur de la cabine et doivent &tre stockes
apres wtilisation 2 Fextarizur de [z cabine.

Pendant e nettoyage du materiel de putvérizarion

- Gramiz en pifrile cartifies EM 374-3,

- EPI vestimentaire certifie EW 130 27045 (miveau C1) )
- EPI partial {blouse ou tablir 2 manches loaguss) de catagorie IOT ef de typa (PE3) a porter par-dazsus |2 combinai-

S00 ]}E&_I.EEE

Pour le fravaiflenr amens 2 enfrer dans la calfure 2pres traitement, portar

- EPI vestimentaire {ensemble veste ot pantalon) conformes 3 la norme WE EX 150 27065 (nivean 1),

- En 2= de contact avec la cultare fraitas de betterave on de racines de chicores, porter de: gants en nitrile certifiss
EN 374-3 ou 13013880 3E. et des bottes de protection certifiees EIW 13 B32-3.

Fapporter le: sguipements és protection mdividuells (EPT) usage: dans un :ac trznslocids a votre distributeur parts-

mnaire ECO EPT on faire appel 2 une entreprise habilitee pour [2 callects et l'alimination de produits dangereuz.

Er cas de deversement gecidentel

Se protezer (EPT) et securiser la zone. _ )
Prevenir les pompiers (18 ou 112} en caz de -:langar immediar pour I spvironnement que vols Te POUVEE ESTET AVEC
voe propres movens. Collecter toat ce gui 2 pu gtre en comtact avec le produit, tere spuilles mchaze Hettaver le zite
ot e mareriel utilizé, en premant soim de confiner les efflusets generss par opération de eettovage. La: aliminer
selpn Ia reglementation en vignear.

- Pouor I'emploi
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wEna

:"L;.‘- ICANL S VETSLOD

- Bincer b biden en veillant a verser l'aau de ringzpe dans [a cuove éu palverizateur
- Elimmer les fonds de cuve conformement 2 la reglementation an viguenr.

- Pour I'elimination du produit 2t de I'emballage
- Pour Felimination des produsits pon utitisables, faira appel a ums entreprise habilitée pour 1a collacts et Felimination
des preduits danserens. i
- Me pas rentilizar les emballages vides et lox eliminer via une collecte organizes par les diswtbateurs partenatres da
1a filiers Adivalar ouum metre zervica de collecte specifique.

- Nettovape Polverisateur et gestion des fonds dz cave

A lz fin de Ia periode dapplication du produi, I'mezratite de lapparsil {cuwve, rempe, cirom, buses...) doit ére
rincee 2 l'sau claire. Le rincage do pulverisateur, lepandzze o 1z vidanze du ford de cowe ot Dalimmation das of-
flusets doivent &ire realizes conformement 2 |2 reglementation s vigneur

- Prévention of gestion de la résistance :

L'utilizztion repetae, sur une méme parcelle, de preparation: 2 bzse de substances actives de la méme famille chi-
miqus ou 2yant le méme mods d'action, peat conduirs 3 1'apparition d'orzanismes rézistantz. Pour reduirs ce risoue,
Turtlizatenr doit risonrer en premier lisw k2: pratigues agronomigues & reapecter les conditions d'=mplol du produit
11 est copseitle dzltemer pa dzssocier, sur wie memes parcelle, dex preparations 2 base de substances actives de fa-
milles chimicues différentes pn 2 modes daction differents, tant au cours d'ume s2ison culturale que dans Ia rotation
En dépit du respect de ces réales, an ne peut pas exclure une altération de 'afficacite da cette préparation lige 3 ces
pkenomenes de nesizfamce. Die ce fzif, Bayer 5AS decline toute responsabilite quant a deventuells: conseguences
aqui pourraent e duss 2 de telles rasistances.

Propulze® AWM M @ 2130202
115 g/ fluopyram, soit 11 77% (m/m}
115 g/l prothioconazake, soif 11.77% (m/m)

Atf=niion

H410 - Tres torioque pour les orgznizme: aguatiques, entraine des effets nadfastes 2 long terme.

PIE0 - Porter des zants ds protection/des vétements de protectionun equipement ds profection des yeup/da visaze.
D391 - Recusillir le produt répendu

P410 - Proteger du rayonpement zolzire

P301 - Elimirer le contemy recipient dars le lisw &eliminarion conformement 2 |2 reglementasion locale

EUH 208 - Cortiset 1,2-benzizothiazol-3(2H)-ene, mazse de reaction de 3-chloro -2-metiyl-2H-isothizzol-3-one et
ge-mém_'rl-m-jsmhim!-ll-une (3:1). Pet produire une reaction aflerzigue:

Diela: de rentres - Dielal de renmree de § henres apres fraitsmest, porte a 42 heores sn culrurs de betteraves et racines
de chicorses.

SPe3 - Pour protager les crpzmizma: aquatiques, TeEnecter Ung D0ne non traitee de [5] metres compartant un dizpest-
1if vaggtalize permanent dune larseur da [3] metres par rapport aux point: d'san.

L'arrackage maruel des batteraves annuelles doit Stre affeciue de preference en praalzble aux traifements.

5P1 - We pas polluer 'ean avec le produit ou 2on emballaze.
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Prochact name: E 350 Version Sept 2020
Part A - Mational Aszezzment - France Apphicant’ ME version

EUH#01 - Bespectaz les mstruction: dutilisxtion afin 4'eviter les rizques pour L2 sante humames et ['environnement,
FREMIERS SECOURS

Conseils générant - $'elaizrer dz la zore dangerense. Enlever immadiatement fout vétement souille ot le mettra 2
l'acart. Maintsnir et transportar la victime en position lzterals de securits.

Inhalation : Ameper la victime 2 1'air libre. Garder Lz victinie au repos et [z maimtenir au chawd. Appeler mmediz-
tement 1m medecin o ue centre AntiPoizan.

Contact avec la pean - Nettoyer zvec une prande quamtite d'ean et du savon, 21 disponible, 2vec du polyethyleragty-
ool 409, puis rincer avec de Fezu 31 les troubles se prolenzent, consulier un medecin.

Contact aver les vemx ; Fincer mmed.tatem&nt ot zbapdamment 2 l'saw, ¥ Compris sous les pRopiszes, pendant au
moies 15 miwate:. Apres lax 5 premiéres mirutes, enlever les lentilles comesnmes, =i preésemtes, comtiruer a rmesr
T'peil. Faire appel 2 une 2asistance medicale en cas d'appariticn d'ume irmitxton qui perziste.

Ingestion : Me PAS faire vomir. Appeler immediatement un madecin ow un centre AntiPolsen. Rincer la bouche.

En cas de perte de 1a Fiche de dornees de securite, cella-ci pent vous étre 2 nouvesy fournie sor simple appel an 0
800 23 33 43 ou éme consultés sur les sites mtemet : W, baver-2=mi & et wwv.quickfid: com .
En cas durgence, appeler le 13 ow le ceptrs antipoizar puis signalez vos symptomes 2u réseay "Phytattitude” n® vert

-,

0 800 BET 287 (2ppel eramait depuis un poste fige).

Point gelif : -5 =C
40 *C

PropulsesL25518 V1

TOAG0MEE
n 3526350021595
3536350021618
T - 3082

"3 - Matidres et objets dangersuy divers

L Diangereuy pour I'environnement

& Marque deposee Bayer

Bayer AL

Divigion Crop Science - 14, rue Jean-Marte Leclair - ©5 00104 - 2264 Lyon Cedex 09 France
EME : Bayer 3A5

Fabrication UE

Diate de fabrication'n® da lot - voir sur Femballazs

AVERTISSEMEXNT

Toute reproduction totale ou partielle de cette étiquette est interdite.

Respacter les usages, deses, conditions et precautions d'emploi mentionmes sur 'emballage. Ils ont ete déter-
mines en fonction des caracteristigues du produit et des applications pour lesquelles il est précomisé. Conduire
sur ces bases la culture et lex traitements zelon la bonne pratigoe agricole en temant compte, sous la responsa-
hilite de I'utilisatenr, de tons les factenrs particuliers concernant votre exploitation, tels que la nature du sol,
les conditions météoralogiques, les méthodes calturales, les varietés vezetales, la résistance des especes...

Le fabricant garantit la qualiteé du produit vendu dans son emballage d'origine et stocke selon les conditions
préconizées, ainsi gque A conformite 3 I'Autorisation de Mize sur le Marché délivrée par les autorités
compétentes frangaises. Pour les denrées bisues de culfures protégéss avec cette spécialité et desfinges a
I'exportation, il est de la responsabilite de I'exportatenr de s'assurer de la conformité avec la réglementation
&1 vigweur dans le p
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