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PART A
RISK MANAGEMENT

1 Details of the application

The company DOW AgroSciences! requested marketing authorisation in France for the product VIBALLA
(product code: GF-3885), containing 3.13 g/L halauxifen-methyl?, 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).

Appendix 3 of this document is the list of data considered for national authorisation.

1.1 Application background

The present registration report concerns the evaluation of Dow AgroSciences’ application submitted on
18/06/2019 to market VIBALLA (GF-3885) 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.

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:

“The studies submitted are necessary for first authorisation in South Zone and are in accordance with
Reg. (EU) No. 284/2013".

1.4 Data protection claims

Where protection for data is being claimed for information supporting registration of VIBALLA (GF-3885),
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

Subsequently CORTEVA agriscience

2 Commission Implementing Regulation (EU) 2015/1165 of 15 July 2015 approving the active substance halauxifen-methyl, in accordance with
Regulation (EC) No 1107/2009 of the European Parliament and of the Council concerning the placing of plant protection products on the
market, and amending the Annex to Commission Implementing Regulation (EU) No 540/2011.
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2.1 Product identity

Product code GF-3885.

Product name in MS VIBALLA.

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

Low risk product (article 47) No.

Function Herbicide.

Applicant Dow AgroSciences.

Active substance Halauxifen-methyl, 3.13 g/L

(incl. content)

Formulation type EC.

Packaging N/A : no marketing authorisation granted

Coformulants of concern for
national authorisations

Restrictions related to identity |-

Mandatory tank mixtures None.

Recommended tank mixtures None.

2.2 Conclusion

The evaluation of the application for VIBALLA (GF-3885) resulted in the decision to refuse the
authorisation (risk evaluation cannot be finalised).

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 irritation, category 2.

Serious eye damage, category 1.
Hazardous to the aquatic environment - Acute Hazard, category 1.
Hazardous to the aquatic environment - Chronic Hazard, category 1.

D K

GHS05  GHS09

Hazard pictograms:

Signal word: Danger.
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Hazard statement(s): H315: Causes skin irritation.

H318: Causes serious eye damage.

H400: Very toxic to aquatic life.

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

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

Additional labelling phrases: -

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

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

N/A : no marketing authorisation granted

24.3 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.

The French Order of 4 May 20173 provides that:

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

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

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

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

Finally, the French Order of 12 April 2021 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.

8 Arrété du 4 mai 2017 relatif & la mise sur le marché et a I'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés a I'ar-
ticle L. 253-1 du code rural et de la péche maritime, amended by the arrété du 27 décembre 2019 relatif aux mesures de protection des per-
sonnes lors de I'utilisation de produits phytopharmaceutiques https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte ;
https://www.legifrance.gouv.fr/affichTexte.do?cid Texte=JORFTEXT000039686039&categorieLien=id

4 https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456

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



https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000039686039&categorieLien=id
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456
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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.
25.1 Restrictions linked to the PPP

N/A : no marketing authorisation granted

2.5.2 Specific restrictions linked to the intended uses

Some of the authorised uses are linked to the following conditions in addition to those listed under point
2.5.1 (mandatory labelling):

None.
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2.6

Intended uses (only NATIONAL GAP)

Please note: The GAP Table below reports the intended uses proposed by the applicant, and possible extrapolation according to French Order of 12 April 2021 (highlighted in green), evaluated and concluded as safe uses by
France as zZRMS. Those uses are then granted in France.
When the conclusion is “not acceptable”, the intended use is highlighted in grey and the main reason(s) reported in the remarks.
When a use is “acceptable” with GAP restrictions, the modifications of the GAP are in bold.
Use should be crossed out when the applicant no longer supports this use.

PPP (product name/code):
Active substance 1:

VIBALLA / GF-3885
Halauxifen-methyl

Formulation type:
Conc. of a.s. 1:

GAP rev. 1, date: 2021-09-28

emulsifiable concentrate (EC) @

3.131 ¢g/L (3.004 g/Lae.)©

Applicant: DOW AgroSciences Professional use: X
Zone(s): Southern Zone@ Non-professional use: [ ]
Verified by MS: Yes
Field of use: Herbicide a.e.: acid equivalent
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 . A days
© Fpn Method/Ki | Timing/Growth Max. number | Min. interval | L product/ha g a.s./ha | Water (days) eg.
(crop G, (additionally: nd stage of crop &|a) per use betvv_een_ a) max. rate per L/ha safener/synergist per
destination/purpose | Gn, | developmental stages of season b) per crop/ |applications | appl. a) max. rate per| ha
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)
2 South Sunflower F Broadleaf weeds Overall, BBCH 14 — 30 a) 1 [N/ a) 1 a)3.131 g/ha 80-400 | The Not acceptable (
Zone (HELAN) Ambrosia artemisiifolia Broadcast (3.004 g latest non-target soil meso-
(France, (AMBEL) foliar a.e./ha) time of |and macro-fauna
Bulgaria, Xanthium strumarium spray applicati | other than
Italy, (XANST) by 1 b) 1 b)3.131 g/ha on must | earthworms, non-
Croatia) Abutilon theophrasti (3.004 g be target arthropods).
(ABUTH) a.e./ha) growth
Galium aparine (GALAP) stage
Chenopodium album BBCH
(CHEAL) 30 at the
latest.
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Remarks
table
heading:

Remarks
columns:

(@)
(b)

©

N =

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

Catalogue of pesticide formulation types and international coding system CropLife
International Technical Monograph n°2, 6th Edition Revised May 2008

g/kg or g/l

Numeration necessary to allow references

Use official codes/nomenclatures of EU Member States

For crops, the EU and Codex classifications (both) should be used; when relevant, the use
situation should be described (e.g. fumigation of a structure)

F: professional field use, Fn: non-professional field use, Fpn: professional and non-
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use,
Gpn: professional and non-professional greenhouse use, I: indoor application

Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of
application must be named.

Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type
of equipment used must be indicated.

(d)
)

®

13
14

Select relevant

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

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.

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

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

For specific uses other specifications might be possible, e.g.: g/m3 in case of fumigation of empty
rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.

The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
kg or L product/ha).

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

PHI - minimum pre-harvest interval

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

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

All studies have been performed in accordance with the current requirements and the results are deemed
acceptable. The appearance of the product is that of a clear yellow liquid at 21.7 °C. It is not explosive,
has no oxidising properties and has a flash point of > 100 °C. It has a self-ignition temperature of 260 °C.
In 1 % aqueous solution, it has a pH value around 5.17 at 21.0 °C. There is no effect of low and high
temperatures on the stability of the formulation, since after seven days at 0 °C and 14 days at 54 °C, neither
the active substance content nor the technical properties were changed. The stability data indicate a shelf
life of at least two years at ambient temperature when stored in PET.

Final results of the storage stability study are specified as a post-authorisation data requirement.

The technical characteristics are acceptable for an EC formulation.

3.2 Efficacy (Part B, Section 3)

The efficacy level of VIBALLA (GF-3885) applied post-emergence for annual broadleaf weed control in
sunflower is considered satisfactory.

The selectivity level of VIBALLA (GF-3885) is considered acceptable for the requested use.

The risk of negative impact on yield is considered acceptable.

The risks of negative impact on quality and propagation are considered negligible. It is recommended to
the user to take advice from specific seed-producing institutes and/or to follow the recommendation of the
seed production company.

The risk of negative impact on succeeding crops is expected to be negligible.

The risk of negative impact on adjacent crops is expected to be acceptable. Nevertheless, specific attention
shall be paid to the conditions of applications of the product next to sensitive adjacent crops.

The risk of resistance appearing or developing to halauxifen-methyl does not require any monitoring for
the requested use.

3.3 Methods of analysis (Part B, Section 5)

3.3.1 Analytical method for the formulation

Analytical methodology for the determination of the active substance in the formulation is available and
validated. As the active substance halauxifen-methyl does not contain any relevant impurity, no pertinent
analytical method is required.

10
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3.3.2 Analytical methods for residues

Analytical methods are available in the Draft Assessment Report (DAR) and validated for the determination
of residues of halauxifen-methyl in plants (dry, high-water-content, oily and acidic-content commaodities),
foodstuffs of animal origin, soil, water (surface and drinking) and air.

3.4 Mammalian toxicology (Part B, Section 6)

Endpoints used in risk assessment

Agreed EU endpoints

Active substance Halauxifen-methyl
3.13g/L (3gae.lL)

AOEL systemic 0.058 mg/kg bw/d

AAOEL None

Inhalation absorption 100 %

Oral absorption 100 %

Vapour pressure 1.5x10®Paat 25 °C

Dermal absorption Concentrate: 70 %
Dilution: 70 %
(Default based on EFSA GD 2017)

34.1 Acute toxicity

VIBALLA (GF-3885), containing 3.13 g/L halauxifen-methyl, has a low acute oral, inhalational and der-
mal toxicity, is irritating to the skin and eye but is not a skin sensitiser.

3.4.2 Operator exposure

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

Halauxifen-methyl

Model data Level of PPE Total absorbed dose
(mg/kg/day)

% of systemic AOEL®

Tractor-mounted boom spray application outdoors to sunflower (oilseeds)
Application rate: 1 L/ha (3.131 g halauxifen-methyl/ha).

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

11
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Halauxifen-methyl

Model data Level of PPE Total absorbed dose
(mg/kg/day)

EFSA calculator | Work-wear® during 0.0005 0.86
(75" percentile, | mixing and loading
long-term expo- |and application and
sure) gloves
Body weight:
60 kg

(1) AOEL (RVNAS) of halauxifen-methyl: 0.058 mg/kg bw/day
(2) Work-wear — arms, body and legs covered

% of systemic AOEL®

According to the model calculations, it may be concluded that the risk for the operator using VIBALLA
(GF-3885) is acceptable with a working coverall and gloves during mixing/loading and application.

3.4.3 Worker exposure

Workers may have to enter areas after treatment for crop inspection/irrigation activities. Therefore, esti-
mation of worker exposure was calculated according to the EFSA model. Exposure is summarised below:

Halauxifen-methyl
Model data Level of PPE Total absorbed % of .
dose 00 syst((elr)mc
(mg/kg/day) AOEL
Inspection, irrigation
Outdoor
Work rate: 2 hours/day
DTso: 30 days
DFR: 3 pg/cm#/kg a.s./ha
Number of applications and appl. rate: 1x3.131gas./ha
EFSA calculator | Work-wear 0.0003 0.52
Body weight: TC: 1400 cm?/person/h
60 kg @

(1) AOEL (RVNAS) of halauxifen-methyl: 0.058 mg/kg bw/day
(2) Work wear — arms, body and legs covered

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

3.4.4 Bystander exposure

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

7 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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2014;12(10):3874): “No bystander risk assessment is required for PPPs that do not have significant acute
toxicity or the potential to exert toxic effects after a single exposure. Exposure in this case will be 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
exposure.”

3.4.5 Resident exposure

Residential exposure was assessed according to the EFSA model. An acceptable risk was determined for
residents (adult and/or child) without mitigation measures (considering a buffer zone of 3 metres and
without drift reduction technology):

Halauxifen-methyl

Model data Total absorbed dose (mg/kg |%b of systemic AOEL®W
bw/day)

Tractor mounted boom spray application outdoors to low crops (oilseeds)
Buffer zone: 2-3 (m)

Drift reduction technology: no

DTso: 30 days

DFR: 3 pg/cm?/kg a.s./ha

Number of applications and application rate 1 x 3.131 g halauxifen-methyl/ha

Resident child Sum (mean) 0.0018 3.1
Body weight: 10 kg

Resident adult Sum (mean) 0.0005 0.84
Body weight: 60 kg

3.4.6 Combined exposure

Combined exposure is not relevant (only one active substance).

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

The data available are considered sufficient for risk assessment. No exceedance of the current MRL of
0.05 mg/kg for halauxifen-methyl in sunflower seeds, as laid down in Reg. (EU) 396/2005, is expected.
The chronic and short-term intakes of halauxifen-methyl residues are unlikely to present a public health
concern.

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

Summary for GF-3885

13
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PHI for GF-3885 re- PHI/withholding period* | PHI for GF-3885 | ZRMS Comments
Crop quested by Dow Agro- | sufficiently supported for proposed by (if different PHI
Sciences halauxifen-methyl ZRMS proposed)

Sunflowers F (Max BBCH 30) Yes F (Max BBCH 30)

NR: not relevant
* Purpose of withholding period to be specified
**  F: PHI is defined by the application stage at last treatment (time elapsing between last treatment and harvest of the crop).

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

The fate and behaviour in the environment have been evaluated according to the requirements of Regulation
(EC) No 1107/2009. Appropriate endpoints from the EU conclusions were used to calculate predicted
environmental concentration (PEC) values for the active 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 halauxifen-methyl 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 FOCUS models, and the endpoints established in the EU conclusions or agreed in the assessment based
on new data provided.

PECsoil and PECsw values derived for the active substances and their metabolites are used for the
ecotoxicological risk assessment.

PECgw values for halauxifen-methyl and its metabolites 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, and DTso calculation, no significant contamination of the air compartment is
expected for the intended uses.

3.7 Ecotoxicology (Part B, Section 9)

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

Based on the guidance documents, the risks for birds, aquatic organisms, mammals, earthworms, soil micro-
organisms and terrestrial plants are acceptable for the intended uses. Risk mitigations are required for non-
target plants.

According to new requirements of Reg. No. 284/2013, information on chronic effects on adult bees,

on development of bees and on non-target soil meso- and macro-fauna other than earthworms should
have been submitted, as exposure of bees and non-target soil meso- and macro-fauna other than

14
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earthworms to the product cannot be excluded. In the absence of these data, the risk for these
organisms cannot be finalised.

According to the “Guidance Document on Terrestrial Ecotoxicology”, as provided by the Commission
Services (SANCO/10329/2002 rev.2 (final), October 17, 2002), and in consideration of the
recommendations of the guidance document ESCORT 2, in-field risk is identified in Tier 1 based on
standard laboratory study with Aphidius rhopalosiphi. Refinement proposed by the applicant based on a
foliar DTso value by default to estimate a potential for recovery is not in accordance with guidance
document ESCORT 2. Therefore, the risk to non-target arthropods cannot be completely assessed
and France as zZRMS concludes that the risk for non-target arthropods is not 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 the 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 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

5.1.2 Post-authorisation data requirements

N/A : no marketing authorisation granted

15
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Appendix 1  Copy of the product authorisation

DocuSign Envelope ID: 38D455F3-0850-4DE2-8613-A363AB315C7B

EX
REPUBLIQUE
FRANGAISE \ Y 4

o anses

Fraternité

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 Iégislative et
réglementaire,

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

de la société CORTEVA AGRISCIENCE FRANCE S.A.S.

enregistrées sous les n°2019-4442 et 2020-1480

Vu les conclusions de I'évaluation de I’Anses du 19 juillet 2021,

Considérant qu'un risque d'effet inacceptable pour les arthropodes non cibles et les macro-organismes du sol, lié
a l'utilisation du produit, ne peut étre exclu,

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

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

VIBALLA
AMM n°*- Page 1sur 3
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GF-3885/ VIBALLA
Part A - National Assessment
FRANCE DEPR version

DocuSign Envelope ID: 38D455F3-0850-4DE2-8613-A363AB315C7B

Ex
REPUBLIQUE
FRANCAISE ar

Fraternité

Informations générales sur le produit

Nom du produit VIBALLA

Type de produit Produit de référence
CORTEVA AGRISCIENCE FRANCE S.A.S.
1 bis avenue du 8 mai 1945

Titulaire Immeuble Equinoxe Il
78 280 GUYANCOURT
France

Formulation Concentré émulsionnable (EC)

Contenant 3,13 g/L - halauxiféne-méthyl

Numéro d'intrant 469-2019.01

Numéro d’AMM -

Fonction Herbicide

Gamme d'usage Professionnel

A Maisons-Alfort, le  28/09/2021

DocuSigned by:

(lartotte Srastillowr
AE281A955A42454
Directrice générale déléguée
en charge du pdle produits réglementés
Agence nationale de sécurité sanitaire de
I'alimentation, de I'environnement et du travail (ANSES)

VIBALLA
AMM n°- Page 2 sur 3
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GF-3885/ VIBALLA
Part A - National Assessment
FRANCE DEPR version

DocusSign Envelope ID: 38D455F3-0850-4DE2-8613-A363AB315C7B

REPUBLIQUE

4
FRANGAISE 0o
Liberté

o anses
Fraternité =i =

ANNEXE : Conditions de mise sur le marché demandées

Liste des usages refusés

. . o Délai avant récolte
Usages Dose d'emploi Nombre maximum d'applications
(iours)
1L/ha 1/an F
15905901

Tournesol*Désherbage Motivation du refus :

L'usage est refusé car les données disponibles ne permettent pas d'exclure un risque d'effet inacceptable pour les arthropodes
non cibles et les macro-organismes du sol.

VIBALLA

AMM n°- Page 3sur3
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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.

CONTENU DE LA PARTIE « VISIBLE »
Cadre de sécurité

—_—————
Viballa - AMM n* 300000K — Dow AgroSclences 5A5."

-
Halaldfena-methyt® - 3,13 gL {0,33% p ]

conbent © Masse niactionmelle de B N-dmethyidécan-1-amide =f M MN-diméthyloctanamide; Acide
E=rgenesufonigue, 4-C10-14-Alkyl Dérves., Bels de Calcham

A

Danger
H315  Provogus uns Imtation cutanés.

H3I18 Provoques de graves lealons des yeu.
H410  Trés toodque pour les organlsmes aquatiquss, entraine des effels néfastes 4 long
feme.

P280  Porter des ge f un aqui tde 096 yeuD U Visage
PI02 +Pi2 DM CAS DB CONTACT AVEE LA BEAL) - aver shorcarinent 3 e

P30S+ P351 + P338  EN CAS DE CONTACT AVEC LES YEUX - rincer avec précaution 3
Feau pendant pusicurs minuiss. Eniever es lentlies de contact & [a vickme en pons et &l elles

gire Tacllement enlevées. Confinuer a fincer.
+P¥E S Nmiation oculaire persisie: Consuiler un mededin

PS5O  Ellminer e confenw reciplent ssion 13 reglementation en Viguewr.
ELM40 Respecter les Instructions dutiisation an éviier les rsques pour |3 sante humaine et
Femsimnrement.

SP1  Me pas poiluer '3y avec le prodult ou son embalage. (Ne pas nefioyer e matérsl
dapoilcation prés des eal de surface. | Eviter la contamination via les systémes
df&vacuaton des eaux A partir des cours de Tenme o des roues ).

5PR3  Pour proteger s ngantsmes aqUATOUES, eEpectEr UNe Zone non trakde de 5 mates
par rapport aux points deau.

5Pe3  Pour proteger les piantes non chies, respecter LN Zone non Taltée de 5 métres par
rapport 3 la Zone non cultves adjacents.

Ceial de renirée des ravalleurs surla parcsile (DRE) © 24 heures aprée traltsmant.

EN CAS D'URGENCE

Composer le 15 ou le 112
ou contacter le centre anfipoizon le plus proche

COMPOSITION — Emulsion Concemnes 3

i o
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Puds signaez vos Sympiomes au réssau « Prytatttude » (AULILY 0 800 887 887

oratut depuis un poshe T
Fiche de donniess de séourfid disponibie sur inb=met - wavsy guicefds fr

Deétemieur de I'Autorisation de Mise s le Marche et Réferent Embalieur

Do SAG.
G e Timidatd
Immeibie Le Campis - Batiment A
TE1a0 e-Bretonnen
Distibwrewr - Dow Céstriution 545, "

2 N vert IVE

HOU AU BT0) oo toar rensaignement tecmique)

" SubstEnce actve fADNQUSS Bt INevelée par DOwW AQISHENCEs.
Interdiction de réwtiliser MFemibaliage du produit.

(appe

Page 20/30
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BOMNES PRATIGUES

LES BOMS GESTES POUR TRAITER EN TOUTE SECURITE

@ oo oiie (Eoromrn G opm

s i ek e WL RS ik .

& o, Oern . @orwew

() D'INFOS SUR WWW.MON-PHYTO-PRATIQUE.FR : FLASHEZ-MO! o

PREMIERS 30INS

de |la zons .
En ¢35 de conad cLiané | Enlever les vEhements cortamings. Rinosr iImmédiaement |3 po avec de
Feau courante pendant 15 4 20 mineies. Appeler e Cente Anbpokson o un medecin pour ands. sur b=
trafement. Une douche de sacurbs dhorpenos sddquate dolt Sire disponibie dans la zone de traval.

T Laver immédistemant & sans amet & Meau couranbes pepdant s
maoirs 30 mieates. Apnts § minutes de Fngage, eniever les vermes de conact et continuer de laver.
Consuber un médecn mpiderment, de preférence un ophtaimologisis. Un lave-ml dungence sodquat
dok &re disponible Imm&diabement
En ¢35 dInhalation - Sorfr la personne & Pair frals. S ele ne respire plus, appeisr on Centne dUrgence
Ou une ambulasce, puls prafiguer @& respiabon arfficieds; sl = Bouache 8 bouche st prafgue, wlliser
une prodscHon (par exemple un masque de poche, =i Appeier un Cenbe Antipodson ou un médecin
pour plus de consels surle aftement.

En c3s dingesion - Awcun aitement médical Furgence riest Récessaine.

Dans 10uE les cas, 5l k86 sympldmes pessisient o en cas de malaise, consulier un magecin &
présanter Medquette etiod [a fche de données de sazurte.

En cas dimmdeation animale, contacier woire welannane.
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Partie centrale
Viballa™

HERBICIDE
Mode raction - groupe HRAC O

antidicolylédons de postiaws du tourmssol™
*  Consuiter le tabieau exhaustT des culures f des usages dans o2 el

RESERVE A UN USAGE EXCLUSIVEMENT PROFESSIONMEL.
Coresuitar ce Ihef avant ioute ubilisation

% kg ou g ou L ou fitre ou mL €
Logo ADLVALOR

&TM Margque de The Dow Chemical Company {"Dow’) ou dune sockde aTliee.

Coce embalew : EWBETINS

N* de lol, date de fabrication  volr sur l'smbaliage.
Code bame [code EAN) + 20 Datamatrix
Wersion de Nétiguelis
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CONTENU DE LA PARTIE « LIVRET »

PFREMIERS SOINS :
DESCRIPTIF DU PRODUIT -

VIBALLA est un hevhicide prét & l'empiol, mis au point par Dow AgroSdences, composé dune
substance aciive de mode Facton alnique (Groupe HRAC O) qul pesturte 13 requiation de
rauine - Maansmene-methyle (Aniex™) de la famile des acides Inanes.

Cefe substance est dotée de Iques dans les Lhaia

est pincipalemant absore par e feulles. VIBALLA doit don: & appilqus SLr Atventices ievees.
Le VIBALLA est un hesbigide séiect de post-evee qul 5'utlise sUr foutes o6 vanetes de toumesol.

VIBALLA s'uilise sur bout bype de 5ol

= Tablsau des usages autorkses

Ceilal Fvant
Stade recoits Précautions
Dose Mombre [DAR] 6tiou _
Cultures Cibila madmum | madmumn | TIPPICAION | oo ngpe | BnVITonnEment :
dempiol | T applications | | w o Zona pon
Ear |3ﬂ|
N .
§ s Eau - 5 mesres
[BECH 14) Zone non
ipar an audehuide | DARF Cultivées ad -
Toumesol | Dicotyledonss | 1LHa | 1Par iy eongeion | (890 30 fiivees ad
ge la tige {Piantes)
principsie
[BHCH 301

Limites maximales de résidus © se reporter au LR définies aw niveau de ['Union Eurapéening,

consultables 3 Fadresse : hitpofeceurops eyfood plhnt/pesticdes’ey-pesScides-database

o Délal avant recoite (DWR) en jours : non flxe. Respactaria stade Imite dappilcation sur i3 culture

Diow AgroSclences ne préconise Mutllisation de ca prodult quse sur les culfurss st
clbles mentlonn&ss cl-dessus et, 4 ce tire, décling touts responsabliits concernant

son uiilzation aux auires usagas prévus par ks catalogus des usages en vigusaur.
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= Mode d'action
L'halaunifene-methyie (Aryiex™) est dotée de propristes systemiques dans les vagetaun
Cette substance est principalement absorée par les feulles. VIBALLA doit donc &fre
Fppiique ST AVENNICEs levees,

= Specirs daMeacits
Vibala est eficace coimre les MalkaElses nerpes dicohylsdonss [evess au mament du
rafiement oans ke foumesnl.

Les mellewres Sffcaciies sont obienues 5Ur des advenices 3u 5ade jeune & &n
CIOESaNCE 3CIve.

Powr une apgilcation au stade BBCH 14-16 (minimum 1007% des plantes avec £ Teullss
compisiamen déyvelopnées) du oumesal 3 1 Lina, e niveal de serslbliie des
acventices coteru en condiions optimaies st e suvant -

Hivean de s=nslBE VIEALLE
1 LMha
Trée Senslibles [TS) Apulllon de Theoprraste, ambrEle a Tedles
{95100 % deflcaciis) d'ammatse, chénopode bians, [Empourte comimune
SenalDles (5) AMmaanie renechie
(85-34, 9% defcache)
Moyennament senslbles [70-52.9%) Sorzle noire

Pour de melieurs resuitats. U les agventice trés sensioles, appllquer VIBALLA quand |3
majortti des adventices 5ont levees, soit vers b stade BBCH 16-15 du toumesoi.

Le niveauw de confnile dépend des scpdeas 0e malnalses Nemes, ol sSade da
ciokssance & des condions Smiremnememales.

RECOMMANDATIONS D'EMPLOI :

Aladose e 1 Lna, VIBALLAS 4 partir ou stace BECH 14-16 {100% des pianies
aver 4 feullies compitement ) Jusqu'au stace BBCH 30 & 13 culhure.

En suafion ge dicotyledones peu sensiois teles qUE CrucTerss, FEnduess, chanions,
VIBALLA s'ufiise an programme Imegrant sot un herbicide appilqué en pra-camis!
prejeves du toumessi soit Un heridoe de posteyes plus tandi,

Contrile de I'ambrolzls & feullles d armolas -

Le VIBALLA peut comindier I'ambrotshe 3 feullies 0 amoke 3 un sade rés avance de

geveinppement. Dans oe c3s, e VIBALLA s'utllse 52l avec un volume Jeau supenisur a
2000 ires. par heciare, et ce [usqurad siade BECH 30 manimam de (& e, Une

deformation transiinine o 13 Hge peut survenir = disparaline au bout de 7 & 10 jours,
szrﬁln'paul Bl & fliorakson ef ke rendemeant du oumesl.

= Conditions d"application
L'efMcackie de VISALLA est paw dépandante de 1 bempérature - )| peut s'ubilises par temps
frold ou chaud {de 2 3 25 ° C), umide U sec. Cans des conditians de secNENssss Sewere,
Moot pout Sre legarement redlits.
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Un $&ial dune heure sans pluis I’ leation est sUTEan une bonne eMcacite
un o ke aprés app pour

vibala sutlise dans un volume ge boullie e 30 a 200 Iknes par hectans, 4 adapher selon
I stade, |3 genslte des adventces & les condions dimaiques. Les fables woiumes de
bcaullie sont & résener 3 des applications sUr advenioss JU Hade [eune.

LRiiser un apparsi propre et en bon St de forcomement
nmuamqmmmmmmmnm
LElls=r ne press wanmmmmmwm

= Precautions d'emploi
IMenvenir sur des culunes en bon etat vegetat.
Lie S¥ess peut Sire provogue par de nambrets: facteurs, notamment e gel, [a sécheresss,
a saluration en eau, @ carence en olgo-Sements, les maades et les ataques de
parasies, e
Eviier de fralier en période de froid PrOIoNgE 0U 3 une empérature supétewre 3 25°C 3
'ombre.
Traiter par tamps calme, 5ans vent (0u Iorsque e vent a une vitesse Inférieure 3 19 kmim,
s0it 3 sur Machelie de Beaufon )
IMenvenir Sur des culiunes en bon etat vegetat.

Lovs de Futiisation du produit, blen vider et incer Femibaliage en vallant 3 varser l'eau de
ringage dans |3 cuve ou pulverisaielr.

Lovs de Fappilcation, prendre {ouies ks Meswres necessalras pour eviter fout transtert de
procut en denors de 13 zone traltte, notamment sur les &tangs, COUrs f'eau e Tosses.

Pour les eMuents (Tond te cUve, 23U o8 ringage), respecter 13 régiamentation en vigueur
concamant MUBlisaNon Ges proUts phyIpNanmacaUtqUes.

Pour Felimination des produlis non ublisatics, Talre appel 3 une enfreprse habiltee pour
Ia collects et Feimination des produlis dangeneun

Selectivite

Le VIBALLA peut atre ubllse sur tous les types diybrides de toumesol [conventionneis,

Etu:d-amtesaumama r du stade BECH 14 [100% des plaries 3 4 feulles

compittement dévaloppéss) 3 30 pour lutter contre les

memmmmmmmmmmmwmm
Troissées, parfis aves UNE [&geme defonmation passagere [2-3 semalnes) du

et/ ou une courblre de 13 E'IT[HTTEM!E:I.{EEE&TTWTEEHMM
pact sur ke rendement et 13 quallie du grain.

Cans certaines condions (SEchelesss, engoNgeman Feal, Tés basses emperaies,
muepam‘tesw ge maladies, cansnge en nuirments ou chalke ou Juires
facteirs redulsant 13 croissarce des culbures), s plantes braltées pauvent présenter des
Symplimes transitoines de phylotncte Jaunissament, ntand de crolssance) 5ans impact
BN |8 rendament
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Toutes les vaniebés ou cullvars de oumesol mont pas &b heshés Indvituslemant pour |3
SSlectivie des cultures, dans toutes les condBions envimnnementaies ef les

e croEsance.

Il 262 deconsailla o applguer VIBALLA 5Ur les parcelles de multipiication de varites
hybrides faute de dornées disponibles sur 3 sensibilte des ignéss UtiSEes pour ces
ﬁmﬂ!m

VIBALLA m'étant pas s8iectl des lguminsusas, ne pas appllquer sur cubure de toumesol
BOLE COUVEN 08 IEguminsLses.

= Malanges extemporanes et compatibilite
Les melanges exiemporanes dofver 8re mis en muNTe coformement 3 @ régiementalan en

Me pas appiiquer VIBALLA en meélange avec des ollgodements type bore.

Le VIBALLA peut &re malangs avec g nombrew: herbicides homologués pour T'appiication en

mwnummMWEHMﬁm oa
réferer 3 Mefiquetie du parenaire de pour connalve les adventices conimiees, les
précautions a prendre, les restricions dut .18 Informations sUr Fadjuvant e 13 rotation des
CITUes.

L3 séiechvia &ir |3 cufire daules maanges potentiels, comme les atjuvants et aulres prodults
n'a &g fechéa, Avanl o o m'est
Skl ouement recornrnanae bir oetle etkpiete o6 enseier i 3 SoecnE |
= Préparaticn de la bouillie

Verees VIALLA a6 ba unﬁ%ﬂmﬂ% partieliement remplie feau puls

compieter Fvec |3 quantite deau necessane et maimenir agiation.
Ltz |3 boullis IMmedatamen, 3pres 53 praparation.

= Culiures de remplacement
En cas de remplacement de |a cultune aprés que le toumesol ait &8 fraite aves VIBALLA, fenir
compie de tous les herbicides WllsSs sar la parcelle taitée avant de décider de [ nouwvedle culurs
die rempiacement.

En c36 o2 remplacement de 13 culture aprs une application au prirtemps de VIBALLA 31LJ ha,
I est possibie de GEMET Mals, 503, 1DMESE, pOmmas de teme, 1 mois aprss application, sans
resticions de culture.

= Culiures suivantes
Aprés une application au prinkemps de VIBALLA 3 rmison de 1 L/ ha |usgura SBCH 30, aucuns
resticiion mest Imposée pour Mimplantation des cultures sulvantes semées aprés la récohs du
Tourmesnl

51 e VIBALLA 3 &2 appilgue en maElange DU en SAqUence 3ve Un aubre heshickde, lsez Nésquette
fu partenaire pour obienir des Informations 5Ur (3 mtaton des cullres.

PREVENTION ET GESTION DE LA RESISTANCE
L'utiisation répétee, sur une meme pamsdie, o2 préparations 3 base de substances actves de [a
meme famillie chimigue ou ayant le méme modke daction, peut conauire 3 Fappantion o
résistants. Pour neduire ce rsque, Mulis3tewr doft mEisonner en premier lleu les prabiques

26



GF-3885/ VIBALLA
Part A - National Assessment
FRANCE DEPR version

Page 27/30

?WMHMHEMMH' du prodult. | =5t corsdlle Taflemar ou
3000, SN Une mame parcelis, des 3 ma3se o subslances 3cives e familes

chimiques aMErentes ou 3 Modes I action diferents, tant au cours dune saison culturale que dans
la rotation. [En depl ou respect de ces régles, on Ne peut pas exciure une aRertion de MeMoaacdte
g ceTe b 3 oot de resistance. De ce fak, Dow decine
mmﬂmﬁmﬂma Wmmmmmmwm
resistances.

-  MISE EN (EUVRE ET BONNES PRATMZUES

= Stockage du produit
Consepver |2 piodul unigeement dans son embalage dondgine, dans un local
phytophammaceutioue conforme 3 3 réglementation en vigUeLr, 3 'acar des alments et bolEsons,
¥ COMpris CELX DOUN animaus Corsenver ors o2 13 porée des enfanis et ges pEs0MnEs Non
SLiorsses.

Tempéraure minimale de stockage § point d'acialr > 100)c.
Consenver le reciplent len femme.

= Protection de I'opérateur et du travailleur

Se bBver e mans apnts e manpulEionudlEatonmeErsemion dEns une  pancelle
prealablemeant irakas.

Me pas manger, boire, tlephoner ou fumer lors de Tuslisation du produt.

I convient de appeler que Muelisation dun matenel adapbs =t entrelenu & 13 mise &N minTe 0
profecions colectives constfuem |3 premiéns mesle o prevention CONTE &5 NsgUes
wmmmmmmmmmmmm
En fout & de cause, e port de combinalson de Taval fédide ou TEP doit e assodeé 3 des
Mdhﬂﬁ'&uu magemmmuemmmmmmaammmtam

Hﬁmﬂu lage). Les dtapes
madmum. es modailiss de nehoyage el de shaciage des combinalsors
travall ef des EF1 meutlisablies doivent &re comfommes 3 leur notice duillisaton. Pour

Eﬁﬂa"ﬁh&% P'F.E-TEE-"I'IEI’-H% Rﬁf‘%rm H:TEEU_EEIE1H‘E

nortd ow tralmé & ra

mw
- Gants en nivlie réutiisables certés NF EN 374-3.
- EPI vestimentaire conforme 3 la nome MF EN IS0 27065,
- EPI pariid {olouse ou tabiler 3 manches longues) de categorie Nl & de type PE (3)
gartfie MF EN 14 50S+A1 3 porier par-0essus |3 COmninalson pracités.
- Luneties ou cran tacal centiné norme NF EM 166 (CE. sigle 3).

. ?ﬁm ‘applicamion - Pulvansagon vers ie bas
Apeicaton aVer NSl SVer Caling |
- EPl vestimeniaie confime a |3 nome WF EM 150 27065,
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- Ganisenniliea unique certifies NF EN 374-2, dans ke £as d'une Intervention
Sr b2 matenel la phase da puverisaton. Dians o= £3s, ka6 Gams ne dolvent
e portés qu's Festériewr de |3 cabine & doivent & stockes apres ullisation 3
Fextesieur oe |a cabing.
o SVEC [ISCIely 5ans caline .
- vESHmentalne conforme 3 fa norme NF EM IS0 27065,
- Gants en nitrle 3 US30S UNIqUE certiMés NF EN 374-2 pendant I'application &t dans le
cas dune Intervention sur e malériel pandant (3 phase de puiverisaton.
s pandant le REE0Yage oU maeied de
- Gants en nivlle reutiisables certiés NF EN 374-3.
- EPI vestimentaire confomme a la nome NF EM IS0 27065,
- EPI partiel {olouse ou tabiler 3 manches longues) de categone Ml = de type PB (3]
certme NF EN 14 505+A1 3 porier par-0essUs |3 COmDinalson prachas.

Pour proteger |e travallleur rentrant sur |3 parcelie aitée, porter des vlements COUMIN l26 s
£t o5 |amibes, ains que 065 chauB5UNEs =mees.

PROTECTION DE L'OPERATELR ET DU TRAVAILL EUR

A e
- g e ea—
B el
———

les equipaments te protection Indviduslis (EPT) usages dans un sac ranslugtide, 3 voire
disibubeur partenaire ECO EPY ou faire appel 3 une entreprise habllite powr I3 collecie et
relmination de produits. dangersn.

= Hettoyage du pulvérisateur et gestion des fonds de cuve

Alafindela agpllcaton du produt, Fintegralne de Tapoars r@Ampe, dneut,
bAESS....) doft nmammmnwmmmmﬁnwm

Tond ge cuve et l'aimination des eMuents dolvent e réallsss comfomeament a la régementation
BN WiguEr.

= Elimination du produit, de I'emballage
Resmpiol de Fembalage Imendi.
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Lors o Muslisation du prodult, bien vider & rincer 2 Didon 3 '=au claine (ringage manuel 3 3 reprises
en agitant ke bidon rempl au 13 ou ringage macanique d'une durde minimale] de 30 secondes)
envallant 3verser'eal de fngage dans [a cuve du pulvensatewr. Apporsr les embalages muverts,
rinces et egoutiés 3 voire distribubeur partenaire dAD.LVALOR oU 3 un aue savice de colects

Apporter les embalages Wides e ples 3 volre disriutewr parenaire TA.D.LVALOR ou 3 un aure
sanice ge collects specifique.

le6 embalages Vioes et femés 3 voire distibuteur partenaine A DUVALOR ou & un
aUlTE service de colette speciique.

Pour I'SiminGsion des prodults non utlisables, consarver |e prodult dans son emballage dongine.
IntesToger voire distributeur parienaine d'ADVALOR ou fates appel 4 une enfreprise habilies
pour 13 collecie et Feimingtion des dechets dangersi

= En cas de déversement accidentel

Se protéger (EPY) et stcuriser |3 zone.

Pravenir les pompiers (18 ou 112} n cas de danger Immedat pour Memronnement que vous ne
POLUVET QETET Aet ViE MOYENS.

mmmmmam gire en contact avec |2 produtt, feme soullae Incluss.

Nefioyer le site et e materid ullise, en prenant soln de confiner ies eMuents géndnes par loperation

de netinyage. Les allminer seion |a réglemantation en viguedr.

BONMNES PRATIGUES
LES EDNS GESTES POMR TRAITER EH TOUTE SECURITE

ﬂ}““-“_,:__.,___;:- I g ) o

Do, Qe

(o) BUNFIS - FLESHET-NDI e

U

* Le femnps de ringage recommandé pouma 2ire dlongd pour des produits moins alsss 3 rncer
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LES BONE BEETEE PRUR TRAITER EN TOUTE SSCURITE
LN vidms knpreds it phyiopharescesigpen

- R E FETEE

(0 coonotmons o ares i cnse s v seinrage

a O Garvelka kn orditicar redivacicg oem.

13 B e B (el o s

I8

[ Prolsger ine ol nistean. ﬁrm !-

13 P wid i W i E‘ HE%.'E
() OFINFOS : FLASHEE-MDI ol

AVERTISSEMENT
Toute reproduction 1otale ou partise de cetie sbiquets est Interdke.
usages, doses, condions e précautions O mensonnes. sur femoalage. lis

ort mmlmmmmnmmmasmpmgmm lesqUEliat
I est praconisa. Conguire SUF ces bases, [a cuture et |es raliemants Selon |a Donne pratique

en tenant compte, s0Us |3 IRe de Fullisabeur, ot fOUS Tacteurs Jers
Someemart vooe mmﬁpgmmmmﬁmmmmﬁ
memnotes culturaies, les vanieies vegétales, |3 résistance des
Le fabricant garantt 3 qualité du prodult vendu dans son eminalage dorgine et siocke selon les
cancltons préconiséze, ainel que =3 corfomi 3 [Auforsatan o= Mse sur = Mare delvree par
e Competerias francalses. Pour lo6 denvess lssuss oo cufires protégées aves cetie
spéciaité ot destindes 3 Mexportaton, § est de |a eeponsabilha de I'exportaiaur de 5'3sser o 3
confonmite avec I regiementation en VIgUEUT 4ans ie pays Importaiewr.
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