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PART A
RISK MANAGEMENT

1 Details of the application

The company PHYTEUROP SA has requested a marketing authorisation in France for the product
FAETON JARDIN (product code: 1 40011 01), containing 800 g/L sulphur! as a fungicide for non-
professional uses.

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

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

1.1 Application background

The present registration report concerns the evaluation of PHYTEUROP SA’s application submitted on
02/08/2022 to market FAETON JARDIN (1 40011 01) 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).

The present application (2022-3036) was evaluated in France by the French Agency for Food,
Environmental and Occupational Health & Safety (Anses), according to the Regulation (EC) no
1107/2009?, the implementing regulations, and French regulations. This application was assessed in the
context of the zonal procedure for all MSs, taking into account the worst-case uses (“risk envelope
approach”)®. When risk mitigation measures were necessary, they are adapted to the situation in France.

The data taken into account are those deemed to be valid either at European level (Review Report and
EFSA conclusion) or at zonal/national level. The assessment of FAETON JARDIN (1 40011 01) has been
made using endpoints agreed in the EU peer review of sulphur . It also includes assessment of data and
information related to FAETON JARDIN (1 40011 01) where those data have not been considered in the
EU peer review process.

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

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

This document also describes the specific conditions of use and labelling required for France for the
registration of FAETON JARDIN (1 40011 01).

1 Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation (EC) No 1107/2009 of the European
Parliament and of the Council as regards the list of approved active substances

2 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

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

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



http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2011:155:0127:0175:EN:PDF
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1.2 Letters of Access

The applicant has provided a letter of access for the active substance. This letter of access is available upon
request.

1.3 Justification for submission of tests and studies

According to the applicant: « Studies are submitted in accordance with Regulation 284/2013 and current
Guidelines.».

1.4 Data protection claims

Where protection for data is being claimed for information supporting registration of FAETON JARDIN
(140011 01), itis indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections
1-7.

2 Details of the authorisation decision
2.1 Product identity

Product code 140011 01

Product name in MS FAETON JARDIN

Authorisation number 2240385

Kind of use Non-professional use

Low risk product (article 47) No

Function Fungicide

Applicant PHYTEUROP SA

Active substance(s) Sulphur, 800 g/L

(incl. content)

Formulation type Suspension concentrate [SC]

Packaging HDPE Bottles with integrated dosing chamber (125 mL, 250 mL, 500 mL, 1L).

HDPE Bottles with measuring cap (275 mL, 500 mL, 750 mL, 1 L)

Other packagings proposed by the applicant are not accepted by zRMS for non-
professional users :

HDPE Bottle with a non-dosing cap and without dosing system (0.120 L, 0.275
L,0550L,1L,11L)

Coformulants of concern for
national authorisations

Restrictions related to identity

Mandatory tank mixtures None

Recommended tank mixtures None

2.2 Conclusion
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The evaluation of the application for FAETON JARDIN (1 40011 01) resulted in the decision to grant the
authorisation.

2.3 Substances of concern for national monitoring

Refer to 5.1.1.

2.4 Classification and labelling

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

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

Hazard class(es), categories:

Hazard pictograms:

Signal word: -

Hazard statement(s): -

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

Additional labelling phrases: EUH 208 : Contains 1, 2-benzisothiazole-3(2H)-one and reaction mass of 5-
chloro-2-methyl-2H-isothiazol-3-one and 2-methyl-2H-isothiazol-3-one. May
produce an allergic reaction.

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

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

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.

For other restrictions refer to 2.5

2.4.3 Other phrases (according to Article 65 (3) of the Regulation (EU) No
1107/2009)
None.
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 2017° provides that:

5 Arrété du 4 mai 2017 relatif a la mise sur le marché et & l'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés a l'article
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 personnes
lors de l'utilisation de produits phytopharmaceutiques ;
https://www.legifrance.gouv.fr/affichTexte.do?cid Texte=JORFTEXT000039686039&categorieLien=id



https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000039686039&categorieLien=id

Page 7/26

140011 01/ FAETON JARDIN
Part A - National Assessment
FRANCE

- 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.

Moreover, 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.

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

Finally, the French Order of 20 November 20218 on the protection of bees and other pollinating insects and
the preservation of pollination services when using plant protection products provides that unless otherwise
stated in the product authorisation, use on attractive crop® when in flower and on foraging area is forbidden.
Specific conditions of application on flowering crops should be respected. As consequences specific SPe 8
may include reference to this order.

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

25.1 Restrictions linked to the PPP

The authorisation of the PPP is linked to the following conditions:

Operator protection:

- Refer to the Decision in Appendix 1 for the details.

Worker protection:

- Refer to the Decision in Appendix 1 for the details.

Integrated pest management (IPM)/sustainable use:

Environmental protection

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

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

8 https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000044346734

9 List of culture considered as unattractive to bees and other pollinators insects defined by French Agricultural ministry and published in

Bulletin Officiel du ministére chargé de I'agriculture.



https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000044346734
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Do not discharge into the sink, gutter or any other water source the non-used container
leftovers and the sprayer washing water..

To protect aquatic organisms apply at least 5 meters away from any surface water bodies
(well, pond, stream, river...).

Do not apply when pollinating and/or beneficials such as bees, bumble bees, ladybirds etc.
are present.

Other specific restrictions

Re-entry period Not applicable.Wait until the treated zone or plants have dried.
Storage -
Risk mitigation
measures
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)

PPP (product name/code) FAETON JARDIN

active substance
safener
synergist

Applicant:
Zone(s):
Interzonal for GH

Verified by MS:

sulphur
none
none

PHYTEUROP SA

southern zone for field

GAP rev. 3, date: 2024-11

SC

800 g/L

not applicable
not applicable

professional use ]
non professional use [X

Formulation type:
Conc. of as:
Conc. of safener:
Conc. of synergist:

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 B . - days
© © Fpn Method / Kind Timing / Max. Min. kg or L product/ | g or kg as/ha | Water L/ha (days) e.g.9

(crop G, |(additionally: developmental Growth stage | number interval ha ) safener/synergist
destination | Gn, | stages of the pest or pest group) of crop & a) per use between a) max. rate per a) max. rate | min/ max per ha
/purpose | Gpn season b) per crop/ | applications | appl. per appl. ®
of crop) or season (days) b) max. total rate | b) max. total
I per crop/season rate per
crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
1. FR Grfﬁxine Fn Powdery mildew: grapevine g)_ver?I:jsprat)r/]ingl . BBCH 10-79 a)8 7 days a) 125 ml/100m2 | a) 10 000 5a10L/100m? 5 9(BBCH Acceptable
VITVI) (oidium) irected on the plan b) 8/season b) 1000mL /100 m2 | b) 80 000 )
Erysiphe necator (UNCINE)
2. |FR Tomato g”v Powdery mildew: tomato Cci)_ver?I(Ijspre?r/]i ”gl X 1:‘ appltice:ction Q)6 10 days a) 20mL/ 100m? | a) 1 600 5210L/100m? 1 Acceptable
(LYPES) " | Leveillula taurica (LEVETA) Irected on the plan gi S‘;r;zee ° b) 6/season b) 120 mL/10m? | b) 9 600
Eggplant
(SOLME)
3. FR Elowers (an, Powdery mildew: rose CCl)_verilltljsprat3|/1ingI . 1;‘ appltice:ction a)6 10 days 2)33mL/100m2 | a)2640 54a10L/100m2 Notl_ b Acceptable
ose n Sphaeroteca pannosa trected on the plan gi S%r;ssi ° b) 6/season b) 198 mL/100 m?2 | b) 13 200 applicable
(SPHRPA)
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4 FR Beetroot Fn Powdery mildew : Qverall spraying 1 application a)3 10 days a) 75mL/100m2 | a) 6 000 5a10L/100m? 3 Acceptable
(BEAVD) Erysiphe betae (ERYSBE) directed on the plant | at ONSELof 1 ) 3/season b) 225 mL/100 m? | b) 18 000
Remarks (@)  e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) d) Select relevant
table (b)  Catalogue of pesticide formulation types and international coding system CropLife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 given in column 1
(c) gl/kgorg/l (f)  No authorization possible for uses where the line is highlighted in grey, Use should be crossed
out when the notifier no longer supports this use.
Remarks 1 Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
columns: 2 Use official codes/nomenclatures of EU Member States Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use application
situation should be described (e.g. fumigation of a structure) 8 The maximum number of application possible under practical conditions of use must be provided.
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9 Minimum interval (in days) between applications of the same product
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse 10  For specific uses other specifications might be possible, e.g.: g/m? in case of fumigation of empty
use, Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11  The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product / ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 12 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
application must be named. mentioned under “application: method/kind”.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13 PHI - minimum pre-harvest interval. F: The latest time of application must be maximum growth
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - stage
type of equipment used must be indicated. 14  Remarks may include: Extent of use/economic importance/restrictions

10




Page 11/26

140011 01/ FAETON JARDIN
Part A - National Assessment

FRANCE
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 to
be acceptable. The appearance of the product is that of yellowish viscous liquid, with characteristic odour.
It is not explosive, has no oxidising properties. It has a self-ignition temperature greater than 400 °C. In
aqueous solution, it has a pH value around 5.6. The accelerate stability data indicate a shelf life of at least
2 years at ambient temperature, the storage stability study for 2 years at ambient temperature confirmed the
results. Its technical characteristics are acceptable for a Suspension Concentrate (SC).

The intended concentration of use is 0,2 % to 2,5 % v/v for home garden. (Comprised in the range 0.225 to
3.3).

The formulation does not contain hydrocarbons or H304 formulants > 10%.

The preparation is not the representative formulation of the DAR.

There are no toxicologically, ecotoxicologically or environmentally relevant impurities in the formulated
product.

3.2 Efficacy (Part B, Section 3)

The level of effectiveness of the product FAETON JARDIN (1 40011 01) is considered acceptable for all
the requested uses.

The level of phytotoxicity of the product FAETON JARDIN (1 40011 01) is considered acceptable for all
the requested uses.

The risks of negative impact on succeeding crops or adjacent crops are considered negligible.

The resistance risk of resistance to sulphur used in amateur gardens should not be amplified with regard
to its professional use.

3.3 Methods of analysis (Part B, Section 5)
3.3.1 Analytical method for the formulation
Analytical methods for the determination of active substance in the formulation are available and validated.

As no relevant impurities are specified, no analytical method for the determination of relevant impurities
in the formulation is necessary.

3.3.2 Analytical methods for residues

In accordance with Reg. (EC) No 459/2010, sulphur has not MRLs therefore no analytical methods for
residues ar required.

3.4 Mammalian toxicology (Part B, Section 6)

11
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Endpoints used in risk assessment

Agreed EU endpoints

Active substance

Sulphur, 800 g/L

AOEL Not applicable
AAOEL Not applicable
Background intake value | 26 mg/kg bw/day
Inhalation absorption 100%

Oral absorption 100%

Dermal absorption

Concentrate: 10% Spray dilution: 50%

34.1 Acute toxicity

FAETON JARDIN (1 40011 01) containing 800 g/L Sulphur shows a low toxicity in respect to acute oral,
inhalation and dermal toxicity. FAETON JARDIN (1 40011 01) is neither corrosive nor irritant to the eye
or to the skin and is not a skin sensitiser.

3.4.2 Operator exposure

Comments of zZRMS

Estimation of operator exposure has been reassessed by zRMS and the results are
presented in the table below :

SULPHUR
Model data Level of PPE Total absorbed | % of systemic AOEL
dose
EFSA model
Non-professional operator
Outdoor
Critical use: grapes, manual-handheld application of SC
Application rate: 8 x 10 kg a.s./ha / area treated: 4 ha/day
EFSA model No PPE 1.66 mg/kg/day 6.40%
Body weight: 60 kg Potential exposure
EFSA model
Non-professional operator
Outdoor
Critical use: grapes, manual knapsack application of SC
Application rate: 8 x 10 kg a.s./ha / area treated: 1 ha/day
EFSA model No PPE 1.01 mg/kg/day 3.92%
Body weight: 60 kg Potential exposure

12
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UPJ model (French garden exposure model)

Non -professional operator

Outdoor

Critical use: grapevine

Critical crop type: Hedgerows and other tall crops (>60cm)

Prealable pressure sprayer

Application rate: 12.5 mL product / 10m?2

Min. volume of slurry applied per surface: 0,05 L/m?

UPJ model No PPE 39657 ug 2.54%

Liquid application Without gloves

Body weight: 60 kg

No personal protective equipment is required for non-professional users.

The outdoor exposure model can be extrapolated to the greenhouse model for the other
recommended uses (beetroots, flowers, tomato and eggplant).
Conclusion

Based on the EFSA model and the French UPJ garden model, the operator exposure for
amateur use is below the background intake value (replacing the AOEL) of sulphur for
all the intended uses.
The proposed packaging has been described in detail.
Compliance with the provisions of French regulation relating to the conditions of authorisation
of plant protection products by non-professional userst? is considered to be finalised only for the
following packaging:
HDPE Bottles with integrated dosing chamber (125 mL, 250 mL, 500 mL, 1L).
HDPE Bottles with measuring cap (275 mL, 500 mL, 750 mL, 1 L)

Other packaging proposed by the applicant are not accepted by zRMS for non-professional
users:

HDPE Bottle with a non-dosing cap and without dosing system (0.120 L, 0.275L, 0.550 L, 1
L,11L)

343 Worker exposure

Comments of
ZRMS

ZRMS considers that in the case of the non-professional user, the worker is also the
operator of the product. Therefore, the assessment of worker exposure is covered by the

operator exposure.

34.4

Bystander exposure

Comments of
ZRMS

Estimation of bystander exposure

In the context of use by non-professionals, it is considered that the assessment for bystanders
is covered by that of the resident.

10 Arrété du 6 avril 2020 relatif aux conditions d'autorisation d'un produit phytopharmaceutique pour la gamme
d'usages « amateur » JORF n°0088 du 10 avril 2020

13
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3.4.5 Resident exposure

EFSA model- Recreational exposure
Critical use: golf course, turf or other sports lawns

Application rate: 6 x 10 kg a.s./ha*

3.4.6 Combined exposure

Not relevant.

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

Sulfur is listed in Annex IV of Regulation (EC) No. 396/2005, which lists active substances for which
MRLs are not required.

The assessment of consumer exposure was therefore not considered relevant.

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

The fate and behaviour in the environment have been evaluated according to the requirements of Regulation
(EC) No 1107/2009.

14
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The PEC of active substance in sediment 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.

According to the intended uses (home and garden uses), PECsw and PECsediment due to the drift only
derived for the active substance are used for the ecotoxicological risk assessment.

PECgw values for sulfates do not exceed the drinking water limit of 250 mg/L set in the Regulation EU No
546/2011. Therefore, no unacceptable risk of groundwater contamination is expected for all intended uses.

3.7 Ecotoxicology (Part B, Section 9)

The ecotoxicological risk assessment of the product was performed according to the requirements of
Regulation (EC) No 1107/2009. Appropriate endpoints from the EU conclusions for the active substances
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.

The risk to birds is considered acceptable for the intended uses. For aquatic organisms, the risk can be
considered as acceptable, with mitigation measures.

For bees, an acceptable oral acute and chronic risks are concluded at Tier 1 for adult and larvae honeybees
for all the intended use of FAETON JARDIN (1 40011 01) except the acute one for use one vineyard for
which an acceptable risk is not demonstrated for exposure by contact.

No relevant refinement was provided to address the acute contact risk assessment for the product
accordingly. Therefore, further refinement is needed to finalise the acute contact risk assessment for use on
vineyard. Without such data FR considers the acute contact risk assessment for honey-bees as not
finalised for use on vineyard.

3.8 Relevance of metabolites (Part B, Section 10)

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

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

The active substance sulphur 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”.
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.11 Post-authorisation monitoring

None.

5.1.2 Post-authorisation data requirements
None.
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Appendix1 Copy of the product authorisation

Docusign Envelope ID: B46AD1CB-ErFO-406F-DEAF-BDEI2AFEFZFF

EN

REPUBLIQUE \
FRANGAISE ar
= anses
e i, i P e i

Décision relative a3 une demande d’autorisation de mise sur le marché
d'un produit phytopharmaceutique

Vu les disposifions du réglement (CE) n® 1107/2009 du 21 octobre 2003 et de ses fextes d'application,

Vu le code rural et de la péche maritime, notamment le chapitre Il du tifre V du livre Il des parties 1Egislative af
réglementaire,

Vi la demande d'autorization de mise sur le marché ef la demande associée du produit phyfopharmaceutigue
FAETON JARDIN

de la sociéteé SIPCAM FRANCE

enregistrées sous les  n° 2022-3036 ef 2024-1387

Vi les conclusions de l'évaluation de M'Anses du 30 mai 2024,

La mise sur le marché du produit phytopharmaceutique désigné ci-aprés est autorisée en France, sous résenve

du respect de la composition du produit autorisée dans les conclusions de I'évaluation, pour les usages et dans
les conditions précisés dans la présente décision et son annexe.

La présente décision s'applique sans préjudice des autres dizpositions applicables.
Avertissement :

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

FAETON JARDIN
Al n® 2240385 Page 1 sur &
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Cocusign Envelope 1D B46AD 1 CE-EFFI-406F-DEAF-BDEIZAFEFZFF

REPUBLIQUE
FRANGAISE
Liberté

Eglitd

Frateraisd

)
s

anses

Informations générales sur le produit

Hom du produit

FAETON JARDIN

Type de produit Deuxiéme gamme
SIPCAM FRANCE
14 rue Beffroy
Titulai
Hiaire 92200 NEUILLY-SUR-SEINE
France
Formulation Suspension concentrés (SC)
Contenant &00 gfL - soufre
. Mom commercial ACTIOL
Produit de reference
M® AMM 8300063
HNuméro dintrant 929-2022.M1
Huméro Jd' AMM 2240385
Fonction Fongicide

Gamme d'usage

Amateur { emploi autorisé dans les jardins

L'échéance de validité de la présente décision est fivde & douze mois & compter de la date d'expiration de
l'approbation de la substance active. A fitne indicatif, dans l'état actuel du calendrier d'approbation des
substances actives, I'echéance de 'autorisation est fixée au 15 awil 2026.

Le dépdt d'une demande de renouvellement conformément & l'article 43 du réglement (CE) n® 1107/2009, dans
les froiz mois suivant le rencuvellement de l'approbation de la substance active, prolonge de plein droit
lautorisation de mise sur le marché aprés son amivée & échéance de la durée nécessaire pour mener 8 bien
lexamen et adopter une décision sur le renouvellement.

La présente décision peut &tre refirée ou modifiée avant cette échéance si des éléments le justifient.

07/11/2024

A Maisons-Alfort, le

FAETON JARDIN
AMM n® 2240385

Doecuthigned by,

(learleth Coashllow
— A T 1ASSAAT AN
Directrice générale déléguée
en charge du pole produits réglementés
Agence nationale de sécurité sanitaire de
Falimentation, de I'environnement et du travail (ANSES)

Page 2 sur b
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Cocusign Envelope |0 B46AD 1 CE-EVFI-2 06 F-B6AF-8DE32AFEFZFF

EXR

REPUBLIQUE (N
FRANGAISE wr
= anses

ANNEXE : Modalités d’autorisation du produit

Vente et distribution
Le titulaire de Fautorization peut mettre sur ke marché le produit uniqguement dans les emballages -

Emballage Contenance

Bouteilles en polyéthyléne haute densité avec chambre de dosage intégrée | 125 mL ; 250mL ; 500mL ;1L

Bouteilles en polysthyléne haute densité avec bouchon dossur et systéme

anti-débordement 27omL; 300mL ; 730mL ;1L

Les emballages équipés avec bouchon & vis non doseur et sans systéme de dosage sont refusés car ils ne
permetient pas de garantir une exposition minimale de I'utilisateur non professionnel.

Classification du produit

La classification retenue est la suivante -

Sans claszement

EUH205 : Contient de la 1.2 benzisothiazol-3(2H)-one et un mélange de S-chioro-2-methyl-2H-isothiazol-3-one
et de 2-methyl-2H-isothiazol-3-one. Peut produire une réaction allergigue.

Pour les phrases P sa 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.

EAETON JARDIN
Al n® 2240385 Page 3 sur 6
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Docusign Envelope |1D: B46AD1CE8-ETF0-496F-96AF-9D832AFBF2FF

Ex
REPUBLIQUE
FRANCAISE
Libereé

Egaiité

Fragenité

)
r

anses

Liste des usages autorisés
En I'absence de mention spécifique, les usages autorisés correspondent a une utilisation en plein champ.
En 'absence de restriction, les usages sont autorisés sur I'ensemble des cultures de la portée de l'usage.

Part. Aer *Oidium(s)

Zone Non Culture
Dose maximale Nombre Stade Délai avant Z?’?:itz:n Traitée Trazi't:ér::pw::tes o]
Usages d'emploi maximum d'application récolte aquatique arthropodes non cibles floraison
d'applications BBCH (jours) s non cibles R (arréte du
(métres) (métres) (métres) 20/11/2021)

16173204 0,75 mLim? 3lan - 3 5 - Non pertinent
Betterave potagere*Trt
Part Aer *Oidium(s) - L )

Intervalle minimum entre les applications - 10 jours.

Non ;
17303203 0,33 mL/m? 6/an - . 5 - Non pertinent
- applicable

Rosier Trt
Part. Aer.*Oidium(s) Egalement autorisé sous abri.

Intervalle minimum entre les applications - 10 jours.
16953206 0,2 mL/m? B/an - 1 5 - Non pertinent
Tomate - Aubergine*Trt
Part Aer.*Ordium(s) Egalement autorisé sous abri.

Intervalle minimum entre les applications - 10 jours.

entre les F

12703204 1,25 mL/im? 8/an stades BBCH (BBCH 79) 5 - Non pertinent
Vigne*Trt 10 et BBCH 79

Intervalle minimum entre les applications - 7 jours.

FAETON JARDIN
AMM n® 2240385

Page 4 sur 6
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Docusign Envelope |D: B46AD1CE-ETF0-496F-96AF-9D832AFBF2FF

EX
REPUBLIQUE
FRANCAISE
Liberes

Egalité

Fraternité

Liste des usages refusés

Délai t récolte
S Dose d'emploi Nombre maximum d'applications elal avantreco

(jours)

0,75 mL/m? 3/an 14
15053202

Betterave industrielle et fourragére*Trt Motivation d fus -
Part Aer *Maladies du feuillage otivation du refus :

L'usage est refusé car transformé en l'usage 16173204 - Betterave potagére*Trt Part Aer*Oidium mieux adapté a la
revendication.

FAETON JARDIN

AMM n® 2240385 Page S sur 6
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Docusign Envelope 10 B46AD T CE-ETFI-4 06F-DBAF-QDEI2AFEFIFF

E N

REPUBLIQUE [ ]
FRANGAISE wr
= anses

Conditions d"emploi du produit

Délai de rentrée en application de l'arrété dy 4 mai 2017 :
- Attendre le séchage complet de la zone traitée.

Respect des limites maximales de résidus [LMR)

Le delai avant récolte est fixé @ 1 ou 3 jours selon les cultures afin de limiter lexposition potentielle des
consommateurs.

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

Protection de Meaw

- Me pas rejeter dans '&vier, le caniveau ou tout autre point d'eau les fonds de bidon non ufilizés et les eaux de
lavage du pulvérisateur.

FProtection de la faune

- Pour protéger les organismes aguatiques, ne pas appliguer & meins de 5 métres d'un point d'eau (puits, bassin,
mare, ruisseau, riviere, fossé_ ).

- Me pas appliquer en présence dinsectes pollinisateurs etfou auxiliaires (abeilles, bourdons, coccinelles, chrysopes,
syrphes, carabes._ . ).

FAETON JARDIN
AMM n® 2240285 Page §sur
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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.
Diraft etiguette FAETON JARDIN
Date : D4/2022 [ Page 1

(]

FAETON JARDIN

M DFAMM - oo

NOM HOMOLOGUE : FAETON JARDIN

DETENTEUR DE L'AMM : PHYTEUROP-23 avenue de la Grande Armée-75018 PARIS
TYFE D'ACTION : Fongicide

FORMULATION - Suspension concentrée (SC)

COMPOSITION - 200 gl (56,05 % p/p) soufre micronise |

(]

Mombre max. d'applications,

Cuturs / Cible Deose Stades d'application, DAR. ZNT
Betterave industrielle et .
fourragéra/ gidium 75 mL/100m2
Raosier ! gidium 33 mL1 002

Se reporter au tableau des

Tomate-Aubengine | 20 mlA D02 usages a lintériewr du livret

aidium

‘igne [ okdium

125 ml/100m2

(-]

FAETOM®™ JARDIM

AMM n® oooox

Contient : Soufre micronize

EUH 208 : Conberd de la 1,2 benazothiazol-3{2H)-one. Peuf
produire une réaction allergique.

P101 En cas de consultation d'un médecin, garder & disposition le
récipient ou Métiquetie.

P102 Tenir hors de portée des enfants.

P103 Lire M'&tiquette avant utilisation.

F270 Me pas manger, boire ou fumer en manipulant ce produit

P501 Eliminer le contenu'récipient dans une déchetiens

Les chiffres 1 3 11 comespondent aux fichiers « squelette o |disposition des parties et des paragraphes).

Les bandeaux de titre sont & reporter sur Fetiquette.
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Draft étiquette FAETON JARDN
Date : 04/2022 [ Pag=2

5P1 Ne pas polluer Meau avec le produit ou son emballage. [Me pas nettoyer le materiel

SPe3 Pour proteger les organismes aguatiques, respecter une zone non iraitee de 5 metres

EUH401 Respectez les instructions d'utilisation afin d'eviter les risques pour la sante

d'application pres des eaux de surface. [/ Ewiter la contamination wvia les systemes
d'@vacuation des eaux & partir des cours de ferme ou des routes.]

par rapport aux points d'eaw.

humaine et I'envircninemsent.

Delai de rentree : Attendre le sechage complet de la zone avant d’y rentrer

(]
=

Puis sigralez vos sympiimes s résaau
Phyt attitude,

n® vert O BOO BET BAT
{appel gratuit depuis un poste fixe).

olid

PREMIERS SOINS

$'eloigner de la zone dangereuse.

En cas de contact cutané : enlever tout witement souilé, rincer immediatement et
abondamment la peau sous 'eau du robinet. En cas dirritation ou éruption cutanée,
consulter un spedialiste.

En cas de projection dans les yeux - rincer immeadiatement pendant 15 3 20 minutes
sous un filet d'eau paupiéres ouvertes. Consulter un spédialiste.

En cas dinhalation : en cas de trouble respiratoire, contacter sans délai les secours : le
15, le 112 ou un centre anti-poison.

En cas d'ingestion : rincer immeadiatement la bouche aves de l'eau. Me pas faire vomir
sans avis medical. Contacter sans délai les secours : le 15, ke 112 ou un centre anti-poison.
Dians tous les cas, si les symptdmes parsistent ou en cas de malaise, consulter un medecin
et lui présenter I'éliquette et'ou la Fiche de Données de Sécurite.

En cas dintoxication animale : contacter votre vetérinairs.

Fiche de données de sécurité disponible sur - waww_guickfds.com

(]

l Les chiffres 1 3 11 comespondent sux fichiers « squelette » {disposition des parties et des paragraphes).

Les bandeaux de titre sont & reporter sur Fetiquette.
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Diraft tiquette FAETOM JARDIM
Diate ; 04,2022 Page 3
EMB : 43215 F

& Marque deposae Phyteurop
N* de lot et date de fabrication : woir sur lemballage

REEMFLOI DE L'EMBALLAGE INTERDIT.

(]

DESCRIFTIF DU FRODUIT

FAETON™ JARDIN est un fongicide préventif, curatif et éradiquant ; il est néanmoins conssillé
de l'utiliser en traitement préventif sur oidium. Par son mode d'action multi sites, il s'insére
dans des programmes de traitement pour lirmiter le développement de souches résistantes aux
molécules fongicides unisites. FAETON™ JARDIN bénéficie de la formulation Xirafiow - une
formulation liguide, plus pratique d'emploi (mise en ceuvre et ingage facilités), dans lagquelle
les particules de soufre ont une taille moyenne de 2 Zum.

Tableau des usages autorisés :
Dealal Stadas
Zone Hon
Usage'® Cuiturest® Clblgt '::1".::“"'?:' m' et | TERE | ranse
{DaR) | Bech | Squtiqus
Bettarave:
Indusirialis ef Eiettmrave & sucre ou 75 miJ
Tou T | inductisle [BEAVA) L mil! \ . .
ey | aecrele Beav: | Oidium 1002 an 14 jours - 5 métres
digs du EEAC)
Teullage
TouEs i85 Sopioes &
RoslarTrt cuithears du genne )
Far Asr "0kl tﬁ'f:m;:g! Clidium ?ﬁ[r.nnl-é &lan - - & metres
um(s)* pepniare incian e
porteprates
. 20 mld
Al na"Tn Toratke (LYPES) - mil/ , - \
B | o= ftP==s | Oidium 1002 &lan 5 jours - 5 métres
umiE}"
Vigne'Tn Vigne de b, vigne 125 mL'
PartAer. 0ddl | decuve, vignes-méres, | Oiidium Bian 5 jours - 2
s} [ — 100m2 5 metres

{1) PHYTEUROF ne préconise I'uilisation de ce produit que sur les culiures et cibles

{2) Imtervalle minimum enire les applications: 7-10 jours.

{3) Egalement autorise sous abri.

mentionnées dans le tableau ci-dessus et, 3 ce fitre, dédine toute responsabilite
concemant son ulilisation aux autres usages prévus par le catalogue des usages en
viguewr.

{4) Eviter les traitementis tardifs sur raisin de table afin de limiter ke phénoméne de

margquage.

Les chiffres 1 3 11 comespondent aux fichiers « squelette o |disposition des parties et des paragraphes).
Les bandeaux de titre somt 3 reporber sur [ etiquette.
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Diraft etiquette FAETOMN JARDIM
Diate : 04,2022 Paged

(]

RECOMMANDATIONS I¥ EMPLCH

» Conditions d’application
Drans le cas de I'oidium de la vigne, la dose de 40 mL/ 100m2 peut étre envisagée en début
de cycle vegatatf. Par la suite, 3 cefte dose, il st nécessaire de I'associer avec un autre
fongicide [autre famille chimigue) afin d'obtenir une protection suffisante contre Noidium.

* Précautions d'emploi : Porter des gants ef une tenue approgriee.

* Préparation de la bouillie : Avant wilisation, agiter comectement le bidon. Versez la
quantité nécessaire de FAETONELIARDIN dans la cuve de 'appareil aux 23 remplie d'eau,
sous agitation, =t completer le remplissage. Maintenir une bonne agitation. Apres utilisation,
il &st imparatif de bien nettoyer 'ensemble du matériel de pubvérisation.

Sur vigne, FAETONEJARDIN =st utiisable awec tous les types de pulvérisation -
pubverisateurs a jet porte, a jet projete et pneumatique, ¥ compris ceux a volume reduit.
Werifier ke réglage du pulvérisateur pour prendre soin de protéger tous les organes wisés.

[]

MISE ENM (EUVRE REGLEMENTAIRE ET BONMNES PRATIGUES

* Stockage du produit : Conserver le produit uniquement dans son emballage dongine,
dars un local 3 I'écart des aliments & boissons, y comipris ceux pour animaux. Les locaw
doivent &re frais et ventilés. Conserver hors de |a portée des enfants.

- Protection de I'opérateur et du travailleur : Porter des gants et une tenue approprices.

Se laver les mains aprés toute manipulaton/utlisationfintervertion dans une parcelle
préalablement traitée.

Me pas manger, boire, telephoner ou fumer lors de lutilisation du produit.

+ Mettoyage du pulvérisateur et gestion des fonds de cuwe: A la fin de la période
d'application du produit, l'appareil (cuve, rampe, circuil, buses..) doit étre rnince
intégralement & Meaw claire. Le ringage du pubvérisateur, 'épandage ou la vidange du fond
de cuve et l'élimination des efluents doivent étre réalisés conformement 3 la réglementation
en vigueur.

+ Elimination du produit et de 'emballage -

- Reéempki de I'emballage interdit.

- Aprés lutilisation du produit, bien vider et rincer le bidon 4 I'eau claire (ringage manuwel 4 3
reprises en agitant le bidon rempli au 1/3) et épandre les eaux de ringage sur une parcelle
préalablernent traitée.

- Eliminer & contenwrécipient dans une déchetteris

Les chiffres 1 3 11 comespondent aux fichiers « squelette o |disposition des parties et des paragraphes).
Les bantdeaux de titre sont 3 reporter swr [ etiquette.
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