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PART A - Risk Management

The company SYNGENTA FRANCE S.A.S. has requested marketing authorisation in France for the product
MODDUS EVO (formulation code: A17600C), a dispersible concentrate (DC) formulation containing 250 g/L
trinexapac-ethyl for use as a plant growth regulator (PGR).

The risk assessment conclusions are based on the information, data and assessments provided in Registration
Report, Part B Sections 1-7 and Part C, and where appropriate the addenda for France. The information, data and
assessments provided in Registration Report, Part B include assessment of further data or information as required at
national registration by the EU peer review. It also includes assessment of data and information relating to
MODDUS EVO (A17600C) where those data have not been considered in the EU peer review process. Otherwise
assessments for the safe use of MODDUS EVO (A17600C) have been made using endpoints agreed in the EU peer
review of trinexapac-ethyl.

This document describes the specific conditions of use and labelling required for France for the registration of
MODDUS EVO (A17600C).

Appendix 1 of this document provides a copy of the French Decision.
Appendix 2 of this document is a copy of the draft product label as proposed by the applicant.

Appendix 3 of this document is a copy of the letter(s) of Access.
1 DETAILS OF THE APPLICATION

1.1 Application background

The present registration report concerns the evaluation of SYNGENTA FRANCE S.A.S.’s application to market
MODDUS EVO (A17600C) in France as a plant growth regulator (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.

1.2 Active substance approval

Trinexapac

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.

Commission Implementing Regulation (EU) No 678/2014 of 19 June 2014 amending Implementing Regulation
(EU) No 540/2011 as regards the extension of the approval periods of the active substances clopyralid, cyprodinil,
fosetyl, pyrimethanil and trinexapac.

Specific provisions of Commission Implementing Regulation (EU) No 540/2011 were as follows :
PART A

Only uses as plant growth regulator may be authorised.

PART B

For the implementation of the uniform principles as referred to in Article 29(6) of Regulation (EC) No 1107/2009,
the conclusions of the review report on trinexapac, and in particular Appendices | and Il thereof, as finalised in the
Standing Committee on the Food Chain and Animal Health on 4 April 2006 shall be taken into account.

In this overall assessment Member States:
— must pay particular attention to the protection of birds and mammals.

Conditions of authorisation should include risk mitigation measures, where appropriate.

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 22/07/2016
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Specific provisions of Commission Implementing Regulation (EU) No 678/2014 were as follows :

The expiration of approval is extended from 30 April 2017 to 30 April 2018.

An EFSA conclusion is available (EFSA Scientific Report (2005) 57, 1- 70, Conclusion on the peer review of
trinexapac).

A Review Report is available (SANCO/10011 /06 final 4 April 2006).

1.3 Regulatory approach

The present application (2012-2436 and 2014-0509) 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 over the Southern Zone. When risk mitigation measures were necessary, they are adapted to the
situation in France.

According to the French law and procedures, specific conditions of use are set out in the Decision letter.

The French Order of 12 September 2006° provides that:

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

- unless formally stated in the product authorisation, the minimum buffer zone alongside a water body is 5 metres;

- unless formally 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, drift buffer zones may be reduced under some circumstances as explained in appendix 3 of the above-

mentioned French Order.

The current document (RR) based on Anses’s assessment of the application submitted for this product is in
compliance with Regulation (EC) no 1107/2009*, 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 are based and
is not intended to show the assessment in detail.

The conclusions relating to the acceptability of risk are based on the criteria indicated in Regulation (EU)
No 546/2011° and are expressed as “acceptable” or “not acceptable” in accordance with those criteria.

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 “linked” ones are undertaken even if not clearly requested by the applicant in their dRR, and a

! French Food Safety Agency, Afssa, before 1 July 2010

2 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

3 http://www.legifrance.gouv.fr/affich Texte.do?cid Texte=JORFTEXT000000425570

4 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

® 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://www.legifrance.gouv.fr/eli/arrete/2014/3/26/AGRG1407093A/jo

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 22/07/2016


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

Part A A17600C (MODDUS EVO) Registration Report —
National Assessment - Country — FRANCE Page 5 of 30 Southern Zone

conclusion is reached on the acceptability of the intended uses on those “linked” 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.

14 Data protection claims

Where protection for data is being claimed for information supporting registration of MODDUS EVO (A17600C), it
is indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

15 Letter(s) of Access

The applicant has provided the supporting data in Document K; the ownership of the data is indicated in the
reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

2 DETAILS OF THE AUTHORISATION

2.1 Product identity

Product name (code) MODDUS EVO (A17600C)

Authorisation number 2160384

Function Plant growth regulator

Applicant SYNGENTA FRANCE S.ASS.

Composition 250 g/L trinexapac-ethyl

Formulation type (code) dispersible concentrate (DC)

Packaging High-density polyethylene (HDPE)/polyamide (PA) or polyethylene
terephthalate (PET) bottle containing 1 L product;
Fluorinated- high-density polyethylene (f-HDPE) canister containing 5 L,
10 L or 20 L product

2.2 Classification and labelling

2.2.1 Classification and labelling under Directive 99/45/EC
Not applicable after 1st June 2015.

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

MRLs”: SANCO/ 7525/V1/95 - rev.9

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 22/07/2016
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2.2.2  Classification and labelling in accordance with Regulation (EC) No1272/2008

Physical hazards -

Health hazards Serious eye damage/eye irritation, category 2
Environmental Hazardous to the aquatic environment — Chronic Hazard, Category 2
hazards

Hazard pictograms

:

Signal word Warning
Hazard statements H319 Causes serious eye irritation

H411 Toxic to aquatic life with long-lasting effects
Precautionary For the P phrases, refer to the extant legislation
statements —

Supplementary - -
information (in
accordance with
Avrticle 25 of
Regulation (EC) No
1272/2008)

See Part C for justifications of the classification and labelling proposals.

2.2.3  Other phrases in compliance with Regulation (EU) No 547/2011

The authorisation of the preparation is linked for professional uses only to the following conditions:

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).

SPe 3 To protect aguatic organisms, respect an unsprayed buffer zone of 5 metres® to surface water bodies

2.2.4  Other phrases linked to the preparation

Wear suitable personal protective equipment®: refer to the Decision in Appendix 1 for the details

Re-entry period™: 24 hours

8 The legal basis for this is Titre 111 Article 11 of the French Order of 12 September 2006 concerning the marketing and use of products
encompassed by article L. 253-1 of the rural code [that is, plant protection products/pesticides]

®  Ifatractor with cab is used, wearing gloves during application is only required when working with the spray mixture

0 The legal basis for this is Titre I Article 3 of the French Order of 12 September 2006 concerning the marketing and use of products
encompassed by article L. 253-1 of the rural code [that is, plant protection products/pesticides]

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 22/07/2016
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Pre-harvest interval:

barley, wheat, triticale, spelt and rye: F- Application at growth stage BBCH 39 at the latest

Other mitigation measures: -

The label may include the following recommendations:

The label must reflect the conditions of authorisation.

1 According to the French Order of 12 September 2006, PHI cannot be lower than 3 days unless specifically stated in the assessment and
decision.

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 22/07/2016
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2.3 Product uses

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 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.

PPP (product name/code)
active substance 1

MODDUS EVO/(A17600C)
trinexapac-ethyl

Formulation type:
Conc. of as 1:

GAP rev. 1, date: 2016-07-22

dispersible concentrate (DC)
250 g/L

Applicant: SYNGENTA FRANCE S.A.S. professional use
Zone(s): southern EU non-professional use
Verified by MS: yes
Crop and/ Country Product F Pests or PHI Remarks:
or situation code G Group of pests Formulation Application Application rate per (days)
or controlled treatment
|
(@) (b) (© 0 (m)
Type | Conc. method growth number | interval | g as./hL water g
of as kind stage & season min between L/ha as./ha
G) max ap_pllcat min
. ions : :
(d-f) (i) (f-h) (min) max | min max | min
(k) max

Winter barley France A17600C F Prevention of lodging DC 250 Foliar spray BBCH 25-39 1 - 0.150 100 150 F 0.6 L/ha

0.0375 400 Acceptable
Spring barley France A17600C F Prevention of lodging DC 250 Foliar spray BBCH 25-39 1 - 0.150 100 150 F 0.6 L/ha (dose to be

0.0375 400 reduced based on expert

views)

Spring barley France A17600C F Prevention of lodging DC 250 Foliar spray BBCH 25-39 1 - 0.125 100 125 F 0.5 L/ha

0.0313 400 Acceptable

Applicant: SYNGENTA FRANCE S.A.S.

Evaluator: FRANCE

Date: 22/07/2016
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Crop and/ Country Product F Pests or PHI Remarks:
or situation code G Group of pests Formulation Application Application rate per (days)
or controlled treatment
|
(@) (b) © 0] (m)
Type | Conc. method growth number | interval | g as./hL water g
of as kind stage & season min | between L/ha as./ha
G) max | applicat | ..
(d-f) 0} (f-h) 1ons max | min max | min
® (min) max
Winter wheat France A17600C F Prevention of lodging DC 250 Foliar spray BBCH 25-39 1 - 0.100 100 0.10 F 0.4 L/ha
(soft) 0.025 400 0 Only use on soft winter
spelt wheat is acceptable
Use on spelt [Triticum
spelta] (minor use) may
be encompassed within
this wheat use (identical
application rate and
latest timing)
Winter wheat France A17600C F Prevention of lodging DC 250 Foliar spray BBCH 25-39 1 - 0.100 100 0.10 F 0.4 L/ha
(durum) 0.025 400 0 Use on durum winter
wheat is not acceptable
(efficacy and selectivity
not demonstrated)
Spring wheat France A17600C F Prevention of lodging DC 250 Foliar spray BBCH 25-39 1 - 0.100 100 0.10 F 0.4 L/ha
0.025 400 0 Not acceptable (efficacy
and selectivity not
demonstrated)
Rye France A17600C F Prevention of lodging DC 250 Foliar spray BBCH 25-39 1 - 0.125 100 0.12 F 0.5 L/ha
0.0313 400 5 Acceptable
Triticale France A17600C F Prevention of lodging DC 250 Foliar spray BBCH 25-39 1 - 0.125 100 0.12 F 0.5 L:ha
0.0313 400 5 Acceptable
Grasses (seed France A17600C F Prevention of lodging DC 250 Foliar spray BBCH 31-51 1 - 0.150 100 0.15 n.a. 0.6 L/ha
production) 0.0375 400 0 Acceptable
Fodder France A17600C F Prevention of lodging DC 250 Foliar spray BBCH 31-51 1 - 0.125 100 125 n.a. 0.5 L/ha
leguminous 0.0313 400 Acceptable
(seed
production)

Applicant: SYNGENTA FRANCE S.A.S.

Evaluator: FRANCE
Date: 22/07/2016
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Remarks: (@) For crops, the EU and Codex classifications (both) should be used; where relevant, the use (i) g/kgorgll
situation should be described (e.g. fumigation of a structure) (J) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
(b) Outdoor or field use (F), glasshouse application (G) or indoor application (1) Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
(c) e.g. biting and suckling insects, soil born insects, foliar fungi, weeds application
(d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) (k) The minimum and maximum number of application possible under practical conditions of use
(e) GCPF Codes - GIFAP Technical Monograph No 2, 1989 must be provided
(f)  All abbreviations used must be explained (I) PHI - minimum pre-harvest interval
(9) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench (m) Remarks may include: Extent of use/economic importance/restrictions

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

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 22/07/2016
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3 RISK MANAGEMENT
31 Reasoned statement of the overall conclusions taken in accordance with the Uniform Principles

3.1.1  Physical and chemical properties

MODDUS EVO (A17600C) is a dispersible concentrate (DC). All studies have been performed in accordance with
the current requirements. The appearance of the formulation is a yellow liquid with unpleasant aromatic odour. It is
not explosive and has no oxidising properties. It has a self-ignition temperature of 365 °C and a flash point of 69 °C.
In aqueous solution (1 % w/v), its pH is 3.6 at 25 °C. Stability data indicate a shelf life of at least 2 years at ambient
temperature (in PET, HDPE/PA and fluorinated HDPE). Its technical characteristics are acceptable for a dispersible
concentrate (DC) formulation.

The formulation is not classified for the physical-chemical aspect.
3.1.2  Methods of analysis

3.1.2.1 Analytical method for the formulation

Analytical methods for the determination of active substance in the formulation are available and validated.

3.1.2.2 Analytical methods for residues

Analytical methods are available in the Draft Assessment Report/this dossier and validated for the determination of
residues of trinexapac-ethyl in plants (dried plants and plants with high oil content), 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.

3.1.3  Mammalian Toxicology

3.1.3.1 Acute Toxicity
The results of toxicity studies undertaken with MODDUS EVO (A17600C) were:

Oral LDsjg rat up to 5000 mg/kg p.c.;

Dermal LDs rat up to 5000 mg/kg p.c.;

Eye irritant in the rabbit according to CLP classification

Not a skin irritant in the rabbit

Not a skin sensitiser in the guinea pig (Buehler/9 inductions) according to classification criteria of Dir. 2001/59/EC
and according to classification criteria of Reg. 1272/2008 (CLP).

On the basis of these experimental results and the classification of the active substance and co-formulants, Anses
concluded that the formulation should be toxicologically classified as shown in Section 2.2.

3.1.3.2 Operator Exposure

Dermal absorption
For trinexapac-ethyl, the values of dermal absorption of 10 % for the non-diluted and for the diluted formulation
(determined from an in vivo study in rat and an in vitro human/rat skin study on a comparable formulation) are used
for risk assessment.

Operator exposure

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 22/07/2016
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The acceptable operator exposure level (AOEL) of trinexapac-ethyl (approved) is 0.34 mg/kg bw/d based on the
NOAEL in a 13-week rat oral toxicity study and a 100-fold assessment factor.

Considering the proposed uses, operator systemic exposure was estimated using the BBA (German) operator
exposure model and the UK-POEM model, with the following parameters:

a) Cereals
[0)
Crops Equipment Personal protection 70 ACEL

With working coverall and no gloves 3.8

Tractor- With working coverall and gloves durin
mounted/trailed L 9 g g 1.1

Cereals b mixing/loading

oom sprayer, With working coverall and gloves durin

hydraulic nozzles L 9 nag g 0.6
mixing/loading and application

According to the German Model, calculated operator exposure is < 100 % of the AOEL of trinexapac-ethyl with
working coverall and gloves during mixing/loading and application.

Personal Protective Equipment:
Operator:
e for mixing/loading

- Nitrile gloves certified EN 374-3;

- Working coveralls 65 % polyester / 35 % cotton; minimum 230 g/m2; with water-repellent treatment;

- Gown or long-sleeved aprons, Category Ill Type PB3 worn over the coverall proposed above;

e For application _ Downward spraying

If application with tractor with cab

- Working coveralls 65 % polyester / 35 % cotton; minimum 230 g/m2; with water-repellent treatment;

- Disposable nitrile gloves certified EN 374-2 in the case of an intervention on application equipment, but not
inside the cab. In the case of an intervention on application equipment, it should be noted that gloves should
be worn only outside the tractor cab and stored after use outside the cab

If application with tractor without cab

- Working coveralls 65 % polyester / 35 % cotton; minimum 230 g/mz; with water-repellent treatment;

- Disposable nitrile gloves certified EN 374-2 in the case of an intervention on application equipment;

e for equipment cleaning

- Nitrile gloves certified EN 374-3;

- Working coveralls 65 % polyester / 35 % cotton; minimum 230 g/mz; with water-repellent treatment;

- Gown or long-sleeved aprons, Category 111 Type PB3 worn over the coverall proposed above.

3.1.3.3 Bystander Exposure

The exposure of bystanders present at the time of spraying was calculated using data presented in the report on
EURO-POEM I1'2. Exposure is calculated as 0.05 % of the AOEL of trinexapac-ethyl for a 60 kg person situated
seven metres away from the spraying operation and exposed for five minutes. The health risk to bystanders is
therefore considered acceptable.

2 EURO-POEM |1 - Bystander Working group Report.

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 22/07/2016
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3.1.3.4 Worker Exposure

Workers may have to enter treated areas after treatment for crop scouting/inspection activities during 2 hour.
Exposure of workers not wearing protective coveralls is estimated as 2.2% of the AOEL of trinexapac-ethyl for a
60Kkg person. The health risk to workers linked to the use of MODDUS EVO (A17600C) is therefore considered
acceptable.

If the worker has to intervene on the treated crops :
- Working coveralls 65 % polyester / 35 % cotton; minimum 230 g/m?; with water-repellent treatment;
- Nitrile gloves certified EN 374-3 if in contact with the treated crop.

3.1.4  Residues and Consumer Exposure

3.1.4.1 Residues

Primary crop metabolisms were sufficiently investigated to define residue of trinexapac for enforcement and risk
assessment in the crops under consideration.

Regarding the magnitude of residues in barley, wheat, rye and triticale, a sufficient number of residue trials is
available to support the intended GAPs in France. These data allowed the expected residue concentrations in the
relevant plant commaodities to be estimated, and to confirm that no MRL exceedence will result from the intended
uses.

In processed commodities, trinexapac-ethyl was shown to be stable during pasteurisation, boiling, brewing, baking
and sterilisation. A study conducted with trinexapac however showed that at the end of incubation, trinexapac had
degraded and represented 51-59 % of the total recovered radioactivity (TRR) and that two main metabolites were
formed (CGA 313458 and CGA 113745). In a second study performed with trinexapac, the same metabolites were
observed but at very low levels (< 2 % TRR) and only under conditions simulating boiling. One metabolite (CGA
313458) was not of toxicological concern ; for the other (CGA 113745), a complete toxicology package has not
been submitted. Nevertheless, based on the critical uses of trinexapac currently authorised within the EU, the overall
chronic exposure represents less than 10 % of the ADI and processing studies are not mandatory. Therefore further
data are currently not considered essential.

Studies investigating the magnitude of residues in processed commaodities of barley and wheat were also reported in
the framework of the peer review and have been submitted in the framework of this registration report. Nevertheless
no robust processing factors for enforcement and risk assessment purposes could be derived from these studies
because it was not possible to set a reliable residue definition in processed commodities. Further processing studies
are not required as they are not expected to affect the outcome of the risk assessment.

Residues in succeeding crops have been sufficiently investigated; it is very unlikely that residues will be present in
succeeding crops.

Considering dietary burden and based on the intended uses, significant modification of the intake was calculated for
livestock but regarding available feeding and metabolism data, there is no risk of the animal MRL being exceeded.

3.1.4.2 Consumer exposure

The toxicological profile of trinexapac was evaluated at EU level, which resulted in an ADI of 0.32 mg/kg bw/d. An
ADI was derived from studies carried out with trinexapac-ethyl but it may be applied to trinexapac. An ARfD was
not deemed necessary for this active substance.

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 22/07/2016
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Chronic consumer exposure resulting from the uses proposed in the framework of this application was calculated.
Based on EFSA PRIMo (rev2), chronic exposure was considered acceptable for all groups of consumers. Acute
exposure calculations were not carried out because an ARfD was not deemed necessary.

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

3.1.5 Environmental fate and behaviour

The fate and behaviour in the environment of the formulation has been evaluated according to the requirements of
Regulation (EC) No 1107/2009. Appropriate endpoints from the EU review were used to calculate PECs for the
active substance trinexapac-ethyl and its metabolite trinexapac 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 trinexapac-ethyl and its metabolite 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 review or agreed in the assessment based on new data provided.

The results for PEC soil and PECsw for the active substance and its metabolite are used for the ecotoxicological risk
assessment.

PECgw for trinexapac-ethyl and its metabolite do not exceed the trigger of 0.1 pg/L. Therefore, no unacceptable risk
of groundwater contamination is expected for the intended uses.

Based on vapour pressure, information on volatilisation from plants and soil, and DTs, calculation, no significant
contamination of the air compartment is expected for the intended uses.

Implications for labelling resulting from environmental fate assessment: None.
3.1.6  Ecotoxicology

3.1.6.1 Effects on Terrestrial Vertebrates

The risk assessment for birds was carried out according to the ‘EFSA Guidance Document on Risk Assessment for
Birds and Mammals (2009)™ and considering the EU agreed endpoints of trinexapac-ethyl.

The TER values, calculated for recommended scenarios, all exceed the trigger values of 10 for acute risk and 5 for
long-term risk, indicating that the risk to birds is acceptable following use of A17600C (MODDUS EVO) according
to the proposed use patterns.

The risk assessment for mammals was carried out according to the EFSA Guidance Document on Risk Assessment
for Birds and Mammals (2009) and considering the EU agreed endpoints of trinexapac-ethyl and data on the
formulation A17600C (MODDUS EVO).

The TER values, calculated for recommended scenarios, all exceed the trigger values of 10 for acute and 5 for long-
term risk, thus indicating acceptable risk to mammals from the proposed use.

¥ European Food Safety Authority; Guidance Document on Risk Assessment for Birds and Mammals on request from EFSA. EFSA journal
2009; 7(12):1438. [139 pp.]

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 22/07/2016
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3.1.6.2 Effects on Aquatic Species

The risk assessment for aquatic organisms was carried out according to the Guidance Document on Agquatic
Ecotoxicology (SANCO/3268/2001) and considering the EU agreed endpoints of trinexapac-ethyl, its metabolite
trinexapac and data on the formulation A17600C (MODDUS EVO).

The TER values using worst-case PECSW values for A17600C (MODDUS EVO), trinexapac-ethyl and its
metabolite trinexapac all exceed the relevant triggers, indicating that the risk to aquatic organisms is acceptable
following use of A17600C (MODDUS EVO) according to the proposed use patterns.

It should be noted that according to the French legislation'*, when a buffer zone to protect aquatic organisms is not
mentioned in the regulatory Decision or on the label, the use of plant protection products applied by spraying or
dusting requires a non-treated area of at least 5 metres to be respected.

3.1.6.3 Effects on Bees and Other Arthropod Species

The risk assessment for bees was carried out according to the Guidance Document on Terrestrial Ecotoxicology
(SANCO/10329/2002) and considering the EU agreed endpoints of trinexapac-ethyl and the formulation A17600C.

All the hazard quotients for A17600C (MODDUS EVO) and trinexapac-ethyl are less than 50, indicating that the
risk to bees is acceptable following use of A17600C as proposed.

The risk assessment for non-target arthropods is carried out according to the Guidance Document ESCORT 2 and
considering the EU agreed endpoints of the formulation A17600C (MODDUS EVO).

The in-field foliar HQ values are below the trigger value, indicating that the risk to in-field non-target arthropods is
acceptable following use of A17600C (MODDUS EVO) as proposed.

The off-crop HQ values are below the trigger value, indicating that the risk to off-crop non-target arthropods is
acceptable following use of A17600C (MODDUS EVO) as proposed.

3.1.6.4 Effects on Earthworms and Other Soil Macro-organisms

The risk assessment for earthworms was carried out according to the Guidance Document on Terrestrial
Ecotoxicology (SANCO0/10329/2002) and considering the EU agreed endpoints of trinexapac-ethyl, the metabolite
trinexapac and the formulation A17600C (MODDUS EVO).

The acute and chronic TER values for A17600C, trinexapac-ethyl and the metabolite trinexapac are greater than the
triggers of 10 and 5 respectively, indicating that the risk to earthworms is acceptable following use of A17600C
(MODDUS EVO) according to the proposed use pattern.

3.1.6.6 Effects on Soil Non-target Micro-organisms

The risk of A17600C (MODDUS EVO) to soil micro-organisms was evaluated by comparison of no-effect
concentrations, derived from laboratory tests, with PECs.

The no-effect levels exceed the relevant PECs values, indicating that the risk to soil micro-organisms is acceptable
following use of A17600C (MODDUS EVO) according to the proposed use pattern.

¥ Arrété du 12 septembre 2006 relatif a la mise sur le marché et a 1’utilisation des produits visés a I’article L. 253-1 du code rural JORF n°219

du 21 septembre 2006

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 22/07/2016
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3.1.6.7 Assessment of Potential for Effects on Other Non-target Organisms (Flora and Fauna)

The risk assessment for non-target plants was carried out according to the Guidance Document on Terrestrial
Ecotoxicology (SANC0/10329/2002) and considering the endpoints of the formulation A17600C (MODDUS EVO)
The TER values are above the trigger value, indicating that the risk to non-target terrestrial plants is acceptable
following use of A17600C according to the proposed use pattern.

3.1.7 Efficacy

Efficacy and dose justification:

The new formulation MODDUS EVO (A17600C; 250 g¢/L trinexapac-ethyl, DC) allows a reduction in the dose of
active substance (trinexapac-ethyl) per hectare of 20-25 %, without a loss of efficacy, compared with the current
authorised product, MODDUS (A17600C) ([A8587F] containing 250 g/L trinexapac-ethyl, ME [micro-emulsion]).

On soft spring wheat and durum wheat, the reference product MODDUS is currently not authorised in France. The
product MODDUS EVO (A17600C) lacks dose justification, efficacy and selectivity data, although it is known that
spring cereals are more susceptible to the effect of PGRs.

The efficacy of MODDUS EVO (A17600C) is acceptable for all the other intended uses. Based on expert
knowledge, a decrease of the intended re, from 0.6 L/ha to 0.5 L/ha, is proposed on spring barley.

Phytotoxicity and other adverse effects

The data provided show that the new formulation MODDUS EVO (A17600C), applied at intended doses, has the
same behaviour on crops as the existing registered product, MODDUS (A17600C) at its registered application rates.

By definition, PGRs are known to possibly negatively affect crops. To avoid this, the product should be applied
under good crop conditions and favourable weather conditions.

No other adverse effect is expected.

French conclusions on intended GAPs (Efficacy)

Intended Crop ggg\évgf] Number of Water Rate Rate Conclusion for France
effect crop applic. volume (L/ha) (gas./ha) (efficacy section)
Soft Winter wheat 1 0.4 L/ha 100 Acceptable
Spring wheat 1 0.4 L/ha 100 Not acceptable
Durum winter 1 0.4 L/ha 100 Not acceptable
wheat
Triticale 1 0.5 L/ha 125 Acceptable
Acceptable, use under the responsibility
Spelt BBE; 2 1 0.4 L/na 125 of users
Reduction of 100-400 (minor use).
the Ic_)dging Winter barley 1 L/ha 0.6 L/ha 150 Acceptable
risk Acceptable
Spring barley 1 0.6 L/ha 150 A reduction in the application rate is
proposed: 0.5 L/ha
Rye 1 0.5 L/ha 125 Acceptable
Fodder
leguminous seed | BBCH 1 0.5 L/ha 125 Acceptable
crops 31-51
Grass seed crops 1 0.6 L/ha 150 Acceptable
Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
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3.2 Conclusions arising from French assessment

For uses on winter wheat (soft), triticale, spelt, barley, winter and spring barley, fodder leguminous seed crops and
grass seed crops:

Taking into account the above assessment, an authorisation can be granted as proposed in Appendix 1 — Copy of the
product Decision.

For uses on spring wheat (soft) and durum wheat, there is a lack dose justification, efficacy and selectivity data, then
uses on these crops cannot be granted.
3.3 Substances of concern for national monitoring

No information stated.

3.4 Further information to permit a decision to be made or to support a review of the conditions and
restrictions associated with the authorisation

3.4.1  Post-authorisation monitoring

No further information is required.

3.4.2  Post-authorisation data requirements

No further information is required.

3.4.3  Label amendments (see label in Appendix 2):

The draft label proposed by the applicant in appendix 2 may be corrected with consideration of any new element
under points 2.2.1 (or 2.2.2), 2.2.3 and 2.2.4.
The label shall reflect the detailed conditions stipulated in the Decision.

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 22/07/2016
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Appendix 1 — Copy of the French Decision

E,, -. anses Q

Liberté + Egalité + Fraternité
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
reglementaire,

Vu la demande d'autorisation de mise sur le marché et de la demande associée du produit
phytopharmaceutique MODDUS EVO

de la société SYNGENTA FRANCE SAS

enregistrées sous les  n°2012-2436 et 2014-0509

Vu les conclusions de I'évaluation du 7 avril 2016,

La mise sur le marché du produit phytopharmaceutique désigné ci-aprés est autorisée en France 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 I'autorisation
ainsi que toute action incluant des poursuites judiciaires.

MODDUS EVO

AMM n°2160384 Page 1sur7

Evaluator: FRANCE

Applicant: SYNGENTA FRANCE S.A.S.
Date: 22/07/2016
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Liberté « Egalité » Fraternité
REPUBLIQUE FRANGAISE

anses Q

I N;rrr'lrdu produit g

( Informations générales sur le produit

MODDUS EVO

Produit de référence N

Type de produit

Titulaire

SYNGENTA FRANCE SAS
12 Chemin de I'Hobit
31790 Saint Sauveur
FRANCE

Formulation
Contenant

VNuméro d'intrant
Numéro d'AMM

Fonction

Gamme dusages

Concentré dispersable (DC)

250 g/L - trinexapac-éthyl

949-2012.01

2160384
Régulateur de croissance

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 30 avril 2019.

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 I'approbation de la substance active, prolonge de plein droit I'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.

22 JUIL, 2016

A Maisons-Alfort, le

MODDUS EVO
AMM n°2160384

—
-

oger GENET
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Liberté « Egalité « Fraternité

REPUBLIQUE FRANGAISE

ANNEXE | : Modalités d'autorisation du produit

Vente et distribution

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

Emballage Contenance

Bouteilles en polyéthyléne haute densité / polyamide 1L
Bouteilles en polyéthyléne téréphtalate 1L
Bidons en polyéthyléne haute densité fluoré 5L-10L-20L
Classification du produit
La classification retenue est la suivante :

Catégorie de danger Mention de danger
Lésions oculaires graves/irrita{t'ibrr'i obdléiré, S H319: Provoque une sévere irritation des yeux
catégorie 2
Dangers pour le milieu aquatique - Danger H411 : Toxique pour les organismes aquatiques, entraine
chronique, catégorie 2 des effets a long terme

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

Le titulaire de l'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.

MODDUS EVO
AMM n°2160384 Page 3 sur7
Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE

Date: 22/07/2016
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Liberté « Egalité + Fraternité
REPUBLIQUE FRANGAISE

Conditions d'emploi du produit

Protection de I'opérateur et du travailleur

Il convient de rappeler que I'utilisation d'un matériel adapté et entretenu et la mise en ceuvre de protections collectives
constituent la premiere mesure de prévention contre les risques professionnels, avant la mise en place de protections
complémentaires comme les protections individuelles.

En tout état de cause, 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
¢ 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.

o Pendant I'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 a usage unique, dans le cas d'une intervention sur le matériel pendant la
phase de pulvérisation. Dans ce cas, les gants ne doivent étre portés qu'a 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 a usage unique, dans le cas d'une intervention sur le matériel pendant la
phase de pulvérisation.

o 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) a porter par-dessus la
combinaison précitée.

Pour le travailleur, porter
Une 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.

Délai de rentrée
24 heures en application de |'arrété du 12 septembre 2006

MODDUS EVO
AMM n°2160384 Page 6 sur7
Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
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Liberté « Egalité « Fraternité

REPUBLIQUE FRANGAISE

Respect des limites maximales de résidus (LMR

Les conditions d'utilisation de la préparation, compte tenu des bonnes pratiques agricoles critiques proposées pour
chaque usage figurant dans la liste des usages autorisés, permettent de respecter les limites maximales de résidus.

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

Protection de l'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 & 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.
MODDUS EVO
AMM n°2160384 Page 7 sur7
Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
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Appendix 2 — Copy of the draft product label as proposed by the applicant
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' REGULATEUR DE CROISSANCE

: 1L000000 FRAN/7Q '
- Moddus’EVO
| oaaus ’

Contient : 250 g/l de trinékapad-athgt G E

1

1
Pour blé tendre d’hiver et de printemps, orge E
d’hiver et de printemps, sei “hi iticale, 1
féveroheis ainsi que gr?mimm uses i
fourragéres porte—gramesgS x 130 mm i
i

1

1

1

'

CONSULTER CE LIVRET AVANT TOUTE UTILISATION.

Homologué et distribué par : Syngenta Agro S.AS.

1, avenue des Prés - TB286 GUYANCOURT CEDEX

Tél. : 01 38 42 20 00

Capital social 22 543 902,80 €.

SIREN 433 886 934 RCS Versailles - 433 BBG 934 RSAC Versailles.
dentification TVA FR 63 433 886 934, Agrément IF017449 : distribution
da produits phytophamacautiques 4 des utilisateurs professionnets.
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Pages | CARACTERISTIQUES DU PRODUIT
3 : i
3 MODDUS® EVO, se présente sous la forme d’un concentré:
3 dispersable. !
Préconisations d’emploi 4 ‘MODE D’ACTION
i Stades repéres des céréales ... 4 la matiére active de MODDUS EVO, le trinexapac-éthyl,!
i Doses et périodes d’application .......... 4 pénétre dans les plantes par voie foliaire. Elle diminue la pro-
i Tableau des usages 5 duction de substances naturelles de croissance (les gibbérel-}
! Recommandations 5 Ilnes) ce qui limite I'allongement des entrenceuds, epa|55|t lai
:  Mélanges 5 parm des cellules et favorise le développement des racines. :

!I en résulte une réduction de la taille des plantes, une:

ecommandations pour de bonnes
R P hgldlte accrue des tiges et un meilleur enracinement. Cela!

pratiques agricoles ... 6 ‘permet une meilleure résistance 4 Ia verse et une meilleurs ali-:
i Flecsop'lmir)ciljati!o,ns dTWNmiAREA """" g mentation des grains. AREA E
= ecurité de I'appl r,q ; 98 x 130 mm N
: Premiers soins en cas d mc.' len 6 : :
E Pr’t-:‘p‘ara?.'on du trgitement “ 7 :SELECTIVITE i
: Realisation du traitement 8 :
] Aprés Iapplication 9 bote d'une excellente sélectivité, MODDUS EVO a été testé:
i Stockage des produits ... 9 sur de nombreuses variétés de céréales et de féveroles, qU|'
E Gestion des emballages ........... n'ont montré aucune sensibilité particuliere. i
:  Bonnes pratiques phytopharmaceuthues bans la pratique, on peut parfois observer un port plus:
] :dresse des céréales, un moutonnement de la culture ou un-
1 léger jaunissement des feuilles.

i Ces réactions sont liées au mode d'action de MODDUS EVO.
] ‘et n'ont pas d'incidence sur le rendement pour une culture en'
: bon état végétatif. :
= I ST B I
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= ? DOSE NOMBRE STADE | DELAAVANT | ZONENON |

I PRECONISATIONS D'EMPLOI CUTURE | 11OMOLOGUEE | DIAPPLICATION | D/APPLICATION |  RECOLTE TRAITEE' |
STADES REPERES DES CEREALES : Bbtendredfiver | 400 BBCHZ5- | BBCH e |l
H et de printemps BBCH39 maximum 3

Orge d'hiver BBCH 25 - BBCH 37 ; i

et deprintemps L BBCHa7 maximum el

Seigle d'hi Kok BBCH BBCH j

hiver fractionnement %5- 37 2 i

dtticale O5lha | O oeer | BBCH37 | meamm | ST |

la dose I

dhomologati i

Féveroles 051ha =l . 60jours Smétes |

£ f' o t BBCH 31 BBCH 51

icm s rourra €l - o '
suufascﬂm; s"m - suzsemﬁ - E gfamrg:eses 0,6 ha BECH51 T 5 métres i

: porte-graines I

> e AP UMKMIMGODDUS BV - H T ZNT par rapport a un point d’éa%/}e%porr\a‘;?g\ ou permanent. :
I o : H :

g b e A : Les limites maximales d25e8iddO S consultables a I'adresse:

' suwante http://ec.europa.eu/sanco_pesticides/public/index. ofm'

FRACTIC DEMODDUS EVO F :

BLE TENDRE DHNVER B ek 2 o ae : ECOMMANDATIONS i

: Sur cultures porte-graines, les précautions et recommanda-;

- s : iions d’emploi actualisées peuvent étre obtenues aupres de Iai

POSES ET PERIODES D’APPLICATION ' FNAMS : Fédération Nationale des Agriculteurs Multiplicateurs;
Dans la plupart des cas, une seule application de MODDUS EVO; de Semences, “Le Verger” 49800 BRAIN SUR L'AUTHION. i
est suffisante pour maitriser efficacement la verse. ! 3 :
'Lorsque des a-coups de végétation sont fréquents, ou si Iesi R
bondltlons de culture entrainent des risques de verse; .MELANGES i
plus importants, il est conseillé de fractionner la dose de! Respecter la réglementation en vigueur et les recommanda-|
MODDUS EVO ou de I'utiliser en programme avec d’autres . hons des guides de bonnes pratiques officiels disponibles;
régulateurs. E sur le site http://e-phy.agriculture.gouv.fr !
H ! :
F :
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RECOMMANDATIONS En cas de projection dans les yeux : rincer immédiate-
POUR DE BONNES PRATIQUES AGRICOLES ment pendant 15 & 20 minutes sous un filet d’eau tiéde,
paupiéres ouvertes et consulter un spécialiste.
RECOMMANDATIONS D'UTILISATION En cas d'inhalation : amener la personne a I'air libre.
Avant-propos : Pour des informations complémentaires, se référer a la

. pas - . .. section 4 de la fiche de données de sécurité.
Notre spécialité ne pouvant étre testée sur toutes les varié-

tés existantes, nous vous recommandons vivement de réa-
liser un test de sélectivité sur un échantillon des espéces
susceptibles de recevoir le traitement avant de le généra- v Préparation du traitement :

liser, ,OU dE‘COnSL:ﬂ‘tEr notre service tgchnlque. o Utiliser un matériel de pulvérisation en bon état et
Procéder a [lutilisation du produit en respectant les Vérifié régulidrement.

10 gestes responsables et professionnels recommandés

par la profession. (voir détails en fin de livret). * Ne préparer que la guantité de bouillie nécessaire a la

superficie a traiter d a-gviter les surplus difficiles
 Sécurits de PadEiTAREA Supericle SrERIARRA
i écurité de li ur : 08 3il30 4
Eviter tout contact des voies respiratoires avec le produit * MODDUS EVO peu ot Hafs un volume d eau de
ou les embruns de pulvérisation. En cas d’exposition, 100 a 300 litres/ha, cepe'ndant il est prefera_ble de 'em-
notamment a la préparation de la bouillie, porter un ployer dans un volume d'eau de 100 & 150 litres/ha.
masque équipé d’une cartouche mixte contre vapeurs et * Remplir le pulvérisateur sur une aire étanche sur laquelle
particules (type A2P3). les écoulements accidentels peuvent étre récupérés ;
veiller & éviter tout retour de bouillie vers la source d’eau
v’ Premiers soins en cas d’incident : en utilisant une cuve intermédiaire, et/ou un clapet anti-
) retour et/ou une vanne programmable.
En cas d’ingestion : appeler immédiatement un centre « Remplir d'eau 2 demi Iapcugve du pulvérisateur, mettre lo
antipoison ou un médecin, et lui montrer 'emballage ou | R '
I'étiﬁuette. Ne pas faire vomir. 9 systéme d’agitation en marche.
En cas de contact cutané : enlever tout vétement souillé ° Vu.erser la dose de prodelt ot co.mph.eter IE_ remf)llssage..
et rincer immédiatement et abondamment la peau sous * Rincer les emballages vides trois fois et vider I'eau de rin-
I'eau du robinet. cage dans la cuve.

N SRR RN (S, LA
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v Réalisation du traitement : . Nle pgs tl'rali_ter d;ast_plantgsl er: état de désequilibre sur le

* Consulter les prévisions météorologiques et ne pas traiter pian de falimentation minerale.
en cas de conditions défavorables (vent supérieur a 3 sur
I'échelle de Beaufort, précipitations prévues a court terme). v Aprés I'application :

* L'ef{itc’ailitél de :VIODDtUS EVO estldirectculenlenttlié; érl:!? » Epandre le fond de cuve préalablement dilué cinq fois et
g:? Ilees f:uiﬁegu verisation puisque le prodult est absorbe les eaux de ringage externe du pulvérisateur sur la par-
Il est donc indispensable de veiller & I'homogénéité de la celle déja traitée. S .
répartition de la bouillie sur toute la végétation. * I:e fopd de’cuve dilué résultant qe .C.Et, epandage’peut—

* Eviter les dérives d’embruns de pulvérisation sur les cul- etre wldange ot une_p_arcelle oY reqt!llse pour I_a_ prepara-
tures voisines et I'environnementp L'utilisation de buses a |t.|°n.ct| 'uze .gtre btowlltl)e szoggacondltlons spécifiées dans
Y C h arrété du 12 septembre .
limitation de dérive est recommandée. La mise en place 'p. ; . ,
de haies ou de bandes enherbées (5 m de large mini- * Lorsque le pulvérisateur est nettoyé sur le siege de I'ex-
mum) pour protéger les zones vulnérables avoisinantes ploitation, il est recommandé de le faire sur une zone
(point d’eau, batiments)&st Agdlément trés efficace pour zpr-,;malement équiped pallr reeBgillir et confiner les eaux

B limiter la dérive. e lavage. N
98 x 130 mm * Si des effluents phyto%ﬁﬂa%%ﬁh@es sont générés lors de

* Lorsque des risques de ruissellement existent sur une
parcelle, mettre en place une bande enherbée, une haie
ou un talus pour faire obstacle au ruissellement qui
entraine du produit vers les points d’eau.

+ Utiliser MODDUS EVO sur des cultures en bon état vege-
tatif et sanitaire.

ces manipulations (eaux de lavage, écoulements acciden-
tels, fonds de cuve non épandus etc...), il convient de les
traiter selon les conditions spécifiées dans l'arrété du
12 septembre 2006.

» Appliquer sur végétation séche. v’ Stockage des produits :
* Ne pas traiter quand de trés grandes amplitudes de tem- * Toujours conserver les produits dans leur emballage dori-
pérature (dont de fortes températures négatives) sont a gine.
craindre. * Les stocker dans un local réservé a cet usage, frais, sec,
 Ne pas traiter des plantes en situation de stress hydrique bien ventilé et fermant a clé, a l'abri du gel et de la cha-
ou susceptibles de le subir. leur.
: 8 F : 9 f

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 22/07/2016



Part A A17600C (MODDUS EVO) Registration Report —
National Assessment - Country — FRANCE Page 28 of 30 Southern Zone

L000000_130x140_BA.gxd:L000000_130x140_R.gxd 5/07/12 10:50$age 10

i H
1 '
- 1 = 1
v’ Gestion des emballages : Bonnes Pratiques :
Pour I'élimination des produits non utilisables, faire appel a Phytopharmaceuthues :
une entreprise habilitée pour la collecte et I'élimination des . [
. 1
g’?d“"ls F'g”ﬁ?'e“g‘-" it _ . : gestes responsables ;
éemploi de I'emballage interdit ; rincer soigneusement le ! - !
biden en veillant a verser I'eau de ringage dans la cuve du H et professmnnels )
pulvérisateur (ou dans la cuve de rincage pour l'injection i i
directe). Eliminer les emballages vides via une collecte . PP ON |
organisée par un service de collecte spécifique. (Exemple : i )
4 i i
Adivalor). b Stocker les produits dans un local b
) phytopharmaceutique conforme et fermé a clé. !
E i Bien lire I'étiquette et les précautions d'emploi E
' ! avant utilisation. '
TEXT AREA : i :
dH 98 x 130 mm : Se protéger efficacement oo
] . (gants, lunettes, masque, combinaison, bottes). '
: : :
' i
1 E " Vérifier régulierement et maintenir le bon état b
E [ i et le réglage du matériel d’application. E
E H E Surveiller le remplissage de la cuve E
] H | du pulvérisateur et ajuster le volume de bouillie '
' H : (clapet anti-retour, dispositif de surverse). i
r L)
" H 1 I
' F H Rincer les emballages trois fois, b
] E | vider 'eau de rincage dans la cuve, ou utiliser b
1 ] " Iincorporateur. b
H E i i
] i :
L) L) 1
] H [ 1
] Pl i
. H ] [
s
—b—
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i i IMPORTANT : PRODUIT POUR LES PROFESSIONNELS - Respecter les Usages, doses,
H i conditions et précautions d’'emploi mentionnés sur 'emballage, qui ont &té déterminés
. : en fonction des caractéristiques du produit ef des applications pour lesquelles il est pré-
. 4 conisé. Conduire sur ces bases la culture et les fraitements selon la bonne pratique agri-
[ . s . ' cole en tenant compte, sous voire responsabilité,de tous les facieurs particuliers
' 2': g:lf traiter les cours d'eau et fossés E concernant votre exploitation tels que la nature du sol, les conditions météorologiques,
‘ . e ' les méthodes culturales, les variétés végétales, la résistance des espéces, la pression
: vﬁ ile;:ﬁgguczr"!:ebg:::Ilsevgﬁ?sf,gasp?df’ugﬁs‘,eprar H parasitaire,... Le fabricant garantit la conformité de ses produits vendus dans leur
! e toute dérive de pulvérisation vers les fossés, i emballage d'origine a I'autorisation de vente du Ministére de I'Agriculture. Compte tenu
! cours d’eau, chemins, abords de ferme ou ' H de la diversité des législations existantes, il appartient & I'utilisateur, dans le cas ol les
! batiments. ! : denrées issues des cultures protégées avec cefie spécialité sont destinées a I'exporia-
1 : tion, de vérifier la réglementation en vigueur dans le pays importateur. Syngenia Agro
H i S.AS. ne saurait &tre tenu en aucun cas responsable des conséquences inhérentes a
' i toute copie de cette étiquette, totale ou partielle et 4 la diffusion ou a I'utilisation non
| g autorisée de cette derniére.
N 1
' E :Pour de plus amples informations, vous pouvez contacteri
. i ile centre de renseignements techniques de Syngenta;
| Y let/ou )FF'ER‘E?{ nos notices sur le site 3|
i Appliquer aprés_ dilution les fonds de cuve i Ewww.syngenta.fr R !
7 : et les eaux de rincage sur la parcelle. i : 98 x 130 mm E N
i 1 ' '
‘ Nettoyer les équipements de protection. i ] i
' Se laver les mains. 1 ] !
. Prendre une douche. : ] i
1 i ¥ '
i Recycler les emballages en contact direct E 1 E
‘ avec le produit dans le cadre des collectes ! ] [
: ADIVALOR. : : i
: o i
[ 1 1 [}
H H i -
: | i
1 N 1 1
; f :
i
g Pl i
] : 1 3
" [ : 1
1 F ' 3
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E N Appel en cas d'l:lrgemef: 15 ou cenhe anti-poison puis

: Moddus “ENE) [ oraiezvos symptimes susisom-Phy Faiitads [appo-gmtitepuisus postorfire) CIWD 0587557
1 !Numéro d'urgence Syngenta : (LETTS @ soo ais 764 | | Renseignements techniques : : |I '
En cas d'accident de transport : 06 11 07 32 8BRAND LOGO/NAME

H 250 gA (25,5 %) Geldr CoRrErtidispersabic
1 =
|| LOGONO R SennucTo

1

CULTURES USAGES DOSE DELAI AVANT RECOLTE OU STADE D'APPLICATION
Bié tendre of hiver ot de prinemps Limiafion de la qoBsance des om s aénas 0.4 ha siade d zpplication BECH 2530
P\pdﬁveld&prhimqm Limizion de la ooesance de oganes sénas 0,6 'ha stads  appiication BECH 25-37
Sagiedihr Jtificale™ = = = = = = B iss MR ER A Ae T T T TR
Féveroles Limitzion de la qoksance de oganes sédas 05 Vha 60 jiours jstade dappiication BBCH 60-75)

L - I3 3 &

=il o Limitzfion de & cmissance des ogares Erens 0,8 lha siade d'ap picaton BECH 31-51

Respecter une application a la dose maximals homaologu ée.

Attention

H319 - Provoque une sévére
irritation des yeux.

H412 - HNocif pour les orga-
nismes aquatiques, entraine
des effets néfastes a long
terme.

P102 - Tenir hors de portée des X
enfants. |
P270 - Me pas manger, boire ou
fumer en manipulant ce produit.
P273 - BEviter le rejet dans I'environ-
nement.

P280 - Porter des gants de protec-
tion/un apparsil de prtection des

yeux/du visage. & Mamua anragistréa d'une sociéts du groups Synganta.
P305 + PA51 + P336 - EN CAS DE CONTACT AVEC LES YEUX : rincer avec | * Substance active d'une société du groupe Syngenta.
pracaution 4 |'eau pendant plusisurs minutes. Envelar les lentilles de contact
&ila victime en porte et =i alles peuvent &tre facilement anlevées. Continuer | jessssss=s==s=s==y
arncer. .~ | pgmsssssss===
P501 - Himiner le contenwe contensur dans une installation d'élimination
dee déchets agréée.

L e R R R e N L

Informations supplémentaires santé humaine :
Délai de rentrée dans |a parcells : 24 heures.

1 Do not place
text hers

Informations supplémentairas environnament :
SPel - Pour protéger les omanismes aquatiques, respecter une zone non e
tritae de 5 mafres par mpport aux points d'eau. FIGHES DE DONNEES DE SECURITE :
SP1 - Ne pas polluer I'eau avec le produit ou son emballage. (Ne pas nettoyer ickfds.com

le matériel d'application prés des eaux de surface./Eviter la contamination via www.qu *

les systémes d'évacuation des eaux a partir des cours de ferme ou des
routes),

EUH401 - Respectez les instructions d'utilisation pour éviter les risques www.syngentar,
pour la santé humaine et |'environnemant. .

Autfras eonditions o’ utilisation et précautions d’usage : lire affentivement le livrat. LOOOOO0D FRAN/TQ :

e e R R R B e e B e B e e B e e B e B B e e e e e e e e e e e e
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Appendix 3 — Letter(s) of Access

Not applicable.
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