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PART A
RISK MANAGEMENT

1 Details of the application

The company NUFARM S.A.S. has requested a marketing authorisation in France for the product
CHAMP FLO AMPLI (product code: CA2112), containing 360.4 g/L copper® (in the form of copper
hydroxide (CAS No 20427-59-2)) as a fungicide and a bactericide for professional uses.

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

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 NUFARM S.A.S.’s application submitted on
01/04/2019 (re-registration) and 04/05/2019 (extension of use according to Art. 51) to market CHAMP
FLO AMPLI (CA2112) in France (product uses described under point 2.3). France acted as a zonal
Rapporteur Member State (zRMS) for field uses for this request and assessed the application submitted for
the re-registration of authorisation after the renewal of approval of the active substances copper compounds
of this product in France and in other Member States (MSs) of the southern zone.

The present applications (2019-3008, 2019-3986 and 2021-3393) were evaluated in France by the French
Agency for Food, Environmental and Occupational Health & Safety (Anses), according to the Regulation
(EC) No 1107/2009?, the implementing regulations, and French regulations. This application were assessed
in the context of the zonal procedure for all MSs of the southern zone for field uses, taking into account the
worst-case uses (“risk envelope approach”)3. 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 CHAMP FLO AMPLI (CA2112) has been
made using endpoints agreed in the EU peer review of copper compounds. It also includes assessment of
data and information related to CHAMP FLO AMPLI (CA2112) 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 maximum residue level (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 CHAMP FLO AMPLI (CA2112).

1.2 Letters of Access

Not necessary: the applicant is the owner of data which support the renewal of approval of the active
substance.

1.3 Justification for submission of tests and studies

Justification not submitted by the applicant.

1.4 Data protection claims

Where protection for data is being claimed for information supporting registration of CHAMP FLO AMPLI
(CA2112)., it is indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections
1-7.

2 Details of the authorisation renewal decision
2.1 Product identity

Product code CA2112

Product name in MS CHAMP FLO AMPLI

Authorisation number 2000517

Kind of use Professional use

Low risk product (article 47) No

6 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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Function

Fungicide, bactericide

Applicant

NUFARM S.A.S.

Active substance(s)
(incl. content)

Copper, 360.4 g/L

Formulation type

Suspension concentrate [SC]

Packaging

Bottle in HDPE (1L, 2L)
Can in HDPE (5L, 10L, 20L)

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 PRODUCT NAME resulted in the decision to grant the authorisation

renewal.

2.3

Refer to 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:

Acute toxicity (oral), category 4

Skin irritation, category 2

Serious eye damage, category 1

Acute toxicity (inhalation), category 4

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

Hazard pictograms:

LE 2
GHS05  GHS07  GHS09
Signal word: Danger

Hazard statement(s):

H302: Harmful if swallowed.

H315: Causes skin irritation.

H318: Causes serious eye damage.

H332: Harmful if inhaled.

H400: Very toxic to aquatic life.

H410: Very toxic to aquatic life with long-lasting effects.
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Precautionary statement(s): For the P phrases, refer to the existing legislation
Additional labelling phrases: EUH 208: Contains a mixture of 5-chloro-2-methyl-2H-isothiazol-3-one and 2-

methyl-2H-isothiazol-3-one (3:1) and ammonium persulfate. May produce an
allergic reaction.

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

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

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

For other restrictions refer to 2.5

2.4.3 Other phrases (according to Article 65 (3) of the Regulation (EU) No
1107/2009)
None.
2.5 Risk management

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

The French Order of 4 May 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 12 April 2021° provides that:

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

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

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

8 Arrété du 4 mai 2017 relatif 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, modifié par I’arrété du 27 décembre 2019 https://www.legifrance.gouv.fr/eli/ar-
rete/2017/5/4/AGRG1632554A/joltexte ; https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000039686039&categorie-
Lien=id

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

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



https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/AGRG1632554A/jo/texte
https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000039686039&categorieLien=id
https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000039686039&categorieLien=id
https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000043401456
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Therefore the GAP table (Section 2.3) and Decision may include uses on crops not originally requested by
the applicant.

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.

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

251 Restrictions linked to the PPP

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

Operator protection:

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

Worker protection:

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

Integrated pest management (IPM)/sustainable use:

Environmental protection

SPe 1 To protect earthworms and other soil macro-organisms, limit copper inputs to 4 kg/ha/year
from all sources.

SPe 3 Spe 3: To protect aquatic organisms, respect an unsprayed buffer zone of 50 metres and a
planted buffer strip of 20 metres to adjacent surface water bodies dor use on stone fruits,
tree nuts and pome fruits, .

SPe 3 Spe 3: To protect aquatic organisms, respect an unsprayed buffer zone of 20 metres and a
planted buffer strip of 20 metres to adjacent surface water bodies dor use on leaf vegetables,
herbs and edible flowers, tomato, vines and seed crops,

SPe 8 To protect bees and other pollinating insects, do not use in the presence of bees and other
pollinators, and do not apply during the flowering period of attractive crops.

Other specific restrictions

Re-entry period 24 hours.
Storage -

Risk mitigation None.
measures

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

12| st of culture considered as unattractive to bees and other pollinators insects defined by French Agricultural ministry and published in Bul-
letin Officiel du ministere chargé de I'agriculture.



https://www.legifrance.gouv.fr/jorf/id/JORFTEXT000044346734
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Bystander and For use on fruit crops and vines, maintain a distance of at least 10 metres between the last
resident protection row treated and :

- areas frequented by people present at the time of treatment;
- areas likely to be frequented by residents.

For use on leaf vegetables, herbs, edible flowers, seed crops, eggplant and tomatoes,
maintain a distance of at least 3 meters between the spray boom and :

- areas frequented by people present at the time of spraying;
- areas likely to be frequented by residents.

Agricultural It should be mentioned on the label that the product can cause rugosity augmentation on
recommendations apples and pears, visual damage (spotting) on table grape berries and can impact the wine-
making process.

Specify measures to limit the transfer of copper into surface water through runoff, such as:

e  Grassing of field edges

e Maintenance of the permeability of grassed areas at field edges (headlands, per-
manent vegetation cover) and within the field (between rows)

e Limiting preferential water flow paths (working perpendicular to the slope, using
ridges in hoed crops, using equipment that reduces wheel ruts)

e Using equipment that limits the amount of copper reaching the soil.

For minor uses authorized under Article 51 of Regulation (EC) No. 1107/2009, users are
advised of the potential risks of phytotoxicity or lack of efficacy.

Before using the product, users are advised to ensure its efficacy and that there are no
potential risks of phytotoxicity to the crop.

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, 15 July 2025

PPP (product name/code): CHAMP FLO AMPLI / CA2112 Formulation type: SC
Active substance 1: copper (copper hydroxide) Conc. of a.s. 1: 360.4 g/L ©
Safener: / Conc. of safener: /
Synergist: / Conc. of synergist: /
Applicant: NUFARM S.A.S. Professional use: X
Zone(s): Southern Zone @ Non-professional use: ]
Verified by MS: Yes
Field of use: Fungicide & Bactericide
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 —— o (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 between L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | a) max. rate per |a) max. rate per ) ®
of crop) Gpn | the pest or pest group) season (days) appl. appl. min/ma
or b) max. total b) max. total rate | x
I rate per per crop/season
crop/season

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

10
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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 between L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | a) max. rate per |a) max. rate per ) 0
of crop) Gpn | the pest or pest group) season (days) appl. appl. min/ma
or b) max. total b) max. total rate | x
I rate per per crop/season
crop/season
7 FR Tomato: F Alternaria solani Spraying | BBCH 10-89 a)4 7 a)2.8 a) 1009 300- 3days |Acceptable
(fresh tomato and (ALTESO) 1000
eggplant) Colletotrichum spp b) 4 b) 11.2 b) 4036*

Phytophthora infestans
(PYHTIN)

Phytophthora nicotianae
(PHYTNN)
Xanthomonas campestres
(XANTCA)
Pseudomonas syringae
(PSDMSX)

Bacteria (1BACTK)
Peronospora tabacina
(PEROTA)
Cladosporium fulvum
(FULVFU)

Septoria lycopersici
(SEPTLY)
Colletotrichum spp
(COLLSP)

Pseudomonas spp
(PSDMSP)

Xanthomonas versicatoria
(XANTVE)

11
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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 between L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | a) max. rate per |a) max. rate per ) 0
of crop) Gpn | the pest or pest group) season (days) appl. appl. min/ma
or b) max. total b) max. total rate | x
| rate per per crop/season
crop/season
9 FR Tomato F Alternaria solani Spraying | BBCH 10-89 a)4 7 a)2.8 a) 1009 300- 10 Acceptable
(Processing tomato) (ALTSO) 1000 | days
Phytophthora infestans b) 4 b) 11.2 b) 4036*
(PHYTIN)
Peronospora tabacina
(PEROTA)
Cladosporium fulvum
(FULVFU)
Septoria lycopersici
(SEPTLY)
Colletotrichum spp
(COLLSP)
Pseudomonas spp
(PSDMSP)
Xanthomonas versicatoria
(XANTVE)
Bacteria (1IBACTK)
10 FR Grape F Plasmopara viticola Spraying | BBCH 15-91 a)8 7 a)1.3 a) 468.5 800 21 Not Acceptable
Vitis vinifera L. Spp. (PLASVI) dayS (Consumer exposure)
vinifera VITVI b)8 b) 10.4 b) 3748
11 FR Grape F Bacteria (1BACTK) Spraying | BBCH 15-91 a)5 7 a)2 a) 720.8 800 21 Not Acceptable
Vitis vinifera L. spp. days | (consumer exposure)
vinifera VITVI b)5 b) 10 b) 3604
12 FR Grape F Plasmopara viticola Spraying | BBCH 15-91 a)3 7 a)l3 a) 468.5 800 21 Acceptable
Vitis vinifera L. spp. (PLASVI) days
vinifera VITVI b) 3 b) 3.9 b) 1406
13 FR Grape F Bacteria (1BACTK) Spraying | BBCH 15-91 a)3 7 a)l4 a) 504.6 800 21 Acceptable
Vitis vinifera L. spp. days
vinifera VITVI b) 3 b) 4.2 b) 1513

12




CA2112 / CHAMP FLO AMPLI
Part A - National Assessment
FRANCE

Page 13/42

15

FR

Leaf vegetables:
Curled-leaved endive
Cichorium endivia
var. crispum CICEC
Lettuce Lactuca sa-
tiva

LACSA

Lamb's lettuce Vale-
rianella locusta
VLLLO

Scarole Cichorium
endivia latifolium
CICL

Cresses and other
sprouts and shoots
Lepidium sativum,
Allium tuberosum,
etc.

LEPSA, ALTU, etc.
Land cresses
Barbarea verna
BARVE

Rucola Eruca vesica-
ria subsp. sativa
ERUVE Red mus-
tard

Brassica juncea var.
rugosa BRSJU
salad rocket Eruca
sativa ERUVE
Indian mustard Bras-
sica juncea

Spinach Spinacia
oleracea SPQOL
Watercress Rorippa
nasturtium-
aquaticum NAAOF

Bremia lactucae
(BREMLA)

Alternaria sp. (ALTESN)
Bacteria (1BACTK)

Spraying

BBCH 12-49

a)4

b) 4

a)2.8

b) 11.1

a) 1009

b) 4036*

300-
1000

7 days

Not acceptable
(MRL)

17

FR

Oilfruits

(table olive and olive
for oil production)
Olea europaea
OLVEU

Venturia oleagina (CY-
CLOL) (Spilocaea)
Gloeosporium olivarum
(GLOMCI)

Spraying

BBCH 10-85

a)3

b)3

21

a)3.9

b) 11.1

a) 1406

b) 4217*

1500

14
days

Not Acceptable
(worker)

13
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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_ L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | a) max. rate per |a) max. rate per ) 0
of crop) Gpn | the pest or pest group) season (days) appl. appl. min/ma
or b) max. total b) max. total rate | x
| rate per per crop/season
crop/season
Pseudomonas savastanoi
(PSDMSA)
20 FR Pome fruits: F Nectria galligena Spraying | BBCH 59-85 a)4 7 a)l4 a) 504.6 1000 21 Not acceptable
(apples, crab apples, (NECTGA) days | (MRL)
medlar, nashi, pear, Venturia inaequalis b) 4 b) 5.6 b) 2018
quince) (VENTIN) .
Venturia pyrina
(VENTPI),
Erwinia amylovora
(ERWIAM)
Pseudomonas sp.
(PSDMSP)
21 FR Pome fruits: F Neonectria ditissima Spraying | BBCH 91-53 a)4 21 a)l4 a) 504.6 1000 F Acceptable
(apples, crab apples, (NECTGA) (Nectria galli-
medlar, nashi, pear, gena) _ b) 4 b) 5.6 b) 2018
quince) Venturia inaequalis
(VENTIN)
Venturia pyrina (VENTPI)
Septoria spp (SEPTSP)
Sclerotinia laxa (MO-
NILA)
Pseudomonas syringae
(PSDMSX)
Erwinia amylovora
(ERWIAM)
22 FR Potato F Phytophthora infestans Spraying | BBCH 15-85 a)4 7 a)2.8 a) 1009 300- 7 days | Not acceptable
Solanum tuberosum (PHYTIN) 1000 (MRL)
(SOLTU) Alternaria solani (ALTSO) b) 4
b) 11.2 b) 4036*
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1

2

3

5

6

7

10

11

13

14

Use-
No. ©)

Member
state(s)

Crop and/
or situation

(crop
destination/purpose
of crop)

F,
Fn,
Fpn
Gn,
Gpn
or

Pests or Group of pests
controlled

(additionally:
developmental stages of
the pest or pest group)

Application

Application rate

Method/Ki
nd

Timing/Growth
stage of crop &
season

Max. number
a) per use

b) per crop/
season

Min. interval
between
applications
(days)

L product/ha

a) max. rate per
appl.

b) max. total
rate per
crop/season

gas./ha

a) max. rate per
appl.

b) max. total rate
per crop/season

Water
L/ha

min/ma
X

PHI
(days)

Remarks:

e.g. g safener/synergist

per ha
®

27

FR

Stone Fruits:

(apricot, cherries
(sour and sweet),
jujube, plum)

Taphrina deformans
(TAPHDE)
Taphrina pruni
(TAPHPR)

Taphrina wiesneri
(TAPHWI)

Wilsonomyces carpophilus
(STIGCA) (Coryneum)

Sclerotinia laxa (MO-
NILA)

Pseudomonas syringae
(PSDMSX)

Bacteria (1BACTK)

Spraying

BBCH 73-85

a)4

b) 4

14

a)la

b) 5.6

a) 504.6

b) 2018

1000-
1200

21
days

Not acceptable
(MRL)

27

FR

Stone Fruits:
(peach, nectarine)

Taphrina deformans
(TAPHDE)
Taphrina pruni
(TAPHPR)

Taphrina wiesneri
(TAPHWI)

Wilsonomyces carpophilus
(STIGCA) (Coryneum)

Sclerotinia laxa (MO-
NILA)

Pseudomonas syringae
(PSDMSX)

Bacteria (1BACTK)

Spraying

BBCH 73-85

a)4

b) 4

14

a)la

b) 5.6

a) 504.6

b) 2018

1000-
1200

21
days

Acceptable

15
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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 bet\/\{een_ L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | a) max. rate per |a) max. rate per ) 0
of crop) Gpn | the pest or pest group) season (days) appl. appl. min/ma
or b) max. total b) max. total rate | x
I rate per per crop/season
crop/season
28 FR Stone fruits F Taphrina deformans Spraying | BBCH 95-53 a)4 14 a)la a) 504.6 1200 F Acceptable
(apricot, cherries (TAPHDE)
(sour and sweet), Taphrina pruni b) 4 b) 5.6 b) 2018
jujube, peach, (TAPHPR)
nectarine, plum) Taphrina wiesneri
(TAPHWI)
Wilsonomyces carpophilus
(STIGCA) (Coryneum)
Sclerotinia laxa (MO-
NILA)
Pseudomonas syringae
(PSDMSX)
Bacteria (1BACTK)
30 FR Tree nuts: F Bacteria (IBACTK) Spraying | BBCH 51-97 a)2 14 a)2 a) 721 1000- |14 Acceptable
(almond, chestnut Xanthomonas campestris 2000 | days
hazelnuts/cobnuts) pv. juglandis (XANTJU) b) 2 b) 4 b) 1442
Xanthomonas juglandii
(XANTIU)
Marsonina juglandis
(GNOMLE)
31 FR Tree nuts: F Bacteria (1BACTK) Spraying | BBCH 03-69 a)2 14 a) 3.5 a) 1261 1000- |F Not Acceptable
(walnut) Xanthomonas campestris 1500 (worker)
pv. juglandis (XANTJU) b) 2 b) 7 b) 2523
Xanthomonas juglandii
(XANTJIU)
Marsonina juglandis
(GNOMLE)
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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 between L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | a) max. rate per |a) max. rate per ) 0
of crop) Gpn | the pest or pest group) season (days) appl. appl. min/ma
or b) max. total b) max. total rate | x
I rate per per crop/season
crop/season

43 FR Leaf vegetables, F Plasmopara sp. (PLASPP) | Spraying | BBCH 12-89 a)3 7 a)2.8 a) 1009 300- 21

herbs and edible Phytophtora sp 500 days

. : Acceptable
flowers: (PHYTSP) b)3 b) 8.4 b) 3027 P
(celery leaves) Bacteria (IBACTK)

43, FR Leaf vegetables, F Plasmopara sp. (PLASPP) | Spraying | BBCH 12-89 a)3 7 a)2.8 a) 1009 300- 21 Not acceptable

44, 45 herbs and edible Phytophtora sp. 500 days (MRL)
doeseis (PHYTSP) b)3 b) 8.4 b) 3027
(herbs and edible Bacteria (LBACTK)
flowers, spinaches
and similar leaves,
lettuce and salad
plants, grape leaves
and similar species,
except celery leaves)

Herbal infusions:
(from leaves and
herbs)

Spices:

Seed spices

Minor uses according to Article 51 (national uses)

46 FR Seed bearing - F Plasmopora sp. (PLASPP) | Spraying |BBCH 12-75 a)3 8 a) 3 L/ha a) 1081 g 200- |F The major use does
vegetable crops, Peronospora sp.(PEROSP) 400 not cover the
herbal infusions, Bremia sp. (BREMSP) b) 3 b) 9 L/ha b) 3244 g application rate
spices, herbs and
edible flowers Abugo sp. (ALBUSP)

46 FR Seed bearing - F Plasmopora sp. (PLASPP) | Spraying |BBCH 12-75 a)3 8 a)28 a) 1009 200 -|F Acceptable
vegetable crops, Peronospora sp.(PEROSP) 400
herbal infusions, .

h Bremia sp. (BREMSP) b)3 b) 8.4 b) 3027
spices, herbs and
edible flowers Abugo sp. (ALBUSP)
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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 between L/ha per ha
destination/purpose | Gn, | developmental stages of season b) per crop/ | applications | a) max. rate per |a) max. rate per ) 0
of crop) Gpn | the pest or pest group) season (days) appl. appl. min/ma
or b) max. total b) max. total rate | x
I rate per per crop/season
crop/season
47 FR Seed bearing - beet | F Peronospora spp. Spraying | BBCH 12-59 a)3 8 a)3 a) 1081 g 200- |F The major use does
(fodder beet and (PEROSP) 400 not cover the
sugar beet) b) 3 b) 9 b) 3244 g application rate
BEAVC, BEAVA,
47 FR Seed bearing - beet | F Peronospora spp. Spraying | BBCH 12-59 a)3 8 a)2.8 a) 1009 200- |F Acceptable
(fodder beet and (PEROSP) 400
sugar beet) b) 3 b) 8.4 b) 3027
BEAVC, BEAVA,
48 FR Seed bearing - F Bacterial diseases Spraying | BBCH 12-89 a)3 8 a)3 a) 1081 g 200- |F The major use does
vegetable crops, 400 not cover the
herbal infusions, application rate
spices, herbs and LR bE b) 32449
edible flowers
48 FR Seed bearing - F Bacterial diseases Spraying | BBCH 12-89 a)3 8 a)2.8 a) 1009 200 - F Acceptable
vegetable crops, 400
herbal infusions,
spices, herbs and b)3 b) 8.4 b) 3027
edible flowers

*  Considering 4 kg of copper/halyear, as revendicated by the applicant.
e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)
Catalogue of pesticide formulation types and international coding system CropLife

Remarks (@)
table (b)
heading:

(©

International Technical Monograph n°2, 6th Edition Revised May 2008

g/kg or g/l

(d)
©

®

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.
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Remarks 1 Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
columns: 2 Use official codes/nomenclatures of EU Member States Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use application
situation should be described (e.g. fumigation of a structure) 8 The maximum number of application possible under practical conditions of use must be provided.
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9 Minimum interval (in days) between applications of the same product
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, 10  For specific uses other specifications might be possible, e.g.: g/m3 in case of fumigation of empty
Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11 The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product/ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 12 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
application must be named. mentioned under “application: method/kind”.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13 PHI - minimum pre-harvest interval
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type 14 Remarks may include: Extent of use/economic importance/restrictions

of equipment used must be indicated.
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3 Background of authorisation renewal decision and risk
management

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

CHAMP FLO AMPLI (CA2112) is a suspension concentrate (SC). All studies have been performed in
accordance with the current requirements and the results are deemed acceptable. The appearance of the
product is an opaque blue-green fluid liquid with faint odour. It is not explosive and has no oxidising
properties. The product is not flammable. In aqueous solution (1 % dilution), it has a pH value of 9.31 at
23.3 °C. There is no effect of low and high temperature on the stability of the formulation, since after 7
days at 0 °C and 14 days at 54 °C, neither the active ingredient content nor the technical properties were
changed. The stability data indicate a shelf life of at least 2 years at ambient temperature when stored in
HDPE bottle, which can be extrapolated to other requested packaging considering the formulation type. Its
technical characteristics are acceptable for a suspension concentrate (SC) formulation.

3.2 Efficacy (Part B, Section 3)

Despite field efficacy failures locally observed on Xanthomonas arboricola pv. juglandis on walnut, the
efficacy level of CHAMP FLO AMPLI (CA2112) is still considered to be acceptable for all the requested
uses under renewal, with the new GAP conditions, although reduction of dose and number of application
is likely to lead to less regular and/or less persistence of action of the treatments.

The phytotoxicity level of CHAMP FLO AMPLI (CA2112) is considered to be acceptable for all the
requested uses. Nevertheless, some phytotoxic symptoms can occur after applications of copper-based
products, especially on pome fruits, table grape. Therefore, specific attention should be paid to conditions
of application (avoid sensible growth stages, or apply a reduced dose rate...).

The risk of negative impact on yield and quality are considered to be negligible on a majority of crops.
Nevertheless, spotting can occur after applications of copper-based products, especially on table grape.
Therefore, specific attention should be paid to conditions of application (avoid sensible growth stages, or
apply a re-duced dose rate...).

The risk of negative impact on the wine making process is considered to be acceptable. However, there is
a known risk of possible effects on the wine making process. The same reasoning is applied to cider-making

process.

The risks of negative impact on propagation, succeeding crops and adjacent crops are considered to be
negligible.

There is a risk of resistance development or appearance to copper for Xanthomonas and Pseudomonas
bacteria requiring a monitoring of resistance.

There is a risk of resistance developing or appearing to copper for Xanthomonas bacteria that requires a
monitoring on vegetable crops (e.g. tomato) and walnut.
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3.3 Methods of analysis (Part B, Section 5)

3.3.1 Analytical method for the formulation

An analytical method for the determination of copper in the formulation is available and validated.
However, this method is not specific to the variant copper hydroxide. A complementary method should be
provided to confirm the identity of the variant in the product.

An analytical method validated according to the requirements of SANCO/3030/99 rev. 4 for the
determination of impurities lead, cadmium and arsenic in the formulation should be provided

3.3.2 Analytical methods for residues

Analytical methods are available in the Draft Assessment Report/this dossier and validated for the
determination of residues of copper in plants (high water, oily, acidic and dry content commodities), soil,
water (surface and drinking), air and body fluids.

According to EFSA conclusions, an interlaboratory 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 and are
required. 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

Active substance Copper

(incl. content) 360.4 g/L

AOEL systemic ( mg/kg bw/day) 0.08

AAOEL systemic 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)

3.4.1 Acute toxicity

CHAMP FLO AMPLI (CA2112) containing 360.4 g/L copper hydroxide is harmful if swallowed, toxic if
inhaled, has a low acute dermal toxicity, is irritating to the rabbit skin and eye and is not a skin sensitiser.

3.4.2 Operator exposure
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For all requested uses, no manual application assessment have been submitted by the applicant.
Considering proposed uses, operator systemic exposure was estimated using the EFSA model®3:

Copper under the form of copper oxychloride

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

Critical use: Tree nuts
Covering: stone fruits, pome fruits and grape

Vehicle mounted outdoor, upward applications®

Application rate 1.26 kg a.s./ha

Spray applitﬁation Work wear (arms, body and legs

EﬁgEM, 75" percen- | covered) and gloves M/L and A 0.0295 37 %
Body weight: 60 kg

Critical use: Qil fruits (olive)

Vehicle mounted outdoor, upward applications

Application rate 1.4 kga.s./ha

Spray applitﬁation Work wear (arms, body and legs

EﬁgEM, 75" percen- | covered) and gloves M/L and A 0.0325 1%
Body weight: 60 kg

Critical use: Fruiting vegetables
Covering: root and tuber vegetables and leaf vegetables and fresh herb

Vehicle mounted outdoor, downward applications?

Application rate 1 kga.s./ha

Spray applitﬁation Work wear (arms, body and legs

Eﬁe()DEM, 75" percen- | covered) and gloves M/L and A 0.0019 249
Body weight: 60 kg

According to the model calculations, it can be concluded that the risk for the operator using CHAMP FLO
AMPLI (CA2112) is acceptable with a working coverall and gloves during mixing/loading and application
for all requested uses.

The applicant claims minor uses according to Article 51 (GAP 46 to 48). The application rate is not covered
by other uses assessed in the framework of the Art.43 submission. zZRMS proposes, for these uses, to
decrease the application rate at the higher application rate of 2.8 L/ha, for the crops covering the minor
uses.

3.4.3 Worker exposure

Workers may have to enter treated areas after treatment for crop activities. Therefore, estimation of worker
exposure was calculated according to EFSA model. Exposure is summarised in table below:

Copper under the form of copper oxychloride

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

Critical Use: Grapes

¥ AOEM — Agricultural Operator Exposure Model (EFSA Journal 2014:12 (10):3874)
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Hand harvesting

Outdoor

Work rate: 8 hours/day

DTso: 7 days

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

Interval between applications: 7 days

Application rate

5x 0.72 kg a.s./ha (worst case presented)

EFSA model 2014 Work wear (arms, body and legs

AOEM Excel covered)

((:alculator) TC: 10100 cm?/person/h 0.5072 634 %
Body weight: 60 kg

Critical Use: Pome fruits

Covering: Stone fruits

Searching, reaching, picking

Outdoor

Work rate: 8 hours/day,

DTso: 7 days

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

Interval between treatments: 7 days (as worst case, covering 14 and 21 days)

Number of applications and application rate 4 x 0.5 kg a.s./ha

EFSA model 2014 | Work wear (arms, body and

(AOEM Excel legs covered) and gloves 0
calculator) TC: 2250 cm?/person/h 0.0759 95 %
Body weight: 60 kg

Critical Use: Tree nuts

Searching, reaching, picking

Outdoor

Work rate: 8 hours/day,

DTso: 7 days

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

Interval between treatments: 14 days

Number of applications and application rate 2 x 1.26 kg a.s./ha (Walnut)

EFSA model 2014 | Work wear (arms, body and

(AOEM Excel legs covered) and gloves o
calculator) TC: 2250 cm?/person/h 0.1276 159 %

Body weight: 60 kg

Number of applications and application rate

2 x 0.72 kg a.s./ha (almond, chestnut, hazel)

EFSA model 2014 | Work wear (arms, body and

(AOEM Excel legs covered) and gloves 0
calculator) TC: 2250 cm?/person/h 0.0729 1%
Body weight: 60 kg

Critical Use: Oil fruits (olive)

Searching, reaching, picking

Outdoor

Work rate: 8 hours/day,

DTso: 7 days

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

Interval between treatments: 21 days

Number of applications and application rate 3x1.4kga.s./ha

EFSA model 2014 | Work wear (arms, body and 0.1293 162 %

23



CA2112 / CHAMP FLO AMPLI
Part A - National Assessment

Page 24/42

FRANCE
(AOEM Excel legs covered) and gloves
calculator) TC: 2250 cm?/person/h

Body weight; 60 kg

Critical use: Tomato

Covering: Leaf vegetables and fresh herbs

Reaching, picking
Outdoor

DTso: 7 days

Work rate: 8 hours/day,

DFR: 3 pg/cm?/kg a.s./ha
Interval between treatments: 7 days (as worst case, covering 10 and 14 days)

Number of applications and application rate 4 x 1kgas.ha

EFSA model 2014 Work wear (arms, body

(AOEM Excel calculator) |and legs covered) and 0

Body weight: 60 kg gloves 0.0392 49 %
TC: 580 cm?/person/h

Critical Use: Potato

Outdoor

DTso: 30 days

Inspection, irrigation

Work rate: 2 hours/day,

DFR: 3 pg/cm?/kg a.s./ha
Interval between treatments: 7 days (as worst case, covering 10 days)

Number of applications and application rate

4 x 1 kg a.s./ha (covering 3 x 0.54 kg a.s./ha)

EFSA model 2014
(AOEM Excel
calculator)

Body weight: 60 kg

Work wear (arms, body and
legs covered)
TC: 1400 cm?/person/h

0.0236

29.5%

Work wear (arms, body and legs
covered) and gloves

TC: No TC available for this
assessment

It is concluded that there is no unacceptable risk anticipated for the worker re-entering in treated crops for
inspection/irrigation; reaching/picking or hand harvesting (for treenuts at the lowest claimed dose, apple
fruits and stone fruits).

There is an unacceptable risk anticipated for the worker re-entering in tree nuts (walnut), oilfruits (olive)

and grapes uses.

The applicant claims minor uses according to Article 51 (GAP 46 to 48). The application rate is not covered
by other uses assessed in the framework of the Art.43 submission. zZRMS proposes, for these uses, to
decrease the application rate at the higher application rate of 2.8 L/ha, for the crops covering the minor

uses.

34.4

Bystander exposure
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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 deter-
mined by average exposure over a longer duration, and higher exposures on one day will tend to be offset
by lower exposures on other days. Therefore, exposure assessment for residents also covers bystander
exposure.”

No AAOEL has been set for copper. Thus, residents exposure assessment covers bystanders exposure.

345 Resident exposure

Residential exposure was assessed according to EFSA model. An acceptable risk was determined for
residents (adult and child) without mitigation measures (a buffer zone of 2-3 metres for low crops and 10
metres for high crops, and no drift reduction technology) are taken:

Copper under the form of copper oxychloride

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

Tree nuts (covers pome fruits, stone fruits)

AOEM calculator (EFSA Model)
Tractor mounted, upward application
Buffer zone: 10 m

Drift reduction technology: no

DTso: 7 days

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

Interval between treatments: 14 days
Volume min: 1000 L/ha

Number of applications and application rate 2 x 1.26 kg a.s./ha (worst case presented)

Resident child o
Body weight: 10kg | Sum (mean) 0.0336 42 %
Resident adult .
Body weight: 60 kg | >UM (Mean) 0.0176 22%

Oil fruits (olive)

AOEM calculator (EFSA Model)
Tractor mounted, upward application
Buffer zone: 10 m

Drift reduction technology: no

DTso: 7 days

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

Interval between treatments: 21 days
Volume min: 1500 L/ha

Number of applications and application rate 3 x 1.4 kg a.s./ha (worst case presented)
Resident child Sum (mean) 0
Body weight: 10 kg 0,0311 39%

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)

25



Page 26/42

CA2112 / CHAMP FLO AMPLI
Part A - National Assessment

FRANCE

Resident adult Sum (mean) 0
Body weight: 60 kg 0,0163 20 %
Grapes

AOEM calculator (EFSA Model)

Tractor mounted, upward application

Buffer zone: 10 m

Drift reduction technology: no

DTso: 7 days

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

Interval between treatments: 7 days

Volume min: 1000 L/ha for 4 x 1 kg.as/ha

Number of applications and application rate 5 x 0.72 kg a.s./ha (worst case presented)

Resident child 0
Body weight: 10 kg Sum (mean) 0.0258 32%
Resident adult 0
Body weight: 60 kg Sum (mean) 0.0138 17 %
Tomato

Covering: Root and tuber vegetables and leaf and fresh herbs

AOEM calculator (EFSA Model)

Tractor mounted, downward application

Buffer zone: 2-3 m

Drift reduction technology: no

DTso: 7 days

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

Interval between treatments: 7 days

Volume min: 300 L/ha

Number of applications and application rate 4 x 1kgas./ha

Resident child o
Body weight: 10 kg Sum (mean) 0.0306 38 %
Resident adult 0
Body weight: 60 kg Sum (mean) 0.0146 18 %

The applicant claims minor uses according to Article 51 (GAP 46 to 48). The application rate is not covered
by other uses assessed in the framework of the Art.43 submission. zZRMS proposes, for these uses, to
decrease the application rate at the higher application rate of 2.8 L/ha, for the crops covering the minor
uses.

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

Crops for seed production were not assessed as they are not intended to be fed to animals or for human
consumption.

An exceedance of the current MRL for copper as laid down in Regultion (EC) No 396/2005 of 50 mg/kg
in grapes, 30 mg/kg in tree nuts (almond, walnut, hazelnut and chestnut), 5 mg/kg in pome fruit at BBCH
91-53.5 mg/kg in stone fruit at BBCH 95-53, peach (PHI 21 days); 30 mg/kg in olive, 5.0 mg/kg in outdoor
tomato and aubergine, 50 mg/kg on celery leaves is not expected.

Due to MRL exceedance, the uses on potatoes, herbs and edible flowers (except celery leaves),
infusion from leaves and herbs cannot be recommended.

Due to insufficient residue trials, the uses on pome fruits at PHI 21 days, [cherry, plum, apricot],
lettuce and other salads plants (outdoor), spices, herbal infusions from roots, herbal infusions from
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flowers and poppy seeds cannot be recommended.

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 CHAMP

FLO AMPLI (CA2112).

PHI for CHAMP | PHI/ Withholding pe- CHPAHlvllgoFrLo ZRMS Comments
Crop FLO AMPLI pro- | riod* sufficiently sup- AMPLI pro- (if different PHI
posed by applicant ported for Copper posed by ZRMS proposed)
Outdoor uses
Cherry, plum 21 days No - Not recommended
use
Peach 21 days Yes 21 days
Apricot 21 days No - Not recommended
use
Stone fruits (preflowering) | F (BBCH 95-53) Yes F**
Pome fruits 21 days No - Not recommended
use
Pome fruits (preflowering) |F (BBCH 91-53) Yes F
Tree nuts (hazelnut, chest- | 14 days Yes 14 days
nut, almond)
Tree nuts (walnut) F (BBCH 03-69) Yes F
Olive 14 days Yes 14 days
Grape 21 days Yes 21 days
Tomato, aubergine 3 days (fresh) Yes 3 days (fresh)
10 days (processing) 10 days (pro-
cessing)
Lettuce 7 days No - Not recommended
use
Other salad plants includ- |7 days No - Not recommended
ing leaves and sprouts of use
brassicacea
Potato 7 days No (MRL exceedence) |- Not recommended
use
Spices 21 No - Not recommended
use
Celery leaves 21 Yes 21 days
Herbs and edible flowers |21 n.a. (MRL exceedance) |- Not recommended
(except celery leaves) use
Herbal infusion from 21 n.a. (MRL exceedance) |- Not recommended
leaves and herbs use
Herbal infusion from roots | 21 No - Not recommended
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. . PHI for
PHI for CHAMP | PHI/ Withholding pe- CHAMP ELO zZRMS Comments
Crop FLO AMPLI pro- | riod* sufficiently sup- AMPLI pro- (if different PHI
posed by applicant ported for Copper posed by ZRMS proposed)
Herbal infusion from flow- use
ers
Poppy seed 21 No - Not recommended
use
Seed crops NR NR Not assessed (non
edible commodity)

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
endpoints 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
guidance documents, with standard FOCUS scenarios to obtain outputs from the FOCUS models, and the
endpoints established in the EU conclusions or agreed in the assessment based on new data provided.

No reliable PEC soil were available for the active substance mainly due to a shorter 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 including mitigation measures) and the absence
of results for all FOCUS scenarios, PECsw 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.

For the uses on vineyards, tomatoes, peppers, eggplant, melon, cucumbers (field and greenhouse uses),
PECgw values for copper do not occur at levels exceeding those mentioned in Regulation (EU)
No 546/2011 and Directive 98/83/CE™. Therefore, no unacceptable risk of groundwater contamination is
expected for these requested uses.

For the uses on berries and small fruits, Brassica vegetables, bulb vegetables, root and tuber vegetables,
leaf vegetables, legume vegetables, lettuce, stem vegetables, olive, citrus, pome fruits, stone fruits, tree
nuts, kiwi, ornamental, oilseeds, seed species, sugar plants, herbs and edible flowers, herbal infusions, and
spices, the risk to groundwater contamination cannot be finalised due to the absence of reliable FOCUS
groundwater modelling.

15 Council Directive 98/83/EC of 3 November 1998 on the quality of water intended for human consumption
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Based on vapour pressure, no significant contamination of the air compartment is expected for the intended
uses.

3.7 Ecotoxicology (Part B, Section 9)

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

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 and non-target arthropods
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 values and
PECsed values were provided by the applicant for all uses. Therefore, the risk assessment for non-target
aquatic species could not be finalised for all requested uses.

For birds and mammals, the risk is not acceptable at Tier 1 for all requested 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 all requested uses.

For bees, the risk assessment provided by the applicant is based on the EFSA Guidance Document?®,

For adult honey bees, the 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, the risks are not acceptable at Tier 1 for all requested uses and the higher-tier studies
are not sufficient to demonstrate the absence of adverse effects of the product CHAMP FLO AMPLI
(CA2112) on honey bee larvae. Therefore, the risk assessment for honey bee larvae cannot be finalised for
all requested uses.

For bumble bees, no acute risk assessment was provided by the applicant, although standard study protocols
are available. Therefore, the risk assessment for bumble bees cannot be finalised for all requested uses.
Overall, the risk assessment for bees cannot be completely fulfilled thus, the risk assessment for bees cannot
be finalised.

For soil organisms, Since no reliable PECsoil values are avaliable, a Tier 1 risk assessment cannot be
conducted.

16 EFSA Guidance Document on the risk assessment of plant protection products on bees (Apis mellifera, Bombus spp. and solitary bees)
EFSA Journal 2013;11(7):3295
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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 for earthworms for applications up to
4kg cu/halyear. Therefore, an acceptable risk for earthworms is demonstrated for all requested uses of
CHAMP FLO AMPLI (CA2112).

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.

Further data are required to conclude to an acceptable risk for Folsomia candida and Hypoaspis aculeifer.
Hence, it is not possible to finalise the risk assessment for these species.

Therefore, the risk for soil meso- and macro-organisms other than earthworms could not be finalised for all
requested uses of CHAMP FLO AMPLI (CA2112).

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.
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)

CHAMP FLO AMPLI (CA2112) 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 1107/20009,

- 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 renewal

When the conclusions of the assessment is “Not acceptable”, please refer to relevant summary under
point 3, “Background of authorisation renewal decision and risk management”.

5.1.1 Post-authorisation monitoring
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The monitoring of resistance to copper should be implemented (one monitoring for all products based on
copper) on Xanthomonas sp. on vegetable crops (e.g. tomato) and walnut and the results should be provided
at the time of the next renewal of the product’s authorisation.

Set up field monitoring of impacts on birds and mammals, applying the recommendations of the EFSA
2023 guidance document. Provide the competent authorities with any new information likely to refine the
risk assessment.

5.1.2 Post-authorisation data requirements

The French Decision requests the submission of post-authorisation confirmatory pieces of information

within 24 months regarding :

- A analytical method for the determination of relevant impurities arsenic, cadmium and lead in the
product

- Provide chronic toxicity studies to refine the assessment of chronic risks to birds and mammals.

- Provide laboratory and field toxicity tests on soil organisms other than earthworms.
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Appendix 1  Copy of the product authorisation renewal

CHAMPFLOAM_PREX
_2019-3008_D.pdf
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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.

Copy of the product label for the renewal of authorisation
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CHAMP* FLO AMPLI est un tangicide présentt gui agit par contact sur un grand nombne de cullunes of de maladies. Hydrocyte de cuivne liguide,
il sk fzcile Femplol Sa dose d'ulisation est modulable on fanction du deged dinfestatian.

CHAMP® FLO AMPLI daoit &ire pubndnsé de tfapon homogéne Le pulvdrisateur dewra dire parfabement régh, les jais ef ddbis verfids pour dviter
ke manques at les surdosages. La vilesse d'awancemant sera adapdés afin de réaliser une couvenum of une péndiration parfaies de l'ensemble
da k2 wbgélation et Féviber toul rsque do dérve. Me pas iraber par went oo force supbrioure & 3 sur Méchele de Beaufort La qualitd de
pulwérisation & la couseriure des paries vhgatales & proldger sont des déments cié de Fefficacks. Porer dos équipements da protoction
individucie pendant oubes. ket phases de mélange, changement oi applcation

dmulse las ublcebons snbrainent uns application totsls mazimals ds 23 kg de owlvrs par hsotars cur una paricdes os cepd anc sont
aubaricésc.

CHAMP® FLO AMIPLI ot un produit de contact & uliiser de fagon prévendve an fonchion des risques de maladies.

Vigne: Comms pour tutes ks spboallds cupricues, CHAMP® FLO AMPLI s'utiise lors de « irailement de couvertune » réclisés de prifirence
aprés L nouakson. Cas des rakemants ouprique tout au lang de fannda: tailemants préventls & rancuvakern, an géndral tous kes 8 & 10 jours, an
terant compla da ke crossance o la vigataton, des condlbions dimatigues el des kssiages dvantuls.

Cas o |a lutte conine la nécrose bachirienne: @n compidmant des mesores prophylacigues (matéral vigital sain, amachags of brillage des plants
et ok malades, il an piin epos vgdtatfs,. ) appliguer CHAMP* FLO AMPLI immidiatemant apris ka taike at au débourmemant (skade B.C
ot E-F). En conditions climatiques favorablos, Fapport do ouive jusgud la iomison est consolié.

Pommilsr, polrisr, cognaccler, nachl: frailemant de chutes des fauilas ol raktements dhiver an terant compln des sorcibiiés a0 culve de
cafaings vardids de pommiers [Gokden ef mutant, Elstar, Jubid, Fuj,...).

Cas dis chancre ewrnpéan: rakamants de past-cuelietia ol Irailements en fonclion des plies pour couvnir oute ka périoda de ke chube des fauilies.
Mayer: 2 rakemanis niguliers en fonction des fisoues de contaminabion (emps puvieos) & parr du débourmement [stade Br & ©f) jusqu'a la
foraisan [stade G Possibiibe dapplcations en cas de condbions estvaks pluvisuses of omAgouses.

Malcafler: 2 taitemaents conseilés: §n acdl deébut seplembre [2 applcations en cas de fames pluies), 2ux % de la chte des feuiles o @n pré
ddbourmarmant.

Carleler: 2 fmailemants krs oe la chule des teulles (dibet, 13 o fin ook chule) compidter par 2 appications du repos végdtall jusowd la chute
s pilakes.

Abrinodier: 2 raitements pour couv i ki chishe des feulios ol 2 rakemonls du stade B au stade C-00

Olivier. traBemenis prdvanils dés lapparfion des premidros iSches au prirbemps (Mars-Aril) et & Faviomna (Dclobre-Movambra )

Ploher: dépdrissemend hacténen: traloments dés e dabut de & chube des feulles jusyud la fin, sans cénassor ka doso de 1.4Uha. Clogua:
brakemant d hiver jusguas slade B-C.

Pruniar: 2 iratements mi et fin de la chute des feulles.

Tomate: pour kiter conlne les bactdrioses, ulitser CHAMP® FLO AMPLI de fagon préventve saon ks priconsalions dmises par ks Stations
I Averissemant Agricokes ef les Organsmes Professionmeds [2x: SONITO.

Pomme da IUEI coarois, fricse:; sukre los préconissions émises par ks Statons OAverissemant Agricaies et les Organismes Professionnes.
Flamies aromatiguec: utitsation autortsds sur angiigue, besiic, cerfeul, ciboule®e, estragon, fenoul, laurier sauce, mafolaine, milsse oficinaie,
menine S0, ofigan, asailia, parsl, powrpier, sarmetie annuelle, sauge oficinale, card, corandre, vigna ifeuile). petle absintye, camomike romaing,
feur da cogueloot, mairticzing, persde savsage, vidlatte odoranie, roguette ot cresson de terre. 3 appllioations: maximum par an, contacier de
préfdneroe ITTEIPKAL au 02 &1 30 30 7.

Utilisable en Agriculture Biclogique conformément au réglement (CE) n"834/2007 et ses

reglements d'adaptation

Mom homologue : Champ flo ampli

AMM n® : 2000517

Détenteur de I"AMM et distributeur : Nufarm sas, 28 boulevard zéphirin camélinat, 92 220 iy
GENMEVILLIERS {!"::‘}"\
Composition : 360 g/L de cuivre de I'hydroxyde de cuivre Bioioaiaut
Formulation - Suspension concentrée (SC) h\-._‘\"_—_-':jyj
Famille de produit : fongicide de contact (FRAC MO1)

Responsable de I'emplissage : Nufarm sas, 28 boulevard zephirin camelinat, 92 230

GEMMEVILLIERS

RESERVE A UM USAGE EXCLUSIVEMENT PROFESSIONMEL 3
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€3 CHAMP® FLO AMPLI §§

Los mélarges adamporansds dokent dine mis en muvne conformdman & la niglemantation @n vigueeur. Mo pas méanger CHAMP® FLO AMPLI
avor des peoduits & base de fosétylaluminium. Les mélanges aveo ks engras foliaines sont déconsalks of sont sous la responsabing de
luibsalaur. Faire wm best prdalable.

. La formuketion ce CHAMP® FLO AMPLI 5'utiise @n traitement des parties adnennes dans lous ks types Capparcls da pukénsation, y comprs
. oein & wolumes riduils. Avant de débuler ke remplssage d@ k& ocuve du puiverisateur pour priparer la boulie da CHAMP® FLOD AMPLI,
. s'assurer que colie-ci ne conbienl aucun résidu Bgquide ou solide dun trailement préoddent. Bien agiter ke bidon avant Mempiol Varsor
= directemant la guantbé nbcessaine da CHAMP® FLO AMPLI dans ka résorvoir du pulwrisabeur au 304 mmpli 0'oau sous agitation of compkitar
& I remplissage an maivienant Fagitatian, Rincer immadiaberent be bidon vide o verser M de ringags dars 13 cue o puld isstour.

. Luliisafion ripabie, sur une mime parcelle, de priparations & base de subslances actves de la méme Tamile chimigue ou ayant e méme mode
. dlaction, peul conduire & lanoarition d'omganismes nsktants. Pour mduine oo rsgue, utilsaleur dof raisonner en premier ey les pratigues
. agranomiques ol respecter les candions amplol du peoduil. | est consail & akemar ou dassocion, Sur ung mdme parcolie, des praparafions &
. base do substances acives de tamiles chimigues différentes ou & modes d'action diffdrents, tard au cowrs dune sakson culumale que dans ka
-4 rofation. En ddpit du respect dis nes rbglos, o e pout pas edocken une altiration de FoMeacid de cotte prénambon Bie & cos phdnombnes de

résisiance. De oo fak NHUFARKM EAS dédine foule responsabilbd quant & d@ventuslies consdgquances oul pouraant dire dues & de belles
réssistances.
Corsarser ke produt uni b dans son embalage donging, dans un local phytopharmaceutiges conforma & ka régliemaniation an viguear, &

lécart des aiments @ baissons, ¥ COMPS Deux pour animaus. Consenar hors e la portde des anfants et des parsonnes non autorsées.

Sa laver s mains annés toule manpulatisniuilisaboniniaraenton dans une paroele préalablement rakée. Me pas manger, boir, l&konanar
au fumer lors da Muliisafion du produii .

Il canvient de rappeler que Tuliisation d'um mabériel adapld el entratenis ol iz mise en muvwe de proleclion colecives constiuent la pramiéng
masure d@ privention contre les rsques professionnals, avant la mise en place de probection compidmentaines comme les protectons
ol i s,

En toul dlat de cause, k port de combinaison de ravail dédide ou JEPI dok 8o assocd & dos rflaxes Chygiéne (e lavage des mains,
douche en fin da Iratement} @i un compariemaent rigounus | e procédure Jhabilage #f de déshabilage) Les modalids de netioyage of de
stockage des combinaisons da traval at des EPI nduliisables doivent &ina conformes & kewr nolice O uliisation.

Rapporier les égupements da proleciion individusla [EPT) usagds dans un sac ranslucice & volre distibubaur panenaine ECO EPI ou Tain
appal & une enirenrise Rabilibde pour la colkeche @ MeEmination de produils dangeneu.
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GANTS EN NITRILE REUTILISABLES
certifies EN 374-3

EFI1 YESTIMENT AIRE
confarme § ls norme NF EN 50 IT065

EFi PARTIEL
tbouse ou tabbier i manches longees
catigosie Il gpe PRI certifié EN 160541

COMEINAION DE FROTECTION CHIMIGUE

watégorie Il vgpe 3 ou 4
caatilide EN 14605412009

BOTT

ewilifieed EN 1

mmﬂi
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€3 CHAMP’ FLO AMPLI {§

REENPLOI DE L'EMBALLAGE INTERDIT. Lors de Futiisaton du produit, bien vidar @i rincer la bidan & Neau Jare (ringage manuil & 3 reprisas an
agitant ke bidon rempl au 173 ou ringage mécanique Cune durte minimake de 30 secondes) en veilant & verser feau de rngage dans la cuve du
pulsdrisatour. Apporier los embalages ouverts, rincds of dgoulhds & wotre disiributewr partanaing CA.DULVALOR ou & un autre serdice de coliocln
spdcifique. Pour I&imination dos prodults non utlisables, consemer i prodult dans son embalage dangine. Ineroger sobre distributeur parienain
A D VALDR ou fakes appe & une crfraprisa habifde pour la coliacla ot &limination das ddcnals dange i

Sa probéger (EF) al séourkar ka z2ona.

Priveni ks pompiors (18 ou 11Z2) an cas de danger immddiat pour Femdronnemant Qus wous ne pouvsee garer vt wis propres moyens.
Colieciar toul e qui 2 pu &re en contact avec e produll, leme soullés inclusa.

Mettoyer i sile of k& malériel uliisé, en prenant soin de confiner fas eMuenis géndrés par fopérabion de netioyage. Les dliminer seion a
réglamantalion an viguour.

S'doigner de k& zone dangereuse. En cas de condact culand © enkever toul vitemant souild, rincer immédatement o abondamment & paau
s0us @Ay du robimet. En cas dimilaton ow énplon cutande, consuier un spéciaiiste. En cas de projection dans ks yeus :© rincar
immédiatemant pendant 15 & 0 minubes sous un filet d'eaw paupibres ouveries. Consuber un spéciaiste. En cas dinhakbion © en oas de
rouble respirainine, contacier sars ddai s secours : le 15, e 112 ou un cenire antipoison. En cas dingestion : rincer immédatemant la
baucha aver da leaw. Me pas faire vomir sans avis midical. Contacter sans déka les secours -l 15, k& 112 ou un canbre antipaison. Dans tous
ks cas, si ks sympibmes parsishert ou an cas de malaise, consulier un médecin et i prdsenier 'diouehie aliou la fiche do donrdes da
stourik. En ms dinkoaicafion animake, coniaohaz wolne wibdrinaine

Respacior los usages, doses, condEons ol précaufions dwmpil monbonnés sur fombalage gui ont &hé dddorminds @n fonclion des
carachiristiques du produit ot des applications pour ksoualkes || ast préconist. Conduisez sur cos bases, & cuflune of los ireimments salon &
bonme prafique agricol en lenant compte, Sous woitre responsabiie, de tous facteurs particuliers concammant volre axplcitation, bels qua la nature
dis 5o, les condibions métdaroiogiques, les métnodes culluralos, ks waridbés vigatales, e risklance des espéces... Le fabricant garantit la quaits
g 5u5 produits vendus dans keur emballege Conging ainsi gua leur canformibd & Mautorisation da mise Sor e marchd ddivrte par les auborids
frangaises compélentes. Comple tene de la dvershbé des Mgskions existantes, i est recommandd, dans @ G2 ol ks dennées iSsLes oS
culums probdaéos avon oebo spdcialtt sonl dostinées & Moxportation, da worifor i réglemantation en viguour dans le pays importatour.

ol
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CHAMP FLO AMPLI{AMM n® 2000817)

Cortlant 380 gL (colt 26% pip] da sulvrs & 'hydroxyds da sulves

EUH 202 - Contlent du per in d'a lum st un mal de E-gphlorp-2-methyl-2H-lsothlazol-2-one et de 2-
methyl-ZHdcothlazol-2-one (31, Feut her une r algue.

ATTENTION

HE1B: Provogue uns cévars Irritaticn dec yaux.
HE22: Moolf par Inhalagion.
H410: Trég toxigus pour las organicmas aquatiguse, snirsine dec sffetc nataciss & long tame.

FZE1: Eviter de respiner s vapers

P27T1: Uiliser scudomant e plain air ou dans un androl Bicn vanbld.

FZ73: bviter le rejet dans Fenvirennement.

FZEO: Porier des gants de prolection, des vitlements die prolaction et un équipemant de proleciion das yeux

Fa04 = P340 EN CAS DINHALATION : transporier la persenne 3 Mextériewr ¢t la maintenir dans une posiicon od elle peut
confortablement respiner.

FA05+P251+P338 : EN CAS DE CONTACT AVEC LES YEUX : Rincer avec précaution & I'eau pendant plusiaurs mingies.
Enlavar les lantiles da cordact si & vicime an porie ot si elles peusent &na faciioment enfovbes. Conlinuer & rincar.

F237 + P313 : i lritation oculaine persisia, consuller un misdaicin.

F 391: Racuslir la produl répandu.

PE0: Biminer ke canlenu et iz ricipien] dans un centre de collechs of ddlimination des déchals dangereux conformament 4 la
réglemeniation nationaie.

[Dilal o rentrae © 24 heures.

3P4 — Ne pac pollesr "saw sveo l& produli oo son smball [Ma pac nstioyer k= matérisl O’ epplication prac dsc saus
de curfaos JEvitar |a condamiination via lac cysiSmac dé@wsouation dsc saux & partr dec oours de fsrme ou dec
routes.]

EPa3: Pour proléger las omganisenes aguabligues, respeciar une zone mon fraiide de § m comporiant un disposEl whodiaksd
permanent mon trailite d'une lkrgeur de 5 m an bordune des poinls d'eau pour lusage vigne

Spe 3: Pour proldger les orgarismes agualiques, respecher une Zone non trailde de 200 m comportant un disposill wagdlaksd
permanent non railte d'une lrgeur de 20 m en bordune des poinls d'eau pour les usages culbures fruilkmas, Truls & coques.

ELML01 - Respactar les nsinactans Jdutiksation afSn otviter 6s risques Dour la sanlé humaing &1 Nenvironnament.

Doirmanass sa DAM Hudarm S5 - Dhanisutmar ot St 3oy I0E TS Sl (o LSS, frTA Lo i St cLagnimant FODO0E At K slLMen. Mmool qus
calla-cl aar incinsaraate. Privibge doous ol Jeb et b mertods SRAmIteL o ol ol s rag b pla AN Ot LB bk FasTonel B SrdmL A S
ST ARIL CTSITATARS S rEEAL 8 B P, (i, COTLAD R AGROAA Fa  B b - T I LSRR MAAL CELL CorSACAL AF AT ATIONS ST ic)
b i S st &l | D ol

Nufarm s.a.s

.‘ Nufarm
28, boulevarg Caomealingt - 92 230 Genneviliers - FRANCE e
T&, 0140 85 50 50/ Fax 01 4792 25 45

y
www.nufarm.fr /

PRODUITS POUR LES PROFESSIONNELS SEZ LES PRODUITS PHYTOPHARMACEUTIQUES AVEC PRECAUTION.
AVANT TOUTE UTILISATION, ISEII. TI'II'I.IETI[ ETLES INFORMATIONS CONCERNANT LE PRODUIT.

§
:
|
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Copy of the product label for the extension of minor uses according to Art. 51

C 03 Fongicide vigne
0’ CHAMP® FLO AMPLI

DOSES ETUSAGES

Mildicu(s) 2Lha
Vigne Ralsin de cuve e L
|mefcrose bactéricnne)
Bactéroses 07 L'hL
Ahricatier
Coryneum 0,7 LhL
Pécher Bactérioses [dépérssement N
R 0,35 LfhL
Pecher bactérien)
Ologuss|s] 1.4 L/hL
Bactérioses chancre bactérien], 0,7 LfhL
Cerisier Ceriziar coryneum et palystigma [maladis
criblée) 0,7 LhL
Fruits & cogue Molscticr, noyer Bactérioses 0,7 L’hL
Maladie de Poezil de paan,
e Qlivier pasa 0,7 L/hL
bactSrioses
Chancre curopéen 1.4 L/hL
Fommier, poirier,
Fommmier cognassier, nashi Tawelureis), bacttrioses [4
s 7 L'hL
pscudamanas]
Prunier Prunicr Bactériases [chancre backérien) 0,7 LfhL
Mildicu(s) 3,5 L'ha
Tamate Tomate
AMM: 005 Bactéroses 11 L'ha
Laitue scaroles, frisées Bactérioses 7 Liha
Ccomposiion: 380 giL de culvre
de Fhydroxyds de culve Pomme de terre Famme de tere Mildicuis) 14 Liha
Mildiou 3,5 L'ha
Formulation: Suspenalon PRAMC® R “""’f‘“""‘"“
concantras [5C) Vair liste 2u dos Hactérioses 7 L'ha
arte graine i 525 Terose 3,0 Liha
Utilaable en Agriculiurs RO Liste de cultures - Se Bactérioses 3,0 Lfha
T PRAMC, florales ot renseigner aupris de L
glq satagéres FMAMS Mildiau et roullie blarche 3,0 L/ha
Liste de cultures : Se
renseigner auprks de s Mildiaus 3,0 Liha
FHAME

* Flantecs 3 parfum, aromatiques, médidnalkes ot cond mentaires

Déal f emploi avant récolte: vigne of plantes sromatioues: 21 jours.

Les bmites mamimales de résidus sont consuRables 2 Padresse subsante: Bebo e curopa culsancs pesticides

Seules les utilsations entrainant une applicztion totzle madmalke de 28 kg de culwe par hectane sur une pérode de sept
NS SONT ARCrESeS.

MODE DPACTION

CHABMP* FLO' AMPLI =5t un fongickde préventf qui agit par contact sur un grand nomiee de oultures of de maladies.
Hydrampde de cubere liquids, o5t fadke demplol. 53 dase d'utilisation est madulable en fonction du degrd d infestation.

| PREPARATION DE LA BOUILLIE |
La formulation de CHAMP* FLO AMPL 5'utilse on trakement des partics adnicnnes dans tous les types o appareils oo
puktrisation, y compris o 3 wolumes réduits. Svant de débuter le remplssage de o ose du pubsénsateur pour
préparer |z boullic de CHAMP* FLO AMPL, s'axsurer que celie d ne contient auoon résidu lquide ou solide dun
trakement précédent. Bien agiter be bidon avant Femplol. Verser directemnent |a quantite néoessaine de CHAMP* FLO
ANMPU dans ke réseradr du puiwirisatour au 304 rempli d'ca sous agitation ot compléter le remplissage cn maintenant
lagkation. Rincer immeédiatement e bidon vide ot verser Neau de incage dans @ cuve du pubrisateur.

RECOMMANDATIONS D'EMPLOI

CHAMP* FLO AMIPLI doit ftre pubvérisd de fapon homogéne. Le pubsériatour dewa Stre parfaitement néghe, bes jots of
dehies werifids pour eviter les mangues of les surdeeages. La vitesse davancement sora adaptée afin de réaliser une
cowserbune of une pénétration parfaites de Fensemble de la wégétation of  Sviter tout rfsgue de dédwe. Ne pas traker
par vore de force supéricure 4 3 sur Péchelie de Beaufort. La gualite de pubarisation of la couverture des partics
wigttakes 3 probéger sont des éléments dé de Pefficacité. Porter des égquipements de protection indiiduce pendant
toanes les phases de meélanges, chargement e applcation
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COD Fongicide wigne
Yy CHAMP®FLO AMPLI Nufarm

CONSEILS D'APPLICATION

CHAMP* FLD AMPL st un prodult de cantact & utiliser de fagon préventhe en forction des risques de maladics. Cuelle que 5ot |a cubure ot pour subere les
recommandations officiclles, volller 3 limiter les apparts tobau 3 10 kg de cutere metal/hayfan (5 kg'hafan en agricukure biologigue).
Migne- 12 applications maximum par an. Comime pour toutes kes speoialinds oapriques, CHAMP* FLO AMPLI ='utilise lors de o trafement de couserbune e rialists
apnts i noualson. En fonction des conditions de Fannde, ot des objectifs de production duvignoble, de 13 4 applcations seront réalsées, 3 b dose de 2 L'ha
Cars dies trakements cuprique tout au long de année: takements présentifs 3 renouvseler, on @énéral tous bes B3 10 jours, on tenant compte de b crolesnce do
s wégitation, des candrians cimatioues ot des lesshages de ntusls,

Coes dic la hotbe contre |a sclérase backéricnnes on complément des mesares prophylactiques (maténel wigital sain, arrachage of brillage des plamts of bols
makades, taille en pledn repas \tﬂﬁmﬂfs\,..l appligucr CHABMP* FLO AMPU immédiatement aprés |a taille ©f au débourrement {stade B Cof E F|. En condfions
climatiques favarables, Fappart de cubvre jusgu'a B floralson est conseilt

ME: mec pas traiter les wignes destinées &l production des rasing de tablke (isgue de @ marquages #). Pour éviter de possibles offets négatifs sur Mexpression
aromatigue de vins issus de cépage Sauvignon, ne traiter gue la 2one de feulllage on évitant die toucher dircciement kes grappes.

Popwmnics, paings, cognassier; Rashi: traitement de chutes des feulles o traitements 4°hiver en tenant compte des seralbilicts aw cubve de cortaings vandtes do
pammiers |Golden ot mrant, Elstar, Jubis, Fujl.-.).

Cas du chancre curapéor: trafbements de post cucilictie ot fraitements on fonction des plules pour cowrir toute la pérode de la dhte des fowuilies.

figyer: 3 trakements regulicrs on fomction des risques de contamination [bemps pluvieos:) & partir du déboumement |stade Bf 3 Of] jusqu'a la florakon (stade Gy
Passibilite & applications on c2s de condRions cstivales pluvicuses of orageuses.

Nolsetier: 3 trafements coraalies: fin 200t déout septembre (2 applications on cas de fortes pluics), aux % de la dane des feullies ©F on pré debousmement.
Covisier: 3 traftements bors de la chute des foulles (début, 163 of fin de ks chube] compléter par 2 2 3 applications du repos vegpctatit jusqu'a la dwite des pétales.
Abrication. 3 3 4 traibements pour couwir la chute des Souilles et 2 5 3 trabements du stade B au stade C O

Diver: braltements prévent s dés Fappareion des premmidnes tiohes su prirtemps |Mars &ail] o 3 Favtamne (Detabre Movembre).

Pécher: dépérissement bactériore tralbements diss le début de la chute des feuilies jusqu’a la fin, sans dépasser la dose de 0,35 L'hl. Cloque fraitoment o hiver
Jusquais stace B C

Frewier. 2 traitements mi ot fin de la chute des foulles.

Tamate: pour lutter contre les bacténases, utiiser CHAMP® IFLD AMPL de facon préwentive sclon les préconisations cmises par les Stations d'Avertisscment
Agricales of kes Organismes Pratessionneks |oxc SONITO).

Famme de teme, soaroh, frisde suhere les préoonisations emises par ks Stations & Avertksement Agnicoles of les Organismes Professionnels.
Plandns ancancthours: utiisstion sutorisée sur angélque, baslie, cerfoull, cloulette, estragan, fenoull, Burier sauoe, manolsine, milese officinale, menthe sp,

origan, cecilie, persil, pourpier, sarmietie annuclle, sauge affidnals, cand, conandre, wigne (foulicl, petie absinthe, amomilie omaine, flosr de ooguelicot,
matricaire, pensto sauvage, wiokste cdorants, rogquetts ot cresson de terne. 3 applications madmum per an, contacter de préférence FITEIPMAL au 02 41 30 20
3.

Fovte groine - PRARC, foroies of potagénes © 3 Taltements Madinvdm. 5 rensegner supres de o FRAMS.

Fowte groine  Betrenawe indlstriete of fowmogene | 3 tralfements maximum Se nense grer aupris o [ FRAnE.

PROTECTION DE LOPERATEUR

Il corwient de mppeler gue Muilsation d'un maténiel adapte of eoaretonu o la mise en @uvie de protections coledtives constitucnt @ premiéne mesure de
prévention contre ks rsgues professionnets, avant | miss en place de protections complimentares comme les procections indmiduclies.

En tout ctat de cause, b jport de combinaison die travall dédide ou EF dolt &tre assockt 3 des néfiewes o hygitne (ox : Gvage des mains, douche on fin de
trafement] o2 & un compoartement rigoureus |ex - procédure d’l'ahllaac."dbshahllag;ch Lies maodalinds de nettoyage of de stockage des combinasors de trall of
des EF

el pet B plecd 5 i i EM severnan o tveie L1, deall sedes e seese 150 0T D6 20TICENTCIEL
4 D b o oo e s cabret o ire erererrton s e maered it b phuse e puletsarr b i v poviet foe e o' Distm o b cator ot poveert
ey . apri wrlewin 3 Fecray oe b obire

PREMIERS SECOURS

En a5 dinhalaticn, mettre [ victime 3 I'air libre.

En s de contact aver la peau, enlewer immédiztement tout wieement sowllls. Laver aussivdt les partics atteintes aves beaucoup d''cai ot de savon.

En cas de contact aver les youx, aver imenddiatement ot sbondamment aver de l'eau pendant au maoins 15 minutes. 5 (ritation persiste, consuker un médecin.
En cas dingestian, rincer la bouche aver de Feau. Ne PAS faire vamir. Consulter immédiatement un médecin ot lul mantrer lamiallage ou MNetkquette. Tralbement
symiptomnatigue. D mankene générale, oncas e doute ow sl les symptimes porsistent, consulier un médecin of il présenter Miguetie of ) FDS. NE JAMAL ricn
fainz Ingner & une POTsonne INoonsChente.

PRODUITS POUR LES PROFESSIONNELS : UTILISEZ LES PRODUITS PHYTOPHARMACEUTIQUES AVEC PRECALITION.
AVANT TOUTE UTILISATION LISEZ L'ETIQUETTE ET LES INFORMATIONS CONCERNANT LE PRODUIT.
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COD Fongicide vigne
Yy CHAMP® FLO AMPLI

STOCKAGE

Cansenesr e produit uniguement dans son emballage dorigine, ferme, 3 Fécart des aliments ©f boissons, ¥ compris cous pour kes animaux. Conserver bors de la

partée des enfants, dans un bocal spécifique signalé, femme 2 oié ot 2éné ou ventile.

MELANGES

Les meédanges sont autarists conformément sue armébes tu 7 avnl 20010 0t du 12 juin 2005,
Me pas melarger CHAMP® FLO AMPU avec dos prodults 3 base de foséoyd aluminiam. Les méanges avec kes engraks folizires sont déconseilés ot sant sous la

resporsabl et e Motilsateur,
Faire un test petalabbe

ELIMIMATION DU PRODUIT ET DE LEMBALLAGE

INFORMATIONS REGLEMENTAIRES

Pour F'éimination des prodults non utiisables fare appel 3 une ertropnise
habilmée pour la coliecte et Féimination des produits dangerous. Récmplol
de Fembalage inbercit. Rincer Pemballage 20 moins 2 fois avant son
#imination. Lors de Putilsation du produit, bien vider et rincer le Bldon on
wedllant 2 werser l'eaw de ringage dars |2 cree du matéricl de pubwirisation..

ATTENTION

HBOE: Mo on cas & Ingestion.

H312: Prowoque une sévire rmtation des yeus.
HIIE: Moo par Inhalation.

HA1L: Trés uhg pour les or

Elminer les emballages vides via une colleche organisée par les distrisuteurs entraine des efots nefasies 3 long fermie. £
partonzires de b fillere ADINALOR {www.adivalorfr) ou autre sorvics de H
collecte spécifigue. P261: Ewiter de respirer ks poussiénes [ fumndes [ gaz %
brouilands | vapeurs /| adnosols. -
P24 S¢ laver los mains  soigneiscment  apris ;
IMPORTAMT manigukrtion. ;
PZFY: Mo pas manger, bolre ou fumer on manipulant oo g
pradui. E

Respecter s usages, doses, condiions et précaustions d'emplal mentionnés
sur I'emibzllage qui ont été détemminés on fonction des carctéristiques du
prodult o des applcatkons pour kesgquolies il et préconiss. Condulsez sur oes
bases, la odture ot hes traibemenis selon |a bonne pratique agricole cn terant
compte, sols wotre respansabiind, de tous factours particuliers concemmant
wotre exploitation, tels gue la neture du sal, les condRions métCorologigues,

Nufarm 5.A.5

28 boulevard Camélinat 92230 Gennevilliers
T&l. 0L 40 8550 50 - Fax. 01 4792 25 45
wwned, nufarm.fr

P2BO: Porter des gants de protection [/ dies wibements de
protection [ un Squipement die protoction des yeous [/ du
visage.

P 320 Recuceilin ke produit répanduw

P337 + F213: & Firation oculziee persiste @ consulter un
mitdecin.

EUH 208 - Contient du persulphate d'amenaniven ot un mélarge de 5 -chlono
2 methil 2H sathiazol 3 one of de 2 methyl 2H sothiazal 2 ane (3:1). Pout
déciencher une réaction alkrgigue.

* Wargue desouis SMutenm 545 - 21 bd Comsbiinee 521K Genasillino - e 01 40 15 5350 - tar O] 47 63 3% 4% awworufssmoosm - Detribviesr de
pradum pheopharTacesdgess pour sliRM e prodsLDnnei. Aaant toute slution, BULTAFecu Jes calle-<l & ndperaasie. Frivikiger chaces
b s et b ey rbthden et of et produt préassmat b rises e phs dubkes e by L huridos of ssrmis o e

[ BPTTArS TE T, COFIITIATT 3 3 Sope b LN IOIRCTION TosTes, COOR TR STR RTICSTL S b BT ReIT - RO a1 LIS ST RS,
SousL morcitions st eerTicton AT 18 reterer o [ emiqustts 22 prodult T DL e PRISENLCaTL

(=)

g

kes mecthiodes culurales, ks vandtes wegttaks, la resistance des esphocs.. Le P305 = FAEL + PA38: EN CAS DE OONTALT AVEC LES VELNL =
fabricant garamtt & qualit® de ses produits vendus dans beur emiballage rinCeT awes précaution 3 Feaw pendant plusicurs minutes. =
d'arigine ainsi que leur conformitd & Fatorisstion de mise sur e marche Enlever kes lengilies de contact sl la victime en pone % 51 'E'
delvrée par los anorRts francaises compétecnbes. Comgee fonu de che pouvent tire faclement enlevtes. Conbinuer & incer. -
drersied des iegislations existantes, i est recommands, dans ke cs o les PS0L: Elmincr e comtenigrécipient dans un point de =
denrées lssues des oulbures protégtes awes cofte spécaltd sont destinées & ookt des Béchets spédaus ou dangereus H
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PRODUITS POUR LES PROFESSIONMELS - UTILISEZ LES PRODUITS PHYTOPHARMACEUTIQUES AVEC PRECALTION.
AVANT TOUTE UTILISATION LISEZ L'ETIQUETTE ET LES INFORMATIONS CONCERNANT LE PRODUIT,
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