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PART A - Risk Management

The company PHYTEUROP has requested marketing authorisation in France for the product SPAHIS JARDIN
(formulation code: 1 90002 01), containing 50 g/kg metaldehyde for use as a molluscicide home garden (non-
professional use).

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 SPAHIS
JARDIN (1 90002 01) where those data have not been considered in the EU peer review process. Otherwise
assessments for the safe use of SPAHIS JARDIN (1 90002 01) have been made using endpoints agreed in the EU
peer review of metaldehyde.

This document describes the specific conditions of use and labelling required for France for the registration of
SPAHIS JARDIN (1 90002 01).

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

Appendix 3 of this document is a copy of the letter(s) of Access.

1 DETAILS OF THE APPLICATION

11 Application background

The present registration report concerns the evaluation of PHYTEUROP’s application to market SPAHIS JARDIN
(1 90002 01) in France as a molluscicide (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 renewal of
authorisation after approval of the active substance of this product in France and in other MSs of the Southern zone.

1.2 Active substance approval

Metaldehyde

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 were as follows :
PART A

Only uses as molluscicide may be authorised.
PART B

For the implementation of the uniform principles as referred to in Article 29(6) of Regulation (EC) No 1107/2009,
the conclusions of the review report on metaldehyde, and in particular Appendices | and 1l thereof, as finalised in
the Standing Committee on the Food Chain and Animal Health on 11 March 2011 shall be taken into account.

In this overall assessment Member States shall pay particular attention to:
—the risk to operators and workers;

—the dietary exposure situation of consumers in view of future revisions of maximum residue levels;

Applicant: PHYTEUROP Evaluator: FRANCE
Date: 2018-07-30
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—the acute risk and long term risk to birds and mammals.
Member States shall ensure that authorisations shall contain an effective dog repellent agent.

Conditions of use shall include risk mitigation measures, where appropriate.

An EFSA conclusion is available (EFSA Journal 2010;8(10):1856).
A Review Report is available (SANCO/10474/2011 final 11 March 2011).

1.3 Regulatory approach

The present application (2014-0119) was evaluated by the French Agency for Food, Environmental and
Occupational Health & Safety (Anses)! in the context of the voluntary zonal procedure for all Member States of the
Southern zone taking into account the worst-case uses (“risk envelope approach”)?. 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.

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

The French Order of 4th May 20172 provides that:

- unless formally stated in the product authorisation, the pre harvest interval (PHI) is at least 3 days;

- unless formally stated in the product authorisation, the minimum buffer zone alongside a water body is 5 metres;

- unless formally stated in the product authorisation, the minimum re-entry period is 6 hours for field uses and 8
hours for indoor uses.

Drift reduction measures such as low-drift nozzles are not considered within the decision-making process in France.

However, 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 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,

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

SANCO document “risk envelope approach”, European Commission (14 March 2011). Guidance document on the preparation and

submission of dossiers for plant protection products according to the “risk envelope approach”; SANCO/11244/2011 rev. 5

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

14 Data protection claims

Where protection for data is being claimed for information supporting registration of SPAHIS JARDIN (1 90002
01), it is indicated in the reference lists in Appendix 1 of the Registration Report, Part B Sections 1-7.

15 Letter(s) of Access
Phyteurop is part of the metaldehyde task force.

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

2.1 Product identity

Product name (code) SPAHIS JARDIN (1 90002 01)

Authorisation number 2010324

Function Molluscicide

Applicant PHYTEUROP

Composition 50 g/kg metaldehyde

Formulation type (code) Granular beat (GB)

Packaging Bags paper / low density polyethylene (450 g, 1 kg, 1,5 kg) with pouring spout
2.2 Classification and labelling

2.2.1  Classification and labelling under Directive 99/45/EC
Not applicable after 1st June 2015.

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

Physical hazards No classification
Health hazards No classification
Environmental No classification
hazards

Hazard pictograms | -

Signal word -

Hazard statements - -

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

Applicant: PHYTEUROP Evaluator: FRANCE
Date: 2018-07-30
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Precautionary For the P phrases, refer to the extant legislation
statements —

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

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

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

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

To protect wild birds and mammals, recover any accidentally spilled product.

2.2.4  Other phrases linked to the preparation

Re-entry period®: not relevant

Pre-harvest interval®:
- Grape : F- Application must be made at growth stage BBCH [57] at the latest

Other mitigation measures:

- Do not store above 40 °C.

- Do not throw in the sink, the gutter or any other water point the unused funds

- Do not leave containers open to pets and avoid applying the product in their presence.

The label may include the following recommendations:

The label must reflect the conditions of authorisation.

8 The legal basis for this is Titre I Article 3 of the French Order of 12 September 2006 concerning the marketing and use of products
encompassed by article L. 253-1 of the rural code [that is, plant protection products/pesticides]

9 According to the French Order of 12 September 2006, PHI cannot be lower than 3 days unless specifically stated in the assessment and
decision.

Applicant: PHYTEUROP Evaluator: FRANCE
Date: 2018-07-30
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2.3

Product uses

Please note: The GAP Table below reports the intended uses proposed by the applicant, and possible extrapolation according to French Order of 26 March 2014 (highlighted in green), evaluated and concluded as safe

uses by France as zZRMS. Those uses are then granted in France.

When the conclusion is “not acceptable”, the intended use is highlighted in grey and the main reason(s) reported in the remarks.

When a use is “acceptable” with GAP restrictions, the modifications of the GAP are in bold.

Use should be crossed out when the applicant no longer supports this use.

GAP rev. 1, date: 2018-07-30

PPP (product name/code) SPAHIS JARDIN (1 90002 01) Formulation type: GB
active substance 1 metaldehyde Conc. of as 1: 50 g/kg
Applicant: PHYTEUROP professional use |
Zone(s): southern non professional use X
Verified by MS: yes
Crop and/ Zone Product F Pests or PHI Remarks:
or situation code G Group of Formulation Application Application rate per (days)
or pests treatment
1 controlled
@) (b) 0} (m)
(©
Type Conc. method rowth number interval k water | kg as/ha
yp 9 9 9
of as kind stage & | min max | between as’hL | L/ha
season applications min
. . (min) . .
(d-f) (i) (f-h) ()] K min min max
max max
50 g/ki . _ Not acceptable
1 Mollusc (5%/0)9 Soil (insufficient number
Potato France | 90002 F (snails and GB metaldeh |@Pplication - 2 7 days / / 0.35 NR of residue trials)
01 slugs) vd (spreading)
50 a/k ) ; Not figceptable
1 Mollusc (5%@9 Soil BBCH 00- (insufficient number
Beetroot | France | 90002 F (snails and GB metaldeh | 2Pplication 15 2 7 days / / 0.35 NR of residue trials)
01 slugs) vd (spreading)
50 a/k ) ; Not _a(_:ceptable
1 Mollusc (5%/0)g Soil BBCH 00- (insufficient number
Maize France | 90002 F (snails and GB metaldeh |@Pplication 15 2 7 days / / 0.35 NR of residue trials)
01 slugs) vd (spreading)

Applicant: PHYTEUROP

Evaluator: FRANCE

Date: 2018-07-30
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Crop and/ Zone Product F Pests or PHI Remarks:
or situation code G Group of Formulation Application Application rate per (days)
or pests treatment
| controlled
@ (b) 0] (m)
(©
Type Conc. method growth number interval kg water | kg as/ha
of as kind stage & | min max between ashL [ L/ha
season applications min
. ; (min) - .
(- @) (f-h) @ () min - min | max
Not acceptable
1 Mollusc 5(()5%/{59 Soil BBCH 00- (insufficient number
Oil seed | France | 90002 | F | (snailsand GB metaldeh |@Pplication 16 2 7 days / / 0.35 NR of residue trials)
01 slugs) vd (spreading)
Cereals _Not _ac_ceptable
50 g/kg . (insufficient number
(wheat, 1 Mollusc 50 Soil ) £ residue trial
barley, | France | 90002 | F | (snailsand | GB métal‘a)eh application BBCZB' 00 2 7 days / /| 035 | NR of residue trials)
oat, rye, 01 slugs) yd (spreading)
triticale)
50 g/kg .
. 1 Mollusc Soil
. 5% . -
Gra[;evm France | 90002 | F | (snailsand GB métalgeh application BBC;;' 09 2 7 days / / 0.35 NR Acceptable
01 slugs) yd (spreading)
Not acceptable
Strasvr\r/]lﬁlrr 1 Mollusc 5(()5‘\3/1 |;9 Soil BECH 00 (insufficient number
Y3 France | 90002 F (snails and GB application 2 7 days / / 0.35 NR of residue trials)
e 01 slugs) metaldeh (spreading) &)
berries g yd P g
Not acceptable
Vegetable 1 Mollusc 5(()5%/{:;9 soil | agen 10. (insufficient number
SCOPS | eronce | 90002 | F | (snails and GB talden | application 2 7 days / / 0.35 NR of residue trials)
(lettuce, 01 slugs) mewaide (spreading) e
cabbage) yd
Not acceptable
Vse%it)a;)bsle ) Molluse 50 g/kg - (insufficient number
. 5% S - f residue trial
(beans, France | 90002 [ F | (snailsand GB métaI(Zi)eh application BBC;; W 2 7 days / / 0.35 NR of residue trials)
peas, 01 slugs) yd (spreading)
pulses)

Applicant: PHYTEUROP

Evaluator: FRANCE
Date: 2018-07-30
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Crop and/ Zone Product F Pests or PHI Remarks:
or situation code G Group of Formulation Application Application rate per (days)
or pests treatment
| controlled
@ (b) 0] (m)
(©
Type Conc. method growth number interval kg water | kg as/ha
of as kind stage & | min max between as’hL | L/ha
season applications min
; min - .
(d-f) 0) (f-h) () K (min) min min max
max max
Not acceptable
1 Mollusc 5?5%/{:;9 Soil (insufficient number
Grassland | France | 90002 | F | (snailsand GB metaldeh |@Pplication / 2 7 days / / 0.35 NR of residue trials)
01 slugs) vd (spreading)
50 g/k .
Ornamen- 1 Mollusc (5%A))g Soil
France | 90002 | F | (snailsand GB application / 2 7 days / / 0.35 NR Acceptable
tal, Turf metaldeh -
01 slugs) yd (spreading)
Remarks: (a) For crops, the EU and Codex classifications (both) should be used; where relevant, the use (i) gl/kgorgll
situation should be described (e.g. fumigation of a structure) (J) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
(b) Outdoor or field use (F), glasshouse application (G) or indoor application (I) Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of
(c) e.g. biting and suckling insects, soil born insects, foliar fungi, weeds application
(d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) (k) The minimum and maximum number of application possible under practical conditions of use
(e) GCPF Codes - GIFAP Technical Monograph No 2, 1989 must be provided
()  All abbreviations used must be explained (I) PHI - minimum pre-harvest interval
(@) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench (m) Remarks may include: Extent of use/economic importance/restrictions

(h) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type of
equipment used must be indicated

Applicant: PHYTEUROP Evaluator: FRANCE
Date: 2018-07-30
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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 product SPAHIS JARDIN (1 90002 01) is a Granular beat (GB) formulation. All studies have been performed
in accordance with the current requirements. The appearance of the product is that of blue granular, with no odour. It
is not explosive, has no oxidising properties and is not auto-flammable up to 423 °C. In aqueous solution (1 %), it
has a pH value around 7.1 at 20.8 °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. The formulation is not classified for the physico-chemical aspect.

The formulation must be stored at temperature below 40°C.

3.1.2  Methods of analysis

Analytical methods for the determination of active substance and its relevant impurity (acetaldehyde) in the
formulation are available and validated.

Analytical methods are available in the monograph (Draft Assessment Report)/this dossier and validated for the
determination of residues of metaldehyde in plants, soil, water (surface and drinking) and air.

To update, post authorisation:

- Provide a validation of the analytical method for the determination of acetaldehyde in the formulation (study
report No. 13-919022-012) at the LOQ < 0.075 g/kg (0.0075 %) must be provided. It should be confirmed that
the relevant impurity acetaldehyde is below 0.075g/kg in the stability studies.

- Provide an analytical method (with a confirmatory method) and its ILV for the determination of metaldehyde
residue in foodstuffs of animal origin according to the EFSA conclusions (EFSA journal 2014 ;12 (5) :3682),
must be provided.

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

3.1.3  Mammalian Toxicology

Endpoints used in risk assessment:

Active Substance metaldehyde
ADI 0.02 mg kg bw/d EU agreed endpoint
ARfD 0.3 mg/kg bw/d EU agreed endpoint
AOEL 0.1 mg/kg bw/d EU agreed endpoint
Dermal Based on an in vitro rat study performed on a similar formulation:
absorption Concentrate (tested) Spray dilution (tested)
50 g/L
In vitro (human) % 0.23 Not relevant
Concentrate Spray dilution
(used in formulation) (used in formulation)
50 g/L
Dermal absorption endpoints % 0.23 Not relevant

3.1.3.1 Acute Toxicity

SPAHIS JARDIN (1 90002 01) containing 50 g/kg metaldehyde has low acute oral, inhalation and dermal toxicity
and is not irritating to the rabbit skin or eyes and is not a skin sensitiser.

Applicant: PHYTEUROP Evaluator: FRANCE
Date: 2018-07-30
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The proposed packaging has been described in sufficient detail, and its compliance can therefore be finalised.
In summary, compliance with the provisions of French Decree No. 2010-1755 of 30 December 2010 and Orders of
30 December 2010 relating to the use of certain plant protection products by non-professional users is considered to
be finalised.

3.1.3.2 Operator Exposure

Summary of critical use patterns (worst cases) :

Application rate Spray
Crop FIGL0 Equipment kg/L product/ha dilution Model
(g as/ha) (L/ha)

Risk envelop F Manually PPP : 0.7 g/ m2 corresponding - UPJ
to 7 kg/ha

(AS :0.35532 g/10m?
corresponding to 355.32 g/ha)

Considering proposed uses, operator (i.e., user — non-professional) systemic exposure was estimated using the
French study 2005 dedicated to amateur use:

_ . % AOEL
Crop Equipment PPE and/or working coverall metaldehyde
Risk Manually No PPE 1.67

envelop

According to the model calculations, it can be concluded that the risk for the operator (i.e., user — non-professional)
using SPAHIS JARDIN (1 90002 01) is acceptable without personal protective equipment.

3.1.3.3 Bystander Exposure

SPAHIS JARDIN (1 90002 01) is a granular bait formulation; no drift is expected. Therefore, bystander exposure
estimation is considered to be not relevant. Moreover, SPAHIS JARDIN (1 90002 01) is intended to be used by
amateurs during home garden application.

3.1.3.4 Worker Exposure

SPAHIS JARDIN (1 90002 01) is intended to be used by amateurs during home garden application. In this case, the
worker is also the operator and, it is concluded that the worker exposure is not exceeding operator exposure. To
conclude, worker exposure is covered by operator exposure. Moreover, SPAHIS JARDIN (1 90002 01) is a granular
bait formulation; no work is expected to be practiced after application. Therefore, worker exposure estimation is
considered to be not relevant.

3.1.3.5 Resident Exposure

Residential exposure was not assessed according to BREAM model because this model is not adapted for this type
of formulation.

Using the reverse reference approach it is possible to calculate the number of SPAHIS JARDIN (1 90002 01) pellets
that, if consumed by an infant would result in an exceedance of the ARfD of 0.3 mg/kg bw/day for metaldehyde.

The reverse reference approach shows that 4 individual pellets are required to achieve an intake of metaldehyde
which would be equivalent to the reference dose.

0 Open field or glasshouse

Applicant: PHYTEUROP Evaluator: FRANCE
Date: 2018-07-30
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It is concluded that there is no unacceptable risk of residential exposure after incidental short-term exposure to
SPAHIS JARDIN (1 90002 01).

3.1.4 Residues and Consumer Exposure

Overall conclusion

The data available are considered sufficient for risk assessment only for grape. No SEU residues trials are available
on cereals and oilseeds therefore, data are not sufficient on those crops. No residues data are available on maize,
beetroot, strawberry, small fruits and berries, potato, lettuce, cabbage, bean, pea, pulses and grassland, therefore
those uses could not be assessed.

An exceedance of the current MRL for metaldehyde as laid down in Reg. (EU) 396/2005 is not expected on
grapevine.

The chronic and the short-term intakes of metaldehyde residues resulting from the intended use on grapevine are
unlikely to present a public health concern.

As far as consumer health protection is concerned, France, as zZRMS, agrees with the authorization of the intended
use on grapevine only, however with a proposed application stage at BBCH .57 instead of 69 initially requested.

According to the available data, no specific mitigation measures should apply.

Data gaps

For several intended uses, residue trials are missing. Therefore, they cannot be considered as fully supported in
France and/or in the Southern zone (see table 8.11-1 below for details).

Summary for metaldehyde

Sample
MRL icri i
Plant sufficient PHI storage p Chronic risk | Acute risk
Use- - . - covered | compliance for for

No.* Crop metabolism residue sufficiently Comments

0. covered? trials? supported? by Reg CONSUMETS -\ - CONSUmers

' ' © | stability | 400/2015 identified? | identified?

data?
1 Beetroot Yes No (0) No / / / /
2 Oil seed Yes No No Yes Yes:NEU |No No
(11 NEU only
0 SEV) SEU : no
data

3 Cereals Yes No No Yes Yes : NEU No No
(Wheat, (16 NEU only
barley, oat, 0 SEV) SEU : no
rye, triticale) data

4 Maize Yes No No / / / /

5 Grapevine Yes Yes grape |Yes grape Yes Yes No No Grapevine only
Strawberry, vine only | vine only (table grapes and
small fruit wine grapes)
and berries

6 Potato Yes No No / / / /

7 Lettuce Yes No No / / / /
cabbage

8 Beans, peas, | Yes No No / / / /
pulses,

Applicant: PHYTEUROP

Evaluator: FRANCE
Date: 2018-07-30
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Sample
MRL ic ri i

Plant sufficient PHI storage ) Chronic risk | Acute risk

Use- - . - covered | compliance for for
- Crop metabolism residue sufficiently Comments
No. covered? trials? supported? by Reg consumers | consumers
: ' PROTEC? | stability | 400/2015 | identified? | identified?
data?
9 Grassland Yes No No / / / /
10 Ornamental, | No human or animal consumption; therefore no residue assessment needed.
Turf

As residues of metaldehyde in grape 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.

Further investigation of residues in rotational crops is not required since grapevine is a permanent crop.

Chronic consumer exposure resulting from the uses proposed in the framework of this application was calculated.
Based on EFSA PRIMo (rev2), chronic and acute exposures were considered as acceptable for all groups of
consumers.

Summary for SPAHIS JARDIN (1 90002 01)

PHI/
PHI for Product Withh_olding PHI for SPAHIS
period* JARDIN (1
code L zZRMS Comments
Crop sufficiently 90002 01) o
P;%F;ﬁissgnft)y supported for | proposed by (if different PHI proposed)
ZRMS
metaldehyde
grapevine | Last application |Yes Last application | As far as consumer health
up to BBH69 , up to BBH57, protection is concerned, France
PHI=F PHI=F agrees with the authorization of
the intended use on grapevine
with a proposed last application
stage at BBCH 57 instead of 69
initially requested

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

Waiting periods before planting succeeding crops

Not relevant

3.1.5 Environmental fate and behaviour

The fate and behaviour in the environment of the formulation have been evaluated according to the requirements of
Regulation (EC) No 1107/2009. Appropriate endpoints from the EU review were used to calculate PECs (predicted
environmental concentrations) 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.

SAPHIS JARDIN (1 90002 01) is a ready-to-use granular formulation for home and gardens. Only the evaluation of
the risk of groundwater contamination is considered relevant in this case. However a complete evaluation has been
provided for the identical preparation EXTRALUGEC and has been reproduced for SAPHIS JARDIN (1 90002 01).

Applicant: PHYTEUROP Evaluator: FRANCE
Date: 2018-07-30
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The PEC of metaldehyde 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 review or agreed in the assessment based on new data provided.

PECsoiL and PECsw Values derived for the active substance are used for the eco-toxicological risk assessment.

PECew Vvalues for metaldehyde 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. However in order to confirm this conclusion, further data on the release rate of the formulated
product are required within 2 years as recommended in EFSA journal (2010).

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

3.1.6  Ecotoxicology

With regard to possible adverse effects on non-target organisms after applications of SAPHIS JARDIN (1 90002 01)
in gardens, a bridging approach was followed. Detailed risk assessments have been conducted for the professional
large scale applications of the similar formulation EXTRALUGEC SR (dRR submitted which covered all the
intended professional and non-professional uses).

The risk assessment for birds and mammals shows that there is no unacceptable acute or reproductive risk to avian
and mammalian species (granivorous and slug-eating birds/mammals) from the application of SAPHIS JARDIN (1
90002 01) to target crops according to the proposed GAP.

The risk assessment for aquatic organisms, honeybees, earthworms and other soil macro-organisms and non-target
plant demonstrated that no unacceptable effects would be anticipated of SAPHIS JARDIN (1 90002 01) according
to the proposed GAP.

3.1.7 Efficacy
Method of Dose of use Max nb of Opinion 0.f France Com_mer.lts (e9.
Crop Pest application (max per appli) | appl. per use for efficacy monitoring ...) /
' section additional demands
All Slugs and Soil application 2
crops snails (spreading) 7 kg/ha (fractionnable) In accordance

Considering the data submitted:

- the efficacy of SAPHIS JARDIN (1 90002 01) is considered as satisfying on the basis of trials on oilseed
rape, winter wheat, spring barley, maize, sunflower, grapevine, potato, lettuce and cabbage against slugs
(Deroceras reticulatum). This large panel of crop is representative of crops diversity, so it is possible to
extrapolate the results to all crops.

- the selectivity of SAPHIS JARDIN (1 90002 01) is considered as satisfying.

- the risk of negative impact (yield, quality, transformation processes, propagation, succeeding crops) is
considered as acceptable.

- therisk of resistance development or appearance is considered low.

1 Guidance document on the assessment of the relevance of metabolites in groundwater of substances regulated under Council directive
91/414/EEC. Sanco/221/2000-rev10-final, 25 February 2003.

Evaluator: FRANCE
Date: 2018-07-30
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3.2 Conclusions arising from French assessment

Taking into account the above assessment, an authorisation can be granted only on grapevine, ornamental and turf
(insufficient number of residue trials for other crops). A copy of the decision issued can be found in Appendix 1.

3.3 Substances of concern for national monitoring

No information stated.

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

No further information is required.

3.4.2  Post-authorisation data requirements
The following data would have been required to update the dossier:

- Provide a validation of the analytical method for the determination of acetaldehyde in the formulation
(study report No. 13-919022-012) at the LOQ < 0.075 g/kg (0.0075 %). It should be confirmed that the relevant
impurity acetaldehyde is below 0.075g/kg in the stability studies.

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: PHYTEUROP Evaluator: FRANCE
Date: 2018-07-30
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Appendix 1 — Copy of the French Decision

E’l '. anses Q

Liberté + Egalité « Fraternité

REPUBLIQUE FRANGAISE

Décision relative a une demande de renouvellement de I'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 législative et
reglementaire,

Vu la demande de renouvellement de l'autorisation de mise sur le marché du produit phytopharmaceutique
SPAHIS JARDIN

de la société PHYTEUROP

enregistrée sous le n°2014-0119
Vu les conclusions de I'évaluation de I'Anses du 11 aoat 2017,
La mise sur le marché du produit phytopharmaceutique désigné ci-aprés est renouvelée en France pour les
usages et dans les conditions précisés dans la présente décision et ses annexes.
La présente décision s'applique sans préjudice des autres dispositions applicables.
Avertissement :

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

SPAHIS JARDIN
AMM n°2010324 Page 1 sur6

Evaluator: FRANCE

Applicant: PHYTEUROP
Date: 2018-07-30
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= N anses {}

Liberté « Egalité « Fraternité
REPUBLIQUE FRANGAISE

Informations générales sur le produit

SPAHIS JARDIN

Noma.dt prodgit TRADIALIM JARDIN
Type dé pl;oduit o ”Deuxi'érrrrlre éaﬁmé 7 7 7
- | PHYTEUROP S ]
Titulaire 55, rue Raspail - CS 80105
92594 Levallois-Perret Cedex
FRANCE
Formulation | Appatgranulé (GB)
Contenant 50 glkg - métaldéhyde
Preditdorrarenee. .= |vomcommewa  exiReuGEGSR
N° AMM 9000753
Numéro d'intrant S sofoud A
Numéro d'AMM 3 " 2010324
Foncton = | Molluscicide
Gamme dusages : Anﬁatéhf/émploi autorisé dans Iesjardi'ns” i

L'échéance de validité de la présente décision est fixée & douze mois a compter de la date d'expiration de
l'approbation de la substance active. A titre indicatif, dans I'état actuel du calendrier d'approbation des
substances actives, I'échéance de l'autorisation est fixée au 31 mai 2022.

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

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

A Maisons-Alfort, le

La directrice générale délé
30 JUIL, 2018 en charge du pale des produits réggﬂ:;entés

Frangoise WEBER

SPAHIS JARDIN
AMM n°2010324 Page 2 sur 6

Evaluator: FRANCE
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Liberté + Egalité « Fraternité

REPUBLIQUE FRANGAISE

ANNEXE | : Modalités d'autorisation du produit

F\/ente et distribution

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

Emballage Contenance

Sacs en papier / polyéthyléne basse densité avec bec 450 g; 1kg: 15 kg

La classification retenue est la suivante :
Sans classement.

verseur
" : S|

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.

SPAHIS JARDIN
AMM n°2010324 Page 3 sur 6

Applicant: PHYTEUROP
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E«, .. anses \:}

Liberté « Egalité « Fraternité

REPUBLIQUE FRANGAISE

Conditions d'emploi du produit

Stockage et manipulation du produit

- Ne pas stocker le produit dans un local ou la température peut dépasser 40°C.

Délai de rentrée en application de I'arrété du 4 mai 2017 :
- Non applicable.

Respect des limites maximales de résidus (LMR)

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

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

Protection de I'eau
- Ne pas rejeter dans I'évier, le caniveau ou tout autre point d'eau les fonds de bidon non utilisés.

Protection de la faune
- Pour protéger les oiseaux et les mammiféres sauvages, récupérer tout produit accidentellement répandu.

- Ne pas laisser les contenants accessibles aux animaux domestiques et éviter toute application du produit en leur
présence.

Le produit peut étre utilisé sur les usages autorisés, y compris sur les cultures qui seraient exclues de la
portée par la présente décision, conformément aux conditions d’emploi antérieures pendant une période de 6

mois.

Exigences complémentaires post-autorisation
A défaut de transmission de ces données dans les délais impartis & compter de la date de la présente décision, la
présente décision pourra étre retirée ou modifiée.

s s O ST Délai Récurrence
Détan! de la demande post autorisation (mois) | (mois)

Fournir une validation de la méthode analytique pour la détermination de ‘
I'acétaldéhyde dans la formulation (rapport d'étude No. 13-919022-012) & une LOQ 24 |
< 0,075 g/kg (0,0075 %) afin de confirmer que l'impureté pertinente acétaldéhyde )
est inférieure a 0,075 g/kg dans les études de stabilité. '

SPAHIS JARDIN

AMM n°2010324 Page 6 sur 6

Evaluator: FRANCE

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

ANTI-LIMACES

Des cultures légumieres et

ornementales

& lo
COMNERDAL es d'emplol

1

DETENTEUR DE LAMN
Fénode ostmale
TYPE d'ACTION Pésiode fawrats
ULATION B
At 2 e tecric) Les taitsments 2o forl an prévvantl o0 &0 curstl 463 Fagpason des praminss dbgis Adn de
Crgarems Ty oaankl ure effcacls optmaie, Il est recommands mﬂur_SPMtS JWN’ 8 la doen de 70
Cutee it Dose Sasciicaton DAR INT | 900 m* s0it 30 & 36 granulds par . En cas de pression plus faible, '3 dooe post dbe
. neigibie L3 ari 3 50 9"100 m* comespondant & 20 4 25 granakds par m*,
Tratements Epsncre réguidrement les gramuiés sur 4 5ol Ne pas fare de tas Réaliser le ralement de
genbrax( | mobieques, | g oy 2 Jjowrs | 5métes | préfirence i ok, enrés aITCsE0R ou Par teps hamide
Yabmentdy | escargols SPAHIS JARDIN conent un amémsant et us répebsl B rdpont aux exgencas schusles de
| L] sdours en diminuant ke dsqus de ccnsommation par fes arinaur.
o Limdes madmales de rdsidus . o mporsr awx LNR définks au oiveau de [Lhios . -
Ewrapéenns, consdtables 8 Madresse | Précautions a prendre
Mg Nec eunipa eufianco_pasticidesizublcinde coim o Dangeveuss post s chisns ey 93 chas

o Logmélanges doivest dtre mis 8 cruwe coofonmemant 3 B régementaton enVigEel. L consan un addil dimingast e fieque de coasemmetion peur ks chisns et k63 chats
durart une période brés limidhe apris fousirtirg Ze3 embalages

SPAHIS JARDIN o Ne pas applguer s des légumes aedis 3 dbe ¢
B o Bien reh Tembalage aprés
Sans classamant « Conserver |e prodeit 3 Tacan des sbments o1 Bolss0ns y oomprs one pour anima, o
P12 Tear hers de ponde des anfasts, irmoeuowmumam ; L
8 # dane 500 0. Lo stockny ]
P270 Ne pas manger, dokre 04 fomer en marspelant ce prodult . d:'::’. lcu'uweﬂewo.‘u(n BN AT Sripn L
P21 USiser sadsmert an phsin & 0u dans un endecit bien vaniié
) . smbatnge - i Elimination ds produt et de Femballage :
o ;“ml;‘mw:::m‘:wagm la N'ﬁ-f : ') g: n—d o Embaitage wide : rdamplol interdit. Blen vider lerrbalage lors de la dermidos utieation
devacustion das saucx & pard des Cowes 4 Teme 00 063 roues ) 2 o Ehiminer les embalages. awac cu sans rebquat cé produll, dans use déchederie.
: Premiers solns ;
EUHH01 Respectnz s insuctons dublization pour &vier les deques powr 18 6308 | o Epypsr immadiatament les vitements contaminés pis b proAst
humiing ot femirormement »  Apeds inhalaton - Domer de (o rals
o Apeis conlact awec §8 peas: Laver immidienment of sbondamment & feav of
i ndin e « Apeés corfact dvec les yeex @ Rincer les youx pendant plisiswrs minules, sous Feau
Déefingtion ot mode d'action courarle e Scartant bion 163 paspnss.

SPAHIS JARDIN tirant 5% de métakithyde est un appdt gracuié ardimaces prdl & Fampll s Ingestion : Rinzes la bouche A Fesu. Ne pas faire vomk

& kongus dute <'acton, Lo métaldiyde provogue Une deeucton imverstie des celliles Cam‘gu Jos cas, & e symeimas persisient ou on €35 08 malaise, Corsulier un médecn
mugueuse [lube digestl, pied, .| QUi enraing 8 mor rapids dos molusques. Sa allui prissenter T26quede 905 18 fihe do Boméss de sécuntl

VAR ] coaflon Whe BR6 HOrie ShARICY & (RGN ot DU S hore L3 fiche de donedes do sécwté peut ée chienue Qrstuibsment sar Iskemed & adecse
riguiarité depandage. UTise sir calires legamidres et omemertsies, SPAHIS JARDIN sufvanie ; www auickids.com

9% 5ur los Imaces grses, rouges ou noiras, ot les uscangols par contact &t ngeston.

-

e

- AR @ @ Poids net : 1 kg

Distribué par: PHYTEUROP ~ 53, rue Raspail - 92584 Levallois-Perret Cedex

Tel.: 01475877 27 - Fax - 01 47 37 54 52

Applicant: PHYTEUROP Evaluator: FRANCE
Date: 2018-07-30
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Appendix 3 — Letter(s) of Access

Not applicable.

Applicant: PHYTEUROP Evaluator: FRANCE
Date: 2018-07-30



