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PART A - Risk Management

The company ADAMA FRANCE S.AS. has requested marketing authorisation in France for the product
CROSSWAY (MCW 388 M), containing 90 g/kg dimethomorph and 600 g/kg mancozeb for use as a fungicide.

The risk assessment conclusions are based on the information, data and assessments provided in Registration
Report, Part B Sections 1-7 and Part C, and where appropriate the addenda for France. The information, data and
assessments provided in Registration Report, Part B include assessment of further data or information as required at
national registration by the EU peer review. It also includes assessment of data and information relating to
CROSSWAY (MCW 388 M) where those data have not been considered in the EU peer review process. Otherwise
assessments for the safe use of CROSSWAY (MCW 388 M) have been made using endpoints agreed in the EU peer
review of both dimethomorph and mancozeb.

This document describes the specific conditions of use and labelling required for France for the registration of
CROSSWAY (MCW 388 M).

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

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

11 Application background

The present registration report concerns the evaluation of ADAMA FRANCE S.A.S.’s application to market
CROSSWAY (MCW 388 M) in France as a fungicide (product uses described under point 2.3). France acted as a
zonal Rapporteur Member State (zRMS) and interzonal Rapporteur Member State (izRMS) for this request and
assessed the application submitted for the first authorisation of this product in France and in other MSs of the
European Union.

1.2 Active substance approval

Dimethomorph

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

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

Only uses as fungicide may be authorised.

PART B

For the implementation of the uniform principles as referred to in Article 29(6) of Regulation (EC) No 1107/2009,
the conclusions of the review report on dimethomorph, and in particular Appendices | and Il thereof, as finalised in
the Standing Committee on the Food Chain and Animal Health on 24 November 2006 shall be taken into account.

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

— the operators and workers safety. Authorised conditions of use must prescribe the application of adequate
personal protective equipment;

— to the protection of birds, mammals and aquatic organisms.
Conditions of authorisation should include risk mitigation measures, where appropriate.

Applicant: ADAMA FRANCE S.A.S. Evaluator: FRANCE
Date: 24/04/2018
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An EFSA conclusion is available (EFSA Scientific Report (2006) 82; 1-69).
A Review Report is available (SANCO0/10040/06 rev 3, 24 November 2006).

Mancozeb

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

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

PART A

Only uses as fungicide may be authorised.

PART B

For the implementation of the uniform principles as referred to in Article 29(6) of Regulation (EC) No 1107/2009,
the conclusions of the review report on mancozeb, and in particular Appendices I and 11 thereof, as finalised in the
Standing Committee on the Food Chain and Animal Health on 3 June 2005 shall be taken into account.

Member States must pay particular attention to the potential for groundwater contamination when the active
substance is applied in regions with vulnerable soils and/or extreme climatic conditions.

Member States must pay particular attention to the residues in food and evaluate the dietary exposure of consumers.
Member States must pay particular attention to the protection of birds, mammals, aquatic organisms and non-target
arthropods and ensure that the conditions of authorisation include risk mitigation measures.

Member States shall request the submission of further studies to confirm the risk assessment for birds and
mammals and for developmental toxicity.

They shall ensure that the notifiers at whose request mancozeb has been included in this Annex provide such
studies to the Commission within two years from the approval.

There is no definitive EFSA Conclusion on the peer review of the pesticide risk assessment of the active substance.
A Review Report is available (SANCO/4058/2001 rev 4.4, July 2009).

1.3 Regulatory approach

The present application (2013-1381) was evaluated in France by the French Agency for Food, Environmental and
Occupational Health & Safety (Anses)® in the context of the zonal procedure for all Member States of the European
Union, taking into account the worst-case uses (“risk envelope approach™)? — the highest application rates over the
European Union. When risk mitigation measures were necessary, they are adapted to the situation in France.

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

The French Order of 4™ May 2017° provides that:

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

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

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

1 French Food Safety Agency, Afssa, before 1 July 2010

SANCO document “risk envelope approach”, European Commission (14 March 2011). Guidance document on the preparation and
submission of dossiers for plant protection products according to the “risk envelope approach”; SANCO/11244/2011 rev. 5

Arrété du 4 mai 2017 relatif a la mise sur le marché et a I'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés a l'article
L. 253-1 du code rural et de la péche maritime

Applicant: ADAMA FRANCE S.A.S. Evaluator: FRANCE
Date: 24/04/2018
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Drift reduction measures such as low-drift nozzles are not considered within the decision-making process in France.
However, drift buffer zones may be reduced under some circumstances as explained in Appendix 3 of the above-
mentioned French Order.

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

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

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

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

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

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

Thus, at French national level, possible extrapolation of submitted data and the corresponding assessment from
“reference” crops to “linked” ones are undertaken even if not clearly requested by the applicant in their dRR, and a
conclusion is reached on the acceptability of the intended uses on those “linked” crops. The aim of this Order,
mainly based on the EU document on residue data extrapolation7 is to supply “minor” crops with registered plant
protection products.

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

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

1.4 Data protection claims

Where protection for data is being claimed for information supporting registration of CROSSWAY (MCW 388 M),
it is indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

15 Letter(s) of Access
The applicant has provided sufficient data to show that access is not required.

A copy of the letter(s) of access is reproduced in Part A, Appendix 3.

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

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

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

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

MRLs”: SANCO/ 7525/V1/95 - rev.9

Applicant: ADAMA FRANCE S.A.S. Evaluator: FRANCE
Date: 24/04/2018
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2 DETAILS OF THE AUTHORISATION

2.1 Product identity

Product name (code) CROSSWAY (MCW 388 M)
Authorisation number 2171203
Function fungicide
Applicant ADAMA FRANCE S.AS.
Composition 90 g/kg dimethomorph

600 g/kg mancozeb
Formulation type (code) Water dispersible Granule (WG)
Packaging Bags Polyester/Al/LDPE (5 kg)

Bags PET/AL/LDPE (1 kg)

2.2 Classification and labelling

2.2.1  Classification and labelling in accordance with Regulation (EC) No1272/2008

Physical hazards -

Health hazards Skin sensitisation, Hazard Category 1
Reproductive toxicity, Hazard Category 2

Environmental Hazardous to the aquatic environment — Acute Hazard, Category 1
hazards Hazardous to the aquatic environment — Chronic Hazard, Category 1
Hazard pictograms : : E

Signal word Warning

Hazard statements H317 May cause an allergic skin reaction

H361d Suspected of damaging the unborn child

H400 Very toxic to aquatic life
H410 Very toxic to aquatic life with long lasting effects.
Precautionary For the P phrases, refer to the extant legislation

statements —

Supplementary
information (in
accordance with
Avrticle 25 of
Regulation (EC) No
1272/2008)

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

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

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

Applicant: ADAMA FRANCE S.A.S. Evaluator: FRANCE
Date: 24/04/2018
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SP1 Do not contaminate water with the product or its container (Do not clean application equipment near
surface water/Avoid contamination via drains from farmyards and roads).

SPe 2 Uses on potatoes:
To protect effects on aquatic organisms do not apply to artificially drained soils.

SPe 3 Use on potatoes:
To protect aquatic organisms respect an unsprayed buffer zone of 50 metres® to surface water
bodies.

SPe 3 Outdoor use on melon:
To protect aquatic organisms respect an unsprayed buffer zone of 50 metres with an unsprayed
vegetated buffer zone of 5 meters to surface water bodies

SPe 3 Outdoor uses (potatoes and melon):
To protect non-target arthropods respect an unsprayed buffer zone of 20 meters to non-agricultural
land.

2.2.3  Other phrases linked to the preparation

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

Re-entry period': 48 hours

Pre-harvest interva

[

Potatoes: 7 days

Melon : 7 days (outdoor)

Other mitigation measures:

The label may include the following recommendations:

The label must reflect the conditions of authorisation.

& The legal basis for this is Titre 111 Article 12 of the French Order of 4th May 2017 concerning the marketing and use of products
encompassed by article L. 253-1 of the rural code [that is, plant protection products/pesticides]

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

1 The legal basis for this is Titre | Article 3 of the French Order of 4th May 2017 concerning the marketing and use of products encompassed
by article L. 253-1 of the rural code [that is, plant protection products/pesticides]
1 According to the French Order of 4th May 2017, PHI cannot be lower than 3 days unless specifically stated in the assessment and decision.

Applicant: ADAMA FRANCE S.A.S. Evaluator: FRANCE
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2.3

Product uses

Please note: The GAP Table below reports the intended uses proposed by the applicant, and possible extrapolation according to French Order of 26 March 2014 (highlighted in green), evaluated and concluded as safe
uses by France as zRMS. Those uses are then granted in France.
When the conclusion is “not acceptable” the intended use is highlighted in grey and the main reason(s) reported in the remarks.

GAP rev. , date: 2018-04-24
PPP (product name/code) CROSSWAY (MCW 388 M) Formulation type: WG
active substance 1 dimethomorph Conc. of as 1: 90 g/kg
active substance 2 mancozeb Conc. of as 2: 600 g/L/g/kg
active substance 3 - Conc. of as 3: -
safener - Conc. of safener: -
synergist - Conc. of synergist: -
Applicant: ADAMA FRANCE S.AS. professional use X
Zone(s): southern non-professional use [
Verified by MS: yes/no
1 2 3 4 5 6 7 8 9 10 11 12 13 14
F, Application Application rate
Crop and/ Fn, ES:E ol kg product/ | g or kg as/ha Remarks:
Use- | Membe | or situation Fpn o Max. Min. ha Water | pH|
!:')0. r . (additionally: Method / -(I;Irr(r)]\ll\rl]t?] /stage number interval a)max.rate  |a)max.rate  |L/ha | (days e'?;' 9 . _
state(s) fcrop destlr]latlon Gn, developmental stages | ing of crop & a) per use between_ per appl. per appl. _ sal err:er synergist
purpose o GPN | of the pest or pest b) per crop/ | applications | b) max. total |b) max. total | min / per ha
season ®
crop) or I group) season (days) rate per rate per max
I crop/season | crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
DMM: Not acceptable
Downy mildew a) 0.225, (risk for the
(Plasmopara viticola) | Foliar a)2 a)2.5kg/ha | b)0.45 100- operator, the
L FIEIGE | S ; Black rot spray EIEIEI LD 62 b) 2 ey b) 5 kg/ha MCZ: 200 e worker and
(Guignardia bidwellii) a) 1.5, groundwater
b) 3 contamination)
DMM:
Late blight . a) 0.18,
2 France |Potato F (Phytophthora Foliar BBCH 13 to 85 8) 4 7 days 8) 2 kg/a b) 0.72 100- 7 Acceptable
: spray b) 4 b) 8 kg/ha . 300
infestans) MCzZ:
a)l.2,

Applicant: ADAMA FRANCE S.A.S.

Evaluator: FRANCE
Date: 24/04/2018
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
F Application Application rate
’ Pests or Group of R ks:
Crop and/ FN | bests controlled kg product/ | g or kg as/ha emarks.:
Use- | Membe |or situation Fpn Timing / Max. Min. ha Water |pHj
!3)0. r |G (additionally: Method / Glrr;]\;\r/]t% stage | Umber interval a)max.rate |a)max.rate |L/a |(days |99 .
state(s) |(crop destination | Gn, developmental stages | king of orob & g a) peruse | between per appl. per appl. safener/synergist
/ purpose of GPN | ¢ the pest or pest seasor? b) per crop/ | applications | b) max. total | b) max. total [ min / BT ha
crop) o I group) season (days) rate per rate per max
I crop/season | crop/season
b) 4.8
DMM:
Late blight a) 0.225, Not acceptable
Tomato and Foliar BBCH 13 to a)5 a) 2.5 kg/ha b) 1.125 200- (risk for the
£ AEITES eggplant 3 gﬂ;ﬁgﬁghora spray PHI b) 5 = b) 12.5 kg/ha | MCZ: 1000 4o workerand non-
a) 1.5, target arthropod)
b) 7.5
DMM:
Late blight a) 0.225, Not acceptable
Tomato and Foliar BBCH 13 to a)3 a) 2.5 kg/ha b) 0.675 200- (risk for the
g FEIES eggplant © gPhytophthora spray PHI b) 3 s b) 7.5 kg/ha |MCZ: 1000 ! worker and LMR
infestans)
a) 1.5, exceedance)
b) 4.5
DMM:
. a) 0.225,
5 France miluorr;)iig (\j/v(i)ttr?er F g’Z\QVSgomélr?)ngs ora Foliar BBCH 1310 8)2 7 days 8) 2.5 kg/ha b) 0.45 200- 7 Acceptable
cucu op P spray  |PHI b) 2 4 b)5kgha  |MCZ: 1000 P
inedible peel cubensis) a)1.5
b) 3
DMM:
. a) 0.225, Not acceptable
s lerance mi'lj’r’;ft‘;“\’,v?ttﬁer . g‘;‘é";g’omél'r‘éi"c‘)’s o |Foliar  |BBCH13t0  |2)2 - davs a)25kgha  |b)0.45 200- | |(riskfor the
S op P spray PHI b) 2 4 b) 5 kg/ha MCZ: 1000 operator and the
inedible peel cubensis) a) 15 worker)
b) 3
6 France Cucumber and G Downy mildew Foliar BBCH 13 to a)2 7 davs a) 2.5 kg/ha DMM: 200- 3 Not acceptable
other cucurbits (Pseudoperonospora | spray PHI b) 2 4 b) 5 kg/ha a) 0.225, 1000 (risk for the

Applicant: ADAMA FRANCE S.A.S.

Evaluator: FRANCE
Date: 24/04/2018
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3 Zones

1 2 3 4 5 6 7 8 9 10 11 12 13 14
F, Application Application rate
Crop and/ Fn Pests or Group of Remarks:
P anc ' | pests controlled kg product/ | g or kg as/ha :
Use- | Membe | or situation Fpn L Max. Min. ha Water |pHj
!3)0. r |G (additionally: Method / -lc—;lrr:\l,\r,]t% /stage number interval a)max.rate |a)max.rate |L/a |(days |99 .
state(s) |(crop destination | Gn, developmental stages | king of orop & a) per use betw_een_ per appl. per appl. . safener/synergist
/ purpose of GPN | fthe pest or pest b) per crop/ | applications | b) max. total | b) max. total | min/ BT ha
crop) o I group) season season (days) rate per rate per max
I crop/season | crop/season
with edible peel cubensis) b) 0.45 worker and LMR
MCZ: exceedance)
a) 1.5,
b) 3
Remarks (@ e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) d) Select relevant
table (b)  Catalogue of pesticide formulation types and international coding system CropL.ife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 given in column 1
(c) glkgorg/l ()  No authorization possible for uses where the line is highlighted in grey, Use should be crossed
out when the notifier no longer supports this use.
Remarks 1 Numeration necessary to allow references 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
columns: 2 Use official codes/nomenclatures of EU Member States Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
3 For crops, the EU and Codex classifications (both) should be used; when relevant, the use application
situation should be described (e.g. fumigation of a structure) 8 The maximum number of application possible under practical conditions of use must be provided.
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9 Minimum interval (in days) between applications of the same product
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse 10  For specific uses other specifications might be possible, e.g.: g/m? in case of fumigation of empty
use, Gpn: professional and non-professional greenhouse use, I: indoor application rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products.
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11 The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g,
common names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar kg or L product / ha).
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 12 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
application must be named. mentioned under “application: method/kind”.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13 PHI - minimum pre-harvest interval
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - 14  Remarks may include: Extent of use/economic importance/restrictions

type of equipment used must be indicated.

Applicant: ADAMA FRANCE S.A.S.

Evaluator: FRANCE
Date: 24/04/2018
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3 RISK MANAGEMENT
3.1 Reasoned statement of the overall conclusions taken in accordance with the Uniform Principles

3.1.1 Physical and chemical properties

The formulation CROSSWAY (MCW 388 M) is a water dispersible granules formulation. All studies have been
performed in accordance with the current requirements and the results are deemed to be acceptable. The appearance
of the product is that of brown homogenous solid with a characteristic. It is not explosive and has no oxidizing
properties. The product is not flammable. It has a self-ignition temperature of 140°C. In aqueous solution (1%w/v),
it has a pH value of 7.1 at 20°C. There is no effect of low and high temperature on the stability of the formulation,
since after 7 days at 0°C and 14 days at 54°C neither the active ingredient content nor the technical properties were
changed. The stability data indicate a shelf life of at least 2 years at ambient temperature when stored in
Polyester/Al/PE. As the stability was performed on Polyester/Al/PE packaging, the PET/AI/LDPE packaging can be
considered as acceptable. Its technical characteristics are acceptable for a WG formulation.

It must be provided in post authorization the content of ETU before and after accelerated storage and before and
after 2 year storage at ambient temperature.

Moreover, the suspensibility test must be performed for each active substance separately at the maximum use
concentration and is required in post-authorization.

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

3.1.2  Methods of analysis

3.1.2.1 Analytical method for the formulation

Analytical methods for the determination of active substances and relevant impurity ETU in the formulation are
available and validated.

3.1.2.2 Analytical methods for residues

Analytical methods are available in the monograph/this dossier and validated for the determination of residues of
dimethomorph and mancozeb in plants (grapes, potatoes, melon and cucurbits), food of animal origin, soil, water
(surface and drinking) and air.

The active substances are neither toxic nor very toxic hence no analytical method is required for the determination
of residues in biological fluids and tissues.

3.1.3 Mammalian Toxicology

3.1.3.1 Acute Toxicity

CROSSWAY (MCW 388 M) containing 90 g/kg dimethomorph and 600 g/kg mancozeb has a low toxicity in
respect to acute oral, inhalation and dermal toxicity and is not irritating to the rabbit skin or eye and is a skin
sensitiser.

3.1.3.2 Operator Exposure

Summary of critical use patterns (worst cases) :

12 Ethylenethiourea

Applicant: ADAMA FRANCE S.A.S. Evaluator: FRANCE
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F/ Application rate S diluti
Crop G Equipment kg product/ha pray dilution Model
13 (L/ha)
(g as/ha)
Tomatoes Tractor-mounted/trailed 200-1000 (FR)
F | boom sprayer, hydraulic BBA
nozzles 500-1000 (IT, ES, PT)
Grapes Tractor-mounted/trailed 100-200 (FR)
F broadcast air assisted 2.5 £00-1000 (IT. ES. PT BBA
sprayer (2325¢g i (I, ES, PT)
. dimethomorph/ha
Cucurbits
200-1000 (FR
(high G Lance 1765 g mancozeb/ha) (FR) BBA
500-1000 (IT, ES, PT)
crops)
Melons 200-1000 (FR)
G Lance UKPOEM
(low crops) 500-1000 (IT, ES, PT)

Considering proposed uses, operator systemic exposure was estimated using the German BBA and UK POEM
model:

% AOEL % AOEL

Crop Equipment PPE and/or working coverall dimethomorph | mancozeb

Tractor-mounted/trailed
Tomatoes boom sprayer, hydraulic
nozzles

Working coverall and gloves during

0 0
mixing/loading and application 2.2% 44 %

Tractor-mounted/trailed | \n/orking coverall and gloves during

Grapes broadcast air assisted . : OVES 6.4% 118 %
sprayer mixing/loading and application

. Working coverall and gloves during
Cucurbits Lance . . . 3.4% 70 %
mixing/loading and application

Working coverall and gloves during

9 0
mixing/loading and application 60% 1067 %

Melons Lance

According to the model calculations, it can be concluded that the risk for the operator using MCW 388 M is
acceptable for tomatoes, potatoes and melons (field crops) and tomatoes and curcubits in greenhouse.

The risk for the operator using CROSSWAY (MCW 388 M) is unacceptable for grapes and melons (indoor with
lance).

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

3.1.3.3 Bystander Exposure

Bystander exposure was assessed according to EUROPOEM I1. Exposure is estimated to 11.1 % of the AOEL of
dimethomorph and 3.5 % of the AOEL of mancozeb (worst case).

It is concluded that there is no unacceptable risk to the bystander after incidental short-term exposure to MCW 388
M.

3.1.34 Worker Exposure

Workers may have to enter treated areas after treatment for crop harvesting activities. Therefore, estimation of
worker exposure was calculated according to EUROPOEM 1. For potatoes, exposure is estimated to 1.2 % of the
AOEL of dimethomorph and 20.2 % of the AOEL of mancozeb. Using grapevines, exposure is estimated to 14 %
of the AOEL of dimethomorph and 242 % of the AOEL of mancozeb.

¥ Open field or glasshouse

Applicant: ADAMA FRANCE S.A.S. Evaluator: FRANCE
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For tomatoes in field, exposure is estimated to 9.3 % of the AOEL of dimethomorph and 161.4 % of the AOEL of
mancozeb.

For tomatoes and cucurbits in greenhouse, exposure is estimated to 11 % of the AOEL of dimethomorph and 229
% of the AOEL of mancozeb.

For melon in field, exposure is estimated to 4.7 % of the AOEL of dimethomorph and 80.7 % of the AOEL of
mancozeb and for melon in greenhouse exposure is estimated to 6.7 % of the AOEL of dimethomorph and 148 %
of the AOEL of mancozeb.

It is concluded that there is unacceptable risk for the worker, when re-entering in crops such as grapevines,
tomatoes (field and indoor use), cucurbits (indoor use) and melon in greenhouse, treated with CROSSWAY
(MCW 388 M).

The risk is acceptable for the worker when re-entering in crops such as potatoes and melons in field treated with
CROSSWAY (MCW 388 M).

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

3.2  Resident Exposure

The currently available data (2001-2006) in the report of the ORP (French pesticides residues observatory) show a
range of values, reaching the maximum value for dimethomorph of 7.51 ng/m?3 and 0.18 ng/m3 (maximum daily and
weekly measurements, respectively). Based on these data, the respiratory exposure of people living near sprayed
areas (daily) was estimated to be 0.006 % of the ADI of the active substance for an adult and 0.008 % for a child, as
well as 0.002 % of the AOEL of the active substance for an adult and 0.003 % for a child.

3.2.1  Residues and Consumer Exposure

3.1.4.1 Residues

The data available are considered sufficient for risk assessment.

An exceedance of the current MRLs for dimethomorph and mancozeb as laid down in Reg. (EU) 396/2005 is not
expected for the uses on table and wine grapes, potato, tomato (outdoor) and melon. Nevertheless, an exceedance of
the current MRLs for dimethomorph and mancozeb as laid down in Reg. (EU) 396/2005 is expected for the indoor
uses on tomato, cucumber and other cucurbits with edible peel.

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

As far as consumer health protection is concerned, France agrees with the authorization of the intended uses on table
and wine grapes, potato, tomato (outdoor) and melon.

According to available data, the following specific mitigation measure is recommended:
Do not grow succeeding or rotational crops less than 30 days after the use of CROSSWAY (MCW 388 M) on the
plot (restriction related to dimethomorph).

Table 1 Summary for mancozeb
Sample
. storage |MRL Chronic  |Acute risk
Use- Plant | Sufficient|PHI covered |compliance | risk  for |for
Crop metabolism | residue |sufficiently Comments
No. covered? | trials? supported? by Reg. (EU)|consumers |consumers
’ ’ " |stability [2016/567 | identified? | identified?
data?
1 Table and|Yes Yes Yes Yes Yes No No -
wine (16N +
grapes 27S)
2 Potatoes Yes Yes Yes Yes Yes No -
(16N +
17S)
3 Tomatoes |Yes Yes Yes Yes Yes No -
southern southern
outdoor outdoor

Applicant: ADAMA FRANCE S.A.S.
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Sample MRL
. storage Chronic | Acute risk
Use- Crop Fr:spatbolism féjsf;fc;lzleent §u|_f!fliciently covered |compliance| risk  for | for Comments
No. covered? | trials? supported? by Reg. (EU)|consumers |consumers
' ' " |stability [2016/567 | identified? | identified?
data?
use (8S), use,
No indoor No indoor
use 7 use
indoor)
4 Cucumbers | Yes Yes Yes Yes No No -
and other (9 indoor)
cucurbits
with edible
peel
5 Melon Yes Yes Yes Yes Yes No No -
(9S +
8indoor)

The effects of processing on the nature of mancozeb residues have been investigated. Data on effects of processing
on the amount of residue have been submitted and were considered for risk assessment.

Considering the rapid biodegradation in soil of mancozeb and its metabolites, there is no need to investigate residues

in succeeding crops: residues are not expected in succeeding crops.

Considering dietary burden and based on the intended uses, significant modification of the intake was calculated for
livestock. Nevertheless, the modification of MRLs in commaodities of animal origin is not necessary.

Summary for dimethomorph

Sample | MRL
Plant sufficient | PHI storage compliance Qhronlc Acute risk
Use- . . .. covered risk  for|for
Crop metabolism | residue |sufficiently Reg. (EU) Comments
No. covered? | trials? supported? by N CoNsumers | consumers
' | " | stability identified? | identified?
data? 2016/567
1 Table and|Yes Yes Yes Yes Yes No No -
wine (2IN  +
grapes 12S)
2 Potatoes Yes Yes Yes Yes Yes No -
(50N +
16S)
3 Tomatoes |Yes Yes Yes Yes Yes No -
southern southern
outdoor outdoor
use (8S), use,
No indoor No indoor
use use
(7indoor)
4 Cucumbers | Yes Yes Yes Yes No No -
and other (9 indoor)
cucurbits
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Sample MRL
Plant Sufficient | PHI storage compliance Qhronlc Acute risk
Use- Cro metabolism | residue |sufficientl covered R EU risk for for Comments
No. P covered? |trials? su orted¥> by Sg' ( )consumers gonsumers
: ; PROTLEA? tapility | N identified? | identified?
data? 2016/567
with edible
peel
5 Melon Yes Yes Yes Yes Yes No -
(9S +
8indoor)

The effects of processing on the nature of dimethomorph residues have been investigated. Data on effects of
processing on the amount of residue have been submitted and were considered for risk assessment.

Residues in succeeding crops have been sufficiently investigated taking into account the specific circumstances of
the cGAP uses being considered here.
The following mitigation measure has been proposed: do not grow succeeding or rotational crops less than 30 days
after the use of CROSSWAY (MCW 388 M) on the plot.

Considering dietary burden and based on the intended uses, no significant modification of the intake was calculated
for livestock. The modification of MRLs in commaodities of animal origin is therefore not necessary.

Summary for CROSSWAY (MCW 388 M)

Table 2 . Information on CROSSWAY (MCW 388 M) (KCA 6.8)
PHI for |PHI/ Withholding period* sufficiently PHI for
CROSSWAY |supported for
(MCW 388 CROSSWAY |zRMS Comments
Crop M) (MCW 388 M) | (if  different  PHI
proposed by | mancozeb dimethomorph proposed by | Proposed)
applicant ZRMS
Table and|28 days Yes Yes 28 days -
wine grapes
Potatoes 7 days Yes Yes 7 days -
Tomatoes |10 Yes outdoor, Yes outdoor, 10 MRL exceedances for
(outdoor) No indoor No indoor (outdoor) the indoor uses, for
dimethomorph  and
7 mancozeb
(indoor)
Cucumbers No No none MRL exceedances for
and other 3 dimethomorph  and
cucurbits (indoor) mancozeb
with edible
peel
Melon 7 Yes Yes 7 -
(outdoor and (outdoor  and
indoor) indoor)

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

Applicant: ADAMA FRANCE S.A.S.
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the crop).

Waiting periods before planting succeeding crops

Table 3 : Waiting periods before planting succeeding crops

Waiting period before planting succeeding crops Overall waiting period proposed
by zRMS for CROSSWAY

Crop group Led by mancozeb Led by dimethomorph (MCW 388 M)

All rotational crop |NR 30 days

groups

NR: not relevant

3.2.2  Environmental fate and behaviour

The fate and behaviour in the environment have been evaluated according to the requirements of Regulation (EC)
No 1107/2009. Appropriate endpoints from the EU conclusions were used to calculate PEC values for the active
substances and their metabolites for the intended use patterns. In cases where deviations from the EU agreed
endpoints were considered appropriate (for example when additional studies are provided), such deviations were
highlighted and justified accordingly.

The PEC of dimethomorph, mancozeb and their metabolites in soil, surface water and groundwater have been
assessed according to FOCUS guidance documents, with standard FOCUS scenarios to obtain outputs from the
FOCUS models, and the endpoints established in the EU conclusions or agreed in the assessment based on new data
provided.

PEC soil and PECsw derived for dimethomorph, mancozeb and their metabolites are used for the ecotoxicological
risk assessment, and mitigation measures are proposed.

PECgw for dimethomorph, mancozeb and their metabolites do not occur at levels exceeding those mentioned in
regulation EC 1107/2009 and guidance document SANCO 221/2000" for all intended uses except late application
on vines (> BBCH 60). Therefore, no unacceptable risk of groundwater contamination is expected for the intended
uses except for the late applications on vines.

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

3.2.3  Ecotoxicology

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(s) and its/their
metabolites 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.

Based on the guidance documents, the risks for birds, mammals, bees and other non-target arthropods, earthworms,
other soil macro-organisms and micro-organisms are acceptable for the intended uses when risk mitigation measures
are applied (reduction of the number of application for instance). These are not proposed as risk for workers are not
acceptable

3.24  Efficacy

Considering the data submitted:

- The efficacy of CROSSWAY (MCW 388 M) is considered as satisfactory in the claimed conditions,

1 Guidance document on the assessment of the relevance of metabolites in groundwater of substances regulated under Council directive
91/414/EEC. Sanco/221/2000-rev10-final, 25 February 2003.
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The selectivity of CROSSWAY (MCW 388 M) is considered as satisfying in the claimed conditions,

The risk of negative impact on yield, quality, transformation processes, propagation, succeeding crops and
adjacent crops is considered negligible,

The risk of resistance development regarding dimethomorph is considered as high on Plasmopara viticola
and moderate on Phythophthora infestans and Pseudoperonospora cubensis. This risk is low for mancozeb.
The association of mancozeb and dimethomorph in the formulation contributes to reduce the resistance
risk.

The number of application will be limited to maximum 2 applications on Grapes, considering the resistance
situation to CAA in French vineyards. A resistance monitoring must be carried out on grapes and potato to
follow the progress of resistance. Authorities must be informed in case of evolution of the resistance
situation. A resistance monitoring has to be carried out on Pseudoperonospora cubensis to dimethomorph.
In post-registration, the applicant should provide to French authorities, new efficacy trials carried out in
conditions of known resistance situation to CAA fungicides, in order to study the efficacy of the product in
such conditions and to assess the contribution of dimethomorph in the co-formulation.

Pests Or | Applicati Applic. | Applic
Cropand/ |Group of bp number Interva | rate per |ation French dditional
or situation | pests on max I treatme |volum tonclusions Additional request
method
controlled nt e
Resistance
monitoring
"
Grapes Plasmopar | Foliar |, 10 g/l 5ax ;88 IAcceptable Post—AM.M _data
aviticola spray days K (2 years): efficacy
g/ha L/ha Lo
trials in situation
of resistance to
CAA
. . . Max 100-
Grapes Sg:g\r:vaerl(ljlll SF:rI;?/r 2 égys 25 200 |Acceptable
kg/ha L/ha
Phytophth . 100- .
Potato ora SForI;ar 4 7 days &A%a 2 300L |Acceptable %
infestans pray 9 /ha monroring
Tomato, Phytophth . Max 200- .
eggplant ora SForI;ar 5 ga s 25 1000 |Acceptable %
(Field) infestans pray Y kg/ha L/ha monroring
Tomato
! Phytophth . Max 200-
eggplant ora Foliar 3 30 2.5 1000 |Acceptable
;\green infestans spray ays kg/ha L/ha
0use)
Resistance
Pseudoper Foliar Max 200- monitoring to
Melon onospora spra 2 7days | 2.5 1000 |Acceptable | dimethomorph on
cubensis) pray kg/ha L/ha Pseudoperonospo
ra cubensis
Resistance
Cucurbits | Pseudoper Foliar Max 200- monitoring to
- edible) onospora spra 2 7days | 2.5 1000 |Acceptable | dimethomorph on
peel cubensis) pray kg/ha L/ha Pseudoperonospo
ra cubensis
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3.3 Conclusions arising from French assessment

Taking into account the above assessment, an authorisation can be granted as proposed in Appendix 1 — Copy of the
product Decision.

34 Substances of concern for national monitoring

No information stated.

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

3.5.1 Post-authorisation monitoring

A resistance monitoring must be carried out on potato to follow the progress of resistance on Phytophthora
infestans. Authorities must be informed in case of evolution of the resistance situation. A resistance monitoring has
to be carried out on Cucurbits on Pseudoperonospora cubensis to dimethomorph.

3.5.2  Post-authorisation data requirements

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

- The content of ETU before and after accelerated storage and before and after 2 year storage at ambient
temperature.

- The suspensibility test performed for each active substance separately at the maximum use concentration.

- New efficacy trials carried out in conditions of known resistance situation to CAA fungicides, in order to study
the efficacy of the product in such conditions and to assess the contribution of dimethomorph in the co-
formulation.

3.5.3 Label amendments

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

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

Applicant: ADAMA FRANCE S.A.S. Evaluator: FRANCE
Date: 24/04/2018
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Appendix 1 — Copy of the French Decision

= n el

Liberté » Egalité + Fraternité
REPUBLIQUE FRANGAISE

Décision relative a une demande d'autorisation de mise sur le marché

d'un produit phytopharmaceutique

Vu les dispositions du réglement (CE) N° 1107/2009 du 21 octobre 2009 et de ses textes d'application,

Vu le code rural et de la péche maritime, notamment le chapitre Ill du titre V du livre Il des parties législative et
réglementaire,

Vu la demande d'autorisation de mise sur le marché et les demandes associées du produit
phytopharmaceutique CROSSWAY

de la société ADAMA FRANCE SAS

enregistrées sous les  n°2013-1381, n°2013-1382; n°2015-0330 et n°2016-0525

Vu les conclusions de I'évaluation de I’Anses du 29 novembre 2017,

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

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

Avertissement :

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

CROSSWAY
AMM n°2171203 Page 1 sur 8
Applicant: ADAMA FRANCE S.A.S. Evaluator: FRANCE
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E/I .

Liberté « Egalité « Fraternité
REPUBLIQUE FRANGAISE

Informations générales sur le produit

Noms du produit

CROSSWAY
DETROIT

anses {_)

Type de produit
Titulaire

Forrﬁdlation '
Contenant

Nﬁméro d'lntirraﬁr

Produit de référence

ADAMA FRANCE SAS
33 rue de Verdun
92156 SURESNES
France

90 g/k:q - diméthomorphe
600 g/kg - mancozébe

| 9902-2013.01

Granulé dispersable (WG)

Numéro 'AMM 2171203
Fonction Fongicide
Gamme d'usages Professionnel

L'échéance de validité de la présente décision est fixée a douze mois a compter de la date d'expiration de
I'approbation de la substance active qui arrivera a échéance le plus tét. A titre indicatif, dans I'état actuel du
calendrier d'approbation des substances actives, I'échéance de |'autorisation est fixée au 31 juillet 2019.

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

adopter une décision sur le renouvellement.

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

A Maisons-Alfort, le 24 AVR. 2019

(U

Frangoise WEBER
Directrice générale déléguée

CROSSWAY
AMM n°2171203

en charge du péle produits réglementés
Agence nationale de sécurité sanitaire de
I'alimentation, de I'environnement et du travail (ANSES)
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Liberté « Egalité + Fraternité
REPUBLIQUE FRANGAISE

anses :\?

ANNEXE | : Modalités d'autorisation du produit

Vente et distribution

Emballage

Le titulaire de I'autorisation peut mettre sur Iermarché le produit uniquement dans les emballages :

Contenance

Sacs en polyéthylene téréphtalate / aluminium /

polyéthyléne

1kg

Sacs en polyester / aluminium / polyéthyléne

5kg

El;ssifiti:”a't'iorh durprroduit

La classification retenue est la suivante :

Catégorie de danger

Sensibilisants cutanés - Catégoriiem1

Toxiques pour la reproduction - Catégorie 2

Dangers pour le milieu aquatique - Danger aigu,
catégorie 1

Dangers pour le milieu aquatique - Danger chronique,
catégorie 1

H317 Péﬂfﬁr&oquer une allergie cutanée

Mention de danger

H361d : Susceptible de nuire au feetus
H400 : Tres toxique pour les organismes aquatiques

H410 : Tres toxique pour les organismes aquatiques,
entraine des effets néfastes a long terme

Pour les phrases P se référer a la réglementation en vigueur.

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

CROSSWAY
AMM n°2171203
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Conditions d'emploi du produit

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

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

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

Pour I'opérateur, porter

Dans le cadre d'une application effectuée a I'aide d'un pulvérisateur a rampe

« pendant le mélange/chargement

- Gants en nitrile certifiés EN 374-3 ;

- Combinaison de travail en polyester 65 % / coton 35 % avec un grammage de 230 g/m? ou plus avec traitement
déperlant ;

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

« pendant I'application - Pulvérisation vers le bas

Si application avec tracteur avec cabine
- Combinaison de travail en polyester 65 % / coton 35 % avec un grammage de 230 g/m? ou plus avec
traitement déperlant ;
- Gants en nitrile certifies EN 374-2 a usage unique, dans le cas d'une intervention sur le matériel pendant la
phase de pulvérisation. Dans ce cas, les gants ne doivent étre portés qu'a I'extérieur de la cabine et doivent
étre stockés aprés utilisation a I'extérieur de la cabine ;

Si application avec tracteur sans cabine
- Combinaison de travail en polyester 65 % / coton 35 % avec un grammage de 230 g/m? ou plus avec
traitement déperlant ;
- Gants en nitrile certifiés EN 374-2 a usage unique, dans le cas d'une intervention sur le matériel pendant la
phase de pulvérisation ;

» pendant le nettoyage du matériel de pulvérisation
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail en polyester 65 % / coton 35 % avec un grammage de 230 g/m? ou plus avec
traitement déperlant ;
- EPI partiel (blouse ou tablier & manches longues) de catégorie Il et de type PB (3) a porter par-dessus la
combinaison précitée.

Dans le cadre d'une application effectuée a I'aide d'une lance

* pendant le mélange/chargement
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de protection de catégorie Ill type 4 ou 3 (selon le niveau de protection recommandé pendant
la phase d'application) ;

Ou

- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail en polyester 65 % / coton 35 % avec un grammage de 230 g/m? ou plus avec
traitement déperlant ;
- EPI partiel (blouse ou tablier a manches longues) de catégorie Il et de type PB (3) a porter par-dessus la
combinaison précitée ;

CROSSWAY
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* pendant I'application : sans contact intense avec la végétation
Culture basse (< 50 cm)
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail en polyester 65 % / coton 35 % avec un grammage de 230 g/m? ou plus avec
traitement déperlant ;
- Bottes de protection certifi€es EN 13 832-3 ;

Culture haute (> 50 cm)
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de protection de catégorie Il type 4 avec capuche ;
- Bottes de protection certifi€es EN 13 832-3 ;

* pendant I'application : contact intense avec la végétation
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de protection de catégorie Il type 3 avec capuche;
- Bottes de protection certifiées EN 13 832-3 ;

* pendant le nettoyage du matériel de pulvérisation
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de protection de catégorie Ill type 4 ou 3 (selon le niveau de protection recommandé pendant
la phase d'application) ;
Ou
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de travail en polyester 65 % /coton 35 % avec un grammage de 230 g/m? ou plus avec
traitement déperlant ;
- EPI partiel (blouse) de catégorie Ill et de type PB (3) a porter par-dessus la combinaison précitée.

Pour le travailleur, porter
- Une combinaison de travail (cotte en coton / polyester 35 % / 65 % - grammage d'au moins 230 g/m?) avec
traitement déperlant et, en cas de contact avec la culture traitée, des gants en nitrile certifiés EN 374-3.

Délai de rentrée en application de l'arrété du 4 mai 2017 :
- 48 heures.

Respect des limites maximales de résidus (LMR)

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

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

Protection de I'eau

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

Protection de la faune
- SPe 2 : Pour protéger les organismes aquatiques, ne pas appliquer ce produit sur sol artificiellement drainé pour les
usages sur pomme de terre.

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non traitée de 50 métres par rapport aux
points d'eau pour 'usage sur pomme de terre.

- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non traitée de 50 meétres en bordure des
points d'eau comportant un dispositif végétalisé permanent d'une largeur de 5 métres pour I'usage sur "melon”.

- SPe 3: Pour protéger les arthropodes non cibles, respecter une zone non traitée de 20 metres par rapport a la zone
non cultivée adjacente pour les usages sur "melon" et pomme de terre.
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Exigences complémentaires post-autorisation

anses Q

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

présente décision pourra étre retirée ou modifiée.

Détail de la demande post autorisation

Déterminer la concentration en impureté pertinente (éthyléne thio urée) avant et
aprés stockage durant 2 semaines a 54°C.

Déterminer la concentration en impureté pertinente (éthyléne thio urée) avant et
aprés stockage, durant 2 ans a température ambiante.

Fournir le test de suspensibilité pour chaque substance active et a la concentration
d'utilisation maximale.

Mettre en place un suivi de la résistance au diméthomorphe (un seul suivi tous
produits confondus) pour le mildiou de la pomme de terre (Phytophthora infestans).

Mettre en place une surveillance sur l'apparition ou le développement de la
résistance du mildiou des Cucurbitacées (Pseudoperonospora cubensis) aux
substances actives de la famille des « Carboxylic Acid Amides (CAA) ».

Fournir, aux autorités compétentes, toute nouvelle donnée susceptible de modifier

~ Délai

(mois)

24

24

24

Récurrence
__(mois)

l'analyse du risque de résistance.

CROSSWAY
AMM n°2171203

Page 8 sur 8

Applicant: ADAMA FRANCE S.A.S.

Evaluator: FRANCE
Date: 24/04/2018



Part A
National Assessment - Country — FRANCE

CROSSWAY
(MCW 388 M)

Page 27 of 31

Registration Report —

3 Zones

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

CROSSWE'® agtun ati-midiou sesociant deur matiéras BTt ssarant una excellnte

tion eur vigna sur failes at greppas, panmea de tma e feuilas ot tubercules at sur les cufrae
Hpumiénag

La dimdthanorphe péndtre Tée rapidemant dens b plante eta une action difieents pernettant de
stoppar ke punae infections. Le mancozdba, estun it i comtect présventif muttisites gui de par
s mada d ection mubipla eet ncontoumeble dmaﬁmﬁnmadﬂ btia comtre e réaqélam.
CROSSWE™ & donc une triple efficasié :

- Inhibition das 2omsporas,

- Blozaga du champignon dana les premiere steda da 'infection,

- Action anti-spord amle

MODE D'EMPLOI :

Usages et doses homologués :

n (ralein de e et

250ghs

ralein d tabks) Bnckm | 2ogna | H A

POnTE o2 (e Wi | Zhgha |7 [ 7 i

Concantrs, Courget,

Comichn e aues

st B Wil | 23gna | 3 2 7 jum

comashible 5ous BT

ot ek e wiin | 2agna | 7 2 7 jum
din can Wil | 2ogha | 10 3 7 jum

P Wil | Zogha | 7 3 10 |

Pour protéger |es arganiamas squatiques, respester uns 20me non traige de 5 métras par rappart
& point o eau pour lavign et b mekin de plin champ, En cas do niesallmant pessible sur b
parcella tratéa, prévair un dispoaitif vigdtalisd non traitd d'unz largaur de 5 métras an bandurs
dea poimte d asy paur | pamma de feme et |a tamate de plein 2hamp.

Laz Linitee Meximake de Réside sont consulishles aur b site Inbarnat de b Commission - Direction
Gdrérale Santd at protection du Coreonmateur & 'adrasee auivanta :

hittpafec aurpe awsanca_pasticides

[iilai da reminés des traveileurs eur b pancalle : 42 heuras aprae traiement comome mant & ['amité
dul? 006 relatif & b mige sur e marchd et & tilization des produits visde & Narticle
L2531 du cada nral

Evitar linhalation dae pauttelettae de boudfe.

Préparation de ka bouillie
La produt paut chaz |ee aate samsibles una sareibilzation cends, il ast inportent de
|rs||1r|t\a mp;mmm ﬁdmmlmda I préperstion de ka boilia at dens b cas d opé-
ratiors manuelkae an vipstation
Por prévani un dvemue| phénanéne de senabiisation cutanda, porter des pante an rirle at dae
vilamanka da[ﬂruhﬁim lore da |8 prdparation da k8 bouila, perdart ks dtepes de menipulation et
d'application du produic
- Ramplr su 34 d aau |a cuve du pubsniaster.
- Wettra an routs [agitatian, warsar lantement dere |2 cuva b dosa de CROSSWEN™ ndcassaine.
- Tarmirer b remplis=aga de la cove et maimteni | sgitetion juequ'a b fin de 'applicati
Mélanges et compatibilités
Lae melanges dowat St mie an oevre  comfomément & B réglments
tion en viger et En raconmandsions dee gides da bonnes pretigues officiak.
Consuber ke site ip:ie-pryagrieabue Jousfr.

Heation
WIGNE :

lna q:plmmn sur chaque fasa da chagpa reang est fartement consailde.
Violuma de boudie par hactena :

- Pubwdrizateur preumetiqua: minimum 100 Lha

- Jek porté ou jat projr  minimum 250 Le

POMME CE TPFIEUF“

Voluma de bouilfe coresilk 100 & 150 Lha

Conditions du milleu
Evibar e traitar suxheunas chaudas de b journde.

Programme de Traitement
[¥ure maniare gandrale, b |ute contra b mildiou daik ee raisomner de fagon prévantive.
il

CROSEWEY® pak 'willieer lors de toute b péninde & ieque mikliou et juequ’eu Délai Avart Fdzolte &

b daee da 2,5 by'hea. Treiter prévantivement dés l'anronce des premiare naques da mikliou signakie

|ee orpariemes offiziak. Le déla emire frabanents euite 3 une spplicstion de CAOSSWET® paut

B 0 & f Une meniéra qéndrale emtre 10 et 12 joure. La délsi de rerou vel ki meant doit Stre sdepié
enfonction da la pousse de  vigna at de |e pression de midiou.

K&fn de minimiser |e fague da déwaloppamant da résistance, le nombre d'applicatiors da CROS-

SWE™ et Emité & 2 applications meomum par asiEon. Cas applications dovert &re non 2onsd

carfives, en akbamanca svaz dea procite sppartenant 4 das familes chimiquas dffrantes des CAA.

Uilisd suivant ks Bonres Pretinues Agricoles et dans b respect du D&l Avent Récolts, CROSSWATY

g;u;:ma icidence néfaste sur ks fermentstions, ef ne modifa pee ks qualida ngenoleptiquas
vim.

POMBE DE TERRE :

GRS WAY® &'uhilize an prévamif pandant touie b perioda da eensbilii su miliou & e cadarca

da 7 joura, dare una liniie de 4 spplications.

CROSSWRY® cot tolénd per b plupart des variétés ; en cas da doute, Taire un essai préakabla.

CULTURES LEGUMIERES :

\Hiir CROSSWEY™ an prévamt¥ durant |a périnde 4 risque 2 dosas et cadancae indiqudas dang

I fablesw ci-dessue.

Danes le cadre des Bonnes Pratiques Agricoles :
Les dquipamants da protection individuela (BP) / combineizone da traveil racommerdde por o2
oduit st ke suivarts

- ants en nitrile cartiiés EN 374-2

- Botias de proaction

- Conbinaison de travai tiesda en polpaster €5% 1 coion 35% avec i gramnege de 230 gi? ou
EHMWFITH“"?;&&NMIII dafypa PR3 & dazeus b eombingi it

- ER partial [biouse] da catdgoria Il et da typa & porter par-daesus b combinaison prdcitde.
Epplcation :

- Gante an nirie cerifide EH 374-3. Gant 4 usaga uniqua dens b o dtiization o un trackeur &
cabina o eane cabine. La port de gamts pandant Mepplcation evas un tracteur & csbine n'ast nd-
caseaie qua ko dimtervamtions eur |e meatériel da pubvérisation et les ganks dovant Sre stockéa 3
l'atérieur e |a cabina. Gants rdutifizshles ai spplizsfion aves lance ou pubsiriasteurs & doe.

- Botlae de proaction

- Combinaison de traveil tisséa an polyestdar BS % ' colon 36 % avee un granmaga da 230 gim? o
phus ave: Feiamant dipariant.

- Garte en nifrike cartiiés EN 374-2.

- Botiae de proaction

- Conbinaison de travai tiesds en polpaster €5% 1 coion 35% avec i gramnege de 230 gi? ou
Ehaam TaEmant dipariant.

- EP partial {blouse) da cabégoria Il et da typa PR (3) & porter per-daseus b combinaison précide.

Geation du risque de risistance :

Lutiization répébda, sur une méme percale, de préperations & base da aubatances sotives de |3

mé me famile chimiqua cu ayant b néne meda dastion, pauk conduire 4 Nepparition d orgariamas

reésistete. Pour réduire oo risqua, 1 et conseilé d'akerner ou d'associa; eur una mima panale,

das préparations & base da subertancas actives da familes chimigues diférames cu & modas d'wction

différants, fant su cours d'une saison aufurak qua dene | robation.

Conditinms tm:ﬁng:

Consanwar le praduit dens san amballags d'arigine, dans das locau fermis & o8, & Tdoart e tout

dimant et baisson yeompnis 3w pour |es enime, ethors de partée das anfante, Les e doivent

Etra Fais at vantlde

Emhalur vides

Ramploi da lembalage merdit Bienvider I'smballage ot |'dliminar via una collacte ongenisde par lea

distrburiawrs perlnaias da b filées Adivalr ou un sulra sandce de thrxin:ﬁqu.

Pour |'éliminstion des praduits non ulilesblas, i sppal & ure antrapries hebile pour b colecka

et [ dimiretion das praduits dangerawe.

Hettoyage dal'squipament :

He pae lseser da bouilie pride & Fanphoi dene ke puvinisstar. Binirer lee fonde de cuve e ks

earde ringega comformémant & |a i mantedion an viguawr: Eviter toure comamination dae nerag,

Eliwds.miwwammrmmemda distriburtion cu da fouk 3uira point J ea, par e produi,
bauilie da pubwiniastion at ke aauw de ringage das dquipements de trakement.

Premiers secours :
h%’ 2 Amerer b victing & Nar Gbre. Mainteni b victima au cheud etau repos. 5i b respiration
eet dificle, adminietrar de I'oygéne. En ces I amit de |a raspiration, pratiquer |a respivatian artif-
s o 'mh‘;némda ud%ﬁa lzvar ke parti teade b
2 tar tements atlevwar axpaéea de aum
at mwhﬁmrél'ﬂwm.wmwﬁﬁmunm?xﬂm -
; Coneulker un aplrialnologize. En cas de comact svac ke yew, incar inmé-
distemnent 3 Neaw daire dorant 10-15 minutes.
Inpastion : Na pas faira vomir. Rincar b bauche svac basucoup d'asu. Ma pnsie rian fare avakr per
I3 boucha & e parsarna incoreciens. Coreukar in médecn
;B .mrlamarﬁpobunlag]l_u;
sl rigean  Phytetitode

L BEON

Lrgeree
vaira izle oo sppakr kb 15 Frdeemezr am eecors b fiche de
mndas  da  sdorikd.  Puie  sigmke  we  symplbomas
1. 01200 BE7 BET (numéravert)
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IMPORTANT

Respacter e usages, dosas, conditions &t précautions d'smploi mantionnée sur l'smballage qui ont b8 déterminés en fonction dee camcbiristiques du produit &t des
applications pour lesqualiss il ast préconizd, Conduizaz sur cee basss, la cufture at les traitemeants salon ka bonne pratique sgricols an tenant compts, sous wotn rEsporsa-
bilitd, de tous facteurs particulisrs concernant woire exploitation, tels que ks nabure du 2al, ke conditiors méorologiquaes, ke méthodes culurales, lee varidbés wigétales,
b résistance des espices., Le fabrcant garandit ks qualitd de 2es produits wvandus dans leur embealage d'onigine ainsi que leur conformits & Nautorization da wente du
Ministira da ['Agricutture, Compie taru da la diversitd des |dgislations existartas, il est recommandd, dars o cas ol ke darrdes issues des cultures progées aven oatty
apécialitd sont destingss & I'axporition, da srifier k réglementation sn sigueur dare ls peys mportataur,

CROSSWAY®
AN N2 000000
Contient 600 0/kg de mancozébe et 90 g/kg de diméthomorphe.

Xn - NOCIF N - Dangereux
pour
R43  Peut enirainer une sensibilisation par contact avec la peau. Fenvironnement
R63 Ristque possible pendant la grossesse d'effets néfastes pour I"endant.
R50 Trés toxique pour les organismes aquatiques.

Délai de rentrée des travailleurs sur la parcelle : 48 heures aprés traitement.

52 Conserver hors de la portés des enfants.

513 Conserver 4 'écart des aliments et Doissons ¥ compris ceux pour anima.

S20/21  Ne pas manger, ne pas boire et ne pas fumer pendant I'utilisation.

529 Me pas jeter les résidus & I'égout.

536/37 Porter un vétement de protection et des gants appropriés.

S46 En cas d'ingestion, consulter immédiatement un médecin et lui montrer I'emballage ou I'étiquette.

S0 Eliminer le produit et son récipient comme un déchet dangeraw,

561 Ewiter le rejet dans I'environnement. Consutter les instructions spéciales/ 1a fiche de données de sécurité.

5P
Spe3

Respectez les instructions d'utilisation pour éviter les risques pour I'homme et I'environnement.

Me pas polluer I'eau avec le produit ou son emballage.

Pour protéger les organismes aquatiques, respecter une zone non traitée de 5 métres par rapport aux point d'eau pour la
vigne et le melon de plein champ. En cas de rissellement possible sur la parcelle traitée, prévhir un dispesitif végétalisé
non traité d'une largeur de 5 métres en bordure des points d'eau pour la pomme de teme et la tomate de plein champ.

PRODUIT POUR LES PROFESSIONNELS : RESPECTER LES CONDITIONS D'EMPLOI.
Lire les instructions ci-jointes avant emploi

Lafiche de données de sécurité peut &tre obtenue gratuitement sur Intemet wynw. quickdds com ou & partir de

Www.ma-france. com ou en écrivant 4 fds@ma-france.com ou par courrier  I'adresse postale de MAKHTESHIM-AGAN France.,

Resporeable de |'smbalags ; Frocut tabrigué en Unkon Eurcpéenne
MAKHTESHM- AN Franca |
2, rue Trogon
SEF16 ShTes Cadkn Homokogus par :
TE. ;01 41 50 16 %6 MAKHTESHI-AGAN France
Fee: 01 468 427117 2, rua Troyon
. | 2516 Sires Cadex
wodr sur emballage Tél, 101 4190 1696
pe—— Fax 101 46 427117
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S0US FORME
DE GRANULLES
DISPERSIBLES

°"“‘”°;9‘§g FONGICIDE VIGNE, POMME DE TERRE
m”“ ET CULTURES LEGUMIERES
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