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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
15/06/2018 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 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 14/06/2023 for the
Toxicology section (application 2023-1820).

The present application (2018-1401, 2023-1820) 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 pro-
tection 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: « Submitted data are in support of the registration in use “field” for potatoes.
The new data never submitted before to France could be found in Appendix 5. »

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)
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.A.S.

Active substance(s) fluopyram, 125 g/L

(incl. content) prothioconazole, 125 g/L

Formulation type Suspo-emulsion [SE]

Packaging Not relevant for extension of authorisation

Coformulants of concern for
national authorisations

Restrictions related to identity

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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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.

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.

24.2 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:

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

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

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

& Arrété du 4 mai 2017 relatif a la mise sur le marché et & 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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Drift reduction measures such as low-drift nozzles are not considered within the decision-making process
in France. However, non-spraying buffer zones may be reduced under some circumstances as explained in
appendix 3 of the above-mentioned French Order.

Moreover, the French Order of 12 April 20217 provides that:

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

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

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

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

Finally, the French Order of 20 November 2021° on the protection of bees and other pollinating insects and
the preservation of pollination services when using plant protection products provides that unless otherwise
stated in the product authorisation, use on attractive culture’® when in flower and on foraging area is
forbidden. Specific conditions of application on flowering crops should be respected. As consequences
specific Spe 8 may include reference to this order.

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

251 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.

Bystander and resident | For uses on potatoes, respect an unsprayed zone of 5 meters from the extremity of the
protection boom and :

- areas where bystanders are present during treatment

- areas where residents could be present

Integrated pest management (IPM)/sustainable use:

Environmental protection

SPe 2 To protect aquatic organisms, do not apply to artificially drained soil for the uses on
potatoes.

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

Page 8/29

102000017308 / PROPULSE
Part A - National Assessment
FRANCE

SPe 3 To protect aquatic organisms, respect an unsprayed buffer zone of 20 metres with a 5-metre
permanent planted buffer strip to surface water bodies for uses on potatoes.

Other specific restrictions

Re-entry period 6 hours.

Label

The label must contain the following statement:
recommendations

Precise the optimal conditions for using the product in order to limit the risk of phytotoxicity
on adjacent 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

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):

Active substance 1:
Active substance 2:

Intended uses (only NATIONAL GAP)

Conc. of a.s. 1:
Conc. of a.s. 2:

PROPULSE (FLUOPYRAM + PROTHIOCONAZOLE SE 250 Formulation type:
(125+125 G/L)) / 102000017308

fluopyram
prothioconazole

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

SE

(@b)

1259g/L ©
125 g/L ©

Safener: - Conc. of safener: -
Synergist: - Conc. of synergist: -
Applicant: BAYER S.A.S. Professional use: =
Zone(s): Southern Zone ©@ Non-professional use: [ ]
Verified by MS: Yes
Field of use: Fungicide
1 2 3 4 5 6 7 8 9 10 | 11 12 13 14
Use- | Member |Crop and/ F, Pests or Group of pests | Application Application rate PHI Remarks:
No. © | state(s) | or situation Fn, |controlled T — (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | 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 | a) max. rate per | L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | appl. appl. ) ®
of crop) Gpn | the pest or pest group) season (days) b) max. total rate | b) max. total rate | min/ma
or per crop/season | per crop/season | X
|
Zonal uses (field or outdoor uses, certain types of protected crops)
03 France |Potato (SOLTU) |F Alternaria sp. Spray BBCH 40-89 a)3 10 a)05L a)FLU: 625 [100- |21 Acceptable
(ALTESP) b) 3 b)15L PTZ: 625 400 )
b)FLU: 187.5 i:‘ﬂcacy_shown on
PTZ: 187.5 ternaria sp.
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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
(¢) g/kgorgll ()  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)

The physico-chemical properties of the formulation have been evaluated and considered acceptable during
the registration of this formulation. The intended concentrations claimed for the extension uses
(concentrations from 0.25% to 1% v/v) are covered by the concentrations authorised during the registration
of this formulation.

3.2 Efficacy (Part B, Section 3)
Considering the data submitted:

o  The efficacy level of PROPULSE (FLUOPYRAM + PROTHIOCONAZOLE SE 250 (125+125 G/L))
is considered satisfactory for the resquested use.

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

o The risks of negative impact on yield, quality, transformation processes (processed potato),
propagation and adjacent crops are considered negligible.

o  The risks of negative impact on succeeding crops are considered acceptable. Nevertheless, specific
attention should be paid to susceptible succeeding crops. A risk cannot be excluded for grass
crops including cereals as succeeding crops.

o There is a risk of resistance appearing or developing to fluopyram that requires a monitoring on
Alterania solani and/or Alternaria alternata on potato crops.

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.

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.

3.4 Mammalian toxicology (Part B, Section 6)

11
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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.

34.2 Operator exposure
Summary of critical use patterns (worst cases):
Minimum
Equipment i icati

Crop type e .q _p Maximum application rate volume

Application method kg as/ha water

(L/ha)

) 0.0625 kg FLU/ha
Potato F Vehicle mounted 0.0625 kg PTZ/ha 100
Downwardspraying
0.0567 kg dPTZ/ha*

* Assuming 100% conversion of PTZ to PTZ-desthio and taking into account the molar ratio of PTZ-desthio to PTZ (312.2/344.3=
0.907)

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

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

343 Worker exposure

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

1 Open field or glasshouse
12 EFSA Journal 2022;20(1):7032

12
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Model dats B o
T e e
00825 kaasiha 00566875 kg asihg
: I

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

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

1 Guidance on the assessment of exposure of operators, workers, residents and bystanders in risk assessment for plant protection products
(SANTE-10832-2015 rev. 1.7, 2017)



102000017308 / PROPULSE
Part A - National Assessment
FRANCE

Page 14/29

1l

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/tarﬁet of toxiciti.

Hazard quotients (HQ) for each active substance and the HI (sum of hazard quotients) are:
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FLU 0.163
Children - All pathways (mean)

dPTZ 0.4477
Cumulative risk bystanders/residents (child) (HI) 0.6107

Bystanders

/Residents
FLU 0.061

Adults - All pathways (mean)

dPTZ 0.1313
Cumulative risk bystanders/residents (adult) (HI) 0.1923

The Hazard Index is < 1. No further refinement of the risk assessment is therefore required.

35 Residues and consumer exposure (Part B, Section 7)

The data available are considered sufficient for risk assessment. An exceedence of the current MRL for
fluopyram and prothioconazole for the intended use as laid down in Reg. (EU) 396/2005 is not expected.

The chronic and short-term intakes of prothioconazole residues resulting from the use requested in the
framework of this application are unlikely to present a public health concern.

Moreover, considering triazole derivative metabolite (TDMs: triazole acetic acid (TAA), triazole alanine
(TA), 1,2,4-triazole (1,2,4-T) and triazole lactic acid (TLA)), zZRMS proposed 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 requested in the framework of this application are unlikely
to present a public health concern.

The short-term intake of fluopyram residues resulting from the use requested in the framework of this
application is unlikely to present a public health concern.

For fluopyram, using PRIMo rev. 3.1, considering the in force MRL (Reg. (EU) 2021/1807) and the
corresponding consumer risk assessment values, the chronic exposition for consumer is calculated at 100
% of the ADI for NL toddler. It should be noted that the use on potato under consideration is minor
contributor to the total ADI (potato : 1.33% for PT general).

Consequently it can be conclude that the uses under consideration will not lead to a potential chronic risk
for consumer.

According to available data, no specific mitigation measures should apply.

Summary for PROPULSE (FLUOPYRAM + PROTHIOCONAZOLE SE 250 (125+125 G/L)

PHI/ Withholding period* ZRMS
PH for sufficiently supported for Comments
cro PROPULSE y supp PHI **for PROPULSE | "
P requested by proposed by zZRMS (if dFl)flf'elrent
applicant Fluopyram | Prothioconazole e
Potato 21 days Yes Yes 21 days

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

15
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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 predicted
environemental concentration (PEC) values for the active substances and their metabolites for the intended
use patterns. In cases where deviations from the EU agreed endpoints were considered appropriate (for
example when additional studies are provided), such deviations were highlighted and justified accordingly.

The PEC of fluopyram, prothioconazole and their metabolites in soil, surface water and groundwater have
been assessed according to FOCUS guidance documents, with standard FOCUS scenarios to obtain outputs
from the FOCUS maodels, 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.

PECgw for fluopyram, prothioconazole and their metabolites do not occur at levels exceeding those
mentioned in regulation (EC) n° 1107/2009. 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 and other non-
target arthropods, earthworms, other soil macro-organisms and micro-organisms and terrestrial plants are
acceptable for the intended uses.

3.8 Relevance of metabolites (Part B, Section 10)

An assessment was conducted according to the SANCO/221/2000 guidance document. Please refer to

environmental fate and behaviour above for conclusion on the risk of groundwater contamination.

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

The active substances fluopyram and prothioconazole are not approved as a candidate for substitution,
therefore a comparative assessment is not foreseen.
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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

Set up a resistance monitoring to fluopyram.
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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Appendix1 Copy of the product authorisation

Docusign Ervelope ID: 11C551CE-IFCE-AFFI-E36C-4392 34981817

EN
REPUBLIQUE
FRANCAISE wr

o anses

Fraieranid

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

Vi les dispositions du régiement (CE) n® 1707/2008 du 21 octobve 2008 ef de ses lextes dapplication,

Vi Je code rural el de la péche marilime, nolamment le chapitre I du tire V du fvee Il des parties igisiative et
réglementaire,

Vi la demnande dextension dusage majeur du prodult phytopharmaceutique PROPULSE
de [ socisls BAYER SAS

enregisinde sous ke n" 2023-1820
Vi les conclusions de Névalualion de FAnses du 6 mal 2024,
L'autorisation de mise sur ke marche du pl'ﬂdul. rélérence ci-aprés est dtendue aux usagas décrits dans la
présente dacision.
La présente décision s'appliqua sans préjudice des autres dispositions applicables.
Avertissement :

Le non-respect des condiions dacriles C-dessous peul entrainer le retrait ou la maodilication de Fautorisation
ainsi que oute action incluant des poursuites judiciairas.

PROPULSE
AN o 2130302 Page 1 zar §
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Dcusign Envelopa 1D: 110651 CE-AFCEAFFD-EIEC 430240061 T

Ex
REPUBLIQUE b\
FRANCAISE wr
Eibereé
o anses
Informations générales sur le produit
PROPULSE
Miome3 o prodult YEARLING
Type de produit Produit de référence
BAYER 5.AS
74 rue Gorge de Loup
Titulaire GO009 LY 0N
France
Formulation Suspo-amulsion (SE]
125 gL - fluopyem
Corenant 125 gL - prothioconazole
Mumére dintrant 2130374
Murmére d”AkM 2130202
Fonction Fongicide
Gamme d'usage Professionnel

Lecheance de validite de la presente décision correspond a calle de Fautor=atn du produil

La présents décision peut &tre retirée ou modifise si des alaments ke justifient.

A Maksons-Alfor, e 27/117 2024

Do obagradi by
[Uw{d'h Grashlluwr
LEF LT R FELINY

Directrice generale dalegues
en charge du piée produits réglementés
Agence nationale de sécurité sanitaire de

l'alimentation, de I'enveonnernent & du fraval [ANSES)

FROFULSE
AMM n" 2030202

Page 2 = 5
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Decusign Envalope ID: 110551 0E-3FCE-4FFD-Z3EC A 3240811 T

Ex .
REPUBLIQUE b6
FRANCAISE wr
dakertd

=, anses

ANNEXE : Modalités d'autorisation du produit

20

Liste des nouveaux es autorisés
En Fabsance de mention specifique, les usages autonses correspandent & une wilisation en plein chamg.
En labsence de restriction, les usages sont autonsés sur lensernble des cullures de la porlée de 'usage.

7 fone Non Culbure
Dose Mombre Stade Dlai awvant ._.EE__:”_._ Traitee ._...mu_H.uu -“_q_.__ﬁ atiractive en
Usages maximale & innum o application récolte aq e arthropodes non n—_.._.u_nm flarsisan
d' i i icatio BECH E._ _zn ) (] (metres) [arreae du
amplol ‘appl s {jours) {m non cibles sarEne)
155302 enitre bes stadas P Non
Pomme de temre*Trt 05 L Yen _w_wm,,._.,.,__.____m%n o (dont DWF &) . ’ CONCEmMs
Part_fer."Maledies des
taches brunes Efficacia montrée sur Allermans sp.
Intervalle minimum enre les applications : 10 jours.

OWP = Dispositif Vagataliss Parmanent.

PROFINLSE
AMM 0" 27 30802 Page T §



Page 21/29

102000017308 / PROPULSE
Part A - National Assessment
FRANCE

Dexcusign Envelope 1D 11C551 CE-JFCEFFD-SIEC4 30240081617

EX

REPUBLIQUE A
FRAMNCAISE el
e anses

Fraverad

Conditions d'emploi du produit

Protection de |'opérateur ef du travaillewr
Des infarmations genérales relstives aux bonnes pratiques de protection pouront &tre mises & disposion de
lutilisatewr :

- l'utilization d'un maténel adapté e entratenu et la mise en ceuvre de protections collectives constiuent la premiéne
mesure de prévention conire bes risques professionnels, avant la mise en place de protections. individualles |

- |e part de combinaison de trevail dédidge ou d'EPI dait 8tre associé 8 des réflexes dhygiene (ex : lavege des mains,
douche en fin de traitement] et & un comportement rigourews {ex : procédure d habillzge/deshabillage)

- les modalités de nettoyage et de stockage des combinaisons de travail et des EF réutibsebles dowent &re
conformes & leur notice dutilisaton.

Pour Fopératewr, porter

Dans le cadre d'une application effectuee a I'aide d'un pulvérisatewr 8 rampe

= pendant le mélange/chargement

- Gants en nitrile certfieés NF EN 150 3174-1/A7 et NF EM 16523-1+41 {type A] ;

- EP1 vestmemaire confarme & 3 nonme NF EN 150 27065041 ©

- EPI partiel (blouse ou tabier a manches longues) de categone Il &t de type PB (3) a poner par-dessus FER
vestimeniaire précis ;

- Protections respirgtoires cerifises | demi-masgue certfie (EM 140) équipé duwn fitre P3 (EM143) ou A2P3 (EN
143E7) ;

= pendant I'application

5i applcation svec racleur svac cabine

- EFl vestimentaire conforme & la norme NF EN 150 270650401 |

- Gants en ritrile certifigs NF EN 150 374-1/871 o1 NF EN 150 374-2 [iypes &, B ou C) & usage unigue, dans ke cas

dure intervention sur le metériel pendant la phase de puleérisation. Dans ce cas. les gants ne dovent &tre poriés
qu'a lextarieur de la cabine et doivent &tre stockés aprés wilisation & Pextéreur de la cabne

5Si application avec frackeur sans cahing
- EP1 vestimenaire confarme & la norme MF EN 150 27065041 ;

- Gants en mtrile certifiés NF EN 150 374-1/A7 et NF EN 150 374-2 (types &, B ou C) & usage unigque, dans ke cas
d'uree intervention sur le matériel pandant la phase de pulvwansation :

= pendant le nettoyage du matériel de pulvérisation
- Gants en nifrile certifiés WF EN 150 374-1/A7 et NF EM 16523-1+41 {type A]
- EFl vestimentaire conforme & la norme NF EN 150 27065041 |

- EP| partiel (blouse ou tablier & manches longues) de catégone Il et de type PB (1) 4 porer par-dessus FEPI
vastimentaire précia.

Powr le travaillewr, porter

- EPI vestimentaire confarme & la narme MF EN 150 27065/A1 et, en cas de contect aves le cullure traitée, des gants
en nitrile cerifies NF EM 150 374-1/41 et NF EN 16523-1+A1 (type A).

PROPLNSE
AMM a" 2130002 Page d s 5
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Docusign Envedope 10: 110651 CE-IFCEAFFD-236C4 302490061 T

N
REPUBLIQUE b &
FRAMNCAISE wr

Ladered

-, anses

Deal de remirée en application de 'amétd du 4 mai 2017 :

- B heures.

Respacier une dstance d'au moins 5 matres entre |a rampe de pulvensaton &t :
- l'espace fréquentd par les personnes présentes kors du traitement ;
- l'espace susceptible d'étre frequente par des résidents.

Pour chaque usege figurant dans la liste des usages sutorises, bes conditions dublsation du produt permettent de
respacier las limies maximales de résidus.

FProtection de l'environnement (miliegx. fsune el flore)

Protection de la faune
- 5Pa 2 : Pour protéger les organismes aquetiques, ne pas appliquer ce praduit sur sals artificiellement draings.

- SPe 31 Paur proger les arganismes aquetiques. respecier Une 2one non reitee de 20 mares compartant w
dispasitif wvaqétalsé parmanent non traig dune lengeur de 5 metres en bordure des paints deau.

Exigences complémentaires post-autorisation

A defaut de transmission de ces donndas dans les délals impartis & compier de la date de la présers décision, la
prasente dacision pourra ere retiree ou modifiee.

Dlai Reécurrence
Detail de la demande post autorisation (mois) (mols)

Poursuivre le suiwi de la résistence s flucpyram. Fourni, Bux Butoritds compétentes,
toute nouveds infarmation susceptible de modifier Fanalyse du isque de rAsisteance.

Recommandations relatives a I'étiquette du produit
Il est recommange de faire figurer linformation suivante sur Féthguete ©

- Pour prévenir tout risque Svenfuel de phwiotoeicite, préciser les condiions optmales dimplantation des cultures
suivantes ou de remplacement.

Les aubres rmodabias d sutorisation du produit restent inchangees.

PROFPULEE
A 0" 23002 Page § = 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.

Y 1
BAYER
R
PROPULSE

Projet de texte d’etiquette 9 avril 2018

Propulse®

Coatient 125 /1 flupgyrams soit 11.77 %% {m/m)
115 2/1 prothiprpnazals =oit 11.77 % (m/m)
3o forme de suspension-smulzienSE)

AR N - 2130202
Fonpicide pour hotter conire les maladies du Colza et de |2 pomme de teme

EESERVE 4 UN USAGE EXCLUSIVEMENT PROFESSIONNEL

FROPULSE est un foumgicide compose de denx substances actives des familles chimiques trizzolinthions =t
Pyramids (Byridind-ethylbepzapides) - prothincanazole et fuapram

Tableaux des nzages :
L_ - EAR. {em jours) o
[ ulhare I=ibles | zazes [Clozes dﬁﬁaﬂm u.d-el : NE avironnement (Vo
) gendex)

A Hemariase.

I=alza 1.0 Lha 1 it /an 56 Ia
21
[Pomme de terre (3 Memara, 0.5 Lha 3 it shde BECH 204 |12
EECH 28
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1 application par ar pear towtes les preparations comtemant tme subsfance active de la famille des SDHI est
autorizes pour L= colza

Limites magimales en résidus de substances actives : se reporter mgz LME en vigueur 2o nivean de Tinion
Europeenne ot consuliables a l'adresss : hifp:V'ec europa.en/food ‘plant pesticides ‘en-pesticide:-data base

Bayer 5A% ne prémm=e l'otilisation de ce produdt que sur les culfurss ef usapes mertiornes dans le t2blezu des

usages Ci-dezms e, a ce e, lﬂE{LII'_E toute resparsahbilite cozcersamt ' glarsizsement de sam utilisation 2 Fauime:
us2pes tels que prévie: par l'arréts do 26 mars 2014 ot ses aréte: modificatifs,

I Organivmer equangues

la Pour proteger les Orgamizmes aquatigues, ]'P_pECtEI'HJlE Toke B0y Taitee de 5 metres comporiant un dispositif
vegetalize permansrt de 5 metres par rapport 2ux peiets dean.

Le tablean ci-deszus fait apparaitra les précautions 3 prendre pour lemviromnement, figées par lamborisation de
mise er piarche de la specialita.

%1 ZNT aquatique non fixee (en Fabsence sur l'stiguette de mone non fraitée par rappost aug points deam),
respectsr, selom les dizpeertions de l'amréte du £ mai 2017, 12 valewr minimale suivents © Zore non traites 3
matres,

Champ d'sctivite -

PROPULEE se caracterize par :2 keute performarce d'sfficacits, ses proprieté: systemigues oripinales, =a
pobyvalence ot sa pemsiztance sur les principales malzdies des cruciferes oleagimeuses Il est ezalement actif
conire les differente: s:peces d'aljemmana sur pomme de tere.

Miode d"emplai :
- Preparation de la beuillie

Verser directement PROPULSE, prézenté sous forme de concentrs émulzionnabls, dans la cove remplis 2 deug
tiars, le syzteme d'agitation en fonctiommement. Completer la omre avec le volume d'squ neceszaire

- Melznges et Comparibilitas

Les mélanges dofvent étre mis en gegyye conformement 2 la reglementation en vigueur. Pour connaitre le detail
pratique de Cefie mizse en pamsya, il g2t necessaire de contacter au prealable le { BOG 23 35 43

- Condirions de fraitement (épogiee, stade, senil d'ncerventdon)

Aftertion - ep o2z de recours 2 des techmigues colfurales nouvellement mises en gepize par Dutilisatear ou

nresentant une guelconmne !-'DECIE.I'_TI:E lutilizateur dodt en informer som fourmisssur avamt toute utilisation du
produit, afin que oz damnisr puisze &n verifier 1a fxisabilite aver le fabricant dn prodhait.

Pour le colza, zelon les region: ot le: malzdis: domimantes {consulter votre copsedller razional), PROPULEE
s'emploie -

des stade: B4 a G4 selon 12 nomenclature du CETIOR, =oft du ztade 4 feuilles a 30 % des siligues oot afteint
leur tzille finals

Pour [2 pomme de temme, PROPULSE est actif sur les 2 zeeres d'aliemeria @ aliemaria splami et aliemmeria
altamata. Il s'apolione dés le début de la periode 2 risoue mais avant le stade BECH 40 “Initiation de la
formation du tubercule : les premiers :toloms erossissent 2 lewr extremite et atelznent le double de leur
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dizmetre", avec renouvellement 2 un intervalle de 10 jours mirdimm, selon 1a pression de maladie Le nombre
mazamal d'applications par culbare & par an est de 3, avec wn Delai Avant Fecolte de 21 jours.

- Applicafion (marériel, pressipn)

Utiliser PROPULRE avec des vohome: d'saw compris entre 100 2 300 L/Ha, pour le colza ef extre 100 2 £00
L'Ha por la pomme de terre. L'efficacite fongicide depend du desre de couverture des orgames 2 proteger.
S'aszarer dun reglaze approprie de la mmpe amsi que du chioix de buse: adaptees afin d'obienir une repartition
umiforme du produdt sor fa culure

- Condiions du milien

Me pas traiter en cas dkrygrometrie inferisure 3,805 et per des temperatume: supérieares a 30°C En caz de sires:
]]:';I-:lnrjliue marque et de fortes amplindes thermioues, sviter de fraiter les cultures concemnees par 1m ns=zse
ologue

Précautions a prendre :
- Powr I stockage

- Conserver le produit dans son emballage d'origme, dans des locaug fermes a clé, a Iecart de tout aliment et
boiszon v compriz ceug pour les animaag, et hors de portes des enfarts. Les locamg doivent sire frais ef ventiles

- Mesures de provecdon des individuy
Pour protager ['operateu, porter:
Pendant s melange/ chargement:
- (Fants ep nitrile certifies EX 374-3,
- EPl vestimentaire conforme a la nomme XF EN IS0 27083 (miveau C1),

- EPI partiel (olouze ou tzblier 3 manches longnes) de categorie IT =t de type (PB3) 2 porter par-dessus la
combinaizon precitsa.

Pendant 'application-
i application avec racteur sams cakbins -
- EPl vestimentaire conforme a la nomme XF EN IS0 27083 (miveau C1),

- (Gamts en nitrile cenifies EN 374-2, pendant Fapplication et dan: le ca: done intervention sur le materiel
pendant la phaze de polverization.

5i application avec racteur aver cabine:
- EPI vestimertaire conforme 2 |2 pamme NE EN IS0 27063 (aivean C1),

- Gamts en nitrile cerifies EN 374-1, en cas d'imtervention 2 I'egtérienr ; dans ce cas, les gants doivent étre
stockes ot portes a l'exterieur de la cabins.

Pendant Is petiovage du materiel de palverization:
- EPl vestimentaire conforme a la nomme XF EN IS0 27083 (miveau C1),

- EPI partiel (blouse ou tablier 2 manches longues) de catégarie 11T et de type (FB3) 2 porter par-dessus la
combinaizon precitss,

- (Gants en nitrils certifies EX 374-3.
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Pour proteger b= travailleur, porter -
- EPI westimentaire {epsemble veste et pantalon) confomme: 3 la porme HF EX IS0 27065 (aihvean C10,
- Fantz ep mitrile certifies EX 374-3.

- Powr I'erwaplod
- Bincer le bidon en veillaet 2 verser 'szu de ringage dans 12 cuve du palverizaten.

-1 zppan:iarj 2 l'utilisateur :".lmpmdujt de verifier avant son Eﬂ‘.‘lp].l:l.i... que Iz parcelle 2 fraiter me presente pas de
souches de parasite: resiztantes, soit naturellement, soit par acquisition, en particolier do fait dz Mosaze IE|:-e1e de
mémes ubstances actives ou de mémes familles chimiques. La présence de souches résistantes peut emtrainer
ure reduction de 'efficacite, voire une ipefficacite du produit dost l'usags est envisags.

Pour retarder oa limiter 'appasition de souchss resistzntes, il est mperatif de == reperter a L2 notice dutilisation
21 2R recommandarions des orgamisations professicanslles.

- Elimimar lez fonds de oove conformement 2 [z reglementation en viguenr.

- Pogr l'eliminadon du produir et de Vemballage

- Pour l'élimination des produits non utilisables, faire appel 2 wme entreprize habilitte pour la collecte et
l'alimination des produwits dangereuy.

- Me pas reutilizer les emballages vides et les &liminer via e collecte organisée par les distributenrs partenaires
de 1a filiere A dizvalor o wn aatrs zervice de collects specifique.

Propulse® ANDM ML, 21320202

125 2/ fhappomams, sedf 11.77% (m/m)

115 21 prothinronazals, soit 10.77% (mim)
Aftertion

S

H361d - Suzceptible de muire 2u fpeqs,

H410 - Tres togique pour lez argamizmes aquatiques, entraine ds: offsts nefastes a loag terme.

P25 - Porter des zamts de protection’de: vétement: de protection’or equipement de protection des yeow/'du
vizage.

P308+P315 - EN CAS d'expesition prouves ou suzpectss © consulter un madecin

P501 - Eliminer le conter Tecipient dans le lien delimination conformement 2 1a reglamertation locals
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Zubztance clazsee senzibilizante - EUH 208 - Contient du 1,2-Benzizothizzelin-3-pne. Peut produirs tme reaction
all=rEigume.

Dielzi de refpree des travailleurs dans la zone titas © 48 heure: 2pres traitement

EPe3 - Pour protéger les organizme: aguatiques, respectsr ume zone ned traitee da [5] metre: comportaat tm
dizpositif vegetalizé permanent d'ime largeur de [3] metre: par rappost 2T poits B

Ne paz polfuer leau aves 8 produil ou son embaligge.
Rezpectes fes Instructions dutilizanion g d'dviter les risgues pour Lz sandé humaine gt {envirprHement

Premisrs secours

Conzzils generaug:

Z'eloizner de |2 zoge dangeregss

Enlever immedizternent towt vetement senille et l= metire 2 Uecam.
Maintenir ef tramspaorter 2 victime en position laterale de securite.
Inhalation :

Amener la victime a 1'air libre.

{(rarder la victime au repos &t la mainterir au chand

Appeler immediztement un madecin ou um cantre AniPrizan
Comtact avec 1a peaw

Hettoyer zvec 1me grande quantite d'eau &t da zaves, = dispendble, aves du polyathylenssigl 400, puis rincer
avec de l'sau

%i les troables 2 prolongent, consclter 1tn madecin.

Comtact avec les yeux

Flincer immediztement et abordamment a l'ezu, ¥ compriz sous lez paupieres, perdant 2u moins 13 mimses,
Apres lez 5 premiere: mimetes, enlever les lentilles comesnnes, =i preseries, cantinuer 2 rincer Fgefl

Fairz appel 2 une asaiztance medicales en cas dzpparition d'ume inftation qui persiste,

Ingestion :

MePAS faire vomir.

Appeler immediztement un madecin ouum cantre AntPoizan,

Fincer la bouche.

En ras de : perte de |2 Fiche de doemess de zacurite, celle-ci peut wous e 2 powvean fournie sur simple appsl 2u
0800 25 35 45 pa étre consultee sur les sites imternet | worn beyver-290 el R aick it oo,

Enczs durgence, zppeler 1= 15 ou le centre antipoizen puis siznalez vos symptames ao resean "Blydatimds" &°
vert 0 800 287 287 (appel graboit depuds un poste fixe).
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Point galif - -3 °0
2052

T - 3082
Alln,

2 2 - Natieres et ohjets danzereus divers
- Damzereus pour l'epvironnsment

& Margue deposee Baver

Bayer SAS

Divizion Crop Science - 16, moe Tean-Klarie Leclair - ©3F $0106 - 46265 Lyon Cedex 09 France
Fabrication UE

Date de fakrication'n® de Lot © voir sur Femballaze

Important

Respecter les usages, doses, conditions et précantion: d'emplei mentionnés sur I'emballaze qui ont été
détermings en fomction des caracteristiques du produit et des applications pour lesquelles il est préconise.
Conduisez sur ces bases, la cultore et les traitements selon la bonne prafique asricole en tenant compie,
sous voire responsabilite, de tous factenrs particuliers concernant voire exploitation, tels gue la nature du
sol, les conditions metéorologiques, les méthodes culturales, les variétés vegstales, la reésistamce des
EIpeCes. .

Le fabricant garantit la qualité de ses produits vendus dans lenr emballage d'origine ainsi que lear
conformiteé & I'sntorisation de mise sur le marche.

Compte tenn de la diversite des legislations exiztantes, il est recommands, dans le cas on les denrees issues

des cultures protézées avec cette spécialité sont destimées 3 I'exportation, de vérifier la rézlementation en
vigneur dans le pays importatenr.
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