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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 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

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

8 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

4 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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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

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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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 GI/L)) resulted in the decision to grant 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

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

For other restrictions refer to 2.5

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:

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://iwww.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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- 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 2021 provides that:

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

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

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.

25.1 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

8 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" | jst 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 I'agriculture.



https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000044346734
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protection

Bystander and resident | For uses on red bet and sugarbet, respect an unsprayed zone of 5 meters from the extremity

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

Risk mitigation
measures

Do not use beet leafs as animals feed.

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.

GAP rev. 1, date: 27-11-2024

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 |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. g safener/synergist
(crop G (additionally: nd stage of crop &/ a) per use between a) max. rate per L/ha per ha
destination/purpose | Gn, | developmental stages of season b) percrop/ | 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)l.2 a) PTZ 150 + 120- 14 Acceptable
(BEAVD) RAMUBE, UROMBE, | (foliar) b) 2 b) 2.4 FLU 150 400
STEMSP b) PTZ 300 +
FLU 300
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1 2 3 4 5 6 7 8 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. g safener/synergist
(crop G, (additionally: nd stage of crop &/ a) peruse bet\/\{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
172 |FRA Sugarbeet (BEAVA) | F CERCBE, ERYSBE, spraying | 31-49 a)2 21 a)l.2 a) PTZ 150 + 120- 4 Acceptable
RAMUBE, UROMBE, (foliar) b) 2 b) 2.4 FLU 150 400
STEMSP b) PTZ 300 +
FLU 300
Remarks (@)  e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) (d)  Select relevant
table (b) Catalogue of pesticide formulation types and international coding system CropLife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 in column 1
(c) g/kgorgll (f)  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.
Remarks 1 Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
columns: 2 Use official codes/nomenclatures of EU Member States Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use application
situation should be described (e.g. fumigation of a structure) 8 The maximum number of application possible under practical conditions of use must be provided.
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9 Minimum interval (in days) between applications of the same product
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, 10  For specific uses other specifications might be possible, e.g.: g/m3 in case of fumigation of empty
Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11 The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product/ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 12 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
application must be named. mentioned under “application: method/kind”.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13 PHI - minimum pre-harvest interval
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type 14 Remarks may include: Extent of use/economic importance/restrictions

of equipment used must be indicated.

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.

3.3 Methods of analysis (Part B, Section 5)
3.3.1 Analytical method for the formulation

Analytical methods for the determination of the active substances 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)

3.4.1 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.

34.2 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 Fl/fjvorEaan prothiocona-
Py zole-desthio

Vehicle

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

beets downward ing/loading and application

spraying

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- s0le
thio
Vehicle
Sugar mounted Working coverall and gloves dur-
’ . . . L 5.8 31.9 2.6
beets downward ing mixing/loading and application
spraying

According to the model calculations, the operator exposure is below the AOEL of each active substance
with the wear of PPE and gloves.
343 Worker exposure

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

1 EFSA Journal 2022;20(1):7032

12
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. % AOEL % AOEL
Crop PPE and/or working coverall fluopyram prothioconazole-desthio
Sugar Working coverall during mixing/loading and
beets application 231 136

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

. % AOEL % ACEL % AOEL
Crop PPE and/or working coverall prothioconazole- .
fluopyram desthio prothioconazole
Sugar | Working coverall during mixing/loading and
beets application 9316 1366 204

—

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.”

345 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
flao ram prothioconazole-des-
Py thio
Resident (children) 27.6 160
Resident (adults) 13.6 79.5

13
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— | g | sl |
Resident (children) 27.14 422 116
Resident (adults) 7.36 12.9 377

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:
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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)), zRMS 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, ZRMS 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 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 PHI/ Withholding period sufficiently PHI

Cro roposed b supported for roposed b ZRMS Comments

P P FI) y _ pRI\F/)IS 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.

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 DTs 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)
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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.

51.2 Post-authorisation data requirements

None.
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Appendix 1 Copy of the product authorisation

Dcusign Envelope 1D: 909FER0C-D900-433C.0970F-BBE3F203EBEE

EN

REPUBLIQUE

FRANCAISE wr
e anses

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

Vu les dispositions du réglement (CE)} n® 71072008 dw 27 oclobire 2004 &t de ses texfes dapplcation,

Vu le code rural et de fa peche maritime, natamment e chapitre # du tre W du dre 1 des partles lBgisiathve af
régiamentaire,

Vu la demande dextension d'usages majeurs du prodult phiytopharmacewtique PROPULSE
de la sociate BAYER 5AS

anvegisirée sous la n* 2023-1279

Vu les conclusions de (dvaiuation de PAnses du 37 mal 2024,
Viu fa décision oy Directeur ganeral de MAnses di 74 aolf 2024,
Vu e recows gracieus forme le 26 somt 2024 par [a sociéts BAYER SAS,

Considédrant [a nécessité de prendre en comple les ééments compiémentades aux conclursions de l'évaluation
Transmis parla direchon &n charge de Mévalualion des produls reglementés de PAnees e 15 oclobre 2024,

L'autorisetion de mise sur le marche du produst référence ci-aprés est étendue aux usages décrits dans la
présente dacision.

La présente deécision abroge et remplace la décision du 14 acdt 2024 et s'appligue sans préjudice des autres
dispositons applicables.

Avertissement -

Le non-respect des condtions décrites ci-dessows pewt entrainer be retrait ou la modification de lautorsation
ainsi que toute acton incluant des poursuites judiciaires.

PROPULSE
AMM n® 2030002 Page 7 s 5
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Ccusign Envelope I0: SDOFEE0CDBC0-420-570F. BEE3F 2038865
EN
REPUBLIQUE A
FRANCAISE nr
Laberté
e anses
Informations géndrales sur le produit
PROPULSE
et YEARLING
Type de produit Produit de reéférence
BAYER SAS
74 rue Gorge de Lowp
Titulai
e 69009 LYON
France
Formulation Su=spo-démulsion (SE)
Contznant 125 gL - unypyram
125 g/l - prothioconazole
Numéro diintrant 2130374
Numéro d”AMM 2130202
Fonction Fongicide
Gamme dusage Professionnal

Lach&éance de validité de |la présente décigion correspond a celle de lautorizaton du produit

La présente decision pewt ere ratirés ou modifiée =i des éléments be justifient.

A Maisons-Alfort, & 5715 004

el ra gl By
(luardath Srasllow

Directrice generaie dalegues

en charge du pdée produits réglementas
Agence nationale de securité sanitaire de
l'alimentation, de |'envronnement e du travall [ANSES)

PROPULEE
AMM n" 2030202

Page 2 = §
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Dcusign Envelope ID: SDOFERNC-DA00-423C-270F-BEE3F 203EBEE

EXn

REPUBLIQUE b\
FRANCAISE wr
= anses

ANNEXE : Modalités d'autorisation du produit

20

Liste des nouveaux Eﬁwnm autorisés
En Fabsence de mention spécifique, las usepes autonises comespandent & una wilisation en plein chamg.
En l'absence de resticlion, les usages sont aulonsés sur lensemble des culiures de la poriée de Nisage.
Zone Mon Culture
Dose MNombre Stade Delai avant Hﬁsﬁmﬂ Traitée .....h“.uu -“__.._ attractive en
Usages maximale & i d'application récolbe tique arthropodes non n—_..__u_mm floraison
d'emploid d"applications BBCH {jours) aq non cibles [arréte du
(rabirns) [mitres) i) 20011/2021)
enre k25 stades
15053202 3 Mon
Betterave indusirielle at 12 Lia 3an mm-MM_Iuh%n 7 (dont DVP 5) . . CONCEenms
_"%pﬁm_.m_m‘...m______.__w_.—wnﬁ du Uniquement sur bietiereve & swcre ou ndustrialle.
feullage 2 applications mammum per an et par cufure.
Intervalle minimum emre les applications : 21 jours.
enire bas stades
16173203 5 Mion
Betterave potagene* Tr 1.2 Liha 2un wm-MMIwh%n B (dont OWP 5) . . CONCEmES
PartAer."Malsdies des -
D —— 2 applications mammum par an et par cufure.
Intervalle minimum emre ks applications : 21 jours.
enire k25 stades e Non
16173204 1,2 Ltha 2ian BBCH 31 et 14 - =
Betterave potagene*Tr BECH 49 dont DMF 5) COnGeT
Part_Aer. Oidium(s) 2 applications maxmum par an et par culure.
Intervalle minimum ermre s applications : 21 jours.
DWP - Dispositif Vegetalise Permanent.
PROPLLSE
AMM n® 2130202 Page 3 sur 5
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Dwcusign Envelope 10: S08FER0C-DE00-423C-570F-BEE3 20 3EBER

EX

REPUBLIQUE (N
FRANCAISE wr
e anses

Frarereiy

Conditions d'emploi du produit

Profection de I'opérateur st du travaillewr
Des informations genérales relatives aux bonnes pratigues de proieciion pouront &re mises 8 disposdion de
lutilisatewr :

- l'utilisation d'un maténel adapté e entrebenu et la mise &n ceuvne de protections collectives constituent la premigrea
mesure de prévention contre les risques professionnels, evant e mise en place de protections indiwvidualles |

- le port de combinaison de trevail dadige ow d'EF doit etre associa 4 des réflexes dhygisne (ex : lavege des mains,
douche en fin de tratement] et & un comgortement rigourewe ex : procadure 3 habillege’déshabillage)

- les modalités de neftoyage et de stockage des combinaisons de fravail et des EP1 réubbsebles doment étre
conformes & leur notice dutilisation.

Pour 'opdrateur, porfer

Las équipements de protection indisiduelle ci-aprés sont applicables & tous les usages eutorisés du produit wilisant ce
mode d'application.

Dans le cadre d'une application effectuée a 'aide d'un pulvérisatewr & rampe

= pendant la mélange/chargement

- Gants en nitrile certifigs NF EMN 150 374-1/47 et NF EM 16523-1+A7 {type Al

- EPI westmentaire conforme & la norme WE EN 150 27065047 ¢

- EPI partiel (blowse ou tabiier 4 manches longues) de catégore |l et de type PB (3) 4 porier par-dessus [EPI
vestimentaire précite ;

- Protections respiratoires certifiées @ demi-masque centifie (EN 140) éguip2 dun filtre P3 (EM 143) ou AZP3 (EM
T43E7) ;

= pendant I'application
Si application avec raclewr Gvec cahing
- EPI westmentaire conforme & la norme WE EN 150 27065047 |

- Gans en ratrile certifias NF EN IS0 374-10A1 & NF EM 150 374-2 (types A, B ou C) & usage unigue, dans ke cas
dune imervention sur le metériel pendant le phase de pulvérisation. Dans ce cas, les gants ne dovent &tre portés
qu'a lextérieur de la cabine et dovent &re stockés aprés utilisation a lextérieur de la cabne ;

5i application svec fraciewr sans catine
- EFl vastmentaire conforme & la norme NF EN 150 27065141

- Gams en ririle certifiss NF EM IS0 374-1/41 et NF EM 150 374-2 (iypes A&, B ou C) & usage unigue, dans ke cas
dune intervention sur le matériel pendant la phase de pulverisaton |

= pendant la nettayage du matériel de pulvérisation
- Gants en nitrile certifigs NF EMN 150 374-1/47 et NF EM 16523-1+A7 {type Al
- EPI westmentaire conforme & la norme WE EN 150 27065040 ¢

- EPI partiel (blowse ou tabiier 4 manches longues) de catégore |l et de type PB (3) 4 porier par-dessus [EPI
vestimentaire précite.

PROPLNEE
A 0" 27 30202 Page d zv §
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Decusign Envedope 10: 9DIFEE0C-DOC0-423C.-970F-BEE3F 20 IBBEE

EX
REPUBLIQUE b N
FRANCAISE wr

P anses

Fraryrmass

Powr e travailleur, porter
- EPI westimentaire confarme & la narme MF EN 150 27065/A1 et en cas de contact avec |a culture raitée, des gants
en nitrile cerifiés MF EM 150 374-1/47 et MF EN 16523-1+41 {bype A).

Les équipements de protection individuelle ci-dessus sant applicables & tous les useges autonisas du produit.

Delal de rerdrée en application de I'aréhe du 4 mai 20017 :
- B haures.

Protection des persennes présentes et des résidents (su sens du reglement n" 284/201
Respecter une distance d'su moins 5 méatres entre la rampe de pulveénsaton et

- I'espace fréquentd par les persaonnes présentes bors du fraitement ;

- l'espace susceptible d'atre fréquente par des résidents.

BRespect des lIimites maximales de résidus (LME)

- Pour chague usage fiqurant dans la liste des usages autorses, les conditions d'utilisation du produit permetient de
respacier Bs limies madimales de résidus.

- Me pas utiliser les fevilles de bettaraves en alimentation animala.
Protection de l'environnement (milleux, laune et flora)

Protection de la faumne
%Pe 3 Powr protéger les aorganismes sguatiques, respecter une zone nan traiée de 5 metres comportant un
dispositif vegételse permenent non traité de 5 méires par rapport aux poinis d'eauw.

Exigences complémentaires post-autorisation

A defaut de ransmission de ces données dans les d8lals impartis & compter de la dete de la présente deciskon, la
présente décision pourra &re retirge ou modifige.

: Délai Récurrence
Detail de la demande post aulorisation (mois) {mois)

Poursuivre le suivi de la résistance au fluopyram.

Fournir, aux autorités compétentas, oute nouvelle information susceptible de
rdifier 'anakyse du risque de resistancs.

Poursuivre le suivi de la résistance au prothioconazala.

Fournir, aux autorités compétenies, toue nouvels informetion susceptible da
rsdifier 'anakysa du risque de resistancs.

Recommandations relatives a I"étiquette du produit
Il est recomrmandé de taire figurar Ninformation sulvante sur 'dtiguette :

- Pour prévenir tout risque aventuel de phytotoxicite, préciser les condtions aptimales d'implantation des culures
suivantes ou de remplacement.

Les autres modabiés d'autorsation du prodult restent Inchangées.

PROWVIRSE
AMM 0" 2130202 Page § s 5
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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 azzezsor to prezent a copy of the approved product label for KIS coumntry.

PROPULSE
PROJET DE TEXTE D'ETIQUETTE

06 juin 2020

Propulse®

Comtient : 125 21 fluopyram zoit 11.77 %% (m/m)

125 g1 prothioconazole seit 1

T 8

P I:Iﬂ. Ill:l

spus forme de suzpension-SmulsionSE)

AN M® 2130202

FOMGICIDE pour lutter cortre Lz maladies éu colza, des betteraves sucrieres et potageres, des chicoréss sn produc-
fton de racines.

JL

Classs FRAC : 3-7

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

PFROPULSE et i fongicide compoze de deax substances actives des familles chimiques triazolinthione =t Pyra-
mide (Pyridinil-ethyl-benzamides) - prothioconazole ot fuogyram.

TABLEAUX DES USAGES
Specifications d'n- | DAR (en jours) ou | Precawstions esvi-
Culure Cibles / Usagaz Dioses sage / Stade dappli-| BECH mag ou™NC | ronmement (voir
cation (Mon Concerne) lemendes)
Alternarinze
Qidims
Fhoma
Sclerotimioss . z
Colza Cylindrosporisse 1.0 1ha 1 trait /an 36 la
Pzevdocercosparellose
Mycosphaerella braz-
sicicala
Cercosporiose
iy DDﬂlm 1 trait. fan
Eefteraws sucriens Famulariose 1.2 1ha EE‘-C'H 3'1 340 BEBCH 4% la
Foouille 2
Stemphylinm
Cercospariose
Oidium S
Eetterave potazers Famulariosa 1.21ha EE‘;_;L::'IEL-:,'. 1 1a
E.ouille -
Stempiy livm
Chicarees - Produc- Oidium N 1 trait./an n
tion de racines Rouilles 11lha BECH 31248 HBCHE 2

1 application par an sur colza pour toutes le: preparations contenant une substance active de la famille des SDHT
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Product name: T+PTZ 5 Version Sept. 2020
Part A - Mational Aszeszment - France Applicant’ ME version

Limites magimale: en residus de substances actives - =2 reporter 2ux LME. en vigusur zu nivean de [Union Eure-
peenme et caranltable: 2 ladresse hetp:ac. europa e faod plant pesticides eu-pesticides-databaze

Bayer SAS ne preconise luilization de ce praduit que sur le: cultures et uzages meptionee: dans le tablean des
usaEes ci-dessns o1, 2 ce titre, décline toute responsabilité concernant ['Elarsfzsement de son wtilization 2 d'zutres
nsages tels gue prewas par larrate du 26 mars 2014 ef ses armetes modificarifs.

Pouar routs atilisation lise 2 cet arméte, vevillez contactsr Baver Service Infos 2u préalabls au 0 800 23 35 45,

1. Orgonizmes cquaiguss
la Pour protager les Qrganismes aquatigues, respectsr une Iome 1on traitée de 3 métres comporiant un dispositif
vegetalise permanert de 5 metras par rapport 20y points dezn

Le tablean ci-deszns fait a]}pm:tre les precamtions 2 prewdre pour esvirormement, fipees par 'autorization de mise
en marchs de la spacialite.

51 ZHNT agnatique non fzee | (en Fahsence sur I gtiguetts de zons non traitée par rapport A points d'eau), respecter,
selon les dispositions de 'améte du 4 mai 2017, Lz valeor minimale suivante - Zone non traitée 5 metres.

CHAMF D'ACTIVITE

PROPULSE se caracterise par sa haute performemce d'efficacits, ses propristes sy:iemigues crigmales, sa pelyva-
lemce et 23 persiztance sur les principale: maladies das cruciferss eleaginensa:.

MODE D'EMFLOI
- Préparation de la bouillis

Verser directement PROPULSE, preserte :ow: forme de concentrs emnlionrable, dans Ia cuve remplis 2 deug tiars,
le syztepe d'azitation en fonctionmement. Completer L2 ouve aver la volume d'saw néceszaire.

- Mélanzes at Compatibilités

Les melznzes doivent &t mis en oeuste conformement 2 la reglementation en vigesur Poar conmaime le detzil
pratigue de cette mise e oeunre, il 22t necessaire de contacter 2u prezlable la 0 200 25 35 43

- Conditions de traitement [époque, stade, seuil d'intervention)

Aftention © en c2: de recours 2 des technigues colturale: nowvellepent mizes en peuvre par lutlisateur oo presemtznt
une quelconoque :pecificite, [atilisateur doit en informer son foumizsenr avant toute utilisation do produit, afin que
c2 dermier paiase en verifier la faizabilite avec le fabricant du produit

Zelon ez regicns ef les mazladies deminante: {consulter votre conseiller rezional), PEOPULSE s'emplois :

Sur colza - des stades B4 2 G4 szlom la momenclarurs dn CETIOM, soit du stade 4 fenilles 2 30 %% des ziligues ont
attaint laur taille finals. )

Sur betterave - des stades EBCH 31 {debut du recouvrement de 1'mter rang) a BECH 42 (L2 racine arteint = taills da
récolte). Se referer aux aviz de trzitemientz da ITTE et des ucreries. Fespacter un intervalls de 21 jour: entrs deux
applications

Sur betterave potagere © des stades BECH 31 (debut du recowvrement de 1'inter rang) 2 BECH 48 (Ja racine atteint
sa faille de recolte’) avec 2 applications magimun par cvcle culhural pour hetter contre 1 ensemble da: maladies

Sur chicoress (production de racines) : de: stades BECH 31 (debut du racouvrement de 1'iter rang) 2 EBCH 42 (12
racine aitsint sa faille de receliz). Le bon positioanenent des applications poura éire confirme par I"APEF (Azzo-
dation de: Producteur: d'Endive: de France). Fespecter un intervalle de 11 jour: ente deux applications.

- Application (matériel, pression)
Utilizer PROPULSE avec des wohmmes deau compris extre 100 2 300 Vha L'efficacits forpicide dopend du degre da
couvertire des orsanes 3 protéger. 5'assarer d'un réglase aporoprie de [2 ampe ainsi que do cheix de buses adaptees
afin d'oltenir une repartition umiforme du produit sur La calhre.

- Condition: da mili=a
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Product name: FLU+PTZ 5E 250 Version Sept 20
Part 4 - Mational Aszezsment - France Applicant/ ME version

Page 60 /141

e pas waiter en c2z dkygrometrie inferieure 2 60% et par de: temperzhores supaneu:e!. 3 3FCEn cas da stress
Iydrigue margue ef de fortes amplinde: thermiques, eviter de traiter les cultures concernes: par un nzasze homolo-
Zne

FRECAUTIONS A PRENDRE

- Four le stockage

- Conzerver le produit umiquement dar: son emballage 4'origine, dans an local phyiopharmaceutique confomme a k2
IéEngenIm:inn en vigmeur, 2 l'ecarnt des aliments et bolzsons, v compri: CeUX pour amimzus. Cowmserver hors da b2
portes dez enfanis et des personnes non FuioTisess.

- Mesures de protection des individuos

%z laver le: mams apres teute menipalation uilization intervention dans uee parcells préalzblement frzitee.
Me pas mamger, boire, telephomer ow fimser lor: de l'whilisation da produit

Four l'opératenr, porter
Diams L= cadre d'une 2pplication effectoge 2 Faide dun pubrérisates 2 ramps

Pendant le melangechargement

- Gramis en pifrile certifies EM 374-3,

- EFI vestimentzire certifie EN 150 27063 (miveau C1),

- EFI partie] {blouse on tablier 2 manches longues) de categarie I et de type (PE3) 2 porter par-dsssus la combinai-

300 precitae.

Pendane Uapplivagon - Pulverization vers la ba:

%i application avec tracteur san: cabine -

- EFI vestimentaire certifis EM 150 270463 (miveau C1)

- Gants ep nirils n;artl:l.e! EN 174-2, perdant I"application ez dans le cas d'ume imtervention sur le materisl pendant
la phaze de palverisation

5i application avec tractedr avec cahine -

- EFI vestimentaire certifis EM 150 270463 (miveau C1)

- (ramts en nitrile certifies N 374-2 2 usage unigue, dan: le cas d'une Mmtervention sur le materie] pendant la phass
de pulverisation. Dians ce cas, lzs gants pe doivent &tre portes qu'a lexterisur de la cakine et doivent &tre stockess
apres itilisation 2 Fextarizur de 2 cabine.

Pendane Iz nectoyage du mareriel de pulvérizadon

- Famts en wifrile certifies EN 374-3,

- EFI vestimentaire certifia EM [30 27065 (nivean C1) )

- EFI partie] {blouse on tabliar 2 manches longues) de categorie 1T et de typa (PB3) a porter par-dessus la combinai-

300 precitae.
Pour Iz rravaillenr amens 2 entrer dans la culture apres traitement, portsr

- EFI vestimentaire {ensemble veste ot pantalon) conformes 2 la norme WE EXN 130 27043 (nnrean 1),

-En ca: de contact avec Ia cultare traitze de betterave ou de racines de chicorss, porter das pants en nitrile certifie:
EM 374-3 ou IRO12880 GF. et des botte: de protection certifiees EM 13 832-3.

Fapperter le: egnipements de protection mdnviduells (EPT) usags: dams un zac translacide 2 votre distributeur parte-

naire ECO EPI ou faire appel a une eatreprize habilitee pour [a collects et I'slimination de produits dangereug.

Enr cas de deversement accidsnzel

Zz proteger (EPT) et sacuriszer la zane.

Prévenir les pompiers (18 ou 112} en caz da d.mg-ar immadiat pour Iepvircnnement qua Vols e POUVET SETAT AVEC
vio: propres movens. Collscter tout ce gui 2 pu éfre em comtact avec Lz produill, tare souilles meluze Mettorper le zite
et e materiel wiilizé, en prenant som de confiner les efflusnts Zeneéres par I'operation de pettovage. Le: aliminer
selon 1a réglementation en viguear.

- Pour I'emploi
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- Bincer le biden en veillant a verser l'sau de rinczpe dams la cuve éu palverisateur.
- Eliminer les fonds de cuve conformement 3 la reglementation sx viguear.

- Poor I'élimination du produit et de I'emballage

- Pour elimination das procduits ror utilisables, fairs 2ppel 3 une entrapriss hahilités pour la collects et Felimination
des predults danzersus. ) )

- He pas rentilizer les emballage: vids: et laz eliminer via une collecte orEzmizes par les disoibateurs pamenaires de
la filisre Adivalor ouum autre service de collects spacifiqua.

- Nettovage Pulvérizatenr et gestion des fonds de cuve

A lz fin d2 la perinde dzpplication du prodait, Uintegralité de Iappereil (cuve, rampe, circait, buses. ) datt &e
rincee 2 l'sau claire. Le ringage du pulvérisateur, Uepandzge ou l2 vidanze du ford de cuove ot leliminafion daz of-
fluerts doivent étre realises cenformement 2 |2 reglementation en vigueur.

- Prevention of gestion de la réststance :

Lutilization repetae, sur ume méme parcells, de preparation: 2 base de substances actives de la méme famille chi-
miqee ou zyant e mére mods d'action, pent conduits 3 'apparition d'orsanismes résistants. Pour raduirs ce risoue,
Turilizateur doit Rizonrer en premier lis le: pratigues azronamigues et respecter les conditions d'smplol du produit
11 est corsgille dzltemer po dassocier, sur ume meme parcelle, des preparations 2 base de substances actives de fa-
milles chimigues différentes oo 2 modes daction differents, tant 2y cours d'wne s2ison culturale que dans la rotation
En dénit du respect de ces rézles, on ne peut pas exclore une altération de l'aficacite de cette préparation lige 3 ces
phenomenes de resizfance. De ce fzif, Bayer 5AS decline toute responsabilite quant a deventuelle: conseguences
qui pourraient éire duss a de telles rasisfances.

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

Attention

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

P220 - Parter des gants de protection/'des vétements de protection us equipement ds protection des yeug/da vizage.
F391 - Racueillir le prodait répandu.

P410 - Proteger du rayonsement 2alairs.

P301 - Elirniner le coptenuracipient dans le lisw delimination confarmement 2 la reglementation locale

EUH 208 - Cortient 1,2-benzizothiazal-3(2H)-cne, mazze de reaction de 3-chlore -2-matiryl-2H-isothizzol-3-one et
g.-emémj']-m-isumiuu]-}une (3:1). Pent produire une reaction allezzigus.

Dielai de rentree - Delai ée rentree de § henres apres traitement, porte a 42 heares en culmure de betteraves ef racines
de chicorses.

3Ped - Poar protager les organizme: aguatiques, respecter une zome non traitee de [3] metre: comportant an dizpost-
1if vagetalize permanent dune larseur da [3] metres par rapport aux point: d'san.

L arrachage maruel des betteraves anmuells: doit étre effeciue de preference en praalzble aux traifements.

5Pl - e pas polluer I'san avec le produit ou 2on emballaze.
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EUH4#01 - Fespectaz les mstruction: d'utilisation 2fin d'eviter les rizques pour l2 sante humaime st l'eavirosnement.
PREMIERS SECOURS

Conseils générans - S'eloizner da la zone dangereuze. Enlever immediatement tout vatement souills ot o mettrs 2
T'ecart. Maintenir o transporter I3 victine en position latemale de securits.

Inhalation : Amepsr la victime 2 1'zir libre. Garder Lz victinie au repos et 2 maimtenir zu chawd. Appeler mmediz-
ternent 1m medacin ou un ceptre AntiPoizon.

Contact svec la pean - Nettoyer avec une prande quantite d'ean et du savam, 21 disponible, avec du polyethylensglhy-
col 400, puis rincer avec de Feau 5i le: troubkles s= prolonzent, consulter np medecin.

Contact avec les veunx : Fincer mmed.l.atemeut ot abondamment 2 l'sau, ¥ Compris sous les paupiesas, pendant au
moin: 15 mimabes, Apres les 5 premieres mirutes, enlever les leniilles commesnnes, i presemtes, comtimuer 3 rmcer
T'oeil. Faire appel 2 une assistance medicale en cas d'apparition d'vme iritation qui perziste.

Imgestion - He PAS faire vomir. Appeler immeadiatement un madecin ow un centre AntiPoizen Fincer la bouche.

En cas de perte de la Fiche de doenees de securite, celle-ci peut vous étre 2 nouvesy fournie sur simple appel an 0
800 23 33 43 ou éwe consultés sur les sites mtemet : www. baver-2si & et www.quickdds.com .
En cas durgence, appeler le 13 ou le ceptre antipoizar puis signalez vos svmptomes 2u réssau "Phytattitude” n° vert

-,

0 800 B2T 287 (2ppel eramait depuis um poste fige).

Point gelif : -5 °C
02

PropulsesL25518_V1

10650063
u 3526350021585
& 3526350021618
T - 3082

o0 - Maridras t objets damgersuy diver:

L. Diangereuy pour |'environnement

& Marque deposée Bayer

Baysr 5A%

Dipvigion Crop Science - 1§, rue Jean-Marte Leclair - 5 00108 - 3268 Lvon Cedex 09 France
EME : Bayer 3A5

Fabrication UE

Diate de fabricationn® de lot - vodir sur Femballazs

AVERTISSEMENT

Toute reproduction totale ou partielle de cette étiquette est interdite.

Respecter les usages, doses, conditions et precautions d'emploi mentionmés sur I'emballage. Il ont éfé déter-
minés en fonction des caractériztigues du produit et des applications ponr lesquelles il est préconizé Conduire
sur ces bases e culture et les traitements zelon la bonne pratigoe agricols en temant compte, sous la responsa-
bilité de I'utilisatenr, de tons les factenrs particuliers concernant votre exploitation, tel: que la nature du sal,
les conditions meteoralogiques, les méthodes culturales, les varietes vezétales, la resistance des especes ..

Le fabricant garantit la qualite du produit vendu dans son emballage d'origine et stocke selon les conditions
préconizées, ainsi que =& conformite 3 UAutorisation de Mize sur le Marché délivres par les autorites
compétentes framcaises. Pour les denrées issues de cultures protesées svec cette spécialite et desfinées a
I'exportation, il est de la responsabilité de I'exportatenr de s'assurer de la conformité avec la réglementation
&n viguenr dans le p
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