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PART A
RISK MANAGEMENT

1 Details of the application

The company EURO TSA s.r.l. has requested a marketing authorisation in France for the product
ACTICLASTER, containing 597 g/L potassium phosphonates, as a fungicide for professional uses.

The risk assessment conclusions provided in this document are based on the information, data and
assessments provided in the Registration Report (RR), Part B Sections 1-10 and Part C, and where
appropriate the addendum for France. The information, data and assessments provided in the Registration
Report, Part B include assessment of further data or information as required at national registration by EU
regulations. It also includes assessment of data and information related to ACTICLASTER where those
data have not been considered in the EU peer review process. Otherwise assessments for the safe use of
ACTICLASTER have been made using endpoints agreed in the EU peer review of potassium phosphonates.

This document describes the specific conditions of use and labelling required for France for the registration
of ACTICLASTER.

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 contains a copy of the Letter(s) of Access.

1.1 Application background

The present registration report concerns the evaluation of EURO TSA s.r.l.’s application to market
ACTICLASTER in France as a fungicide (product uses described under point 2.3). France acted as an
interzonal Rapporteur Member State (izRMS) 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.

The present application (2018-0373) was 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 Southern zone for field uses and for all Member States of the European Union for
uses under protection, taking into account the worst-case uses (“risk envelope approach”)! — the highest
application rates applied for in the Southern zone for field uses and for all Member States of the European
Union for uses under protection. When risk mitigation measures were necessary, they are adapted to the
situation in France.

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 on the acceptability of risk are based on the criteria provided in Regulation (EU)

1 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

2 REGULATION (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing of plant pro-
tection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC.



http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
http://ec.europa.eu/food/plant/protection/resources/risk_envelope_gd_rev_14032011_en.pdf
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No 546/2011%, and are expressed as “acceptable” or “not acceptable” in accordance with those criteria.

1.2 Letters of Access

An access has been provided to active substance and/or PPP data via data matching table that was not fully
acceptable.

1.3 Justification for submission of tests and studies

According to the applicant: “New test and study reports have been submitted as they are necessary for first
authorisation of ACTICLASTER in Southern Europe.

New studies have also been generated in order to complete a compensation dossier for potassium phospho-
nates. In other cases, references to non-protected data of DAR of fosetyl-Al and of DAR of potassium phos-
phonates have been made as phosphonic acid is the main metabolite of fosetyl-Al and as fosetyl-Al degrades
very rapidly in phosphonic acid in all matrices (plant, animal, environment).”

1.4 Data protection claims

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

2 Details of the authorisation decision

2.1 Product identity

Product code -

Product name in MS ACTICLASTER

Authorisation number 2200194

Low risk (article 47) No.

Function Fungicide

Applicant EURO TSAs.r.l.

Active substance(s) Potassium phosphonates, 597 g/L

(incl. content)

Formulation type Soluble concentrate [SL]

Packaging 01L,025L,05L,1L,2L,5L,20L,25L and 30 L -HDPE

professional user

Coformulants of concern for -
national authorisations

Restrictions related to identity

Mandatory tank mixtures None

Recommended tank mixtures None

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



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

The evaluation of the application for ACTICLASTER resulted in the decision to grant the authorisation on
tomato grown indoor without contact to the soil, .

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: To avoid risks to man and the environment, comply with the instructions for
use [EUH401]

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

24.3 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:
- unless otherwise stated in the product authorisation, the pre harvest interval (PHI) is at least 3 days;

4 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/ar-
rete/2017/5/4/AGRG1632554A/jol/texte



https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
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- unless otherwise stated in the product authorisation, the minimum buffer zone alongside a water body
is 5 metres;

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

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

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

- an authorisation granted for a “reference” crop applies also for “linked” crops, unless formally stated
in the Decision

- the “reference” and “linked” crops are defined in Appendix 1 of that French Order.

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

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

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

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

The applicant is required to comply with the current applicable standard for clothing type PPE (ISO EN
27065)".

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

SPe 2 To protect aquatic organisms, do not discharge waste water from soil-less greenhouses
directly into surface water for use in permanent greenhouse.

Other specific restrictions

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

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

Protective clothing — Performance requirements for protective clothing worn by operators applying pesticides and for re-entry workers. EN
1SO 27065:2017.



http://www.legifrance.gouv.fr/eli/arrete/2014/3/26/AGRG1407093A/jo
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Re-entry period 8 hours in greenhouses.

Storage -

Risk mitigation | Limit the use of products containing fungicidal active substances that may lead to the
measure presence of phosphonic acid in harvested products to a total of 12 kg equivalent of

phosphonic acid per hectare per year on tomato.

Agricultural -
recommendations

Other conditions of | The product must be applied under continuous agitation.
use

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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Intended uses (only NATIONAL GAP)
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Please note: The GAP Table below reports the intended uses proposed by the applicant, and possible extrapolation according to French Order of 26 March 2014 (highlighted in green), evaluated and concluded as safe uses by
France as zRMS and izRMS. Those uses are then granted in France.

When the conclusion is “not acceptable the intended use is highlighted in grey and the main reason(s) reported in the remarks.

GAP rev. 1, date: 202/04/16

PPP (product name/code): ACTICLASTER Formulation type: SL@b)
Active substance 1: potassium phosphonates Conc. of a.s. 1: 597 g/L©
Safener: - Conc. of safener: -©
Synergist: - Conc. of synergist: -©
Applicant: EURO TSAs.r.l. Professional use: =
Zone(s): Southern Zone and Interzonal @ Non-professional use: ]
Verified by MS: Yes
Field of use: Fungicide
1 2 3 4 5 6 7 9 10 ] 11 12 | 13 14
Use- |Member |Crop and/ F, Pests or Group of pests Application Application rate PHI Remarks:
No. © | state(s) | or situation Fn, |controlled T — (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | L product/ha gas./ha Water e.g. g safener/synergist
(crop G, (additionally: nd stage of crop & a) per use betvv_een_ a) max. rate per L/ha per ha
destination/purpose | Gn, | developmental stages of season b) percrop/ | applications | appl. a) max. rate per | ®
of crop) Gpn | the pest or pest group) season (days) b) max. total appl. min/
or rate per b) max. total rate | max
| crop/season per crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
1 Foliar
- n 100- Not acceptable
FR GRAPE F I(?Dc:;\;nn{or;z;lrd:z\ilticola) gsifngelg%n ggg: % . a) 6 a) 7-10 days 94 a) 2388* . 300 14 (worker exposure,
b) 24 b) 14 328 1000 MRL)
the plant)
2 Foliar
Downy Mildew (spraying |BBCH 11— y a)4 a) 2388* 300- Not acceptable
FR TOMATO F (Phytophthora infestans) dr:reclted ;Jn BBCH 88 a5 8) 7-10 days b) 20 b) 11 940* 600 14 (groundwater)
the plant
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- |Member |Crop and/ F, Pests or Group of pests Application Application rate PHI Remarks:
No. © | state(s) | or situation Fn, |controlled T — (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | L product/ha gas./ha Water e.g. g safener/synergist
(crop G, (additionally: nd stage of crop & a) per use betvv_een' a) max. rate per L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | appl. a) max. rate per | ®
of crop) Gpn | the pest or pest group) season (days) b) max. total appl. min/
or rate per b) max. total rate | max
| crop/season per crop/season

Interzonal uses (use as seed treatment, in greenhouses (or other closed places of plant production), as post-harvest treatment or for treatment of empty storage rooms)

3 Foli Acceptable
. 0I|ar_ Only for permanent
FR EggI;ALTNT G Downy 'V'"deW (s_praylng BBCH 11— a)5 a) 7 days 8)3.5 a) 2090* 300- 14 greenhouses with soil-
(Phytophthora infestans) | directed on | BBCH 70 b) 17.5 b) 10 450* 600 I~
: less cultivation
the plant)
systems
3 Foliar Not acceptable
Downy Mildew (spraying |BBCH 11— : a) 3.5 a) 2090* 300- for other types of
R TOMATO G (Phytophthora infestans) | directed on | BBCH 70 5 8) 7-10 days b) 17.5 b) 10 450* 600 14 covered structures
the plant) (groundwater)

* As pure potassium phosphonates.

Remarks (@)
table (b)
heading:

(©
Remarks 1
columns: 2

3

4

5

6

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)
(©)

®

11
12

13

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

10
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3 Background of authorisation decision and risk management

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

ACTICLASTER is a water-soluble concentrate. 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 a ho-
mogeneous brown opaqgue liquid with a characteristic odour. It is not explosive and has no oxidising prop-
erties. The product has a flash point of 139.5 °C. It has a self-ignition temperature of 491 °C. In aqueous
solution (1 %), it has a pH value of 6.0 at 21 °C. There is no effect of low and high temperatures on the
stability of the formulation, since after 7 days at 0° C and 14 days at 54 °C in HDPE packaging neither the
active ingredient content nor the technical properties were changed. The product should be applied under
continuous agitation. A shelf-life study is ongoing (end expected: March 2019) and the results are required
post-authorisation.

The technical characteristics are acceptable for a water-soluble concentrate formulation. The formulation
is not classified for the physico-chemical aspect.

3.2 Efficacy (Part B, Section 3)

Considering the data submitted:
- the efficacy level of ACTICLASTER is considered satisfactory for all the requested uses.
- the phytotoxicity level of ACTICLASTER is considered negligible for all the requested uses.

- the risks of negative impact on yield, quality, transformation processes, propagation, succeeding and
adjacent crops are considered negligible.

- the risk of resistance developing or appearing to potassium phosphonates is considered to not require
monitoring for the requested uses.

3.3 Methods of analysis (Part B, Section 5)

Analytical methods for the determination of the active substance in the formulation is available and vali-
dated. As the active substance potassium phosphonates does not contain any relevant impurity, no analytical
method is required.

Analytical methods are available in the Assessment Report of this dossier and validated for the determina-
tion of residues of potassium phosphonates in plants (acidic and high-water-content crops), soil, water (sur-
face and drinking) and air. Analytical methods for the determination of active substance residues in food-
stuffs of animal origin are not necessary. To comply with the Efsa conclusions, methods are required post-
authorisation.

11
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3.4 Mammalian toxicology (Part B, Section 6)

Endpoints used in risk assessment

Active substance: potassium phosphonates

ADI 2.25 mg/kg bw/d

ARfD Not applicable

EU (2013)
AOEL 5 mg/kg bw/d

Dermal ab- | Based on default values according to guidance on dermal absorption (Efsa 2012)

sorption Concentrate Sprav dilution
(used in formula- dp_ ):,_ lati
tion) (used in formulation)
597 g/L 2.388 g/L
Dermal absorption endpoints 25 75
%
Oral absorp- o
tion 100 %

34.1 Acute toxicity

ACTICLASTER, containing 597 g/L potassium phosphonates, has a low toxicity in respect of acute oral,
inhalational and dermal toxicity, is not irritating to the rabbit skin or eye and is not a skin sensitiser.

3.4.2 Operator exposure

Summary of critical use patterns (worst cases):

12
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Minimum
Equipment i icati .
Crop type F/G8 _ q _IO Maxmurl? app;;]catlon rate vqu;ne wa
Application method gas/ha er
(L/ha)

Grapes F | Vehicle-mounted, up- 2.388 100
ward spraying

Grapes F | Manual knapsack, up- 2.388 100
ward spraying

Tomato F | Vehicle-mounted, down- 2.388 300
ward spraying

Tomato F | Manual hand-held, down- 2.388 300
ward spraying

Tomato G | Manual hand-held, up- 2.090 300
ward spraying

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

% AOEL
Crop Equipment PPE and/or working coverall potassium phos-
phonates
Working coverall and gloves during mix-
. . o 8.1
ing/loading and application
Vehicle Working coverall during mixing/loading and
Grapes mounted, Up- aolication 23.04
ward spraying PP
No PPE 77.69
Working coverall and gloves during mix-
. . o 0.40
ing/loading and application
- | Working coverall during mixing/loading and
Grapes Manual knap _ 9 g g g 305
sack application
No PPE 20.50
Vehicle Working coverall and gloves during mix-
Tomato mounted, down- | . . L 1.05
. ing/loading and application
ward spraying

8 Open field or glasshouse
®  AOEM — Agricultural Operator Exposure Model (EFSA Journal 2014:12 (10):3874)

13
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% AOEL
Crop Equipment PPE and/or working coverall potassium phos-
phonates
Working coverall during mixing/loading and
o 21.35
application
No PPE 32.19
Working coverall and gloves during mix-
. . o 14.33
ing/loading and application
- | Working coverall during mixing/loading and
Tomato Manual hand _ 9 g g g 19.06
held application
No PPE 147.81
Working coverall and gloves during mix-
. . o 0.64
ing/loading and application
Tomato Manual hand- | Working coverall during mixing/loading and
o 7.36
(greenhouse) held application
No PPE 30.42

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

343 Worker exposure
Workers may have to enter treated areas after treatment for crop inspection or cutting, sorting, bundling,
carrying, hand-harvesting, maintenance or searching, reaching and picking activities. Therefore estimation
of worker exposure was calculated according to the AOEM model. Exposure is estimated to be 601.86 %

of the AOEL for grape applications of potassium phosphonates with PPE.

Estimation of worker exposure was calculated according to the AOEM model. Exposure is estimated to be
30.86 % of the AOEL for outdoor tomato applications of potassium phosphonates with PPE.

Estimation of worker exposure was calculated according to the AOEM model. Exposure is estimated to
30.86 % for indoor tomato application of the AOEL of potassium phosphonates with PPE.

14
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Potassium phosphonates

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

Grapes

Vehicle-mounted/outdoors/high crops
Number of applications: 6

Min. interval between applications : 7 days

AOEM no PPE 89.38 1787.69
Body weight: 60 kg

+ type of PPE * (work wear) 30.09 601.86

Tomato

Vehicle-mounted/outdoors/low crops
Number of applications: 5

Min. interval between applications : 7 days

AOEM no PPE 15.43 308.60
Body weight: 60 kg

+type of PPE (work wear) 6.651 133.02
+ type of PPE * (work wear + 1.54 30.86
gloves)

Tomato

Vehicle-mounted/indoors/low crops
Number of applications: 5

Min. interval between applications : 7 days

AOEM no PPE 15.43 308.60
Body weight: 60 kg

+type of PPE (Work wear) 6.651 133.02
+ type of PPE * (work wear + 1.54 30.86
gloves)

It may thus be concluded that there is an unacceptable risk anticipated for the worker for the grape
applications even with PPE.

34.4 Bystander and resident exposure

Consideration of acute exposure should only be made where an Acute AOEL (AAOEL) has been estab-
lished 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 AOEM 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

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

Residential exposure was assessed according to the EFSA model. An acceptable risk was determined for
residents (adult and/or child) considering a buffer zone of 2-3 metres for tomato and 10 metres for grapes:

Model (AOEM) - All pathways (mean) % AOEL
potassium phos-
phonates
) Resident (children) 31.28
Grapes (vehicle-mounted) -
Resident (adults) 17.29
Resident (children) 21.21
Tomato -
Resident (adults) 10.98
35 Residues and consumer exposure (Part B, Section 7)

Critical GAP(s) and overall conclusion — OUTDOOR USES
Overall conclusion

The data available are considered sufficient for risk assessment. Any exceedence of the current MRL of
100 mg/kg for potassium phosphonate as laid down in Reg. (EU) 396/2005 is not expected for tomato. For
grapes, the data submitted show that an exceedence of the MRL could not be excluded.

The chronic and short-term intakes of residues of potassium phosphonates are unlikely to present a public
health concern.

As far as consumer health protection is concerned, France as ZRMS agrees only with the authorisation of
the intended use on tomato.

According to the available data, the following specific mitigation measures are recommended:

Other fungicide active substances than potassium phosphonates authorised on tomato (fosetyl-aluminium
or disodium phosphonate) can lead to the presence of phosphonic acid in harvested products. The accumu-
lated use of these active substances on the same plots could lead to an exceedence of the extant MRLSs. In
consequence, it is recommended to limit the use of products containing these substances on tomato to a
total of 12 kg equivalent of phosphonic acid per hectare per year.

Moreover, a pre-planting interval for rotational crops of 30 days would be appropriate.

111 Summary of the evaluation
1111 Summary for ACTICLASTER
Table 3.5-1: Information on ACTICLASTER (KCA 6.8)
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PHI for . . i . |PHI for
ACTICLASTER P'HIIW|thhoId|ng period syffl- ACTICLASTER z_RMS_Comments
Crop ciently supported for potassium (if different PHI
requested by ap- phosphonates proposed by proposed)
plicant (days) ZRMS (days)
Grapes |14 Yes 14 -
Tomato |14 Yes 14 -
Table 3.5-2: Waiting periods before planting succeeding crops
Waiting period before planting succeeding crops Overall waiting period pro-
] posed by zRMS for product
Crop group Potassium phosphonate code
Pre-planting interval for rota-
All crops 30 days tional crops of 30 days.

Critical GAP(s) and overall conclusion — INDOOR USES
Overall conclusion

The data available are considered sufficient for risk assessment. Any exceedence of the current MRL of
100 mg/kg for potassium phosphonates as laid down in Reg. (EU) 396/2005 is not expected for tomato.

The chronic and short-term intakes of residues of potassium phosphonate are unlikely to present a public
health concern.

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

According to available data, the following specific mitigation measures are recommended:

Other fungicide active substances than potassium phosphonates authorised on tomato (fosetyl-alu-
minium or disodium phosphonate) can lead to the presence of phosphonic acid in harvested products.
The accumulated use of these active substances on the same plots could lead to an exceedence of the
extant MRLs. In consequence, it is recommended to limit the use of products containing these sub-
stances on tomato to a total of 12 kg equivalent of phosphonic acid per hectare per year.

Moreover, a pre-planting interval for rotational crops of 30 days would be appropriate.

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

The fate and behaviour in the environment of the formulation has been evaluated according to the require-
ments of Regulation (EC) No 1107/2009. Appropriate endpoints from the EU review were used to calculate
predicted environmental concentrations (PECs) for the active substance for the intended use patterns. In
cases where deviations from the EU agreed endpoints were considered appropriate (for example when ad-
ditional studies are provided), such deviations were highlighted and justified accordingly.

17
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The PEC values of phosphonic acid equivalents (from potassium phosphonates) and its metabolites in soil,
surface water and groundwater have been assessed according to FOCUS guidance documents, with stand-
ard 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.

PEC.i and PECsy values derived for the active substance and its metabolite are used for the ecotoxicolog-
ical risk assessment. The maximum PECsw values were higher than 35 ug of phosphorous equivalent/L
(OECD, 1982™). There is thus a potential risk of eutrophication for surface water, except for protected
crops growing under permanent structures.

PEC,w values for phosphonic acid do not occur at levels exceeding those mentioned in Directive 98/83/EC*2
for the intended uses on grape vines. Therefore, no unacceptable risk of groundwater contamination is ex-
pected for this intended use.

For soilless cultivation systems in greenhouses for tomatoes, exposure of groundwater to the active sub-
stance is not considered relevant. For the intended uses on tomatoes (open field and for all other type
of structures), the groundwater risk assessment for phosphonic acid cannot be finalised in the ab-
sence of reliable modelling.

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 review for the active substance and its
metabolites were used for the intended use patterns. In cases where deviations from the EU agreed end-
points 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, mammals, aquatic organisms, bees and other non-
target arthropods, earthworms and other soil macro- and micro-organisms are acceptable for the intended
uses.

For outdoor uses:
France as zZRMS recommends to consider the following mitigation measure:

SPe 3 “To protect aquatic organisms, respect a planted buffer zone of 5 metres to surface water bodies (to
limit the risk of eutrophication).”

For indoor uses:

For greenhouses, closed building and walking tunnel structures, the risk for non-target organisms is con-
sidered acceptable and an unsprayed buffer zone to protect aquatic organisms is not considered relevant for
such systems. However, the following recommendation is considered necessary and is proposed at the na-
tional level:

“To protect aquatic organisms, do not discharge waste water from soilless greenhouses directly into surface
water”.

11 0.E.C.D. 1982. Eutrophication of Waters. Monitoving. A.ssessment and Control. O.E.C.D. Paris. 154 pp.
12 Guidance document on the assessment of the relevance of metabolites in groundwater of substances regulated un-
der Council Directive 91/414/EEC. Sanco/221/2000-rev10-final, 25 February 2003.
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For all other types of covered crop structures, the risk is considered acceptable for non-target organisms.
For aquatic organisms, France as zZRMS recommends to consider the following mitigation measure:

SPe 3 “To protect aquatic organisms, respect a vegetated buffer zone of 5 metres to surface water bodies
(to limit the risk of eutrophication).”

3.8 Relevance of metabolites (Part B, Section 10)

Not relevant.

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

The active substance potassium phosphonates 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
None.
5.1.2 Post-authorisation data requirements

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

- Afull validated method for the determination of potassium phosphonates residues in soil;

- Afully validated method for the determination of potassium phosphonates residues in surface and
drinking water.

- The result of the ongoing study of storage stability at ambient temperatude
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Appendix 1  Copy of the product authorisation

=N anses . J

CAercd s Epcved e Mracermiod
HEPUDLIIUE FRANGASE

Décision relative 3 une demande d'autorisation de mise sur le marché
d'un produit phytopharmaceutique

Vu lea dispositiona du réglement (GE) N° 1107/2009 du 21 octobre 2009 ef de ses fexies d'application,

Vu le code ural et de la péche maritime, notamment le chapitre Il du fitre V' du ivre Il des parties legisiafive ef
E.'gE]]E I'm-Er

Vu [a demande d'autorization de mize sur le marché du produit phytopharmaceutigue ACTICLASTER
de la société EURQ TSA 5.RL

enregisirée zous e n*20M8-0373
Vu lez concluzions de l'évaluation de l'Anzes du 22 octobre 2013,
La mise sur ke marché du produit phytopharmaceutique désigné ci-aprés est autorisée en Framce, sous

réserve du respect de la composition du produit autorisfée dans les conclusions de I'évaluation, 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 nonrespect des conditions décrites ci-dessous peut entrainer le retrait ou la modification de 'autorisation

ACTICLASTER
AWM n" 2200704 Page 1 sur
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== anses

Libersé « Egalité « Fraternité )
REPUBLIQUE FRANGAISE

Informations générales sur le produit z
Nom du produit ACTICLASTER *(
Type de produit Produit de référence o ‘
e e EURO TSA SR.L P Eans 7 7\
Titulaire | Via Marconi, 13 |
] 24040 FORNOVO SAN GIOVANNI (BG) |
Italie |
Formulation Concentré soluble (SL)
Contenant 597 g/L - phosphonates de potassium
Numéro d'intrant mosbiser .
Numéro d'AMM 2200194 g
Fonction i Fongicide
Gamme d'usage Professionnel

L'échéance de validité de la présente décision est fixée a douze mois a compter de la date d'expiration de
l'approbation de la substance active. A titre indicatif, dans I'état actuel du calendrier d'approbation des
substances actives, I'échéance de l'autorisation est fixée au 30/09/2024.

Le dépdt d'une demande de renouvellement conformément a l'article 43 du reglement (CE) 1107/2009, dans les
trois mois suivant le renouvellement de l'approbation de la substance active, prolonge de plein droit
l'autorisation de mise sur le marché aprés son arrivée a échéance de la durée nécessaire pour mener a bien
l'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 16 avril 2020

Le Directeur Général

ACTICLASTER
AMM n°2200194 Page 2 sur 6
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Lllemis = Byl + Fronieveiir

. dalses «:_)

REMUBLIGQUE FRANCAISE

ANNEXE | : Modalités d'autorisation du produit

Vente et distribution

Le titulaire de ['autorisation peut mettre sur le marche le produit uniguement dans les emballages :

Emballage Contenance
Bouteilles en polyéthyléne haute densite 100 mL ;2580 mL ; 500mL; 1L; 2L
Bidons en polyéthyléne hawte densité SL:10L;20L
Fiits en polyéthylene haute densite 25L;30L

Classification du produit

La classification retenue est la suivante :
Sans classement.

Pour les phrases P se referer a la reglementation en vigusur.

Le titulaire de I'autorisation est responsable de la mise 3 jour de la fiche de données de sécurité et de la
classification du produit en tenant compte de ses éventuelles evolutions.

ACTICLASTER
AMM 2200104 Page 35w d
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._.r. .. anses .,.V
Rifareid = Egalidd + Frudermise - X
REFUBLICIUE FRANCAISE
Liste des usages autorisés
En labsence de restriction, les usages sont autnsés sur lensemble des cultures de la portée de fusage.
z Zane Non z
e [y S qiu.ﬁ... Trakée Traitée _u__..._n_..._.i Mention
Usagis o e v e 70 Y L d'application i olte e arthropodes bl beille
demploi | d'applications BBCH {jours) aquat non cibles non cibles a s
(mitres) {mistres )
(métres)
entre les stades
35 Lha Blan BECH 11 & 14
BBCH 70
16953201

Tomate*Trt Part. Aar.®
Mikdiow ()

Uniquement aous seme pem anente hors aol,

Intervalle minimum entre les applications : 7 jours

L'usage sous same pamanante an pleine feme est refusd au motif qu'un risque inacceptable de contaminaton des eaux souterraines ne
peut élre exclu.

Lusage ast refusé a la dose demploide 4 L'ha pour la mémea raison.

Liste des usages refusés

A Dose d'emploi  Nombre maximum d'applications Déial avant “@E_-n
4 Lina &lan 14
127032032
Wigne Tt Part A ™ Motivation du refus :
Mildiou(s) Lusage est refusd an raisan dun nsqua de dépassemeant des imites maximales da résidus.
L'usage est également refusé en raisan dun nsque d'effet nocif pour les ravailleurs,
ACTICLASTER
AMM 02200154

Faged sur §
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E -. alses ;)

Litsersd + Egalié » Fratemi

REPUBLIGUE FRANCAISE

Conditions demploi du produit

Protection de Popérateur et du travailleur

Des informations générales relatives aux bonnes pratiqgues de protection pourront étre mises a disposition de
I"utilisatewr :

- L'uiilisation d'un matériel adapté et entretenu et la mise an ceuvre de protections collectives constituent la
premigre 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 &re associé & des réflexes d'hygigne (=x : lavage
des mains, douche en fin de traitement) et & un comporiement rgoursux (ex :  procédurs

d'habillage/déshabillage).
- Les modalités de nettoyage et de stockage des combinaisons de travail et des EPI réutilisables doivent &tre
conformes & leur notice d'utilisation.

Pour Popérateur, porfer
Dans le cadre d'une application effectuée a I'aide d'un pulvérisateur a dos
* pendant le mélangeichargement
- Bants en nitrile certifies EM 374-3 ;
- Combinaison de protection de catégarie Il type 4 ;
* pendant Mapplication
- 3ants en nitrile certifiés EM 374-3 ;
- Combinaison de protection de categornie |l type 4 avec capuche ;
- Bottes de protection cerifiées EM 13 832-3 ;
* pendant le nettoyage du matériel de pulvérisation
- Zants en nitrile certifiés EM 374-3 ;
- Combinaison de protection non tissée de catégorie Il type 4.
Powur le travailleur, porter
- Une combinaison de travail (cotte en coton/polyester 35 %85 % - grammage d"au moins 230 g/'m?) avec traitement

déperiant et, en cas de contact avec la culture fraitée, des gants en nitrile certifies EM 374-3.

Delai de rentree en application de I'amete du 4 mai 2017 -
- B heures.
Respect des limites maximales de résidus (LMR)

Pouwr chague usage figurant dans la liste des usages autorisés, les conditions dutilisation du produit permetient de
respecter les limites maximales de résidus.

- Limiter les applications de produits contenant des substances actives suscepiibles dengendrer la présence de

résidus d'acide phosphonique dans les produits récoltés & un total de 12 kg déquivalent d'acide phosphonique par
hectare et par an.

ACTICLASTER
AMM 2200104 Page 5 5ur &
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Litsersd + Egalié » Fratemi

REPUBLIGUE FRANCAISE

Protection de Penvironnement {mili faune et flore

FProtection de Peau

anses :)

- 5F 1: Me pas polluer Meau avec le produit ou son emballage. Ne pas netioyer le matériel d'application prés des
eaux de surface. Eviter la contamination via les systémes d'evacuation des eaux a partir des cours de ferme ou des

noutes.

Protection de la faune

- S5Pe 2 Pour protéger les organismes aguatiques, ne pas rejeter les eaux usées des sermes hors sol directement

dans les eaux de surface.

Exigences complémentaires post-autorisation

A défaut de transmission de ces données dans les délais impartis 3 compter de la date de la présente décision, la

présente décision pourra étre retirée ou modifids.

Détail de la demande post autorisation e Selecs
(mizis) (mizis)
Fournir les résultats d'une Stude de stabilite au stockage a long terme, 3 temperature
ambiante. 24 -
Foumnir une methode validee pour |a determination de Pacide phosphonique dans e
sol, 'eau de surface et l'2au de boisson. 24 -
ACTICLASTER
AMM N 2200704 Page 8 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.

ACTICLASTER

Huméro AR B - 3000000

Detenteur de Fhomologation : EURD TSA Sd - Via G, Marconi, 13 - 24040 Fomovo San
Giovanini (B1G) - Italie - Tel: +38 353337452 55

FONGICIDE
FOMGICIDE contre le mildiou de la vigne et de la tomate.

Concentré soluble (SL) contenant
597 g/L (43.9% m/m) de phosphonates de potassium

ACTICLASTER jamm - o000

Délai de renfrée sur la parcells traitée © & heures (8 heures en milisu ferme).

EUH4MM  Respectez les instructions d'utilisation pour éviter les risques pour la santé
humaine et Menvironnement.

S Me pas polluer M'eau avec ke produit ou son emiballage. Me pas netioyer le material
dapplication prés des eaux de surface. Eviter la contamination via les systémes
devacuation des eaux 3 partir des cows de ferme ou des routes.

SPel Pour protéger les omganismes aquatiques, respectsr une zone non fraitse de
5 métres par rapooet aux points d'eau

Fabrique par (EMB] : IRCA SERVICE S.p.A - Strada Statale Cremasca 501, 10, 24040 Fomows San
Giowanni (BG) - ITALIE

En cas d'urgence, appelez le 15, le 112 ou le centre antipoison puis signalez vos
symptomes au réseau Phyt'attitude, numero vert 0 800 887 887 [appel gratuit depuis
un poste fixe).

Fiche de données de sécurité disponible sur demande ou SUr waww_ www. eurotsa.it.
Consulter attentivement I'étiquette avant toute ufilisation.
RESERVE A UN USAGE EXCLUSIVEMENT PROFESSIONNEL.

Contenu : XX L € N® de lot et date de fabrication :
waoir emballage
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Premiers secours

C'ume maniere generale, n cas de dowte ou si des sympidmes persistent, toujours faire
appel 3 un madecin.
ME JAMAIS rien faire ingerer 3 une personne inconscenie.

En cas dinhalation -

En cas de malaise, ransporter la victime & I'air libre 22 la garder au chawd et au repos. En
cas de sympiomes, appeler un medecin ou un centre anti-poison.

En cas de contact avec les yeus :

Laver avec de I'eau douce et propre pendant plusisurs minutes en maintenant les paupiéres
ecartées. Redrer les lentilles de contact =i la victime en porte aprés quelgues minutes de
ringage et continuer de rincer. Protéger I'oeil sain.

Sl apparait une rougeur, wne douleur ou ume déficience wisuelle, consultez wn
ophialmologue.

En cas de contact svec la peau

Enlever les vétemenis imprégneés =t laver la peau avec de 'eau =t du sawvon.

il apparalt une rougeur, une doulewr ou une imtation de la peau, consulter un medecin.

En cas dingestion :

5i la quantité ingérée est peu importante (pas plus d'une gorgee), rincer la bouche avec de
l'eau. Me pas faire vomir. COMSULTER IMMEDIATEMENT LE MEDECIMN en lui montrant
I'etiquets.

MODE 'ACTION

Lz phosphonate de potassium appartient au groupe des phosphonates (code FRAC 33).

Le phosphonate de potassium est unm fongicide stimulateur des reactions de défense des
planies st a eégalement un effet direct sur les champignons pathogénes. Grace a son action
systémigue ascendante ot descendanie, il est absorbe par les feuilles 2 les racines.

Il assure, par sa grands mobilité dans la plante, la protection des nowvelles feuilles au fur et
& mesure de leur developpement. || agit de maniére préventive et curative en stimulant des
réactions de defense des plantes, en inhibant la germination des spores &1 en bloquant le
développement du mycelium de mombreux champignons, principalement des ocomycéies
comme Flasmopara wibcola (FLASVI) et Phytfophihaora infesfans (PHYTIM]

COMDITIONS D'EMPLCH -

Doszes et usages homologues
Mombre .
o - - Dose S— Deelai avant
Culture Pericde d'application d'applications | - INT
Lha maximum | an recolte (DAR)
Du stade BECH 11 [premigne
Vigne feuille &takée) 3 BECH 77 (début |2.0- 4.0 8 14 jours 5m
de la fermeture de la grappe)
Du stade BECH 11 [premisre
feuille &talés sur tige principale) 3 .
Tomate {champ) BECH 89 (80% des fruits avec 30-4.0 5 14 jowrs 5m
coloration typigue de maturité)
Du stade BECH 11 [premigne
Tomate {sous seme] | feuille etalée sur tige principale) 3 | 2.5- 3.5 5 14 jours 5m
BECH 70 [développement du fruit)

Les limites maximales de résidus sont consultables sur le site de la Commission Eurcpéenne
& l'adresse suivants : htipoVec eurcpa. sufood/plantpesticides’su-pesticides-databasa/public.
Les L M.R. applicables pour les phosphonates de potassium sont celles du Fosstyl-Al

Page 2/6
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Conditions d'application -

Pour la premigre application, ACTICLASTER s'applique impérativement en prévent dés le
stade 1 feuille &talée sur vigne ou sur tomate (application avant ou dés 'apparition des
premiers sympidmes de la maladie visée),

Le traitement est ensuite 3 renouveler tous les 7 & 10 jours.

ACTICLASTER peut s'utiliser seul ou en programme awec tout fongicide afin de completer
son champ d'action towt en weillant 3 respecter la réglementation en vigueur (exemple :
fongicides & base de cuivre, cymoxanil, diméthomomphe, mancozébe, mandipropamide,
métalanyl, ste.).

Adapter l2 wolume de bouillie en fonclion du développement de la culture 3 proteger.
Le wolume de bouilie vare entre 300 et 1000 L'ha en vigne et entre 300 et 600 L'ha en
omate.

Pour tout renseignement complémentaire, consulter votre conseiller technigue habituel.

Preparation de la bouillie -
Bien agiter le bidon avant emploi
Ayant de commencer le remplissage de la cuve du pulversateur, s'assurer que celle-ci est
propre et ne contient awcun résidu d'un traitement precedent.
Verser la quaniite reqguise FACTICLASTER dans la cuve du pulvérisatewr remplie aux trois
guarts deau. Comgleter avec le wvolume deau nécessaire 3 I'application en maintenant
I'agitation. Laisser Fagitateur en fonctionnement durant le trajet et jusqu'a la fin de la
pubserisation.
Me préparer gue la quantité de bouillie nécessaire a Mapplication.
Lorsgue le bidon est vide, rincer soigneusement 3 fiois le bidon en veillant 3 verser 'eau de
ringage dans |a cuve du pulvérisateur.

Recommandations pour les mélanges :

Respecter la réglementation en vigueur et les recommandations des guides officiels de
bonmes pratiques.

En cas de meélange de préparations, la plus forte valeur pour chacun des critéres (Delai
&Ayant Racolte, Zone Mon Traitée, Delai de Rentrés) s'applique. Pour tous renseignements
complémentaires, consultez votre conseiller technigue habituel,

Précautions d'emploi :
Se laver les mains aprés toute manipulstion/utilisationfintervention dams ume parcelle
prealablement fraitée.

Me pas manger, boire, taléphoner ou fumer lors de lMutilisation du produit.

Page3/6
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Pouwr protéger 'operateur :

- pendant le melangeichamement =t le nefiovage du materel de pulverisation, porter :

- Gants en nitrile certifies EM 374-3, _
- Combinaison de fravail en polyester 65% [ coton 35% avec un grammage de 230 g'm*
ou plus avec traitement deperlant,

- EF partiel (blouse ocw tablier 3 manches longues) de catégorie Il et de type PB (3} a
porier par-dessus la combinaison précitée.

) tant Fapolicati iein cf L le bas -
Si appiicafion avec fracfeur avec cabine ;
- Combinaison de travail em polyester 85% / coton 35% awvec un grammage de
730 g/m” ou plus avec traitement déperiant,
- Gants en nitrile cerifies EN 374-2 & usage unigue dans le cas d'ume intervention sur
le matériel pendant la phase de pubverisation.

Si appiicafion avec fracfeur sans cabine
- Combinaison de travail em polyester 85% / coton 35% awvec un grammage de
230 g/m” ou plus avec traitement déperlant,
- (3ants en nitrile cerifiés EM 374-2 3 usage unigue, dans le cas d'une intersention sur
le matériel pendant la phase de pubwerisation.

Si appiicafion manuwelie fance)
- Combinaison évaluée s=lon la nome EM 14605+A1:2000 type 4,
- Gants en nitile certifies EM 374-3.

- pendant Fapplication en plein champ - traitement des vignes :

Si applicafion avec fracteur avec cabine ;
- Combinaison de travail en polyester 65% / coton 35% avec un grammage de
220 gimr® ou plus avec traitement deperlant,
- Gants en nitrle cerifies EN 374-2 & usage unigue dans le cas d'ume intervention sur
le materiel pendant la phase de pulvérsation. Dans ce cas, les gants ne doivent Stre
portés qu'a l'extérieur de la cabine et doivent étre stockés aprés utilisation & 'esterieur
de la cabine.

Si appiicafion avec fracfeur sans cabine
- Combinaison évaluée selon la mome EM 14605+41:2000 type 4, avec capuche,
- Zanis en nitile cerifies EN 374-2 3 usage unigue, dans le cas d'une intersention sur
le matériel pendant la phase de puhwerisation.

Si applicafion manuslle (sfomizeur ow lance) -
- Combinaison évaluse s=lon la nome EM 14605+A1: 2000 type 4, avec capuche,
- Gants en nitrile certifies EM 374-3.

- pendant Fapplication sous seme :

Si appiicafion manuelle (sfomizeur ow lance] -
- Combinaison évaluée sslon la mome EN 14605+41:2000 type 4, avec capuche,
- Gants en nitrle certifiées EM 374-3.

Pouwr protéger le travaillewr -
Dans les cas ol le fravailleur serait amens a intervenir sur les parcelles traitées

- Gants en nitrile certifiés EM 374-3 en cas de contact avec la culiure traitée, _
- Combinaison de fravail en polyester 65% [ coton 35% avec un grammage de 230 g'm”
ou plus avec traitement deperlant.
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Rapporter les equipements de protection individuelle (EP1) usagés dans un sac translucide &
votre distributeur partenaire ECO EF| ou faire appel & une enfreprise habilitée pour la
collecte et 'élimination de produits dangereus.

5t :

iConserver la préparation dans son emballage d'orgine, dans des locaux frais, secs, bien
ventiles et fermes & clé. Tenir hors de portée des enfants. Conserver 3 l'ecart des aliments et
boissons, v COMPris Ceu poUr amimagus.

Conserver a l'ecart des agents cxydants et reducteurs, acides forts et bases fortes, metaux
(poudre).

Apres utilisation :
Pour l'élimination des produits non utilisables, faire appel 3 une entreprise hakilitée pour la
collecte et I'&limination des produits damgereus:.

Réemploi de 'emballage interdit.

Lors de l'utilisation du produit, bien vider et rincer le bidon 3 l'eau claire (i e manuel 3
3 reprises en agitant le bidon rempli au 1/3 ou ringage mécanique d'une duree minimale de
30 secondes) en veillant & verser l'eau de ringage dans la cuve du pulvérisateur.

Apporter les emballages ouverts, rinces e egouttés & un senvice de collecte specifigue
(exemple : A DI VALOR, 02 10 12 18 85, numemn Azur prix d'un appel local).

En cas de deversement accidentel -

Se proteger (EP) et sécuriser la zone. Prévenir les pompiers (18 ou 112) en cas de danger
immediat pour I'environnement que VOUS Ne POUVEZ JErer Vet VoS Propres Moyens.
Collecter tout ce qui a pu ére en contact avec le produit, terre souillée induse. Nettoyer le
site et ke materiel utilise, en prenant soin de confiner les effluents generés par 'operation de
nettoyage. Les eliminer selon la réglementation en vigueur.

Résistance
L utilisation répetée, sur une meéme parcelle, de préparations a base de substances actives
de la méme famille chimique ou ayant le méme mode d'action, peut conduire 3 'apparition
d'organismes résistants.
Pour reduire ce risque, I'utilisateur doit raisonner en premier lieu les pratiques agromomigues
et respeacter les conditions demplol du produit.
Il est conseille dalttermer ou d'associer, sur une meme parcelle, des préparations & base de
substances actives de familles chimigues differentes ou & modes d'action différents, tant au
cours d'ume saison culturale que dans |3 rotation.
En depit du respect de ces regles, on ne peut pas exclure une altération de lefficacite de
cefte préparation lige & ces phenomenes de reésistance. De ce fait, EURD TSA dedine toute
responsabilite quant & d'éventuelles conséquences qui pourraient éire dues 3 de telles
résistances.
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LES BONS GESTES POUR TRAITER EN TOUTE SECURITE

'w‘ O Mgy le prodelis il O Pimligis wolin
phytapharmaceutiques sanss of celle da
aue = nécessaine, woire enioeraoe

H o Promgee  Probger
: fes paints d'ean les pollinesabeurs.

:+'I O'INFOS SUR WWW.MON-PHYTO-PRATIOUE.FR : FLASHEZ-MDI il

AVERTISSEMENT

Toute reproduction totale ou partielle de cette eliquette est interdite.

Respecter les usages, doses, conditions ef précautions d’emploi mentionnes sur [ - s ont
etedeEnﬂlmsmfudeMHthEmPEdunetdeszmphaﬂmpﬂu les il est

preconise. Conduire sur ces bases |a culture et les traitements selon |a bonne pratique agricole en
tenant compte, sous ka responsabilite de l'utilisateur, e tous les facteurs particuliers concemant votre
exploitation, teis que |3 nature du sol, Emﬂmmﬁmﬁ les methodes culturales, les
vanatés vegetales, Ialusla'mdesapenea

Le fabricant garantit ka qualité du produit vendu dans son emballage d'origine et stocke selon les
mdmumpremusaes m-;uesauurfﬂmneammmmdemﬁemlehmdelmeepahs
mmﬁm&FmrIEMMdemmMmmmdm
et destiness a Nexportation, il est de la resporsabdie de Iexportateur de s'assurer de la conformite
avec la reglementation en vigueur dans e pays importatewr.
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Appendix 3  Letter of Access

A data matching table was submitted that was not fully acceptable
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