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PART A
RISK MANAGEMENT

1 Details of the application

The company GOWAN France SAS has requested a marketing authorisation in France for the product
RUTILANT (product code: GF-2436), containing 600 g/kg benfluralin!, as a herbicide for professional
uses.

Appendix 1 of this document provides a copy of the product authorisation.

Appendix 2 of this document contains a copy of the product label (draft as proposed by the applicant).

1.1 Application background

The present registration report concerns the evaluation of GOWAN France SAS’s application submitted on
09/06/2016 to market RUTILANT (GF-2436) in France (product uses described under point 2.3). France
acted as a zonal Rapporteur Member State (zZRMS) for this request and assessed the application submitted
for the first authorisation of this product in France and in other Member States (MSs) of the Southern zone.

The present application (2016-3759) was evaluated in France by the French Agency for Food,
Environmental and Occupational Health & Safety (Anses), according to the Regulation (EC)
no 1107/20092, the implementing regulations, and French regulations. This application was assessed in the
context of the zonal procedure for all MSs of the Southern zone, taking into account the worst-case uses
(“risk envelope approach”)®. When risk mitigation measures were necessary, they are adapted to the
situation in France.

The data taken into account are those deemed to be valid either at European level (Review Report and
EFSA conclusion) or at zonal/national level. The assessment of RUTILANT (GF-2436) have been made
using endpoints agreed in the EU peer review of benfluralin. It also includes assessment of data and
information related to RUTILANT (GF-2436) where those data have not been considered in the EU peer
review process.

This part A of the RR presents a summary of essential scientific points upon which recommendations are
based and is not intended to show the assessment in detail. The risk assessment conclusions provided in
this document are based on the information, data and assessments provided in the Registration Report,
Part B Sections 1-10 and Part C, and where appropriate the addendum for France.

1 Commission Implementing Regulation (EU) No 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, as amended by Commission implementing Regulation (EU)
2019/2094 of 29 November 2019 amending Implementing Regulation (EU) No 540/2011 as regards the extension of the approval periods of
the active substances benfluralin, dimoxystrobin, fluazinam, flutolanil, mancozeb, mecoprop-P, mepiquat, metiram, oxamyl and pyraclostrobin.

2 REGULATION (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant pro-

tection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC

SANCO document “risk envelope approach”, European Commission (14 March 2011). Guidance document on the preparation and submission

of dossiers for plant protection products according to the “risk envelope approach”; SANCO/11244/2011 rev. 5



http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
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The conclusions on the acceptability of risk are based on the criteria provided in Regulation (EU)
No 546/2011%, and are expressed as “acceptable” or “not acceptable” in accordance with those criteria.

This document also describes the specific conditions of use and labelling required for France for the
registration of RUTILANT (GF-2436).
1.2 Letters of Access

Not necessary: the applicant is the owner of data which support the approval of the active substance.

1.3 Justification for submission of tests and studies

According to the applicant: “Studies have been submitted to support the new product authorisation of
RUTILANT (GF-2436) in France”.

1.4 Data protection claims

Where protection for data is being claimed for information supporting registration of RUTILANT (GF-
2436), it is indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

2 Details of the authorisation decision

2.1 Product identity

Product code GF-2436.

Product name in MS RUTILANT.

Authorisation humber N/A : no marketing authorisation granted
Kind of use Professional use.

Low risk product (article 47) No.

Function Herbicide.

Applicant GOWAN France S.A.S.

Active substance(s) Benfluralin, 600 g/kg.

(incl. content)

Formulation type Water-dispersible granule [code : WG].
Packaging N/A : no marketing authorisation granted

Coformulants of concern for
national authorisations

Restrictions related to identity | The spray mixture should be agitated or stirred during application in accordance
with good agricultural practices.

Mandatory tank mixtures None.

Recommended tank mixtures None.

4 COMMISSION REGULATION (EU) No 546/2011 of 10 June 2011 implementing Regulation (EC) No 1107/2009 of the European Parliament
and of the Council as regards uniform principles for evaluation and authorisation of plant protection products


http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
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2.2 Conclusion DAMM

The evaluation of the application for RUTILANT (GF-2436) resulted in the decision to refuse the
authorisation.

2.3 Substances of concern for national monitoring

Refer to 5.1.1.

2.4 Classification and labelling

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

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

Hazard class(es), categories: Skin sensitisation, category 1B.

Carcinogenicity, category 2.

Hazardous to the aquatic environment - acute hazard, category 1.
Hazardous to the aquatic environment - chronic hazard, category 1.

Hazard pictograms: % |

GHS07  GHS08  GHS09

Signal word: Warning.

Hazard statement(s): H317: May cause an allergic skin reaction.

H351: Suspected of causing cancer.

H400: Very toxic to aquatic life.

H410: Very toxic to aquatic life with long-lasting effects.

Precautionary statement(s): For the P phrases, refer to the extant legislation.

Additional labelling phrases: -

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

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

N/A : no marketing authorisation granted

2.4.3 Other phrases (according to Article 65 (3) of the Regulation (EU) No
1107/2009)

N/A : no marketing authorisation granted

2.5 Risk management

According to the French law and procedures, specific conditions of use are set out in the Decision letter.
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The French Order of 4 May 2017° provides that:

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

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

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

Drift reduction measures such as low-drift nozzles are not considered within the decision-making process
in France. However, non-spraying buffer zones may be reduced under some circumstances as explained in
appendix 3 of the above-mentioned French Order.

Finally, the French Order of 26 March 2014° provides that:

- an authorisation granted for a “reference” crop applies also for “related” crops, unless formally stated
in the Decision
- the “reference” and “related” crops are defined in Appendix 1 of that French Order.

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

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

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

251 Restrictions linked to the PPP

N/A : no marketing authorisation granted.

2.5.2 Specific restrictions linked to the intended uses

N/A : no marketing authorisation granted.

Arrété du 4 mai 2017 relatif a la mise sur le marché et a I'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés a l'article
L. 253-1 du code rural et de la péche maritime, modifié par I’arrété du 27 décembre 2019

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

SANCO document “guidance document:- Guidelines on comparability, extrapolation, group tolerances and data requirements for setting
MRLs”: SANCO/ 7525/V1/95 - rev.9



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

Page 8/22

GF-2436 /| RUTILANT
Part A - National Assessment
FRANCE DEPR version

2.6 Intended uses (only NATIONAL GAP)

Please note:
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: 2020-08-11

PPP (product name/code): RUTILANT / GF-2436 Formulation type: WG @)
Active substance 1: benfluralin Conc. of a.s. 1: 600 g/kg ©
Applicant: GOWAN France S.A.S. Professional use: =
Zone(s): Southern Zone © Non-professional use: [ ]
Verified by MS: Yes
Field of use: Herbicide
1 2 3 4 5 6 7 8 9 10 ‘ 11 12 13 14
Use- |Member |Crop and/ | F, Pests or Group of pests | Application Application rate PHI Remarks:
No. © |state(s) |or situation | Fn, | controlled . — . (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | kg product/ha g a.s./ha | Water e.. g safener/synergist
(crop G (additionally: nd stage of crop & |a) peruse between a) max. rate per L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ |applications | appl. a) max. rate per| 0
of crop) Gpn | the pest or pest group) season (days) b) max. total rate | appl. min/ma
or per crop/season | b) max. total rate | x

I per crop/season

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

1 FR Winter oilseed rape | F Annual  grasses  and | Broadcast | Pre-sowing 1 - 2.0 1200 200- F - Not acceptable
broadleaved weeds spray and | 1% August to end 400 before (resident child)
incorporati | of September sowing
on into soil . Not acceptable
(hydraulic (soil macro-organisms
nozzles) other than earthworms)
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- [Member |Crop and/ | F, Pests or Group of pests | Application Application rate PHI Remarks:
No. © | state(s) |or situation | Fn, | controlled T — (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | kg product/ha g a.s./ha | Water e.g. g safener/synergist
(crop G, (additionally: nd stage of crop &|a) per use betvv_een_ a) max. rate per L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per| ®
of crop) Gpn | the pest or pest group) season (days) b) max. total rate | appl. min/ma
or per crop/season | b) max. total rate | x
I per crop/season
2 FR Sunflower F Annual  grasses  and | Broadcast | Pre-sowing 1 - 2.0 1200 200- F - Not acceptable
broadleaved weeds spray and | 15" March to 15" 400 before (resident child)
incorporati | May sowing
on into soil . Not acceptable
(hydraulic (soil macro-organisms
nozzles) other than earthworms)
Remarks (@ e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) (d)  Select relevant
table (b)  Catalogue of pesticide formulation types and international coding system CropLife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 in column 1
(c) gl/kgorg/l ()  No authorisation possible for uses where the line is highlighted in grey, Use should be crossed out
when the notifier no longer supports this use.
Remarks 1 Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
columns: 2 Use official codes/nomenclatures of EU Member States Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use application
situation should be described (e.g. fumigation of a structure) 8 The maximum number of application possible under practical conditions of use must be provided.
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9 Minimum interval (in days) between applications of the same product
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, 10  For specific uses other specifications might be possible, e.g.: g/m? in case of fumigation of empty
Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11  The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product/ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 12 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
application must be named. mentioned under “application: method/kind”.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13 PHI - minimum pre-harvest interval
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type 14  Remarks may include: Extent of use/feconomic importance/restrictions

of equipment used must be indicated.
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3 Background of authorisation decision and risk management

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

RUTILANT (GF-2436) is a WG formulation. All studies have been performed in accordance with the cur-
rent requirements and the results are deemed acceptable. The appearance of the product is a dark yellow
granular solid, with characteristic odour. It is not explosive and has no oxidising properties. The product is
not highly flammable. It has a self-ignition temperature of 255 °C. In agueous solution (1 %), it has a pH
value of 7.2 at 22 °C. There is no effect of low and high temperatures on the stability of the formulation,
since after 14 days at 54 °C and eight weeks at 40 °C, neither the active substance content nor the technical
properties were changed. The stability data indicate a shelf life of at least two years at ambient temperature
when stored in a foil-laminated bag (FLB) or a multi-walled paper bag. Its technical characteristics are
acceptable for a WG formulation.

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

The spray mixture should be agitated (stirred) during application in accordance with good agricultural
practices.

3.2 Efficacy (Part B, Section 3)

The efficacy level of RUTILANT (GF-2436) is considered acceptable on rapeseed (oilseed rape) in a cur-
rent context where grasses are more difficult to control.

The efficacy level of RUTILANT (GF-2436) is acceptable on sunflower at the requested dose.
Risks of negative impact on yield, quality and multiplication are considered acceptable.
The risk of negative impact on adjacent and succeeding crops is considered acceptable.

The risk of resistance developing or appearing to benfluralin does not require monitoring for the re-
quested uses.

3.3 Methods of analysis (Part B, Section 5)

Analytical methods for the determination of the active substance and the relevant impurity, ethyl-butyl-
nitrosamine (EBNA), in the formulation are available and validated.

Analytical methods are available in the Draft Assessment Report/this dossier and validated for the determi-
nation of residues of benfluralin in plants (high-oil-content commodities), soil, water (surface and drinking)
and air.

An analytical method is available in this dossier and validated for the determination of residues of benflu-
ralin in tissues and body fluids.

10
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3.4 Mammalian toxicology (Part B, Section 6)

Endpoints used in risk assessment

Active substance: benfluralin

ADI 0.005 mg/kg bw/d
ARfD Not applicable
EU (2008)
AOEL 0.05 mg/kg bwi/d
AAOEL -
Dermal ab- | Based on default values according to guidance on dermal absorption (Efsa 2012)*:
sorption
Coqcentrate Spray dilution
(used in formula- . .
tion) (used in formulation)
600 g/kg 3-6 /L
Dermal absor([;tlon endpoints 25 30
(0]
Oralt?gsorp- 30 %
Vapour pres- | 1.73 x 102 Pa at 20 °C EFSA (2008)
sure 4.16 x 10° Pa at 25 °C

*The read-across between EF-1533 and RUTILANT (GF-2436) is not considered acceptable. The dermal absorption study was
performed with the emulsionate concentrate formulation EF-1533. RUTILANT (GF-2436) is a wettable granule formulation.
According to the EFSA guidance on dermal absorption (EFSA Journal 2012,10(4):2665), the study must be performed on a simi-
lar type of formulation

34.1 Acute toxicity

RUTILANT (GF-2436), containing 600 g/kg benfluralin, has a low acute oral, inhalational and dermal
toxicity, is not irritating to the rabbit skin or eye but is a skin sensitiser.

3.4.2 Operator exposure

Summary of critical use patterns (worst cases):

11
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Maximum application rate

Equipment kg product/ha Minimum vol-
Crop type F/IG8 . ume water
Application method (L/ha)
(g a.s./ha)
Sunflower, oilseed F 2 kg RUTILANT (GF- 200
rape Vehicle-mounted 2436) /ha

Downward spraying
(1200 g benfluralin/ha)

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

. . % AOEL
Crop Equipment PPE and/or working coverall benfluralin
. Vehicle-mounted Working coverall and gloves during mix-
Oilseed X . . o 23
downward spraying | ing/loading and application

According to the model calculations, it may be concluded that the risk for the operator using RUTILANT
(GF-2436) is acceptable with a working coverall and gloves during mixing/loading and application,

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

3.4.3 Worker exposure

In the EFSA Journal 2019;17(10):5842, it is indicated that “Workers are not expected to re-enter treated
fields”. Therefore, there is no need to perform the risk assessment for the workers, and worker exposure is
thus considered acceptable.

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

34.4 Bystander exposure

Consideration of acute exposure should only be made where an AAOEL has been established during an
approval, review or renewal evaluation of an active substance, i.e. no acute operator or bystander exposure
assessments can be performed with the AOE model where no AAOEL has been set®,

Only resident exposure is provided since, according to EFSA Guidance on the assessment of exposure of
operators, workers, residents and bystanders in risk assessment for plant protection products (EFSA Journal
2014;12(10):3874): “No bystander risk assessment is required for PPPs that do not have significant acute

8 Open field or glasshouse

® AOEM — Agricultural Operator Exposure Model (EFSA Journal 2014:12 (10):3874)

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

12
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toxicity or the potential to exert toxic effects after a single exposure. Exposure in this case will be deter-
mined by average exposure over a longer duration, and higher exposures on one day will tend to be offset
by lower exposures on other days. Therefore, exposure assessment for residents also covers bystander ex-
posure.”

3.4.5 Resident exposure
e Residential exposure was assessed according to the EFSA model* incorporating a distance of 10

metres from the spray boom and drift reduction technology. An unacceptable risk was deter-
mined for residents (children).

Model (AOEM) - All pathways (mean) % AOEL benfluralin
Resident (children) 115
Resident (adults) 57

It has to be noted that the exposure assessment for the resident adult is not necessary, since in the EFSA
Journal 2019;17(10):5842 it is indicated that “Residential exposure during re-entry is not considered rele-
vant for the type of application on bare soils. Accordingly, it is concluded that resident adults’ exposure
does not exceed the AOEL, Regarding children residents, exceedance is also driven by spray drift exposure.
It is noted that mitigation measures may be applied in addition to the ones proposed by the RMS in the
revised RAR, such as restricting applications to those using drift reducing technology and requiring mini-
mum spray volume of 400 L/ha (while the GAP refers 200—400 L/ha).10 On that basis, the resident child
exposure via all relevant pathways is less than 50% of the AOEL.” However, the risk assessment has to
be performed on resident children since the dermal absorption values used in the EFSA Journal are
different. Therefore, an unacceptable risk was determined for residents (children) even when drift
reduction technology and mitigation measures such as a buffer zone of 10 metres are taken to reduce
the resident exposure.

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

Overall conclusion

The data available are considered sufficient for risk assessment. No exceedence of the current MRL of
0.02* mg/kg for benfluralin as laid down in Reg. (EU) 396/2005 is expected.

The chronic intakes of benfluralin residues are unlikely to present a public health concern. The short-term
intake is of no concern since no ARTD is set for benfluralin.

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

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

Data gaps:
None.

13
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Summary for RUTILANT (GF-2436)

Table 1: Information on RUTILANT (GF-2436) (KCA 6.8)
PHI for RUTI- PHI for RUTI-
LANT (GF- . . I . LANT (GF- zZRMS Comments
Crop 2436) PHI/withholding period* sufficiently 2436) it diff ¢ PHI
supported for benfluralin (if differen pro-
requested by ap- proposed by posed)
plicant ZRMS
Oilseed |NR (pre-sowing) |NR F (application |-
rape stage pre-sow-
Sun- ing)
flowers

NR: not relevant

Table 2: Waiting periods before planting succeeding crops
Waiting period before planting succeeding crops Overall waiting period proposed
by zZRMS for RUTILANT (GF-
Crop group Led by benfluralin 2436)
All crops NR Hone

NR: not relevant

3.6 Environmental fate and behaviour (Part B, Section 8)

The fate and behaviour in the environment have been evaluated according to the requirements of Regulation
(EC) No 1107/2009. Appropriate endpoints from the EU conclusions were used to calculate predicted en-
vironmental concentration (PEC) values for the active substance and its metabolites for the intended use
patterns. In cases where deviations from the EU agreed endpoints were considered appropriate (for example
when additional studies are provided), such deviations were highlighted and justified accordingly.

The PEC values of benfluralin and its metabolites in soil, surface water and groundwater have been assessed
according to FOCUS guidance documents, with standard FOCUS scenarios to obtain outputs from the FO-
CUS models, and the endpoints established in the EU conclusions or agreed in the assessment based on
new data provided.

PECsoil and PECsw values derived for the active substance and its metabolites are used for the ecotoxico-
logical risk assessment, and mitigation measures are proposed.

PECgw values for benfluralin do not occur at levels exceeding those mentioned in Regulation (EC)
no 1107/2009. Therefore, no unacceptable risk of groundwater contamination is expected for the intended

uses.

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

14
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3.7 Ecotoxicology (Part B, Section 9)

The ecotoxicological risk assessment of the formulation RUTILANT (GF-2436) was performed according
to the requirements of Regulation (EC) No 1107/2009. Appropriate endpoints from the EU conclusions for
the active substance and its metabolites were used for the intended use patterns. In cases where deviations
from the EU agreed endpoints were considered appropriate (for example when additional studies are pro-
vided), such deviations were highlighted and justified accordingly.

Based on the guidance documents, the risks for birds, mammals, aquatic organisms, bees and other non-
target arthropods, earthworms, micro-organisms and non-target terrestrial plants are acceptable for the in-
tended uses. Risk mitigations are required for aquatic organisms.

For soil macro-organisms other than earthworms, according to the new requirements of Reg. No.
284/2013, chronic toxicity studies for Folsomia candida and Hypoaspis aculeifer should have been

submitted. Therefore, France as zZRMS considers that without these studies, the risk assessment for
these specific macro-organisms cannot be finalised.

3.8 Relevance of metabolites (Part B, Section 10)

An assessment was conducted according to the SANCO/221/2000 guidance document. Please refer to
environmental fate and behaviour above for conclusion on the risk of groundwater contamination.

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

The active substance benfluralin is not approved as a candidate for substitution, therefore a comparative

assessment is not foreseen.

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

When the conclusions of the assessment is “Not acceptable”, please refer to relevant summary under
point 3, “Background of authorisation decision and risk management”.

5.1.1 Post-authorisation monitoring

. N/A : no marketing authorisation granted

51.2 Post-authorisation data requirements

N/A : no marketing authorisation granted

15
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Appendix1 Copy of the product authorisation

= N anses :_)

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 11l du titre V du livre Il des parties Iégislative et
reglementaire,

Vu la demande d'autorisation de mise sur le marché du produit phytopharmaceutique RUTILANT

de la société GOWAN FRANCE

enregistrée sous le n°2016-3759

Vu les conclusions de I'évaluation de I'Anses du 15 juin 2020,

Considérant que lutilisation du produit entraine un risque d'effet nocif pour les résidents (enfants) et les
personnes présentes (enfants) lié au dépassement du niveau acceptable d’exposition a la substance active

benfluraline,
Considérant qu'un risque d’effet inacceptable pour les macroorganismes du sol ne peut étre exclu,

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

La mise sur le marché du produit phytopharmaceutique désigné ci-aprés n'est pas autorisée en France.

RUTILANT
AMM n°- Page 1sur3

16



GF-2436 / RUTILANT
Part A - National Assessment
FRANCE DEPR version

Page 17/22

7
E/l .

Liberté « Egalité » Fraternité
REPUBLIQUE FRANGAISE

anses :}

Informations générales sur le produit

Nom du produit

RUTILANT

Type de produit

Produit de référence

GOWAN FRANCE

Titulaire by L
77139 PUISIEUX
France
Formulation Granulé dispersable (WG)
Contenant 600 g/kg - benfluraline

Numéro d'intrant

9899-2016.01

Numéro d'AMM -
Fonction Herbicide
Gamme d'usage Professionnel
A Maisons-Alfort, le
11 AoUT 2020
Caroline SEMAILLE

I'alimentation, de I'environ

RUTILANT
AMM n°-

Directrice génératedéléguée
en charge du pél nl@duit réglementés

Agence nationale de sécuri

sanitaire de

Kt et du travail (ANSES)

Page 2 sur 3
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Appendix 2  Copy of the product label

The draft product label as proposed by the applicant is reported below. The draft label may be corrected
with consideration of any new element. The label shall reflect the detailed conditions stipulated in the
Decision.

RUTILANT

Herblclde de pré-samis pour e colza d'hiver af la toumessl

Autorization e Mise sur b2 Marche [A ML) W™ 3000000
Detenteur de FAMLML - GOWAN France SAS (3, nue du Gue - 77139 Puishaux)

Granuies dispersibles dans 'eau (WG) contenant £00 g/kg (50 % m/m) de benfluraling {CAS N™1851-40-
1)

Lire gifenthement les recommandations d'empiol avant fowte willsation.

RUTILANT
Granues dispersibles dans leau contenant 600 gikg de benfluraline (CAS N™1361-40-1)

H317 Peut provoguer une allergle cutange,

H410 Tres toxque pour les organismes aquabiques, entraine des efats
néfasies a long terme.

P250 Porer des ganmts de prodectionides wstemenis de proteciioniun
gquipement de protection desyeuidu visage.

P3024P352 EN CAS DE CONTACT AVEC LA PEAL: laver abondamment a
l'2au &1 au savon.

P333+P313 En cas d'lmiation ou d'érupdon cutange: Consulter un meédesn.
P363 Laver les watamenis contaminas avant rautliisation.

P391 Recwsllir 2 prodult répandu.

PS01 Elminer le contenwrécipient dans un centre de coliecie des déchets
dangereux agréé, conformameant 3 1a réglementation en viguswr.

EUH4D1 Respectaz les Instructions d'utilsation pour eviter les sques pour |a

ATTENTION £anté humaing at fenvironnament.

SPed Pour protéger les organismes aquatiques, respecier une Zone non trafiés de 20 méfres en bordure
de par rapport aux points d'eau.

SPed— Powr protéger les plantes non-cibies, respectar une Zone non traltée de § métnes parrapgont ala
Zofe non culivée adacente.

Delal de rentrée des ravallewrs sur la parcelle © 45 heures aprés iraliement.
PRODUIT RESERVE A UN USAGE PROFESSIONNEL

Disiribué par - GOWAMN France SAS, 5, rus du Gus, 77133 PUISIEUX
Tél - 01 64 36 61 61 — Fax - 01 60 44 70 &1

En cas d'urgencs, appalez Is 15 ou le centre antl-potson, nalez vos sympidmes au regaau
«Phyt attitudes, n® wart 0 800 B8T 887 (appal gmtu-?t mpulaptllrf;lul;h Tla). ym

EN CAS DINCIDENT OU D"ACCIDENT, APPELEZ LE 01 43 84 57 33
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RUTILANT — Harbicide

RUTILANT est un hermicide de pré-semis du coiza hiver et du foumesod qui dolt &ire Incorpore dans le
sol 0l Eﬂ‘l au niveau des ugElEE g1 des radicelles dep adventioes en cows oe gennhaunn. en Inhibant la
formation des micro-tubules (groupe HRAC K1).

RUTILANT peut s'appliguer sur colza sous couvert de lkgumineuses.

TABLEAU DES USAGES AUTORISES -

Drélal &vant
Cutturs Usage {ED;:J Récolte Tll;?t::?;:]“
g [DAR) jours
Crucherss pleagineusss Désherbage antigraminees et 5 20
{Colza d'hilver} antidicotylédones - m
Desnerbage anigramnees et i
Toumesa antidicotylédanas 2 =om

Les limites madmalkes de residus sont disponibles a I'adresse suvante :
hitp:/ies. suropa suisanco_pesticdesipubie

Zowan France 5.A.5. ne préconise I'utllsation de RUTILANT que sur les cultures et 1sages mentionnés
dans le tableau des usages autorises e, a o2 tire, decline toute responsabliite concemant
Iedargissemsant g2 son utlisation & d'autres usages tels Que prévies par Famits du 28 mars 2014, Avant

toute uthisation de RUTILANT, s'assurer de 5on aféquation avec vobre filléne e production et aves les
recommandatons ofcelles reglonales.

EFFICACITE

RUTILANT agit sur les mauvalses heroes annusiies en les detrulsant dés leur gemmination. Il est
InefMcace sur les adventices déja éiablies.

Gramingss annuslles sansibles & trés senslbles

Agrostis-owst du vent, daclyle aggloméns, @gitalre, folle-avoing, sdtalre. EMcace sur les gralnes non
QeImess 52 rouvant dans la Zone raltés.

Graminges annuslles moysnnemant senalbles
Paniz, paturing annuel et commL, ray-grass, vupin.

Dicofylédonss annuslles sansibes 3 trés senslbles

Amaranie, atripiey, chénopode, coquelcot, mowon des champs, mouron des olseauy, myosobs,
pourpler potager, renouss Eeron, renowde des olseauy, renpuse perslcalne, vennigue fzulle de lleme.
Dicofylédonss annusllss moyennement senslbles

Fumelsme, gallet-grateron, lamier, renouse feulle de patience, renoncule des champs, veronkgue de
Pearse.

PREFPARATHIN DE LA BOUILLIE

Remplr e réservalr de I'apparell aux rols-guars avec de eau | werser |3 quantlté necessalrs de
RUTILANT et compiéter e remplissage.

Empioyer un pulverisateur distribuant de 200 a 400 Wres de Doullle a Imeciare et assurant wne
réganiion raguiksre de rherblcide sur e sol

RUTILANT s'utllse en pulvérsation sur sol nu, propre, sans résldus wagétaux, hersé, peu maotisux,
avant |a dermigre fagon cufiurale précadant ke semis.

Il 251 posslbie de fraller jusqu'a 2 semaines avant 1a mise en place de 13 culture.

COMDITIONSG D'UTILIZATHON

Lincorparation doit e falre l2 plus rapidement possiole aprés Fappilcation, dans les £ hewrss qul sulvent
le traftement, 3 uns profondeur de 4 3 & cm.
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RUTILANT peut supponer, aprés son Incorporation, un léger fravall du sol {binage, par exempie) réallse
& une profondeur Inférsure & la profondews 4 INCofporation, Sans perdne son emcacits.

Dans ks S0k noches en matiens organigue (plus de2 3%) =t dans les sois argleux, Femcache de
RUTILANT peut &re rédune.

RECOMMANDATIONS DEMPLOI
Utliser RUTILANT dans le catne d'un proegramme g2 déesherbage du colza aniver ou ou tioumsasaol.

Cultures volsings :

Dans nos essdls « @valuaton du risguee dédve = awsuneg cullure Implantese ne &'est monirée sensiba a
RUTILANT. Il &t cependant conssllie de laksser 1 meéire non tralk® en borsure de voire champ.

Curtures os rem placement :

En «3as de retoumemeant accldents] de la culure traitée avec RUTILANT, Il est possible dimplanter les
culures sulvantas

- Sans resificilon : chanwre, uzems, harcot, pols, soja, wefle, chou, colza, chicorée, laliue, towmesol,
ek, DEgman.

- Aprés labour ; pomme de teme {avec un délal de 2 mois apres rattement), lin, carotte, fomate, lentille.

Demére un colza, ne pas Impianter - de céréales, de graminées TowTageres, de betierave nl de songho.
Une culiure de mals 251 possible aprés wn labour.
Demars un toumesal, e pas Implanter @ ge graminées fouragerss, 42 maks, de sorgho nl de betierave.

Cultures sulvanies :

ADrEs Un colza | aucune restriction.

Apres un toumesol ;I est déconsallig d'implanter une culture d'avoine, féplnard ou de betterave.
Pour |e6 awres culturas, NoUs consulter.

Lutilsabon repstée, SUr UNS ME&MS parcelis, de Préparaiions & bass de substances actves de la meéme
familie chimigque ou ayant le meéme mode d'action pewt condulre & rapparition Findividus résistants. Pour
redulre c= risque, =t quelle gue solt la culture traiée, | est conssllie d'aliemer suwr une méme parcels,
des préparations & bass de substances actves de ramilies @Merentes ou @ modes d'acton @Tersnts,
tant au cours de 13 salson culiuraie que dans la rotation.

COMPATIEILITE DES MELANGES
Les melanges dolvent 2tre mis en oceuvre conformément & la régiemeniation en wigusur et aux
recommandations des guides de Donnes pratiques oMciels. Consuter |2 sRe © nbpoie-
phy.agricuture. gows frs
PRECAUTIONS D"EMPLCH
Paour |a protaction de 'operataur, porier

- pendant k2 malange / chargemeant et iz nettayage @u matérel Capplication, porter

- Combinalson de trawval en polyesier 65% / cofon 35% aWec un grammags de 230 g/m2 ou plus
awec traltemeant depsriant,

- Gants &n nirlle cerfés pour la protaciion chimigue EN 374-3,

- EP1 partied {blouse ou tablier 3 manches longues) de catsgome |1 et de typs PB [3) & porter par-
massUs 3 comblnaison Flrme,

- Protection respiraioire cartfide © confofMe 3UX noMmes EN 136 (masque complet) ou EN 140
[demi-masque) et equips d'un fire FFP3 au minlmem.

- pendant rapplication, portar

- Combinalson de trawall en polyesier 65% / cofon 35% aWec un grammags de 230 g/m2 ou plus
avec traltement dépeariant.

Sl appiication avec racheur sans cabine :
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- Gants en niltrlle certies pour |a protection chimigue EN 374-2 a usage unique.
Sl EFIHHEIIIH aves tracteur aves cablne :

- Gants en niirlie ceriifies pour a profection chimique EN 374-2 & usage unigue dans ke cadne
guna Intervention sur e material FI-EI'IEIEH‘I la |:I|'I.EE-E d'mplmﬂun. Dians oe oas, ks gITl'!E ne dalvent
gtre pories qu'a Mextériew de la cabine et dolvent &fre stockes apres ullisation 3 Fexterieur oe |a
cablng.

Consenser hors de |3 ponés des enfanis. Conssnver le réciplent bien farme. Consenier 3 'écan des
almeants & boissons, ¥ COMPris c2UX pour animaux. Me pas Manges, ne pas bolre &t ne pas fumsar
pendant l'utillsation. Corserver uniquement dans 'embalage dangine.

Premiers soins :
Retirer iImmedatement les vetements contamingés par le produt.
Apres Inhalation © repos, alr frals, secours madical
Aprés coniact avec |3 peau : g2 laver Immeédiatemeant et longuement a I'eau couramts.

Aprés comact avec les yeux - rincer aussitdt & Meau couwrante pendant au moins 15 minwes en
mantenant ks paupiares ecaness. Consultsr un oghialmologue.

Apres Ingeston : ne pas falre vomin, ne pas falre bolre. Consulter Immédiatement un médecin.

PREVENTION DE LA RESISTANCE

La résistance des adventicas est devenue un prooleme criigus dans g2 nombreuses cultures.

La Benfuralne, matiére actiive de RUTILANT est ulllisés en Eurppe depuls ples 30 ans sur de
nomoreuses culturss (la chicorés, 1a lEitue, les pois, les harcols, 25 salss, e tabac, 13 luzeme, e
tréMe, les arachidas, [all, les lentiles) ;| & o2 jour, aucun cas de réskstance des mawvalses nerbas clbides
M'a étd rappore.

Cela vient du fall que 13 Benflwalin est utiisée dans des programmes avep d'autres hermlcides ayant
d'autres modes d'action, soit pour renforcer ke contrdle des mauvaises herbes ebiou powr dlangir le
spectre d'aciivie. Comme les cultures sur lesquelies |3 Benfluraling 251 utllsee, ne sont pas cultivées 2n
monoculture, 12 risque de développemeant peut donc dtre considénd commee trés falble. Cependant, dans
la mesure du possiole, vaner les substances chimigues &1 altemer aver des prodults ayant des modes
d'action diffiérenis.

ELIMINATION DU PROODUWIT ET DE S0OM EMBALLAGE

Lors de Futilisation du prodult, bien vider Femballage. Rendre inutilisabée I'emballage vide. Awsshot aprés
Ia fin des traltements, nettoyer et rncer solgneusement I pulvensateur 3 M'eau claire. Pour les reliquats
de produl, respecier 13 reglementation en  wigueur concemant [Futllsation des  prodults
phyiopharmacauiigues. Ellminer ies fonds de cuve conformement 3 |3 réglementation en wigusur.

Paour réimination des produits non utllisables, falme appel a wne entreprise hablitée pour @ coliecie &1
relimination des prodults dangereux. Réemplol 92 Memballags Interdit. Elmines les emballages vides via
les collecies organisaes par des distributeurs parenalnes de 13 fllre ADIVALOR.

IMPORTANT : HEE-FFE'ﬂtEI (=33 Usages, dosas, condlions et prmﬂﬁ IH'ET'HFIK" mentionnés sur
rembaliage qul ont &bs dedermings en foncton des caractéristiques du prodult et des appilcations pour
FE'EI].IE|EE- Il st Fl'ei.‘pﬂl'll‘-ﬂ. Condulsez sur ces bases |a culture et ks rakements s2ion I3 bonna FIITl'ﬂI].IE
ED'IIII"!' an b2nant ['-EII'I'IP'IE'. E0UE volre I'EEWI'I-EH"":E. de tous facieurs pa‘ﬂmll-ers concemant volre
Emﬂrﬁmﬂ. tals que I3 nature du sal, kes condilons FHEIZEHI'[HWH]UEE. les methodss culturalkes, les
vanatse vegetales, 1a résistance des especes, efc.. Le fabricant garantt @ quallte de ses prodults
wendus dans keur ET'HDHHQE' Iﬂ'ﬂl'lgl'lE' ainsl que lewr conformité 3 Fautorisation de venie du Ministére de
rAgricuture. Compte teru de la diversite e legislations existantes, Il est recommanse, dans le cas ol
les denrees IS5USE des cultures profégess aver cate speciaité sont destinées A Mexportation, de warier
la régiementation en vigueur dans le pays Importatewr.
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