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PART A - Risk Management

The company ADAMA France S.A.S. has requested the marketing authorisation in France for the product VAHINE
(product code: LBG-51FCm), containing 360 g/L captan and 660 g/L potassium phosphonates 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
VAHINE (LBG-51FCm) where those data have not been considered in the EU peer review process. Otherwise
assessments for the safe use of VAHINE (LBG-51FCm) have been made using endpoints agreed in the EU peer
review(s) of both captan and potassium phosphonates.

This document describes the specific conditions of use and labelling required for France for the registration of
VAHINE (LBG-51FCm).

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

1.1 Application background

The present registration report concerns the evaluation of ADAMA France S.A.S.’s application to market
VAHINE (LBG-51FCm) in France as a fungicide (product uses described under point 2.3). France acted as a zonal
Rapporteur Member State (zRMS) for this request and assessed the application submitted for the first authorisation
of this product in France and in other MSs of the Southern zone.

1.2 Active substance approval

Captan

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 can be authorised.
PART B
In assessing applications to authorise plant protection products containing captan for uses other than tomatoes
Member States shall pay particular attention to the criteria in Article 4(3) of Regulation (EC) No 1107/2009, and
shall ensure that any necessary data and information is provided before such an authorisation is granted. 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 captan, and in particular Appendices | and Il thereof, as finalised in the
Standing Committee on the Food Chain and Animal Health on 29 September 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 and risk mitigation measures to reduce the exposure;
- the dietary exposure of consumers in view of future revisions of Maximum Residue Levels;
- the protection of groundwater under vulnerable conditions. Conditions of authorisation should include risk

Applicant: ADAMA France S.A.S. Evaluator: FRANCE
Date: 21/12/2018
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mitigation measures and monitoring programmes should be initiated in vulnerable zones, where
appropriate;

- the protection of birds, mammals and aquatic organisms. Conditions of authorisation should include risk
mitigation measures.

- The Member States concerned shall request the submission of further studies to confirm the long term risk
assessment for birds and mammals, as well as the toxicological assessment on metabolites potentially
present in groundwater under vulnerable conditions. They shall ensure that the notifiers at whose request
captan has been included in this Annex provide such studies to the Commission within two years from the
approval.

An EFSA conclusion is available (EFSA Journal 2014;12(4):3663).
A Review Report is available (SANCO/10030/2006 — rev. 4, 11 July 2008).

Potassium phosphonates

Commission Implementing Regulation (EU) No 369/2013 of 22 April 2013 approving the active substance
potassium phosphonates, 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 (EU) No 540/2011.

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

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 potassium phosphonates, and in particular Appendices | and 1l thereof, as
finalised in the Standing Committee on the Food Chain and Animal Health on 15 March 2013, shall be taken into
account. In this overall assessment Member States shall pay particular attention to:

- the risk to birds and mammals,

- the risk of eutrophication of surface water, if the substance is applied in regions or under conditions
favouring a quick oxidation of the active substance in surface water.
Conditions of use shall include risk mitigation measures, where appropriate.

The applicant shall submit confirmatory information as regards the long-term risk to insectivorous birds. The

applicant shall submit to the Commission, the Member States and the Authority that information by 30 September
2015.

An EFSA conclusion is available (EFSA Journal 2012;10(12):2963).
A Review Report is available (SANCO/10416/2013 rev 2, 15 March 2013).

13 Regulatory approach

The present application (2016-0093) was evaluated in France by the French Agency for Food, Environmental and
Occupational Health & Safety (Anses)?® in the context of the zonal procedure for all Member States of the Southern
zone, taking into account the worst-case uses (“risk envelope approach”)? — the highest application rates over the
Southern Zone. 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.

French Food Safety Agency, Afssa, before 1 July 2010.
2 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.

Applicant: ADAMA France S.A.S. Evaluator: FRANCE
Date: 21/12/2018
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The French Order of 4th May 20172 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.

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 1107/20094, 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 20145 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 extrapolation’ is to supply “minor” crops with registered plant
protection products.

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

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

1.4 Data protection claims

Where protection for data is being claimed for information supporting registration of VAHINE (LBG-51FCm), 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 one letter of access for the active substance potassium phosphonates.

3 Arrété du 4 mai 2017 relatif a la mise sur le marché et a I'utilisation des produits phytopharmaceutiques et de leurs adjuvants visés a l'article
L. 253-1 du code rural et de la péche maritime https://www.legifrance.gouv.fr/eli/arrete/2017/5/4/ AGRG1632554A/jo/texte.

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.

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

7 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
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2 DETAILS OF THE AUTHORISATION

2.1 Product identity

Product name (code)

VAHINE (LBG-51FCm)

Authorisation number

N/A: No marketing authorisation granted

Function fungicide
Applicant ADAMA France S.A.S.
Composition 360 g/L captan

660 g/L potassium phosphonates

Formulation type (code)

Suspension concentrate (SC)

Packaging -

2.2 Classification and labelling

221

Classification and labelling in accordance with Regulation (EC) N01272/2008

Physical hazards

Health hazards

Skin sensitization - Category 1B

Eye irritation - Category 2

Acute inhalation toxicity - Category 4
Carcinogenicity - Category 2

Environmental hazards

Hazardous to the aquatic environment - Acute Hazard Category

1
Hazard pictograms é
Signal word Warning
Hazard statements H317 May cause an allergic skin reaction.
H319 Causes serious eye irritation.
H332 Harmful if inhaled.
H351 Suspected of causing cancer.
H400 Very toxic to aquatic life.

Precautionary statements —

For the P phrases, refer to the extant legislation

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

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

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

Applicant: ADAMA France S.A.S.

Evaluator: FRANCE
Date: 21/12/2018
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2.2.2  Other phrases in compliance with Regulation (EU) No 547/2011
N/A: Not registered in France.

2.2.3  Other phrases linked to the preparation
N/A: Not registered in France.

Applicant: ADAMA France S.A.S. Evaluator: FRANCE
Date: 21/12/2018
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2.3

Product uses

Please note: The GAP Table below reports the intended uses proposed by the applicant evaluated and concluded as safe uses by France as zZRMS.
When the conclusion is “not acceptable”, the intended use is highlighted in grey and the main reason(s) reported in the remarks.

PPP (product name/code): VAHINE (LBG-51FCm) Formulation type: SC @b
Active substance 1: captan Conc. of as 1: 360 g/L ©
Active substance 2: potassium phosphonates Conc. of as 2: 660 g/L ©
Safener: none Conc. of safener: conc. ©
Synergist: none Conc. of synergist: conc. ©
Applicant: ADAMA France S.A.S. Professional use: X
Zone(s): southern @ Non professional use: [
Verified by MS: yes
Field of use: fungicide
1 2 3 4 5 6 7 8 9 10 11 12 13 14
F Application Application rate
Crop and/ Fn, | Pestsor Group of pests kg or L product | g or kg as/ha Remarks:
Use- | Member or situation Fpn controlled o /ha Water
No. © | state(s) G, N Timing / Growth Max. number | Min. interval a) max. rate per | a) max. rate per | L/ha | PHI €0.9
: S Gn, (additionally: Method / £ & | @ peruse between | | (days) | safener/synergist per
(crop destination / Gpn | developmental stages of Kind stage of crop b) per crop/ | applications appt app ; ha
purpose of crop) o the pest or pest group) season season (days) b) max. total b) max. total min / ®
rate per rate per max
I crop/season crop/season

Applicant: ADAMA France S.A.S.

Evaluator: FRANCE

Date:

21/12/2018
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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 pests kg or L product | g or kg as/ha Remarks:
Use- | Memb ituation Fpn controlled o / ha Water
se emboer or situa G - Max. number | Min. interval PHI eg.g
No. ®| state(s) ' . Timing / Growth a) max. rate per | a) max. rate per | L/ha .
o Gn (additionally: Method / a) per use between (days) | safener/synergist per
(crop destination / : : stage of crop & - appl. appl.
Gpn | developmental stages of Kind b) per crop/ | applications ; ha
purpose of crop) season d b) max. total b) max. total min / ®
or | the pest or pest group) season (days) rate per rate per max
I crop/season crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
Not acceptable
(aquatic organisms
risk)
Not acceptable
Scab BBCH 09 (leaf (risk for workers and
iai i . - ident (children and
New . (Venturia inaequalis /| pojjgy | EMergence) a) 6 a) 3 Lha a) 1.080+1.320 | 500- N
1A France | Apple, pear, quince F Venturia pirina), spray 81 . 06 (7 days) b) 18 L /ha b) 6.48+7.92 1500 28 adults))
Brown spot (Stemphylium March — mid of . .
Bt * for early pome fruit
vesicarium) June e
varieties, 28 d PHI;
for late pome fruit
varieties, last
application by mid of
June
Not acceptable
(risk for workers and
resident (children and
Scab BBCH 09 (I)eaf adults))
(Venturia inaequalis / i émergence) — a) 3 L/ha )
DLEs France | Apple, pear, quince | F Venturia pirina), FOED 81 2)E (7 days) ) 2 ACEDS2AD | 50 28* | * for early pome fruit
1B spray : b) 4 b) 12 L /ha b) 4.32+5.28 1500 varieties. 28d PHI: for
Brown spot (Stemphylium March — mid of lato o Lk
Bt July* ate pome fruit
vesicarium) y s
varieties, last

application by mid of
July

Applicant: ADAMA France S.A.S.

Evaluator: FRANCE
Date: 21/12/2018
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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 pests kg or L product | g or kg as/ha Remarks:
Use- | Memb ituati Fpn controlled o / ha Water
se emboer or situation G - Max. number | Min. interval PHI eg.g
No. ®| state(s) ' . Timing / Growth a) max. rate per | a) max. rate per | L/ha .
o Gn, (additionally: Method / | o o of & | @ peruse between I I (days) | safener/synergist per
(crop destination / Kind stage of crop b / licati appl. appl.
Gpn | developmental stages of n ) per crop/ | applications ; ha
purpose of crop) season d b) max. total b) max. total min / ®
or | the pest or pest group) season (days) rate per rate per max
I crop/season crop/season

Not acceptable
(risk for workers and
resident (children and

adults))

Foliar diseases:
ashy leaf spot
(Mycosphaerella pyri)

rust
. * for early pome fruit
Gymnosporangium
(Gyi porang varieties, 28d PHI; for

fuscum) .
and late pome fruit
Entomosporium BBCH 71— appl\i/(?f:tlfc%ef)yylirs]tid of
maculatum. i 5
New France | Apple, pear, quince | F : Foliar 81 a) 4 (7 days) a) 3 L/ha a) 1.080+1.320 | 500 8% July
2 Early diseases on SPray | April - mid of b) 4 b)12L/ma | b)432+528 | 1500
fruits: July* Efficacy shown on
Sooty blotch (Gloeodes Mycosphaerella pyri,
pomigena), Gymnosporangium
flyspeck fuscum,
(Schyzothyrium pomi) Entomosporium
o maculatum.,
Botrytis cinerea, Gloeodes pomigena
Botryosphaeria obtuse. and
Schyzothyrium pomi
Remarks (@ e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR). (d) Select relevant.
table (b) Catalogue of pesticide formulation types and international coding system CropLife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
heading: International Technical Monograph n°2, 6th Edition Revised May 2008. given in column 1.
(c) glkgorglL. ()] 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.
Applicant: ADAMA France S.A.S. Evaluator: FRANCE

Date: 21/12/2018



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

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

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

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

If water volume range depends on application equipments (e.g. ULVA or LVA) it should be
mentioned under “application: method/kind”.
PHI - minimum pre-harvest interval.
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Remarks 1 Numeration necessary to allow references. 7
columns: 2 Use official codes/nomenclatures of EU Member States.
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
4 F: professional field use, Fn: non-professional field use, Fpn: professional and non- 9
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse 10
use, Gpn: professional and non-professional greenhouse use, I: indoor application.
5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 11
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
application must be named.
6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 13
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - 14

type of equipment used must be indicated.

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

Applicant: ADAMA France S.A.S.

Evaluator: FRANCE
Date: 21/12/2018
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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 preparation VAHINE (LBG-51FCm) is a green (olive like), viscous suspension, with specific organic odour
(suspension concentrate), containing 360 g/L of captan and 660 g/L of potassium phosphonates. All studies have
been performed in accordance with the current requirements and the results are deemed to be acceptable. It is not
explosive and has no oxidising properties. The product is not flammable. It has a self- ignition temperature of 325
°C. In agueous solution (1%), it has a pH value of 4.59 at 21.2°C. There is no effect of low and high temperature on
the stability of the formulation, since after 7 days at 0°C and 8 weeks at 40°C, neither the active ingredient content
nor the technical properties were changed. However phase separation was noticed after low temperature storage.
The stability data (interim report) indicate a shelf life of 1 year at ambient temperature when stored in HDPE
packaging. Results of the 2 year shelf life study are required in post authorisation. Its technical characteristics are
acceptable for an SC formulation. The formulation must be stored at a temperature below 40°C. The formulation
must be stirred before use.

3.1.2  Methods of analysis

3.1.2.1 Analytical method for the formulation

Analytical methods for the determination of the active substances and the relevant impurities (folpet, carbon
tetrachloride, percholomethylmercaptan from captan) in the formulation are available and validated.

Analytical methods are available in the Draft Assessment Report and this dossier and validated for the determination
of residues of potassium phosphonates and captan in plants (high water content crops), food of animal origin, soil,
water (surface and drinking) and air.

3.1.2.2 Analytical methods for residues

An analytical method is available in this dossier and validated for the determination of residues of captan in tissues
and body fluids.

3.1.3  Mammalian Toxicology

3.1.3.1 Acute Toxicity

VAHINE (LBG-51FCm) containing 360 g/L of captan and 660 g/L of potassium phosphonate has a low toxicity in
respect to acute oral and dermal toxicity and is not irritating to the rabbit skin. It is irritating to the rabbit eye and is a
skin sensitiser.

3.1.3.2 Operator Exposure

Summary of critical use patterns (worst cases):

Application rate Spray
Crop | FI/G8 Equipment kg/L product/ha dilution Model
(g as/ha) (L/ha)
Apple F Tractor-mounted 3 L product/ ha (1.08 kg captan/ ha and 1.98 kg potassium 500-1500 AOEM
sprayer phosphonate/ ha)

Considering proposed uses, operator systemic exposure was estimated using the AOEM model

8 Open field or glasshouse.

Applicant: ADAMA France S.A.S. Evaluator: FRANCE
Date: 21/12/2018
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. ' % AOEL % AOEL

Crop Equipment PPE and/or working coverall potassium
captan
phosphonate
Apple Tractor-mounted Working coverall and glov'es d'urlng mixing/loading and 58 05
sprayer application

According to the model calculations, it can be concluded that the risk for the operator using VAHINE
(LBG-51FCm) is acceptable with a working coverall (90% protection factor) and gloves during mixing/loading and
application.

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

3.1.3.3 Bystander Exposure

Consideration of acute exposure should only be made where an AAOEL has been established during an approval,
review or renewal evaluation of an active substance, i.e. no acute operator or bystander exposure assessments can be
performed with the AOEM model where no AAOEL has been set®.

Only resident exposure is provided since, according to EFSA Guidance on the assessment of exposure of operators,
workers, residents and bystanders in risk assessment for plant protection products (EFSA Journal
2014;12(10):3874): “No bystander risk assessment is required for PPPs that do not have significant acute toxicity or
the potential to exert toxic effects after a single exposure. Exposure in this case will be determined by average
exposure over a longer duration, and higher exposures on one day will tend to be offset by lower exposures on other
days. Therefore, exposure assessment for residents also covers bystander exposure.”

3.1.3.4 Worker Exposure

Workers may have to enter treated areas after treatment for crop searching, reaching and picking activities.
Therefore, estimation of worker exposure was calculated according to AOEM model. Exposure is estimated to
930 % of the AOEL of captan and 5.9% of the AOEL of potassium phosphonate.

It is concluded that without taking into account a re-entry period, there is an unacceptable risk anticipated
for workers wearing a working coverall and gloves, when re-entering crops treated with
VAHINE (LBG-51FCm).

A field study had been provided by the applicant. Nevertheless, it has not been considered acceptable.

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

3.1.4  Residues and Consumer Exposure

The data available are considered sufficient for risk assessment. An exceedance of the current MRLs of 10 mg/kg
for captan and 150 mg/kg for fosetyl as laid down in Reg. (EU) 396/2005 is not expected.

As far as consumer health protection is concerned, Anses, France agrees with the authorization of the intended
use(s).
The preparation VAHINE (LGB-51FCm) is composed of captan and potassium phosphonates.

9 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).

Applicant: ADAMA France S.A.S. Evaluator: FRANCE
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3.1.4.1 Summary for potassium phosphonates

Sample
o storage MRL Chronic Acute risk
Plant Sufficient PHI . .
Use- ] i o covered | compliance risk for for
Crop | metabolism residue sufficiently Comments
No.* . by Reg consumers | consumers
covered? trials? supported? - . o ] o
stability 2018/832 identified? | identified?
data?
Yes
1 Pome Y Y Y Y N N
es es es es 0 0 -
fruits (8 NEU
and 8 SEU)

The effects of processing on the nature of potassium phosphonates residues have been investigated. Data on effects
of processing on the amount of residue have been submitted.

These data were not considered for risk assessment.

Since pome fruits are perennial crops, there is no need to investigate residues in succeeding crops.

Considering dietary burden and based on the intended uses, no significant modification of the intake was calculated
for livestock. Further investigation of residues as well as the modification of MRLs in commodities of animal origin
is therefore not necessary.

3.1.4.2 Summary for captan

Sample
o storage MRL Chronic risk | Acute risk
Plant Sufficient PHI .
Use- . . . covered | compliance for for
Crop | metabolism residue sufficiently Comments
No.* . by Reg consumers | consumers
covered? trials? supported? . . . . .
stability 2016/452 identified? | identified?
data?
Pome
1 . Yes Yes Yes Yes Yes No No -
fruits

The effects of processing on the nature of captan residues have been investigated. Data on effects of processing on
the amount of residue have been submitted.

These data were considered for risk assessment, especially for apple juice.

Since pome fruits are perennial crops, there is no need to investigate residues in succeeding crops.

Considering dietary burden and based on the intended uses, no significant modification of the intake was calculated

for livestock. Further investigation of residues as well as the modification of MRLs in commodities of animal origin
is therefore not necessary.

Applicant: ADAMA France S.A.S.

Evaluator: FRANCE
Date: 21/12/2018
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3.1.43 Summary for VAHINE (LBG-51FCm)

PHI/ Withholding period* sufficiently
PHLI?:"C'FnBG' supported for PHI for LBG- ZRMS Comments
Crop proposed by 51FCm proposed |  (if different PHI
: Potassium Cant by ZRMS proposed)
licant
applican phosphonates aptan
Pome fruits 28 days Yes Yes 28 days /

Waiting periods before planting succeeding crops.
Not relevant.

3.1.5 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 captane, phosphonic acid equivalents 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 the active substances and their metabolites are used for the ecotoxicological risk
assessment, and mitigation measures are proposed.

PECgw for active substances and their metabolites do not occur at levels exceeding those mentioned in regulation
EC 1107/2009, guidance document SANCO 221/2000%° and in Directive 98/83/CE**.

Therefore, no unacceptable risk of groundwater contamination is expected for the intended uses.

Based on vapour pressure, information on volatilisation from plants and soil, and DT50 calculation, no significant
contamination of the air compartment is expected for the intended uses.

3.1.6  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, aquatic organisms, mammals, bees and other non-target
arthropods, earthworms, other soil macro-organisms and micro-organisms and terrestrial plants are acceptable for
the intended uses.

For aquatic organisms, mitigation measures (20 m unsprayed buffer zone included a 5 m vegetated filter strip, to not
apply on drained soil, to not apply more than 4 times per season, to not apply before BBCH stage 69) are required to
conclude to an acceptable risk.

10 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.
1 Council Directive 98/83/EC of 3 November 1998 on the quality of water intended for human consumption.

Applicant: ADAMA France S.A.S. Evaluator: FRANCE
Date: 21/12/2018
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According to the regulation (EU) 284/2013, information on the chronic toxicity for adult bees and on brood
development of the formulated product should have been provided. As such data are not available the following
restriction has to be applied: do not apply this formulation during flowering period.

3.1.7  Efficacy

Considering the data submitted:

- the efficacy level of VAHINE (LBG-51FCm) is considered as satisfactory for all the claimed uses.

- the phytotoxicity level of VAHINE (LBG-51FCm) is considered as acceptable for all the claimed uses.

- the risks of negative impact on yield, quality, cider-making, propagation and adjacent crops are considered as
negligible.

the risk of resistance development or appearance to captan and potassium phosphonate does not require a
monitoring for the claimed uses.

Restrictions: None
Resistance monitoring data: None

Post-authorization data: None

Applicant: ADAMA France S.A.S. Evaluator: FRANCE
Date: 21/12/2018
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3.2 Conclusions arising from French assessment

Taking into account the above assessment, considering that unacceptable risks are expected for workers, and
resident (children and adults) an authorisation cannot be granted in France — see Copy of the product Decision.

3.3 Substances of concern for national monitoring

N/A : Not registered in Fance.

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

3.4.1  Post-authorisation monitoring

N/A : Not registered in Fance.

3.4.2 Label amendments

N/A : Not registered in Fance.

Applicant: ADAMA France S.A.S. Evaluator: FRANCE
Date: 21/12/2018
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Appendix 1 — Copy of the French Decision

= § anses :_)

Liberté « égdh‘ln‘ * Fraternité
REPUBLIQUE FRANGAISE

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

Vu les dispositions du reglement (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 Iégislative et
reglementaire,

Vu la demande dautorisation de mise sur le marché et les demandes associées du produit
phytopharmaceutique VAHINE

de la société ADAMA FRANCE SAS

enregistrées sous les n°2016-0093, 2016-0094 et 2017-0901

Vu les conclusions de I'évaluation de I'Anses du 25 juin 2018,

Vu les éléments complémentaires fournis par la direction de I'évaluation des produits réglementés le
14 décembre 2018,

Considérant que I'estimation de I'exposition, liée & I'utilisation du produit VAHINE, pour les usages revendiqués,
est supérieure au niveau acceptable d'exposition a la substance active captane pour le travailleur et le résident,

Considérant qu'il ne peut pas étre établi que les exigences mentionnées a larticle 29 du réglement (CE)
n°1107/2009 relatives a I'absence d’effet nocif pour la santé humaine sont respectées,

La mise sur le marché du produit phytopharmaceutique désigné ci-aprés n'est pas autorisée en France.

VAHINE
AMM n°- Page 1 sur4

Evaluator: FRANCE
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E—Q .

Liberté « Egalité  Fraternité

REPUBLIQUE FRANGAISE

anses :_)

Informations générales sur le produit

Noms du produit

| VAHINE
MOOREA
MERPAN PLUS

A Maisons-Alfort le,

VAHINE
AMM n°-

TypAeﬂ;!é produit ; isfc;duit de référenéer
e 0 ADAMAFRANGE'SAS ]
Titulaire 33 Rue de Verdun
92156 SURESNES
France
Formulation i Susper;sigﬁ;bncentrée (SC) R
660 g/L - phosphonates de potassium
Gantangm 360 g/l. X zaptapne :
Numeéro d'intrant 061-2016.01 B =
Numéro d'AMM Ny i
Fonction angicide
Gamme d'usage : § 7P|;f_e?s“bﬁeliﬁ -

2 1 DEC. 2018

U

Frangoise WEBER
Directrice générale déléguéee
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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E" ‘. anses :_)

Liberté » Egalité + Fraternité
REPUBLIQUE FRANGAISE

ANNEXE | : Conditions de mise sur le marché demandées

Classification du produit

Catégorie de danger Mention de danger
‘Sensibilisants cutanés - Catégorie 1B H317 : Peut provoquer une allergie cutanée
Lésions oculaires graves et irritation oculaire - H319 : Provoque une sévére irritation des yeux
Catégorie 2
Toxicité aigué par inhalation - Catégorie 4 H332 : Nocif par inhalation
Cancérogénicité - Catégorie 2 H351 : Susceptible de provoquer le cancer
Dangers pour le milieu aquatique - Danger aigu, H400 : Tres toxique pour les organismes aquatiques
Catégorie 1
Pour les phrases P se référer a la réglementation en vigueur.

VAHINE
AMM n°- Page 3 sur 4
Applicant: ADAMA France S.A.S. Evaluator: FRANCE
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Appendix 2 — Copy of the draft product label as proposed by the applicant

= Ne pas loisser o préte & lemploi dans e
d gement o ré

Eviter toute contamination des mares, puisards, ruisseau, e0ux souterraines ou de distribution
‘ou de tout autre point d'eau, par le produit. ka bouilie de pulvérisor les eoux de rincoge
des embaliages et équipements de traitement.

Premiers secours :
Inhalgtion : Trarsporter la @& Iair frais. En cas de respiration iréguliére ou d'cbsence de
resplrn(mr‘. pratiquar 3 resgiration artficels. Cansuliar un médecin
savon e eau en retirant les chaussures

e v o e 3 i
Contact avec bes yeus : Rincer immeédiatement et cbondamment avec d leau. Aprés le fin-

ticl, retirer fes 4 rincer pendant oy moins 15
minutes. Maintenir fsil grond cuvert pandant e rincoge. Si les symptémes persistant, consuk
et un migecin,
Ingestion : Rincer lo bouche. Baire beaucoup deau. Si les symptames persistent, consultes un
médecin.

Mesures d'urgence
cas durgence, contacter Ie plus proche ou appeler
e 15, Présentez oux secours la fiche de données de sécurité. Puis signales vos symptémes au
résequ Phytattitude ; 141, 0 800 B&7 887 (numéra vert).
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ADAMA France s.0.5

9T Sérrus Codx

Tal 10141901886

Fax: 01 4882710

g gt o s s g e

10 Litres

VAHINE®

Culture
Arboricutrure.

L5 e 5 o e e e o 2
e e e e e
E s s AL .2 1 41 St R
e e s

Motres acthves Coptane 3011660 /L phpbencrer

oot
ra—

FONGICIDE
Polyvalent

ADAMA

MODE D'EMPLOI
Usages et doses homologués :

Conditions d'empiol :
Volume d'egu : odopter o volume de wégétation. Les doses sont donndes sur | base ofun vo-
lurme de traitament de 1000 L/ha. Ainsi, jusau'a 1000 Liha, i faut utiiser la dose an Lfha (e 3
L#ha sur taveiure) et gu-dessus de 1000 Lrha, il fout utiiser Io dose en L/hL, (ax: 0.5 L/KL sur

de la bouillie :
Agiter énergiquemen le bidon avant usoge. Verser directerment I quaticé requise de Vahing®
dans le réservair en cours de remplissage, lagitation étont en mouvement
patible ovec les huiles bianches, les produits clcalins ou la boullie bordelaise.
I faut un délai d'au moins une semaine et si possible 10 jours entre Fapplication de coptane at
cale de Mhile. Sur s variétes G pormres Rouges américaines et Erasbu, i est déconselié
captane au soufre {pour pulvérisation) . Four fiormition complémentaire,

[
N o et e “avelure)
e
i
[—— .
o o = 6 .
[—— 3 . N
Prpisd : smres i 6 . Vahing® sst incor
- . .
o T e s .
=
- [rr— — R . ek

ADAMA Fr
dans e tobleau i-dossus t, & ca ttre, décing touta responsabilit concemo

par farrété du 26 rmars 2014,

Ainsi, Fattention de [utiisateur est attirée sur les risques éventusls de non-conformité de cet

sargissement permis par ce catologue,
Délai de rentrée das

les cultures et cibles mantionndes
orgisement
n & autres cultures et cibles telles que prévues por le catalogue des usages fix

parcalle : 485

du code rurol
@langes doivent &tre mis

Tiarrété du 7 wril 2010 modifié per Farrété du 12 juin 2015

Les Limites Maximales de Résidus sont consultables & fdressa suivante :

httpu//ec eurapa.eu/sonce._pesticides/pubiic/index cfm

Période d'emploi :

Suivre les avis des Stations dAvertissenents Agricoles

is &n ceuwre conformément & la réglementation en vigueur selon
in

a & tar
dul2 juin 2015 relatif a ka e 2t le rch o & it jon des produits visés a forticle L i

Mélange

Les procits & bose dengrais foliires et/ou deligodéments pauvant ovirdes propiieés oy
sico-chimiques et biclogiques & variables selon le type de produt, les mélanges de ces en-
grais foligires et de ces oligogléments avec Vahing® rfois paser des problémes de
compatibilicé {mauvaise mise en suspension de I boulie, phytotasicité sur les arbres). Ainsi i|
convient de bien fire les recommanidations mentionnges sur étiquette de fengrais foliaire ou de
Foligoglément et da fare un tast précloble dons un petit récipiant & part avont toute utiisation
Mot i du Vahiné® dans un itinérai du Mo-
vento® épasée Bayer 5.A 5.~ Bayer ~100 g/L spi SC;AMM
2110086 ; Attetion, H3T, 3G, HATL ELH4OT).

« Combinaison de travail tissée en polyester 85%/coton 55% avac un grammoge de 230 g/mi2
ou plus ovec traitement déperlartt
» EPI partied (blouse) & markches longues de catégorie Il et e type PB (3) & porter por-dessus
o combingison pré-citée.
« Bottes haurtes EN13832-3

ppiic
« Combinaison de travail tissée en polyester 85%/coton 55% avec un grammoge de 230 g/

ou pius avec troitament déperiant
« Catégarie 11/ tobiier de Type PE (3) manches lengues, porté por-dessus la combingisan pro-

« Bottas houtes EN 13832-3.

« Gants en nitile certifis EN 374-3. Gants & usage unique dans le cos d'utilisation d'un trac-
jmrcl(clbmecm sons cabine.

Le port de gants pendant Fapplication avec un tracteur & cabine mest nécessaire que lors
erLoitont 4 pulvérisation et les gants deivent dtre stockes & lextérieur de
Io cobine.

Mettoyage

« Gants en nitriie cartifiés EN 374-3.

« Combingisan de travail issée en polyester 65%/ coton 35% avec un grammage de 230 g/m2
ou pius avec troitement déperlant

« EP partiel (blouse)  manches langues de catégerie il et de type PB (3) & porter par-dessus
o combinisan pré-citée:

» Bottes houtes EN 13832-3.

Gestion du nsqu? Foppar

sistance

& de b

memefmne :hlm\queuu ‘ayant le méme mede daction, peut condire & fapparition dorga-

nismes résisants, Pour raduire ce risqus, |l &5t conseillé dotemer ou dassocier, sur une méme

parcelle, des préparations & base de substances actives de familles chimiques différentes ou &
faction différents, tant au cours o une saison culturale que dans o rotation

Dans ke codre des Bonnes Pratiques Agricoles
Conditi ge : Conserver le produit dons son emballoge dorigine, stocker dans un
local réservi & cet usage. dans un endroit frais sac et bienventilé & fabr de la chaleur (T<40°C)
et de Mhurmidite.
Emballages vides : Résmpici de [embaliage interdt, Lors de I'usiisation du produi, bien vider
et rincer ie bidon en veillont & verser fequ de rincage dans Ja cuve du pubvéristeur, Eliminer
Jes mbclloges vids via e collectes organistes por ls distibuteurs partencies e o fire
WALOR. Rincer famboilage ou mains 4 fois avant ination. Pour Tél ion des
non wtiisabies, fare copel 3 une entreprise habiitée pour I collects et i
reux
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Appendix 3 — Letter(s) of Access

Provided upon request.
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