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SUMMARY

According to Article 6(2) of Regulation (EC) No 396/2005, The United Kingdom received an
application from the company Syngenta Crop Protection UK Ltd to modify the existing
MRLs of mandipropamid in red mustard, leaves and sprouts of Brassica spp, spinach,
purslane and beet leaves (chard). The applicant proposes to raise the existing MRLs, which
are currently set at the analytical limit of quantification of 0.01 mg/kg, to 10 mg/kg. The
subsequent evaluation report drafted by The United Kingdom was forwarded to EFSA on 26
September 2008 according to Article 9 of the Regulation. On 18 December 2008 EFSA noted
that the Good Agricultural Practices (GAP) for mandipropamid in leafy vegetables were not
properly reported. Updated GAPs were submitted by The United Kingdom on 23 December
2008.

Based on the evaluation report and the Draft Assessment Report (DAR) prepared by the
Rapporteur Member State (RMS) Austria under Directive 91/414/EEC, EFSA derives the
following conclusions regarding the application. As the DAR has not yet been fully peer
reviewed by EFSA at this stage, conclusions reached in this reasoned opinion are temporary
and might be reconsidered after finalization of the peer review.

Metabolism of mandipropamid was investigated for foliar applications close to the harvest in
lettuce, tomatoes, grapes and potatoes. Three different crop groups are covered by the
available studies but a general residue definition for all plant commodities could not be
proposed because the metabolite (4-chlorophenyl)(prop-2-yn-1-yloxy)acetic acid was found
at significant levels in potatoes only (>10% of the TRR). Awaiting the peer review to be
finalised on this issue, it is proposed in the framework of this application to define the
relevant residue in leafy vegetables as mandipropamid based on the lettuce metabolism study.
An analytical method for enforcement of mandipropamid in leafy vegetables is available.

A sufficient amount of supervised residues trials on lettuce was submitted and considering the
comparability of the GAPs, these trials can be extrapolated to red mustard, leaves and sprouts
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of Brassica spp, spinach, purslane and beet leaves (chard). Although an MRL of 7 mg/kg
would be sufficient to cover the reported uses, EFSA also took into consideration the MRL
classes that are currently used by risk managers for the MRL setting. Consequently, it is
acceptable to set the MRL at 10 mg/kg for the fore mentioned crops.

The possible occurrence of mandipropamid residues in rotational crops was also investigated.
It was concluded that the nature of residues in rotational crops and primary crops is expected
to be similar but significant residue levels in rotational crops (exceeding 0.01 mg/kg) will not
occur provided that the active substance is applied according to the proposed GAP.

Residues in commodities of animal origin were not assessed in the framework of this
application considering that the crops under evaluation are usually not fed to livestock.

Finally, chronic intake calculations were performed considering the new proposed MRLs as
well as all the existing MRLs for the active substance. The calculations are based on revision
2 of the EFSA PRIMo and no chronic intake concerns were identified for all available
European diets. Acute intake calculations were not undertaken due to the low acute toxicity of
the active substance.

EFSA recommendations resulting from the assessment are summarized in the table below.

Table 5-1. Overview of the proposed EC MRLs

Commodity Existing Proposed Justification for the proposal

EC MRL EC MRL
(mg/kg) (mg/kg)

Residue definition for enforcement: mandipropamid

Red mustard 0.01* 10 The proposed MRLs are fully supported by

Leaves and sprouts of 0.01* 10 data and no risk for consumers was

. identified.

Brassica spp

Spinach 0.01* 10

Purslane 0.01* 10

Beet leaves (chard) 0.01* 10

(*): Indicates that the MRL is set at the limit of analytical quantification.

Key words: mandipropamid, leafy vegetables, MRL application, Regulation (EC) No
396/2005, amide fungicides
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BACKGROUND

Regulation (EC) No 396/2005 establishes the rules governing the setting of pesticide MRLs at
Community level. Article 6 of that regulation lays down that a party requesting an
authorisation for the use of a plant protection product in accordance with Directive
91/414/EEC, shall submit to a Member State, when appropriate, an application to set or
modify an MRL in accordance with the provisions of Article 7 of that regulation.

In particular, The United Kingdom, hereafter referred to as the Evaluating Member State
(EMS), received from the company Syngenta Crop Protection UK Ltd?> an application to
modify the existing MRL for the active substance mandipropamid in several leafy vegetables.
This application was notified to the European Commission and EFSA and subsequently
evaluated by the EMS in accordance with Article 8 of the Regulation.

After completion, the evaluation report of the EMS was submitted to the European
Commission who forwarded the application, the evaluation report and the supporting dossier
to EFSA on 26 September 2008. The application was included in the EFSA Register of
Question with the reference number EFSA-Q-2008-734 and the following subject:

Mandipropamid — Application to modify the existing MRLs for mandipropamid in red
mustard from 0.01* mg/kg to 10 mg/kg, in leaves and sprouts of Brassica spp from 0.01*
mg/kg to 10 mg/kg, in spinach from 0.01* mg/kg to 10 mg/kg, in purslane from 0.01* mg/kg to
10 mg/kg and in beet leaves (chard) from 0.01* mg/kg to 10 mg/kg.

EFSA finally proceeded with the assessment of the application as required by Article 10 of
the Regulation but on 18 December 2008 EFSA noted that the good agricultural practices for
mandipropamid in leafy vegetables were not properly reported which prevented EFSA to
conclude on the consumer risk assessment. The updated good agricultural practices were
submitted by the EMS on 23 December 2008.

TERMS OF REFERENCE

According to Article 10 of Regulation (EC) No 396/2005, EFSA shall, based on the
evaluation report provided by the Evaluating Member State, provide a reasoned opinion on
the risks to the consumer associated with the application. Particular attention shall be given to
the requirements set out in that Article.

According to Article 11 of that Regulation, the reasoned opinion shall be provided as soon as
possible and at the latest within 3 months from the data of receipt of the application. Where
EFSA requests supplementary information, the time limit laid down shall be suspended until
that information has been provided.

In this particular case the calculated deadline for providing the reasoned opinion is 31
December 2008.

2 Syngenta Crop Protection UK Ltd, CB224QT Whittlesford, Cambridgeshire, The United Kingdom

EFSA Scientific Report (2009) 229, 4-25



~..efsam

European Food Safty Authority Modification of the existing MRLs for mandipropamid in leafy vegetables

THE ACTIVE SUBSTANCE AND ITS USE PATTERN

Mandipropamid is the ISO common name for (RS)-2-(4-chlorophenyl)-N-[3-methoxy-4-
(prop-2-ynyloxy)phenethyl]-2-(prop-2-ynyloxy)acetamide (IUPAC).
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Mandipropamid belongs to the class of amide fungicides. The active substance is effective
against most foliar Oomycete pathogens and is highly active against spore germination. It also
inhibits mycelial growth and sporulation. The effect is presumably obtained by interfering
with the biosynthesis of phospholipids.

Mandipropamid is being evaluated in the framework of Directive 91/414/EEC as a new active
substance with Austria being the designated Rapporteur Member State (RMS). The
representative uses supported for the peer review process are foliar applications on potato,
tomato, melon, cucumber, lettuce and vines. Both indoor and outdoor applications close to the
harvest are supported. The peer review for this active substance is however not yet finalised
by EFSA and a decision on inclusion of the active substance in Annex | of the Directive is not
yet taken.

Awaiting the final decision on the Annex I inclusion of the active substance, provisional
authorisations for mandipropamid in several fruit and vegetable crops have already been
issued by some Member States and temporary EC MRLs accommodating for these
provisional authorisations have been set by Regulation (EC) No 839/2008, which entered into
force on 01 September 2008 (Appendix B).

The United Kingdom now considers authorizing new uses for mandipropamid in lettuce,
scarole, rocket (rucola), red mustard, leaves and sprouts of Brassica spp, spinach, purslane
and beet leaves (chard). Considering that MRLs of 10 mg/kg are already set for lettuce,
scarole and rocket, only a modification of the existing MRLs for the remaining crops from
0.01* mg/kg to 10 mg/kg is requested. A detailed overview of the proposed GAPs is available
in Appendix A to this document. It concerns foliar applications, both indoor and outdoor, at
an application rate of 0.15 kg a.i./ha. The treatments are performed close to the harvest with a
PHI of 7 days.

In support of the MRL application an evaluation report has been submitted by The United
Kingdom. EFSA also relied on the DAR prepared by Austria under Directive 91/414/EEC. As
the DAR has not yet been fully peer reviewed by EFSA at this stage, conclusions reached in
this reasoned opinion are temporary and might be reconsidered after finalization of the peer
review.

EFSA Scientific Report (2009) 229, 5-25
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Assessment
1. Methods of analysis
1.1. Methods for enforcement of residues in food of plant origin

The availability of an analytical method for enforcement of mandipropamid residues was not
addressed by The United Kingdom in its evaluation report.

According to the DAR prepared by Austria (2006) an analytical method for enforcement of
mandipropamid is reported and sufficiently validated for matrices with a high content of
water, acid or oil as well as for dry commodities. The analytical method uses liquid
chromatography with detection by double mass spectrometry and a LOQ of 0.01 mg/kg was
derived for all commodities. An independent laboratory validation of the analytical method is
also available and the applicability of the German multi-residue method (S19) was
demonstrated.

Considering that all crops supported in the framework of this application belong to the group
of commodities with high water content, it is possible to enforce mandipropamid in these
crops with a LOQ of 0.01 mg/kg.

1.2. Methods for enforcement of residues in food of animal origin

The availability of an analytical method for enforcement of residues in food of animal origin
was not considered in the framework of this application. The crops under evaluation are
usually not fed to animals and residues in animal commodities resulting from the proposed
GAPs are therefore not expected.

2. Mammalian toxicology

The toxicological properties of mandipropamid have been evaluated in the DAR prepared
under Directive 91/414/EEC (Austria, 2006) and reference values have been derived.
Awaiting the peer review to be finalised by EFSA, it is proposed to rely on the conclusions of
the RMS. The reference values derived by Austria are summarized in the table below.

Table 2-1. Overview of the toxicological reference values

Source Year Value Study relied upon Safety
(mg/kg bw/d) factor
ADI DAR 2006 0.03 104-week rat study 100
ARfD DAR 2006 n.n. -

n.n.: not necessary

EFSA Scientific Report (2009) 229, 6-25
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3. Residues
3.1. Nature and magnitude of residues in plant

3.1.1. Primary crops

3.1.1.1. Nature of residues

Plant metabolism studies have been provided with foliar applications of mandipropamid in
grapes, lettuce, potatoes and tomatoes (Austria, 2006). Apart from the tomato study, the test
substance has been labelled with a radioactive marker both on the chlorophenyl and the
methoxyphenyl moiety.

Parent mandipropamid is the major component found in most metabolism studies and the
number of different metabolites depends on the length of the time between application and
harvest of the crops. When this time period is short, as for lettuce and tomatoes,
mandipropamid is the main compound identified (up to 93.5% TRR). Other metabolites are
also identified, but they are present at low levels and chemical structures were found to be
similar to that of mandipropamid. Longer intervals between application and harvest were
investigated in the grape and potato metabolism studies where a more extensive metabolism
took place. In grapes, mandipropamid levels in the fruit samples decreased from 80% TRR at
a 0 day PHI to 59% TRR at a 28 days PHI. Nevertheless, unchanged mandipropamid
remained the major component in grapes and other metabolites, none of which exceeded 5%
TRR or 0.05 mg/kg, were identified as being more polar than the parent molecule.

In potatoes however significant levels of unchanged parent compound were only identified in
the foliage. Levels of parent mandipropamid in potato peel are very low and it is not even
detectable in flesh. On the other hand, the metabolite (4-chlorophenyl)(prop-2-yn-1-
yloxy)acetic acid (IUPAC) was detected at a level of 10.1% TRR in flesh and 14.2% in peel,
representing 0.0042 and 0.006 mg mandipropamid-equiv/kg. It is proposed by Austria not to
include this metabolite in the residue definition considering that it is present at very low
levels only and that it was not identified in any other plant metabolism study. But still,
quantifiable levels have been identified in two supervised residues trials and questions
regarding this metabolite have been raised in the framework of the peer review, both by
EFSA and other commenting Member States.

It is proposed to define the relevant residue for enforcement and risk assessment in the
framework of this application as the parent compound only. Awaiting the peer review of
mandipropamid to be finalised, this residue definition is only applied to leafy vegetables
based on the lettuce metabolism study.

An analytical method is available for enforcement of the parent compound in the crops under
consideration for this application (see also section 1.1).

3.1.1.2. Magnitude of residues

A total of 16 supervised residues trials performed on different lettuce varieties, including
open leaf varieties, are reported in the evaluation report of The United Kingdom (2008). 8
outdoor trials, complying with the proposed outdoor GAP, have been performed on different
locations in the northern European region while 8 indoor trials, complying with the proposed

EFSA Scientific Report (2009) 229, 7-25
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indoor GAP, have been performed on different locations in the northern and southern
European region. All trials were performed over 2 years. The residue levels measured in the
indoor residue trials are generally higher than the levels measured in the outdoor trials.
Consequently, MRL proposals and risk assessment values are derived from the indoor trials.
As the proposed GAP is the same for all crops supported in the framework of this application,
findings for lettuce can be extrapolated to all the leafy crops under consideration.

According to the DAR (Austria, 2008) storage stability of mandipropamid residues has been
demonstrated for a period of 12 months at -18°C in commodities with high content of water,
acid and oil as well as dry commodities. This was considered sufficient by the RMS for
assessment of the available residues trials on lettuce.

The analytical method used in these residues trials was also demonstrated to be valid (Austria,
2006).

The results of the residues trials, as well as the derived MRL proposals and risk assessment
values, are summarized in Table 3-1. The MRL proposals were derived using the statistical
methodologies agreed at European level. Although an MRL of 7 mg/kg would be sufficient to
cover the uses reported by the EMS, EFSA also took into consideration the MRL classes that
are currently used by risk managers for the MRL setting. Consequently, it is concluded that
for lettuce, scarole and rocket the existing MRL of 10 mg/kg is confirmed while for the
remaining crops under evaluation the MRL of 0.01* mg/kg can be raised to 10 mg/kg.

3.1.1.3. Effect of industrial processing and/or household preparation

From the crops under consideration it is assumed that lettuce, rocket, red mustard and leaves
and sprouts of Brassica spp. are usually eaten raw as salad plants. Processing studies for these
crops are therefore not required.

Scarole, spinach, purslane and beet leaves on the other hand are often cooked or canned,
processes that might alter the nature of the residue. Moreover, it is noted that spinach in
particular has a significant contribution to the exposure of French toddlers to mandipropamid
residues. A study investigating the effect of processing on the nature of residues is reported in
the DAR (Austria, 2006). Buffer solutions spiked with mandipropamid, labelled on both the
chlorophenyl and the methoxyphenyl moiety, were subject to conditions simulating
sterilisation (20 min at 120°C, pH6), baking (60 min at 100°C, pH5) and pasteurisation (20
min at 90°C, pH4). In all cases, radioactivity recovered was proven to be unchanged parent
compound. A change in the nature of residues after industrial or household processing is
therefore not expected.

Studies investigating the effect of processing on the magnitude of residues in these
commodities are not available. Considering however that degradation of the compound does
not occur, concentration of mandipropamid in the final processed commodities might be
expected. From a risk assessment point of view, this is not of concern as the intake
calculations are performed based on the consumption of the raw agricultural commodity but
from a risk management point of view there might be the wish to enforce mandipropamid in
the processed commaodities available on the market (e.g. canned spinach). If that would be the
case, studies allowing the setting of the appropriate processing factors should be submitted.

EFSA Scientific Report (2009) 229, 8-25



~..efsam

European Food Safety Autharity

Modification of the existing MRLs for mandipropamid in leafy vegetables

Table 3-1. Overview of the available residues trials data

Spinach
Purslane
Beet leaves (chard)

Commodity Regio | Outdoor Individual trial results (mg/kg) STMR HR MRL Median Comments
n@ | /indoor (mg/kg) | (mg/kg) | proposa | CF©@
b
Enforcement Risk assessment ® © '
(mg/kg)
Residue definition for enforcement and risk assessment: mandipropamid
Lettuce NEU Outdoor 0.11; 0.27; 0.43; 0.11; 0.27; 0.43; 0.48 1.6 3 1.0 Trials were performed
Scarole 0.47;0.50; 1.2; 1.3; 0.47;0.50; 1.2; 1.3; on lettuce but can be
Rocket (rucola) 1.6 1.6 extrapolated to all
Red mustard EU | Indoor | 093;13;18;25 | 093;13;18:25; 28 33 10 1.0 proposed crops as the
Leaves and sprouts 30:3.2°3.2: 3.3 3.0:3.2°3.233 7 GAPs are similar.
of Brassica spp T Em e T e (or7)

MRL proposal and risk
assessment values are
based on the indoor
use, considering that it
is the most critical
(indicated in bold).

Rmax = 5.402

Rper = 6.400

(a): NEU, SEU, EU or Import (country code). In the case of indoor uses there is no necessity to differentiate between NEU and SEU.

(b): Median value of the individual trial results according to the enforcement residue definition.
(c): Highest value of the individual trial results according to the enforcement residue definition.
(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual conversion factors for each residues trial.
(*): Indicates that the MRL is set at the limit of analytical quantification.

EFSA Scientific Report (2009) 229, 9-25
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3.1.2. Rotational crops

3.1.2.1. Preliminary considerations

All crops supported in the framework of this application might be grown in rotation with
other crops. In particular for this type of leafy vegetables, crops might be rotated over very
short time frames. As a DTg value of mandipropamid, based on an aerobic field study,
amounts to 240 days (Austria, 2006), investigation of residues in rotational crops is required.

3.1.2.2. Nature of residues

Confined rotational crop studies are reported in the DAR (Austria, 2006). Mandipropamid
was applied to bare soil at a rate of 900 g a.i./ha and lettuce, radish and wheat were planted
into the treated soil plots at plant intervals of 29, 58, 120 and 365 days. Studies were
performed using **C-mandipropamid marked on the chlorophenyl moiety or on the
methoxyphenyl moiety.

Uptake of residues in rotational crops was low, except for wheat straw where higher TRR
levels were observed. In all cases unchanged mandipropamid was found to be the main
constituent of the residue. Two other metabolites were also found in minor amounts but both
were already identified in the primary crop metabolism. High amounts of unextractable
residues were also observed, in particular in wheat grain and wheat straw where unextracted
residues amounted respectively to 95% and 77% of the TRR. Further investigation of these
unextracted residues demonstrated however that in grains unextracted radioactivity was
mainly associated with proteins, cellulose and starch while in straw radioactivity was partially
incorporated in glucose, pectin and lignin. Also in grains a large portion of the unextractable
residues was found to be highly polar, probably having undergone some significant
metabolisation.

Based on the available studies it is concluded that metabolism in rotational crops is similar to
the one observed in primary crops. The same residue definition as for the primary crops can
therefore be applied, being the mandipropamid only.

3.1.2.3. Magnitude of residues

The confined rotational crop study was performed on bare soil with an application rate of 900
g a.i./ha. According to these application conditions, levels of mandipropamid exceeding the
enforcement LOQ of 0.01 mg/kg are only expected in wheat straw at plant back intervals of
29 and 58 days. Considering that application rates proposed in the framework of this
application are significantly lower and that a part of the applied substance is intercepted by
the treated crop, it is concluded that significant residue levels in rotation crops are not
expected provided that mandipropamid is applied according to the proposed GAPs.

3.2. Nature and magnitude of residues in livestock

Occurrence of mandipropamid residues in food of animal origin was not further considered in
the framework of this application. The crops under evaluation are usually not fed to animals
and residues in animal commodities resulting from the reported GAPs are therefore not
expected.

EFSA Scientific Report (2009) 229, 10-25
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4. Consumer risk assessment

Chronic intake calculations considering the MRLs proposed for the crops under consideration
were performed using revision 2 of the EFSA PRIMo. Acute intake calculations were not
conducted because an ARfD for mandipropamid was not deemed necessary.

The input values for the several crops under assessment for this application are summarized in
Table 4-1. For all remaining commodities EFSA has no data on the registered uses and
STMRs. Exposure calculations have therefore been conducted using the existing MRLs as
input values (Appendix B). Considering that the residue definitions for enforcement and risk
assessment are the same, this approach is expected to overestimate real exposure to
mandipropamid residues.

The results of the chronic intake calculations are reported in Appendix C to this document.
Intake calculations for all European diets resulted in a chronic exposure not higher than 35%
of the ADI.

Table 4-1. Input values for the consumer risk assessment

Commodity Chronic risk assessment Acute risk assessment
Input value Comment Input value Comment
(mg/kg) (mg/kg)

Residue definition for risk assessment: mandipropamid

Lettuce 2.8 STMR n.n. n.n.
Scarole 2.8 STMR n.n. n.n.
Rocket (rucola) 2.8 STMR n.n. n.n.
Red mustard 2.8 STMR n.n. n.n.
Leaves and sprouts of 2.8 STMR n.n. n.n.

Brassica spp

Spinach 2.8 STMR n.n. n.n.
Purslane 2.8 STMR n.n. n.n.
Beet leaves (chard) 2.8 STMR n.n. n.n.

n.n. not necessary

EFSA Scientific Report (2009) 229, 11-25
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CONCLUSIONS AND RECOMMENDATIONS

According to Article 6(2) of Regulation (EC) No 396/2005, The United Kingdom received an
application from the company Syngenta Crop Protection UK Ltd to modify the existing
MRLs of mandipropamid in red mustard, leaves and sprouts of Brassica spp, spinach,
purslane and beet leaves (chard). The applicant proposes to raise the existing MRLs, which
are currently set at the analytical limit of quantification of 0.01 mg/kg, to 10 mg/kg. The
subsequent evaluation report drafted by The United Kingdom was forwarded to EFSA on 26
September 2008 according to Article 9 of the Regulation. On 18 December 2008 EFSA noted
that the Good Agricultural Practices (GAP) for mandipropamid in leafy vegetables were not
properly reported. Updated GAPs were submitted by The United Kingdom on 23 December
2008.

Based on the evaluation report and the Draft Assessment Report (DAR) prepared by the
Rapporteur Member State (RMS) Austria under Directive 91/414/EEC, EFSA derives the
following conclusions regarding the application. As the DAR has not yet been fully peer
reviewed by EFSA at this stage, conclusions reached in this reasoned opinion are temporary
and might be reconsidered after finalization of the peer review.

Metabolism of mandipropamid was investigated for foliar applications close to the harvest in
lettuce, tomatoes, grapes and potatoes. Three different crop groups are covered by the
available studies but a general residue definition for all plant commodities could not be
proposed because the metabolite (4-chlorophenyl)(prop-2-yn-1-yloxy)acetic acid was found
at significant levels in potatoes only (>10% of the TRR). Awaiting the peer review to be
finalised on this issue, it is proposed in the framework of this application to define the
relevant residue in leafy vegetables as mandipropamid based on the lettuce metabolism study.
An analytical method for enforcement of mandipropamid in leafy vegetables is available.

A sufficient amount of supervised residues trials on lettuce was submitted and considering the
comparability of the GAPs, these trials can be extrapolated to red mustard, leaves and sprouts
of Brassica spp, spinach, purslane and beet leaves (chard). Although an MRL of 7 mg/kg
would be sufficient to cover the reported uses, EFSA also took into consideration the MRL
classes that are currently used by risk managers for the MRL setting. Consequently, it is
acceptable to set the MRL at 10 mg/kg for the fore mentioned crops.

The possible occurrence of mandipropamid residues in rotational crops was also investigated.
It was concluded that the nature of residues in rotational crops and primary crops is expected
to be similar but significant residue levels in rotational crops (exceeding 0.01 mg/kg) will not
occur provided that the active substance is applied according to the proposed GAP.

Residues in commodities of animal origin were not assessed in the framework of this
application considering that the crops under evaluation are usually not fed to livestock.

Finally, chronic intake calculations were performed considering the new proposed MRLs as
well as all the existing MRLs for the active substance. The calculations are based on revision
2 of the EFSA PRIMo and no chronic intake concerns were identified for all available
European diets. Acute intake calculations were not undertaken due to the low acute toxicity of
the active substance.

EFSA recommendations resulting from the assessment are summarized in the table below.

EFSA Scientific Report (2009) 229, 12-25
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Table 5-1. Overview of the proposed EC MRLs

Commodity Existing Proposed Justification for the proposal

EC MRL EC MRL
(mg/kg) (mg/kg)

Residue definition for enforcement: mandipropamid

Red mustard 0.01* 10 The proposed MRLs are fully supported by

Leaves and sprouts of 0.01* 10 data and no risk for consumers was

. identified.

Brassica spp

Spinach 0.01* 10

Purslane 0.01* 10

Beet leaves (chard) 0.01* 10

(*): Indicates that the MRL is set at the limit of analytical quantification.

REFERENCES

Austria, 2006. Draft Assessment Report prepared under Directive 91/414/EEC.

The United Kingdom, 2008. Request for a change to an EC definitive MRL for
mandipropamid in leafy vegetables and herbs prepared under Regulation (EC) No

396/2005.
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APPENDIX A — GOOD AGRICULTURAL PRACTICES (GAPS)

Crop and/ | Member
or situation | State or
Country

(@)

Product
name

Pests or
Group of
pests
controlled

(©

Formulation

PHI Remarks:
Application Application rate per treatment (days)

0] (m)

Type | Conc.

of as

(d-f) 0]

metho
d
kind

(-h)

growth number interval kg as/hL | water L/ha | kg as/ha
stage & min  max between
season application [ min max [ min max [ min max

@ () s (min)

0251020 EU
Lettuce (N+S)

0251030
Scarole
(broad-leaf
endive)

0251060
Rocket,
Rucola

0251070
Red
mustard

0251080
Leaves
and
sprouts of
Brassica

sSpp

Revus

Bremia
lactucae

SC 250

Foliar
spray

From 2 7 0.015 - 400-1000 0.15 7 Spraying from
beginning of 0.0375 April until
infection October

0251020 EU
Lettuce (N+S)

0251030
Scarole
(broad-leaf
endive)

0251060
Rocket,
Rucola

Revus

Bremia
lactucae

SC 250

Foliar
spray

From 1 0.015 - 400-1000 0.15 7
beginning of 0.0375
infection
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Crop and/
or situation

(@)

Member
State or
Country

Product
name

-2 6m

(b)

Pests or
Group of
pests
controlled

(©

Formulation

Application

Application rate per treatment

Type
of as

(d-f) 0]

Conc.

metho
kind

(-h)

growth
stage &
season

0]

number
min  max

(k)

interval
between

application
s (min)

kg as/hL | water L/ha | kg as/ha

min max min max | min max

PHI
(days)

0]

Remarks:

(m)

0251070
Red
mustard

0251080
Leaves
and
sprouts of
Brassica

Spp

0252010
Spinach

0252020
Purslane

0252030
Beet
leaves
(chard)

EU
(N+S)

Revus

Bremia
lactucae

SC 250

Foliar
spray

From

beginning of
infection

0.015 -
0.0375

400-1000 0.15

Spraying from
April until
October

0252010
Spinach

0252020
Purslane

0252030
Beet
leaves
(chard)

EU
(N+S)

Revus

Bremia
lactucae

SC 250

Foliar
spray

From

beginning of
infection

0.015 -
0.0375

400-1000 0.15
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153010 Badkbenies 001
APPENDIX B — LIST OF EXISTING EC MRLS C ies( .
153020 | Boysenberties, and doudberies) 001*
153030 Raspherries (Wineberies) 001*
Pesticdes -Web Version - EU MRLs (He created on 1901/2009 1204) 153990 Others 001*
Code Groups and examples of individual ) ) 154000 (d) Other smalfiuit & beries 001*
number | productstowhichthe MRLs apply @) Mndipropamid
Biueberies (Blberties conbetties (fed
100000 | 1 ARUITFRESHORFROZEN;NUTS 154010 | hiberies)) 001*
110000 () Cirusfruit 001* 154020 Cranberies 001*
. 154030 Curants (fed, black and white) 001*
Grapefiui(Sheckodks pomeks, ¢ )
110010 | sweedies, tangelo, ugiiand ather hybrids) 001* Gooseberies (Incuding hylrds with
Oranges @ biter ’ 154040 dhe'limsg.nm) 001*
110020 | chinotipand other bybrics) 001* 154050 Raosehips 001*
110030 Lemons (Citron, lemon) 001* 154060 Mubenies (arbutus beny) 001*
110040 Limes 001* 154070 Azaroe (mediteranean mediar) 001*
Mandarins (Clemeniine, tangerine .
110050 | andotherhybrics) 001* Elderbenies (Blackddeberry
(appiebeny), mouniain ash, azardke,
110090 Ohers 001" buckthom (seasalowthom), hewhom,
120000 () Tree nuis (sheled or unshelled) 001* 154080 | senvice bermes, and ather treeberies) 001*
120010 Aimonds 001* 154990 Others 001*
120020 Brazinuis 001* 160000 () Miscelaneous frut 001*
120030 Cashewnus 001* 161000 (8) Edbe pee! 001*
120040 Chestnuis 001* 161010 Dates 001*
120050 Cooonuts 001* 161020 Fos 001*
120060 Hazehuts (Fber) 001* 161030 Tableohves 001*
120070 Macadamia 001* Kumﬂs (Manm I<urqﬂs,
120080 Pecans 001* 161040 | nagamikumquats) 001*
120090 Prenus 001* 161050 Caramboa (Bimb) 001*
120100 Pistachios 001* 161060 Persimmon 001*
120110 Walnuts 001*
120990 Oters 001* WWM) (J:p'zgﬂe
(netex , pomerac, rose s
130000 |  (@®Pomefiuic 001* Braziean cheny (grumichama), Surinam
130010 Apples (Crabappe) 001* 161070 | cheny) 001*
130020 Pears (Oriental pear) 001* 161990 Oters oo1*
130030 Quinces 001 162000 (b) Inedble peel, smal 001*
130040 Medar 001* 162010 Kini 001*
130050 1 Loget 001 Lychee (Lich) (Pulasan,rarmbizn
130990 Others 001* 162020 | (hairyitchi) 001*
140000 | (v)Sorefui 001* 162030 Passionfiuit 0g1*
140010 Apricots 001* 162040 Pricky peer (cadus rui) 001*
s o sour 162050 Siarappe 001
140020 | cheries) 001*
. . American persmmon (Viginiakak))
Peaches(Nedarines and simier (Black sapote, white sapote, green sapote,
140030 | hyhricks) 001* canisiel (yelowsapote), and mammey
Plums (Damson, greengage, S3p0ke) 00 i
140040 | mirabele) 001 162990 Oters 001
140990 Others 001* 163000 (©Inedble pee large 001*
150000 (v) Benies & smal fiuit 163010 Avocados 001*
151000 () Tableandwinegrapes Bananas (Dwarfbanana, plantain,
151010 Tablegrapes 163020 | applebanane) 001*
151020 Winegrapes 163030 Mangoes 001*
152000 (b) Strawberies 001* 163040 Papaya 001*
153000 (© Carefiuit 001* 163050 Pomegranate 001*
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Cherimoya (Custard apple 2300 : o1
, Sugar
apple (Snveetsop), lemaand other Courgettes (Summer squash,
163060 | medumsized Annonaceae) 001* 232030 | marrow (patisson)) 01
163070 Guaa 001* 232990 Others 01
163080 Pneapples 001* 233000 () Cucuhitsnedible peel 03
163090 Bread fruit (Jackiruif 001* 233010 Melons (Kiwano) 03
163100 Duran 001* 233020 Pumpkins (Winter squash) 03
163110 Soursop (uanabans) oor* 233030 Waiemelons 03
163990 Others 001* 233000 Others 03
200000 F%?\(SEZENEF R 234000 (0) Sweetcom 001*
210000 |  ()Rootandtubervegeiables 001* 239000 (€) Otherfiuiing vegetables 001*
211000 (8) Poteioes 001+ 240000 (v) Brassicavegeiables 001*
241000 () Fowering brassica 001*
212000 (bb) Tropical root and tuber vegetables 001* Brooool (Calalrese, Chinese:
241010 | brocool, Brocoolraab) 001*
Cassava (Dasheen, eddoe *
212010 | (Japanesetaro) B 001* 241020 Cavifloner 001
212000 Sweetpotzioes 001+ 241990 Oters 001
N 242000 (b) Head brassica 001*
Yams (Poato X
212030 | Mexicanyambear) bembeen) 001* 242010 Brusselssprouts 001*
212040 Arowroot 001 Head tedhead
212090 Others 001* cabbage, red cabbage, savoy cabbage,
242020 | whitecabbage) 001*
213000 a&?&%ﬂdm 001* 24250 Oters 001+
213010 Beetroot 001* 243000 (0) Leafybrassca 001*
ol Chinese cabbage (indian (Chinese)
213080 Celeriac 001  pokcho, Chiresefat
213040 Horseradish 001* (i goo chai), peking cabbage (pe-tsai),
213050 Jetusalemartchokes 001 243010 | cowcabbege) 001*
213060 Parsnips 001*
213070 Parsieyroot 001* 243020 Kale (Boreooke (curly kate), colards) 001*
ek 243990 Oters() 001
213080 | racksh, smal radshandsimiarvaridies) 001 244000 | (@)Kohahi 001*
i hsaky 250000 | () Leafvegepbles & freshherbs
213090 | (Sparshoysterpant) 001 (8) Letiuoeand oher salad plants
213100 Swedes 001* 251000 | induding Brassicacea
213110 Tumips 001* 251010 Lamby'sletiuce (falan comsalad) 001*
213990 Others 001* orose
220000 | @Bubvegeiabes 001* (outing ketoe), iceberg letiLice, romaine
220010 Garic 001* 251020 | (cos)ketuce) 10
220020 Onions (Siverskinonions) 001 s ] ) Wid
220080 Shalots 001 chioory, FecHeaved chicary, radicchio, curd
Soinoon orionand 251030 | leaveendive, sugarloaf) 10
220040 | simiarvarieties) 001* 251040 Cress 001
220090 Others 0101* 251050 Land cress 0,01*
230000 (i) Fruiing vegetables 251060 Rocket, Rucdla (Wid rocke) 10
231000 (2) Soanacea 251070 Redmustard 001*
231010 Tomasoes (Chenytometoes,) 1  Leavesand sprous of Biasscaspp
231020 Peppers (Chill peppers) 001* 251080 | (MVizune) 001
231030 Aubergines (egg plrts) (Pepio) 1 21990 OUHS' : 001
231040 Okra, lacyUsingers 001* 252000 | (o) Spinech&simir (eaves) 001*
231990 Others 001*  Spinach (NewZealandspinech,
232000 | (5)Cucuhis-edbleped 252010 | tumpgreens (Lmiptops)) 001*
232010 Cucumbers 02
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mmmw 280010 Oysterrmshtx(JmSH-He) 001*
252020 | pursne, sorrel, gassworth) 001 280020 Wid (Cherterele, Trufle, Morel ) 001*
Beetleaves (chard) (Leavesof 280990 Oters 001*
252080 0Q1* 290000 | (). Seaweeds 001
25290 Oters 001* 300000 | 3.PULSES,DRY 001
253000 (© Vineleaves (grape leaves) 001 Seere
254000 | (0)Watercress 001* fegeokes WB&%&%
255000 (€) Wiloof 001 300010 | beans,coapeas) 0g1*
256000 Herbs 10 300020 Lenils 001*
200 | - Cred 10 Peas (Chickpees, fedpees, cickdg
256020 Chives 10 300020 | vetch) 001*
300040 Lupins 001*
_ Celryleaves (emelleaves, 300990 Oters 001+
mamwaﬁ 400000 | 4.OLSEEDSANDOLFRUTS 001*
256080 | oher Apiaces) 10 401000 | ()Olseeds 01
256040 Parsey 10 401010 Linseed 01
Sage (MnErsavary, sumer 401020 Peanuis 0g1*
256050 | savory,) 10 401030 Poppyseed 0g1*
256060 Rosemary 10 401040 Sesameseed 001*
256070 Thyme (marjoram, oregano) 10 401050 Sunfonerseed 001*
256080 Basl (Balm leaves, mint, peppemint) 10 401060 | rape) 001*
256090 Bayleaves (aure) 10 401070 Soyabean 001*
256100 Tarragon (Hyssop) 10 401080 Mustardseed 001*
256990 Oters 10 40100 Cotionseed 0Q1*
260000 | () Legume vegetables (fesh) 0g1* 401100 Pumpkinseeds 01
401110 Saffower 0g1*
o i pock) Greenbeen 401120 Borage 001*
(fenchhbears, sepbeare), scarktumer 401130 Gold ofpeasure 0p1*
260010 | bean, sicingbean, yardongbeans) 001 401140 Hermpseed 0g1*
401150 Casiorbean 001*
Beans ot pock) (Broad bears, 40190 Ohers 001*
260020 | Flageokts, jackbean, imalbean, conpes) 001* 402000 | () Oifuiis 001*
Peas (i podk) (Vangetout (ugar 402010 Olvesforol procucion 01
260030 | peas)) 001* 402020 Paimnuts (paimol kemes) 001*
Peas (wihout pods) (Garden pea, 402030 Palmfruit 001*
260040 | greenpea, chickpes) 001 400040 Kapok 01
260050 Lentis 001 402990 Oters 001*
260090 Oters 001* 500000 | 5.CEREALS 001*
270000 | (M) Stemvegetables (fesh) oo1 500010 Barey 001*
270010 Asparagus 001+ 500020 Budwhest 001*
270020 Cardoons 001 500030 Maize 001*
270030 Celety 001 500040 Milet (Foxtal miles, &) 001*
270040 Ferrel 0o 500050 Oats 001
270050 Globearichokes 001+ 500060 Rice 001*
270060 Leek 001 500070 R 001
270070 Rhubarb 001 500080 Soghum 001*
270080 Bambooshools 001 500000 Wheat(Spet Triicale) 001*
270090 Paimbhearts 001 500000 Ohers 001*
270090 Oters 01 6 TEA COFFEE, HERBAL
200000 | ()Fung 001* 600000 | INFUSIONSAND COCOA 002
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. 840000 (V) Roatsorthizome 002*
() Tea(ded eaves and sioks, —
fermented orahenwise of Camelia 840010 Liouorioe 002t
610000 | sinenss) 002 840020 Ginger 002+
840030 Tumeric(Curcuma) 002*
620000 |  (@Cofeebeans 002* 840040 Horseracksh 002*
630000 () Herbal infusions (cried) 002 84090 Others 002
631000 (@) Foners 002* 850000 |  ()Buds 002
631010 Camomilefoners 002 850010 Coves 002*
631020 Hybiscusfowers 002 Capers 002*
631030 Rosepetals 002+ 850990 Others 002*
631040 Jesminefoners 002* 860000 |  ()Foversigma 002*
631050 Lime (inden) 002+ 860010 Saffon 002
631990 Others 002* 860990 Others 002
632000 (b)Leaves 002+ 870000 (A 002
632010 Stanbenyleaves 002* 870010 Mace 002
632020 Roobosleaves 002+ 870990 Oters oo
632030 Maté 002* 900000 | 9.SUGARPLANTS 001
632990 Others 002 900010 Sugarbeet (foof) 001*
633000 (©Roas 002¢ 900020 Sugarcane 001*
633010 Valerian oot 002+ 900030 Chiooryroots 001
633020 Ginsengroot 002¢ 900990 Others 001*
63300 Ohers 002 10.PRODUCTS OF ANIMAL ORIGIN
639000 (d) Other herbal infusions 002* 1000000 | TERRESTRIALANIMALS
640000 |  (v)Cocoa (ermenied beans) 002*
R P —— - s
700000 ;dmmmm 002* saled hl:r're,diedorsr‘rde(c)iror ’
processed asflours ormeals ather
800000 | 8.SPICES 002 processed producs such as saLsages
810000 () Seeds 002 1010000 | andfood preparations based onthese 002
810010 Anise 002* 1011000 (@Swine 002t
810020 Black caranay 002* 1011010 Mesat 002+
810030 Celery seed (Lovage seed) 002 1011020 Fatfree ofleanmeat 002*
810040 Corianderseed 002* 1011030 Liver 002
810050 Cuminseed 002 1011040 Kidney 002
810060 Diseed 002 1011050 Edble ofdl 002
810070 Fennelseed 002 1011990 Others 002
810080 Fenugreek 002* 1012000 (b)Bovire 002*
810090 Nutmeg 002* 1012010 Meat 002*
810990 Others 002* 1012020 Fat 002*
80000 |  @Fuisandberies 002* 1012030 Liver 002
820010 Alspice 002¢ 1012040 Kidney 002
820020 Arise pepper (Japan pepper) 002 1012050 Edble ofal 002¢
820030 Caranay 002* 1012990 Oters 002t
820040 Cardamom 002 1013000 ©Sheep 002t
820050 Juriperbenies 002* 1013010 Meat 002*
Pepper, lckandwhie (Long 1013020 Fat 002+
820060 | pepper, pink peppen) 002+ 1013030 Liver 002*
820070 Vanlapods 002 1013040 Kichey 002*
820080 Tamaiind 002* 1013050 Edibeofl 002*
820990 Others 002* 1013990 Oters 002
830000 | @Bak 002* 1014000 (d)Goat 002*
830010 Cinnamon (Cassia) 002+ 1014010 Meat 002*
830990 Others 002* 1014020 Fat 002*
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1014000 Liver 002 maummm
1014040 Kidney 002 (8 Indicates lower imitof analyfical
1014050 Edible ofal 002 determination
1014990 Others 002*
1015000 (€) Horses, asses, mules or hinnies 002*
1015010 Meat 002*
1015020 Fat 002¢
1015080 Liver 002¢
1015040 Kidney 002¢
1015050 Edibe offal 002¢
1015990 Oters 002*
(h Poulry-chicken, geese, duck, turkey
1016000 | and Guineafowk, ostich, pigeon 002¢
1016010 Mesat 002¢
1016020 Fat 002*
1016030 Liver 002¢
1016040 Kidney 002¢
1016050 Edbeofal 002¢
101690 Otrers 002*
(@ Otherfam animals (Rebhi,
1017000 | Kangaroo) 002*
1017010 Meat 002¢
1017020 Fat 002¢
1017030 Liver 002¢
1017040 Kidney 002¢
1017050 Edie offal 002¢
1017990 Others 002*
(1) Mikand cream, not concentrated, nor
containing added sugar or sweetening
matex, butter and other fats derived from
1020000 | mik cheeseandourd 002¢
1020010 Caile 002¢
1020020 Sheep 002¢
1020030 Goat 002*
1020040 Horse 002¢
1020990 Others 002*
() BirdsU eggs, fresh preserved or
cooked Shelled eggs and egg yoks fresh,
dried, cooked by stearming orbolingin
water, moulded, frozen or otherwise
preseved whether or not containing
1030000 | added sugarorsweetening matier 002*
1030010 Chiden 002¢
1030020 Duck 002¢
1030030 Goose 002*
1030040 Qual 002¢
1030990 Others 002*
1040000 |  (v)Honey Royaljely, polen)
() Amphibans and repies (Frog legs,
1050000 | cooodies)
1060000 | (W)Sras
1070000 | (i) Otherterrestiial animal produds
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APPENDIX C — PESTICIDE RESIDUES INTAKE MODEL (PRIMO)
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Explain choice of toxicological reference values.
The risk assessment has been performed on the basis of the MRLs collected from Member States in April 2006. For each pesticide/commodity the highest national MRL was identified (proposed temporary MRL = pTMRL).
The pTMRLs have been submitted to EFSA in September 2006.

Mandipropamid

Status of the active substance: Pending |C0de no.
LOQ (mg/kg bw): 0.01 |proposed LOQ:

Toxicological end points
ADI (mg/kg bw/day): 0.03 ARFD (mg/kg bw): n.n.
Source of ADI: DAR Source of ARfD: DAR
Year of evaluation: 2006 Year of evaluation: 2006

Chronic risk assessment - refined calculations

TMDI (range) in % of ADI
minimum - maximum

4 35
No of diets exceeding ADI:
Highest calculated Highest contributor 2nd contributor to 3rd contributor to pTMRLs at
TMDI values in % to MS diet Commodity / MS diet Commodity / MS diet Commodity / LOQ
of ADI MS Diet (in % of ADI) group of commodities (in % of ADI) group of commodities (in % of ADI) group of commodities (in % of ADI)
34.9 WHO Cluster diet B 11.9 Wine grapes 10.3 Tomatoes 33 Lettuce 1.0
31.2 FR all population 26.7 Wine grapes 14 Tomatoes 0.9 Lettuce 0.3
22.3 PT General population 16.6 Wine grapes 3.0 Tomatoes 1.9 Table grapes 0.6
18.8 DE child 8.5 Table grapes 3.2 Tomatoes 19 Spinach 11
18.4 WHO cluster diet E 10.7 Wine grapes 1.8 Tomatoes 1.7 Herbs 0.6
18.0 IE adult 8.3 Wine grapes 1.7 Table grapes 15 Herbs 0.9
17.1 NL child 51 Table grapes 35 Spinach 21 Tomatoes 1.0
14.9 FR toddler 6.6 Spinach 2.6 Milk and cream, 2.6 Tomatoes 0.7
13.4 ES adult 5.0 Lettuce 2.8 Wine grapes 2.6 Tomatoes 0.3
134 WHO regional European diet 3.7 Tomatoes 35 Lettuce 15 Wine grapes 0.5
123 DK adult 9.3 Wine grapes 1.4 Tomatoes 0.5 Table grapes 0.2
119 NL general 4.2 Wine grapes 15 Table grapes 14 Tomatoes 0.4
11.9 WHO cluster diet D 34 Tomatoes 24 Wine grapes 2.2 Herbs 0.6
11.8 IT adult 3.9 Tomatoes 35 Lettuce 0.9 Spinach 0.3
11.2 WHO Cluster diet F 4.0 Wine grapes 2.8 Lettuce 23 Tomatoes 0.5
111 IT kids/toddler 4.8 Tomatoes 2.7 Lettuce 0.7 Herbs 0.5
11.1 ES child 3.9 Lettuce 3.3 Tomatoes 0.8 Milk and cream, 0.5
11.0 UK Adult 7.2 Wine grapes 15 Tomatoes 11 Lettuce 0.4
10.7 UK vegetarian 5.4 Wine grapes 21 Tomatoes 13 Lettuce 0.4
7.8 FR infant 4.1 Spinach 17 Milk and cream, 0.5 Table grapes 0.5
7.6 DK child 18 Tomatoes 13 Lettuce 12 Table grapes 0.7
7.2 UK Toddler 2.0 Tomatoes 16 Table grapes 14 Milk and cream, 13
6.1 SE general population 90th percentile 2.6 Tomatoes 0.8 Milk and cream, 0.6 Spinach 0.6
6.0 PL general population 2.9 Tomatoes 21 Table grapes 0.4 Herbs 0.3
5.3 FI adult 20 Wine grapes 1.4 Tomatoes 0.7 Lettuce 0.2
5.2 UK Infant 2.6 Milk and cream, 12 Tomatoes 0.3 Sugar beet (root) 0.9
3.8 LT adult 2.1 Tomatoes 0.6 Lettuce 0.3 Milk and cream, 0.3
Conclusion:

The estimated Theoretical Maximum Daily Intakes (TMDI), based on pTMRLs were below the ADI.
A long-term intake of residues of Mandipropamid is unlikely to present a public health concern.

EFSA_acute_chronic_model_ver_2

21/01/2009
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Acute risk assessment /children - refined calculations

Acute risk assessment / adults / general population - refined calculations

Acute risk assessment is not necessary.

For each commodity the calculation is based on the highest reported MS consumption per kg bw and the corresponding unit weight from the MS with the critical consumption. If no data on the unit weight was available from that MS an average European
unit weight was used for the IESTI calculation.
In the IESTI 1 calculation, the variability factors were 10, 7 or 5 (according to JMPR manual 2002), for lettuce a variability factor of 5 was used.

In the IESTI 2 calculations, the variability factors of 10 and 7 were replaced by 5. For lettuce the calculation was performed with a variabilty factor of 3.

Threshold MRL is the calculated residue level which would leads to an exposure equivalent to 100 % of the ARfD.

1%}
[}
g No of commodities for which ARfD/ADI No of commodities for which No of commodities for which ARfD/ADI No of commodities for which ARfD/ADI is exceeded
E is exceeded (IESTI 1): ARfD/ADI is exceeded (IESTI 2): is exceeded (IESTI 1): (IESTI 2):
§ IESTI 1 *) ) IESTI 2 *) ) IESTI 1 *) **) IESTI 2 *) *%)
= pTMRL/ pTMRL/ pTMRL/ pTMRL/
o Highest % of threshold MRL Highest % of threshold MRL Highest % of threshold MRL Highest % of threshold MRL
g ARfD/ADI Commodities (mg/kg) ARfD/ADI Commodities (mg/kg) ARID/ADI Commodities (mg/kg) ARFD/ADI Commodities (mg/kg)
o
=
=
=}
No of critical MRLs (IESTI 1) No of critical MRLs (IESTI 2) -
]
% No of commodities for which ARfD/ADI No of commodities for which ARfD/ADI
E is exceeded: is exceeded:
£ ) )
o
o pTMRL/ pTMRL/
° Highest % of Processed threshold MRL Highest % of ~ Processed threshold MRL
ﬁ ARfD/ADI commodities (mg/kg) ARfD/ADI commodities (mg/kg)
&
a

*) The results of the IESTI calculations are reported for at least 5 commodities. If the ARfD is exceeded for more than 5 commodities, all IESTI values > 90% of ARfD are reported.

**) pTMRL: provisional temporary MRL

**¥) pTMRL: provisional temporary MRL for unprocessed commodity

Conclusion:

As no ARfD was considered necessary, it is concluded that the short-term intake of Mandipropamid residues is unlikely to present a pulbic health concern.

EFSA_acute_chronic_model_ver_2
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GLOSSARY / ABBREVIATIONS

ADI Acceptable Daily Intake

ARTD Acute Reference Dose

CXL Codex Maximum Residue Limit

DAR Draft Assessment Report (prepared under Directive 91/414/EEC)

DTgo Degradation Time required for a given chemical compound to achieve
90 % of degradation compared to the amount initially present

EC European Community

EFSA European Food Safety Authority

EMS Evaluating Member State

GAP Good Agricultural Practice

HR Highest Residue

ISO International Organization for Standardization

IUPAC International Union of Pure and Applied Chemistry

LOQ Limit Of Quantification

MRL Maximum Residue Limit.

PHI Pre Harvest Interval

PRIMo Pesticide Residues Intake Model

RMS Rapporteur Member State

STMR Supervised Trials Median Residue

TRR Total Radioactive Residue
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