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PART A - Risk Management

The company SYNGENTA FRANCE S.A.S. has requested marketing authorisation in France for the product
VIBRANCE (formulation code: A16148C), containing 500g/L sedaxane for use as a fungicide.

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
VIBRANCE (A16148C) where those data have not been considered in the EU peer review process. Otherwise
assessments for the safe use of VIBRANCE (A16148C) have been made using endpoints agreed in the EU peer
review of sedaxane.

This document describes the specific conditions of use and labelling required for France for the registration of
VIBRANCE (A16148C).

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

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

1.1 Application background

The present registration report concerns the evaluation of SYNGENTA FRANCE S.A.S.’s application to market
VIBRANCE (A16148C) in France as a fungicide (product uses described under point 2.3). France acted as a
interzonal Rapporteur Member State (izZRMS) for this request and assessed the application submitted for the first
authorisation of this product in France and in other MSs of the European Union.

1.2 Active substance approval

sedaxane

Commission Implementing Regulation (EU) No 826/2013 of 29 August 2013 approving the active substance
sedaxane, 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 Implementing
Regulation (EU) No 540/2011.

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

Only uses for seed treatment 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 sedaxane, and in particular Appendices | and Il thereof, as finalised in the
Standing Committee on the Food Chain and Animal Health on 16 July 2013 shall be taken into account.

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

(a) the protection of groundwater, when the substance is applied in regions with vulnerable soil and/or climatic
conditions;

(b) the long-term risk to birds and mammals.

Conditions of authorisation shall include risk mitigation measures, where appropriate.
The Member States concerned shall carry out monitoring programmes to verify potential groundwater

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
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contamination from the metabolite CSCD465008 in vulnerable zones, where appropriate.

The Member States concerned shall request the submission of confirmatory information as regards the relevance of
the metabolite CSCD465008, and the corresponding groundwater risk assessment, if sedaxane is classified under
Regulation (EC) No 1272/2008 as ‘suspected of causing cancer’.

The notifier shall submit to the Commission, the Member States and the Authority the relevant information within
six months from the application date of the Regulation classifying sedaxane.

An EFSA conclusion is available (FSA Journal 2012;10(7):2823).
A Review Report is available (SANC0/10033/2013 Rev 3, 16 July 2013).

13 Regulatory approach

The present applications (2014-1198 [marketing authorisation] and 2016-2462 [new packaging]) were evaluated in
France by the French Agency for Food, Environmental and Occupational Health & Safety (Anses)* in the context of
the zonal procedure for all Member States of the European Union, taking into account the worst-case uses (“risk
envelope approach™)? — the highest application rates over the European Union. When risk mitigation measures were
necessary, they are adapted to the situation in France.

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

The French Order of 4th May 2017 2 provides that:

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

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

- unless formally stated in the product authorisation, the minimum re-entry period is six hours for field uses and
eight hours for indoor uses.

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

The current document (RR) based on Anses’s assessment of the application submitted for this product is in
compliance with Regulation (EC) no 1107/2009*, implementing regulations, and French regulations.

The data taken into account are those deemed to be valid either at European Union level or at zonal/national level.
This part A of the RR presents a summary of essential scientific points upon which recommendations are based and
is not intended to show the assessment in detail.

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

! 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

Arrété du 4 mai 2017 relatif a la mise sur le marché et a I'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés a l'article

L. 253-1 du code rural et de la péche maritime https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte

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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- 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,
mainly based on the EU document on residue data extrapolation’ is to supply “minor” crops with registered plant
protection products.

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

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

14 Data protection claims

Where protection for data is being claimed for information supporting registration of VIBRANCE (A16148C), 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 necessary.
2 DETAILS OF THE AUTHORISATION

2.1 Product identity

Product name (code) VIBRANCE (A16148C)

Authorisation number 2170752

Function fungicide

Applicant SYNGENTA FRANCE S.AS.

Composition 500g/L sedaxane

Formulation type (code) Flowable concentrate for seed Treatment (FS)

Packaging High-density polyethylene HDPE container (10 L)
High-density polyethylene HDPE barrel (200 L)
High-density polyethylene HDPE tank (500 L or 1000 L)

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 No classification for human health

Environmental Hazardous to the aquatic environment - Chronic Hazard, Category 2

hazards

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

MRLs”: SANCO/ 7525/V1/95 - rev.9

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
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Hazard pictograms

Signal word -

Hazard statements H411 Toxic to aquatic life with long lasting effects.

Precautionary For the P phrases, refer to the extant legislation
statements —

Supplementary EUH 208 | Contains 1,2-benzisothiazol-3(2H)-one. May produce an allergic reaction.
information (in
accordance with
Article 25 of
Regulation (EC) No
1272/2008)

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

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

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

SP1 Do not contaminate water with the product or its container. Do not clean application equipment near
surface water. Avoid contamination via drains from farmyards and roads.

Spe 6 To protect birds and wild mammals remove spillages.

2.2.4  Other phrases linked to the preparation

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

Re-entry period®: not applicable®

Pre-harvest interval™: F- (seed treatment)

Other mitigation measures:

The label may include the following recommendations:
- EUH 208 : Contains 1,2-benzisothiazol-3(2H)-one. May produce an allergic reaction.

The label must reflect the conditions of authorisation.

If a tractor with cab is used, wearing gloves during application is only required when working with the spray mixture

The legal basis for this is Titre | Article 3 of the French Order of 4th May 2017 concerning the marketing and use of products encompassed
by article L. 253-1 of the rural code [that is, plant protection products/pesticides]

The legal basis for this is Article 3 11 of the French Order of 12 September 2006 concerning the marketing and use of products encompassed by article L.
253-1 of the rural code [that is, plant protection products/pesticides]

According to the French Order of 4th May 2017, PHI cannot be lower than 3 days unless specifically stated in the assessment and decision.

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 05/10/2017



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

Part A VIBRANCE (A16148C ) Page 7 of 26 Registration Report —
National Assessment - Country — FRANCE Interzonal

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 izRMS. Those uses are then granted in France.

GAP rev. 2017-october-05

PPP (product name/code) VIBRANCE (A16148C) Formulation type: FS
active substance 1 sedaxane Conc. of as 1: 500 g/L
Applicant: SYNGENTA France S.A.S. professional use X
Zone(s): EU non professional use [

Verified by MS: yes

1 2 3 4 5 6 7 8 9 10 11 12
Use- | Member |Cropand/ | Pestsor Application Application rate PHI Remarks:
No. |state(s) |or Group of T : (days) (h
situation | pests M_ethod / | Timing Max. pumber g a.i./ 100 kg seeds) | Rate Slurry ©
controlled | Kind /G i E)mtl\:\]/ interval max. rate per appl. | 5 max =product+water | 0
(crop (c-e) ro ctween b) max. total rate /ha mi/100kg seeds
destination (b) stage | applications) per crop/season (gha) ( g )
I'purpose | ygitionally: f;f”"" ) per use
ofcrop) | developmental season | D) per crop/
stages of the season
pest or pest ®
group)
1 France | Maize Head smut seed | Seed 1 75 21 0-2000 F Acceptable
Sorghum, | (Sphace- treatment| gpeyy 15 mL PPP for 50 000 seeds
- lotheca
millet, I 00
moha reliana )
2 France | Maize Rhizoctonia | seed | Seed 1 125 35 0-2000 F acceptable
Sorghum, solani | treatment | ggyy 2.5 mL PPP for 50 000 seeds
millet, 00
moha
3 France Sweet-corn | head smut seed | Seed 1 100 16.50 0-2000 F acceptable
(Sphace- | treatment | gy 30 mL PPP for 100 000 seeds
lotheca
. 00
reliana )
4 France | Sweet-corn | Rhizoctonia seed | Seed 1 16.67 2.75 0-2000 F Acceptable
solani | treatment | gy 5 mL PPP for 100 000 seeds
00
Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
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Remarks:

@

(b)
©
()
®

M
@

(h)

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

Outdoor or field use (F), glasshouse
application (G) or indoor application (I)

e.g. biting and suckling insects, soil born
insects, foliar fungi, weeds

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

GCPF Codes - GIFAP Technical Monograph
No 2, 1989

All abbreviations used must be explained
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

(i) g/kgorgll

(J) Growth stage at 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

(k) The minimum and maximum number of application possible under practical conditions of use must be provided

(I) PHI - minimum pre-harvest interval

(m) Remarks may include: Extent of use/economic importance/restrictions

Applicant: SYNGENTA FRANCE S.A.S.

Evaluator: FRANCE
Date: 05/10/2017
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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

VIBRANCE (A16148C) is a flowable concentrate for seed treatment. All studies have been performed in
accordance with the current requirements and the results are deemed to be acceptable. It is not explosive and has no
oxidizing properties. The product is not flammable (>100°C). It has a self-ignition temperature of 435°C. In aqueous
solution (1%v/v), it has a pH value of 6.70 at 20°C. There is no effect of low and high temperature on the stability of
the formulation, since after 7 days at 0°C and 14 days at 54°C, neither the active ingredient content nor the technical
properties were changed. The stability data indicate a shelf life of at least 2 years at ambient temperature when
stored in HDPE packaging. Its technical characteristics are acceptable for a FS formulation. Adhesion to seed after
accelerated storage and spontaneity of dispersion at maximum use rate is required in post authorisation. The
packaging should be rinsed two or three times before elimination since rinsed residues after storage are above the
acceptable limit.

The formulation is not classified for the physical-chemical part.

3.1.2  Methods of analysis

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

Analytical methods are available in the monograph/this dossier and validated for the determination of residues of
sedaxane in plants (dry and high water content crops), food of animal origin, soil, water (surface and drinking) and
air.

3.1.3 Mammalian Toxicology

Endpoints used in risk assessment

Active Substance: Sedaxane
ADI 0.11 mg kg bw/d
ARTD 0.3 mg/kg bw Reg. (EU) No 826/2013
AOEL 0.28 mg/kg bw/d
Dermal Based on an in vitro/vivo rat/human study performed on formulation (using a triple pack
absorption approach)
Concentrate (tested) Diluted formulation
500 g/L (tested)
X g/L
In vivo (rat) % 0.23 -
In vitro (rat) % 3.0 -
In vitro (human) % 0.1 -
Concentrate Spray dilution
(used in formulation) (used in formulation)
500 g/L X g/L
Dermal absorption endpoints % 0.01 -
Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
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3.1.3.1 Acute Toxicity

VIBRANCE (A16148C) containing 500 g/L of sedaxane has a low toxicity in respect to acute oral, inhalation and
dermal toxicity and is not irritating to the rabbit skin or eye and is not a skin sensitiser.

3.1.3.2 Operator Exposure

Summary of critical use patterns (worst cases):

Application rate | gpray
Crop FIG" Equipment kg/L product/ha dilution Model
(g as/ha) (L/ha)
Sweet-corn G Industrial  seed | 100 g sa/q No SEEDTROPE
treatment (165 g sa/ha) dilution X

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

% AOEL
Crop Equipment PPE and/or working coverall
sedaxane
Industrial ~ seed . .
Sweet-corn Without PPE (scenario 1) 195
treatment

According to the model calculations, it can be concluded that the risk for the operator using VIBRANCE (A16148C)
is acceptable.

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

3.1.3.3 Bystander Exposure

Bystanders are not expected to be present when seed treatments are applied to the seed. During or after drilling the
treated seed, exposure of bystanders is negligible and estimations of exposure are not considered necessary.

3.1.3.4 Resident Exposure

VIBRANCE (A16148C) is an industrial seed treatment. Therefore, resident exposure estimation is considered not
relevant.

3.1.35 Worker Exposure

Workers/ sowers may load and sow seeds after treatment. Therefore estimation of workers/ sowers exposure can be
calculated according to “SEEDTROPEX sowing model”.

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

3.1.3.6 Relevance of metabolites

Two metabolites were found in groundwater: CSAA798670 (0.172 pg/L) and CSCD465008 (4.16ug/L). Both of
them are not toxicologically relevant.

2 Open field or glasshouse

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
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3.1.4 Residues and Consumer Exposure
Overall conclusion

The data available are considered sufficient for risk assessment. An exceedance of the current MRL for sedaxane as
laid down in Reg. (EU) 396/2005 is not expected.

The chronic and the short-term intakes of sedaxane residues resulting from the uses proposed in the framework of
this application are unlikely to present a public health concern.

As far as consumer health protection is concerned, France agrees with the authorization of the intended use(s).

Data gaps
/

Data required in post-authorization

Additional residue trials on maize in both zones of Europe are required to confirm the no-residue situation
Summary of the evaluation

The preparation VIBRANCE (A16148C) is composed of sedaxane.

Table 1 Summary for sedaxane

Sample
- storage |[MRL Chronic | Acute risk
Plant Sufficient PHI g molian .
Use- ) : . covered |COmpliance | risk  for | for
Crop | metabolism | residue sufficiently Comments
No.* . by Reg consumers | consumers
covered? |trials? supported? - . o . -
stability | o916/567 | identified? | identified?
data?
1,2 |Maize|Yes Yes (10| Yes Yes Yes No additional
NEU+9SEU) trials  are
requested
in post-
No registration
3,4 |Sweet|Yes Yes Yes Yes Yes Yes/No
corn (extrapolation
from maize
data)

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

For maize, additional data are required in post-registration to confirm that a “no-residue” situation occurs in the
worst case application: application in seed treatment of 0.15 mg as/seed (21 g/ha).

As residues of sedaxane do not exceed the trigger values defined in Reg (EU) No 283/2013, there is no need to
investigate the effect of industrial and/or household processing.

Residues in succeeding crops have been sufficiently investigated taking into account the specific circumstances of
the cGAP uses being considered here. It is very unlikely that residues will be present in succeeding crops.

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 05/10/2017




Part A VIBRANCE (A16148C ) Page 12 of 26 Registration Report —
National Assessment - Country — FRANCE Interzonal

Considering dietary burden and based on the intended uses, no significant modification of the intake was calculated
for livestock. Further investigation of residues as well as the modification of MRLs in commodities of animal origin
is therefore not necessary.

Summary for VIBRANCE (A16148C)

Table 2 : Information on VIBRANCE (A16148C) (KCA 6.8)
PHI for
PHI for VIBRANCE  |[ZRMS Comments
PHI/ Withholding period*
VIBRANCE i (A16148C) (if  different  PHI
sufficiently supported for
Crop (A16148C) proposed by | proposed)
proposed by ZRMS
applicant
Sedaxane
Maize Fx* Yes Fx*
Sweet corn | F** Yes Fr*

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).

Waiting periods before planting succeeding crops
Not relevant.

3.1.5 Environmental fate and behaviour

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 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 of sedaxane 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.

PECsoiand PECsw derived for the active substance and its metabolites are used for the ecotoxicological risk
assessment.

PECqw for sedaxane and its metabolite do not occur at levels exceeding those mentioned in regulation EC
1107/2009 and guidance document SANCO 221/2000 **. Therefore, no unacceptable risk of groundwater
contamination is expected for the intended uses.

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

3.1.6  Ecotoxicology

¥ Guidance document on the assessment of the relevance of metabolites in groundwater of substances regulated under Council directive

91/414/EEC. Sanco/221/2000-rev10-final, 25 February 2003.

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 05/10/2017
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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.

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

The Spe6 should be considered “To protect birds and wild mammals remove spillages”

3.1.7 Efficacy

Considering the data submitted:
v The efficacy of VIBRANCE (A16148C) is considered as satisfying on claimed uses.
v" The level of phytotoxicity of VIBRANCE (A16148C) is considered as negligible.

v' The risk of negative impact on yield, quality, propagation, succeeding crops and adjacent crops is
considered as acceptable

v" The risk of resistance development or appearance to sedaxane does not require a monitoring for the claimed
use.
3.2 Conclusions arising from French assessment
Taking into account the above assessment, an authorisation can be granted as proposed in Appendix 1 — Copy of the
product Decision.
3.3 Substances of concern for national monitoring

No information stated.

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

3.4.1  Post-authorisation monitoring

No further information is required.

3.4.2  Post-authorisation data requirements

The French Decision requests the submission of post-authorisation confirmatory pieces of information within 24
months regarding:

- Adhesion to seed after accelerated storage and spontaneity of dispersion at maximum use rate is required in post
authorisation.

- Additional residue trials on maize in both zones of Europe are required to confirm the no-residue situation.

3.4.3  Label amendments

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

The label shall reflect the detailed conditions stipulated in the Decision.

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
Date: 05/10/2017
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Appendix 1 — Copy of the French Decision

=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 Ill du titre V du livre Il des parties législative et
reglementaire,

Vu la demande dautorisation de mise sur le marché et les demandes associées du produit
phytopharmaceutique VIBRANCE

de la société SYNGENTA FRANCE S.A.S.

enregistrées sous les  n°2014-1198 ; 2016-1843 et 2016-2462

Vu les conclusions de I'évaluation de I'Anses du 4 aoit 2017,

La mise sur le marché du produit phytopharmaceutique désigné ci-aprés est autorisée en France pour les
usages et dans les conditions précisés dans la présente décision et ses annexes.

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

Avertissement :

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

VIBRANCE
AMM n°2170752 Page 1 sur6

Evaluator: FRANCE

Applicant: SYNGENTA FRANCE S.A.S.
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=N anses L}

Liberté « Egalité + Fraternité
REPUBLIQUE FRANGAISE

Informations générales sur le produit

Nom du produit VIBRANCE

Type de produit Produit de référence
SYNGENTA FRANCE S.A.S.

Titulaire 12 Chemin de I'Hobit
31790 Saint Sauveur
FRANCE

Formulation Suspension concentrée pour traitement des semences (FS)

Contenant 500 g/L - sédaxane

Numéro d'intrant 679-2014.01

Numéro d'AMM 2170752

Fonction Fongicide

Gamme d'usages Professionnel

L'échéance de validité de la présente décision est fixée a douze mois a compter de la date d'expiration de
I'approbation de la substance active. A titre indicatif, dans ['état actuel du calendrier d'approbation des
substances actives, I'échéance de l'autorisation est fixée au 31 janvier 2025.

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

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

A Maisons-Alfort, le (1 5 (CT. 2017

U

Frangoise WEBER
Directrice générale déléguée
en charge du pole produits réglementés
Agence nationale de sécurité sanitaire de
l'alimentation, de I'environnement et du travail (ANSES)

VIBRANCE
AMM n°2170752 Page 2 sur 6
Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
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= N anses ||}

Liberté « Egalité » Fraternité
REPUBLIQUE FRANGAISE

ANNEXE | : Modalités d'autorisation du produit

Vente et distribution

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

Bidons en polyéthyléne haute densité 10L

Fats en polyéthyléne haute densité 200 L

Cuves en polyéthyléne haute densité 500 L ; 1000 L

Classification du produit

La classification retenue est la suivante :

Catégorie de danger Mention de danger
Dangers pour le milieu aquatique - Danger H411 : Toxique pour les organismes aquatiques, entraine
chronique, catégorie 2 des effets a long terme

EUH208 : Contient de la 1,2-benzisothiazol-3(2H)-one. Peut produire une réaction allergique.
Pour les phrases P se référer a la réglementation en vigueur.

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

VIBRANCE
AMM n°2170752 Page 3 sur 6

Evaluator: FRANCE

Applicant: SYNGENTA FRANCE S.A.S.
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Liberté + Egalité + Fraternité
REPUBLIQUE FRANGAISE

Conditions d'emploi du produit

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

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

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

Pour 'opérateur, porter
Dans le cadre du traitement des semences dans les stations industrielles

* pendant le mélange / chargement + calibrage

- Gants certifiés EN 374-3 ;

- Vétement de travail polyester / coton 65 % / 35 % (combinaison ou ensemble veste + pantalon) ;

- Combinaison de protection de catégorie Il type 5/6 & porter par-dessus la combinaison précitée;
Ou

- Gants certifiés EN 374-3 ;

- Vétement de travail en polyester / coton 65 % / 35 % (combinaison ou ensemble veste + pantalon) ;

- Blouse ou tablier 8 manches longues de catégorie Il type 3 (PB) ;

* pendant I'ensachage
- Gants certifiés EN 374-2 a usage unique en cas d'intervention ;
- Vétement de travail en polyester / coton 65 % / 35 % (combinaison ou ensemble veste + pantalon) ;

- Protections respiratoires certifiées : si le poste d'ensachage n'est pas équipé d'un systéme d'extraction des
poussiéres, porter un demi-masque certifié (EN 140) équipé d'un filtre P3 (EN143) ou A2P3 (EN 14387).

* pendant le nettoyage du matériel
- Gants certifiés EN 374-3 ;
- Vétement de travail en polyester / coton 65 % / 35 % (combinaison ou ensemble veste + pantalon) ;

- Combinaison de protection de catégorie Ill type 5/6 ou blouse ou tablier & manches longues de catégorie Ill
type 3 (PB) a porter par-dessus la combinaison précitée;

Pour le semeur, porter

Dans le cadre de la manipulation des semences lors de la phase de semis

* pendant le chargement du semoir

- Gants certifiés EN 374-3 ;

- Vétement de travail en polyester / coton 65 % / 35 % (combinaison ou ensemble veste + pantalon) ;
- Blouse ou tablier a manches longues de catégorie Il type 3 (PB) porté sur le vétement de travail :

* pendant le semis
- Gants certifiés EN 374-2 a usage unique en cas d'intervention sur le semoir ;
- Vétement de travail en polyester / coton 65 % / 35 % (combinaison ou ensemble veste + pantalon).

VIBRANCE
AMM n°2170752 Page 5 sur 6
Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
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Liberté  Egalité + Fraternité
REPUBLIQUE FRANGAISE

* pendant le nettoyage

- Gants certifiés EN 374-3 ;

- Vétement de travail en polyester / coton 65 % / 35 % (combinaison ou ensemble veste + pantalon) ;

- Blouse ou tablier a manches longues de catégorie Ill type 3 (PB) a porter par-dessus la combinaison précitée ;

Délai de rentrée en application de I'arrété du 4 mai 2017 :
- Non pertinent pour ce type d’application.

Respect des limites maximales de résidus (LMR)
Pour chaque usage figurant dans la liste des usages autorisés, les conditions d'utilisation du produit permettent de
respecter les limites maximales de résidus.

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

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

Protection de la faune
- SPe 6 : Pour protéger les oiseaux et les mammiféres sauvages, récupérer toute semence traitée accidentellement

répandue.

Exigences complémentaires post-autorisation
A défaut de transmission de ces données dans les délais impartis @ compter de la date de la présente décision, la
présente décision pourra étre retirée ou modifiée.

s R Délai Récurrence
Détail de la demande post autorisation (mois) (mois)

Fournir des essais complémentaires sur mais réalisés dans les 2 zones de
I'Europe, a la Bonne Pratique Agricole (BPA) critique autorisée, afin de confirmer 24 &
I'absence de résidu quantifiable.

Fournir les résultats du test d'adhésion aux semences aprés un stockage 9
accéléré. 4

Fournir les résultats du test de spontanéité de la dispersion a la concentration

maximale d'utilisation. 24 5

VIBRANCE
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Appendix 2 — Copy of the draft product label as proposed by the applicant

Bonnes Pratiques Phytopharmaceutiques
en protection des semences
9 gestes responsables et professionnels

1 ’ Stocker les produits dans un local phytopharmaceutique conforme
et fermé & clé.

‘ ..-! 2 > Bien lire I'étiguette et les précautions d'emplol avant utilization. Ne
pas fumer, boire ou manger pendant la manipulation du produit.

bottes), selon les recommandations mentionnées sur I'étiguette

ﬁ. 3 b. Se protéger efficacement [gamts, lunettes, masque, combinaison,
E i et la Fiche de Données de Sécurité (FDS).

4 > Vérifier régulitrement et maintenir le bon état et le réglage du
matériel d*application.

‘ 5 } Lors de la préparation de |a bouillie, éviter tout débordement et
ajuster le volume préparé.

préparation de la bouillie et recycler les emballages dans le cadre
des collectes organisées par les organismes professionnels type
Adivalor ou Euro Ticket

PENDANT L'APPLICATION

e Pour wérifier la qualité des semences protégées, en cours de
g ’ traitement ou de conditionnement, se protéger efficacement, en
ﬁ' particulier porter des gants ou utiliser un outil échantillonnewr.

APRES L'APPLICATION

E 8 } Récupérer et gérer les volumes résiduels selon les dispositifs agréés.

E 6 Rincer les emballages, incorporer "eau de ringage dans la
4

@ 9 ’ Ha‘myarleampalrmdaprmcﬂnn!ielmerlaamam Prendre

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
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PROTECTION DES SEMENCES

L T A e W T

VIERANCE_HOMOoLo 032014 | DGO/NOM DE MARQUE
LOGO/NOMBRE DEL PRODUCTO

Contient : 500 g/l de sedaxane

Pour mais et mais doux.
Contre le rhizoctone et le charbon des inflorescences

CONSULTER CE LIVRET, AVANT TOUTE UTILISATION

Homologueé et distribué par :

Syngenta France SAS

{sitge sooial : 12 Chemin de FHobit, 31 790 SaintSauver)
wonant aun dmits de Syngenta BAS

Agra
{1 avenue des Pris = G5 10537, TBE86 Guyanoourt Godex)
SAS sy capital de 111 447 427 EUR

FLCS. - PSAL Toulous 353 T8 502
Pierrairn: cie T intea—com, < R 843 Fe s

[00000] 200 L

Applicant: SYNGENTA FRANCE S.A.S. Evaluator: FRANCE
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Vibrance® |ime e dusence: 16 ou centrs ant-polson pus cxmary ssvsez e

] Numéro d'urgence Syngenta : (JIJETS 0 S00 803 164 }] I-Hansaignunmnts techniques : @
En cas d'accident de transport : 06 11 07 32 81
500 g/L (42,8%) de sedaxane™

Suspansion concentréa pour le traiterment des semeances (FS)
AMM n® 0000000

CULTURES USAGES DOSES AUTORISEES r
i ) Rhizoctone 25 mLfunité de 50 000 graines |
Mis incluant mals porte-graine Charbon des inflorescences 15 mijunité de 50 000 graines b
Rhizoctone 5 ml/funité de 100 000 graines
Mais doux incluant mals doux porte-graine ﬂmnpmmqs]qmp}rﬂ'laceea; 20m ité de 100 000 graines ]
charbon des inflorescences b

Attention

H410 = Trés toxique pour les organismes aquatiques, entraine des effets néfastes a
long terme.

P273 - Eviter la rajet dans "environnement.

PZ80 - Porter des gants de protection/des vétements de protection : s& reportar aux
tablealx du livret de 'étiquette pour le détall des protections aux différentes phases.

P391 - Recusillir le produit répandu.

F501 = Eliminer le contenw/récipient dans une installation d'élimination des déchets agréée.
Informations supplémentaires environnement :

SP1 - Ne pas polluer I'eau aves le produit ou son emballaga.

EUH401 Respectez les instructions d’utilisation pour éviter les risques pour la santé
humaine et 'environnement.

Autras conditions d'utifization at précautions d'usages, lire attentivarnant le livrat.

IMPORTANT : Toute spéciallé sutorisie & I wenle doil 8ire vendus &l consamde dans son emballage d'origine. Pumélé du T dicembre 1987 Arfide 11).

IPROCUIT POUR LES PROFESSIONMELS. Aesspectar les usipes doses, condilions el préctions d'empll mentionnés sur Membaltage gu o 818 détemings &n lonction des carsciérisdiues
dh prtadul o des apphcaions pour lesquelies § el pricinist Conduire sur oo bases_ Mapplicalion sson b bonne praligue de & probestion en lenanl comple, s wine rsponsatdilg, de
s |es Bacheurs: parficuliens, oncermant nolamment volre nstalston ek gque - machine de iraitement, poste de condittmement, Mlespéce irafise, vaniié el qualit® du lol_ Le fabricant
garantil b conformité de ses produits wendus dans leur emballage Sorigine & 'asloristion de mise sur & manché du Minisene de Fgacullure. Comple beru de b diversilé des Egisiation:
existantes, il el recommends dans le cas ol les Samences protégées aver celle spécialilé sont ou seront destindes A M'sportation, de virifier |2 réglementation en vigusur dans le pays
importatewr. Syngents France SAS. ne sturail Sire fenu en Sucun GIS pour responsabli des conséquences inhérentes 3 oule copie de celle Miguette, itale ou partisle @1 b dffusion ou
& 'uilisation non aulnrisse de cetle dernitire.

FRODUIT FOUR LES PROFESSIONMELS WWW. enta.fr
@ Marque erregisinée et "Substance active d'une sockéié du groupe Syngenta. syng

FICHES DE DONNEES DE SECURITE : wanw.

i
:
1
:
1
J
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'Vibrance®

iDensité : 1,16 - 1,17 g/cm? a 20 °C**
"I'ari e 'emballage I 155 kg™~~~ " T T s nn ey

| mchEnmﬂmEs DU PRODUIT |

| WIEFANCE® est un def nces, de mafs, mals porte-graing, maks dous

ol est & o'une actve ;e ﬁ:r-ll;.lpm.p-_

=uﬂhmmmw$_ﬁtl#uhm et biloque la production d'énargie collulsine. || est eSicace contro

H™

:s-mmmnnh b WHT'-MM.....................................

= LN o qrmxu-gmnwu-mm

| PRECONISATIONS D’EMPLOI |

MELANGES
Respacter la niglementation en viguer ssion ‘it du T awl 20100

ICONDITIONS D'EMPLOI REGLEMENTAIRES POUR LA PROTECTION DE L'OPERATEUR ET DU SEMEUR
'Huhihuuhhﬂmdhyh—tndum—.o-mmlgntuhdhﬂnim

'mmmmmm-mmumume

¥
malangs Schargament
o & In calibration

___ E

Ty
ol s EPY el .
___ e 8 e P )
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du semis, porter un sitement de travail et ks E

-- pE— Ay o stk
oul oul oul
- ol ou CombirRon o protection
: e catigone I fype 5%
oul . oul
ol - oul
RECOMMANDATIONS POUR DE

BONNES PRATIQUES AGRICOLES

RECOMMANDATIONS GENERALES

Les semences & protéger aven VIBRANCE® doivent avolr #if conservss dans de bonmes conditions of possoder ure bonne Snegie of une
bonne taculé germinatie.

RECOMMANDATIONS D'UTILISATION

S OO ©

Motre spécialibé ne pouvant dire bestée sur foutes los vantils sistanies, NOUS YOUS MECOMMancors visement de rhaliser L iest de sélecthid
sur un dchantilion des espéces susoaptibles de FeoevDir e raitement aant de ke généralise:, ou de consulier noire servion Sechnigue.
Procéder 4 Mutiisation ou prodult an respactant jes 9 gesies rmsponsahlss of professionneds recommaniés par l profession folr ddtais on
i che e

" Sécurité de I'opérateur :

‘eiller 3 @fier b cONfact du peoduit aves [ peau et ks MUquEUSes. Ne pas Mespirer s poUssienes. Ne pos. porter 3 la bouche les mains, les
{ganits ou tout objet soull. Four e netioyage des dgquipements, utilser des dispositifs par aspiration ou vole hurmide et @viber Nair comprimé.
Adapter les équipements de protection au risgue deposition propre i chague situation,

Lors de Fapplication du prodisit sur les semences :

= Frobection des mains - & toules les éapes de manipulation des produits, des bouilies: 0u des SEMENDES pOAkgees, poMer des gants on

niribs & recowrir par les manches de la combinaizon. Laser solg it b= mains g |puis k= mains 3 b fin de chaogus phase
e contact.
= Probection - jpour les S exposées i la poussiéne fen particulier nethoyage du maténel, moonditionnement de lots de

report), porter des douipements probigeant les yeus, k. bouche ef le nez et notamment un Masque éguipd d'un filne anti-poussiene certifie
minimum P2

= Protection du oorps - pour la phase de netioyage cu maténal, il est recommandd de porer une combinalson 3 capuche de type 5«5; pour
Iual.i:rupl'uuﬂdrh“ pnrtlrl.n\h'nlrlﬂtﬂm

1) sous uni hothe aspirantes.

Lors du semis @

= Exftor e changer ks semoir sous un hangar confing.

= Lors de Nouvertune des sacs de semences ot kors du remplissage du SeMoir @ se positionner dos au vent powr éviter 'exposition aux
POLESHNGS, POFiD LN Masque antkpoussiien cortiiié minimum P2, Porter un witemant de travail spécifique ot des gants en nitrile.

= Parber lns dquipemants adapits s isque de t. selon les ne ci=d: i il e frawail spaoifiqua,
des gants en nitrk ot un masous dquips d'un fitre antiepoussieen certifié minimum P2,
= Ayant do monier dans |2 cabing - retieer o Masque antkp ot {out v it lvver los mains ganbées puls les mains.
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v Premiers soins en cas d'incident :
» En cas dingestion ! appeler immédiaterment Ln cent antipoison oo un médecin, of lul monser Femballage ou Fétiguatte. Ne pas far

mafha M o icccssassasssssassAEsAEsASSASSASSASSAESAESAESSESSESSESSESSESSESSESSESSESSE
= En cas de contact cutand @ enleser tout witemant soulllé et rincer et it ks peau sous Feau cu robinet.
= En cas de projection dans les yeunx © rincer 15420 s0us un filet d'eau tisde, pauplires owsertes ot
oonsuller un Specalisie.

= En cas diimhalation : amener la personne a I'air ibre.

Pour des infoemations complémentaies, sa néftner 3 la section 4 de L Sche de donnses oe séourts.

v Préparation de I'application :

Ce produit s'uvlilise dans les appar o Bhurry) ; se reporber aux e
are bes

1 = Introduine dans la cuve oe priparation ko yolume d°sau nécessaire (sul@nt la quantis de semences & probéger of be volume oo Douils

ohoisi pour 'application].

2« Agiter ke contenu de I'emballage pour homogéndiser o prodult avant smplol, ajouter alors la guantitd néoossaire de
VIBRANCE".

3 = Aprits e agi soignite, Iorsque le mélange est géne, I'ap ot

v Réalisation de I"application :

La medloure apploation est obbenus lorsoue la spécialbe st réparthe d'une fagon homogine iout aofour des semenoes.

DO cheoin die: I"aoipansd], de son peglage o du conindls des debits O semanoes & de bouillie wa dépendne b qualite o Fapplication.
= Efiewtuer Fappication en 2 étapes ©

1 = Appliquer (51 possible par pubsirisation sur un flm die semences. pendant keurs chuses).

2 « Riipartir ot homogénéiser |'application sur les semences jpar brassage régulier non agressif).

Aecommandations :

* Mg pas utiiser ung vis sans fin d'un diamatne trop Saible au isque de pendm on {aouls o on Gnergle germinathe.

= No pas appliquer la bouilis sur les semences Sars brassage conséoutl.

v Aprés "application :

En fin de jowmés oo i Moomsion o' amits supdniers 3 § hoomes, vidanger les coaits. Pour ies améts de dunée plus ooure, maisenc
simplemnent Magitation. Les boullies résiduaines ains que les aao de lavage of de vidinge des équipements sont 4 confiner e & iraiter
saion la rglementation on vigueor spécifid dans Famiie oy 12 sepiembes 2006) pour Gyiter inote polltion ponchusle de Nervionnement ©
wsilisation o' syshime de traitement des effuants roonnu par b Minissin de MEcologie (exempls © Helicsac®),

v Semis :
Respecter les dates of les densiis de somis adapties & l région.
aux Usapes di bonnes pratiques agricoles ot pour respecter emvironnement jpiseacs, giblers )L, NOUS eoommandons. de ©
= sEmer en vaillant 3 bien enfoulr les semences protégees 2 la profondewr cormecte,
» Nt pas lissor de 1as O Semences prosbgies 2 la sorace du sol

v Stockage des produits :

+= Toujors conserver dare son embalage dongine, dans un endeofl frais of bien wventild réservé au stockage des penduits
phitophammaeutioues, & Fab du gel ot des fores tempérahres.

v Stockage des semences protégées :

= Sincker les sacs de semences protégées dans des emballages claremant identifiés (nom des matiénes actives), a MNecard des aliments of
bossons, en particulier cows destinds aus animais

= Viplller & OO QUE CBS 5305 SolNt IDujours hermatiquement fenmis.

v Gestion des emballages :

Pour Mélimination des produits non uilisables. aine 2ppel & une entreprise habiltie pour la collecle o 'slmination des prodults dangenu.
FAdempici de Membaliage interd! : rincer soigne.sement iz bidon en veillant & werser Meau de Aincage dars 1 cuve de preparation de boulie.
Esminer les emballages vides wia une collecte organisée par un servics de collects spéciique (eemple ; Adal).

M:hﬂmmhﬂﬂnmﬂﬁmmmpummlemdammﬂwmmﬂﬂmdd
Syngenta (CITELTLT R O 825 00 a.-].-}-l et/ou consulter nos notices sur le site @ www.syngenta.fr .

VIERAMCE_HOMOLO E!.‘alL'ZﬂH.
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Appendix 3 — Letter(s) of Access

Not applicable.
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