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PART A
RISK MANAGEMENT
1 Details of the application

The company SYNGENTA FRANCE S.A.S. has requested a marketing authorisation in France for the
product TRESO (formulation code: A8240D), containing 500 g/kg fludioxonil, as a fungicide for
professional uses.

The risk assessment conclusions provided in this document are based on the information, data and
assessments provided in the Registration Report (RR), Part B Sections 1-10 and Part C, and where
appropriate the addendum/addenda for France. The information, data and assessments provided in the
Registration Report, Part B include assessment of further data or information as required at national
registration by EU regulations. It also includes assessment of data and information related to TRESO
(A8240D) where those data have not been considered in the EU peer review process. Otherwise assessments
for the safe use of TRESO (A8240D) have been made using endpoints agreed in the EU peer review of
fludioxonil.

This document describes the specific conditions of use and labelling required for France for the registration
of TRESO (A8240D).

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).

Appendix 3 of this document contains a copy of the Letter(s) of Access.

1.1 Application background

The present registration report concerns the evaluation of SYNGENTA FRANCE S.A.S.’s application to
market TRESO (A8240D) in France as a fungicide (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
first authorisation of this product in France and in other MSs of the Southern zone.

The present application (2017-2632) was evaluated in France by the French Agency for Food,
Environmental and Occupational Health & Safety (Anses) in the context of the zonal procedure for all
Member States of the Southern zone, taking into account the worst-case uses (“risk envelope approach”)!
— the highest application rates applied for in the Southern Zone. When risk mitigation measures were
necessary, they are adapted to the situation in France.

The current document (RR) based on Anses’s assessment of the application submitted for this product is in
compliance with Regulation (EC) no 1107/20092, implementing regulations, and French regulations.

The data taken into account are those deemed to be valid either at European Union level or at zonal/national
level. This part A of the RR presents a summary of essential scientific points upon which recommendations

1 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

2 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



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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are based and is not intended to show the assessment in detail.

The conclusions on the acceptability of risk are based on the criteria provided in Regulation (EU)
No 546/20113, and are expressed as “acceptable” or “not acceptable” in accordance with those criteria.

1.2 Letters of Access

Not applicable.

1.3 Justification for submission of tests and studies
According to the applicant:

“Art. 33 (3) c: Justifications of steps taken to avoid animal testing and duplication of such testing: There is
no repetition of studies involving vertebrates. Animal studies were only performed where there were no
data available to address an endpoint, no extrapolation to existing data possible or the available data were
not done according to modern guidelines. The testing strategy takes into account methods compliant with
the 3R concept for refinement, reduction and replacement of animal testing where applicable and accepta-
ble.

Art. 33 (3) d: Reasons for necessity for submission of tests and study reports: since this product was
previously registered there have been changes to active substance endpoints and test, study and assessment
guidelines; therefore where necessary in order to obtain re-approval new tests and study reports are
provided”.

1.4 Data protection claims

Where protection for data is being claimed for information supporting registration of TRESO (A8240D), 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 A8240D.

Product name in MS TRESO

Authorisation number 2190687

Low risk (article 47) No

Function Fungicide

Applicant SYNGENTA FRANCE S.A.S.
Active substance(s) Fludioxonil, 500 g/kg.

(incl. content)

Formulation type Water-dispersible granule (WG).

8 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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Packaging

500 g, 1 kg, 5 kg lined box, laminated paper PET (polyethylene terephthalate)

metallised and PE (polyethylene).

500 g, 1 kg, 5 kg canister, high-density polyethylene (HDPE).
Professional user.

Coformulants of concern for None.
national authorisations

Restrictions related to identity | None.
Mandatory tank mixtures None
Recommended tank mixtures None

2.2 Conclusion

The evaluation of the application for TRESO (A8240D) resulted in the decision to grant the authorisation
for use only on flax grown for fibre.

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

The following classification is proposed in accordance with Regulation (EC) No 1272/2008:

Hazard class(es), categories:

Skin sensitisation, category 1.

Hazardous to the aquatic environment, Acute Hazard, Category 1.
Hazardous to the aquatic environment, Chronic Hazard, Category 1.

Hazard pictograms:

:

GHSO07 GHS09

Signal word:

Warning.

Hazard statement(s):

H317: May cause an allergic skin reaction.
H400: Very toxic to aquatic life.
H410: Very toxic to aquatic life with long lasting effects.

Precautionary statement(s):

For the P phrases, refer to the existing legislation

Additional labelling phrases:

To avoid risks to man and the environment, comply with the instructions for

use [EUH401].

See Part C for justifications of the classification and labelling proposals.
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2.4.2 Standard phrases under Regulation (EU) No 547/2011
SP1 Do not contaminate water with the product or its container. Do not clean application
equipment near surface water. Avoid contamination via drains from farmyards and roads.
For other restrictions refer to 2.5.
2.4.3 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 20174 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;

- 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 26 March 2014° provides that:

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

- the “reference” and “linked” 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.

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

4 Arrété du 4 mai 2017 relatif a la mise sur le marché et a I'utilisation des produits phytopharmaceutiques et de
leurs adjuvants visés a l'article L. 253-1 du code rural et de la péche maritime https://www.le-
gifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte

5> http://www.legifrance.gouv.fr/eli/arrete/2014/3/26/AGRG1407093A/jo

6 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/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
http://www.legifrance.gouv.fr/eli/arrete/2014/3/26/AGRG1407093A/jo
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25.1 Restrictions linked to the PPP

The authorisation of the PPP is linked to the following conditions:
The applicant is required to comply with the current applicable standard for clothing type PPE (1ISO EN 27065)*

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 manage

ment (IPM)/sustainable use:

Environmental protection

SPe 3

To protect aquatic organisms, respect an unsprayed buffer zone of 5 metres to surface water
bodies.

Bystander and resident

protection

Respect an unsprayed zone of 3 meters from the extremity of the boom and areas where
bystanders or residents could be present.

Other specific restrictions

Re-entry period

48 hours.

Do not use by-products of flax for human or animal consumption.

Storage

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 labe

None.

lling):
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2.6

Intended uses (only NATIONAL GAP)

Please note: The GAP Table below reports the intended uses proposed by the applicant, and possible extrapolation according to French Order of 26 March 2014 (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

2995

Use should be crossed out when the applicant no longer supports this use.

PPP (product name/code):

TRESO (A8240D)

, 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.

Formulation type:

GAP, date: 2019-10-17

water-dispersible granule (WG)@ )

Active substance 1: Fludioxonil Conc. of a.s. 1: 500 g/kg ©
Applicant: SYNGENTA France 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 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 — — (days)
Fpn M_ethod/ Timing/Growth Max. number | Min. interval | kg product/ha gas./ha Water e.g. g safener/synergist
(crop G, (additionally: Kind stage of crop & a) per use betvv_een_ a) max. rate per L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per | ®
of crop) Gpn | the pest or pest group) season (days) b) max. total appl. min/ma
or rate per b) max. total rate | x
| crop/season per crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
Winter and spring Sclerotinia sclerotiorum . y 150- Not acceptable
5 France oilseed rape F (SCLESC) Foliar BBCH 57-69 1 N/A 0.75 375 400 n/a (MRL exceedence)
Linseed (grown for . . 150- Not acceptable
9 FR oil and cake) F S. sclerotiorum (SCLESC) | Foliar BBCH 57-69 1 N/A 0.75 375 200 n/a (MRL exceedence)
Linseed (flax grown - - 150-
9 FR - F S. sclerotiorum (SCLESC) | Foliar BBCH 57-69 1 N/A 0.75 375 nla Acceptable
for fibre only) 400
. . 150- Not acceptable
10 FR Sesame seed F S. sclerotiorum (SCLESC) | Foliar BBCH 57-69 1 N/A 0.75 375 200 n/a (MRL exceedence)
. . ) 150- Not acceptable (MRL
11 FR Mustard seed F S. sclerotiorum (SCLESC) | Foliar BBCH 57-69 1 N/A 0.75 375 400 n/a exceedence)
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member |Crop and/ F, Pests or Group of pests Application Application rate PHI Remarks:
No. © | state(s) | or situation Fn, |controlled — — (days)
Fpn M'ethod/ Timing/Growth Max. number | Min. interval | kg product/ha gas./ha Water e.g. g safener/synergist
(crop G, (additionally: Kind stage of crop & a) per use betvv_een_ a) max. rate per L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per | ®
of crop) Gpn | the pest or pest group) season (days) b) max. total appl. min/ma
or rate per b) max. total rate | x
I crop/season per crop/season
12 |FR Borage seed F|s.sclerotiorum (SCLESC) | Foliar  |BBCH57-69 |1 N/A 0.75 375 ‘1188' mp|REEEETEGEGRL
exceedence)
13 [FR Gold-of-pleasure  |F | S. sclerotiorum (SCLESC) | Foliar | BBCH57-69 |1 N/A 0.75 375 8y | MTEEE B (ST
400 exceedence)
14 |FR Hemp seed F|s.sclerotiorum (SCLESC) | Foliar  |BBCH57-69 |1 N/A 0.75 375 ‘1188' mp|REEEETEGEGRL
exceedence)
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
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 given in column 1
(c) glkgorg/l ()] 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 10  For specific uses other specifications might be possible, e.g.: g/m3 in case of fumigation of empty
use, 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 - 14 Remarks may include: Extent of use/economic importance/restrictions

type 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)

Commercial packaging:

Box in Paper/metallised PET/LDPE (500 g, 1 kg, 5 kg);
Bottle in HDPE (500 g, 1 kg);

Container in HDPE (5 kg).

TRESO (A8240D) is a water-dispersible granule (WG). All studies have been performed in accordance
with the current requirements and the results are deemed acceptable. The appearance of the product is a
beige solid, without odour. It is not explosive and has no oxidising properties. The product is not flammable
and not classified as a self-heating substance. In aqueous solution (1 % dilution), it has a pH value of 9.07
at 22 °C. There is no effect of high temperature on the stability of the formulation, since after 14 days at
54 °C, neither the active substance content nor the technical properties were changed. The stability data
indicate a shelf life of at least two years at ambient temperature when stored in HDPE, paper/LDPE,
paper/PET/AI/LDPE or paper/metallised PET/LDPE. The technical characteristics are acceptable fora WG
formulation.

The formulation is not classified for the physico-chemical aspect.

3.2 Efficacy (Part B, Section 3)

3.3 Efficacy data

Considering the data submitted:

0 the efficacy level of TRESO (A8240D) is considered satisfactory for all the requested uses.

3.3.1 Information on the occurrence or possible occurrence of the development
of resistance

Considering the data submitted:

o the risk of resistance developing or appearing to fludioxonil does not require monitoring for the
requested uses.

3.3.2 Adbverse effects on treated crops

Considering the data submitted:

0 the phytotoxicity level of TRESO (A8240D) is considered negligible for all the requested uses.

11
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3.3.3 Observations on other undesirable or unintended side-effects

Considering the data submitted:

0 the risks of negative impact on yield, quality, propagation, succeeding and adjacent crops are considered
negligible.

3.4 Methods of analysis (Part B, Section 5)

34.1 Analytical method for the formulation

An analytical method for the determination of the active substance in the formulation is available and
validated. As the active substance fludioxonil does not contain any relevant impurity, no pertinent analytical
method is required.

3.4.2 Analytical methods for residues

Analytical methods are available in the Draft Assessment Report (DAR) and this dossier and validated for
the determination of residues of fludioxonil in plants (high-oil-content commaodities), foodstuffs of animal
origin, soil, water (surface and drinking) and air.

The active substance is neither toxic nor very toxic, hence no analytical method is required for the
determination of residues in biological fluids and tissues.

35 Mammalian toxicology (Part B, Section 6)

Endpoints used in risk assessment

Active substance: fludioxonil
ADI 0.37 mg/kg bw/d
ARfD not relevant EU (2008)
AOEL 0.59 mg/kg bw/d
Dermal absorp- | Based on an in vitro human study performed on the formulation:
tion Diluted for- | Diluted for- | Diluted for-
Concentrate . . .
(tested) mulation mulation mulation
500 a/k (tested) (tested) (tested)
9Kg 0.83 g/L 0.42 g/L 0.125 g/L
In vitro (human) % 0.05 5 5 8
Concentrate L.
. i Spray dilution
(used |tri1ofr(]))rmula (used in formulation)
500 g/kg 0.83 g/L
Dermal absorption
endpoints % — 8
Oral absorption 80

12
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3.6 Acute toxicity

3.6.1 Acute toxicity

TRESO (A8240D), containing 500 g/kg fludioxonil, has a low acute oral, inhalational and dermal toxicity,
IS not irritating to the rabbit skin or eye but is considered a skin sensitiser.

3.6.2 Operator exposure

Summary of critical use patterns (worst case):

Application rate of prod-
uct o
Crop FIG’ Equipment kg/ha Spr?yudhl;l;tlon
(g a.s./ha)
Oilseed rape F Vehicle-mounted 0.75 150
(oilseed brassicas) Downward
Spraying (375 g a.s. /ha)

Considering the proposed uses, operator systemic exposure was estimated using the EFSA Agricultural
Operator Exposure model (AOEM):

. . % AOEL
Crop Equipment PPE and/or working coverall fludioxonil
No PPE 0.93
Oilseed rape
(oilseed Vehicle-mounted
brassicas) Working coverall and gloves during mixing/loading 031
and application '

According to the model calculations, it may be concluded that the risk for the operator using TRESO
(A8240D) is acceptable with a working coverall (90 % protection factor) and gloves during mixing/loading
and application.

3.6.3 Worker exposure
Workers may have to enter treated areas after treatment for crop inspection/irrigation. Therefore, estimation

of worker exposure was calculated according to the EFSA model. Exposure is estimated to be 0.44 % of
the AOEL of fludioxonil with PPE.

It may be concluded that there is no unacceptable risk anticipated for the worker.

Open field or glasshouse

13
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3.6.4 Bystander and resident exposure

Consideration of acute exposure should only be made where an acute AOEL (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 AOE 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.”

Residential exposure was assessed according to the EFSA model. An acceptable risk was determined for
residents (adult and/or child) when mitigation measures such as a buffer zone of 3 metres are taken:

Model (AOEM) - All pathways (mean) % AOEL
fludioxonil

Resident (children) 0.99

Resident (adults) 0.36

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

3.7.1 Residues

Toxicological reference values for the dietary risk assessment of fludioxonil are shown at point 3.5.

3.7.1.1 Summary for Fludioxonil

Summary for fludioxonil

Sample . .
Plant me- | Sufficient PHI suffi- storage C_hronlc Acute risk
Use- . . . . MRL com- risk for for con-
- Crop | tabolism | residue tri- | ciently sup- | covered .
No. ) pliance consumers sumers
covered? als? ported? by stabil- . s . o
; identified? | identified?
ity data?
Oilseed Yes
5 rape Yes (16 trials) Yes Yes No n.r n.r
9,10, | Other Yes
11,12, | minor Yes (16 trials) Yes Yes No n.r n.r
13, 14 | oilseeds

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1

The effects of processing on the nature of fludioxonil residues have been investigated. However, data on
effects of processing on the amount of residue on oilseed rape must be submitted, as residues of fludioxonil
exceed the trigger value of 0.1 mg/kg (Reg. (EU) 544/2011).
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Residues in succeeding crops have been sufficiently investigated taking into account the specific circum-
stances of the cGAP uses being considered here. It is very unlikely that residues will be present in succeed-
ing crops.

Considering dietary burden, a significant modification of the intake was calculated for livestock. Further
investigation on the amount of residues in ruminants and poultry is therefore necessary.

3.7.1.2 Summary for TRESO (A8240D)
Information on TRESO (A8240D)

PHI for TRESO . . - PHI for TRESO

(A8240D) PHI/withholding period (A8240D) ZRMS Comments
Crop sufficiently supported for A
requested by ap- fludioxonil proposed by | (if different PHI proposed)
plicant ZRMS
Oilseed rape [n/a (BBCH 57-69) |Yes / MRL exceedence expected
on edible crops

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).

3.7.2 Consumer exposure

Selection of critical uses and justification

The critical GAPs with respect to consumer intake and risk assessment for the preparation TRESO
(A8240D) are presented in the table below. They have been selected from the individual GAPs in the
southern zone for oilseed rape. A list of all intended uses within the southern zone is given in Part B, Section
0.

15



Page 16/32

TRESO (A8240D)
Part A - National Assessment
FRANCE

Acceptability of critical GAPs (and respective fall-back GAPs, if applicable)

1 2 3 4 5 6 7 8 9 10 11
F, Formulation Application Application rate per treat-
Fn, ment
GAP Crop Fpn Pests or
number | 5ngy Product | G Group of . PA .
(see or situa Zone code Gr,\ pests Type |Conc. | method |growth |number |interval be- |kg water kg as/ha | (days) | Conclusion
part tion ** Gpr’1 of as kind stage & | min twe_en appli- |as/hL | L/ha
B.0)* controlled cations )
or season | max : min
[*** (min) min min max
max | max
Zonal uses (field or outdoor uses, certain types of protected crops)
5 Winter SEU |A8240D |F Sclerotinia |WG |500g/kg |Foliar |BBCH |1 - - 150-400 [0.375 F
and sclerotiorum 57-69
spring (SCLESC)
oilseed
rape
Minor uses according to Article 51 (zonal uses)
9 Linseed |SEU |A8240D |F Sclerotinia |WG |500g/kg |Foliar |BBCH |1 - - 150-400 [0.375 F
sclerotiorum 57-69
(SCLESC)
A for linseed
flax
10 Sesame |SEU |A8240D |F Sclerotinia |WG |500g/kg |Foliar |BBCH |1 - - 150-400 [0.375 F
seed sclerotiorum 57-69
(SCLESC)
11 Mustard |SEU |A8240D |F Sclerotinia |WG |500g/kg |Foliar |[BBCH |1 - - 150-400 [0.375 F
seed sclerotiorum 57-69

16



TRESO (A8240D)

Part A - National Assessment

FRANCE
(SCLESC)
12 Borage |SEU |A8240D |F Sclerotinia |WG |500g/kg | Foliar |BBCH 150-400 [0.375
seed sclerotiorum 57-69
(SCLESC)
13 Goldof |SEU |A8240D |F Sclerotinia |WG |500g/kg | Foliar |BBCH 150-400 |0.375
pleasure sclerotiorum 57-69
(SCLESC)
14 Hemp SEU |A8240D |F Sclerotinia |WG |500g/kg |Foliar |BBCH 150-400 [0.375
seed sclerotiorum 57-69
(SCLESC)

*

**

Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1

Use also code humbers according to Annex | of Regulation (EU) No 396/2005
*** 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

Explanation for Column 11 “Conclusion”

I Exposure not acceptable, no safe use

A Exposure acceptable without risk mitigation
measures, safe use

R Further refinement and/or risk mitigation measures
required

Page 17/32
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Overall conclusion

The data available are considered sufficient for risk assessment. An exceedence of the current MRL of
0.01* mg/kg for fludioxonil as laid down in Reg. (EU) 2016/1902 is expected. Hence the consumer risk
assessment for TRESO (A8240D) cannot be completed.

As far as consumer health protection is concerned, France as zRMS disagrees with the authorisation of the
intended uses.

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

Noticed data gaps are:
» Feeding studies on ruminants and poultry.
» Processing study on oilseed rape.

3.8 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 substance and its 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 values of fludioxonil its 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 values derived for fludioxonil its metabolites are used for the ecotoxicological risk
assessment, and mitigation measures are proposed.

PECgw values for fludioxonil its metabolites do not occur at levels exceeding those mentioned in
Regulation (EC) No 1107/2009 and guidance document SANCO 221/2000 on metabolites in groundwater.
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.

3.9 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 substance
and its 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-

18
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target arthropods, earthworms, other soil macro- and micro-organisms and terrestrial plants are acceptable
for the intended uses. For aquatic organisms, an unsprayed buffer zone of 5 metres to surface water bodies
must be respected.

3.10 Relevance of metabolites (Part B, Section 10)

CGA339833: 0.116 pg/L. The metabolite is considered to be not relevant.

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

Based on the comparative assessment guidelines®, Anses (France) considers that the substitution of
TRESO (A8240D) cannot be implemented.

The use “oilseed brassicas * treatment of the above-ground crop parts * Sclerotinia” (use no. 15203202 in
the official French catalogue of uses®) is not eligible for substitution because fludioxonil is a new active
substance for this use, thus allowing better resistance management. Indeed, with only three modes of ac-
tion available, the current range of chemical solutions is insufficient to ensure a sustainable future for the
different chemical families and to minimise the development of resistance.

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”.

5.11 Post-authorisation monitoring

None.

51.2 Post-authorisation data requirements
None.

Article 50 of Regulation (EC) N° 1107/2009 and the texts which implement it; the French Order of 23 July 2015 concerning the information
required by Anses in the context of implementing comparative assessment for plant protection products; and the guidance document of

27 July 2015 concerning the comparative assessment for plant protection products.

See https://info.agriculture.gouv.fr/gedei/site/bo-agri/instruction-2015-253 and https://www.legifrance.gouv.fr/eli/ar-
rete/2014/3/26/AGRG1407093A/jo
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Appendix 1  Copy of the product authorisation

Liberté « Egalité « Fraternité

E .. a‘nses Q

REPUBLIQUE FRANGAISE

Décision relative a une demande d’autorisation de mise sur le marché
d'un produit phytopharmaceutique

Vu les dispositions du réglement (CE) N° 1107/2009 du 21 octobre 2009 et de ses textes d'application,

Vu le code rural et de la péche maritime, notamment le chapitre Ill du titre V du livre Il des parties législative et
réglementaire,

Vu la demande d'autorisation de mise sur le marché du produit phytopharmaceutique TRESO
de la société SYNGENTA FRANCE SAS

enregistrée sous le n°2017-2632
Vu les conclusions de I'évaluation de I'Anses du 23 septembre 2019,
La mise sur le marché du produit phytopharmaceutique désigné ci-aprés est autorisée en France, sous

réserve du respect de la composition du produit autorisée dans les conclusions de I'évaluation, pour les
usages et dans les conditions précisés dans la présente décision et ses annexes.

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

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

TRESO
AMM n°2190687 Page 1sur6
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Liberté « Egalité + Fraternité
REPUBLIQUE FRANGAISE

anses (.}

Informations générales sur le produit

Nom du produit TRESO

Type de produit Produit de référence
SYNGENTA FRANCE SAS

Titulaire 12 Chemin de I'Hobit
31790 SAINT SAUVEUR
FRANCE

Formulation Granulé dispersable (WG)

Contenant 500 g/kg - fludioxonil

Numéro d'intrant 929-2017.01

Numéro d'AMM 2190687

Fonction Fongicide

Gamme d'usage Professionnel

L'échéance de validité de la présente décision est fixée a douze mois a compter de la date d'expiration de
I'approbation de la substance active. A titre indicatif, dans I'état actuel du calendrier d'approbation des

substances actives, I'échéance de l'autorisation est fixée au 31 octobre 2021.

Le dépét d'une demande de renouvellement conformément a l'article 43 du réglement (CE) 1107/2009, dans les
trois mois suivant le renouvellement de l'approbation de la substance active, prolonge de plein droit
l'autorisation de mise sur le marché aprés son arrivée a échéance de la durée nécessaire pour mener a bien
I'examen et adopter une décision sur le renouvellement.

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

A Maisons-Alfort le,

17 0CT. 2019

TRESO
AMM n°2190687

Page 2 sur 6
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Liberté » Egalité « Fraternité

= B anses {3

REPUBLIQUE FRANGAISE

ANNEXE | : Modalités d’autorisation du produit

Vente et distribution

Le titulaire de I'autorisation peut mettre sur le marché le produit uniquement dans les emballages :
Emballage Contenance

Boites en papier / polyéthyléne téréphtalate métallisé / polyéthyléne basse densité 5009;1kg;5kg

Bouteilles en polyéthyléne haute densité 500 g

Bidons en polyéthyléne haute densité 1kg; 5kg

Classification du produit

La classification retenue est la suivante :

Catégorie de danger Mention de danger
Sensibilisants cutanés - Catégorie 1 H317 : Peut provoquer une allergie cutanée
Dangers pour le milieu aquatique - Danger aigu, H400 : Trés toxique pour les organismes aquatiques

catégorie 1

Dangers pour le milieu aquatique - Danger chronique, | H410 : Trés toxique pour les organismes aquatiques,
catégorie 1 entraine des effets néfastes a long terme

Pour les phrases P se référer a la réglementation en vigueur.

Le titulaire de I'autorisation est responsable de la mise a jour de la fiche de données de sécurité et de la
classification du produit en tenant compte de ses éventuelles évolutions.

TRESO
AMM n°2190687 Page 3 sur 6
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Liberté « Egalité » Fraternité
REPUBLIQUE FRANGAISE

Conditions d'emploi du produit

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

- I'utilisation d'un matériel adapté et entretenu et la mise en ceuvre de protections collectives constituent la
premiére mesure de prévention contre les risques professionnels, avant la mise en place de protections individuelles ;
- le port de combinaison de travail dédiée ou d'EPI doit étre associé a des réflexes d'hygiéne (ex : lavage des
mains, douche en fin de traitement) et & un comportement rigoureux (ex : procédure d'habillage/déshabillage) ;

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

Pour I'opérateur, porter

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

« pendant le mélange/chargement
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m? ou plus avec traitement
déperlant ;

- EPI partiel (blouse ou tablier & manches longues) de catégorie Ill et de type PB (3) a porter par-dessus la
combinaison précitée ;

« pendant lI'application

Si application avec tracteur avec cabine
- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m? ou plus avec traitement
déperlant ;

- Gants en nitrile certifiés EN 374-2 & usage unique, dans le cas d'une intervention sur le matériel pendant la
phase de pulvérisation. Dans ce cas, les gants ne doivent étre portés qu'a I'extérieur de la cabine et doivent étre
stockés aprés utilisation a I'extérieur de la cabine ;

Si application avec tracteur sans cabine
- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m? ou plus avec traitement
déperlant ;
- Gants en nitrile certifiés EN 374-2 & usage unique, dans le cas d'une intervention sur le matériel pendant la
phase de pulvérisation ; .

« pendant le nettoyage du matériel de pulvérisation
- Gants en nitrile certifiés EN 374-3 ;

- Combinaison de travail en polyester 65 %/coton 35 % avec un grammage de 230 g/m? ou plus avec traitement
déperlant ;

- EPI partiel (blouse ou tablier & manches longues) de catégorie Ill et de type PB (3) & porter par-dessus la
combinaison précitée.

Pour le travailleur, porter

- Combinaison de travail (cotte en coton/polyester 35 %/65 % - grammage d'au moins 230 g/m?) avec traitement
déperlant et, en cas de contact avec la culture traitée, des gants en nitrile certifiés EN 374-3.

TRESO
AMM n°2190687 Page 5 sur 6
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Liberté « Egalité « Fraternité
REPUBLIQUE FRANGAISE

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

Protection des personnes présentes et des résidents

Respecter une distance d'au moins 3 métres entre la rampe de pulvérisation et I'espace susceptible d’étre fréquenté
par des personnes présentes ou des résidents.

Respect des limites maximales de résidus (LMR)
Ne pas utiliser les sous-produits du lin textile traité en alimentation humaine ou animale.

Protection de I'’environnement (milieux, faune et flore)

Protection de I'eau

- SP 1 : Ne pas polluer I'eau avec le produit ou son emballage. Ne pas nettoyer le matériel d'application prés des
eaux de surface. Eviter la contamination via les systémes d'évacuation des eaux a partir des cours de ferme ou des
routes. '

Protection de la faune

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non traitée de 5 métres par rapport aux points
d'eau.

TRESO
AMM n°2190687 Page 6 sur 6
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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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&' o plus avec
traferent copedant
£ partiel (tabdier a
manches longues ou
Dkouse) o categorie
ype PB | 2] :p:ugrh:r par el nen aul
cessus la combimakon de
trawal | precibdss

® G ganks nie dodsent &tre portss gu'a Pestérsur S 13 cabine et shockés apnes wtilisation a
IEptrieur de I cabins

Foir ke travaileur lors a2 G renings sur b parcele irabée, pomer b otbemenl de navail e
I'EF suksani

Une pombinason de s [cote en colondpoiyesier 35 %GBS % - grammage dau moins

30 g'mT| aves rakemen! ddpariant &1, &n ook o oonkaol aved B cullure tailie, des ganis
e niiriie cerifids EM 374:32

EECOMMANDATIONE FOUR DE EOMNEE FRATIGQUES AERICOLE Y

Gechion da = réclsianocs

Luiitsaiion répdila, Surund mdme panoebe, de préparations & Dase di subsiancos a0l e de b
roebevacy vl e chidguee Cuangnd bz e mode o solion, paul condllne & Fapoariion dongan smies
rissistanis. Pour mbduine o risque, 16 oonseibe diafermier oo dassocier, SUr une memae parosdo, des
préparationg & base die substanons actheess de Tansd ks onl migues difdrenbes oo de rodes dacion
dfdrants, o ayant une efoaoid diféenie Sor les diserses. souches e champhanons ris stames &
dwrrans famnihe=s
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FRECONMMANDATION B D'UTILIEATION

ESIT=DI000E ©

ik spdoiakie ni pousant Siee ieshie Sur oales les varkiais edsianines, nous Wil Recomima o ns
el ohe ndalisaer un tesl o Sehorivibg s un doramiion dis cepbors Susopl s oo reneir
ERAR G gk O ke gisnedralizer, ou dis ongaier nile Soreion Iechnigue

Procdger & MEVsaon 00 amdut an megnaciant e 10 peciss menonisabie s &f profecoinones
oA TEs oo [ profeccion Vol deiais = e o e

= Premiers s0ine en cae d'incldent :

En pas dingecton - appeker Immédaiement un cendre antipoon ou uan médecin, o
maninar Femballage ou Nétguelte. Me pas fare soamir.

En oas de combacd oudand : enlever ool vllomand soulld of rincer e d lademend ol
absnndamimnent 1 peau sous [eadd dda rebinel

Ern oas os profection dans b yeux  incer immédiaiemant perdant 15 & 20 minules sous
um Pl deau 1de, pauphlnes ooveries of consulier un spéciaiisbe

En pas diInkalation - amener fa personne & Dadr dbne

Four dies nbormalions comodémeniares, S riféner & la section 4 de & fohe di donndss de
s,

Adcertth de 'applizateur:

Liz coyniadt du produil s 18 poad piot erede idnes ofad ooftainds [Orsonmds s nial o6 culanbe
Eviter b oombaol des s de o paea, s vnees respinainies asseo b produi, les ernbnrs de
pihatrsalion o0 ka wiiial on frafcre menl ok Le conlact o prodil aend kB pood el engendmr
CNET COriRineeS PErRDNES UM NEaothon Cuiands . e b & [ygking, an pan ol er Se Beer s mraing en
e bl conial, N pas porier o ) bouche des ganis ol JekdRelaRaRalbie, Pofinr um vEiEmanm de
Bravaadl il i o phinsaniaines o commpidlor B3 proheotion Soelon i rsou.

+ |Lors dhe fa ordparaion de oouilie p T b5 PEUE QveD une Waline ou des lunefes, porier des
ants en e, undabier e protection ooni |es proculs chimiques lguides.

+ |Liors die Mappiicalion, adaplor woim proleciion selon b isoue de confacl @ kes ambnns
= Wigher on padouler au cas dappoaion aved wn rachedr sans cabine ol Sl ement on ampare |
& radn. Pofter un sBRemenl ouarant s Bras ol les jambes (onenhina o ou weshs [ naalal o
Sanchts o Dath e oonlaots mpotantsl des gants o nire, des otk
= Mtamnberde I ok e proqee of ks oines Termradies.
Wl & dspos dhun S el Chaden S0 e P O aned el hon, | DURAE s« Pk Ol ok i 15 Kires
e bl oine: U b pulviErisaleE)
= En cas o imcideni & ooours d'apod oation, amier e pukstisaleor en dehoes, o o oone fnaidse autan
i Pkl b e e ooy ol ChEICRTRRT e bRl ORRGITUNSE o SolaTian & Cinddreir, LHkser uns
e ol ol @den el spdoiioue

+ Apeis apploalion, rnoer ks dquipements de proleclion, s mains gamées pus K= raing, ranger b
TSk & Tab e Vo r (s cdn Eaodbe Saneces poldr dviier Lo safurabion des THmes), prendne or Oodeehi .

Préparadion du traHsmesd :

11 Ll kser un mralieed] die pukstsisabion om bom ddal o s régul leremeni.

Z) N préparr Jue e quaniied die Dol ndcEssaing & i Sumerhols o il e fagom & Slor es
surplus A bes & Endnaer,
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O

3] Rzl b pubASTESoeEr Sur une aire @lanche sur Bguele e dooulomants aoCidemets pensen &na
résoupadnis ; weler & Sl doul sebolr o boulle wers la sounos O ead en uillsant une
Cadi, | b ol re, £vo Lin Chaeed @l - nelmUr S LIS AN TR TR b

41 RErgdr ka oures du pudsSisaier aus doine-iors, metine Magialour on mandhee o :?Hh:-n
ki, werner b quanibd ndeessaine de TRESD. Comnpb3inr b ourse aven B ndsesadn O eou mandguanl

TREED s ullise ol s bpes die buses o asses un woiimes oe boulleiha inés lange.
5) Rimoer b=k onnhial kagpess wicdes Trods foks of vder leau de ringaoe dares & ourse.

Féalisabon du traSement :

1} Comssahier bes prévisions métdorologiques ef ne pas traiter en cas de condizions défvsorables
{vent supdrieur & 3 sur éAchelle de Beaalon, précipitalions présvoees G cour serme )

Z) Eviver les dérives d'embruns de pulvérisation ser les caliures selsines ot environnensent.
I 'utilisation de buses i liznitation de dénve est recomenandiée. Lo mise o place de hades pour
protdger bes momes vulmdrables ovoisinamies {poist d'esa, Bdiimmenis) est galement rés
eflcace pour limiter la $érive

1} Lorsque des risques de nuissellement evistens sur wwe parcelle (parcelle en pence. sol
battant ...1, metive en place une bande enherbvée o une hase pour fhire obstacle au
rubsse ensent quil peut entralner da produi? vers les poins ' eaw

Aprés appllication ; Gestlon du fond de cuwve st ringage du pulvéarsateur
2 posclblibds

1= Coslion sk ogroele:

= Lo purvitrisalion des fonds de ouse 20 champ e50 euiorisds oo b parcele LRl aadl e
produll conoernid jusgu’ au désamorpage di la pompe & condilion Od'oeoir agoubd un
volume d'eau au moins égal & 5 fobs e volume du fond de cuve (diutkon au 8% &1 @n
s'assurant que la dose iolake ainsl appligete ne dépasse Das @ dose Romeoioguebe .

|dikton énandage) aulant de fHs que NecEssaine Dour S ndne
el dilutian aw minisadm au Y00 g By conoenirat o Inikade.

= Lavidange du fond di ocuee restant sur la pancelbe dé @ iaide o5 possibke & padr da
mamneenl ad la concenbrabian &n subsianoe aothee a dll dikede au minimdasn ad 1009,

® L ringaepe obdrkear du pavénsaleur sur la panoe e esl aulorisé & condion que ke 19
rinegape du dond de cuve o i clecied [gul comespond & la diution aw 857

& Lensemble de ces apdradons dof &ine réalsd & plus e 50 m des podnis dead,
caniveas, bouches diégoul of & pus de 100 m des leux de bakignades, piscculiunes,
caplagpes d'eau polabie of und foiihe fods par an sur b mebmne sufacs. Ne pas réalser sur
sl pEmedabhs o gebd, forte pende, pinode de saluradon &n @au ou précpiatkans.

2 Geslion sur lexplotafion :

= Lok fomds de cuve el s o S ringage crbdrieuanes du pulwiisateur pousant S
plris, Reion los condbons spboilibes dans |@ nég ke alkon &n Viguesr, ayos un
SyEbEnee di Iradlement meoconnu par b= menisténe de l'éooiogio (voir Swiein officiz!

MEDDE) comme., par axemphe, Hilgsen®
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Stockapge des produlis
1] Toujours ponsenser ies produlis dans oo emballage d'arigine femd

] Conserder ke produll dans un ool résensd & ol usage, frals, Seo, blen venlig of
(RETARARA cke, maocessible aux pErsonnes non qual ldes, o enfands of aiix andmaw, &
I'écar des denrées alimeniains.

Geclon dac ambaliagas

Pour Uélimizatics des peoduits non utilissbles, Give appel b une entreperise habilitde pour la
collecte et 'élimizatics des produits dangereus.

Rodempdcd e |'esnhallage interdil. Rimcer sodgneusement le bidon (3 fols mininsen) en veillam
i verser I'esa de ringnge dase lo cuve du pulvénisaseur (oo dans la cuve de ringage pow
Imjection direcse]. Elimniner les emballages vides via wee collecte orgasisée par wm serviee de
collecte speéeiligue Gevemple AV AL )

IRFORTAEN T - PROCUIT FOUR LEE PROFESEICHNELE = Fas piscat bei anagyes, deses, cormbberm it
e dareplel risavEc s sor i e bl by e, o ol el el e el i e o des cadciss o du
ooothed i chich azoboil e s cour escuel e f et oni roeh . Do m o G ases B oofen o b Eaderiash
o La sl g aorem b hined corppli, sous volng nsspore Bl So ko b ledeus parkc ol
scEmant asise aaplod e ok b o 1S redun dossl, B ondin e ndleom BEepses, e el hodes ool sk
k= s earerd vigid ke s, s sz sdin o S mpioss e e GaiaHEaE ey Lt [Elmcan mianll s coraemds de
smrd pezchekl vissches dares o erebs i oy rei 8 Aot onesl on de s e b Pt des sz
omiavEns ncace. Comsle K o 1S S il Size Kool 6l ane aeslanbis, | ap acsanl & Modisistsan, dans
Iz cas ol Em darnas s des cplunes prolépies e oot s sk onl desinses & Mo po=snen, do
Ak b nghranins an vy e das B peys repm ko, Sngmh Fonee 58 ne sarad Sl Grsaen
HaEan o nnsamaable S Onsduerois il bz b loule ope doe ool GG, T ou parkels ol & &
i o & VU n mn s o ohr o ke chrse

Phoar 2 plas arepks s mhonTef@crm, s o e axbackn b centng de nrsa s noits ohregues de Syrgants
Frimsa Sefnal I g, . ol (i o rsul e nos resces s eoaie s eaw s raenie s
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Appendix 3 Letter of Access

Not applicable.
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