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PART A - Risk Management

The company INDUSTRIAS AFRASA S.A. has requested a label extension of marketing authorisation in France
for the product APACHE EW (formulation code: ABAMECTINE 1.8% EW; marketing authorisation n° 2170335),
containing 18 g/L abamectin for use as an insecticide and acaricide.

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 APACHE
EW (ABAMECTINE 1.8% EW) where those data have not been considered in the EU peer review process.
Otherwise assessments for the safe use of APACHE EW (ABAMECTINE 1.8% EW) have been made using
endpoints agreed in the EU peer review(s) of abamectin.

This document describes the specific conditions of use and labelling required for France for the registration of
APACHE EW (ABAMECTINE 1.8% EW).

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 INDUSTRIAS AFRASA S.A.’s application to market
APACHE EW (ABAMECTINE 1.8% EW) in France as an insecticide and an acaricide (product uses described
under point 2.3). France acted as a zonal Rapporteur Member State (zZRMS) for this request and assessed the
application submitted for the label extension of this product in France and in other MSs of the Southern zone.

1.2 Active substance approval

Abamectine

Commission Implementing Regulation (EU) 2017/438 of 13 March 2017 amending Implementing Regulation (EU)
No 540/2011 as regards the conditions of approval of the active substance abamectin

Specific provisions of Regulation (EU) No 2017/438 were as follows :
PART A

Only uses as insecticide, acaricide and nematicide may be authorised.
PART B

In assessing applications to authorise plant protection products containing abamectin for uses other than citrus,
lettuce and 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 are 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 abamectin, and in particular Appendices | and Il thereof, as finalised in the
Standing Committee on the Food Chain and Animal Health on 11 July 2008 and of the addendum to the review
report on abamectin, and in particular Appendices | and Il thereof, as finalised in the Standing Committee on
Plants, Animals, Food and Feed dated 24 January 2017 shall be taken into account.
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In this overall assessment Member States must pay particular attention to:

- the operator safety and ensure that conditions of use prescribe the application of adequate personal
protective equipment,

- the residues in food of plant origin and evaluate the dietary exposure of consumers,

- the protection of bees, non-target arthropods, soil organisms, birds, mammals and aquatic organisms. In
relation to these identified risks, risk mitigation measures, such as buffer zones and waiting periods,
should be applied where appropriate.

The applicant shall submit to the Commission, the Member States and the Authority confirmatory information as
regards the effect of water treatment processes on the nature of residues present in drinking water by two years
after adoption of a guidance document on evaluation of the effect of water treatment processes on the nature of
residues present in surface and groundwater.’

An EFSA conclusion is available (EFSA Journal 2016;14(5):4491).
A Review Report is available (SANCO/138/08 final, 11 July 2008 and SANTE/11617/2016, 24 January 2017).

13 Regulatory approach

The present application (2015-1060) 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.

The French Order of 4th May 2017 2 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 1107/2009*, 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.

! 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 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

° 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
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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 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 APACHE EW
(ABAMECTINE 1.8% EW), it is indicated in the reference lists in Appendix 1 of the Registration Report, Part B
Sections 1-7.

15 Letter(s) of Access
2 The applicant has provided letter(s) of access. DETAILS OF THE AUTHORISATION

2.1 Product identity

Product name (code) APACHE EW (ABAMECTINE 1.8% EW)
Authorisation number 2170335

Function Insecticide and acaricide

Applicant INDUSTRIAS AFRASA S.A.
Composition 18 g/L abamectin

Formulation type (code) Emulsion oil in water (EW)

Packaging Packaging not changed

2.2 Classification and labelling

2.2.1  Classification and labelling in accordance with Regulation (EC) No 1272/2008

Classification not changed.

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:

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).

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
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Spe 3 To protect aquatic organisms respect an unsprayed buffer zone of 20 meters® to surface water bodies
for pome fruits (apple) and stone fruits (peaches).

Spe 3 To protect aquatic organisms respect an unsprayed buffer zone of 5 meters to surface water bodies
for vine and maize.

Spe 3 To protect aquatic non-target arthropods respect an unsprayed buffer zone of 50 meters to non-
agricultural land for stone fruits (peaches).

Spe 3 To protect aquatic non-target arthropods respect an unsprayed buffer zone of 20 meters to non-
agricultural land for pome fruits (apple) and vine.

Spe 3 To protect aquatic non-target arthropods respect an unsprayed buffer zone of 5 meters to non-
agricultural land for maize.

Spe 8 Dangerous to bees/To protect bees and pollinating insects do not apply to crop plants when in flower
or during the honeydew production period/Do not use where bees are actively foraging /Do not apply
when flowering weeds are present.

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'®: 6 hours

Pre-harvest interval™:

- Peaches, table grapes, wine grapes : 14 days

- Pome fruits : 3 days

- Maize (grain) : F- Application must be made at growth stage BBCH [16] at the latest

Other mitigation measures:
- Forage from treated maize cannot be used for animal feeding.

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

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]

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: INDUSTRIAS AFRASA S.A. Evaluator: FRANCE
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Registration Report —
Southern Zone

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 zZRMS. Those uses are then granted in France.

GAP rev. 1, date: 2017-11-14

PPP (product name/code): APACHE EW (ABAMECTINE 1.8% EW) Formulation type: Ew @9
Active substance 1: Abamectin Conc. of as 1 18¢g/L©
Applicant: INDUSTRIAS AFRASA S.A. Professional use: X
Zone(s): southern © Non professional use: O
Verified by MS: yes
Field of use: insecticide and acaricide
1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member |Crop and/ F, Pests or Group of pests Application Application rate PHI Remarks:
No. © | state(s) | or situation Fn, |controlled — — (days)
Fpn M_ethod /| Timing / Growth | Max. number | Min. interval | kg or L product | g or kg astha Water e.g. g
(crop destination/ |G, | (additionally: Kind stage of crop & | &) per use between /'ha L/ha safener/synergist per
purpose of crop) Gn, | developmental stages of season b) per crop/ | applications |a) max. rate per |a) max. rate per ) ha
Gpn | the pest or pest group) season (days) appl. appl. min / ®
or b) max. total b) max. total max
I rate per rate per
crop/season crop/season
Zonal uses (field or outdoor uses, certain types of protected crops)
- Tractor | At the beginning Acceptable
Popmezrf:(lqtjiﬁii?lev Spider mites (Panonychus mounted | of infestation, fisrt | 4) 1.5 a)15days | &) 100mL/hL | a)18ga.i/ha 750 ,
1 France medlar, loquat, crab F ulmi, Tetranychus urticae) sprayer | application after b) 1-2 D) 200 mUhL | Y36 gai/h 1200 3 Efficacy shown on
apple) ’ (atomisers | petal fall (BBCH ) 1 b) 15 days ) 200 m )36gaita | Panonychus ulmi and
PP ) 69) 1000 on Tetranychus urticae
750/
r:(;z%t; :j At the beginning . 1500 Acceptable
2 France | Peaches, nectarines | F | SPider mites (Panonychus sprayer of infestation, 81 - 8)100mL/hL 1 8) 21.6 gai/ha 14 Efficacy shown on
) ulmi, Tetranychus urticae) (atomisers after petal fall b) 1 b) 100 mL/hL | b) 21.6 g a.i/ha 1000/ Panonychus ulmi and
) (BBCH 69) 1200 on Tetranychus urticae
Spider mites (Panonychus | Tractor | Atthe beginning a1l a) 100 mL/hL | a) 18.0 ga.i/ha | 500/
3 France Wine Grapes F | ulmi, Tetranychus urticae, | mounted of infestation - . 10 Acceptable
P . ! b) 1 b) 100 mL/hL | b) 18.0 g a.i./ha | 1000
Eotetranychus carpini) | sprayer after petal fall Lgal

Applicant: INDUSTRIAS AFRASA S.A.

Evaluator: FRANCE
Date: 15/05/2018
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- | Member |Crop and/ F, Pests or Group of pests Application Application rate PHI | Remarks:
No. © |state(s) |or situation Fn, |controlled — — (days)
Fpn M.ethod /| Timing / Growth | Max. number | Min. interval | kg or L product | g or kg astha Water e.g. g
(crop destination/ |G, | (additionally: Kind stage of crop & | a) per use between /ha L/ha safener/synergist per
purpose of crop) Gn, | developmental stages of season b) per crop/ | applications |a) max. rate per |a) max. rate per ) ha

Gpn | the pest or pest group) season (days) appl. appl. min/ ®

or b) max. total b) max. total max

I rate per rate per

crop/season crop/season
(atomisers (BBCH 69)
)
Tractor -
Spider mites (Panonychus | mounted A(t)lfrilsfl;ggtr;g:]ng a)l a) 100 mUKL | a) 18.0 g ai/ha 1006/
4 France Table Grapes F | ulmi, Tetranychus urticae, | sprayer after petal fali by 1 - b) 100 mUKL | b) 180 g i/ha 1500 10 Acceptable
Eotetranychus carpini) (atorr;lsers (BBCH 69) : o 1000 14
; Tractor ; ; a) 100 mL/hL )
Maize, BRI Spider mites (Panonychus | mounted Maximum ill 6 a)l _ a)7.2gaisha | 300/ Acceptable except for
5 France | millet; moha (only F true leaf stage - (=0,4 L/ha) F
gy ulmi, Tetranychus urticae) | boom BBCH 16 b) 1 ! b) 7.2 ga.i./ha 400 forage
grain) sprayer ( ) b) 100 mL/hL

Applicant: INDUSTRIAS AFRASA S.A.

Evaluator: FRANCE
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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

APACHE EW (ABAMECTINE 1.8% EW) is an emulsion oil in water (EW). 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 a white and homogenous liquid, slightly viscous, with characteristic solvent odour. It is not explosive and has no
oxidising properties. The product has a flash point > 79°C and a self-ignition temperature of 480°C. In aqueous
solution (1%), it has a pH value of 5.3 at 25°C. There is no effect of low and high temperature on the stability of the
formulation, since after 7 days at 0°C and 14 days at 54°C, neither the active ingredient content nor the technical
properties were changed. The stability data indicate a shelf life of at least 2 years at ambient temperature when
stored in HDPE/EVOH/HDPE bottle. As the stability was performed on HDPE/EVOH/HDPE packaging, the
HDPE/PA/HDPE and HDPE/EVOH packagings can be considered as acceptable. Its technical characteristics are
acceptable for a EW formulation.

The formulation is not classified for the physico-chemical aspect.

3.1.2  Methods of analysis
Analytical method for the determination of the active substance in the formulation is available and validated. As the
active substance abamectin does not contain relevant impurity, no analytical method is required.

Analytical methods are available in the Draft Assessment Report and this dossier and validated for the determination
of the residues of abamectin in plants (high water, high acid and dry content matrices), soil, water (drinking and
surface water) and air.

Analytical methods for the determination of the residues of abamectin in foodstuff of animal origin are not
necessary.

The active substance is very toxic (T+), therefore an analytical method is available in the Draft Assessment Report
and validated for the determination of residues of abamectin in tissues and body fluids.

3.1.3 Mammalian Toxicology

Active Substance: abamectin

ADI 0.0025 mg / kg bw/d
ARfD 0.005 mg/kg bw EU 2009
AOEL 0.0025 mg/kg bw/d
Dermal Based on an in vitro human study performed on a similar formulation but the report is not provided by
absorption applicant. Due to difficulties to reach a lower dilution, a default value of 10% is fixed for diluted
product according to Efsa guidance (Efsa 2012)
Concentrate (tested) Diluted formulation (tested)
21.2g/lL 1.82 g/L
In vitro (human) % 3 4.2
Concentrate Spray dilution
(used in formulation) (used in formulation)
18 g/L 0.018 g/L
Dermal absorption endpoints % 3 10

3.1.3.1 Acute Toxicity

APACHE EW (ABAMECTINE 1.8% EW) containing 18 g/L abamectin has a low toxicity in respect to acute
dermal and inhalation toxicity, it is not irritating to the rabbit skin or eye and not a skin sensitiser. However,
Abamectin 1.8% EW must be classified for acute oral toxicity.

Applicant: INDUSTRIAS AFRASA S.A. Evaluator: FRANCE
Date: 15/05/2018
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3.1.3.2 Operator Exposure

Summary of critical use patterns (worst cases):

Spray
Crop FIG Equipment Application rate dilution Model
(L/ha)
Stone fruits F Tractor mounted/trailed 1.2 L/ha 1000-1500 BBA
(risk envelop)* broadcast air-assisted sprayer (21.6 g a.s./ha)
Maize F Tractor mounted/trailed boom 0.4 L/ha 300-400 BBA
sprayer, hydraulic nozzles (7.2 g as/ha)

*covers pome fruits and grapes

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

. . % AOEL
Crop Equipment PPE and/or working coverall abamectin
. Tractor mounted/trailed broadcast
Stone fruits . - . . 25
air-assisted sprayer Working coverall and gloves during
. Tractor mounted/trailed boom mixing/loading and application
Maize - 2.8
sprayer, hydraulic nozzles

According to the model calculations, it can be concluded that the risk for the operator using APACHE EW
(ABAMECTINE 1.8% EW) 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

Bystander exposure was assessed according to EUROPOEM Il. Exposure is estimated to 12 % of the AOEL of
abamectin.

It is concluded that there is no unacceptable risk to the bystander after incidental short-term exposure to APACHE
EW (ABAMECTINE 1.8% EW).

3.1.3.4 Worker Exposure

Workers may have to enter treated areas after treatment for crop harvesting activities (worst case). Therefore,
estimation of worker exposure was calculated according to EUROPOEM. Exposure is estimated to 43 % of the
AOEL of abamectin with working coverall and gloves.

It is concluded that without taking into account a re-entry period, there is no unacceptable risk anticipated for
workers wearing a working coverall and gloves, when re-entering crops treated with APACHE EW
(ABAMECTINE 1.8% EW).

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

3.1.3.5 Resident Exposure

Residential exposure was assessed according to martin et al. approach. Exposure is estimated to 13 % and 25 %
(adult and child) of the AOEL of abamectin.

It is concluded that there is no unacceptable risk to the resident exposed to APACHE EW (ABAMECTINE 1.8%
EW).

3.1.4  Residues and Consumer Exposure

Overall conclusion
For pome fruits, peach, grapes (with a modified PHI) and maize (grain), the data available are considered sufficient

Applicant: INDUSTRIAS AFRASA S.A. Evaluator: FRANCE
Date: 15/05/2018
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for risk assessment. An exceedance of the proposed MRL of abamectin for these crops is not expected. The chronic
and the short-term intakes of abamectin residues are unlikely to present a public health concern.

As far as consumer health protection is concerned, France as zRMS agrees with the authorization of the intended
uses.

According to available data, the following mitigation measure is proposed:
- forage from treated maize cannot be used for animal feeding.

Data required in post-authorization:
e 2 northern and 2 southern residue trials compliant with the use on pome fruits.

Summary of the evaluation
The product APACHE EW (ABAMECTINE 1.8% EW) is composed of abamectin.
Summary for abamectin

Sample
. storage MRL Chronic | Acute risk
Use- Plant. Suff!uent PHI covered | compliance | risk for for
N Crop metabolism | residue | sufficiently Comments
0. covered? trials? | supported? by Reg (EU) | consumers | consumers
’ ' " | stability | 2016/1003 | identified? | identified?
data?
1 Pome Yes Yes Yes Yes Yes No No 4 trials as post
fruits authorisation
data
2 Peach Yes Yes Yes Yes Yes No No
3 Wine Yes Yes No Yes Yes No No
grapes (Yes for
14d)
3 Table Yes Yes No Yes Yes No No
grapes (Yes for
14d)
4 Maize Yes Yes Yes Yes Yes No No Mitigation
measure on
forage

As residues of abamectin do not exceed the trigger values defined in Reg (EU) No 283/2013, there is no need to
investigate the effect of industrial and/or household processing.

Residues in succeeding crops have been sufficiently investigated taking into account the specific circumstances of
the cGAP uses being considered here. It is very unlikely that residues will be present in succeeding crops.

Considering dietary burden and based on the intended uses, no significant modification of the intake was calculated
for livestock (considering that the mitigation measure on maize is applied). Further investigation of residues as well
as the modification of MRLs in commaodities of animal origin is therefore not necessary.

Applicant: INDUSTRIAS AFRASA S.A. Evaluator: FRANCE
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Summary for APACHE EW (ABAMECTINE 1.8% EW)

Information on APACHE EW (ABAMECTINE 1.8% EW)

PHI for PHI/ Withholding period*
APACHE EW sufficiently supported for | PHI for APACHE EW ZRMS Comments
Cro (ABAMECTINE (ABAMECTINE .
P 1.8% EW) 1.8% EW) proposed (if different PHI
proposed by abamectin by ZRMS proposed)
applicant
Pome fruits 3 days Yes /
Peach 14 days Yes /
Wine grapes 10 days No 14 days
Table grapes 10 days No 14 days
Maize F** (BBCH 16) Yes /

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

3.1.5 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
substance and its 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 abamectin and its 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 substance and its metabolites are used for the ecotoxicological risk
assessment, and mitigation measures are proposed.

PECgw for abamectin and its metabolite do not occur at levels exceeding those mentioned in regulation EC
1107/2009 and guidance document SANCO 221/2000%.

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 DTs, 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.

2 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.

Applicant: INDUSTRIAS AFRASA S.A. Evaluator: FRANCE
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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.

3.1.7  Efficacy

Considering the data submitted:

o the efficacy level of APACHE EW (ABAMECTINE 1.8% EW) is considered as satisfactory for all the
claimed uses.

o the phytotoxicity level of APACHE EW (ABAMECTINE 1.8% EW) is considered as negligible for all
the claimed uses.

o the risks of negative impact on yield, quality, transformation processes, propagation, succeeding crops,
adjacent crops are considered as negligible.

o There is a risk of resistance development or appearance to abamectin for Panonychus ulmi and for
Tetranychus urticae requiring a monitoring.

Resistance monitoring data:

A monitoring of resistance to abamectin should be put in place on Apple for Panonychus ulmi and for Tetranychus
urticae (one monitoring for all products based on abamectin). Any new information which would change the
resistance risk analysis should immediately be provided to Anses. In all cases, the data and results should be
provided for the re-registration of the product.

3.2 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.

3.3 Substances of concern for national monitoring

No information stated.

3.4 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

A monitoring of resistance to abamectin should be put in place on Apple for Panonychus ulmi and for Tetranychus
urticae (one monitoring for all products based on abamectin). Any new information which would change the
resistance risk analysis should immediately be provided to Anses. In all cases, the data and results should be
provided for the re-registration of the product.

3.4.2  Post-authorisation data requirements

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

- 2 northern and 2 southern residue trials compliant with the use on pome fruits.

3.4.3 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: INDUSTRIAS AFRASA S.A. Evaluator: FRANCE
Date: 15/05/2018
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Appendix 1 — Copy of the French Decision

= N anses c\?

Liberté « Egalité + Fraternité
REPUBLIQUE FRANGAISE

Décision relative a une demande d'extension d'usages

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 Il des parties législative et
reglementaire,

Vu la demande d'extension d'usages majeurs du produit phytopharmaceutique APACHE EW

de la société INDUSTRIAS AFRASA S.A.

enregistrée sous le n°2015-1060
Vu les conclusions de I'évaluation de I'Anses du 1% décembre 2017,
L'autorisation de mise sur le marché du produit référencé ci-aprés est étendue a compter de la présente
décision aux usages fixés par la présente décision.

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.

APACHE EW
AMM n°2170335 Page 1 sur7

Evaluator: FRANCE
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Informations générales sur le produit

Gamme d'u-é_:nééé @

Professionnel

'Nom du produit APACHE EW
Typé aie' ;;r;d[u; Produit de référencé i
R INDUSTRIAS AFRASA S.A. -
Ciudad de Sevilla
Titulaire 53 Pol. ind. Fuente del Jarro
46988 Paterna
Valencia
ESPAGNE
l-:ormulatlon Bz i Emulsion de type aqueux (EW)

Contenant 18 g/L - abamectine i
‘Numéro dintrant : 923201301 o
Ndﬁz}o d'AMM i FRlH 2170335 JA R G
Ft:;;t:iions Insecticide, Acaricide

L'échéance de validité de la présente décision correspond a celle de l'autorisation du produit.

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

A Maisons-Alfort, le

15 MAI 2018

Frangoise WEBER
Directrice générale déléguée

en charge du péle produits réglementés

Agence nationale de sécurité sanitaire

de

I'alimentation, de I'environnement et du travail (ANSES)

APACHE EW
AMM n°2170335

Page 2 sur7
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Liberté » Egalité « Fraternité
REPUBLIQUE FRANGAISE

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
l'utilisateur :

- I'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 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 8 manches longues) de catégorie Ill et de type PB (3) a porter par-dessus la
combinaison précitée ;

« pendant I'application
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 & 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 a manches longues) de catégorie Il et de type PB (3) a porter par-dessus la
combinaison précitée.

APACHE EW
AMM n°2170335 Page 4 sur7
Applicant: INDUSTRIAS AFRASA S.A. Evaluator: FRANCE
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Dans le cadre d’une application a I'aide d’un pulvérisateur pneumatique
« 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 8 manches longues) de catégorie Il et de type PB (3) & porter par-dessus la
combinaison précitée ;

« pendant l'application

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 apres utilisation a I'extérieur de la cabine ;

Si application avec tracteur sans cabine
- Combinaison de protection de catégorie Ill type 4 avec capuche ;
- 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 lll et de type PB (3) a porter par-dessus la
combinaison précitée ;

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

* pendant le mélange/chargement
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de protection de catégorie Il 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 8 manches longues) de catégorie Ill et de type PB (3) a porter par-dessus la
combinaison précitée ;

« pendant l'application : sans contact intense avec la végétation, cultures hautes (> 50 cm)
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de protection de catégorie lll type 4 avec capuche ;
- Bottes de protection certifiées EN 13 832-3 ;

* pendant I'application : contact intense avec la végétation, cultures hautes (>50 cm)
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de protection de catégorie Ill type 3 avec capuche;
- Bottes de protection certifiées EN 13 832-3 ;

APACHE EW
AMM n°2170335 Page 5 sur 7
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Date: 15/05/2018



Part A ABAMECTINE 1.8% EW Registration Report —
National Assessment - Country — FRANCE (APACHE EW) Southern Zone
Page 19 of 23

Liberté + Egalité « Fraternité
REPUBLIQUE FRANGAISE

= anses Q

« pendant le nettoyage du matériel de pulvérisation
- Gants en nitrile certifiés EN 374-3 ;
- Combinaison de protection de catégorie Il 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 lll 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 :
- 6 heures pour les usages en plein champ.

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.

Ne pas utiliser le fourrage de "mais" traité en alimentation animale.

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 & partir des cours de ferme ou des
routes.

Protection de la faune
- SPe 3 : Pour protéger les organismes aquatiques, respecter une zone non traitée de 5 m par rapport aux points
d'eau pour les usages sur "vigne" et "mais".

- SPe 3: Pour protéger les organismes aquatiques, respecter une zone non traitée de 20 m par rapport aux points
d'eau pour les usages sur "pommier" et "pécher".

- SPe 3: Pour protéger les arthropodes non cibles, respecter une zone non traitée de 5 m par rapport a la zone non
cultivée adjacente pour les usages sur "mais".

- SPe 3: Pour protéger les arthropodes non cibles, respecter une zone non traitée de 20 m par rapport & la zone non
cultivée adjacente pour les usages sur "pommier" et "vigne".

- SPe 3: Pour protéger les arthropodes non cibles, respecter une zone non traitée de 50 m par rapport a la zone non
cultivée adjacente pour les usages sur "pécher”.

APACHE EW
AMM n°2170335 Page 6 sur 7
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- SPe 8 : Dangereux pour les abeilles. Pour protéger les abeilles et autres insectes pollinisateurs, ne pas appliquer
durant la floraison et les périodes de production d’exsudat. Ne pas utiliser en présence d'abeilles. Ne pas appliquer

lorsque des adventices en fleur sont présentes.

Exigences complémentaires post-autorisation

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

présente décision pourra étre retirée ou modifiée.

Détail de la demande post autorisation

Délai
(mois)

Récurrence
(mois)

Fournir les résultats de 4 essais résidus confirmatoires sur fruits a pépins réalisés
conformément aux usages autorisés (2 en zone Nord et 2 en zone Sud).

24

Mettre en place un suivi de la résistance a I'abamectine, de Panonychus ulmi et
Tetranychus urticae sur pommier.

Fournir, aux autorités compétentes, toute nouvelle information susceptible de modifier
I'évaluation du risque d’apparition ou de développement de la résistance.

APACHE EW
AMM n°2170335
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Appendix 2 — Copy of the draft product label as proposed by the applicant

Autorisation de Mise sur le Marcheé n : déelivree le
Détenteur AMM : INDUSTRIAS AFRASA 5.4,
Cindad da Sawilla, 53 46988-Pol. Ind. Fusnte dal Jarro PATERNA (Valencia) Espagns

INSECTICIDE — émulsion de type agqueux contenant 18g/l d'abamectin
Usage réserve aux professionnsls

Ce produit est uninsecticida quine persistenine s'accumule sur les végétaux, surle sol et dans l'eau. || Est
obtenu parfermentstion d’'un micro-organisme dusol © Sireplomyces gyemitiiz. || posséde un mode d'action
orginald'od I'sbsenca de résistances croiséas avec les autres insecticides etacaricides. |l agit par ingestion ot
dans une moindre mesure parcontactsurles formesmobiles d'acarens et surles insectes piqueurs. || posséde
une longue persistance d'action.

Il s'amploie aprés misa en suspension danseau. Agiterlagérement enversantle produit dans la cuve.

Les melanges doivent &tre mis en ceuvre conformément 4 la réglementation en vigueur et awx recommandsations
des guides de bonnes pratiques officiels.

Traitar suivant les avis des stafions d'sverfissements agricoles devotre région.

Les limites maximales en résidussontconsultables & I'adresse suivante: hitnJie-phy sgricutture. gouy. fr
Elimination du produit etde l'emballage : Pour lélimination des produits non utiisables, faire appela une
entreprise habilitée pour la collecte et l'eliminstion des produits dangerews. Eliminer les emballages vides via une
collecte organisée parun sarvice de collecte spacifique.

Contient deTabamedin

H202 Nocifen cas d'ingestion

H411 Toxigue pour les organismes aquatigues, entraine des
effets 3 long terme

P102 Tenirhors deportéades enfants

P250 Me pas respirer les vapeurs

ATTENTION P264 Se laverles mains soigneusement aprés manipulation

P270 Me pas manger, boire ou fumer en manipulant le produit

P280 Porterdes gants de protecfion/des vétements de profedion/un équipement de protection des yewsidu
visage

P301+ P212 EN CAS FINGESTION: Appelerun CENTRE ANTIPOISON ouun médecin en cas de malsise
P330 Rincer la bouche

P273 Eviter ke rejetdans Fenvironnement

P391 Recueillirle produit répandu

Respecter les instrucions d'ufilisafion pour éviter les risques pour Fhomme et Penvironnement

SP1 Ne pas polluerl'eau avec ke produitou son emballage (Me pas nettoyer le matériel d'application prés des
ezuxde surface. Eviterla contaminafion via des systémes d'évacustion des esuxa partirdes cours de farme ou
des routes).

SPe3 Pourprotégerles organismes squatiquas respecter une zone non traitée de 20 métres pour les pommiers,
poirers et fruitiers & noysu etde 10 m pourla vigne parrapport aux points d’esu. Les zonesnon traités peuvent
étra réduites si on emploi des équipements de limitation de la dérive.

Délai de rentrée des travailleurs surla parcalle : § heuras aprés ke traitement et & heures en milieu farmea

INDUSTRIAS AFRASAS A Cindzd de Sarillz, 33 4628 5-Pal Ind Foeme del Jarng PATERNA (Valencia) Espagne
N2 d appel centre anti poison - 01 4005 45 45 K% vert Phyi-attitude: 05 00 58 78 87

Conserverhors de [3 poriee des enfants. Conserver 3 Tecant des aliments et boissons v compris Ceux poUr Snimau

REMARQUES : Respecter les usages, doses, condifions et precautions demploi mentionnéss sur lemballage, qui ont te
determinés en fonction des caracieristigues =t des applications pour lesguelles le produit st préconise.

Conduisez, surces bases, ls culture 2t les traitements selon |z bonne pratigus sgricole en tenant compte, sous votre
responsabilite, de tous factewrs particuliers concermant votre exploitation, tels gue la nature du sol, les conditions
métsorologigues, les methodes cultursles, les varigtes vegetsles, |s résistance des especes...

Le tabncant gamntt 13 quateds c&s produts vendus 4ans leurembslisge dongne 3ins) gue leur conformie 3 Fawonsaton d&
mise swr le marche du Ministére de Agriculturs.

La societe ne sera pas responsable des pertes ou des degats oocasionnes par une utilisation non conforme 3 ses
recommandstions. L utiissew sssumetous les risgues associes 3 un tel usage, non conforme 3 ces recommandations.

M DE LOT : voir sur emballage Volume : 1L

Applicant: INDUSTRIAS AFRASA S.A. Evaluator: FRANCE
Date: 15/05/2018
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ABAMECTINE 1.8% EW

Registration Report —

Southern Zone

Cultures & usages

Nb max
application®

Intery. min
entre 2 appl.

(jours)

Dose d emploi

Ia Delai
wvant recolie
[jours)

Fruitiers 3 pepins [pommier, poirier, cognassier,
neflier.. ) : acariens|Terenychus uricae, Panonychus
ulmi)

Traitement des parfies s&riennes avec une bovilliede 750
a 12MUha

]

U3RmaTilha

Foirier - psylle [Cazopsyila pyri]
Traitement des parhpas sEriennes avec uns bowlliede THD
3 1200L'ha

U3RaTIlha

Fruitiers a noyau [abricotier, pecherlnectarinier,
Cerisier, prumier)

Traitement des parties agnennes avec une bouilie de
1000 & 1500Lha

U3 aTao0Lha

Vigne, table : acariens [Teranychus urdcae,
Panonychus ulmi, ini
Traitement des parties aenennes avec une bouillie de
1000 & 1500L7ha

0.2 a 1.2 Lha

Vigne, vinificaion : acariens [Teranychus urdcae,
Panonychus ulmi, imi
Traitement des parties aéniemnes avec une bouillizde 500
4 1000L'ha

FETERE ]

Tomate [cultures sousabn) : acariens [Teranychus
urdeee] et chenilles phytophages (Tu
Traitement des paries aeriennes 0es infeststion avecuns
bouillie de 300 3 1000LTha

Melon, pasteque, potiron et autres cucurbitacees a
peau non comestible [cultures sous abri) : acariens
(Teranychus urdcae) et mouches i.mi ifolii

Traitement des pariies a&riennes des infeststion avecuns

bowilhe de 20 a 10U ha

Mais : acariens [Teranychus urdcae. Panonychus
ulmi)
Traitement des parties agriennes avec une bouilie de
J00-400L ha

0FaTalha

A

FAfin gevierles problemes de résisiance U esfeonsalle dafemer sves dsufres scancides ayant diferenfs mode dachion

Applicant: INDUSTRIAS AFRASA S.A.

Evaluator: FRANCE

Date: 15/05/2018
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Appendix 3 — Letter(s) of Access

Provided

Applicant: INDUSTRIAS AFRASA S.A. Evaluator: FRANCE
Date: 15/05/2018



