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PART A
RISK MANAGEMENT

1 Details of the application

The company ASCENZA France has requested a marketing authorisation in France for the product
LIMPIC 124 SC (product code: BM124SC), containing 124 g/L of copper! (in the form of Bordeaux
mixture (CAS No 8011-63-0) as a fungicide for professional uses.

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

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

1.1 Application background

The present registration report concerns the evaluation of ASCENZA France’s application submitted on
01/04/2019 to market LIMPIC 124 SC (BM124SC) 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 re-registration of authorisation after the renewal of approval of the active substance copper
compounds of this product in France and in other Member States (MSs) of the Southern zone.

The present application (2019-3603) was evaluated in France by the French Agency for Food,
Environmental and Occupational Health & Safety (Anses), according to the Regulation (EC)
No 1107/20092, the implementing regulations, and French regulations. This application was assessed in the
context of the zonal procedure for all MSs of the Southern zone, taking into account the worst-case uses
(“risk envelope approach”)®. When risk mitigation measures were necessary, they are adapted to the
situation in France.

The data taken into account are those deemed to be valid either at European level (Review Report and
EFSA conclusion) or at zonal/national level. The assessment of LIMPIC 124 SC (BM124SC) has been
made using endpoints agreed in the EU peer review of copper compounds. It also includes assessment of
data and information related to LIMPIC 124 SC (BM124SC) where those data have not been considered in
the EU peer review process.

The conclusions of the assessment published by EFSA 2018*°, as part of the procedure for the renewal of
the approval of copper compounds, based on the available information, identify risk for non-taget organisms
for the representative uses on grapevine, cucurbits and tomatoes, as well as to workers for the grapevine
use.

1 COMMISSION IMPLEMENTING REGULATION (EU) 2018/1981 of 13 December 2018 renewing the approval of the active substances
copper compounds, as candidates for substitution, in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the
Council concerning the placing of plant protection products on the market, and amending the Annex to Commission Implementing Regulation
(EV) No 540/2011

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

8 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 Peer review of the pesticide risk assessment of the active substance copper compounds Copper(l), copper(l1) variants namely copper hydroxide,
copper oxychloride, tribasic copper sulfate, copper(l) oxide, Bordeaux mixture, EFSA Journal 2018;16(1):515

5 Qutcome of the consultation with Member States, the applicant and EFSA on the pesticide risk assessment for copper compounds copper(l),
copper(ll) variants namely copper hydroxide, copper oxychloride, tribasic copper sulfate, copper(l) oxide, Bordeaux mixture in light of con-
firmatory data. EFSA supporting publication 2018:EN-1486.



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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In the framework of MRL review for copper compounds under Article 12 of Regulation (CE) No 396/2005,
EFSA published a reasoned opinion (EFSA, 2018°). Based on an evaluation of the available data MRL have
been proposed and a consumer risk assessment has been conducted. Some information required by the
regulation has not been transmitted and a chronic risk for the consumers was identified. Therefore the
consumer risk assessment is only tentative and some of the proposed MRL still require a decision by risk
managers. Exposure reduction measures could also be investigated.

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 546/20117, 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 LIMPIC 124 SC (BM124SC).

1.2 Letters of Access

The applicant has provided letters of access for active substance (and PPP data). These letters of access are
available upon request.

1.3 Justification for submission of tests and studies

According to the applicant: « The study reports submitted within this application are in agreement with the
data requirements of the Regulation 284/2013. No vertebrate studies are included within the present appli-
cation.».

1.4 Data protection claims

Where protection for data is being claimed for information supporting registration of LIMPIC 124 SC
(BM124SC), 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 BM124SC

Product name in MS LIMPIC 124 SC

Authorisation number 2180671

Kind of use Professional use

¢ REASONED OPINION ADOPTED: 1 March 2018. Review of the existing maximum residue levels for copper compounds according to
Article 12 of Regulation (EC) No 396/2005 European Food Safety Authority (EFSA).

” 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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Low risk product (article 47) No
Function Fungicide
Applicant ASCENZA France

Active substance
(incl. content)

copper, 124 g/L

Formulation type

Suspension concentrate [SC]

Packaging

HDPE (1L, 5L, 20 L)

Coformulants of concern for
national authorisations

Restrictions related to identity

Mandatory tank mixtures

None

Recommended tank mixtures

None

2.2 Conclusion

The evaluation of the application for LIMPIC 124 SC (BM124SC) resulted in the decision to refuse the

authorisation.

2.3

Referto 5.1.1.

2.4

24.1

Substances of concern for national monitoring

Classification and labelling

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

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

Hazard class(es), categories:

Skin sensitisation, category 1B
Hazardous to the aquatic environment - Acute Hazard, category 1
Hazardous to the aquatic environment - Chronic Hazard, category 1

Hazard pictograms:

:

GHS07  GHS09

Signal word:

Warning

Hazard statement(s):

H317: May cause an allergic skin reaction.
H400: Very toxic to aquatic life.
H410: Very toxic to aquatic life with long-lasting effects.

Precautionary statement(s):

For the P phrases, refer to the existing legislation

Additional labelling phrases:

Contains 1,2-benzisothiazol-3(2H)-one.

See Part C for justifications of the classification and labelling proposals.
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2.4.2 Standard phrases under Regulation (EU) No 547/2011

N/A : marketing authorisation withdrawn.

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 20178 provides that:

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

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

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

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

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

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

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

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

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

Finally, the French Order of 20 November 2021 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.

8 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, 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/eli/arrete/2017/5/4/AGRG1632554A/jo/texte ;
https://www.legifrance.gouv.fr/affichTexte.do?cid Texte=JORFTEXT000039686039&categorieLien=id

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

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

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

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

tin Officiel du ministere chargé de I'agriculture.



https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000039686039&categorieLien=id
http://www.legifrance.gouv.fr/eli/arrete/2014/3/26/AGRG1407093A/jo
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000044346734
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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:
N/A : marketing authorisation withdrawn

2.5.2 Specific restrictions linked to the intended uses

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

None.
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2.6 Intended uses (only NATIONAL GAP)

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

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

When a use is “acceptable” with GAP restrictions, the modifications of the GAP are in bold.

Use should be crossed out when the applicant no longer supports this use.

GAP rev. 1, date: 2025/07

PPP (product name/code): LIMPIC 124 SC/ BM124SC Formulation type: SC @b)
Active substance 1: copper (Bordeaux mixture) Conc. of as 1: 124 ©
Applicant: ASCENZA France Professional use: =
Zone(s): Southern Zone @ Non professional use: Ol
Verified by MS: Yes
Field of use: Fungicide
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 N — (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | L product/ha gas./ha Water e.g. g
(crop G, (additionally: nd stage of crop & between L/ha safener/synergist per
destination/purpose | Gn, | developmental stages of season a) per use applications | a) max. rate per |a) max. rate per ) ha
of crop) Gpn | the pest or pest group) b) per crop/ | (days) appl. appl. min/ma 0
or season b) max. total b) max. total rate | x
I rate per per crop/season
crop/season

Considering the restriction of the use of PPP containing copper compounds to a maximum application rate of 28 kg/ha of copper over a period of 7 years (i.e. on average 4kg/ha/year).

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

1 FR, IT,|Grapes F Plasmopara viticola Foliar BBCH 13-57 a)4 7 days a) 6 a) 0.744 100- 21 Not acceptable
PT, ES spray 1000 days | (composition,
BBCH 69-81 b) 4 b) 24 b) 2976 worker,)

(Avoid flowering
period)

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)
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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 N . (days)
Fpn Method/Ki | Timing/Growth Max. number | Min. interval | L product/ha gas./ha Water e.g. g
(crop G, | (additionally: nd stage of crop & between L/ha safener/synergist per
destination/purpose | Gn, | developmental stages of season a) per use applications | a) max. rate per | a) max. rate per | ha
of crop) Gpn | the pest or pest group) b) per crop/ | (days) appl. appl. min/ma ®
or season b) max. total b) max. total rate | x
I rate per per crop/season
crop/season

Minor uses according to Article 51 (zonal uses)

-

[ | | |

Minor uses according to Article 51 (interzonal uses)

-

[ | | |

I N R B

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
14

Select relevant

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

No authorisation possible for uses where the line is highlighted in grey, Use should be crossed out
when the notifier no longer supports this use.

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

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

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

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

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

PHI - minimum pre-harvest interval

Remarks may include: Extent of use/economic importance/restrictions

10
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3 Background of authorisation decision and risk management
3.1 Physical and chemical properties (Part B, Section 2)

All studies have been performed in accordance with the current requirements and the results are deemed
acceptable. The appearance of the product is that of a blue liquid, with an uncharac-teristic odour. It is not
explosive, has no oxidising properties. No self-ignition is observed up to 380 °C. It has a pH value around
8.0 at 25 °C. There is no effect of low and high temperature on the stability of the formulation, since after
7 days at 0 °C and 14 days at 54 °C, neither the active in-gredient content nor the technical properties were
changed. The stability data indicate a shelf life of at least 2 years at ambient temperature when stored in
HDPE/COEX packaging. Its technical characteristics are acceptable for a suspension concentrate
formulation.

The information provided does not ensure compliance with Regulation (EU) No 2021/383. Hence, the
evaluation of the product LIMPIC 124 SC (BM124SC) cannot be finalised.

No classification required for physical chemical properties.

3.2 Efficacy (Part B, Section 3)
Considering the data submitted:

- The efficacy level of LIMPIC 124 SC (BM124SC) is considered to be acceptable for the requested use.

- The phytotoxicity level of LIMPIC 124 SC (BM124SC) is considered to be acceptable for the requested
use.

- The risks of negative impact on yield, propagation and adjacent crops are considered to be negligible.
Risks with copper such as spotting of table grape berries or on the wine-making process are known. How-
ever, these risks of negative impact are considered to be acceptable.

- The risk of resistance developing or appearing to copper does not require a monitoring for the requested
use.

3.3 Methods of analysis (Part B, Section 5)

3.3.1 Analytical method for the formulation
Analytical methods for the determination of the active substance in the formulation are available and vali-

dated. However, the method is not specific to the variant Bordeaux mixture. A complementary method
should be provided to confirm the identity of the variant.

3.3.2 Analytical methods for residues

Analytical methods are available in the Renewal Assessment Report and in this dossier and validated for
the determination of residues of copper soil, water (surface), air and body fluids.

11
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According to EFSA conclusions, an inter-laboratory validation (ILV) of the analytical methods for the
determination of residues of copper in plants is required.

Analytical methods for the determination of residues of copper in food of animal origin are missing, but
considering the intended use, no method is considered necessary.

Moreover, the limit of quantification (LOQ) of the available methods for the determination of residues of
copper in water is not in accordance with the European Directive 98/83/EC.

3.4 Mammalian toxicology (Part B, Section 6)

Endpoints used in risk assessment

Agreed EU endpoints

Active substance Copper hydroxide
124 g/L

AOEL systemic 0.08 mg/kg bw/d

AAOEL Not necessary

Inhalation absorption 100 %

Oral absorption 50 %

Vapour pressure Not necessary

Dermal absorption Concentrate: 1 %
Dilution: 9 %
(Based on in vitro through human skin studies; see point 6.5 Part B6)

34.1 Acute toxicity
LIMPIC 124 SC (BM124SC) containing 124 g of copper/L (in the form of Bordeaux mixture) has a low
acute, inhalational and dermal toxicity, is harmful if swallowed, is not irritating to the rabbit skin or eye
and is a skin sensitiser.

3.4.2 Operator exposure

Considering proposed uses, operator systemic exposure was estimated using the EFSA model*® (worst
case):

Active: copper

Model data Level of PPE Total absorbed % systemic

dose AOEL
(mg/kg b.w./day)

Grapes (application equipment: vehicle mounted, upward spraying)

Spray application _ Potential exposure 0.1434 179.27 %
(AOEM; 751 percentile) i _
Body weight: 60 kg Gloves and workwear during M/L and application

0.0176 22.00 %

Grapes (application equipment: hand-held, upward spraying)

3 AOEM - Agricultural Operator Exposure Model (EFSA Journal 2014:12 (10):3874)

12
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Spray application Potential exposure 0.1264 158.04 %
(AOEM; 75™ percentile) i — : -2
Body weight: 60 kg Gloves and workwear during M/L and application 0.0054 6.80 %
Grapes (application equipment: knap-sack, upward spraying)

Spray application Potential exposure 0.0946 118.25 %
(AOEM,; 75™ percentile) i — : o7
Body weight: 60 kg Gloves and workwear during M/L and application 0.0033 4.08 %

According to the model calculations, it can be concluded that there is no unacceptable risk for the operator
using LIMPIC 124 SC (BM124SC) with a working coverall and gloves during mixing/loading and
application with vehicle mounted, hand held ad knap-sack applications.

3.4.3 Worker exposure

Workers may have to enter in treated areas after treatment for hand harvesting activities. Therefore,
estimation of worker exposure was calculated according to the EFSA model.

Active: copper
Model data Level of PPE Total absorbed dose % systemic AOEL
(mg/kg b.w./day)

Grapes (application equipment: vehicle mounted, upward spraying)
Task: hand harvesting

Potential

TC: 30000 cm?/person/h 2.5631 3203.91 %
Body weight: 60 kg Work wear (arms, body, and legs

covered) 0.8629 1078.65 %

TC: 10100 cm?/person/h

There is an unacceptable risk anticipated for the worker, even with the wear of PPE (work wear).
No realistic re-entry period into treated crop for worker can be envisaged (calculated re-entry would be ca.
103 days, which unrealistic given usual agricultural practices)

3.4.4 Bystander exposure

Consideration of acute exposure should only be made where an AAOEL has been established during an
approval, review or renewal evaluation of an active substance, i.e. no acute operator or bystander exposure
assessments can be performed with the 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
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
determined by average exposure over a longer duration, and higher exposures on one day will tend to be
offset by lower exposures on other days. Therefore, exposure assessment for residents also covers bystander
exposure.”

345 Resident exposure

Residential exposure was assessed according to EFSA model, without drift reduction technology and
considering a buffer zone of 10 metres for high crops.

14 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)

13
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Copper

Model data

AOEM model

Total absorbed dose
(mg/kg b.w./day)

% of systemic AOEL

Number of applications and application rate

4 x 0.744 kg Cu/ha

Vehicle mounted
Buffer zone 10m
Drift reduction

Resident child Drift (75" perc.) 0,0470 58,73
Body weight: 10kg [\, our (750 perc.) 0,0011 1,34
Deposits (75" perc.) 0,0004 0,46
Re-entry (75" perc.) 0,0360 45,05
Sum (mean) 0,0611 76,32
Resident adult Drift (75" perc.) 0,0259 32,36
Body weight: 60 kg I\ our (75 perc.) 0,0002 0,29
Deposits (751 perc.) 0,0001 0,17
Re-entry (75 perc.) 0,0200 25,03
Sum (mean) 0,0332 41,55
Manual handheld and manual knapsack
Buffer zone 10m
Resident child Drift (75" perc.) 0,0940 117,45
Body weight: 10kg [\ our (750 perc.) 0,0011 1,34
Deposits (75" perc.) 0,0007 0,93
Re-entry (75" perc.) 0,0360 45,05
Sum (mean) 0,0923 115,38
Resident adult Drift (75" perc.) 0,0518 64,73
Body weight: 60kg I\ our (75 perc.) 0,0002 0,29
Deposits (75" perc.) 0,0003 0,33
Re-entry (75" perc.) 0,0200 25,03
Sum (mean) 0,0503 62,85

According to the model calculations, it can be concluded that there is no unacceptable risk anticipated for
the resident (adult and/or child) using vehicle mounted applications.
However, according to the model calculations, there is an unacceptable risk for the resident (child) using
manual applications.

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

An exceedance of the current MRL for copper as laid down in Reg. (EC) No 396/2005 of 50 mg/kg in
grapes is not expected.

The acute exposure calculations were not carried out because an acute reference dose (ARfD) was not
deemed necessary for copper.

For chronic intake of copper residues, the calculation includes uncertainties linked to the methodology.
Therefore, zZRMS considers that the risk assessment for consumers cannot be finalised.

ZRMS considers no firm conclusion can be reached for any of the requested uses of the product
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LIMPIC 124 SC.

Information on LIMPIC 124 SC (KCA 6.8)

PHI for LIMPIC 124 | PHI/ Withholding pe- PHI for LIMPIC | zZRMS Comments (if
Crop SC proposed by ap- riod* sufficiently sup- 124 SC proposed | different PHI pro-
plicant ported for Copper by zZRMS posed)

Outdoor uses

Grape 21 days Yes 21 days

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

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

The fate and behaviour in the environment have been evaluated according to the requirements of Regulation
(EC) No 1107/2009. Appropriate endpoints from the EU conclusions were used to calculate PEC values
for the active substance 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.

The PEC values of copper in soil, surface water and groundwater have been assessed according to FOCUS
guid-ance documents, with standard FOCUS scenarios to obtain outputs from the FOCUS models, and the
end-points established in the EU conclusions or agreed in the assessment based on new data provided.

No reliable PECsoil were available for the active substance mainly due to a too short period for estimating
the accumulation in soil. Therefore, the risk assessment for the non-target terrestrial organisms cannot be
finalised for all requested uses.

Given the uncertainties identified by zZRMS in the notifier’s exposure calculation (FOCUS STEP 1-2 for
all entries to water bodies and FOCUS STEP 1-2 PECsw values including mitigation measures) and the
absence of results for all FOCUS scenarios, PECsw values derived for the active substance cannot be used
for the ecotoxicological risk assessment. As a consequence, the risk assessment cannot be finalised for the
non-target aquatic organisms.

PECgw values for copper do not occur at levels exceeding those mentioned in Directive 98/83/CE . There-
fore, no unacceptable risk of groundwater contamination is expected for all requested uses.

Based on vapour pressure, no significant contamination of the air compartment is expected for the requested
uses

3.7 Ecotoxicology (Part B, Section 9)

The ecotoxicological risk assessment of the formulation was performed according to the requirements of
Regulation (EC) No 1107/2009. Appropriate endpoints from the EU conclusions for the active substance
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.
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An EFSA’ Statement of the PPR panel on a framework for conducting the environmental exposure and risk
assessment for transition metals when used as active substances in plant protection products was recently
published (2021). This document provides useful recommendations upon applicability of new
methodologies in the context of transition metals and possible areas of development for assessing the risk
from transition metals used in PPPs. However, it does not provide valid tools for exposure assessment in
the environment and toxicity estimation upon non-target organisms. Furthermore, no clear specific risk
assessment schemes for transition metals used as active substances in PPPs is provided. Therefore, the risk
assessment and conclusion are based on the methodology agreed by the experts during the renewal approval
of the active substance. The EU-agreed endpoints recommended in the EFSA journal (EFSA Journal
2018;16(1):5152) were considered for the Art. 43 dossiers for copper compounds.

Based on the guidance documents, the risks for non-target terrestrial plants are acceptable for the
requested uses.

For aquatic organisms, as the toxicity reference value for copper proposed by the applicant was based on
an approach rejected at European level, it could not be used. In addition, no reliable PECsw and PECsed
were provided by the applicant for all uses. Therefore, the risk assessment for aquatic non-target species
could not be finalised for all requested uses.

For birds and mammals, the risk is not acceptable at Tier 1 for all intended uses. The arguments provided
by the applicant to refine the risk assessment are identical to those that were considered insufficient at the
European level. Therefore, without further data, the risk assessment for birds and mammals cannot be
finalised.

For bees, the acute risk is not acceptable at Tier 1 for all requested uses. Higher-tier studies (cage and
tunnel tests) are available and demonstrate that no adverse effects on adult honey bees are expected for all
requested uses.

For honey bee larvae, according to new requirements of Reg. No. 284/2013, data on on development of
bees should have been submitted by notifier as exposure of bees to the formulation cannot be excluded.
Therefore, the risk assessment to bees cannot be completely fulfilled and the risk assessment for bees cannot
be finalised.

For non-target arthropods, the applicant used toxicity data of another product than LIMPIC 124 SC
(BM124SC). However, the available data are not sufficient to determine whether these toxicity data are
representative of the toxicity of the product LIMPIC 124 SC, due to the increase in acute oral toxicity of
the product LIMPIC 124 SC (BM124SC) for bees. Therefore, the risk assessment for non-target arthropods
cannot be finalised.

For soil organisms, since no reliable PEC soil values are available, a Tier 1 risk assessment cannot be
conducted.

For earthworms, the higher tier earthworm field trial data from a study conducted over 10 years with copper
application every year demonstrates that there is an acceptable risk to earthworms for appli-cations up to
4kg cu/halyr. Therefore, an acceptable risk for earthworms is demonstrated for all requested uses of
LIMPIC 124 SC (BM124SC).

For other soil meso- and macro-organisms, no higher-tier studies are available and extrapolating the results
of the multiyear field study with earthworms to other soil meso- and macro-organisms was not supported
by the experts at the Peer Review experts’ meeting 169. Therefore, the risk for soil macro-organisms other
than earthworms could not be finalised for all requested uses.

For soil micro-organisms, based on a lack of effect at field level, the risks to soil micro-organisms are
acceptable for the requested uses.

16



Page 17/26

BM124SC / LIMPIC 124 SC
Part A - National Assessment
FRANCE

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)

LIMPIC 124 SC contains copper compounds, which is approved as a candidate for substitution because it
fulfills PBT criteria (Persistant and Toxic).

Steps 1 and 2 (French guidance document 27 July 2015):
e Taking into account the agronomic interest, especially in the context of organic farming

In accordance with Article 50, paragraphs 1.b) 1.c) and 1.d) of Regulation (EC) No 1107/2009,

- considering the absence of plant protection products or non-chemical methods of prevention or
control allowing to consider a substitution of the product without major practical or economic
disadvantage, and specially in the frame of organic farming,

- considering also the need to guarantee a diversity of modes of action to reduce the emergence of
resistance in target microorganisms,

- considering the need to take into account the minor uses of the product,

the substitution of the product will not be considered for all requested uses.

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

N/A : marketing authorisation withdrawn.
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Appendix 1  Copy of the product authorisation

Drocusign Envelope ID: 3TEDDBS4-DAM-40FR-AZ21-F130306EFEAS

EX

REPUBLIQUE \
FRANCAISE w
i anses

Fraterrté

Décision relative a une demande de renouvellement de I'autorisation
de mise sur le marché d'un produit phytopharmaceutique

Vu les dispositions du réglement (CE) n® 1107/2009 du 21 octobre 2009 et de ses textes d'application,
Vu le code rural et de la péche maritime, notamment le chapitre Ill du titre V du livre I des parties légisiative et
reglementaire,

Vu la demande de renouvellement de Fautorisafion de mise sur le marché, suite au renouvellement de
l'approbation de la substance active composeé du cuivre, eﬂesdormeesfnumesenmponseauxd&mand&sen
post. isation du produit phytc tique LIMPIC 124 SG

de la sociéé ASCENZA France

enregistrées sous les n® 20159-3603 et 2020-3855

Vu les conclusions de 'évaluation de 'Anses du 24 juin 2022,

Considérant qu'en application de 'article 27 du réglement (CE) n® 1107/2009, les coformulants inscrits & l'annexe
1ll de ce réglement ne peuvent pas entrer dans la composition of'un produit p}n«'tophmceuﬁ‘que

Considérant que les éléments disponibles relatifs & la composition du produit ne permettent pas de s'assurer que
le produit LIMPC 124 5C ne contient pas de coformulant figurant a I'annexe Il du réglement (CE) n® 1107/2008,

Considérant qu'un risque d'effet noafpour les travailleurs, lié & I'utilisation du produit, ne peut étre exclu,

Considé, qu'en 2q les exig ionnées & l'article 29 du réglement (CE) n® 1107/2009 ne
sont plus remplies,

Lautorisation de mise sur le marché du produit phytopharmaceutique désigné ci-aprés n'est pas renouvelée en
France.

LIMFIC 124 SC
AMM n® 2180671 Page 1 sur 3
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Docusign Envelope IDx 37TBODE54-DAG4-40FD-A221-F13DA08EFEA3

EN
REPUBLIQUE )
FRANCAISE wr
Libersé
i anses
s—— e
Informations générales sur le produit
; LIMPIC 124 SC
L T SULFOPEC CUIVRE 124 §
Type de produit Produit de référence
ASCENZA France
. 27 avenue Camot
Titulaire 91300 MASSY
France
Formulation Suspension concentrée (SC)
Contenant 124 gL - cuivre (sous forme de bouillie bordelaise)

Numéro d'intrant 9881-2013.01

Numéro d'AMM 2180671

Fonction Fongicide

Gamme d'usage Professionnel

A Maisons-Alfort, le  15/07/2025

DS by

{lrarlaffe Grashllow

AL IRTARRA A

Directrice générale déléguée
en charge du pdle produits réglementés
Agence nationale de sécurité sanitaire de
Falimentation, de 'environnement et du travail (ANSES)

LIMFIG 124 5C
AMM n® 2480671 Fage 2sur 3
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Docusign Envelope [0 3TBDDBE4-DAM-40F2-A221-F130308BFEAS

EX

REPUBLIQUE [\
FRANCAISE wr
. anses

ANNEXE : Conditions de mise sur le marché

Liste des usages retirés

. e c - = Délai accorde pour le
. Nombre maximum Delai avant récolte Deélai accorde pour la s
Usages Dose demploi e et & et Ia distribution stockage et Putilisation
(jou des stocks
& mois & compter de la 18 mois & compter de la
&Liha Alan ) présents décision présente décision
12703203
Wigne*Trt Maotivation du retrait :

L'usage est retiré car les données disponibles ne permettent pas d'exclure un risgue d'effet nocif pour les résidents et personnes présentes
enfants en cas d'application & Paide d’une lance ou d'un pulvérisateur & dos, ni d'exclure un risque d'effet nocif pour les travailleurs, aux
conditions d’emplois revendiquées, ni de s'assurer que le produit ne contient pas de coformulant figurant & Mannexe |1l du réglement (CE)
n® 1107/2009.

Part. Aer. *Mildiou(s)

LIMPIC 124 3G
AMM n" 2480671 Page 3 sur 3
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Appendix 2  Copy of the product label

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

Draft Reference Label - Template — version 29/01/18 HF

FONGICIDE

LIMPIC © 124SC

Fongicide anti-mildiou pour la vigne*
[* CF. tableau des usages dans |e livret)

Cuivre (sous forme de bouillie bordelaise) 124g/L (9,5% p/p) — Suspension concentrée (5C)

Quantité nette ou volume net : Kg ou litres avec e

RESERVE A UN USAGE EXCLUSIVEMENT PROFESSIONNEL
«lire les instructions ci-jointes avant Pemplois et «Consulter ce livret avant toute utilisation »
Ou « Consulter les informations mentionnées sur ce sac avant toute utilisation »

Code EAN { Elsaliogts

AMM N® 2180671

Diistribué par :

M® LOT : woir sur le bidon / sac o !
Date de fabrication : voir sur le bidon J sac
s, @ - margue déposse par ASCEMZA AGRO 54
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TERE T T T

IMPORTAMNT : LIRE LES INSTRUCTIONS CI-MOINTES AVANT L'EMPLOI
LIMIFIC®1245C
124g/1 {3,5% p/p) Cuivre (sous forme de bouillie bordzlaise]

PREMIERS SECOURS :

*  Premiers soins :

Z'eloigner de la zone dangereuss.

- En cas de comtact cutané - enlever tout watement souillé, rincer immediatement st
gbondamment la peau sous I'eau du robinet avec du savon neutre durant 15-20 minutes. En
cas d'irritation ou éruption cutanee, consulter un spécialiste.

- En cas de projection dans les yeux © rincer immédiztement pendzant 15 3 20 minutes sous un
filet d"eau paupieres cuvertes. Pensez a enlever les lentillez de contact =i elles peuvent 2tre
facilemenit enlevées. Consulter immeédiztement un spécialiste.

- En cas d'inhalation - en cas de trouble respiratoire, contacter sans délai les secours : |2 15, le
112 ou un centre antipoizon.

- En_cas dingestion : rincer immédistement |z bouche avec de Feau =i la personne est
consciente. Me pas faire vomir sans avis medical. Me rien faire svzler 3 une personne
inconsciente. Contacter sans deélzi les secours : le 15, |2 112 gu un centre antipoison.

Dans tous les cas, siles symptomes persistent ou en cas de malaize, consulter un medecin et lui prasenter
I"étiguette etfou Iz fiche de données de sécurité. Antidote : EDTA, BAL ou genigllamins
En cas d'intoxdcation animale, contactez votre vétérinaire.

DESCRIFTIF DU PRODUIT ET MODE D°ACTION

LIMPIC®1245C est un fongicide de contact contenant 124 2/L de cuivre (sous forme de bouillie bordelziza) agissant

préventivement.

* Tableau des usages autorisés

Int; lle Stade .
Dose Mombre r:i:::um d"application/ Delai avant
Culture Cibles masimum MaEsimum antre c;ditinns recolte INT* aguatigue
d'emploi | d'applications applications Femplai (DAR)
Entre les
ctades BBCH |F [BBCH 57)
Vigne (raisin de cuve ot o - . 13-57 50m (dont OWVF de
raisin de table) Mildicus) | & L/hz 4fan 7 jours Entre les 20m)
stades BBCH 21 jours
63-31

* Zone non traités (voir phrase 5Pe 3)
** Me pas dépaszzer 4 applications par an et par culture

Lirnitez maximnalas de résidus - se reporter aw: LMR définies au niveaw de I'Union Européenne, consultables 3

I"adresse [_http:/} ec suropa.su la esticides/eu-pesticides-

ASCENZA AGRD ne préconise I'utilization de ce produit que sur les cultures et cibles mentionnées ci-dessus et
2 ce titre, décline toute responsabilité concernant son utilisation aux autres usages prévus par le catalogue des

Us3Zes N Vigueur.

RECOMMAMDATIONS D'EMPLOI

*  Conditions d'application

L'application de LIMPIC®1245C s'effectue preventivement des 'identification des risgues {Obzervations, bulletins de
santé du vagétal). |l ='utilise du stade 13 (3 feuilles &talées) au stade 57 (inflorescences complétement développées,
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Draft Reference Label - Template — version 29/01/18 HF SAPEC
Pa

fleurs séparées), et du stade 69 (fin de |a floraizon) au stade 21 (début véraison). L"application durant |a floraizon est
proscrite.

Une cadence de 7 3 10 jours est recommandee (zdapter la cadence suivant |z pression mildiou, I'intensiteé de |z pousse
et l2s conditions métdorologiques).

Trzitez rang par rang et face par face pour assurer une couverture totsle des organes 3 protéger.

Risgue de marquage du raisin de table pour des applications aprés BECH 71

*  Mélanges extemporanés

M= pas mélanger a des composss alcalins.
Les melanges extermnporanes doivent 2tre mis en cewvre conformement 3 la reglementation en viguewr.

Consulter |2 site - https://ephy.anses fr/

*  Préparation de la bouillie
Le volume de bouilliz doit &tre adapte au volume de vegetation 2 proteger. |l sera specifigue au type de pulverizateur
utiliz, consulter votre technicisn.
Remplir Iz cuve 3 1/2 d'esu, mettre sous sgitation. Verser la guantité de LIMPIC®1245C nécessaire puis compléter 2
remplissage.
Veiller & une répartition homogéne de Iz bouillie sur 'ensemble de |3 vagétation & traiter.
Laisser I'zgitateur en foncticnnement pendant le trajet et jusqu'a la fin de la pulvérisation.

[¥une maniére générale, pour déclencher tout traitement, il est conseillé de consulter son technicien habituel, de
se conformer aux awis issus des organismes de prescription officiels (BSV..) et de baser sa décision sur les
observations localisées de |a pression parasitaire sur les cultures 3 proféger.

PREVEMTION ET GESTION DE L& RESISTANCE

L'utilis=ation répetée, sur une méme 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 réduire
ce risgque, "utilisateur doit raisonner en premier lizu les pratiques agronomiques, respecter les conditions
d’emploi du produit et verifier que la parcelle 2 traiter ne présents pas de souches de parasites résistantes.
Pour réduire les risques de baisse d'efficacite, il est conssillé d*altermer ow d'associer, sur une méme parcelle,
des préparations 3 base de substances actives de familles chimigues différentes ou & modes d'action
differents, tant au cours d'une saison culturale que dans la rotation. En depit du respect de ces regles, on ne
peut pas exclure une shtération de I'efficacite de cette préparation liée 3 ces phénoménes de résistances.
ASCENZA AGRO décline touts responsabilité quant & d'éventuslles conséguences gui pourraisnt &tre duss & |a

présence de telles résistances

MISE EM OEUVRE REGLEMEMNTAIRE ET BOMMES PRATIQUES
*  Stockage du produit @

- Conserver le produit uniqguement dans son emballage d'origine, dans un local phytopharmaceutigue
conforme 3 la réglemantation en viguewr, 3 I"écart des zliments et boissons, v comprizs ceux pour
ENiMaux.

- Conserver hors de |z portée des enfants et des personnes non autorisées.

- Températures de stockage : voir le pictogramme indiqué en premigre page du livret ou face avant
du sac.

*  Protection de I'opérateur et du travailleur

Zz laver les mains aprés toute manipulation/utilisation/intervention dans une parcelle prézlablement traitée.
Me pas manger, baire, téléphoner ou fumer lors de utilisation du produit

Dans le cadre des bonnes pratiques, il convient de privilégier les mesures de protection collective, mais zussi

d'ervizager Padaptation du poste de travsil. Par zilleurs, l'utilisation d'um matérizl adapte ot entretenu est
crucizle, svant la mise en place de protections complémentaires comme les protections individuelles.
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Le port de combinaizon de travail d2diee ou d'EPI doit etre associe a des reflexes d'hygiene, (comme par exemple
ze laver les mains spres toute manipulation/utilization/intervention danz une parcelle préalzblement traitée,
douche en fin de traitement) et & un comportement rigourewsx (ex : procédure d'hakillage/déshabillage). Les
modalités de nettoyzge et de stockage des combinaizons de travail et des EPI réutilisablez deivent &tre
conformes & leur notice d'utilisation.

FROTECTION (E LUTILISATELE FERDAMT LES PHASES D ©
APPLCATION AVLL ©

Carat ristmrry ey UV JCHARGEMINT HETTOTAGE TREVAILEUR

GAMTS [N HITRILE )
rétilingbies. [certiflds BN TM-1) Réutilisables Reéutilizables
A_YF

Ol B g ungue [certies EN E74-2]

A A FROTECTION M)

PULVT RISATL UM prsurratiue

L4 TRALCTILA TEACTIUR
HEEL CABINE AN CARIRE

"Dwre b con o wre veeereon o be matsriel pandant e phawe e pubeirnaton. De=a cr cea, b gants re dodfwest e porbin gu's Cesdiceur de | cebine 5t dodvend dEre viocdiin senia
WL Aanon b ey st de Le cabione

e vHrmwm? pricon e oodd #re rompiet par fout avtre EF sritimeiaice. 1000 flour s produ i phviopherme rutioun, conforme sue meipmon msesticlen de sacie ol de

oL ok de e direrve B GRECIE

Rapporter lez équipements de protection individuslle (EPI) wsagés dans un zac translucide 3 vetre distributeur
partenzire ECO EF| ou faire appel  une entreprize hakilitée pour la collects et 'élimination de produits dangereus.

*  Nattoyage du pulvérisateur et gestion des fonds de cuwe :

Me pas traiter les cours d'eau et fossés en ezu. Appliguer la bouilliz dans les cultures par temps
calme, s=ns vent fort, pour &viter toute dérive de pubseérisation vers les foszes, cours d'eau, chemins,
abords de ferme ou batiments.

A lafin de |a periode d'application du produit, I'integralite de Fappareil (cuve, rampe, circuit, busss..]
doit étre rincée a I'eau claire. Le ringage du pulverizateur, I'épandage ou la vidange du fond de cuve
et I'&limination des effluents doivent &tre réalizés conformément a la réglementstion en viguweur.
%'azzurer d'un ringage complet et soigne du pulverissteur.

*  Elimination du produit, de Femballage :

Réemplai de Femballage intardit.

Pour les bidons jusgu'a 251 : Lors de I'utilisation du produit, bien vider et rincer le bidon & 'eau
claire [ringage manuel a 3 reprizes en =gitant le bidon rempli 2u 12 ou rinfage mecanique
d'une durée minimzle* de 20 z=condes) en veillant & verser I'eau de ringage dans |z cuve du

pulvérizatzur. Apporter les emballages ouverts, rincés et egouttés 3 wotre distributeur
partenzire d"A.D.LVALOR ou a un autre service de collecte spécifique.

Pour les cartons et sacs - Apporter les embzllzges vidés et pliés & votre distributeur partenzire
d'A.DNVALOR ou a un autre service de collecte specifiqus

Pour les futs plastiques et métalligues au-deld de 261 =t ce jusgu’'d 3000 : Apporter les
emballages vidés et fermés a votre distributeur partenaire d’4A 0L VALOR ou 2 un autre service

de collects specifigue

Pour Iélimination des produits non utilisables, conserver le produit dans son embzllage
d'origine. Interroger wotre distributeur partenaire d'A.DVALOR ou faites appel & ume
entreprise habilitée pour |z collecte 2t I"élimination des déchets dangeraux.

*  En cas de déversement accidentel

* Le temps de ringage recommandé powrra &tre allongé pour des produits moins sisés 3 rincer
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- 3= proteger (EF1} et sécuriser |a zone.

- Prevenir les pompizrs (18 ou 112) en cas de danger immeédiat pour I"ervironnemant que vous ne
POUVEZ @Erer BVEC VOS5 Propres moyens.

- Collecter tout ce qui a pu &tre en contact avec le produit, terre souillée incuss.

- Mettover le site et le matériel utiliz2, en premant zoin de confiner les effluents générés par
I'opération de nettoyage. Les éliminer s=lon la réglementation en vigueur.,

LES BONS GESTES POUR TRAITER EN TOUTE SECURITE

@ O Wutitisez les produits (| (7)) CProtegezvotre  ([5) © Surveitiez
— phylopharmaceutigues ™ sanié et celle de S les conditions

que sl nécessaire. volre entourage. méléarabogiques.
s e .
j@: © Profitgez 79 © Protégez :@n © Priserver
e ! les points d*eaw. R es pollinisateurs. la faune sauvage.

AVERTISSEMEMNT

Toute reproduction totale cu partielle de cette étiquette est interdite.

Respacter las usages, doses, conditions et précavtions d'emploi mentionnés sur Femballage. |l ont &t
détermings en fonction des caractéristiques du produit et des applications pour lesquelles il est préconisé.
Conduire sur ces bases, |z culture et les traitemeants selon la bonne pratique agricole en tenant compte, sous la
responsabilité de 'utilisatewr, de tous facteurs particuliers concernant votre exploitation, tels gue Iz nature du
sol, l2s conditions metéorologiques, les méthodes culturales, les variétés vegétales, Iz résistance des espéces...
Le fabricant garantit la qualité du produit vendu dans son emballage d'origine et stocké selon les conditions
préconizeées, ainsi gue sa conformité 2 FAutorisation de Mise sur le Marché délivrée par les autorités
compétentes francaises.

Pour lzs denrées issues de cultures protegess avec cette specizlité et destinges 3 I'exportation, il est dz la
responsabilité de 'exportateur de ='azsurer de la conformité avec la réglementation en vigusur dans le pays
importateur.

LIMPIC® 124SC

124g/L [23,5% p/'p) de cuivre (sous forme de bouilliz bordelzise] — Suspension concentrés (5C)
Contient de la 1,2-benzisothiazol-3{2H)-one
AMM n® 21BD671

ATTENTION

H217 Peut provoguer une zllergie cutange
HA&10 Tres toxigue pour les organismes aquatiques, entraine des effets neéfastes a long terme

P261 Eviter de respirer les poussidres/fumées/ gaz/brouillards/vapeurs/zérosals
P280 Porter des gants de protection/des vatements de protection,’ un equipemsent de protection des yeux/du visage
P302 + P352 EN CAS DE COMTACT AVEC LA PEAU - laver abondamment a I'eaw et su savon.
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P333 + P313 En cas d'irritation ow d'éruption cutanée : Consulter un médecin.
P291 Recueillir le produit répandu.
P501 Eliminer |2 contenu/Técipient conformément a la réglementation nationale

Conditions d’emploi

Tenir hors de la portée des enfants

EI/H401 - Respectez les instructions d'utilissticn zfin d"éwiter les risques pour Iz santé humaine et 'environnement.

- 5P1: Me pas polluer Feaw aves le produit ow son embzllzge. Ne pas nettoyer le matériel d'application prés des saw
de surface. Eviter la contamination viz les systémes d'évacuation des eaux 3 partir des cours de ferme ou des routes.
- Délai de rentrée : 4% heures

- 3Pl : Pour protéger les organismes du sol, ne pas appliquer ce produit ow tout autre produit contenant du cuivre 3
urnie dose annuelle totale supérisure 3 4 kg Cufha

- 8P=3 : Pour proteger les organizmes aguatiques, respecter une zone non traitee de 50 metres comportant un
dispositif wegétalisé permanent non traité d'une largeur de 20 matres en baordure des points d'eau, pour £ applications
par 2n & Iz dose de 744 g Cufha.

EN CAS D'URGENCE
Composer le 15 ou le 112 ou contacter le centre

anti poison le plus proche

Puiz signalez wos symptdmes au réseau Phyt'sttitude, n® vert 0 800 837 387 (appel gratuit depuis un posts fixe).

Fiche d= Données de S&curité disponible sur : waww.guickfds.com et waww.szpecagro.fr

RESERVE A UN USAGE EXCLUSIVEMENT PROFESSIONNEL
Fabrique =t conditionna au PORTUGAL Contenu : 00000 lou Kg

ASCENZA AGRO, 5.4, Avenida do Rio Tejo - Herdade das Praias, 2910-240 3etdbal — Portugal

RGNy - Warque déposée par ASCENZA AGRO S.A

Draft Reference Label - Template — version 2907118 HF SAPEC
Page 7 of 7

CONTENU DES ETIQUETTES APPOSEES SUR LES EMBALLAGES
COMBINES (CARTONS DE REGROUPEMENT OU DES PACKS)
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