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PART A — Risk Management

The company SUMI AGRO has requested marketing aistiiton in France for the product ISONET-Z, contiag
82 mg/dispenser (E,Z)-2,13- octadecadienyl acetate3 mg/dispenser (E,Z)-3,13- octadecadienyl sedta use
as an attractant (mating disruption).

The risk assessment conclusions are based on fhenation, data and assessments provided in Ratigsir
Report, Part B Sections 1-7 and Part C, and whgpeogariate the addenda for France. The informatitata and
assessments provided in Registration Report, PartiBde assessment of further data or informatismequired at
national registration by the EU peer review. lbalscludes assessment of data and informationimgléh ISONET-

Z where those data have not been considered iBlthpeer review process. Otherwise assessmenthdaatfe use
of ISONET-Z have been made using endpoints agreethd EU peer review of Straight Chain Lepidopteran
Pheromones (SCLPs).

This document describes the specific conditionsigé and labelling required for France for the tegi®on of
ISONET-Z.

Appendix 1 of this document provides a copy offnench Decision.
Appendix 2 of this document is a copy of the dpafiduct label as proposed by the applicant.

Appendix 3 of this document is a copy of the |¢Hpof Access.
1 DETAILS OF THE APPLICATION

1.1 Application background

The present registration report concerns the etialuaf SUMI AGRO’s application to market ISONET-A
France as an attractant (mating disruption) (prodises described under point 2.3). France acted asnal
Rapporteur Member State (zRMS) for this requestamsegssed the application submitted for the fustaisation /
of this product in France and in other MSs of tbatSern zone.

1.2 Active substance approval

SCL Ps (Straight Chain Lepidopteran Pheromones)

Commission Implementing Regulation (EU) No 918/2@f422 August 2014 amending Implementing Regulation
(EU) No 540/2011 as regards the conditions of apgref the active substance Straight Chain Lepieiat
Pheromones

Specific provisions of regulation were as follows :
PART A

Only uses as attractants may be authorised.
PART B

For the implementation of the uniform principlesragerred to in Article 29(6) of Regulation (EC) N&07/2009,
the conclusions of the review report on straighaichlepidopteran pheromones (SANCO/2633/2008) and i
particular Appendices | and Il thereof, as finalise the Standing Committee on Plants, Animals,d~and Feed
shall be taken into account.

Conditions of use shall include, where appropriask, mitigation measures.
The notifier shall submit confirmatory informatias regards:

(1) the genotoxic profile of aldehyde group compagn

(2) exposure of humans and the environment reguftiom the different ways of application of Straigbhain

Applicant: SUMI AGRO Evaluator: FRANCE
Date: 2017-11-07
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Lepidopteran Pheromones as plant protection prodoctomparison with natural background levels lodse
pheromones.

The applicant shall submit to the Commission, trener States and the Authority the informatiorosgtin point
(1) by 31 December 2015 and the information seiropbint (2) by 31 December 2016.’

An EFSA conclusion is available (EFSA Journal 2012(1): 3524).

A Review Report is available (SANCO/2633/08 rev 1Z)ctober 2016).

1.3 Regulatory approach

The present application (2013-0960) was evaluatdgrance by the French Agency for Food, Environiseand
Occupational Health & Safety (Anses) in the contafxthe voluntary zonal procedure for all Membeat&$ of the
Southern zone taking into account the worst-cass (isisk envelope approach”’)When risk mitigation measures
were necessary, they are adapted to the situatiBraince.

According to the French law and procedures, specdnditions of use are set out in the Decisioefet

The French Order of 4th May 2¢1@rovides that:

- unless formally stated in the product authorisatiba pre harvest interval (PHI) is at least thdags;

- unless formally stated in the product authorisatitthe minimum buffer zone alongside a water bodfivie
metres;

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

Drift reduction measures such as low-drift nozaess not considered within the decision-making pseda France.
However, drift buffer zones may be reduced undenesgircumstances as explained in Appendix 3 ofateve-
mentioned French Order.

The current document (RR) based on Anses’s assasswhethe application submitted for this productiis
compliance with Regulation (EC) no 1107/280@nplementing regulations, guidance documents Regdulation
(EU) No 918/2014 and French regulations.

The data taken into account are those deemed talliteither at European Union level or at zonadloral level.
This part A of the RR presents a summary of esslesttientific points upon which recommendationslzased and
is not intended to show the assessment in detail.

The conclusions relating to the acceptability afkriare based on the criteria indicated in Reguia{igU)
No 546/2011, and are expressed as “acceptable” or “not acokgitm accordance with those criteria.

Finally, the French Order of 26 March 26 ptovides that:

- an authorisation granted for a “reference” cropligs also for “linked” crops, unless formally sdtin the
Decision

- the “reference” and “linked” crops are defined ipp®ndix 1 of that French Order.

Thus, at French national level, possible extrapmiabf submitted data and the corresponding assagsfrom
“reference” crops to “linked” ones are undertakgareif not clearly requested by the applicant ieitdRR, and a
conclusion is reached on the acceptability of titerided uses on those “linked” crops. The aim o« @rder,

1 SANCO document “risk envelope approach”, Europ@mmission (14 March 2011). Guidance document fan dreparation and

submission of dossiers for plant protection proslacicording to the “risk envelope approach”; SANCIQ44/2011 rev. 5

Arrété du 4 mai 2017 relatif & la mise sur le chéret a I'utilisation des produits phytopharmagees et de leurs adjuvants visés a l'article

L. 253-1 du code rural et de la péche maritittps://www.legifrance.gouv.fr/eli/arrete/2017/HBRG1632554A/jo/texte

3 REGULATION (EC) No 1107/2009 of the European Ranent and of the Council of 21 October 2009 camiogr the placing of plant
protection products on the market and repealing€ibDirectives 79/117/EEC and 91/414/EEC

4 COMMISSION REGULATION (EU) No 546/2011 of 10 Jur®11 implementing Regulation (EC) No 1107/2009thé European
Parliament and of the Council as regards uniforimciples for evaluation and authorisation of plardtection products

®  http://iwww.legifrance.gouv.fr/eli/arrete/2014/8/AGRG1407093A/jo

Applicant: SUMI AGRO Evaluator: FRANCE
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mainly based on the EU document on residue datam)datior? is to supply “minor” crops with registered plant
protection products.

Therefore the GAP table (Section 2.3) and Decisitay include uses on crops not originally requestgdhe
applicant.

The Decision, as reproduced in Appendix 1, takes® ahto account national provisions, including oaél
mitigation measures.

1.4 Data protection claims

Where protection for data is being claimed for infation supporting registration of ISONET-Z, itirglicated in
the reference lists in Appendix 1 of the RegistratReport, Part B Sections 1-7.

15 Letter(s) of Access

A copy of the letter(s) of access is reproducedan A, Appendix 3.
2 DETAILS OF THE AUTHORISATION

2.1 Product identity

Product name (code) ISONET-Z
Authorisation number 2170960
Function Attractant (mating disruption)
Applicant SUMI AGRO
Composition 82 mg/dispenser (E,Z)-2,13- octadecadienyl acetate
3 mg/dispenser (E,Z)-3,13- octadecadienyl acetate
Formulation type (code) Vapour releasing product (VP)
Packaging vacuum-sealed multi-layer aluminium bags (contanir600 HDPE

dispensers)

composition of the multi-layer aluminium bag :
Nylon/Aluminum/Nylon/LDPE

2.2 Classification and labelling

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

Physical hazards -

Health hazards -

Environmental Aguatic acute 1
hazards Aquatic Chronic 2
Hazard pictograms

Signal word warning

6 SANCO document “guidance document:- Guidelinesamparability, extrapolation, group tolerances dath requirements for setting

MRLs": SANCO/ 7525/VI/95 - rev.9

Applicant: SUMI AGRO Evaluator: FRANCE
Date: 2017-11-07
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Hazard statements

H400 Very toxic to aquatic life

H411 Toxic to aquatic life with long-lasting effect

Precautionary
statements —

For the P phrases, refer to the extant legidation

Supplementary
information (in
accordance with
Article 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) N&®47/2011

The authorisation of the preparation is linkedgoofessional uses only to the following conditions:

SP1 Do not contaminate water with the productocontainer

2.2.3 Other phrases linked to the preparation

Wear suitable personal protective equipmemtfer to the Decision in Appendix 1 for the distai

Re-entry periotl Not applicable

Pre-harvest intervalNot applicable

Other mitigation measures:
- The product must be stored at a temperature b&t@v

The label must reflect the conditions of authoitsat

" If a tractor with cab is used, wearing glovesimyapplication is only required when working witte spray mixture
8  The legal basis for this i§itre | Article 3 of the French Order of 12 September 2006 concgrifie marketing and use of products
encompassed by article L. 253-1 of the rural ddu is, plant protection products/pesticides]

®  According to the French Order of 12 September62@HI cannot be lower than 3 days unless spetifistated in the assessment and

decision.

Applicant: SUMI AGRO

Evaluator: FRANCE
Date: 2017-11-07



Part A ISONET-Z Registration Report —
National Assessment - Country — FRANCE Page 7 of 21 Southern Zone

2.3 Product uses

Please noteThe GAP Table below reports the intended uses pexpby the applicant, and possible extrapolaticoring to French Order of 26 March 2014 (highleghin green), evaluated and concluded as safe
uses by France as zZRMS. Those uses are then gnarieghce.

PPP (product name/code) ISONET-Z GAP rev. , date: 2017-09-21
active substance 1 (E,2)-2,13- octadecadienyl actta
active substance 2 (E,2)-3,13- octadecadienyl actta Formulation type: VP
Conc. of as 1: 82 mg/dispenser
Conc. of as 2: 3 mg/dispenser
Applicant: SUMI AGRO professional use
Zone(s): southern EU

Verified by MS: yes

Crop and/ Zone Product F Pests or PHI Remarks:
or situation code G | Group of pests Formulation Application Application rate per (days)
or controlled treatment
|
() (b) (c) 0] (m)
Type| Conc. method growth | number interval kg [water kg as/ha
of as kind stage & | min between | as/hL | L/ha
season | max | applications min  max
- min . .
(d-f) 0] (f-h) (0) (min) min min
K max | max
002 - Pome fruits | Southern| ISONET-| F [ Leopard moth | VP 0.085g [Hand- prior to peq 1 N/A 25.5 g/hal| N/A | The application rate
003 - Stone fruits Z (Zeuzera per applied emergence| [300 corresponds to  30(
(including plums pyrina L.) dispenser [dispensers dispensers X dispensers per hectare,
and cherries) and (mating (82+3 mq)] applied into the
olive disruption) canopy before adul
022 - Tree nuts emergence
Applicant: SUMI AGRO Evaluator: FRANCE

Date: 2017-11-07
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Crop and/ Zone Product | F Pests or PHI Remarks:
or situation code G | Group of pests Formulation Application Application rate per (days)
or controlled treatment
|
(@) (b) (©) 0) (m)
Type| Conc. method growth | number interval kg [water kg as/ha
of as kind stage & | min between | as/hL | L/ha
season | max | applications min  max
- min . .
(d-f) @ (f-h) 0) (min) min | min
K max | max
004 - Berries and Southern| ISONET-| F | currant VP 0.085g [Hand- prior to peq 1 N/A 25.5 g/hal N/A | The application rate
other small fruits z clearwing per applied emergence [300 corresponds to 30(
Currant (black, (Synanthedon dispenser [dispensers dispensers X dispensers per hectarg¢
red and white) tipuliformis C.) (mating (82+3 mg)] applied into  the
Gooseberries disruption) canopy before aduli
(green, white and emergence
yellow)
Blueberries
Cranberries
Rose hips
Blackberries,
Dewberries
Raspberries (red
and yellow)
Remarks:  (a) For crops, the EU and Codex classificationsh(pshould be used; where relevant, the use (i) al/kgoragll
situation should be describeglg. fumigation of a structure) () Growth stage at last treatment (BBCH Monograptgwth Stages of Plants, 1997,
(b) Outdoor or field use (F), glasshouse applicafi®) or indoor application (1) Blackwell, ISBN 3-8263-3152-4), including whereaehnt, information on season at time of
(c) e.g. biting and suckling insects, soil borretts, foliar fungi, weeds application
(d) e.g. wettable powder (WP), emulsifiable conrst(EC), granule (GR) (k) The minimum and maximum number of applicatiasgible under practical conditions of use
(e) GCPF Codes - GIFAP Technical Monograph No 3919 must be provided
(f) All abbreviations used must be explained ()  PHI - minimum pre-harvest interval
(g) Method, e.g. high volume spraying, low volurpeaying, spreading, dusting, drench (m) Remarks may include: Extent of use/economicoirigmce/restrictions
(h) Kind, e.g. overall, broadcast, aerial sprayiogy, individual plant, between the plants - tyfje o

equipment used must be indicated

Applicant: SUMI AGRO

Evaluator: FRANCE
Date: 2017-11-07
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3 RISK MANAGEMENT
3.1 Reasoned statement of the overall conclusions také@maccordance with the Uniform Principles

3.1.1 Physical and chemical properties

The formulation ISONET-Z is a VP formulation. Aliuslies have been performed in accordance with the
current requirements and the results are deembed &mceptable. The appearance of the product (d@onte
of the dispenser) is that of a clear yellow liquidis not explosive and has no oxidizing properti€he
product has a flash point of 178°C. There is neeaffof low temperature on the stability of the
formulation, since after 7 days at 0°C; neither dloéve ingredient content nor the technical proesr
were changed. The stability data indicate a slifelfof at least 2 years at 5°C when stored in the
commercial packaging (dispensers in HDPE are padked00 units in vacuum-sealed multi-layer
aluminium bag (nylon/aluminium/nylon/LDPE). Its tegcal characteristics are acceptable for a VP
formulation.

The formulation is not classified for the physicakemical part.

The formulation must be stored at a temperaturew&FC.

3.1.2 Methods of analysis

3.1.2.1 Analytical method for the formulation
Analytical method for the determination of actiwdstances in the formulation is available and zdid.

As the active substance E2Z13 octadecadienyl acetat E3213 octadecadienyl acetate does not contain
relevant impurity, no analytical method is required

3.1.2.2 Analytical methods for residues
Analytical methods for the determination of ressla® ISONET-Z in plants, foodstuff of animal origin

soil, water (surface and drinking) and air aremextessary.

The active substance is neither toxic nor veryddxence no analytical method is required for the
determination of resides in biological fluids aig$ties.

Commercial Packaging: dispensers in HDPE are patke®00 units in vacuum-sealed multi-layer
aluminium bag (nylon/aluminium/nylon/LDPE

3.1.3 Mammalian Toxicology

Endpoints used in risk assessment

Since SCLPs are naturally occurring substanceshadnie produced by insects, that they are effedtive
very low rates, are rapidly degraded and were shtmwbe of low toxicity and that the application
technique via passive dispensers with release satelar to the natural emission rates of insecesents
negligible direct exposure by inhalation to humansjas considered not necessary to set an Acdeptab
Operator Exposure Level (AOEL) for application @fpeor releasing dispensers. No residue is expected
following application by dispensers.

It is not necessary to set an ADI and ARfD in EU.

3.1.3.1 Acute Toxicity
ISONET-Z containing 82 mg (2E, 13Z)-Octadecadieyl-Acetate /dispenser and 3 mg (3E, 132)-

Octadecadien-1-yl Acetate/diffuser has a low tdyien respect to acute oral, inhalation and dermal
toxicity and is not irritating to the rabbit skin eye and is not a skin sensitizer.

Applicant: SUMI AGRO Evaluator: FRANCE
Date: 2017-11-07
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3.1.3.2 Operator Exposure
Summary of critical use patterns (worst cases):

Application rate| Spray

Crop FIG° Equipment kg/L product/ha dilution | Model
(g as/ha) (L/ha)

Fruit crops * TPA* | F Manual 300 dispenser/ha n.a n.a

distribution  on (25.5 g as/ha)
upper part of

trees

No exposure model is adapted for the estimatiomadpeexposure to semiochemicals.

The proposed rate of application for ISONET-Z isximaum 300 dispensers per hectare, each containing
85 mg of the mixture of 2 actives ingredients (8¢ of E2,Z13-18Ac plus 3 mg de E3,Z13-18Ac). This
corresponds to maximum 25.5 g of pheromones pdate(35 mg as/dispenser * 300 dispensers = 25
500 mg as/ha = 25.5 g as/ha, with a rate of 3Qfedisers/ha).

Direct dermal exposure of operators to the SCLR@substances can be considered as negligible sinc
the blend is sealed in plastic dispensers. Howeameorder to minimize accidental contact of opersito
with a potential skin irritant, protective glove® aecommended.

The other possible contact would be through inf@iatThis exposure is expected to be very low and
within the range of naturally occurring backgroueekls (375 g a.s/ha/season).

Therefore, it is concluded that the risk for thesigtor using ISONET-Z is acceptable with the use of
gloves during manipulation and cleaning of dispense
For details of personal protective equipment fagrapors, refer to the Decision in Appendix 1.

3.1.3.3 Bystander Exposure
Bystander exposure to pheromone arising from tkeotisSONET-Z is expected to be within the range of

naturally occurring background levels. Thus byserekposure is considered to be negligible.

3.1.3.4 Worker Exposure
Worker exposure to pheromone arising from the d48@ONET-Z is expected to be within the range of

naturally occurring background levels. Thus worgposure is considered to be negligible.

3.1.4 Residues and Consumer Exposure
As other active substances of the group “Straighti@ Lepidopterian Pheromones” (SCLPs), the

toxicological profiles of (E,Z)-2,13- octadecadiéagetate and (E,Z)-3,13- octadecadienyl acetate we
evaluated at EU level. Neither ADI nor ARfD was el necessary.

In the DAR (Austria, 2008), the intended uses Far $traight Chain Lepidopteran pheromones (SCLPs)
include applications via closed retrievable dispengrepresentative lead formulation Isomate CLR) a
well as via spraying. Due to the nature of the S@cRve substance(s) and the application technique
(closed dispenser), no residues are expected mnamy food or feeding stuff, which might be rethte

the use of SCLP’s.

10 Open field or glasshouse

Applicant: SUMI AGRO Evaluator: FRANCE
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According to OECD Series on Pesticides Number 0922 an estimated density of codling moth females
in orchards of 42.500-950.000 females/ha will l¢éada total pheromone release of about 10-227.5
mg/ha/hr. For comparison, discrete pheromone disgrerused in mating disruption of this insect have
pheromone release rate of 32.5 mg/ha/hr (Touhepuhlished report). Thus the release into the
environment after application remains within thega of release from target pests during naturally
occurring infestation events.

For the application via closed retrievable dispemseo residue data are required because of the
unlikelihood of direct contact with food and thevigprobability of deposition on food or feed follavg
atmospheric dilution.

A waiver for residue data was presented in the AR has been accepted in the review report foedlos
dispenser applications.

3.1.5 Environmental fate and behaviour
As ISONET-Z is applied in retrievable dispenseis significant entry of the active substances inmg a

environmental compartment (with the exception @f #lir) is expected to occur. In air the concerdrati
of the active substance is not considered to exoetgral background concentrations. Therefore, no
studies on the fate and behaviour of the produ€@NET-Z in the environment are required and no
environmental risk assessment is deemed necessadispenser application according to the OECD
Series on Pesticides No. 12 [Guidance for RegistraRequirements for Pheromones and Other
Semiochemicals Used for Arthropod Pest Control (OEXD01)].

3.1.6 Ecotoxicology
The risk for non-target organisms is considere@pizble for this SCLPS preparation applied as sedo

passive dispenser at a rate below the natural mmsssf 375 g SCLPs /halyr indicated by the OECD
Series on Pesticides (Number 12): Guidance for $d@gion Requirements for Pheromones and Other
Semiochemicals Used for Arthropod Pest Control EMV/MONO (2001).

3.1.7 Efficacy
Considering the data provided and the charactesisfithe product:

- Efficacy of the product ISONET-Z (300 dispenser¥fisaconsidered as supported for the control of
the leopard mothZguzera pyrina) on pome fruit essentially and sometimes on sfomié and tree
nuts

- Efficacy of the product ISONET-Z (300 dispenser¥fisaconsidered as supported for the control of
the currant clearwingSynanthedon tipuliformis) on berries and other small fruits as a minor use.

- No phytotoxicity is expected with this type of prumd.

- No other adverse effects are expected.

- The risk of resistance is considered as very ullitar this type of product.

Applicant: SUMI AGRO Evaluator: FRANCE
Date: 2017-11-07
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3.2 Conclusions arising from French assessment

Taking into account the above assessment, an adtion can be granted as proposed in AppendixCbpy of the
product Decision.

3.3 Substances of concern for national monitoring
N/A
3.4 Further information to permit a decision to be madeor to support a review of the conditions and

restrictions associated with the authorisation

3.4.1 Post-authorisation monitoring

No further information is required.

3.4.2 Post-authorisation data requirements

No further information is required.

3.4.3 Label amendments

The draft label proposed by the applicant in appe@dmay be corrected with consideration of any redament
under points 2.2.1 (or 2.2.2), 2.2.3 and 2.2.4.

The label shall reflect the detailed conditionpugtited in the Decision.

Applicant: SUMI AGRO Evaluator: FRANCE
Date: 2017-11-07
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Appendix 1 — Copy of the French Decision

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 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 Il du titre V du livre li des parties législative et
reglementaire,

Vu la demande d'autorisation de mise sur le marché et la demande associée du produit phytopharmaceutique
ISONET-Z

de la société SUM! AGRO France

enregistrées sous les  n°2013-0960 et 2015-6192
Vu les conclusions de I'évaluation de I'Anses du 29 septembre 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 l'autorisation
ainsi que toute action incluant des poursuites judiciaires.

ISONET-Z
AMM n°2170960 Page 1 sur5

Evaluator: FRANCE

Applicant: SUMI AGRO
Date: 2017-11-07
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Liberté » Egalité + Fraternité
REPUBLIQUE FRANGAISE

Informations générales sur le produit
2 ISONET-Z
Noms du produit GINKO Z
Type de produit Produit de référence
SUMI AGRO France ) -
Titulaire %g&%us:;lgaubourg Saint Martin
France
Formulation Produit diffuseur de vapeur (VP)
85 mg/diffuseur de phéromones de |épidoptéres & chaine linéaire (équivalent a
Contenant 82 mg/diffuseur de (E, Z)-2, 13-octadécadien-1-yl acétate et 3 mg/diffuseur de
(E,Z)-3,13-octadecadienyl acétate)
Numéro d'intrant 906-2013.01
Numéro d’AMM 2170960
Fonction Attractif phéromone (confusion sexuelle)
Gamme d'usages Professionnel

L'échéance de validité de la présente décision est fixée a douze mois & compter de la date d'expiration de
l'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 l'autorisation est fixée au 31 ao(t 2021.

Le dépot d'une demande de renouvellement conformément a l'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 l'autorisation
de mise sur le marché aprés son arrivée a échéance de la durée nécessaire pour mener a bien I'examen et
adopter une décision sur le renouvellement.

La presente décision peut étre retirée ou modifiee avant cette echeance si des éléments le justifient.

g 7 Hoy, 2017 W

Frangoise WEBER
Directrice générale déléguée
en charge du pble produits réglementés
Agence nationale de sécurité sanitaire de
I'alimentation, de I'environnement et du travail (ANSES)

A Maisons-Alfort, le

ISONET-Z
AMM n°2170960 Page 2 sur5
Applicant: SUMI AGRO Evaluator: FRANCE

Date: 2017-11-07
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Liberté « Egalité » Fraternité
REPUBLIQUE FRANGAISE

ANNEXE | : Modalités d'autorisation du produit

Vente et distribution

Le titulaire de l'autorisation peut mettre sur le marché le produit uniquement dans les emballages :

Emballage Contenance

Carton contenant 14 sachets multicouches en nylon /

aluminium / nylon / polyéthyléne basse densité 600 diffuseurs en polyéthyléne haute densité/sachet

Classification du produit

La classification retenue est la suivante :

Catégorie de danger Mention de danger
Dangers pour le milieu aquatique - Danger H411 : Toxique pour les organismes aquatiques, entraine
chronique, catégorie 2 des effets a long terme
Dangers pour le milieu aquatique - Danger aigu, H400 : Trés toxique pour les organismes aquatiques
categorie 1

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

Le titulaire de I'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.

ISONET-Z
AMM n°2170960 Page 3surs

Evaluator: FRANCE

Applicant: SUMI AGRO
Date: 2017-11-07
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=N anses .}

Liberté « l:;gah‘t( ¢ Fraternité
REPUBLIQUE FRANGAISE

Stockage et utilisation du produit

- Ne pas stocker le preduit & une température supérieure & 5°C.

Protection de I'opérateur et du travailleur

Des informations générales relatives aux bonnes pratiques de protection pourront étre mises a disposition de
I'utilisateur :

- lutilisation 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 l'opérateur, porter

* Lors de la pose et I'enlévement des diffuseurs :

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

- Des gants de type nitrile certifiés EN 374-3.

Délai de rentrée en application de I'arrété du 4 mai 2017 :
- Non pertinent pour ce type d'application.

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.

ISONET-Z
AMM n°2170960 Page 5 sur 5

Evaluator: FRANCE

licant: SUMI AGRO
Aot Date: 2017-11-07
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Appendix 2 — Copy of the draft product label as prposed by the applicant

ISONET"-Z

DEFFUSEUR DE PHEROMONE POUR LA LUTTE PAR CONFUSION SEXUELLE CONTRE
LA ZEUZERE | Zewrera Pyrina L) SUR FRUATS A PEPINS, FRUITS A NOYAL, FRUITS A COCQUE
ET LA SESE DU GROSEILLIER (Synanthedon fipuliformys) SUR BAIES ET PETITS FRUITS

COMPOSITION ET FORMULATION

ISOMETRZ est un diffuseur de phévomone pous b liie par corfusion sexuelie conire:

# La reurdre du poirier | Zewsera pprina L) sur fruils & pépins, fuils 3 noyao (domt Dofivier), fruits & coque.

= La sésie du groseillier { Synanthedon tpuliformis) sur bailes el petils fuits {dont le cississier, e grossilier).

1'apport de phétromone dans Fatmosphéne de b paroelle désorienie e papillon mele, empéche son accouplement st
pemmat ainti de rompre e cpde du rvageur avant Fapperition du stade nuesible

Formulation: VP {produt difhessur de wapeur)

Teneur en substance active:

{E, &) -2.13 - ocndecadienylacetate: 0,082 g'diffuseur
{E. Z) -3,13 - ocradecadienylacetate: 0,003 gidiffuser

Aurlorisation de vents, dose et usage:

AMM A" Détentewr de A NM.: SUM AGRO France

Usage autormse :
12603194 Cultures frudtiéres * Traltement des parthes aériennes * Insectes xylophages et corticoles

Compte tenu de la composition du mélange phéromonal qu'il contient, ISONET-Z ne pourra étre utilisé que
pour contriler les insectes sylophages mentionnds dans le ableau d-aprés

Cudtures. Usages Dose *

Fruils & pépins, fruts & noyao (doni | Z2euzére do poirier 300 diffuseurs par hectare
Folivier), nuils & cogue {Zeurers pyrina)

Baies et pelits fruss ‘Bésbe du groseilller 300 diffuseurs par hectare
{dont le cassitaier, b groseilier) { Syrarifsdon bpidiirmic

* Lire fes instructions concermanl fo protection memforcés des bordures & prévoir en Sus
Alterlion ! ISOMET-Z ne permet pas la uble par confusion sexuelle conte @ sésie do pommeer | Spmandfedan
myopmsfonmis).

1SONET™.Z est ulfisable en agriculture biokgique conformément au régiement CE 2007/834. Respecier b réglemsniation
en viguewr spécifigue & ce mode de production.

PRECAUTIONS D'EMPLOI

52: Conserver hors de la portée des enfants,

513: Conserver & I'écart des aliments et bolssons, y compris ceus pour anbmaco.

520/21: Ne pas manger, ne pas bolre et ne pas fumer pendant Futilisation.

537 Porter des gants approprigs.

560: Eliminer le produit et son réciplant comme un déchet dangerew.

561 Eviter le rejet dans Menvironnement. Consulter les instructions spéciales/la fiche de donndes de
séruritd.

51 Ne pas polluer Feau avec le produit ou son emballage.

Respecier les instruclions dutiisalion pour éviter les fsgues pour Momme et Femvironnemend

Fiche de securité disporile sur demands -
Tal 01 53 67 6B 40, fax 01 53 67 68 41, ou site intsmet www. sumisgro. fr

COMDITIONS DE STOCKAGE, ELIMINATION

Conserver les diffimeurs dans leur smballage d’onigine non ouvert, dans un local frais et sec 4 Fabr de la lumigre. Pouwr un
sinckage de longue dunée, b tempérabre e doil pas dépasser 57C. Eliminer les emballages o diffussirs vides &n se
conformant & la réglementation an vgueir, dans e inslallaion dassée et auoisses.

Applicant: SUMI AGRO Evaluator: FRANCE
Date: 2017-11-07



Part A ISONET-Z Registration Report —

National Assessment - Country — FRANCE Page 19 of 21 Southern Zone
SUMI AGRO France Conberance:
SLAE 25 boulervard de FAmiral Bruls - TSTES PARIE Codex 16 sachats de GO0 diffussors
Tk +33 0l 53 67 BB 52, willeopas: +33 (01 53 67 &5 41
Wi SuTmdagro.r

PN

& Margue deposte SUM| AGRO France. Imporis du Japon, fabrigus mar Shin-Eisu Chemical Co.,Lid Toiou, Japon
INSTRUCTIONS D'EMPLOI

uzmmdﬂhhmngﬂmutdufnmum.mhm de 'usage sur reuzers, olle doit avoblr une
surface minimale de 2 3 3 hectares. Lo | i dfinchh doit #re modéng et "environnement proche ne doit
pummﬁmmlnm ﬂﬂmﬂuﬁﬂpﬂéﬂupﬂmﬂmmﬂhamﬁmw-zn
Sirface awssi édendus gue possible, mouant phesieurs parcelles conligeés ou proches les unes des autres.

0 APPLICATION
Porier des gants pour la manipulagon des: diffussums.

& Lo méthode esi sin ot il est | o appliquer les diffusews avant le débat du wol du ravageur
ﬁlhﬂm&nﬂpﬂnmmﬁlﬂﬁg{mbﬂ] Unanu_pmdu:ﬂfummT-mewﬁnﬁnﬂﬂlm

& Respocier o dose mocommandeée (300 diffusews par hectane). Apphpnrhsﬁhnﬁn:unhsmmmiuuhmi
homogéne sur la parcolle, places en guinconoe, of en veillant 3 ies poser Mpérativement dans b tors supériour de
V'arbre. Dans le cas de plankabons sves des arbres de ples de 4 meétres, vedller 4 ce que 7 des difusewrs soeent places
mnire (1,5 &2 1 métre da la cime des arbres. Sur petits frits, placer les diffussurs dans i tisrs supénieer de |2 wgetation.

& Renforcer la protection des berdures en doublant la densise de mlum‘hgsthbutdmﬂmrh!.iinm
en bouts de rangs. Placer des diffussurs sur fes haies o brssswents particulier ies peupliers, souvent par |
Teuziane], kes arbres solés 4 proximité du varger, ntlrumphl::u'rmtun:mrlurqm

Dans e cas ol des parcolies contigués portent des cultures op d'étre fers par e ravagowr visé ot
sont prodégées contre oot msecte par lutte insecticide (ou non protégoes), prévoir une zone tampon d'au moins
30 mitres protégée 3 la fois par insecticides ot confusion soxuelbe.

5'il existe oes foyers infestés proches de la paroelle potégée, des femelles fécondées venant de oes foyers peuvent
péndtrer sur la parcele st afiscter e résultat. Ces foysrs peuvent 8re =n particuler: parceliss mal protégéss, vergers
abandonnes, arbres isokés. d'essences suscoptibles o Sire colonisses par le revageur viss.

& SUIVlI APRES APPLICATION

Il =3 nec de 55 du bon fonctionr de la methods st de Mabsenos de periubations évenbusles hées &
Fenvironnement extériour 3 [a parcele.

u Relever chague semaine kes pitges sexeels (mvageur visé of autres lépidoptéres évenhmllement présents).  Les
caplures de Mnsecie vss sont normaement inhibées par b confusion. La présence de papilions, méme en nombre mise,
constitus une alerte at doit conduire 4 une chservation précise de b parcelle en vue dune éventeslle inbermasntion.

m Effectiser mpérativement un condrle regulier de la présence de degdts, toutes les 1 & 2 semaines selon o pénode de
msque (Bn insistant sur les rones les plus A risgue: bordunes, haut des arbres, zones proches de foyers potenticks
d'infestation exigrieurs & b pancells )

© INTERVENTIONS INSECTICIDES COMPLEMENTAIRES

= L'année dimboducton de a méthode de confusion: en cas d'incertitude sur e nivean mmmmm
ou sur les risques eventusks présentés. par Penvironnement de @ parcelle, | est reco de la compl AvEC L
prolection msecticide oblés sur e pic de woll

= Conire le ravageur visé: infervenir en fonction de Févolution constatée lors des contriles, on cas de captures:
{meétme imitées) refevées dans los pitges seosels places sur @ paroelles confusée et en cas de présenoe de symptimes

o attagpues e eeolution.
-Cmuh;mmwwmmnmmmhmmnmmmlmtm
par ISOMET =2,

Bater en particuer QUISONET®.Z n'a pas d'action sur la sésie du p {5y o nopasiormis].

Mge ol onl an foncfion e
—:—_—mmuum.—w-mm
e

Applicant: SUMI AGRO Evaluator: FRANCE
Date: 2017-11-07
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Appendix 3 — Letter(s) of Access

O BMA

Murufacterers” Amsociation

The IBMA Pheromones Task Forca Coordinator
Suffalk House, Chapel Road Broughton
COWBRIDGE South Glamorgan, UK

CF71 7QR

April 2013

ANSES-DPR-UGAmMM

253 Avenue du Général Leclerc
84701 Maizon-Atferd Cedex
FRAMCE

TO WHOM IT MAY CONCERN

Letter of Access to annex |l data of Straight Chain Lepidopteran Pheromones
{SCLPs) Dossier

Dear Madarn or Sir,

The following companies are Members of the |[BMA Pheromones Task Force,
constituted for submilting a jaint dessier for the Inclusion In Anrex | of Oir, 91/414 for
Straight Chain Lepidopteran Pheromones (SCLPs): AgriSense-BCS Lid, Laboratorios
Agrochem 5L, BASF SE, Certiz Europa BY, DKSH Switzerand Ltd, Exosect Limited,
[sagro S.pA., Russell Fing Chemicals Lid, Shin-Etsu International Europs B W
(reprasantad by CBC-Europe), Sccledad Espancla de Desamollos Quimicos, S.L.
{SEDQ), Suterra LLC.

These companies have agreed fo grant Letters of Access among themselves, their
afiiliates and to interested third parties. |n_addition,_the Task Force has sgreed to
provide Letters of Access on a commercial basis (o companes who are not members
of the Task Force For the seke of simplicty, members of the Task Force have
authorised the Coordinator of the IBMA Pheromones Task Force to grant such
Letters of Access.

Therefare:

The signee, Coordinator of the IBMA Pheromones Task Force, acting for and on
behalf of Members of the IBMA Pheromones Task Force, hereby agrees that the files,
data, sfudies, summaries and assessments (hereafter referred to as the Dossier”)
owned and submitted by Member companies of the |BMA Pheromones Task Force In
suppart of the regisiration of Siraight Chain Lepidopteran Pheromones (SCLPs) as
active ingredients, may ba rafarrad to by you in order to grant registration to:

SUMI AGRO FRANCE 5.A.5 , 25 Boulavard de I'Amiral Bruix, 75782 FARIS CEDEX
18, FRANCE (heraafter refarned to as Company”)

Applicant: SUMI AGRO Evaluator: FRANCE
Date: 2017-11-07
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For the Product:

ISONET 2' - SCLP Vapour Dispanser

(hereafier referred to as Product’)

The right to refer to the Dossier is subject to the following restrictions:

i

o

The right of referal only gives access to the Dossier of the active substances of
the product.

The right of referral only gives acesss for the registration of the Product in
ERANCE

The right of raferral is solely grarted to Company and is naither transferable nor
sub-icensable to any further companies or other legal or natural entities.

The Doessier containg valuable information. The Dessler shall remain strictly
confidential and must not be viewed or copled either in wriling or by electronic
means or othenwize disclosed lo any third pary including the Company. This
Letter of Access does not authorize any Company, or its employees or any
persen other than the competent autherily persennel to receive any coples of the
Dossier nor to inspect or visw the Dossier or any summary thereof in whele or in
part. Therefore, neither any regulatory authorily nar SUMI AGRD FRANCE 5.A.5
ghall be enfitled 1o disclose the Dossler to any third party nor ta allow its use by
any third party, unless the signee has given prior wriften approval to such
disclosure or use.

Thiz Letter of Access shall in no svent be construed as granting SUM| AGRO
FRANCE 5.A.5 any property rights whatsoever to the Dossier.

SLUMI AGRO FRANCE S.A S heraby agrees to withdraw this Letter of Access,
and accepts that the registration of the product noted above will be revoked by
the national authority:

= When the product noted above, no longer uses Active Substance(s)
supplied by Task Farce member{s)

= When SUMI AGRDO FRANCE S.A.8 no lenger markets fhe product
noted above.

For and o bahalf of SUM| AGRO FRANCE S.AS

Signed by SUMI AGRO FRANCE 5.A S represeniative d!fm_h‘

l,-lj -
Dr. Robin B Shepphr

,

h

Coordinator of the IBMA Pheramones Task Force
Acting for and an behalt of Members of the IBMA Pharemones Task Force

l([‘ffnLEmu.&.-----.-.--

Applicant: SUMI AGRO

Evaluator: FRANCE
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