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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 

fluopyram1 and 125 g/L prothioconazole2 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 

26/02/2021 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 (zRMS) 

for this request and assessed the application submitted for the label extension of this product in France and 

in other Member States (MSs) of the Southern zone.  

The present application (2021-1313) was evaluated in France by the French Agency for Food, 

Environmental and Occupational Health & Safety (Anses), according to the Regulation (EC) no 

1107/20093, the implementing regulations, and French regulations. This application was assessed in the 

context of the zonal procedure for all MSs of the Southern zone, taking into account the worst-case uses 

(“risk envelope approach”)4. 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 

review(s) of fluopyram and prothioconazole. It also includes assessment of data and information related to 

PROPULSE (FLUOPYRAM + PROTHIOCONAZOLE SE 250 (125+125 G/L)) where those data have not 

been considered in the EU peer review process. 

This part A of the RR presents a summary of essential scientific points upon which recommendations are 

based and is not intended to show the assessment in detail. The risk assessment conclusions provided in 

this document are based on the information, data and assessments provided in the Registration Report, Part 

B Sections 1-10 and Part C, and where appropriate the addendum for France. 

                                                      
1  COMMISSION IMPLEMENTING REGULATION (EU) No 802/2013 of 22 August 2013 approving the active substance fluopyram, in 

accordance with Regulation (EC) No 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) No 540/2011 

2  COMMISSION IMPLEMENTING REGULATION (EU) No 540/2011 of 25 May 2011 implementing Regulation (EC) No 1107/2009 of the 

European Parliament and of the Council as regards the list of approved active substances 
3  REGULATION (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant 

protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC 
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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The conclusions on the acceptability of risk are based on the criteria provided in Regulation (EU) 

No 546/20115, 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.Details of the authorisation decision 

1.5 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)  

(incl. content) 

fluopyram, 125 g/L  

prothioconazole, 125 g/L 

Formulation type Suspo-emulsion [SE] 

Packaging Packaging not changed 

Coformulants of concern for 

national authorisations 

- 

Restrictions related to identity - 

Mandatory tank mixtures None  

Recommended tank mixtures None 

                                                      
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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1.6 Conclusion 

The evaluation of the application for PROPULSE (Fluopyram + prothioconazole SE 250 (125+125 

g/L))resulted in the decision to grant the authorisation. 

1.7 Substances of concern for national monitoring 

Refer to 5.1.1. 

1.8 Classification and labelling 

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

Classification not changed. 

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

SP 1 Do not contaminate water with the product or its container. Do not clean application 

equipment near surface water. Avoid contamination via drains from farmyards and roads). 

 For other restrictions refer to 2.5 

1.8.3 Other phrases (according to Article 65 (3) of the Regulation (EU) No 

1107/2009) 

None. 

1.9 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 20176 provides that: 

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

- unless otherwise stated in the product authorisation, the minimum buffer zone alongside a water body 

is 5 metres for products applied through spraying or dusting; 

- unless otherwise stated in the product authorisation, the minimum re-entry period is 6 hours for field 

uses and 8 hours for indoor uses. 

Drift reduction measures such as low-drift nozzles are not considered within the decision-making process 

in France. However, non-spraying buffer zones may be reduced under some circumstances as explained in 

appendix 3 of the above-mentioned French Order. 

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

                                                      
6  Arrêté du 4 mai 2017 relatif à la mise sur le marché et à l'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés à l'article 

L. 253-1 du code rural et de la pêche maritime, amended by the arrêté du 27 décembre 2019 relatif aux mesures de protection des personnes 

lors de l'utilisation de produits phytopharmaceutiques https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte ; 

https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000039686039&categorieLien=id 
7  https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456  

https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000039686039&categorieLien=id
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456
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- 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 extrapolation8 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. 

1.9.1 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: 

 - 

Environmental protection 

SPe 3 To protect aquatic organisms, respect an unsprayed buffer zone of 20 metres with a 20-metre 

permanent planted buffer strip to surface water bodies. 

Other specific restrictions  

Risk mitigation 

measures 

The by-products from crops used for seed production must not be used for food or animal 

feed purposes. 

Agricultural 

recommendations 

To prevent any possible risk of phytotoxicity, specify the optimal conditions for planting 

the following or replacement crops. 

                                                      
8  SANCO document “guidance document:- Guidelines on comparability, extrapolation, group tolerances and data requirements for setting 

MRLs”: SANCO/ 7525/VI/95 - rev.9 
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Bystander and resident 

protection 

For use on maize against FUSASP , respect a distance of at least 10 meters between the 

spray boom and : 

         - the area frequented by people present during the treatment    

         - the area likely to be frequented by residents; 

and to use equipment allowing a drift reduction of at least 50%. 

 

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

1.9.2 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 

1.9.1 (mandatory labelling):  

None. 
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1.10 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 zRMS. 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: 24/04/2023 

PPP (product name/code): PROPULSE / (FLUOPYRAM + PROTHIOCONAZOLE SE 250 

(125+125 G/L))  

Formulation type: SE (a, b) 

Active substance 1: fluopyram Conc. of a.s. 1: 125 g/L (c) 

Active substance 2: prothioconazole Conc. of a.s. 2: 125 g/L (c) 

Safener: - Conc. of safener: - (c) 

Synergist: - Conc. of synergist: - (c) 

Applicant:  BAYER S.A.S Professional use:  

Zone(s): Southern Zone (d) 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-

No. (e) 

 

Member 

state(s) 

 

Crop and/ 

or situation 

 

(crop 

destination/purpose 

of crop) 

F, 

Fn, 

Fpn 

G, 

Gn, 

Gpn 

or 

I 

Pests or Group of pests 

controlled 

 

(additionally: 

developmental stages of 
the pest or pest group) 

Application Application rate PHI 

(days) 
Remarks:  

 
e.g. g safener/synergist 

per ha  
(f) 

Method/Ki

nd 
Timing/Growth 

stage of crop & 

season 

Max. number  

a) per use 

b) per crop/ 
season 

Min. interval 

between 

applications 
(days) 

L product/ha 

a) max. rate per 

appl. 
b) max. total 

rate per 

crop/season 

g a.s./ha 

a) max. rate per 

appl. 
b) max. total rate 

per crop/season 

Water 

L/ha 

 
min/ma

x 

Zonal uses (field or outdoor uses, certain types of protected crops) 

228 FR Corn / Maize 

(ZEAMX) 

F FUSASP spraying 

(foliar) 

BBCH 55-69 a) 1 

b) 1 

- a) 1 

b) 1 

a) PTZ 125 + 

FLU 125 

100-

400 

F Acceptable for maize 

grain and seed 

production* 
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1 2 3 4 5 6 7 8 9 10 11 12 13 14 

Use-

No. (e) 

 

Member 

state(s) 

 

Crop and/ 

or situation 

 

(crop 

destination/purpose 

of crop) 

F, 

Fn, 

Fpn 

G, 

Gn, 

Gpn 

or 

I 

Pests or Group of pests 

controlled 

 

(additionally: 

developmental stages of 

the pest or pest group) 

Application Application rate PHI 
(days) 

Remarks:  
 
e.g. g safener/synergist 

per ha  
(f) 

Method/Ki

nd 
Timing/Growth 

stage of crop & 

season 

Max. number  

a) per use 

b) per crop/ 

season 

Min. interval 

between 

applications 

(days) 

L product/ha 

a) max. rate per 

appl. 

b) max. total 

rate per 

crop/season 

g a.s./ha 

a) max. rate per 

appl. 

b) max. total rate 

per crop/season 

Water 

L/ha 

 

min/ma

x 

 

b) PTZ 125 + 
FLU 125 

Not acceptable for 

forage maize * 

(MRL) 

235 FR Garlic (ALLSA) F PLEOAL, PUCCAL, 

STEMSP 

spraying 

(foliar) 

BBCH 41-47 a) 2 

b) 2 

7 a) 0.8 

b) 1.6 

a) PTZ 100 + 

FLU 100 
 

b) PTZ 200 + 

FLU 200 

200-

800 

7 Not acceptable 
(MRL), (resident 
(child), bystander 

(child), worker), 

(efficacity) 

241 FR Onion (ALLCE) F PLEOAL, SCLESQ, 

STEMSP 

spraying 

(foliar) 

BBCH 41-47 a) 2 

b) 2 

7 a) 0.8 

b) 1.6 

a) PTZ 100 + 

FLU 100 
 

b) PTZ 200 + 

FLU 200 

200-

800 

7 Not acceptable 

(resident (child), 
bystander (child), 

worker), (efficacity) 

247 FR Shallot (ALLAS) F PLEOAL, SCLESQ, 
STEMSP 

spraying 
(foliar) 

BBCH 41-47 a) 2 
b) 2 

7 a) 0.8 
b) 1.6 

a) PTZ 100 + 
FLU 100 

 

b) PTZ 200 + 
FLU 200 

200-
800 

7 Not acceptable 

(resident (child), 

bystander (child), 

worker), (efficacity) 

Minor uses according to Article 51 (zonal uses) 

1 FR Vegetables, flowers, 

perfume, aromatic 

medicinal and 
condiments plants 

Seed crops 

F Phoma leaf spot and black 

leg 

spraying 

(foliar) 

BBCH 41-85 a) 2 

b) 2 

7 a) 0.8 

b) 1.6 

a) PTZ 100 + 

FLU 100 

 
b) PTZ 200 + 

FLU 200 

200-

400 

NA Not acceptable 

(resident (child), 

bystander (child), 
worker), 

2 FR Vegetables, flowers, 

perfume, aromatic 

medicinal and 

condiments plants 

Seed crops 

F Rust diseases spraying 

(foliar) 

BBCH 41-85 a) 2 

b) 2 

7 a) 0.8 

b) 1.6 

a) PTZ 100 + 

FLU 100 

 

b) PTZ 200 + 

FLU 200 

200-

400 

NA Not acceptable 

(resident (child), 

bystander (child), 

worker), 
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1 2 3 4 5 6 7 8 9 10 11 12 13 14 

Use-

No. (e) 

 

Member 

state(s) 

 

Crop and/ 

or situation 

 

(crop 

destination/purpose 

of crop) 

F, 

Fn, 

Fpn 

G, 

Gn, 

Gpn 

or 

I 

Pests or Group of pests 

controlled 

 

(additionally: 

developmental stages of 

the pest or pest group) 

Application Application rate PHI 
(days) 

Remarks:  
 
e.g. g safener/synergist 

per ha  
(f) 

Method/Ki

nd 
Timing/Growth 

stage of crop & 

season 

Max. number  

a) per use 

b) per crop/ 

season 

Min. interval 

between 

applications 

(days) 

L product/ha 

a) max. rate per 

appl. 

b) max. total 

rate per 

crop/season 

g a.s./ha 

a) max. rate per 

appl. 

b) max. total rate 

per crop/season 

Water 

L/ha 

 

min/ma

x 

3 FR Vegetables, flowers, 

perfume, aromatic 
medicinal and 

condiments plants 

Seed crops 

F Sclerotia diseases (neck 

and white rot) 

spraying 

(foliar) 

BBCH 41-85 a) 2 

b) 2 

7 a) 0.8 

b) 1.6 

a) PTZ 100 + 

FLU 100 
 

b) PTZ 200 + 

FLU 200 

200-

400 

NA Not acceptable 

(resident (child), 
bystander (child), 

worker), 

4 FR Vegetables, flowers, 

perfume, aromatic 
medicinal and 

condiments plants 

Seed crops 

F Leaf diseases: leaf spot spraying 

(foliar) 

BBCH 41-85 a) 2 

b) 2 

7 a) 0.8 

b) 1.6 

a) PTZ 100 + 

FLU 100 
 

b) PTZ 200 + 

FLU 200 

200-

400 

NA Not acceptable 

(resident (child), 
bystander (child), 

worker), 

5 FR Vegetables, flowers, 
perfume, aromatic 

medicinal and 

condiments plants 
Seed crops 

F Root diseases spraying 
(foliar) 

BBCH 41-85 a) 2 
b) 2 

7 a) 0.8 
b) 1.6 

a) PTZ 100 + 
FLU 100 

 

b) PTZ 200 + 
FLU 200 

200-
400 

NA Not acceptable 

(resident (child), 

bystander (child), 

worker), 

6 FR Sugarbeet seed crops F Leaf diseases: leaf spot, 
phoma leaf spot 

spraying 
(foliar) 

BBCH 31-85 a) 2 
b) 2 

7 a) 0.8 
b) 1.6 

a) PTZ 100 + 
FLU 100 

 

b) PTZ 200 + 

FLU 200 

200-
400 

NA Not acceptable 

(resident (child), 

bystander (child), 

worker), 

* Possible application during the flowering period according to the order of 20 November 2021 on the protection of bees and other pollinating insects and the preservation of pollination services when using plant protection 

 

Remarks 

table 

heading: 

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

(b)  Catalogue of pesticide formulation types and international coding system CropLife  

International Technical Monograph n°2, 6th Edition Revised May 2008 
 (c) g/kg or g/l 

 (d) Select relevant 

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

in column 1 
(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. 
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Remarks 

columns: 

1 Numeration necessary to allow references 
2 Use official codes/nomenclatures of EU Member States 

3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use 

 situation should be described (e.g. fumigation of a structure) 
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non-

professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, 

Gpn: professional and non-professional greenhouse use, I: indoor application 

5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 

common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar 

fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 
application must be named. 

6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 

Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type 
of equipment used must be indicated. 

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

application  

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

10 For specific uses other specifications might be possible, e.g.: g/m³ in case of fumigation of empty 

rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products. 

11 The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g, 

kg or L product/ha). 

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

13 PHI - minimum pre-harvest interval 

14 Remarks may include: Extent of use/economic importance/restrictions 
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2 Background of authorisation decision and risk management 

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

Use concentrations (proposed by the applicant) in France and Southern Zone for the extension of use dossier 

submitted in 2018 (2018-1401):  

- Maximum use concentration : 1.0 % v/v  

- Minimum use concentration : 0.25 % v/v  

These concentrations were not covered by the first authorisation for the minimum use concentration 

(0.25% v/v). Nevertheless, as the relevant tests were performed (suspensibility and spontaneity of 

dispersion) at 0.2 % v/v, which covered the minimum use concentation, no more data was required. 

 

Use concentrations (proposed by the applicant) in France and Southern Zone for the extension of use dossier 

submitted in 2021 (2021-1313, i.e. the present dossier):  

- Maximum use concentration : 0.67 % v/v  

- Minimum use concentration : 0.1 % v/v  

These concentrations are not covered by the first authorisation 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 persis-tence of foam), it is 

expected an acceptable result at 0.1 and 0.67 % v/v. 

2.2 Efficacy (Part B, Section 3) 

The efficacy level of PROPULSE (FLUOPYRAM + PROTHIOCONAZOLE SE 250 (125+125 G/L)) is 

considered acceptable for Fusarium uses on maize despite a low level of efficacy. Indeed, prothioconazole 

contained in this product, allows a dicrease of the mycotoxins quantity produced by Fusarium (in particular 

Fusarium graminearum). On the other hand, fluopyram having no interest on these diseases, the use of this 

product is therefore only justified on maize in the presence of a complex of diseases (helminthosporiosis / 

kabatiella and fusarium). 

The efficacy level of PROPULSE (FLUOPYRAM + PROTHIOCONAZOLE SE 250 (125+125 G/L)) is 

considered satisfactory for garlic’s rust. For stemphylliosis on onion, garlic and shallot, the level of efficacy 

of PROPULSE (FLUOPYRAM + PROTHIOCONAZOLE SE 250 (125+125 G/L)) is considered 

insufficient. For Botrytinia squamosa on onion and shallot, the efficacy level of PROPULSE 

(FLUOPYRAM + PROTHIOCONAZOLE SE 250 (125+125 G/L)) is limited, however it has an agronomic 

interest on this disease. 

 

Minor uses according to Art.51 on seed bearer crops are requested and supported by a letter from a French 

technical institute. 

 

The phytotoxicity level of PROPULSE (FLUOPYRAM + PROTHIOCONAZOLE SE 250 (125+125 G/L)) 

is considered negligible for all the requested uses. 

 

The risks of negative impact on yield, quality and propagation are considered as negligible. 

 

The risk of negative impact on succeeding crops is considered as acceptable. Nevertheless, specific 

attention should be paid to susceptible succeeding or replacement crops. A risk cannot be excluded for grass 

crops including cereals as succeeding crops. 
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The risk of negative impact on adjacente crops is considered as negligeable. 

 

The risk of resistance developing or appearing to prothioconazole require the set-up of a monitoring for 

Fusarium graminearum on maize. 

2.3 Methods of analysis (Part B, Section 5) 

2.3.1 Analytical method for the formulation 

Analytical methods for the determination of the active substances in the formulation  and the relevant 

impurities in the formulation are available and validated. 

2.3.2 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.  

2.4 Mammalian toxicology (Part B, Section 6) 

2.4.1 Acute toxicity 

PROPULSE (FLUOPYRAM + PROTHIOCONAZOLE SE 250 (125+125 G/L)) containing 125 g/L of 

fluoyram and 125 g/L of 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 sensitizer. 

2.4.2 Operator exposure 

Considering the proposed uses, operator systemic exposure was estimated using the EFSA model9: 

 

The convertion rate to desthio-prothioconazole (dPTZ) is 45% for bulb vegetables, root and tuber 

vegetables, leaf vegetables and fresh herbs (Step 2) and a conversion of 37% for cereals (Step 3). 

 

So, the new application rates are : 

FLU   0.100 kg/ha or 0.125 kg/ha 

dPTZ 0.04077 kg/ha (45%) or 0.04190 kg/ha (37%) 

PTZ 0.055 kg/ha (55%) or 0.07875 kg/ha (63%)  

 

 

Cereals (Maize),  

DPTZ molar conversion factor 0.907, and 37% formation 

Longer 

term 
    No PPE 

 PPE (workwear and 

gloves) 

                                                      
9 AOEM – Agricultural Operator Exposure Model (EFSA Journal 2014:12 (10):3874) 
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Total systemic exposure from mixing, loading and 

application (mg a.s./day) 
3,7905926 0,0635200 

Total systemic exposure from mixing, loading and 

application per kg body weight (mg/kg bw/day) 
0,0631765 0,0010587 

% of RVNAS 631,77% 10,59% 

PTZ 63% remaining 

Longer 

term 
        

Total systemic exposure from mixing, loading and 

application (mg a.s./day) 
6.5314875 0.1792356 

Total systemic exposure from mixing, loading and 

application per kg body weight (mg/kg bw/day) 
0.1088581 0.0029873 

% of RVNAS 54.43% 1.49% 

FLU 

Longer 

term 
        

Total systemic exposure from mixing, loading and 

application (mg a.s./day) 
0.3790743 0.0199158 

Total systemic exposure from mixing, loading and 

application per kg body weight (mg/kg bw/day) 
0.0063179 0.0003319 

% of RVNAS 12.64% 0.66% 

 

 

Bulb Vegetables,  

DPTZ 45% formation rate 

Longer 

term 
        

Total systemic exposure from mixing, loading and 

application (mg a.s./day) 
3.7133857 0.0621177 

Total systemic exposure from mixing, loading and 

application per kg body weight (mg/kg bw/day) 
0.0618898 0.0010353 

% of RVNAS 618.90% 10.35% 

PTZ 55% remaining 

Longer 

term 
        

Total systemic exposure from mixing, loading and 

application (mg a.s./day) 
4.6503960 0.0794309 

Total systemic exposure from mixing, loading and 

application per kg body weight (mg/kg bw/day) 
0.0775066 0.0013238 
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% of RVNAS 38.75% 0.66% 

FLU 

Longer 

term 
        

Total systemic exposure from mixing, loading and 

application (mg a.s./day) 
0.3065351 0.0175768 

Total systemic exposure from mixing, loading and 

application per kg body weight (mg/kg bw/day) 
0.0051089 0.0002929 

% of RVNAS 10.22% 0.59% 

 

 

Leaf Vegetables,  

DPTZ 45% formation 

Longer 

term 
        

Total systemic exposure from mixing, loading and 

application (mg a.s./day) 
3.7057779 0.0617824 

Total systemic exposure from mixing, loading and 

application per kg body weight (mg/kg bw/day) 
0.0617630 0.0010297 

% of RVNAS 617.63% 10.30% 

PTZ 55% remaining 

Longer 

term 
        

Total systemic exposure from mixing, loading and 

application (mg a.s./day) 
4.6503960 0.0794309 

Total systemic exposure from mixing, loading and 

application per kg body weight (mg/kg bw/day) 
0.0775066 0.0013238 

% of RVNAS 38.75% 0.66% 

FLU 

Longer 

term 
        

Total systemic exposure from mixing, loading and 

application (mg a.s./day) 
0.1770562 0.0132380 

Total systemic exposure from mixing, loading and 

application per kg body weight (mg/kg bw/day) 
0.0029509 0.0002206 

% of RVNAS 5.90% 0.44% 

 

 

Root/tuber vegetables,  
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DPTZ 45% formation 

Longer 

term 
        

Total systemic exposure from mixing, loading and 

application (mg a.s./day) 
3.7057779 0.0617824 

Total systemic exposure from mixing, loading and 

application per kg body weight (mg/kg bw/day) 
0.0617630 0.0010297 

% of RVNAS 617.63% 10.30% 

PTZ 55% remaining 

Longer 

term 
        

Total systemic exposure from mixing, loading and 

application (mg a.s./day) 
4.6503960 0.0794309 

Total systemic exposure from mixing, loading and 

application per kg body weight (mg/kg bw/day) 
0.0775066 0.0013238 

% of RVNAS 38.75% 0.66% 

FLU 

Longer 

term 
        

Total systemic exposure from mixing, loading and 

application (mg a.s./day) 
0.3065351 0.0175768 

Total systemic exposure from mixing, loading and 

application per kg body weight (mg/kg bw/day) 
0.0051089 0.0002929 

% of RVNAS 10.22% 0.59% 

 

According to the model calculations, it can be concluded that the risk for the operator using PROPULSE 

(FLUOPYRAM + PROTHIOCONAZOLE SE 250 (125+125 G/L)) is acceptable with a working coverall 

and gloves during mixing/loading and application 

2.4.3 Worker exposure 

Workers may have to enter into treated areas after treatment for crop inspection/irrigation, reaching, picking 

activities. Therefore, estimation of worker exposure was calculated according to AOEM model. 

 

The convertion rate to dPTZ is 45% for bulb vegetables, , root and tuber vegetables, leaf vegetables and 

fresh herbs (Step 2) and a conversion of 37% for cereals (Step 3). 

 

So, the new application rates are : 

FLU   0.100kg/ha or 0.125kg/ha 

dPTZ 0.04077 kg/ha (45%) or 0.04190 kg/ha (37%) 

PTZ 0.055 kg/ha (55%) or 0.07875 kg/ha (63%)  
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Cereals (Maize),  
see dermal absorption values in Section 6.5 

DPTZ, 37% formation and default DFR value 

  
Potential 

exposure 

Work wear - arms, body 

and legs covered 
Working wear and gloves 

Total systemic exposure (mg 

a.s./day) 
2,1998813 0,2463867 

no TC available for this 

assessment 

Total systemic exposure per kg 

body weight (mg/kg bw/day) 
0,0366647 0,0041064   

% of RVNAS 366,65% 41,06%   

DPTZ, 37% formation and measured DFR value = 2 µg DPTZ / cm2 / kg DPTZ /ha 

  
Potential 

exposure 

Work wear - arms, body 

and legs covered 

Working wear and 

gloves 

Total systemic exposure (mg a.s./day) 1.4665875 0.1642578 
no TC available for this 

assessment 

Total systemic exposure per kg body 

weight (mg/kg bw/day) 
0.0244431 0.0027376   

% of RVNAS 244.43% 27.38%   

PTZ, 63% remaining 

  
Potential 

exposure 

Work wear - arms, body 

and legs covered 
Working wear and gloves 

Total systemic exposure (mg 

a.s./day) 
4.1343750 0.4630500 

no TC available for this 

assessment 

Total systemic exposure per kg 

body weight (mg/kg bw/day) 
0.0689063 0.0077175   

% of RVNAS 34.45% 3.86%   

FLU 

 Potential 

exposure 

Work wear - arms, body 

and legs covered 

Working wear and gloves 

Total systemic exposure (mg 

a.s./day) 
6.3750000 0.7140000 no TC available for this 

assessment 

Total systemic exposure per kg 

body weight (mg/kg bw/day) 
0.1062500 0.0119000  

% of RVNAS 212.50% 23.80%  

 

  

Bulb vegetables,  

see dermal absorption values in Section 6.5 

DPTZ, 45% formation 

  
Potential 

exposure 

Work wear - arms, body 

and legs covered 
Working wear and gloves 

Total systemic exposure (mg 

a.s./day) 
7.3520137 3.1689714 0.7352014 

Total systemic exposure per kg 

body weight (mg/kg bw/day) 
0.1225336 0.0528162 0.0122534 

% of RVNAS 1225.34% 528.16% 122.53% 

PTZ 55% remaining 
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Potential 

exposure 

Work wear - arms, body 

and legs covered 
Working wear and gloves 

Total systemic exposure (mg 

a.s./day) 
9.9180954 4.2750411 0.9918095 

Total systemic exposure per kg 

body weight (mg/kg bw/day) 
0.1653016 0.0712507 0.0165302 

% of RVNAS 82.65% 35.63% 8.27% 

FLU 

  
Potential 

exposure 

Work wear - arms, body 

and legs covered 
Working wear and gloves 

Total systemic exposure (mg 

a.s./day) 
17.5176751 7.5507220 1.7517675 

Total systemic exposure per kg 

body weight (mg/kg bw/day) 
0.2919613 0.1258454 0.0291961 

% of RVNAS 583.92% 251.69% 58.39% 

 

 

Leaf vegetables,        
see dermal absorption values in Section 6.5 

DPTZ, 45% formation 

  
Potential 

exposure 

Work wear - arms, body 

and legs covered 
Working wear and gloves 

Total systemic exposure (mg 

a.s./day) 
6.8373727 2.9471434 0.6837373 

Total systemic exposure per kg 

body weight (mg/kg bw/day) 
0.1139562 0.0491191 0.0113956 

% of RVNAS 1139.56% 491.19% 113.96% 

PTZ 55% remaining 

  
Potential 

exposure 

Work wear - arms, body 

and legs covered 
Working wear and gloves 

Total systemic exposure (mg 

a.s./day) 
9.9180954 4.2750411 0.9918095 

Total systemic exposure per kg 

body weight (mg/kg bw/day) 
0.1653016 0.0712507 0.0165302 

% of RVNAS 82.65% 35.63% 8.27% 

FLU 

  
Potential 

exposure 

Work wear - arms, body 

and legs covered 
Working wear and gloves 

Total systemic exposure (mg 

a.s./day) 
8.7588375 3.7753610 0.8758838 

Total systemic exposure per kg 

body weight (mg/kg bw/day) 
0.1459806 0.0629227 0.0145981 

% of RVNAS 291.96% 125.85% 29.20% 

 

 

Root/tuber vegetables, 

see dermal absorption values in Section 6.5 

DPTZ, 45% formation 

  
Potential 

exposure 

Work wear - arms, body 

and legs covered 
Working wear and gloves 
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Total systemic exposure (mg 

a.s./day) 
3.6839293 0.4126001 

no TC available for this 

assessment 

Total systemic exposure per kg 

body weight (mg/kg bw/day) 
0.0613988 0.0068767   

% of RVNAS 613.99% 68.77%   

PTZ 55% remaining 

  
Potential 

exposure 

Work wear - arms, body 

and legs covered 
Working wear and gloves 

Total systemic exposure (mg 

a.s./day) 
5.3438014 0.5985058 

no TC available for this 

assessment 

Total systemic exposure per kg 

body weight (mg/kg bw/day) 
0.0890634 0.0099751   

% of RVNAS 44.53% 4.99%   

FLU 

  
Potential 

exposure 

Work wear - arms, body 

and legs covered 
Working wear and gloves 

Total systemic exposure (mg 

a.s./day) 
9.4384025 1.0571011 

no TC available for this 

assessment 

Total systemic exposure per kg 

body weight (mg/kg bw/day) 
0.1573067 0.0176184   

% of RVNAS 314.61% 35.24%   

 

It is concluded that there is no unacceptable risk anticipated for the worker for uses maize and Root/tuber 

vegetables  

The risk is not acceptable for bulb vegetable and leaf vegetable. 

 

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

 

2.4.4 Bystander exposure 

Consideration of acute exposure should only be made where an AAOEL has been established during an 

approval, review or renewal evaluation of an active substance, i.e. no acute operator or bystander exposure 

assessments can be performed with the AOEM model where no AAOEL has been set10. 

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.” 

2.4.5 Resident exposure 

Resident exposure was assessed according to EFSA model incorporating a distance of 10 metres from the 

spray boom and drift reduction technology. 

 

The convertion rate to dPTZ is 45% for bulb vegetables, root and tuber vegetables, leaf vegetables and 

                                                      
10 

 Guidance on the assessment of exposure of operators, workers, residents and bystanders in risk assessment for plant protection products 
(SANTE-10832-2015 rev. 1.7, 2017) 
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fresh herbs (Step 2) and a conversion of 37% for cereals (Step 3). 

 

So, the new application rates are : 

FLU   0.100kg/ha or 0.125kg/ha 

dPTZ 0.04077 kg/ha (45%) or 0.04190 kg/ha (37%) 

PTZ 0.055 kg/ha (55%) or 0.07875 kg/ha (63%)  

 

  

Cereals (Maize),  

See dermal absorption values in Section 6.5 

DPTZ, 37% formation rate 

Children  
Spray drift (75th 

percentile) 

Vapour (75th 

percentile) 

Surface deposits 

(75th percentile) 

Entry into treated 

crops (75th 

percentile) 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0,0216320 0,0107000 0,0005352 0,0494973 0,0626266 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0,0021632 0,0010700 0,0000535 0,0049497 0,0062627 

% of RVNAS 21,63% 10,70% 0,54% 49,50% 62,63% 

Adults  Spray drift Vapour Surface deposits 
Entry into 

treated crops 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0,0245339 0,0138000 0,0013918 0,1649911 0,1596343 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0,0004089 0,0002300 0,0000232 0,0027499 0,0026606 

% of RVNAS 4,09% 2,30% 0,23% 27,50% 26,61% 

DPTZ, 37% formation rate and measured DFR value = 2 µg DPTZ / cm2 / kg DPTZ / ha (for rentry into 

treated crops) 

DPTZ, 37% 

formation 

rate and 

default DFR 

value (for 

rentry into 

treated crops) 

Children  

Spray drift (75th 

percentile) 

Vapour (75th 

percentile) 

Surface deposits 

(75th percentile) 

Entry into treated 

crops (75th 

percentile) 

All pathways 

(mean) 

Total 

systemic 
0,0216320 0,0107000 0,0005352 0,0494973 0,0626266 
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exposure (mg 

a.s./day) 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0,0021632 0,0010700 0,0000535 0,0049497 0,0062627 

% of RVNAS 21,63% 10,70% 0,54% 49,50% 62,63% 

Adults  Spray drift Vapour Surface deposits 
Entry into 

treated crops 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0,0245339 0,0138000 0,0013918 0,1649911 0,1596343 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0,0004089 0,0002300 0,0000232 0,0027499 0,0026606 

% of RVNAS 4,09% 2,30% 0,23% 27,50% 26,61% 

PTZ, 63% remaining 

Children  
Spray drift (75th 

percentile) 

Vapour (75th 

percentile) 

Surface deposits 

(75th percentile) 

Entry into 

treated 

crops (75th 

percentile) 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.1479854 0.0107000 0.0086657 0.0930234 0.1727136 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0147985 0.0010700 0.0008666 0.0093023 0.0172714 

% of RVNAS 7.40% 0.54% 0.43% 4.65% 8.64% 

Adults  Spray drift Vapour Surface deposits 

Entry into 

treated 

crops 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.2125305 0.0138000 0.0225351 0.3100781 0.3784884 

Total 

systemic 

exposure per 

kg body 

0.0035422 0.0002300 0.0003756 0.0051680 0.0063081 
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weight 

(mg/kg 

bw/day) 

% of RVNAS 1.77% 0.12% 0.19% 2.58% 3.15% 

FLU 

Children  
Spray drift (75th 

percentile) 

Vapour (75th 

percentile) 

Surface deposits 

(75th percentile) 

Entry into 

treated crops 

(75th 

percentile) 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0626893 0.0107000 0.0015543 0.1434375 0.1611819 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0062689 0.0010700 0.0001554 0.0143438 0.0161182 

% of RVNAS 12.54% 2.14% 0.31% 28.69% 32.24% 

Aduts  Spray drift Vapour Surface deposits 
Entry into 

treated crops 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0710980 0.0138000 0.0040333 0.4781250 0.4364122 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0011850 0.0002300 0.0000672 0.0079688 0.0072735 

% of RVNAS 2.37% 0.46% 0.13% 15.94% 14.55% 

 

 

Bulb vegetables,  

DPTZ 45% formation 

Children  
Spray drift (75th 

percentile) 

Vapour (75th 

percentile) 

Surface deposits 

(75th percentile) 

Entry into 

treated 

crops (75th 

percentile) 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0105237 0.0107000 0.0009637 0.0891273 0.0883672 

Total 

systemic 

exposure per 

kg body 

weight 

0.0010524 0.0010700 0.0000964 0.0089127 0.0088367 
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(mg/kg 

bw/day) 

% of RVNAS 10.52% 10.70% 0.96% 89.13% 88.37% 

Adults  Spray drift Vapour Surface deposits 

Entry into 

treated 

crops 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0119354 0.0138000 0.0025061 0.2970911 0.2590353 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0001989 0.0002300 0.0000418 0.0049515 0.0043173 

% of RVNAS 1.99% 2.30% 0.42% 49.52% 43.17% 

PTZ 55% remaining 

 Children 
Spray drift (75th 

percentile) 

Vapour (75th 

percentile) 

Surface deposits 

(75th percentile) 

Entry into 

treated 

crops 

(75th 

percentile) 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0141968 0.0107000 0.0013001 0.1202355 0.1154755 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0014197 0.0010700 0.0001300 0.0120236 0.0115475 

% of RVNAS 0.71% 0.54% 0.07% 6.01% 5.77% 

 

Adults  Spray drift Vapour Surface deposits 

Entry into 

treated 

crops 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0161012 0.0138000 0.0033808 0.4007851 0.3446300 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0002684 0.0002300 0.0000563 0.0066798 0.0057438 
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% of RVNAS 0.13% 0.12% 0.03% 3.34% 2.87% 

FLU 

Children  
Spray drift (75th 

percentile) 

Vapour (75th 

percentile) 

Surface deposits 

(75th percentile) 

Entry into 

treated 

crops (75th 

percentile) 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0250757 0.0107000 0.0023012 0.2123641 0.1957626 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0025076 0.0010700 0.0002301 0.0212364 0.0195763 

% of RVNAS 5.02% 2.14% 0.46% 42.47% 39.15% 

Adults  Spray drift Vapour Surface deposits 

Entry into 

treated 

crops 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0284392 0.0138000 0.0059714 0.7078802 0.5981237 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0004740 0.0002300 0.0000995 0.0117980 0.0099687 

% of RVNAS 0.95% 0.46% 0.20% 23.60% 19.94% 

 

 

Leaf Vegetables,  

See dermal absorption values in Section 6.5 

DPTZ 45% formation 

 Children 
Spray drift (75th 

percentile) 

Vapour (75th 

percentile) 

Surface deposits 

(75th percentile) 

Entry into 

treated 

crops (75th 

percentile) 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0097879 0.0107000 0.0009012 0.0828884 0.0829351 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0009788 0.0010700 0.0000901 0.0082888 0.0082935 
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% of RVNAS 9.79% 10.70% 0.90% 82.89% 82.94% 

Adults  Spray drift Vapour Surface deposits 

Entry into 

treated 

crops 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0111006 0.0138000 0.0023307 0.2762947 0.2418693 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0001850 0.0002300 0.0000388 0.0046049 0.0040312 

% of RVNAS 1.85% 2.30% 0.39% 46.05% 40.31% 

PTZ 55% remaining 

 Children 
Spray drift (75th 

percentile) 

Vapour (75th 

percentile) 

Surface deposits 

(75th percentile) 

Entry into 

treated 

crops (75th 

percentile) 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0141968 0.0107000 0.0013001 0.1202355 0.1154755 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0014197 0.0010700 0.0001300 0.0120236 0.0115475 

% of RVNAS 0.71% 0.54% 0.07% 6.01% 5.77% 

 Adults Spray drift Vapour Surface deposits 

Entry into 

treated 

crops 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0161012 0.0138000 0.0033808 0.4007851 0.3446300 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0002684 0.0002300 0.0000563 0.0066798 0.0057438 

% of RVNAS 0.13% 0.12% 0.03% 3.34% 2.87% 

FLU 

Children  
Spray drift (75th 

percentile) 

Vapour (75th 

percentile) 

Surface deposits 

(75th percentile) 

Entry into 

treated 

All pathways 

(mean) 
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crops (75th 

percentile) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0125541 0.0107000 0.0012378 0.1061820 0.1033121 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0012554 0.0010700 0.0001238 0.0106182 0.0103312 

% of RVNAS 2.51% 2.14% 0.25% 21.24% 20.66% 

Adults  Spray drift Vapour Surface deposits 

Entry into 

treated 

crops 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0142308 0.0138000 0.0029857 0.3539401 0.3059706 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0002372 0.0002300 0.0000498 0.0058990 0.0050995 

% of RVNAS 0.47% 0.46% 0.10% 11.80% 10.20% 

 

 

Root/tuber vegetables,  

DPTZ 45% formation 

Children 
Spray drift (75th 

percentile) 

Vapour (75th 

percentile) 

Surface deposits 

(75th percentile) 

Entry into 

treated 

crops (75th 

percentile) 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0097879 0.0107000 0.0009012 0.0828884 0.0829351 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0009788 0.0010700 0.0000901 0.0082888 0.0082935 

% of RVNAS 9.79% 10.70% 0.90% 82.89% 82.94% 

Adults Spray drift Vapour Surface deposits 

Entry into 

treated 

crops 

All pathways 

(mean) 
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Total 

systemic 

exposure (mg 

a.s./day) 

0.0111006 0.0138000 0.0023307 0.2762947 0.2418693 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0001850 0.0002300 0.0000388 0.0046049 0.0040312 

% of RVNAS 1.85% 2.30% 0.39% 46.05% 40.31% 

PTZ 55% remaining 

Children 
Spray drift (75th 

percentile) 

Vapour (75th 

percentile) 

Surface deposits 

(75th percentile) 

Entry into 

treated 

crops (75th 

percentile) 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0141968 0.0107000 0.0013001 0.1202355 0.1154755 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0014197 0.0010700 0.0001300 0.0120236 0.0115475 

% of RVNAS 0.71% 0.54% 0.07% 6.01% 5.77% 

Aduts Spray drift Vapour Surface deposits 

Entry into 

treated 

crops 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0161012 0.0138000 0.0033808 0.4007851 0.3446300 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0002684 0.0002300 0.0000563 0.0066798 0.0057438 

% of RVNAS 0.13% 0.12% 0.03% 3.34% 2.87% 

FLU 

Children 
Spray drift (75th 

percentile) 

Vapour (75th 

percentile) 

Surface deposits 

(75th percentile) 

Entry into 

treated 

crops (75th 

percentile) 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0250757 0.0107000 0.0023012 0.2123641 0.1957626 
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Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0025076 0.0010700 0.0002301 0.0212364 0.0195763 

% of RVNAS 5.02% 2.14% 0.46% 42.47% 39.15% 

Adults Spray drift Vapour Surface deposits 

Entry into 

treated 

crops 

All pathways 

(mean) 

Total 

systemic 

exposure (mg 

a.s./day) 

0.0284392 0.0138000 0.0059714 0.7078802 0.5981237 

Total 

systemic 

exposure per 

kg body 

weight 

(mg/kg 

bw/day) 

0.0004740 0.0002300 0.0000995 0.0117980 0.0099687 

% of RVNAS 0.95% 0.46% 0.20% 23.60% 19.94% 

 

An acceptable risk was determined for residents (adult and child) for fluopyram and prothioconazole. 

2.4.6 Combined exposure 

A cumulative assessment for operators, residents and bystander (adult and child) and workers was 

performed. At the first tier, combined exposure was calculated as the sum of the component exposures, 

without regard to the mode of action or mechanism/target of toxicity.  

Hazard quotients (HQ) for each substance and the hazard index (HI: sum of hazard quotients) are detailed 

in the table below.  

 

With measured DFR = 2µg DPTZ/cm2/kg DPTZ/ha 

Maize 400L/ha                             

                                

DPTZ 37% conv, dil 63.4% DA 

(400L/ha)     

PTZ 63% 

remaining       

FL

U         

COMBIN

ED 

Op WW+G   
0.10

59   Op WW+G   
0.01

49   Op 

WW+

G   
0.00

49   0.1257 

Wo WW   
0.27

38   Wo WW   
0.03

86   Wo WW   
0.11

9   0.4314 

Res children drift 

0.21

63   Res children drift 

0.07

4   

Re

s 

childr

en drift 

0.12

54   0.4157 

    vapour 

0.10

7       vapour 

0.00

54       vapour 

0.02

14   0.1338 

    surface dep 

0.00

54       

surface 

dep 

0.00

43       

surface 

dep 

0.00

31   0.0128 

    entry 0.33       entry 

0.04

65       entry 

0.28

69   0.6634 

    total 
0.49

47       total 
0.08

64       total 
0.32

24   0.9035 

Res adults drift 

0.04

09     adults drift 

0.01

77   

Re

s adults drift 

0.02

37   0.0823 
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    vapour 

0.02

3       vapour 

0.00

12       vapour 

0.00

46   0.0288 

    surface dep 

0.00

23       

surface 

dep 

0.00

19       

surface 

dep 

0.00

13   0.0055 

    entry 

0.18

33       entry 

0.02

58       entry 

0.15

94   0.3685 

    total 
0.19

3       total 
0.03

15       total 
0.14

55   0.37 

 

Onion 

800L/

ha                             

                                

DPTZ 45% conv, dil 70% 

DA (800L/ha) HI   

PTZ 55% 

remaining   HI   

FLU 68% 

DA     HI   HQ 

Op 

WW+

G   0.1035   Op 

WW

+G   0.0066   Op 

WW+

G   0.0059   0.116 

Wo 

WW+

G   1.2253   Wo WW   0.0827   Wo WW   0.5839   1.8919 

Res 

childr

en drift 0.1052   Res 

child

ren drift 0.0071   Res 

childr

en drift 0.0502   0.1625 

    

vapo

ur 0.107       vapour 0.0054       

vapo

ur 0.0214   0.1338 

    

surfa

ce 

dep 0.0096       

surface 

dep 0.0007       

surfa

ce 

dep 0.0046   0.0149 

    entry 0.8913       entry 0.0601       entry 0.4247   1.3761 

    total 0.8837       total 0.0577       total 0.3915   1.3329 

Res adults drift 0.0199     

adult

s drift 0.0013   Res adults drift 0.0095   0.0307 

    

vapo

ur 0.023       vapour 0.0012       

vapo

ur 0.0046   0.0288 

    

surfa

ce 

dep 0.0042       

surface 

dep 0.0003       

surfa

ce 

dep 0.002   0.0065 

    entry 0.4952       entry 0.0334       entry 0.236   0.7646 

    total 0.4317       total 0.0287       total 0.1994   0.6598 

                
Leaf 

Vegetables 

400L/

ha                             

                                

DPTZ 45% conv, dil 65.1% 

DA (400L/ha) HI   

PTZ 55% 

remaining   HI   

FLU 34% 

DA     HI   HQ 

Op 

WW+

G   0.103   Op 

WW

+G   0.0066   Op 

WW+

G   0.0044   0.114 

Wo 

WW+

G   1.1396   Wo WW   0.0827   Wo WW   0.292   1.5143 

Res 

childr

en drift 0.0979   Res 

child

ren drift 0.0071   Res 

childr

en drift 0.0251   0.1301 

    

vapo

ur 0.107       vapour 0.0054       

vapo

ur 0.0214   0.1338 

    

surfa

ce 

dep 0.009       

surface 

dep 0.0007       

surfa

ce 

dep 0.0025   0.0122 

    entry 0.8289       entry 0.0601       entry 0.2124   1.1014 

    total 0.8294       total 0.0577       total 0.2066   1.0937 

Res adults drift 0.0185     

adult

s drift 0.0013   Res adults drift 0.0047   0.0245 

    

vapo

ur 0.023       vapour 0.0012       

vapo

ur 0.0046   0.0288 

    

surfa

ce 

dep 0.0039       

surface 

dep 0.0003       

surfa

ce 

dep 0.001   0.0052 
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    entry 0.4605       entry 0.0334       entry 0.118   0.6119 

    total 0.4031       total 0.0287       total 0.102   0.5338 

                

RootTuber 

400L/

ha                             

                                

DPTZ 45% conv, dil 65.1% 

DA (400L/ha) HI   

PTZ 55% 

remaining   HI   

FLU 34% 

DA     HI   HQ 

Op 

WW+

G   0.103   Op 

WW

+G   0.0066   Op 

WW+

G   0.0059   0.1155 

Wo WW   0.6877   Wo WW   0.0499   Wo WW   0.3524   1.09 

Res 

childr

en drift 0.0979   Res 

child

ren drift 0.0071   Res 

childr

en drift 0.0502   0.1552 

    

vapo

ur 0.107       vapour 0.0054       

vapo

ur 0.0214   0.1338 

    

surfa

ce 

dep 0.009       

surface 

dep 0.0007       

surfa

ce 

dep 0.0046   0.0143 

    entry 0.8289       entry 0.0601       entry 0.4247   1.3137 

    total 0.8294       total 0.0577       total 0.3915   1.2786 

Res adults drift 0.0185     

adult

s drift 0.0013   Res adults drift 0.0095   0.0293 

    

vapo

ur 0.023       vapour 0.0012       

vapo

ur 0.0046   0.0288 

    

surfa

ce 

dep 0.0039       

surface 

dep 0.0003       

surfa

ce 

dep 0.002   0.0062 

    entry 0.4605       entry 0.0334       entry 0.236   0.7299 

    total 0.4031       total 0.0287       total 0.1994   0.6312 

Op: operator; Wo: worker; Res: reisdents; WW+G: workwear (arms, body & legs covered) and gloves worn; WW: workwear 

(arms, body & legs covered) worn; DA: dermal absorption value; DPTZ:prothioconazole-desthio; PTZ: prothioconazole; FLU: 

fluopyram; HI: hazard index (exposure/AOEL); HQ: hazard quotient (ΣHI) 

 

Combined exposure lead to an HQ > 1 in the following uses: 

- Bulb vegetables for worker and resident  

- Leaf vegetables for worker and resident  

- Root/tuber vegetables for worker and resident 

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

Seed production are not intended for human or animal consumption, the assessment of consumer exposure 

was not considered necessary for this use. By-products of this products should not be used as food or feed. 

 

The data available are considered sufficient for risk assessment. For fluopyram, an exceedance of the 

current MRLs as laid down in EU Regulations is not expected if forage maize are not fed to animals. 

For prothioconazole, an exceedance of the current MRL as laid down in EU Regulations is not expected 

for the intended uses except for garlic. 

 

The chronic and the short-term intakes of fluopyram, 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 
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a public health concern.  

 

As far as consumer health protection is concerned, France as zRMS agrees with the authorisation of the 

intended uses except for garlic and forage maize. 

 

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

Crop 

PHI 

requested by 

applicant 

PHI/ Withholding period 

sufficiently supported for PHI  

proposed by zRMS 

zRMS Comments 

(if different PHI 

proposed) Fluopyram Prothioconazole 

Maize 

NR: Last 

application at 

BBCH69 

Yes (grain 

only) 

Yes F: Last application at 

BBCH69 

Maize forage should 

not be fed to animals 

Onion, shallot 7 Yes Yes 7  

Garlic 
7 Yes No Use not 

recommended 

MRL exceedance 

Seed 

production 

NA NR NR  Not assessed : not for 

human or animal 

consumption 

NR: not relevant 

 

Waiting periods before planting succeeding crops : Not relevant 

Data gaps: 

Data gaps relevant for the risk assessment for TDMs identified at EU level and in the framework of this 

dossier:  

- 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 (including residues in honey) and rotational crops field trials supported by acceptable 

storage stability data on TDMs. 

2.6 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 

environmental 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 and prothioconazole and their metabolites in soil, surface water and groundwater 

have been assessed according to FOCUS guidance documents, with standard FOCUS scenarios to obtain 

outputs from the FOCUS models, and the endpoints established in the EU conclusions or agreed in the 

assessment based on new data provided.  

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 and prothioconazole and their metabolites do not occur at levels exceeding those 

mentioned in regulation EU No 546/2011 considering the restrictions mentioned in 2.5.1. Therefore, no 

unacceptable risk of groundwater contamination is expected for the intended uses considering the 

restrictions mentioned in 2.5.1.  
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Based on vapour pressure, information on volatilisation from plants and soil, and DT50 calculation, no 

significant contamination of the air compartment is expected for the intended uses.  

2.7 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.  

2.8 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.  

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

Active substances fluopyram and prothioconazole are not approved as a candidate for substitution, therefore 

a comparative assessment is not foreseen. 

4 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”. 

4.1.1 Post-authorisation monitoring 

A survey of resistance to prothioconazole should be implemented, in particular on Fusarium graminearum 

on maize (one survey for all products based on prothioconazole) based on analysis of field efficacy failure, 

and the results should be provided at the time of the renewal of the product’s authorisation. 

4.1.2 Post-authorisation data requirements  

None. 

 

 

 

 



Fluopyram + prothioconazole SE 250 (125+125 g/L) / PROPULSE 

Part A - National Assessment 

FRANCE  

 

Page 34/48 

 

34 

Appendix 1 Copy of the product authorisation 
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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. 
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