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PART A - Risk Management
The company ADAMA FRANCE SAS has requested marketing authorisation in France for the product DIODE
(formulation codes: AG-S1-300 SC, sulcotrione 300 SC), containing 300 g/L sulcotrione, for use as a herbicide.

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 DIODE
(AG-S1-300 SC) where those data have not been considered in the EU peer review process. Otherwise assessments
for the safe use of DIODE (AG-S1-300 SC) have been made using endpoints agreed in the EU peer review of
sulcotrione.

This document describes the specific conditions of use and labelling required for France for the registration of
DIODE (AG-S1-300 SC).

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

11 Application background

The present registration report concerns the evaluation of ADAMA FRANCE SAS’s application to market DIODE
(AG-S1-300 SC) in France as a herbicide (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 renewal of
authorisation after approval of the active substance of this product in France and in other MSs of the Southern zone.

1.2 Active substance approval

Sulcotrione

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.

Specific provisions of regulation were as follows :
PART A

Only uses as herbicide 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 sulcotrione, and in particular Appendices I and Il thereof, as finalised in the
Standing Committee on the Food Chain and Animal Health on 28 October 2008 shall be taken into account.

In this overall assessment Member States must pay particular attention to:

— the operator safety and ensure that conditions of use prescribe the application of adequate personal protective
equipment where appropriate;

— the risk to insectivorous birds, aquatic and terrestrial non-target plants, and non-target arthropods.
Conditions of authorisation shall include risk mitigation measures, where appropriate.

The Member States concerned shall request the submission of further information on the degradation in soil and

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
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water of the cyclohexadione moiety and the long-term risk to insectivorous birds. They shall ensure that the notifier
at whose request sulcotrione has been included in this Annex provide such information to the Commission by 31
August 2011 at the latest.

An EFSA conclusion is available (EFSA Scientific Report (2008); 150, 1-86).

A Review Report is available (SANCO/159/08 final, 6 January 2009 [inclusion]; SANCO/159/08 final rev 1,
11 July 2014 [confirmatory data]).

1.3 Regulatory Approach

The present application (2012-1140) was evaluated by the French Agency for Food, Environmental and
Occupational Health & Safety (Anses)® in the context of the voluntary zonal procedure for all Member States of the
Southern zone taking into account the worst-case uses (“risk envelope approach™)?. Where 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 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 (dRR) based on Anses’ assessment of the application submitted for this product is in
compliance with Regulation (EC) no 1107/2009*, implementing regulations, Commission Directive 2008/125/EC of
19 December 2008 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
conclusion is reached on the acceptability of the intended uses on those “linked” crops. The aim of this Order,

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

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/affichTexte.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
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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.

1.4 Data Protection Claims

Where protection for data is being claimed for information supporting registration of DIODE (AG-S1-300 SC), it is
indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

15 Letter(s) of Access

Not applicable: The applicant owns all the data submitted, and has submitted equivalent data to All data still in
protection.

However, generic field monitoring studies are used for the higher tier assessment of birds and mammals. The letters
of Access for these studies are attached.

2 DETAILS OF THE AUTHORISATION

2.1 Product Identity

Product name (code) DIODE (AG-S1-300 SC, sulcotrione 300 SC)

Authorisation number 2090024

Function Herbicide

Applicant ADAMA FRANCE SAS

Composition Sulcotrione 300 g/L

Formulation type (code) Suspension concentrate (SC)

Packaging High density polyethylene (HDPE) bottle containing 1 L product
HDPE container containing 5 L product

2.2 Classification and Labelling

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

2.2.2  Classification and labelling in accordance with Regulation (EC) No1272/2008

Physical hazards -

Health hazards Specific target organ toxicity — Repeated exposure, Hazard Category 2

Reproductive toxicity, Hazard Category 2

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

MRLs”: SANCO/ 7525/V1/95 - rev.9

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
Date: 12/04/2017
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Environmental

hazards

Hazardous to the aquatic environment — Acute Hazard, Category 1

Hazardous to the aquatic environment — Chronic Hazard, Category 1

Hazard pictograms

)

Signal word Warning
Hazard statements | H361d Suspected of damaging the unborn child
H373 May cause damage to organs (kidney) through prolonged or repeated
exposure
H400 Very toxic to aquatic life
H410 Very toxic to aquatic life with long lasting effects.

Precautionary
statements —

For the P phrases, refer to the extant legislation

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

EUH208

Contains sulcotrione and 1,2-benzisothiazolin-3-one. May produce an allergic
reaction.

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

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

N/A: not authorisation renewal in France

2.2.4  Other phrases linked to the preparation

N/A: not authorisation renewal in France

Applicant: ADAMA FRANCE SAS

Evaluator: FRANCE
Date: 12/04/2017
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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.

GAP rev. 1, date : 12/04/2017

PPP (product name/code) DIODE/AG-S1-300 SC Formulation type: SC
sulcotrione Sulcotrione Conc. of a.s. 1: 300 g/L
Applicant: ADAMA FRANCE SAS professional use X
Zone(s): southern non-professional use [

Verified by MS: Yes

Crop
and/ Product F.G Pests or A s PHI
Or | Group of pests . Application Application rate per Remarks
or code | controlled Formulation treatment (days)
situation
[s} Water g
Type (g(f)r;g. leit:é)d Growth I::‘:); lI)r;ESvr;ear: as//hL | L/ha | as./ha
@ (b) (©) (g/_L) stage %)season applications o i | i () (m)
CRINENU (f-h) ) (days) max. | max. | max.
'gf dicotyledonous 1125 | 100-
Maize 300 F and grass SC | 300 Foliar spray BBCH <09 1 - 22'5 400 450 - Not acceptable (operator exposure)
weeds
SC
AG- . Cumulative rate 450 g a.s./ha split into 2
dicotyledonous 225 L
Maize ??C}O F and grass SC | 300 Foliar spray BBCH12t018 | 1to2 7 t0 20 525205 . il(())%- to 90 AR EEe T [
SC s Y Not acceptable (operator exposure )
AG- . Cumulative rate 300 g a.s./ha split into 2
dicotyledonous 150 o
ShIE Sie F and grass SC | 300 Foliar spray BBCH12t018 | 1to2 7 to 20 g | o to 42 A RS s
corn 300 e 300 400 300
SC Not acceptable (operator exposure)
AG- .
S1- dicotyledonous 75- 100-
Flax 300 F and grass SC 300 Foliar spray BBCH <09 1 - 600 400 600 F Not acceptable (operator exposure )
weeds
SC
2&5 dicotyledonous 28.125 100 | 1125 CumuIatlvearsétlaigazt?o?q:.;gr;a sl i 2
Ryegrass 300 F and grass SC | 300 Foliar spray BBCH 13 to 31 1to2 71020 t0 225 to to - Not acceptable (operator exposure
weeds 400 225 . s ;
SC insufficient residue data).
Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
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Remarks: (@) For crops, the EU and Codex classifications (both) should be used; where relevant, the use (i) g/kgorgl/l
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: ADAMA FRANCE SAS Evaluator: FRANCE
Date: 12/04/2017
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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

The formulation DIODE (AG-S1-300 SC) is a suspension concentrate (SC). All studies have been performed in
accordance with the current requirements. The appearance of the formulation is an off-white homogeneous
suspension, with characteristic odour. It is not explosive and has no oxidising properties. It has a self-ignition
temperature > 400 °C and a flash point above 100 °C. In aqueous solution (1 %), its pH is 3.4 at 22 °C. Stability data
indicate a shelf life of at least 2 years at ambient temperature (HDPE). Its technical characteristics are acceptable for
an SC formulation.

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

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

As relevant impurities (hydrogen cyanide and toluene) are by-products of the manufacturing process for sulcotrione
and as such cannot be formed by storage of the formulation, an analytical method for the determination of relevant
impurities in the formulation is not necessary.

3.1.2.2 Analytical methods for residues

Analytical methods are available in the monograph [draft assessment report] and in this dossier and validated for the
determination of residues of sulcotrione in plants (high water content, high oil content and dry commaodities), soil,
water (surface and drinking) and air.

To update the dossier and to be in accordance with guide SANCO 825/00/rev8., the following methods are required:
- avalidated analytical method for the determination of sulcotrione residue in fat,
- an ILV for the determination of sulcotrione residues in animal products.

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.

3.1.3 Mammalian Toxicology

3.1.3.1 Acute Toxicity

DIODE (AG-S1-300 SC), containing 300 g/L sulcotrione, has a low acute oral, inhalational and dermal toxicity, is
not irritating to the rabbit skin or eye and is not a skin sensitiser.

Considering the classification of the non-active ingredients, the active substances and the results of acute toxicity
studies, the DIODE (AG-S1-300 SC) formulation requires the toxicological classification shown in Section 2.2.
3.1.3.2 Operator Exposure

Application volume: 400 L/ha

Operator exposure was assessed against the AOEL agreed in the EU review of sulcotrione. Data on dermal
absorption of DIODE (AG-S1-300 SC) were provided and are considered acceptable.

Endpoint used in assessment for DIODE

Sulcotrione

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
Date: 12/04/2017
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Systemic AOEL :

0.0006 mg/kg bw/d

Dermal absorption of undiluted product:

0.3%

Dermal absorption of diluted product:

20 %

Operator exposure was modelled using the German BBA model:

Parameters used in operator exposure assessment

Application rate
Crop Equipment L product/ha Model used
(g a.s./ha)
Open field
Rye-grass Tractor- Minimum application rate : 0.375 BBA
mounted/trailed boom | L/ha
sprayer, hydraulic | (112.5 g a.s./ha)
nozzles

According to the model calculations, it can be concluded that the risk for the operator using DIODE (AG-S1-300
SC) on ryegrass is unacceptable with the use of personal protective equipment and with a coverall (90 %
protection factor) at the minimum application rate and with an application volume of 400 L/ha.

Therefore the risk for the operator is also considered unacceptable for the higher application rates and with
an application volume of 400 L/ha: flax, sweet corn, maize, millet, foxtail millet, Miscanthus and switchgrass.

Application volume: 100 L/ha

Operator exposure was assessed against the AOEL agreed in the EU review of sulcotrione. Data on dermal

absorption of DIODE (AG-S1-300 SC) were provided and are considered acceptable.

Endpoint used in assessment for DIODE

Sulcotrione

Systemic AOEL : 0.0006 mg/kg bw/d
Dermal absorption of undiluted product: 0.3%

Dermal absorption of diluted product: 5%

Operator exposure was modelled using the German BBA model:

Parameters used in operator exposure assessment

Application rate
Crop Equipment L product/ha Model used
(g a.s./ha)
Open field
Rye-grass Tractor- Minimum application rate : 0.375 BBA
mounted/trailed boom | L/ha
sprayer,  hydraulic | (112.5 g a.s./ha)
nozzles

According to the model calculations, it can be concluded that the risk for the operator using DIODE on ryegrass is
acceptable with the use of personal protective equipment and with a coverall (90 % protection factor) at the
minimum application rate and with an application volume of 100 L/ha.

Applicant: ADAMA FRANCE SAS

Evaluator: FRANCE
Date: 12/04/2017
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Operator exposure was modelled using the German BBA model:

Parameters used in operator exposure assessment

Application rate

Crop Equipment L product/ha Model used
(gas./ha)

Open field

Sweet corn Tractor- Minimum application rate : 0.5 BBA

mounted/trailed boom | L/ha

sprayer, hydraulic | (150 g a.s./ha)
nozzles

According to the model calculations, it can be concluded that the risk for the operator using DIODE (AG-S1-300
SC) on sweet corn is unacceptable with the use of personal protective equipment and with a coverall (90 %
protection factor) with an application volume of 100 L/ha.

Therefore the risk for the operator is also considered unacceptable for the higher application rates and with
an application volume of 100 L/ha: flax, maize, millet, foxtail millet, Miscanthus and switchgrass.

The following personal protective equipment is recommended by the applicant and confirmed by Anses (France):
e for mixing/loading

- Nitrile gloves certified EN 374-3;

- Working coveralls 65 % polyester / 35 % cotton; minimum 230 g/m?; with water-repellent treatment and with
hood;

- Long-sleeved aprons, Category Il Type PB3 worn over the coverall proposed above;

- Respiratory protection: disposable half-mask with a particle filter FFP3

o for application _ Downward spraying

If application with tractor with cab

- Working coveralls 65 % polyester / 35 % cotton; minimum 230 g/m?; with water-repellent treatment and with
hood;

- 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

- Respiratory protection: disposable half-mask with a particle filter FFP3

- Face shield certified according to EN 166-1F

If application with tractor without cab

- Working coveralls 65 % polyester / 35 % cotton; minimum 230 g/m?; with water-repellent treatment and with
hood;

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

- Respiratory protection: disposable half-mask with a particle filter FFP3

- Face shield certified according to EN 166-1F

e for equipment cleaning

- Nitrile gloves certified EN 374-3;

- Working coveralls 65 % polyester / 35 % cotton; minimum 230 g/m?; with water-repellent treatment and with
hood,;

- Long-sleeved aprons, Category 111 Type PB3 worn over the coverall proposed above;

- Respiratory protection: disposable half-mask with a particle filter FFP3.

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
Date: 12/04/2017
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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 112, It is concluded that there is no risk involved for the bystander after incidental short-term exposure
to DIODE (AG-S1-300 SC) at an application rate of 1 L/ha and 400 L/ha spray volume. At higher application rates,
bystander exposure is unacceptable. There is an acceptable risk for the bystander after incidental short-term
exposure to DIODE (AG-S1-300 SC) at an application rate of 2 L/ha and 100 L/ha spray volume

3.1.3.4 Worker Exposure

DIODE (AG-S1-300 SC) is used as herbicidal treatment on several crops where there is no need to re-enter the
treated area after application. Worker exposure is considered not relevant.

Re-entry period: six hours®

The following personal protective equipment is proposed by Anses (France) for any workers who have to intervene
on treated crops:
- Working coveralls 65 % polyester / 35 % cotton; minimum 230 g/m?2; with water-repellent treatment, and, if
in contact with treated crops, nitrile gloves.

3.1.4  Residues and Consumer Exposure

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

3.1.4.1 Residues

Regarding the magnitude of residues in maize and millet, a sufficient number of residue trials is available to support
the intended GAPs in France. These data allow it to be considered that no quantifiable residues of sulcotrione will be
present in grains, and to confirm that no MRL exceedence will result from intended uses.

Regarding the magnitude of residues in sweet corn, a sufficient number of residue trials are available to support the
intended GAPs in France. These data allow it to be considered that no quantifiable residues of sulcotrione will be
present in grains, and to confirm that no MRL exceedence will result from intended uses.

As no data on CMBA residue levels was presented in ryegrass, residue trials are not considered acceptable.

No residue trials on Miscanthus and switchgrass have been assessed in the present evaluation since these crops are
not intended to be used in human or animal diet.

As no residue trial was submitted for flax, seeds are not authorised to enter the human food or animal feed chains.
Mitigation measures: Following treatment with DIODE (AG-S1-300 SC), by-products from flax grown for fibre
must not be used as human food or animal feed.

As residues of sulcotrione do not exceed the trigger value of 0.1 mg/kg in all crops, there is no need to investigate
the effect of industrial and/or household processing.

Succeeding crop studies were not needed for the approval of sulcotrione and it is very unlikely that residues of
sulcotrione will be present in succeeding crops following use of DIODE (AG-S1-300 SC).

A theoretical CMBA residue level calculation in ryegrass shows that animal intake exceeds the highest level tested
in the goat metabolism study. Therefore it is not possible to verify that animal MRLs will not be exceeded at the
intended GAP. The intended use of DIODE (AG-S1-300 SC) on ryegrass cannot be considered acceptable.

& EURO-POEM II - Bystander Working group Report.
®  The legal basis for this is Article 3 Il 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]
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Date: 12/04/2017


http://admi.net/jo/20060921/AGRG0601345A.html
http://admi.net/jo/20060921/AGRG0601345A.html

Part A AG-S1-300 SC (DIODE) Registration Report —
National Assessment - Country — FRANCE Page 13 of 24 Southern Zone

3.1.4.2 Consumer exposure

The toxicological profile of sulcotrione and CMBA were evaluated at EU level, which resulted in the proposal of
ADIs (0.0004 mg/kg bwi/d for sulcotrione and 0.2 mg/kg bw/d for CMBA) that were considered in the context of
this evaluation. No ARfD has been defined for sulcotrione and CMBA.

Chronic consumer exposures resulting from the uses proposed in the framework of this application were calculated
for sulcotrione and CMBA. Based on EFSA PRIMo (rev2), chronic exposures were considered acceptable for all
groups of consumers.

For DIODE (AG-S1-300 SC), maximum groundwater concentrations of one metabolite of sulcotrione, CMBA, were
shown to exceed the threshold of 0.75 ug/L. A refined risk assessment is thus needed.

Maximum level in | Theoretical ingestion

groundwater (ug/L) pg/day pg/kg bw/day

Metabolites

Adult, 60 kg bw, 2 L/day water consumption:

DIODE CMBA 2.433 4.866 0.0811

To support the non-relevance of this metabolite, an ADI for CMBA is set from the one-generation rat study. The
NOAEL is 2500 ppm, equivalent to 247.6 and 267 mg/kg bw/d in males and females, respectively. A safety factor
of 1000 is applied, to set an ADI of 0.2 mg/kg bw/d.

The maximum theoretical ingestion of CMBA (0.0811 pg/kg bw/d) is much lower than this ADI. Therefore the
metabolite is not expected to be a safety concern.

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 sulcotrione and its metabolite CMBA 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 sulcotrione and its metabolite CMBA in soil, surface water and groundwater has 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.

PEC soil and PECsw derived for sulcotrione and its metabolite CMBA are used for the ecoa toxicological risk
assessment, and mitigation measures are proposed.

PECgw for sulcotrione do not exceed the trigger of 0.1 pug/L. PECgw for metabolite CMBA exceed the trigger of
0.1 pg/L but the metabolite is not considered of toxicological relevance in the calculated concentrations. 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 DT, 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

The ecotoxicological risk assessment of the formulation was performed according to the requirements of Regulation
(EC) No 1107/2009. Appropriate endpoints from the EU review for active substances and their metabolites were
used for the intended use patterns. In cases where deviations from the EU agreed endpoints were considered

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
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appropriate (for example when additional studies are provided), such deviations were highlighted and justified
accordingly.

Based on the guidance documents, the risks for birds, mammals, bees and other non-target arthropods, earthworms
and other soil macro-organisms and micro-organisms are acceptable for the intended uses.

For aquatic organisms, the risks are acceptable when a buffer zone of 20 metres incorporating a permanent
vegetative buffer zone of 20 metres is applied for use on maize and when a buffer zone of 5 metres is applied for use
on flax and ryegrass.

A restriction for not using on artificially drained soils is required for use on flax and ryegrass.

For terrestrial non-target plants, the risks are acceptable when a buffer zone of 5 metres is applied.

3.1.7 Efficacy
The product complies with the Uniform Principles.
Considering the data submitted:

- The efficacy of DIODE (AG-S1-300 SC) is considered satisfactory.

- The selectivity of DIODE (AG-S1-300 SC) is considered satisfactory on maize, sweet corn, flax and ryegrass

only.

- The risk of negative impact (yield, quality, transformation processes, propagation, succeeding crops, adjacent

crops) is considered acceptable, subject to certain labelling requirements.

- The risk of resistance developing or appearing is considered low.

Number of i
Harmful Method of Rate of o Conclusion of France for
Crops . L applications k . Remarks
organism application use efficacy section
(per crop)
Annual weeds
Maize (dicotyledonous Spraying 1.5L/ha 1* Acceptable -
and grasses)
Annual weeds
Sweet corn (dicotyledonous Spraying 1 L/ha 1* Acceptable -
and grasses)
Annual weeds
Flax grown for . .
fibre (dicotyledonous Spraying 2.0 L/ha 1 Acceptable -
i
and grasses)
Annual weeds
Ryegrass (dicotyledonous Spraying 0.75 L/ha 1* Acceptable -
and grasses)
Annual weeds . -
. . . Acceptable but insufficient
Millet (dicotyledonous Spraying 1.5L/ha 1* . -
selectivity data
and grasses)
Foxtail Annual weeds . .
. . . Acceptable but insufficient
(Hungarian) (dicotyledonous Spraying 1.5 L/ha 1* . -
; selectivity data
millet and grasses)
Miscanthus x Acceptable but insufficient
. Annual weeds Spraying 1.5 L/ha 1* P o -
giganteus (dicotyledonous selectivity data

Applicant: ADAMA FRANCE SAS
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Number of i
Harmful Method of Rate of o Conclusion of France for
Crops . o applications k . Remarks
organism application use efficacy section
(per crop)

and grasses)

Annual weeds . .
. . . Acceptable but insufficient
Switchgrass (dicotyledonous Spraying 1.5 L/ha 1* . -

selectivity data
and grasses)

* Split application possible

3.2 Conclusions arising from French assessment

Use in maize pre-emergence:
- The operator exposure at rates equal to or greater than 0.375 L/ha with 400 L/ha spray volume is not
acceptable.
- There is insufficient phytotoxicity data for millet, foxtail millet, Miscanthus and switchgrass.
Use in maize post-emergence:
- The operator exposure at rates equal to or greater than 0.5 L/ha with 100 L/ha spray volume is not
acceptable.
Use in sweet corn:
- The operator exposure at rates equal to or greater than 0.5 L/ha with 100 L/ha spray volume is not
acceptable.
Use in flax:
- The operator exposure at rates equal to or greater than 0.375 L/ha with 400 L/ha spray volume is not
acceptable.
Use in ryegrass:
- The operator exposure, except for 0.375 L product/ha in 100 L spray mixture/ha is not acceptable.
- There is insufficient residue data (no residues trials measuring metabolite CMBA).

Taking into account the above, an authorisation cannot be granted. A copy of the decision issued can be found in
Appendix 1 — Copy of the product decision.

3.3 Substances of concern for national monitoring

No information stated.

34 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

N/A: not authorisation renewal in France

3.4.3  Label amendments (see label in Appendix 2):

N/A: not authorisation renewal in France

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
Date: 12/04/2017
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Appendix 1 — Copy of the French decision

= u anses ()

Liberté « Egalité » Fraternité
REPUBLIQUE FRANGAISE

Décision relative a une demande de renouvellement de I'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 Il du titre V du livre Il des parties
législative et reglementaire,

Vu la demande de renouvellement de [lautorisation de mise sur le marché du produit
phytopharmaceutique DIODE

de la société ADAMA FRANCE SAS

enregistrée sous le n°2012-0892

Vu l'avis de I'Anses du 28 mai 2015,
Vu la notification de l'intention de retrait d’usages du 1% juillet 2016,

Vu les observations transmises dans le cadre de la procédure contradictoire en date du 18 juillet
2016,

Vu les éléments complémentaires transmis par la direction en charge de I'évaluation des produits
reglementés de I’Anses concernant I'usage sorgho le 28 février 2017,

Considérant que les risques pour I'opérateur liés aux utilisations sur mais, mais doux, sorgho et lin
sont inacceptables, et que les données disponibles sur graminées fourragéres ne permettent pas
d’exclure un risque de dépassement des limites maximales de résidus en vigueur,

Considérant donc qu'il ne peut pas étre établi que les exigences mentionnées a l'article 29 du
reglement (CE) n°1107/2009 sont respectées,

L'autorisation de mise sur le marché du produit phytopharmaceutique désigné ci-aprés est retirée
en France dans les conditions précisées dans la présente décision.

DIODE
AMM n°2090024 Page 1 sur4
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Liberté « égnlile‘ « Fraternité
REPUBLIQUE FRANGAISE

Informations générales sur le produit

DIODE
Noms du produit KREATO

SULCOGAN

Type de produit Générique

ADAMA FRANCE SAS
Titulaire 6/8 avenue de la Cristallerie

92316 Sévres CEDEX

FRANCE
Formulation Suspension concentrée (SC)

Contenant 300 g/L - sulcotrione

Nom commercial MIKADO
Produit de référence

N° AMM 9100297
Numeéro d'intrant 2070481
Numéro d'AMM 2090024
Fonction Herbicide
Gamme d'usages Professionnel
Date limite pour la vente et la distribution 3 mois a compter de la présente décision
Date limite pour le stockage et I'utilisation des S g : sl
Stooks : 9 mois a compter de la présente décision

A Maisons-Alfort, le {9 AVR, 2017

T UA

Frangoise WEBER
Directrice générale adjointe des produits réglementés
Agence nationale de sécurité sanitaire de
I'alimentation, de I'environnement et du travail (ANSES)

DIODE
AMM n°2090024 Page 2 sur 4
Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
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> N anses {3

Liberté « Egalité  Fraternité
REPUBLIQUE FRANGAISE

ANNEXE | : Conditions de mise sur le marché demandées

Classification du produit

Catégorie de danger Mention de danger
Toxicité pour la reproduction, catégorie 2(d) H361d : Susceptible de nuire au foetus

Toxicité spécifique pour certains organes cibles | H373 : Risque présumé d'effets graves pour les
- Exposition répétée, catégorie 2 organes a la suite d'expositions répétées ou d'une
exposition prolongée

Dangers pour le milieu aquatique - Danger H400 : Trés toxique pour les organismes aquatiques
aigu, catégorie 1

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

EUH208 : Contient de la sulcotrione et de la 1,2-benzisothiazolin-3-one. Peut produire une réaction
allergique

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

DIODE
AMM n°2090024 Page 3 sur 4
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Appendix 2 — Copy of the draft product label as proposed by the applicant

HERBICIDE MAIS, MAIS DOUX, LIN TEXTILE,
RAY-GRASS ANGLAIS, MILLET, MOHA, MISCANTHUS, PANIC

Diode’

Applicant: ADAMA FRANCE SAS Evaluator: FRANCE
Date: 12/04/2017



Part A AG-S1-300 SC (DIODE) Registration Report —
National Assessment - Country — FRANCE Page 21 of 24 Southern Zone

Diode®
ANM NT2080024 .
SC = Suspension Concentrée

Contient 300 g/L de sulcofrione (26,55 %)

H - Dangereux
powr
l'enwircnnemszni

RSWES Tres toxigue pour les organismes aguatigues, peut emtrainer des effets néfasies

Délai de n-eninée des tavaillewrs sur la pamelle - &h aprés raiement

SHAE  Ne pas jeter les nésidus # Fégout; ne se débarmsser de ce produil qu'en prenant iowle pré-

=] Eliminer le produit et son nicipient comme un déchet

S &1 Ehhwtmrmﬂuﬂhhrmﬂutwhhl:hm
e sécuTilé.

Lire les insirclions cijoinbes avant emgploi.

Respecter les instrudtions d'uilisations powr Gviter les risques pour [Thomme et Menvironnement

&M B pas polluer Meau avec b produit ou son embalbge.

Efed  Pour prodiger les organismes aquatiques, respecier une pone non aiée de 20 m par mp-
port aux points deau ef prévoir un dispositi vegétalisé permanent non traiké d'une kargewr
die 20 my, pour e mais.

Four protéger les crganismes. aquatigues, respecier une zane nan raide de § m par
rapport aux points d'eau pour le lin el le @y-grass.

Sfe3d  Pour prodiger les planies non cbles, respecier une one non trailée de 10 m powr e mais
ef le ray-grass et de 15 m pour ke lin, par appor] 2 k2 zone non culivée adiacenie.

La fiche de données de séourd peul &ire oblenue gratuilement sur interne! s guickdds oom
ou & jpartic de www ma-france com cw en écrivant & kxS ma-france com ou par courier
4 ladres=e postale de MAKHTESHIM-AGAN France.

Pt fatwioud an lradl

== Db par :
MAKHTESHM-&GAN Francs
2, Pusd Tioe/on
G318 Giras Cades
Tl : o &1 90 16 08
Volume n&t:5 L Fiaoe : il 46 &2 71 17
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Appendix 3 — Letter(s) of Access

The letters of access are available and have been removed for confidentiality reasons.
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