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This document describes the acceptable use conditions required for registration according to Art.
34 and Art. 33 of Regulation 1107/2009 of CHR/F/SCORPIO 325 SC containing azoxystrobin
and difenoconazole in POLAND.

Scorpion 325 SC is the original product to which Innvigo Sp. z 0.0. would like to refer. 10 years
for registration data of Scorpion 325 SC was expired in Poland. Thus, the data protection of
studies provided in registration report of Scorpion 325 SC has expired. Innvigo Sp. z o.0. refers
to above mentioned studies within this document.

zRMS comments:

Scorpion 325 SC was authorized in Poland in 2013 (authorization number R-6/2013 wu). The
authorization was valid until 31/12/2025. It should be noted that the label for Scorpion 325 SC
does not cover use on oilseeds crops and sugar beets which are proposed in the GAP for
CHR/F/SCORPIO 325 SC.
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ZRMS comments:

This dRR has been completed by the Applicant.

The text highlighted in grey was provided by the zZRMS.

Assessment of additional data provided by the Applicant in May 2025 is highlighted in dark grey.

Metabolism and residue data (KCA section 6)

71 Summary and zZRMS Conclusion

Ornamental nursery plants, forest nursery plants, renewals afforestation, plantations of forest trees and
energic plants are not designated for dietary use in humans or livestock. Therefore there will be no further
consideration.

As the establishment of a MRL for tobacco is not required, there will be no further consideration.

Azoksystrobin
The residue definition for monitoring and risk assessment in plants was defined as azoxystrobin only.

No significant degradation was observed under standard hydrolysis conditions, and the same residue
definition than in raw materials were defined for processed commodities.

The residue definition for risk assessment in animal commodities was tentatively set as azoxystrobin,
pending information on the toxicological profile of metabolites L1, L4 and L9.

The storage stability of azoxystrobin residues was evaluated under peer review (EFSA Journal 2010;
8(4):1542). The storage stability of azoxystrobin was demonstrated for a period of 24 months at -18°C in
all type of plant matrices.

Studies demonstrated storage stability of azoxystrobin in milk, muscle, fat, liver, kidney and eggs for up
to 10 months when stored deep frozen.

Storage stability data assessed in the framework of the peerreview cover commodities to support in this
dossier.

Oilseeds

Comparison of intended GAP and EU GAP (EFSA Journal 2013;11(12):3497):

Crop Region | Formulation Application PHI
Growth stage, | Number | Interval | Max rate | (days)
BBCH (days) (g a.s./ha)
EU GAP (EFSA Journal 2013;11(12):3497)
Rape seed | NEU SC - 2 - 250 21
Mustard NEU | SC - 2 - 250 21
seed
Sunflower | NEU SC Until 55 2 - 250 60
seed
Poppy seeds | NEU SC Until 49 2 - 250 21
EU GAP (EFSA Journal 2022;20(1):7051)
Rapeseed | NEU | SC | 60-67 [ 1-2 | 10-14 | 250 | 70
Intended GAP
Rapeseed | NEU | SC 14-29 22| 2 99420 200 n/a
Autumn 150 60 is
31-55 spring proposed proposed
Rape seed | NEU SC 61-69 1 - 200 n/a
60 is
proposed




CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC Page 7 /350
Part B — Section 7 - Core Assessment

Applicant version Version October 2023
Rape seed, | NEU SC 14-29 22 2 90420 200 n/a
mustard 31-69 1 is | 150 60 is
seed, max 55 is| proposed proposed
sunflower accepted for | for

seed, sunflower mustard

soybean, seeds and | seed,

pumpkin soybean sunflower

seed (only seed,

for seed soybean,

production), poppy

poppy seeds,

seeds, linseeds

linseeds

hemp/flax

(only  for

seed

production),

According to the SANTE/2019/12752 Rev.1 residue data for rapeseed can be extrapolated to whole group
oilseeds except peanuts for treatments before forming of the edible part and after forming of the edible
part to poppy seeds, linseeds and mustard seeds. For oilseeds, a significant part of the edible part is
present from full blossom (BBCH 65) onwards.

Taking the above into account, extrapolation to sunflower seeds, pumpkin seeds, hemp and soybean
is possible for treatments at max BBCH 55.

The Applicant provided 8 independent residue field trials on oilseed rape conducted in Hungary (n=2),
Poland (n=4), North France (n=1) and Germany (n=1). In all trials two applications (firstat BBCH 15-22,
second at BBCH 69) of CHR/F/SCORPIO 325 SC were applied at the target dose rate of 1.0 L/ha,
equivalent to 200 g azoxystrobin and 125 g difenoconazole. The interval between applications was in the
range 132 days — 196 days. One treatment was performed in autumn, the other in spring.

All studies were accepted. Specimen extraction and determination of residues of azoxystrobin in oilseed
rape were performed according to the multi-residue QuUEChERS method. Quantification was performed
by use of LC-MS/MS detection. The limit of quantification (LOQ) of the analytical method was 0.010
mg/kg. The limit of detection (LOD) of the analytical method was 0.002 mg/kg.

Residues above the stated LOQ of 0.01 mg/kg were found in one study.

Azoxystrobin residue results in seeds considered for further evaluation:

4 x <0.002 mg/kg; 3 x <0.01 mg/kg; 0.02 mg/kg (STMR 0.006 mg/kg, HR 0.02 mg/kg)

Residue results in whole plant were presented in 5 studies:

0.038 mg/kg; 0.094 mg/kg; 0.14 mg/kg; 0.17 mg/kg; 0.56 mg/kg (STMR 0.14 mg/kg, HR 0.56 mg/kg)
The current EU MRL for azoxystrobin in:

rapeseed is 0.7 mg/kg;

sunflower seed is 0.5 mg/kg;

mustard seed is 0.5 mg/kg;

soybean is 0.5 mg/kg;

poppy seeds is 0.5 mg/kg;

linseeds is 0.4 mg/kg

pumpkin seed is 0.01 mg/kg;

hemp seeds is 0.01 mg/kg.

The data submitted show that no exceedance of the existing MRL will occur for rapeseed, sunflower,
mustard seed, poppy seed, and soybean. However, it is not possible to rule out exceeding the MRLs for
pumpkin seeds and hemp seeds.

The proposed uses of azoxystrobin in rapeseed, poppy seeds, linseeds, sunflower, mustard seed and
soybean are considered acceptable (at max BBCH 55 for sunflower and soybean).

Considering that the intervals between treatments in the studies provided exceed the min.
recommended in GAP (Table 7.1-1) of 60/120 days, zZRMS suggests limiting the use to one
application for mustard seed, soybean, sunflower seeds, poppy seeds and linseeds.
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The proposed uses of azoxystrobin in pumpkin seeds and hemp seeds are not considered
acceptable.

At the commenting stage, the Applicant indicated that:

- Pumpkin (for seed production only),

- Hemp (technical material and seed production only),

- Flax (technical material and seed production only)

Considering that all those crops are not eaten by consumer or/and are not feed to animals no further
residue studies are required to support those uses in accordance to SANTE/2019/12752.

Taking into account the above, that it concerns only the production of seeds not intended for consumption
or/and are not feed to animals, the uses proposed for pumpkin seed and hemp/flax seeds were accepted.
An appropriate restriction has been introduced in the label.

Considering that the residue results for rapeseed in the assessment refer to DALA in the range of
45-70 (62, 54, 58, 57, 54, 45, 70, 63), it is proposed to set PHI equal to 60 days for all oilseeds.

Sugar beet
Comparison of intended GAP and EU GAP:
Crop Region | Formulation Application PHI
Growth stage, | Number | Interval Max rate (days)
BBCH (days) (g a.s./ha)
EU GAP (EFSA Journal 2013;11(12):3497)
Sugar beet | NEU | SC - 2 14-28 250 35
Chicory NEU | SC - 2 250 14
roots
Celeriac NEU | SC - 2 12 250 14
Celeriac NEU | SC - 3 - 200 14
Horseradish | NEU | SC - 4 - 250 10
Beetroot NEU [ SC - 2 - 250 14
Swedes NEU | SC - 2 14-21 250 14
Turnips NEU | SC - 2 14-21 250 14
Intended GAP
Sugar beet | NEU | SC 39-49 1 - 200 n/a
35 is
proposed
Turnip, NEU | SC 39-49 1 - 200 n/a
Chicory 35 is
roots, proposed
beetroot,
rutabaga,
horseradish,
celeriac

According to the SANTE/2019/12752 Rev.1 residue data for sugar beets can be extrapolated to beetroots,
celeriac, horseradish, swedes/rutabaga and chicory roots for treatments before and after forming of the
edible part.

The Applicant provided 8 independent residue field trials on sugar beet conducted in Hungary (n=2),
Poland (n=3), North France (n=1) and Denmark (n=1). In all trials one application (at BBCH 49) of
CHR/F/SCORPIO 325 SC were applied at the target dose rate of 1.3 L/ha, equivalent to 260 g
azoxystrobin and 163 g difenoconazole.

All studies were accepted. Specimen extraction and determination of residues of azoxystrobin in sugar
beet root were performed according to the multi-residue QuEChERS method. Quantification was
performed by use of LC-MS/MS detection. The limit of quantification (LOQ) of the analytical method
was 0.01 mg/kg. The limit of detection (LOD) of the analytical method was 0.00 1 mg/kg.
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No residues of azoxystrobin above the LOQ of 0.01 mg/kg were found in the roots.

Azoxystrobin residue results in roots considered for further evaluation:

1 x <0.001 mg/kg; 7 x <0.01 mg/kg; (STMR 0.01 mg/kg, HR 0.01 mg/kg)

Residue results in leaves with tops:

0.054 mg/kg; 0.012 mg/kg; 0.043mg/kg; 0.082 mg/kg; 0.34 mg/kg; 0.51 mg/kg; 0.087 mg/kg; 0.049
mg/kg; (STMR 0.068 mg/kg, HR 0.51 mg/kg)

The current EU MRL for azoxystrobin in:

sugar beet is 5 mg/kg;

beetroots (root), celeriac, horseradish, swedes/rutabaga and chicory roots is 1 mg/kg.

The data submitted show that no exceedance of the existing MRLs will occur.

Considering that the residue results for sugar beet roots in the assessment refer to DALA 351, it is
proposed to set PHI equal to 35 days.

According to EFSA Journal 2013;11(12):3497: “During the peerreview under Directive 91/414/EEC, the
magnitude of azoxystrobin residues in livestock was investigated in feeding studies with lactating cows
and laying hens (United Kingdom, 2009a). Four groups of lactating cows, each consisting of three
animals, were dosed for 30 consecutive days with azoxystrobin at levels of 5, 25, 75 and 250 mg/kg in the
diet (equivalentto 0.18, 0.91, 2.73 and 9.09 mg/kg bw). Three groups of laying hens, each consisting of
twelve animals were dosed for 28 consecutive days with azoxystrobin at levels of 6, 18, and 60 mg/kg in
the diet (equivalent to 0.39, 1.2 and 3.9 mg/kg bw). The samples were analyzed for parent azoxystrobin.
Results of both livestock feeding studies are summarized in Table 3-8. In milk and eggs, a plateau level
was never reached and no residues at or above 0.01 mg/kg was found in any of the samples.

The storage stability of azoxystrobin residues in animal products was evaluated under the peer review of
Directive 91/414/EEC (United Kingdom, 2009a). Studies demonstrated storage stability of azoxystrobin
in milk, muscle, fat, liver and kidney, eggs forup to 10 months when stored deep frozen. According to the
RMS, all samples reported in the PROFile were stored in compliance with the above reported storage
conditions.”

The established MRLs for azoxystrobin in animal products are sufficient.

According to the Commission Reg. (EU) No 283/2013: If the level of residues is less than 0.1 mg/kg,
processing studies shall be carried out if the contribution of the commodity under consideration to the
theoretical maximum daily intake (TMDI) is > 10 % of'the ADI or if the estimated daily intake is > 10 %
of the ARfD for any European consumer group diet. The contribution of sugar beet roots to the TMDI is
21 %, processing studies are required. However, it should be noted that the results of azoxystrobin residue
studies following GAP compliant CHR/F/SCORPIO 325 SC application indicate no residues in roots
above the limit of quantification.

Additional processing studies are not required as they are not expected to affect the outcome of the risk
assessment.

Residues in rotational crops have been sufficiently investigated taking into account the cGAP uses being
considered for CHR/F/SCORPIO 325 SC. It is very unlikely that residues will present in rotational crops.

For oilseed rape application new magnitude of residues in honey were provided. The Applicant provided
4 adequate studies performed for the SC formulation. All of them are covered by stability studies. The
studies were performed in accordance with the proposed GAP in terms of the number of applications,
application rate and growth stage. All studies showed no azoxystrobin residues above LOQ in honey.
For honey, the max. storage interval from sampling until extraction was 102 days for difenoconazole and
azoxystrobin, and 98 for the triazole metabolites.

The data submitted show that no exceedance of the MRL (0.05 mg/kg for honey according to Reg. (EU)
2024/2633.

zRMS performed a chronic dietary risk assessment using revision 3.1 of the EFSA PRIMo and all
applicable MRLs ( Reg. (EU) 2024/2633) as input values. Considering the toxicological profile of the
active substance, a short-term dietary risk assessment was not required.

The proposed uses of azoxystrobin in the formulation CHR/F/SCORPIO 325 SC do not represent
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unacceptable acute and chronic risks for consumers.

It is noted that the uncertainty in the consumer risk assessment related to the calculated consumer
exposure to livestock metabolites L1, L4, L9 and K1 (conjugate of L1) highlighted in the framework of
the MRL review of the confirmatory data is still valid (EFSA, 2020).

Difenoconazole

The metabolism of difenoconazole in plants is sufficiently addressed to support the uses proposed in the
GAP for CHR/F/SCORPIO 325 SC.

Plant residue definition for monitoring: difenoconazole, Reg. (EU) 2024/2612

Plant residue definition for risk assessment according to the EFSA Journal 2024;22:¢8987:
RD-RA1: difenoconazole (sum of isomers);

RD-RA2: TA and TLA, since these compounds share the same toxicity;

RD-RA3: TAA;

RD-RA4: 1,2,4-triazole.

The previously derived provisional residue definitions (1. difenoconazole, 2. TDMs; EFSA, 2011a) have
been replaced by the abovementioned residue definitions derived during the peer review of the pesticide
risk assessment of the TDMs (EFSA, 2018d). EFSA highlights that the residue definitions might be
reconsidered in the framework of the on-going peer review for renewal. In the framework of the
assessment of confirmatory data (Spain, 2023; EFSA, 2024a,c), an uncertainty factor (UF) of 1.3 was
derived from field residue trials submitted on this purpose, to reflect the tendency of a preferential
degradation of trans isomers and a shift to the cis isomers of difenoconazole. This UF is applicable to all
plant commodities.

Animal residue definition for monitoring: difenoconazole, Reg. (EU) 2024/2612

Animal residue definition for risk assessment according to the EFSA Journal 2024;22:¢8987:
RD-RA1: Difenoconazole-alcohol (CGA205375), expressed as difenoconazole;

RD-RA2: TA and TLA;

RD-RA3: TAA;

RD-RA4:1,2,4-T.

The previously derived provisional residue definitions (1. Difenoconazole, 2. TDMs; EFSA, 201 1a) have
been replaced by the abovementioned residue definitions derived during the peer review of the pesticide
risk assessment of the TDMs (EFSA, 2018d). EFSA highlights that the residue definitions might be
reconsidered in the framework of the on-going peer review for renewal. In the framework of the
assessment of confirmatory data (EFSA, 2024a,c), an indicative uncertainty factor (UF) of 2 was derived
following the EFSA guidance document on stereoisomers, to reflect the possible shift in the isomers ratio
of difenoconazole-alcohol(CGA205375). This worst-case UF is applicable to all livestock commodities.

The storage stability of difenoconazole was investigated in the framework of the peer review (EFSA,
2011a) in high water content, high oil content and dry matrices and in the framework of a previous MRL
application (EFSA, 2017) in high water content, high oil content, high acid content and dry commodities.
These available studies demonstrated storage stability for difenoconazole for 12—24 months when stored
at —18°C, in the four main plant matrix groups.

Storage stability data on the triazole derivative metabolites (TDMs) are part of the peer review of the
TDMs confirmatory data (EFSA Journal 2018;16(7):5736) and are out of data protection.

The Applicant provided storage stability studies for triazole metabolites in oilseed rape (seed, plant and
straw) and for difenoconazole and triazole metabolites in honey.

The study is deemed sufficient for assessing the stability of triazole metabolites (1,2,4-T, TA, TAA, TLA)
in honey upon storage at < -18 °C for 15 months (459 days).

The study is deemed sufficient for assessing the stability of difenoconazole in honey upon storage at < -18
°C for 104 days.

The study is deemed sufficient for assessing the stability of triazole metabolites (1,2,4-T, TA, TAA, TLA)
in in oilseed rape (seed, plant and straw) for 300 days.

In the studies provided by the Applicant, rapeseed samples were stored for analysis for max. of 9 months,
and sugar beet samples for max. of 6 months.

Sufficient stability has been demonstrated to support the residue data presented in the submission.
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Oilseeds
Comparison of intended GAP and EU GAP (EFSA Journal. 2024;22:¢8987):
Crop Region | Formulation Application PHI
Growth stage, | Number Interval | Max rate | (days)
BBCH (days) (ga.s./ha)
EU GAP EFSA Journal. 2024;22:¢8987
Rape seed | NEU EC 14-69 1-2 14 130 n.a,
Mustard NEU EC -69 - 125 n.a.
seed
Sunflower | NEU SC 30-55 2 21 125 n.a
seed
Poppy NEU SC 31-69 1 - 125 n.a
seeds
Soya bean | NEU SC 31-69 1 - 125 n.a
Intended GAP
Rape seed | NEU SC 14 - 22 2 96420 125 n/a
31-55 150 is 60 is
proposed proposed
Rape seed | NEU SC 61-69 1 - 125 n/a
60 is
proposed
Rape seed, | NEU SC 14-22 2 96420 125 n/a
mustard 31-69 1 is | 150 is 60 is
seed, max 55 is | proposed | proposed proposed
sunflower accepted for | for
seed, sunflower mustard
soybean, seeds and | seed,
pumpkin soybean sunflower
seed, seed,
poppy soybean,
seeds, pumpkin
hemp/flax seed,
poppy
seeds,
hemp/flax,

The Applicant provided 8 independent residue field trials on oilseed rape conducted in Hungary (n=2),
Poland (n=4), North France (n=1) and Germany (n=1). In all trials two applications (first at BBCH 15-22,
second at BBCH 69) of CHR/F/SCORPIO 325 SC were applied at the target dose rate of 1.0 L/ha,
equivalent to 200 g azoxystrobin and 125 g difenoconazole. The interval between applications was in the
range 132 days — 196 days. One treatment was performed in autumn, the other in spring.

All studies were accepted. Specimen extraction and determination of residues of triazole derivative
metabolites (TAA, TA, 1,2,4-T, TLA) in oilseed rape (seed) were performed according to the multi-
residue QuPPe method. Quantification was performed by use of LC-MS/MS detection. The limit of
quantification (LOQ) of the analytical method was 0.010 mg/kg for each compound. The limit of
detection (LOD) of the analytical method was 0.004 mg/kg for each compound.

Specimen extraction and determination of residues of difenoconazole in oilseed rape (seed) were
performed according to the multi-residue QUEChERS method. Quantification was performed by use of
LC-MS/MS detection. The limit of quantification (LOQ) of the analytical method was 0.010 mg/kg for
each compound. The limit of detection (LOD) of the analytical method was 0.002 mg/kg for each
compound.

According to the SANTE/2019/12752 Rev.1 residue data for rapeseed can be extrapolated to whole group
oilseeds except peanuts for treatments before forming of the edible part and after forming of the edible
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part to poppy seeds, linseeds and mustard seeds. For oilseeds, a significant part of the edible part is
present from full blossom (BBCH 65) onwards.

Taking the above into account, extrapolation to sunflower seeds, pumpkin seeds, hemp and soybean
is possible for treatments at max BBCH 55.

Difenoconazole residue results in seeds considered for further evaluation:

3 x<0.002 mg/kg; 5 x <0.01 mgkg (STMR 0.01 mg/kg, HR 0.01 mg/kg)

The current EU MRL (Reg. (EU) 2024/2612) for difenoconazole in:

rapeseed is 0.5 mg/kg;

sunflower seed is 0.05 mg/kg;

mustard seed is 0.2 mg/kg;

linseeds is 0.2 mg/kg

soybean is 0.1 mg/kg;

poppy seeds is 0.05 mg/kg;

pumpkin seed is 0.05 mg/kg;

hemp seeds is 0.05 mg/kg.

The data submitted show that no exceedance of the existing MRL will occur for rapeseed, sunflower,
mustard seed, linseeds, soybean, pumpkin seeds, poppy seeds and hemp seeds.

The proposed uses of difenoconazole in rapeseed, poppy seeds, sunflower, mustard seed, soybean
pumpkin seeds and hemp seeds are considered acceptable (at max BBCH 55 for sunflower seeds,
pumpkin seeds, hemp and soybean).

Considering that the intervals between treatments in the studies provided exceed the min.
recommended in GAP (Table 7.1-1) of 60/120 days, zZRMS suggests limiting the use to one
application for mustard seed, soybean, sunflower seed, poppy seeds and linseeds.

Considering that the residue results for rapeseed in the assessment refer to DALA in the range of
45-70 (62, 54, 58, 57, 54, 45, 70, 63), it is proposed to set PHI equal to 60 days for all oilseeds.

TDMs

No MRLs are set for TDMs.

residue results in seeds considered for further evaluation:

TAA — 6x <0.004, 0.043, 0.058 (STMR 0.004 mg/kg, HR 0.058 mg/kg)

TA - 0.054, 4.84, 0.24, 0.47, 6.72, 0.2, 0.53, 0.17 (STMR 0.355 mg/kg, HR 6.72 mg/kg)
TLA - 5x <0.004, 0.25, 0.23, 0.078 (STMR 0.004 mg/kg, HR 0.25 mg/kg)

1,2,4-T — 8x <0.004 (STMR 0.004 mg/kg, HR 0.004 mg/kg)

residue results in whole plant were presented in 5 studies:

TAA -3x <0.004, 1x <0.01, 0.049 (STMR 0.004 mg/kg, HR 0.049 mg/kg)

TA - 1x <0.004, 0.064, 0.67, 0.052, 0.13 (STMR 0.064 mg/kg, HR 0.67 mg/kg)
TLA - 4x <0.004, 0.11 (STMR 0.004 mg/kg, HR 0.11 mg/kg)

1,2,4-T - 5x <0.004 (STMR 0.004 mg/kg, HR 0.004 mg/kg)

It should be noted that significant residue levels were found in a few untreated control samples of residue
trials on primary and rotational crops suggesting the use of triazole pesticide active substances in previous
seasons. Despite these uncertainties these trials were considered with the purpose of performing a‘worst
case’ consumer dietary intake calculation.

Sugar beet

Comparison of intended GAP and EU GAP (EFSA Journal. 2024;22:¢8987):

Crop Region | Formulation Application PHI
Growth stage, | Number | Interval | Max rate | (days)
BBCH (days) (g a.s./ha)

EU GAP (EFSA Journal. 2024;22:¢8987)

Sugar beet | NEU EC - 125 14

- 3
Chicory NEU SC 40-49 -2 14 125 14
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roots
Celeriac NEU EC - 1-4 14 125 14
Horseradish | NEU EC 19-39 1-3 14 130 14
Beetroot NEU EC 20-89 1-3 14 125 14
Swedes NEU EC 19-39 1-3 14 130 14
Turnips NEU EC 19-39 1-3 14 130 14
Intended GAP
Sugar beet | NEU SC 39-49 1 - 125 n/a
35 is
proposed
Turnip, NEU SC 39-49 1 - 125 n/a
Chicory 35 is
roots, proposed
beetroot,
rutabaga,
horseradish,
celeriac

According to the SANTE/2019/12752 Rev.1 residue data for sugarbeets can be extrapolated to beetroots,
celeriac, horseradish, swedes/rutabaga and chicory roots for treatments before and after forming of the
edible part.

The Applicant provided 8 independent residue field trials on sugar beet conducted in Hungary (n=2),
Poland (n=3), North France (n=1) and Denmark (n=1). In all trials one application (at BBCH 49) of
CHR/F/SCORPIO 325 SC were applied at the target dose rate of 1.3 L/ha, equivalent to 260 g
azoxystrobin and 163 g difenoconazole.

Specimen extraction and determination of residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,
TLA) in sugar beet (leaves, roots) were performed according to the multi-residue QuPPe method.
Quantification was performed by use of LC-MS/MS detection. The limit of quantification (LOQ) of the
analytical method was 0.010 mg/kg for each compound. The limit of detection (LOD) of the analytical
method was 0.002 mg/kg for each compound.

Specimen extraction and determination of residues of difenoconazole in sugar beet (leaves, roots) were
performed according to the multi-residue QUEChERS method. Quantification was performed by use of
LC-MS/MS detection. The limit of quantification (LOQ) of the analytical method was 0.010 mg/kg for
each compound. The limit of detection (LOD) of the analytical method was 0.001 mg/kg for each
compound.

Difenoconazole

residue results in roots considered for further evaluation:

1 x<0.001,3x<0.01,0.019,2 x 0.013, 0.012 (STMR 0.011 mg/kg, HR 0.019 mg/kg)
Residue results in leaves with tops:

1 x<0.010, 0.071, 0.064, 0.12, 0.18, 0.38, 0.1, 0.087 (STMR 0.094 mg/kg, HR 0.12 mg/kg)
The current EU MRL for difenoconazole (Reg. (EU) 2024/2612) in:

sugar beet is 0.2 mg/kg;

beetroots (root) is 0.4 mg/kg;

celeriac is 2.0 mg/kg;

horseradish is 0.4 mg/kg;

swedes/rutabaga is 0.4 mg/kg;

chicory roots is 0.6 mg/kg.

The data submitted show that no exceedance of the existing MRLs will occur.

Considering that the residue results for sugar beet roots in the assessment refer to DALA 351, it is
proposed to set PHI equal to 35 days.

TDMs
No MRLs are set for TDMs.
residue results in roots considered for further evaluation:
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TAA — 8x <0.002 (STMR 0.002 mg/kg, HR 0.002 mg/kg)

TA - 5x <0.01, 0.028, 0.011, 0.016 (STMR 0.01 mg/kg, HR 0.028 mg/kg)
TLA — 7x <0.002, 1x <0.01 (STMR 0.002 mg/kg, HR 0.01 mg/kg)
1,2,4-T — 8x <0.002 (STMR 0.002 mg/kg, HR 0.002 mg/kg)

residue results in leaves with tops were presented in 5 studies:

TAA - 8x <0.01 (STMR 0.01 mg/kg, HR 0.01 mg/kg)

TA - 1x <0.01, 0.029, 0.025, 2x 0.016, 0.011, 0.027, 0.015 (STMR 0.016 mg/kg, HR 0.029 mg/kg)
TLA - 1x <0.01, 0.083, 2x 0.012, 0.011, 0.04, 0.013, 0.023 (STMR 0.013 mg/kg, HR 0.083 mg/kg)
1,2,4-T - 8x <0.002 (STMR 0.002 mg/kg, HR 0.002 mg/kg)

It should be noted that significant residue levels were found in a few untreated control samples of residue
trials on primary and rotational crops suggesting the use of triazole pesticide active substances in previous
seasons. Despite these uncertainties these trials were considered with the purpose of performing a‘worst
case’ consumer dietary intake calculation.

The requested uses do not substantially modify the theoretical maximum daily intake of difenoconazole
and TDMs for animals as calculated in EFSA 2024 and EFSA 2018 respectively, and therefore outcome
of EFSA, is still considered valid.

zRMS does not agree with the Applicant that the residue results in the plant matrices are below 0.01
mg/kg (see Table 7.3-9). Any studies on the magnitude of residues in processed commodities are not
considered to be required for parent difenoconazole, TAA and 1,2,4-T as residues of these compounds are
below 0.1 mg/kg in sugar beet root and rapeseed at commercial harvest after application of
CHR/F/SCORPIO 325 SC according to the proposed GAP. However, the residue levels of TA and TLA
in rapeseed were above 0.1 mg/kg. Therefore studies on industrial processing and/or household
preparation for TA and TLA are required.

Studies on industrial processing and/or household preparation for TA and TLA in rapeseed are required —
data gap.

zRMS position after evaluating additional data provided by the Applicant in July 2025:

Magnitude of residues in processed commodities are part of the peer review of the TDMs confirmatory
data (EFSA Journal 2018; 16(7):5736) and are out of data protection.

According to EFSA Journal 2018; 16(7):5736: “The hydrolysis studies show that all four TDM are stable
on processing. As a consequence the relevant residues in processed commodities are the TDM and no
breakdown products need be considered. No processing factors have been applied to the consumer risk
assessments. However, the processing factors determined do need to be considered for the dietary burden
of livestock.”

Data/information on difenoconazole residues in succeeding crops were reviewed at EU level and were
considered to be acceptable, cover the proposed use.

Field rotation crops studies, analysing for the TDMs are required — data gap.

zRMS position after evaluating additional data provided by the Applicant in July 2025:

zZRMS took into account the additional data provided by the Applicant. Consequently, field rotation crops
studies, analysing for the TDMs, on crops that can be rotated and the plateau following multiple years of
consecutive applications, are in principle still required (data gap). Nevertheless, considering the large
margin of safety of the risk assessment performed with the TDMs resulting from the authorised uses of
difenoconazole assessed in this dossier, this data gap is not expected to be of concern for the authorised
uses of difenoconazole, but might be relevant for the comprehensive assessment of all triazole fungicides.
The position of zZRMS is the same as that given in the EFSA Journal. 2024;22:¢8987.

The currently established MRL for difenoconazole in honey is 0.05 mg/kg. The use of the
CHR/F/SCORPIO 325 SC in accordance with the proposed GAP does not pose a risk of exceeding the
currently established MRL in honey.
However, the study provided by the applicant is not accepted for TDMs due to the lack of necessary,
complete validation data — data gap.
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The exposure to difenoconazole and TDMs after use of CHR/F/SCORPIO 325 SC is not expected to
present a consumer risk. No further refinement of the assessment is required.

7.1.1 Critical GAP(s) and overall conclusion

Selection of critical uses and justification

The critical GAPs with respect to consumer intake and risk assessment for the preparation
CHR/F/SCORPIO 325 SC are presented in Table 7.11. They have been selected from the individual
GAPs in the zone for winter oilseed rape and sugar beet. A list of all intended uses within the zone is
given in Part B, Section 0.

Overall conclusion

The data available are considered sufficient for risk assessment. An exceedance of the current MRL for

azoxystrobin and difenoconazole as laid down in Reg. (EU) 396/2005 is not expected with exception of

pumpkin seeds and hemp seeds — possible exceedance of azoxystrobin MRLs.

The chronic and the short-term intakes of azoxystrobin and difenoconazole residues are unlikely to
resent a public health concern.

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

Data gaps

Noticed data gaps are: -
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Table 7.1-1: Acceptability of critical GAPs (and respective fall-back GAPs, if applicable)

1 2 3 4 5 6 7 8 9 10 11
F, Formulation Application Application rate per treatment
GAP Fn,
number| Crop and/ F(];)n Pests or PHI
[();eri or s'i“*at“m Zome| Product code Gn, Group of pests Type| Conc.| method | growth number interval kg as/hL. [ water |kg as/ha (days)| Conclusion
B.0)* Gpn controlled of as |kind stage & min max betw.een' L/ha
or applications | | .
e season (min) min max min max

min
max

1 Winter oilseed | N CHR/F/SCORPIO | F Phoma lingam, SC (325 |Spray, |Autumn, |a)l min. 99420 |a) 0.9-1.0 |200-400(a) 0.2925-0.325 | ata
rape 325 SC Alternaria brassicae, medium | spring b)2 150 I/ha kga.s./ha (AZX
(BRSNW) Verticillium longisporum sprayer | BBCH +4- b) 1.8-2.0 0.18-02 kga.s/ha| 60
(0401060) 29 — 1/ha +DIF 0.1125-

14-22 0.125 kg a.s/ha)

BBCH 31- b) 0.585-0.65 kg

55 a.s./ha (AZX
0.36-04 kga.s/ha
+DIF0.225-0.25
kg a.s/ha)

2 Winter oilseed | N CHR/F/SCORPIO | F Sclerotinia sclerotiorum, |SC | 325 |Spray, [Spring a)l n/a a) 0.9-1.0 |200-400|a) 0.2925-0.325 | &fa
rape 325 SC Botryotinafueketiana medum |BBCH 61- | b)1 I/ha kga.s./ha (AZX
(BRSNW) Botrytis cinerea sprayer |69 b) 0.9-1.0 0.18-02 kga.s/ha| 60
(0401060) Alternaria brassicae I/ha +DIF 0.1125-

Verticillium longisporum 0.125 kg a.s/ha)
b) 0.2925-0.325
kga.s./ha (AZX
0.18-02 kga.s/ha
+DIF 0.1125-
0.125 kg a.s/ha)
3 Sugar beet [N CHR/F/SCORPIO | F Cercospora beticola, SC (325 |Spray, [Spring a)l n/a a) 0.8-1.0 |200-400|a) 0.26-0.325 kg | #fa
(BEAVX) 325 SC Ramularia beticola, medum | BBCH 39- | b)1 I/ha a.s./ha (AZX
(0900010) Erysiphe betae. sprayer |49 b) 0.8-1.0 0.16-02 kga.s/ha | 35
/ha +DIF 0.1-0.125
kg a.s/ha)
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b) 0.26-0.325 kg
a.s./ha (AZX
0.16-02 kga.s/ha
+DIF 0.1-0.125
kg a.s/ha)
Springoilseed |N CHR/F/SCORPIO Sclerotinia sclerotiorum, |SC | 325 |Spray, [Autumn, |a)l min. 99428 |a) 0.9-1.0 |200-400(a) 0.2925-0.325 | ate
rape (BRSNS) 325 SC Alternaria brassicace, medium | spring b)2 150 I/ha kga.s./ha (AZX Only for
(0401060), Leptosphaeria maculans, sprayer | BBCH +4- | Only  for b) 1.8-2.0 0.18-02 kga.s/ha| 60 oilseed rape
Mustard Alternaria brassicicola, 29— oilseed rape I/ha +DIF0.1125- 2 appl. are
(3MUSC) Botrytis cinerea, Fusarium 14-22 or |2 0.125 kg a.s/ha) accepted, for
(6401600 sp., Fusarium oxysporum, BBCH 31- | applications b) 0.585-0.65 kg the rest 1
0401080), Septoria glycines, 69 are a.s./ha (AZX appl. is
Papaver som- Cercospora sojina, accepted; 0.36-04 kga.s/ha accepted
niferum Alternaria helianthin, For For the rest + DIF0.225-0.25
(PAPSO) Diaporthe helianthin, sunflower |only 1 is kg a.s/ha) Pumpkin.
Golovinomyces and accepted Hemp, Flax
0401030) cichoracearum, Alternaria soybean - not
Soybean alternata, Golovinomyces allowed intended for
(GLXMA) orontii, Melampsora lini, for consumption
(0401070), Septoria cannabis, treatments or/and are
Sunflower at max not feed to
(HELAN) BBCH 55 animals
(0401050),
Pumpkin
(CUUPE)
(seed
production
only)
(0401080
0401100),
Hemp/Flax
(technical and
seed
production)
(LIUUT)
(0401000
0401140)
Turnip N CHR/F/SCORPIO Alternaria sp, Erysiphe |SC | 325 |Spray, |Spring a)l n/a a) 0.8-1.0 |200-400|a) 0.26-0.325 kg | 35
(BRSNA) 325 SC heraclei, Sclerotinia medum | BBCH 39- | b)1 I/ha a.s./ha (AZX
(roots only) sclerotiorum, Septoria sprayer |49 b) 0.8-1.0 0.16-02 kga.s/ha
(0213110), apiicola, I/ha + DIF 0.1-0.125
Cichorium Botrytis cinerea, Erysiphe kg a.s/ha)
intybus betae, Cercospora beticola b) 0.26-0.325 kg
(CICIN) (roots Uromyces beticola, a.s./ha (AZX
only) Alternaria brassicicola, 0.16-02 kga.s/ha
(0900030), Erysiphe cruciferarum, + DIF 0.1-0.125
Beetroot Turnip mosaic virus, kg a.s/ha)
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(BEAVD) Albugo candida,
(0213010), Leptosphaeria maculans,
Rutabaga Botryotinia fuckeliana,
(BRSNA), Alternaria radicina
©2413H6
0213100)

Horseradish
(ARWLA)
(0213040)

Celeriac

(APUGR)

(0213030)

6 Ornamental N CHR/F/SCORPIO Podosphaeras p., SC |325 |Spray, |Spring a)l 14 a) 1.0 I/ha |300- a)0.325kga.s/ha
nursery plants, 325 SC Gymnosporangium sp., medum | the first b)2 b) 2.0 Vha | 1200 (AZX 0.2 kg
forestnursery leaf spot, Lophodermium sprayer | symptoms a.s./ha + DIF
plants, seditiosum, Diplocarpon of infection 0.125 kg a.s/ha)
renewals, rosae, Colletotrichum b)0.65 kga.s./ha
afforestation gloeosporioides, diseases (AZX 0.4 kg
and plantations caused by soil pathogens a.s./ha+DIF0.25
of forest trees kg a.s/ha)

7 Energetic |N CHR/F/SCORPIO Podosphaeras p., SC [325 |Spray, [Spring a)l 14 a) 0.8 I/ha | 300-

plants, 325 SC Gymnosporangium sp., medium [the first b)2 b) 1.6 /ha | 1200 a)0.260 kga.s./ha
Salix viminalis leaf spot, Lophodermium sprayer | symptoms (AZX 0.16 kg
(SAXVI), seditiosum, Diplocarpon of infection a.s./ha + DIF
Wicker rosae, Colletotrichum 0.100 kg a.s/ha)
(1SAXG) gloeosporioides, diseases
caused by soil pathogens
b)0.52 kga.s./ha
(AZX 0.32 kg
a.s./ha + DIF
0.200 kg a.s/ha)
8 Tobacco N CHR/F/SCORPIO Alternaria spp., SC (325 |Spray, [Spring a)l 14 a) 1.0 /ha |300- a)0.325 kga.s/ha
(NIOTA) 325 SC Golovinomyces medum | the first b)2 b) 2.0 /ha | 1200 (AZX 0.2 kg
cichoracearum sprayer | symptoms a.s./ha + DIF
of infection 0.125 kg a.s/ha)

b)0.65 kg a.s./ha
(AZX 0.4 kg
a.s./ha+DIF0.25
kg a.s/ha)

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1

**  Use also code numbers according to Annex I of Regulation (EU) No 396/2005

**% F: professional field use, Fn: non-professional field use, Fpn: professional and non-professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, Gpn: professional
and non-professional greenhouse use, I: indoor application

Explanation for Column 11 “Conclusion”
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A | Exposureacceptable without risk mitigation measures, safe use

R | Further refinement and/or risk mitigation measures required
- Exposure not acceptable, no safe use
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7.1.2 Summary of the evaluation

The preparation CHR/F/SCORPIO 325 SC is composed of azoxystrobin and difenoconazole.

Table 7.1-2: Toxicological reference values for the dietary risk assessment of azoxystrobin
and difenoconazole

Reference Source Year Value Study relied upon Safety
value factor

Difenoconazole
ADI EFSA 2011 0.01 2-yrrat 100
ARfD EFSA 2011 0.16 Developmental, rat 100
Azoxystrobin
ADI EFSA 2010 0.2 2-yearrat 100
ARfD Not required.

Triazole alanine (TA)

ADI EFSA Journal [ 2018 0.3 mg/kg Rabbit developmental study 100
2018; bw/day
ARfD 16(7):3376 2018 0.3 mg/kgbw Rabbit developmental study 100

Triazole lactic acid (TLA)

ADI EFSA Journal|2018 0.3 mg/kg Bridging from TA
2018; bw/day
ARfD 16(7:3376 - 513 03 mgkgbw  |Bridging from TA

Triazole acetic acid (TAA)

ADI EFSA Journal|2018 1 mg/kgbw/day |Rat2 generation and Rabbit 100
2018; developmental studies
ARfD 16(7):3376 2018 1 mg/kg bw Rat 2 generation and Rabbit 100

developmental studies

1,2, 4-triazole (1,2,4-T)

ADI EFSA Journal 2018 0.023 mg/kg Rat 12-month study 300
2018; bw/day
ARfD 16(7):3376 2018 0.1 mg/kgbw Rabbit developmental study 300

7.1.2.1 Summary for azoxystrobin
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Table 7.1.3:

Summary for azoxystrobin

Use-
No.*

Crop

Plant
metabolism
covered?

Sufficient
residue
trials?

PHI
sufficiently
supported?

Sample
storage
covered
by
stability
data?

MRL
compliance

Chronic
risk for
consumers
identified?

Acute risk
for
consumers
identified?

Winter
oilseed rape
(BRSNW)
(0401060)

Yes

Yes

N/A

Yes

Yes

Winter
oilseed rape
(BRSNW)
(0401060)

Yes

Yes

N/A

Yes

Yes

Sugar beet

(BEAVX)
(0900010)

Yes

Yes

N/A

Yes

Yes

Spring
oilseed rape
(BRSNS)
(0401060),
Mustard
(BMUSC)
(0401000),
Papaver
som-
niferum
(PAPSO)
(0401000)
Soybean
(GLXMA)
(0401070),
Sunflower
(HELAN)
(0401050),

Pumpkin

Yes

Yes

N/A

Yes

Yes

No
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Use-
No.*

Crop

Plant
metabolism
covered?

Sufficient
residue
trials?

PHI
sufficiently
supported?

Sample
storage
covered
by
stability
data?

MRL
compliance

Chronic
risk for
consumers
identified?

Acute risk
for
consumers
identified?

Turnip
(BRSNA)
(roots only)
(0213110),
Cichorium
intybus
(CICIN)
(roots only)
(0900030),
Beetroot
(BEAVD)
(0213010),
Rutabaga
(BRSNA),
(0213110)
Horseradish
(ARWLA)
(0213040)
Celeriac
(APUGR)
(0213030)

Yes

Yes

N/A

Yes

Yes

Ornamental
nursery
plants,

forest
nursery
plants,
renewals,
afforestation
and
plantations
of forest
trees

Yes
Not required

Yes
Not
required

NZA
Not required

Yes
Not
required

Yes
Not
required

Energetic
plants,
Salix
viminalis
(SAXVI),
Wicker
(ISAXG)

Yes
Not required

Yes
Not
required

Yes
Not required

Yes
Not
required

Yes
Not
required

10

Tobacco
(NIOTA)

Yes
Not required

Yes
Not
required

Yes
Not required

Yes
Not
required

Yes
Not
required

No

Neo
Not
required

¥Yes
Not
required

¥es
Not
required

*

Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1
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7.1.2.2

Table 7.1.4:

Summary for difenoconazole

Summary for difenoconazole

Use-
No.*

Crop

Plant
metabolism
covered?

Sufficient
residue
trials?

PHI
sufficiently
supported?

Sample
storage
covered
by
stability
data?

MRL
compliance

Chronic
risk for
consumers
identified?

Acute risk
for
consumers
identified?

Winter
oilseed rape
(BRSNW)
(0401060)

Yes

Yes

N/A

Yes

Yes

Winter

oilseed rape
(BRSNW)
(0401060)

Yes

Yes

N/A

Yes

Yes

Sugar beet
(BEAVX)
(0900010)

Yes

Yes

N/A

Yes

Yes

Spring
oilseed rape
(BRSNS)
(0401060),
Mustard
(3MUSC)
(0401000),
Papaver
som-
niferum
(PAPSO)
(0401000)
Soybean
(GLXMA)
(0401070),
Sunflower
(HELAN)
(0401050),
Pumpkin
(CUUPE)
(seed
production
only)
(0401080),
Hemp/Flax
(technical
and seed
production)
(LTUUT)
(0401000)

Yes

Yes

N/A

Yes

Yes

No
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Use-
No.*

Crop

Plant
metabolism
covered?

Sufficient
residue
trials?

PHI
sufficiently
supported?

Sample
storage
covered
by
stability
data?

MRL
compliance

Chronic
risk for
consumers
identified?

Acute risk
for
consumers
identified?

Turnip
(BRSNA)
(roots only)
(0213110),
Cichorium
intybus
(CICIN)
(roots only)
(0900030),
Beetroot
(BEAVD)
(0213010),
Rutabaga
(BRSNA),
(0213110)
Horseradish
(ARWLA)
(0213040)
Celeriac
(APUGR)
(0213030)

Yes

Yes

N/A

Yes

Yes

Ornamental
nursery
plants,

forest
nursery
plants,
renewals,
afforestation
and
plantations
of forest
trees

Yes
Not required

Yes
Not
required

Yes
Not required

Yes
Not
required

Yes
Not
required

Energetic
plants,
Salix
viminalis
(SAXVI),
Wicker
(ISAXG)

Yes
Not required

Yes
Not
required

Yes
Not required

Yes
Not
required

Yes
Not
required

10

Tobacco
(NIOTA)

Yes
Not required

Yes
Not
required

Yes
Not required

Yes
Not
required

Yes
Not
required

No

Yes

Yes

Not
required

Yes
Not
required

¥es
Not
required
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7.1.2.3 Summary for CHR/F/SCORPIO 325 SC

Table 7.1-5: Information on CHR//F/SCORPIO 325 SC (KCA 6.8)

PHI for PHI/. Withholding period* PHI for
Cl:IPl}/(l; /;ZCSO sufficiently supported for CHR/F/SCO ZRMS Comments
Crop SC RPIO 325SC|  (if different PHI
proposed by | azoxystrobin| difenoconazole propRolsve[d by proposed)
applicant ZRMS
Winter N/A Yes Yes 60 Considering that the
oilseed rape residue results for
(BRSNW) rapeseed in the
(0401060) assessment refer to
. DALA in the range of
Oﬂs\zf:(liter:;pe N/A Yes Yes 60 45-70 (62, 54, 5.8,‘57,
(BRSNW) 54,45,70,63), 1t is
proposed to set PHI
(0401060) equalto 60 days forall
oilseeds.
Sugar beet N/A Yes Yes 35 Considering that the
(BEAVX) residue results for
(0900010) sugar beet roots in the
assessment refer to
DALA 35 +1, it is
proposed to set PHI
equalto 35 days.
Spring N/A Yes Yes 60 The proposed uses of
oilseed rape difenoconazole in
(BRSNS) rapeseed, poppy seeds,
(0401060), sunflower, mustard
Mustard seed, soybean pumpkin
(3MUSC) seeds and hemp seeds
(0401000), are considered
Papaver acceptable (at max
som- BBCH 55 for
niferum sunflower seeds,
(PAPSO) pumpkin seeds, hemp
(0401000) and soybean).
Soybean Considering that the
(GLXMA) residue results for
(0401070), rapeseed in the
Sunflower assessment refer to
(HELAN) DALA in the range of
(0401050), 45-70 (62, 54, 58, 57,
Pumpkin 54,45,70,63), 1t is
(CUUPE) proposed to set PHI
(seed equalto 60 days forall
production oilseeds.
only)
(0401080),
Hemp/Flax
(technical
and seed
production)
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Crop

PHI for
CHR/F/SCO
RPIO 325
SC

proposed by
applicant

PHI/ Withholding period*
sufficiently supported for

azoxystrobin

difenoconazole

PHI for
CHR/F/SCO
RPIO 325 SC

proposed by
zZRMS

zRMS Comments

(if different PHI
proposed)

(LIUUT)
(0401000)

Turnip
(BRSNA)
(roots only)
(0213110),
Cichorium
intybus
(CICIN)
(roots only)
(0900030),
Beetroot
(BEAVD)
(0213010),
Rutabaga
(BRSNA),
(0213110)
Horseradish
(ARWLA)
(0213040)
Celeriac
(APUGR)
(0213030)

N/A

Yes

Yes

35

Considering that the
residue results for
sugar beet roots in the
assessment refer to
DALA 35 +1, it is
proposed to set PHI
equalto 35 days.

Ornamental
nursery
plants,

forest
nursery
plants,
renewals,
afforestation
and
plantations
of forest
trees

N/A

Yes

Yes

Energetic
plants,
Salix
viminalis
(SAXVI),
Wicker
(1SAXG)

N/A

Yes

Yes

Tobacco

(NIOTA)

N/A

Yes

Yes

NR: not relevant

*
ok

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
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7.2 Azoxystrobin

General data on azoxystrobin are summarized in the table below.

Table 7.2-1: General information on Azoxystrobin

Active substance (ISO Common Name) azoxystrobin

IUPAC methyl (E)-2-{2[6-(2-cyanophenoxy)pyrimidin-4-
yloxy]phenyl}-3-methoxyacrylate

Chemical structure NP N
I
MO
CN 0 OCH,4

OCH;
Molecular formula C22H17N305
Molar mass 403 .4
Chemical group aryloxypyrimidine
Mode of action (if available) inhibit mitochondrial respiration by blocking electron
transpor
Systemic Yes
Company (ies) Syngenta
Rapporteur Member State (RMS) AT
Approval status Approve Date of approval 01.01.2012, Reg. (EU)
703/2011
Expiration of approval 31/05/2027
Restriction SANCO/11027/2011 Rev 3
20 March 20152

COMMISSION IMPLEMENTING REGULATION (EU)
No 703/2011 of 20 July 2011
Only uses as fungicide may be authorised.

Review Report SANCO/11027/2011 Rev 3
20 March 2015
Current MRL regulation Reg. (EU) 20214807 2024/2633
Peer review of MRLs according to Article 12 of Reg No | EESAJousnal2010;-8(4):1542
396/2005 EC performed Yes
EFSA Journal : Conclusion on the peer review EFSA Journal2010; 8(4):1542
EFSA Journal: conclusion on article 12 EFSA Journal 2010:8(4):1542.2013;11(12):3497
Current MRL applications on intended uses None
* Notifier in the EU process to whom the a.s. belong(s)

Hok If yes: EFSA, YYYY - see list of references
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7.2.1 Stability of Residues (KCA 6.1)
7.2.1.1 Stability of residues during storage of samples

Available data

No new data submitted in the framework of this application.

Table 7.2-2: Summary of stability data achieved at <- 18°C (unless stated otherwise)
Matrix Characterlst}cs of the Acceptable Max1.mum Reference
matrix Storage duration

Data relied on in EU

Plant products

Wheat High starch content 24 month Burke, S.R., 1995a
EFSA 2013

Oilseed rape High oil content 24 month Burke, S.R., 1997

Honey Honey 104 days S. Mahlow, 2023, Report
no S22-08436, see dRR
Part BS

Conclusion on stability of residues during storage

The storage stability evaluated during Annex I inclusion covers plant matrices for use CHR/F/SCORPIO
325 SC according to the label.

zRMS comments:

The Applicant provided data only for high oil and starch content matrices but the potential degradation of
residues during storage of the residue trials samples was assessed in the framework of the peer review
(EFSA Journal 2010; 8(4):1542) also for commodities with high water content (banana, peach, tomato,
cucumber, lettuce, carrot) and high acid content (grape, apple, orange). The storage stability of
azoxystrobin was demonstrated for a period of 24 months at -18°C in all type of plant matrices.
The storage stability of azoxystrobin residues in animal products was also evaluated under peer review.
Studies demonstrated storage stability of azoxystrobin in milk, muscle, fat, liver, kidney and eggs for up
to 10 months when stored deep frozen.

zZRMS comments:

The Applicant provided storage stability studies for azoxystrobin in honey (S. Mahlow, 2023, Report no
S22-08436, see dRR Part BS)
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Procedural Recoveries Storage Samples
Percentage of analyte found relafive to the ﬁzﬁgt;gde Percentage
st Mean (%) 3 nominal fortification level (%) corrected for recavered
orage . i relative to the
Period - in brackets: the (mean)
Single Values (%) mean
rel. std. Mean 2 procedural ercentage
deviation (%) - in brackets: rel. | recovery of the P
Single Values ® . S recovered at
std. deviation individual date Day 03
(%) of extraction y
Analyte: Difenoconazole Test System: Honey Mominal Fortificafion Level: 0.10 g (10xLOQ})
0 days - 94,95 94 -
1 month
70,70 [ 74,74 4 105 78
(54 days)
3 months
90, %4 92 93, 104 98 107 104
(104 days)
Analyte: Azoxystrobin Test System: Honey Nominal Ferfification Level: 0.10 mglkg (10xLOQY)
0 days - 94, 83 88 -
1 month
75,78 76 75,80 7 102 87
(54 days)
3 months
98, 90 94 92, 86 89 95 100
(104 days)
# calculated from unrounded values; ® not corrected for procedural recoveries

The study is deemed sufficient for asssessing the stability of azoxystrobin in honey upon storage at < -18
°C for 104 days.

Data assessed in the framework of the peer review cover commodities to support in this dossier.

7.2.1.2

Conclusion on stability of residues in sample extracts

Stability of residues in sample extracts (KCA 6.1)

Analysis time were less than 24 hours between extraction and analysis or it was shown that study extracts

are stable.

7.2.2

7.2.2.1

Nature of residues in plants, livestock and processed commodities

Nature of residue in primary crops (KCA 6.2.1)

Available data

No new data submitted in the framework of this application.

Table 7.2-3:

Summary of plant metabolism studies

Crop Group

Crop

Label position

Application and sampling details

Method,
For G (a)

Rate

(kg-g
a.s./ha)

No | Sampling
(DAT)

Remarks

Reference
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EU data
Pulses and Peanut | 14C- foliar 850 g 2 |10days - Webb, J. et
oilseeds pyrimidinyl treatment, | as/ha 3 al, 1995
F 850+
14C-
300
cyanophenyl
14C-
phenylacrylate
Cereals Wheat | 14C- foliar 500 g 2 13 and 62 | Applications | Wilkinson,
pyrimidinyl treatment, | as/ha days at BBCH 30- | M. J. et al,,
14 C- F 31 and BBCH | 1994
cyanophenyl 59-61 Allin, R. et
14 C- al, 1995
phenylacrylate
Fruit crops Grapes |14C- foliar 0.25, 4 |21 days - Earl, V. L.
(grapes) pyrimidinyl treatment, | 1.0, 1.0 etal, 1994
F 2
. ini(s)/h:
cyanophenyl &
14C-
phenylacrylate

Summary of plant metabolism studies reported in the EU

1. Cleavage of the ether linkage between the phenylacrylate ring and the pyrimidinyl ring gives
metabolite M 28 [R401553], and the cleavage of the ether linkage between the cyanophenyl ring and the
pyrimidinyl ring to give M 13.

2. Complex photochemical rearrangement leads to M U13.

3. The Z-isomer M 09 [R230310] of azoxystrobin is formed by photochemical isomerisation.

4. Oxidative cleavage of the acryllic bond leads to M 24 and M 19, and further oxidation will give M 30.
5.M 02 [R234886] can be formed from azoxystrobin by hydrolysis of the ester group or oxidative o -
dealkylation. Hydration of the acryllic bond in M 02 [R234886] gives metabolite M U6.

6. Reduction of the acryllic bond of M 02 [R234886] gives M US5.

7. Azoxystrobin and its metabolites can be incorporated naturally in the form of simple sugars, for
example glucose. This is indicative of the mineralisation of azoxystrobin in soil to give carbon
dioxide, which is subsequently assimilated and converted to simple sugars via photochemical
reactions.

8. N-glucosylation of M 28 [R401553] forms M 42 [R405287].
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Figure B.7.1.1.4-1 Proposed metabolism of azoxvstrobin in plants
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Conclusion on metabolism in primary crops

The metabolism in primary crops presented during Annex I inclusion, covers use of CHR/F/SCORPIO

325 SC on winter oilseed rape and sugar beet. No new studies were necessary.

zZRMS comments:

The metabolism pattern was similar in all plant groups, parent azoxystrobin being the major compound,
accounting for 17-43 % TRR in cereal grain and straw, 35-65 % TRR in grapes, and 14-48 % TRR in
peanut hulls and hay. Azoxystrobin was not detected in peanut nuts, where radioactivity was found to be
mainly incorporated in fatty acids (up to 49 % TRR), but no individual metabolite was present in peanut
kernels at a level greater than 1 %. In the other crops, the major metabolites identified were M2817,
resulting from the cleavage of the ester link between the phenylacrylate and pyrimidyl ring, and
metabolite M091 8 (Z-isomer of azoxystrobin), both mostly below 10 % TRR. Other metabolites were
identified but they were all present in very small amounts (EFSA Journal 2010; 8(4):1542).

Based on these studies the residue for monitoring and risk assessment was defined as azoxystrobin only.
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7.2.2.2 Nature of residue in rotational crops (KCA 6.6.1)

Available data

No new data submitted in the framework of this application.

Table 7.2-4: Summary of metabolism studies in rotational crops
Application and sampling details
Label .
Crop group Crop osition Method, | Rate Sowing | Harvest | Remarks Reference
P ForG * | (kg intervals | [pgervals
a.s./ha) (DAT) (DAT)
EU data
Leafy vegetable | lettuce 14C-pyrimidinyl | F 221kg 130,200 {30,200 |- Goldsby,
as/ha and 365 |and 365 G, etal.,
days days 1995
14C- 22kg 30,200 |30,200 Miller, M.
cyanophenyl as/ha and 365 |and 365 M. and
days days Wilson, W.,
1995
14C- 22kg 30,200 |30,200 Tambling,
phenylacrylate as/ha and 365 |and 365 D.R. etal,
days days 1995
Root and tuber |Radish 14C-pyrimidinyl | F 221kg 130,200 {30,200 |- Goldsby,
vegetables as’ha and 365 |and 365 G, etal.,
days days 1995
14C- 2.2kg 30,200 |30,200 Miller, M.
cyanophenyl as/ha and 365 |and 365 M. and
days days Wilson, W.,
1995
14C- 22kg 30,200130, 200 Tambling,
phenylacrylate as/ha and 365 | and 365 DR. etal,
days days 1995
Cereals wheat 14C-pyrimidinyl | F 221kg 130,200|30,200]- Goldsby,
as/ha and 365 | and 365 G, etal,
days |days 1995
14C- 2.2kg 30,200 |30,200 Miller, M.
cyanophenyl as/ha and 365 |and 365 M. and
days days Wilson, W.,
1995
14C- 22kg 30,200130, 200 Tambling,
phenylacrylate as/ha and 365 | and 365 DR. etal,
days |days 1995

* Outdoor/field application (F) or glasshouse/protected/indoor application (G
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Summary of plant metabolism studies reported in the EU

Based on the three studies available the identification and the behaviour of breakdown and reaction
products and of metabolites in rotational crops were cleared up. The metabolism of azoxystrobin in
succeeding crops is almost similar for all the analysed crops and also similar to that observed in the
primary crops. The metabolism of azoxystrobin in rotational crops is more extensive with more
metabolites being formed than in the primary crops but the metabolites in succeeding crops are produced
in low concentrations.

Many metabolites produced in rotated crops are glucose or amino acid conjugates of the
corresponding primary crop free metabolites. As in the primary crops, azoxystrobin is found in
amounts well above 10% of the total radioactive residue. Metabolites M 42 [R405287], M N2, M O2
and M O3, which are major metabolites in succeeding crops, are found in the primary crops in
greatly reduced concentrations in both free and conjugated forms. M 09 [R230310] the
corresponding Z-isomer to azoxystrobin is not detected in most rotated crops and if detected, it is
present in low concentrations (<2.0%). In general, 14C-azoxystrobin was metabolised in succeeding
crops by four major routes:

1. Hydrolysis of the ester to give the free acid (M 02 [R234886]) followed by conjugation to glucose
(N2) and malonylglucose (O3).

2. Reduction of the double bond on the acid (M 02 /R234886]) followed by conjugation to glucose
(N1) and malonylglucose (O2 and M2).

3. Cleavage of the ether linkage to give two ring compounds followed by further conjugation to
glucose.

4. Mineralisation to 14C-CO2 and subsequent incorporation into natural products.
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Figure B.7.1.2-1 Proposed metabolism of azoxystrobin in rotational crops
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Conclusion on metabolism in rotational crops

The metabolism in rotational crops covers use of CHR/F/SCORPIO 325 SC according to the label.

zRMS comments:

According to the EFSA Journal 2013;11(12):3497: The TRR in soil declined on average from 0.74—1.0
mg/kg at treatment to 0.79, 0.67 and 0.24 mg/kg at 30, 200, and 365 days after treatment, respectively.
The metabolism of azoxystrobin in rotational crops was complex with a large number of conjugated
metabolites formed. The residues declined significantly at longer plant back intervals. Radioactive
residues in the 365-day crops were generally in concentrations below 0.01 mg/kg. As in the primary
crops, parent azoxystrobin represented the major residue detected in all rotational crops (up to 17-44%
TRR); with very low residue levels in the tested crops (< 0.01-0.08 mg/kg at 30 days and <0.01-0.01
mg/kg at 200 days). In wheat forage and wheat straw at 30 days, TRRs were 0.15—0.34 and 1.4-1.9
mg/kg, respectively, which declined significantly at the longer plant back intervals of 200 days (0.02—
0.05 and 0.06—0.12 mg/kg, respectively) and 365 days (<0.01 mg/kg). Azoxystrobin residues in wheat
grain were <0.01 mg/kg even in wheat planted 30 days after the treatment. Compounds G219, M4220,
N121,N222,0223 and 0324, which are the principal metabolites in rotated crops, are glucose conjugates
and were also found in the primary crops in both free and conjugated forms. These metabolites are not
more toxicologically significant than parent (United Kingdom, 2009a).

It was concluded that the metabolism of azoxystrobin in succeeding crops is almost similar for all the
analysed crops and also similar to that observed in the primary crops. The relevant residue in rotational
crops should be defined as parent azoxystrobin.
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7.2.2.3 Nature of residues in processed commodities (KCA 6.5.1)

Available data

No significant residues, i.e. >0.1 mg/kg, were found and therefore processing studies are not required. No
new studies are necessary for CHR/F/SCORPIO 325 SC, since all residues are expected to be below 0.1

mg/kg.

No new data submitted in the framework of this application.

Table 7.2-5: Nature of the residues in processed commodities

Conclusion on nature of residues in processed commodities

Conditions (Duration, Temperature, pH) Identified compound(s) (%) Reference
EU data
Pasteurisation (20 minutes, 90°C, pH 4) ¥es Parent EFSA 2010
Baking, boiling, brewing ¥es Parent EFSA 2010
(60 minutes, 100°C, pH 5)
Sterilisation (20 minutes, 120°C, pH 6) ¥es Parent EFSA 2010

Conclusion on nature of residues in processed commodities

The residue pattern in processed commodities is similar to residue pattern in raw commodities

zRMS comments:

No significant degradation was observed under standard hydrolysis conditions, and the same residue
definition than in raw materials were defined for processed commodities (EFSA Journal 2010;
8(4):1542).

7.2.2.4 Conclusion on the nature of residues in commodities of plant origin
(KCA 6.7.1)
Table 7.2-6: Summary of the nature of residues in commodities of plant origin
Endpoints
Plant groups covered Pulses and oilseeds (Peanut)
Cereals (Wheat)

Fruit crops (grapes)

Rotational crops covered Cereals (wheat)
Leafy vegetables (lettuce)
Root vegetables (radish)

Metabolism in rotationalcrops similar to metabolism | Yes
in primary crops?

Processed commodities Azoxystrobin (no significant degradation observed under
standard hydrolysis conditions)

Residue pattern in processed commodities similarto | Yes
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pattern in raw commodities?

Plant residue definition for monitoring Azoxystrobin (Reg. (EU) 2024/2633)

Plant residue definition for risk assessment Azoxystrobin (EFSA Journal2010; 8(4):1542, EFSA Journal
2020;18(8):6231)

Conversion factor from enforcement to RA None

7.2.2.5 Nature of residues in livestock (KCA 6.2.2-6.2.5)

Available data

No new data submitted in the framework of this application.

Table 7.2-7: Summary of animal metabolism studies
Application details Sample details
Group Species La.b.el N(_) of Rate Duration | Commodity Time of | Reference
position animal li
(mg/kg (days) samplin
bw/d) g
EU data
Lactating | Goat 14C- 23.2-32.7 7 Milk twice Mayes S.
ruminants pyrimidinyl |2 25 (14C- daily etal,
14C- cyanophenyl) ) ) 1995
cyanophenyl Urine and faeces| daily Webb J. ot
14C- Tissues at al., 1996
phenylacrylate sacrifice
Laying Hens 14C- 15 10 Eggs twice Bramley,
poultry pyrimidinyl 11 daily Y. M.,
14C- 6 12.5 Excreta Regular Turer, J.
cyanophenyl . 1996
14C- intervals
phenylacrylate Tissues at
sacrifice

Summary of plant metabolism studies reported in the EU

Azoxystrobin is rapidly excreted and extensively metabolised by hens, with 92 to 98% of the
total radioactivity excreted within 23 hours after the final dose. The highest TRRs were in the
egg yolk (0.144 mg/kg, [14C-pyrimidinyl]-azoxystrobin) and liver (up to 0.11 mg/kg, [14C-
phenylacrylate]-azoxystrobin). The recovery data indicate transfer of azoxystrobin and its
metabolites into tissues and eggs is low. Azoxystrobin and R401553 were identified in egg yolk
at levels of <0.001-0.006 mg/kg azoxystrobin (parent) equivalents. In all tissues (for all labels):

* all components present at levels between 0.01 and 0.05 mg/kg were characterised

* no components were present at levels >0.05 mg/kg and no further work was therefore required to
identify them.

Even at the exaggerated dose rate used (8N), the transfer of residue into tissues and egg was very
small. Expected transfer of the residue into tissues under normal use patterns will be

significantly lower than 0.01 mg/kg.
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Figure B.7.2.2-2 Proposed Biotransformation Pathway of Azoxystrobin in the Hen
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Figure B.7.2.1-2 Proposed Biotransformation Pathwav of Azoxvstrobin in the Goat
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Conclusion on metabolism in livestock

Available metabolism studies demonstrated the residues of azoxystrobin are not expected in significant
amount since they are very polar and extensively excreted. The metabolic patterns identified in lactating
goats and laying hens is consistent with the rat metabolism and a specific metabolism study in pigs is not
considered necessary.

zRMS comments:

According to the EFSA Journal 2010; 8(4):1542: Azoxystrobin was rapidly excreted in the
metabolism studies performed on goats (2N dose) and poultry (8N dose). The transfer in tissues was
limited, the TRRs in muscle, fat, milk and egg white being <0.02 mg/kg. Thus, characterisation of
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residues was only performed in goat liver and kidney, and in poultry liver and egg yolk, where the TRRs
were in the range of 0.05 to 1.19 mg/kg. In these matrices, the metabolism was shown to be very
extensive, more than 20 compounds being identified/characterised, each accounting mostly for less
than 5% of the TRR. Some metabolites (M28, M20, [4...) were however observed in higher
proportions in some matrices, depending on the 14C-label. The parent compound was less than 2% of
the TRR, except in egg yolk (12% TRR for the cyanophenyl label). None of these compounds were
considered as a sufficient marker for the residue in animal matrices, and the residue for monitoring and
risk assessment was then defined by default as azoxystrobin only. However, the definition for risk
assessment has to be considered provisional, pending additional information on the toxicological
relevance of metabolites L1, L4 and L9. Considering the calculated animal burdens and the
results of the feeding studies, no MRLs were proposed for poultry products and a global MRL of
0.01* mg/kg was set for the other products of animal origin.

According to the EFSA Journal 2020;18(8):6231: The RMS proposed to confirm the residue definition
for risk assessment in animal commodities which was tentatively set as azoxystrobin, pending
information on the toxicological profile of metabolites L1, L4 and L9.

Azoxystrobin residues are not expected above LOQ in animals, so data previously evaluated at EU level
are considered enough to support the uses purposed in this dossier.

7.2.2.6 Conclusion on the nature of residues in commodities of animal origin
(KCA 6.7.1)

Table 7.2-8: Summary on the nature of residues in commodities of animal origin
Endpoints
Animals covered Lactating goats
Laying hens
Time needed to reach a plateau Milk: not relevant, low residues in milk 0.004-0.01 mgeq/L
concentration

Eggs: 6-8 days

Animalresidue definition for monitoring | Azoxystrobin, EESA Jeurnal2020:18(8):6231 Reg. (EU) 20211807

2024/2633
Animal residue definition for risk Azoxystrobin (tentative, EFSA, 2010, 2013) [genotoxicity of
assessment metabolites L1, L4 and L9 can be ruled out but general toxicity of

these metabolites was not addressed], EFSA Journal2020;18(8):6231

Conversion factor -

Metabolism in rat and ruminant similar Yes

Fat soluble residue No, Log Po/w <3
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7.2.3

7.2.3.1

Table 7.2-9:

Magnitude of residues in plants (KCA 6.3)

Summary of European data and new data supporting the intended uses

Summary of EU reported and new data supporting the intended uses of CHR/F/SCORPIO 325 SC and conformity to existing MRL

Residue
zone |Evaluation Unrounde Current EU
(N-EU, |GAP STMR HR d OECD MRL MRL
Commodity Source S-EU, |Residue levels (mg/kg) Ik Ik calculator (mg/kg) compliance
EU, |E =according to enforcement residue definition (mg/kg) | (mg/kg) MRL N
outside |RA = according to risk assessment residue definition (mg/kg)
EU)
Oilseed rape |New trials N-EU [GAP: 2x200 g/ha azoxystrobin, 2x125 g/ha difenoconazole BBCH 18-69,| 8-048 0.020 0.04 0.7 for Yes
(seeds) — K. Waniczyk outdoor, PHI: 45-70 0.006 rapeseeds for
mustard 22SGS48-01, 0.5 for rapeseeds,
e — K.Wanczyk E: <0.010,<0.002, <0.002, <0.010,<0.010, 0.020, <0.002, <0.002 mustard mustard
- 22SGS49-01, RA: <0.010,<0.002, <0.002,<0.010,<0.010, 0.020,<0.002, <0.002 seeds, poppy seeds,
seeds, K.Wanczyk seeds, poppy
soybean, 22S8GS51-01, soybean, seeds,
sunflower, K.Wanczyk sunflower, soybean,
pumpkin 22SGS52-01, 0.4 for sunflower
seeds, hemp |K-Wanczyk linseeds
o 22SGS53-01, 0.01 for No for
K.-Wanczyk pumpkin pumpkin
22SGS54-01, seeds, hemp seeds,
K.Wanczyk seeds hemp seeds
22SGS55-01
K.Wanczyk

235GS47
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Oilseed rape
(whole plant
roots)

New trials

K. Wanczyk
22SGS52-01,
K. Wanczyk
22SGS53-01,
K. Wanczyk
22SGS54-01,
K. Wanczyk
22SGS55-01
K.Wanczyk
23SGS47

N-EU

GAP: 2x 200 g/ha azoxystrobin, 2x125 g/ha difenoconazole, BBCH 22-
69, outdoor, PHI: 28

E: 0.17,0.14,0.56,0.038, 0.094
RA: 0.17,0.14,0.56,0.038, 0.094

0.140

0.560

N/A

Sugar beet
(roots)—
beetroots,
celeriac,
horseradish,
swedes/rutab
aga and
chicory roots

New trials
T.Peda
23SGS01-01,
T.Peda
23SGS02-01,
T.Peda
23SGS04-01,
T.Peda
23SGS05-01,
T.Peda
23SGS06-01,
T.Peda
23SGS07-01,
T.Peda
23SGS08-01,
T.Peda
23SGS46-01,

N-EU

GAP: 2x 200 g/ha azoxystrobin, 2x125 g/ha difenoconazole, BBCH 49,
outdoor, PHI: 34-36

E: <0.010, <6-862; <0.001, <0.010,<0.010,<0.010,<0.010, <0.010,
<0.010

RA: <0.010, <6-802;<0.001, <0.010,<0.010, <0.010, <0.010, <0.010,
<0.010

0.010

0.010

0.01

5 for sugar
beet
1 for
beetroots,
celeriac,
horseradish,
swedes/rutaba
ga and
chicory roots

Yes
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Sugar beet New trials GAP: 2x 200 g/ha azoxystrobin, 2x125 g/ha difenoconazole, BBCH 49, 0.068 0.510 - - N/A
(leaves with T.Peda outdoor, PHI: 34-36
tops) 23SGS01-01,
T.Peda E: 0.054,0.012,0.043,0.082*,0.34*,0.51*,0.087*,0.049*
23SGS02-01, RA: 0.054,0.012,0.043,0.082*,0.34*,0.51*,0.087*, 0.049*
T.Peda
23SGS04-01,
T.Peda
23SGS05-01,
T.Peda
23SGS06-01,
T.Peda
23SGS07-01,
T.Peda
23SGS08-01,
T.Peda
23SGS46-01,

Honey S.Mahlow 2023 GAP: 2x 200 g/ha azoxystrobin, 2x125 g/ha difenoconazole, 14-64 0.010 0.010 0.03 0.05 Yes
C. Ezeobi- BBCH, outdoor, PHI: 6-18,
Chris
S22-08279 E: <0.01, <0.01,<0.01, <0.01

RA: <0.01,<0.01, <0.01, <0.01

* Source of EU MRL: Reg. (EU) 2019/552
*diluted sample

LOD=0.002 mg/kg, LOQ=0.010 mg/kg azoxystrobin - rapeseed; LOD=0.001 mg/kg, LOQ=0.010 mg/kg azoxystrobin - sugar beet
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7.2.3.2

Conclusion on the magnitude of residues in plants

According to the available data, the intended uses are considered acceptable for outdoor uses.

zRMS comments:
zRMS does not agree with the Applicant’s above conclusion that all proposed uses can be accepted based
on the study results presented.

Oilseeds

Comparison of intended GAP and EU GAP (EFSA Journal 2013;11(12):3497):

Crop Region | Formulation Application PHI
Growth stage, | Number | Interval Max rate | (days)
BBCH (days) (g a.s./ha)

EU GAP (EFSA Journal 2013;11(12):3497)

Rape seed | NEU SC - 2 - 250 21

Mustard NEU SC - 2 - 250 21

seed

Sunflower | NEU SC Until 55 2 - 250 60

seed

Poppy seeds | NEU SC Until 49 2 - 250 21

EU GAP (EFSA Journal 2022;20(1):7051)

Rape seed | NEU | SC | 60-67 [ 1-2 [ 10-14 | 250 | 70

Intended GAP

Rapeseed | NEU | SC 14-29 2212 90420 200 n/a
Autumn 150 is 60 is
31-55 spring proposed proposed

Rapeseed | NEU [ SC 61-69 1 - 200 n/a

60 is
proposed

Rape seed, | NEU SC 14-29 22 2 90420 200 n/a

mustard 31-69 1 is 60 is

seed, max S5 is | proposed proposed

sunflower accepted for

seed, sunflower

soybean, seeds and

pumplkin soybean

seed;

poppy

seeds,

linseeds

hempilax

According to the SANTE/2019/12752 Rev.1 residue data for rapeseed can be extrapolated to whole group
oilseeds except peanuts for treatments before forming of the edible part and after forming of the edible
part to poppy seeds, linseeds and mustard seeds. For oilseeds, a significant part of the edible part is
present from full blossom (BBCH 65) onwards.
Taking the above into account, extrapolation to sunflower seeds, pumpkin seeds, hemp and soybean
is possible for treatments at max BBCH 55.
The Applicant provided 8 independent residue field trials on oilseed rape conducted in Hungary (n=2),
Poland (n=4), North France (n=1) and Germany (n=1). In all trials two applications (firstat BBCH 15-22,
second at BBCH 69) of CHR/F/SCORPIO 325 SC were applied at the target dose rate of 1.0 L/ha,
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equivalent to 200 g azoxystrobin and 125 g difenoconazole. The interval between applications was in the
range 132 days — 196 days. One treatment was performed in autumn, the other in spring.

All studies were accepted. Specimen extraction and determination of residues of azoxystrobin in oilseed
rape were performed according to the multi-residue QuUEChERS method. Quantification was performed
by use of LC-MS/MS detection. The limit of quantification (LOQ) of the analytical method was 0.010
mg/kg. The limit of detection (LOD) of the analytical method was 0.002 mg/kg.

Residues above the stated LOQ of 0.01 mg/kg were found in one study.

Azoxystrobin residue results in seeds considered for further evaluation:

4 x <0.002 mg/kg; 3 x <0.01 mg/kg; 0.02 mg/kg (STMR 0.006 mg/kg, HR 0.02 mg/kg)

Residue results in whole plant were presented in 5 studies:

0.038 mg/kg; 0.094 mg/kg; 0.14 mg/kg; 0.17 mg/kg; 0.56 mg/kg (STMR 0.14 mg/kg, HR 0.56 mg/kg)
The current EU MRL for azoxystrobin in:

rapeseed is 0.7 mg/kg;

sunflower seed is 0.5 mg/kg;

mustard seed is 0.5 mg/kg;

soybean is 0.5 mg/kg;

poppy seeds is 0.5 mg/kg;

linseeds is 0.4 mg/kg

pumpkin seed is 0.01 mg/kg;

hemp seeds is 0.01 mg/kg.

The data submitted show that no exceedance of the existing MRL will occur for rapeseed, sunflower,
mustard seed, linseeds, poppy seeds and soybean. However, it is not possible to rule out exceeding the
MRLs for pumpkin seeds and hemp seeds.

Considering that the intervals between treatments in the studies provided exceed the min.
recommended in GAP (Table 7.1-1) of 60/120 days, zZRMS suggests limiting the use to one
application for mustard seed, soybean, sunflower seed, and poppy seed.

The proposed uses of azoxystrobin in rapeseed, poppy seeds, sunflower, mustard seed, and soybean
are considered acceptable ( at max BBCH 55 for sunflower and soybean).

The proposed uses of azoxystrobin in pumpkin seeds and hemp seeds are not considered
acceptable.

Taking into account that it concerns only the production of seeds not intended for consumption or/and are
not feed to animals, the uses proposed for pumpkin seed and hemp/flax seeds were accepted. An
appropriate restriction has been introduced in the label.

Considering that the residue results for rapeseed in the assessment refer to DALA in the range of
45-70 (62, 54, 58, 57, 54, 45, 70, 63), it is proposed to set PHI equal to 60 days for all oilseeds.

Sugar beet

Comparison of intended GAP and EU GAP:

Crop Region | Formulation Application PHI
Growth stage, | Number | Interval Max rate (days)
BBCH (days) (ga.s./ha)

EU GAP (EFSA Journal 2013;11(12):3497)

Sugarbeet | NEU | SC - 2 14-28 250 35

Chicory NEU | SC - 2 250 14

roots

Celeriac NEU | SC - 2 12 250 14

Celeriac NEU SC - 3 - 200 14

Horseradish | NEU SC - 4 - 250 10

Beetroot NEU | SC - 2 - 250 14

Swedes NEU [ SC - 2 14-21 250 14

Turnips NEU | SC - 2 14-21 250 14




CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC Page 45 /350
Part B — Section 7 - Core Assessment
Applicant version Version October 2023

Intended GAP

Sugar beet | NEU | SC 39-49 1 - 200 n/a
35 is
proposed
Turnip, NEU [ SC 39-49 1 - 200 n/a
Chicory 35 is
roots, proposed
beetroot,
rutabaga,
horseradish,
celeriac

According to the SANTE/2019/12752 Rev.1 residue data for sugar beets can be extrapolated to beetroots,
celeriac, horseradish, swedes/rutabaga and chicory roots for treatments before and after forming of the
edible part.

The Applicant provided 8 independent residue field trials on sugar beet conducted in Hungary (n=2),
Poland (n=3), North France (n=1) and Denmark (n=1). In all trials one application (at BBCH 49) of
CHR/F/SCORPIO 325 SC were applied at the target dose rate of 1.3 L/ha, equivalent to 260 g
azoxystrobin and 163 g difenoconazole.

All studies were accepted. Specimen extraction and determination of residues of azoxystrobin in sugar
beet root were performed according to the multi-residue QuEChERS method. Quantification was
performed by use of LC-MS/MS detection. The limit of quantification (LOQ) of the analytical method
was 0.01 mg/kg. The limit of detection (LOD) of the analytical method was 0.00 1 mg/kg.

No residues of azoxystrobin above the LOQ of 0.01 mg/kg were found in the roots.

Azoxystrobin residue results in roots considered for further evaluation:

1 x<0.001 mgkg; 7x <0.01 mg/kg; (STMR 0.01 mg/kg, HR 0.01 mg/kg)

Residue results in leaves with tops:

0.054 mg/kg; 0.012 mg/kg; 0.043mg/kg; 0.082 mg/kg; 0.34 mg/kg; 0.51 mg/kg; 0.087 mg/kg; 0.049
mg/kg; (STMR 0.068 mg/kg, HR 0.51 mg/kg)

The current EU MRL for azoxystrobin in:

sugar beet is 5 mg/kg;

beetroots (root), celeriac, horseradish, swedes/rutabaga and chicory roots is 1 mg/kg.

The data submitted show that no exceedance of the existing MRLs will occur.

Considering that the residue results for sugar beet roots in the assessment refer to DALA 351, it is
proposed to set PHI equal to 35 days.

7.2.4 Magnitude of residues in livestock

7.2.4.1 Dietary burden calculation

Data/information on livestock feeding studies were reviewed during the Annex I inclusion process and
was considered to be acceptable and no further data have been generated.
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Residues from livestock feeding studies (Annex ITA point 6 4, Annex ITIA point 8.3)

Ruminant: Poultry: Pig:

Conditions of requirement of feeding studies

Expected intakes by livestock = 0.1 mg'kg 10.24/12.37 1.36 3.84
diet {dry weight basis) (ves/no - If ves, specify mg/'kg DM mg'kg DM mg/kg DM
the level) (dairy/beef cattle)

Potential for accunmlation (yes/no): No No MNo

Metabolism studies indicate potential level of

residues = 0.01 mg'kg in edible tissues No o No

Feeding studies: (Feeding rate up to 45N in poultry

smdy and up to 24N in the cattle study)
Residue levels in matrices : max (mg/kg)

Muscle =0.01 <0.01l mg'kg | Not addressed
(20N dose) (45N dose)

Liver 0.01 <0.01l mg'kg | Not addressed
(2N dose) (45N dose)

Kidney 0.01 =0.01 mg'kg | Not addressed
(6N dose) (45N dose)

Fat 0.02 mg'kg <0.01 mg'kg | Not addressed
(61 dose) (45N dose)

Milk 0.004 mg/kg
(2N dose)

Eggs =(.01 mg'kg
£ (45N dose)
Table 7.2-10: Input values for the dietary burden calculation (considering the uses

authorized in the country of the ZRMS and the uses under consideration)

Median dietary burden Maximum dietary burden

Feed Commodity

Input value Input value

Comment Comment
(mg/kg) (mg/kg)
Azoxystrobin
Beet, mangel 0.07 See point 7.2.9 0.51 See point 7.2.9
Beet sugar, tops 0.07 See point 7.2.9 0.51 See point 7.2.9

Rape, forage 0.014 See point 7.2.9 0.56 See point 7.2.9
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Median dietary burden Maximum dietary burden

reed Commodity Ing:tg /‘lf:;l)ue Comment Ing:; /‘lf:;l)ue Comment

Turmip, tops (leaves) 0.07 See point 7.2.9 051 See point 7.2.9

Swede, roots See point 7.2.9 0.01 See point 7.2.9

Tumip, roots 0.01 See point 7.2.9 0.01 See point 7.2.9

Soybean, seed 0.01 See point 7.2.9 | I

Beet, sugar, dried pulp 0.18 See point 7.2.9 l I

F 0.03 See point 7.2.9 | I

Beet, sugar, molasses 0.28 See point 7.2.9 | i

Canola (rape seed), 0.02 See point 7.2.9 - -

meal

Rape, meal 0.02 See point 7.2.9 - -

Soybean, meal 0.01 See point 7.2.9 l I

Soybean, hulls 0.08 See point 7.2.9 | I

r See point 7.2.9 | i
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Table 7.2-11: Overview of the dietary burden calculation
Animal burden calculation AZOXYSTROBIN
According to: "0OECD Guidance Document. Series on testing and assessment No 64 and Series on pesticides No 32" and
“0ECD Guidance Document on Residues in livestock, Series on Pesticides No 737
Maxi Cattle Sheep
R 500 kg . ES0 kg 75 kg 40 kg
Intake Beef 2 Dairy 5 Ram/Ewe 2tk Lamb 17 ka
(mg/lcg bw/d) 0.027 matkgbwidi 2 0.037 malkgbwid! 0.028 moglkg bwidi 0.036 magtkg bwid: <
Contributor | Best. mangsl i fodder 30 |Best. mangel ifodder 25 |Rap= foraze 40 [Rapa forage 40
Contributar 2] Best. suzar ensiled pulp! 235 |Best. suzar ensiled pulp: 40 |Best, suzar drizd pulp | 40 |Beet. surar drisd pulp 40
Contributor 3 Swads 1oots 40 |Swade 1oots 20 |Swede roots 20 |Bwede roots 20
Contributor 4 Sovbean sead 5 |Sovhean sead 10 0 0
Median intake (0.0054 mglkg bwid (0.0082 mglkg bwid 0.007 magflg bwid 0.0123 magllkg bwid
. Swine Intales »0.004 mgilcg tw/d are highlighted
Maximum 750 1o 0
Intake Breeding £ ka Finishing 3 ka
{mg'kg bw/d) 0.014 matkgbwidi 0.002 malkgbwidi
Cortributor )| Beat, mangel fodder 15 |Basat, suzar dried pulp : 20
Contributar 2] Baat, suzar drisd pulp | 20 |Sweds roots 40
Contributar 3] 8wada roots 40 |Eovbzan szed 20
Contributor 4] 2ovbzan seed 10
Median intake 0.004 mallkg bwid (0.002 maglkg buwid
Maximum T Ll =T —
Intake Broiler 012 kg Layer 013 kg Turkey 05 kg
(mg/lcg bw/d) 0.001 matkg bwidi > 0.014 matkgbwidi M 0.001 matkg bwidi ¥
Contributar 1| Sweda roots 10 |Raps foraze 10 |Ewade roots 10
Contributor 2] Sovbean hulls 3 |Swede roots 10 |Canecla meal 20
Contributor 3] Sovbean se=d 20 |Sovbean hulls 53 |Sovbean ze=d 15
Contributor d Sovbean zead 15
Median intake 0.001 mallg bw 0.004 maglkg b 0.00 maglkg bw
Intakes expressed on the dry mater basis (mg'ke DM)
mg/lg DM Cattle Sheep Swine
Beaf Dairy Ram/Ewa Lamb Breading Finishinz
Maximum 1.11 0.95 0.8 0.85 0.59 0.08
Median 0.23 0.21 0.23 0.25 0.17 0.08
Poultry
Broiler Laver Turkev Intake >0.1mglkg DM
Maximum 0.02 0.20 0.02 in red characters
Meadian 0.02 0.06 0.02

zRMS comments:
The calculation of the dietary burden was conducted considering the uses evaluated by EFSA, (EFSA
Journal 2022;20(1):705).
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Previous
. . assessment
Relevant Dietary burden expressed in ) (EFSA,
rouDs Most Most Trigger 2020)
?sub—p critical critical exceeded
(a) ity (B}
aroups) mg/ kg bw per day mag/kg DM subgroup® commodity® (Y/N) mgiqu
Median Maximum Median Maximum Maximum
Cattle (all) 0.46 0.59 11.97 15.35 Dairy cattle  Citrus, dried Y 15.35
pulp
Cattle 0.46 0.59 11.97 15.35 Dairy cattle  Citrus, dried Y 15.35
(dairy only) pulp
Sheep (all) 0.10 0.23 2.85 5.79 Lamb Rye, straw Y 5.79
Sheep 0.10 0.19 2.85 5.79 Ram/Ewe Rye, straw Y 5.79
(ewe only)
Swine (all) 0.20 0.25 8.76 10.60 Swine Citrus, dried Y 10.60
(breeding) pulp
Poultry (all) 0.05 0.10 0.66 1.42 Poultry layer Wheat, straw Y 1.42
Poultry 0.05 0.10 0.66 1.42 Poultry layer Wheat, straw Y 1.42
(layer only)
Fish n.a. n.a. n.a. n.a. n.a. n.a. n.a. n.a.

bw: body weight; DM: dry matter; n.a.: not applicable.
(a): When one group of livestock includes several subgroups (e.g. poultry "all’ induding broiler, layer and turkey), the result of
the most critical subgroup is identified from the maximum dietary burdens expressed as 'mg/kg bw per day".
(b): The most critical commodity is the major contributor identified from the maximum dietary burden expressed as 'mg/kg bw
per day"
The respective trigger values are exceeded indicating the requirement of livestock feeding studies for all
Species.

7.2.4.2 Livestock feeding studies (KCA 6.4.1-6.4.3)

Available data

According to DAR, Azoxystrobin — Volume 3 B.7, May 2009 and EFSA Journal 2010; 8(4): 1542 new
livestock feeding studies are performed during Annex [ inclusion and renewal. No new livestock studies
feeding studies are necessary.

Azoxystrobin residue feeding study in cows— Azoxystrobin residues have been shown to be up to 0.43
mg/kg in cereal grain and up to 3.5 mg/kg in kale; this corresponds to a dietary exposure level of 1.6
mg/kg diet ( DM). It is therefore demonstrated that the level of azoxystrobin reaching human diets from
ingestion of eggs and poultry meat will not exceed the LOQ of the method.

The maximum intakes of azoxystrobin, calculated using HRs are: 12.43mg/kg diet for beef cattle, 10.39
mg/kg diet for dairy cattle and 4.15 mg/kg diet for pig (all values are DM).

In the residue transfer study, cows were fed azoxystrobin at rates of 5 (0.4N), 25 (2N) and 250 (20 N)
mg/kg diet for 30 consecutive days ( N rates calculated on basis of intakes calculated for beef cattle:
12.43 mg/kg diet (DM) which represents worst case). Residues of azoxystrobin in the milk were very low
from all the dose levels, ranging from 0.003 to 0.009 mg/kg. No residues of azoxystrobin above the limit
of quantification (0.01 mg/kg) were found in the meat , kidney or fat of cows fed at 5-25 mg
azoxystrobin/kg diet. Residues of azoxystrobin in the liver were <0.01 mg/kg from the 5 mg/kg dose level
and 0.01 mg/kg from the 25 mg/kg dose level.

The level of azoxystrobin reaching human diets from ingestion of milk and meat will not exceed the LOQ
of the method.
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Residues from livestock feeding studies (Annex ITA, point 6.4, Annex ITIA point 8.3)

Ruminant; Poultry: Pis:

Conditions of requirement of feeding studies

Expected intakes by livestock = 0.1 mg/'kg 10.24/12 .37 1.36 384
diet (dry weight basis) (ves/no - If ves, specify mg/'kg DM mg’kg DM mg/kg DM
the level) (dairy/beef cattle)

Potential for accumulation (yes/no): No No No

Metabolism studies indicate potential level of

residues = 0.01 mg'ke in edible tissues No No No

Feeding studies: (Feeding rate up to 45N in poultry
study and up to 24N in the cattle smdy)
Besidue levels in matrices : max (mg/kg)

Muszcle =0.01 =0.01 mg'kg | Not addressed
(20N dose) (45N dose)

Liver 0.01 =0.01 mg'kg | Not addressed
(2N dose) (45N dose)

Kidney 0.01 =0.01 mg'kg | Not addressed
(6N dose) (45N dose)

Fat 0.02 mg'kg =0.01 mg'kg | Not addressed
(6N dose) (45N dose)

Milk 0.004 mg/'kg
(2N dose)

=0.01 mg'kg

Eggs
£ (45N dose)
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Table 7.2-12: Overview of the values derived from livestock feeding studies
Dietary burden Results of the livestock feeding study
Med. Max. Dose Level |No |Residues at the closest |Estimated value at IN | Median Highest | Calculated CF £
Commodity (mg/kg (mg/kg (mg/kg feeding residue residue MRL RA(.?)r
bw/d) bw/d) bw/d) © (mg/kg)® | (mg/kg)© (mg/kg)
Mean Max. Mean® Max.®
(mg/kg) |(mg/kg) |(mg/kg) | (mg/kg)
EU data (EFSA Journal 2020;18(8):6231)
Cattle (all) 0.0045 0.026 091 1 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.01* 1
Muscle
Cattle (all) 0.0045 0.026 091 2 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.01* 1
Fat
Cattle (all) 0.0045 0.026 091 3 0.01 0.01 <0.01 <0.01 <0.01 <0.01 0.01*® 1
Liver
Cattle (dairy only) @ 0.0075 0.036 091 4 <0.01 n.a. <0.01 <0.01 <0.01 <0.01 0.01*® 1
Milk
Sheep (all) © 0.0068 0.028 0.18 5 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.01* 1
Muscle
Sheep (all) © 0.0068 0.028 0.18 6 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.01* 1
Fat
Sheep (all) © 0.0068 0.028 0.18 7 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.01*® 1
Liver
Sheep (all) © 0.0068 0.028 0.18 8 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.01*® 1
Kidney
Sheep (ewe only) 0.0115 0.035 0.18 9 <0.01 n.a. <0.01 <0.01 <0.01 <0.01 0.01* 1
Milk
Swine (all) © 0.003 0.013 0.18 10 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.01* 1
Muscle
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Swine (all) © 0.003 0.013 0.18 11 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.01* 1
Fat

Swine (all) © 0.003 0.013 0.18 12 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.01*® 1
Liver

Swine (all) © 0.003 0.013 0.18 13 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.01*® 1
Kidney

Poultry (all) 0.004 0.013 0.39 14 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.01* 1
Muscle

Poultry (all) 0.004 0.013 0.39 15 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.01* 1
Fat

Poultry (all) 0.004 0.013 0.39 16 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.01* 1
Liver

Poultry (layer only) 0.004 0.013 0.39 17 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.01* 1
Eggs

n.a.: not applicable.

*: Indicates that the MRL is proposed at the limit of quantification.
(a): Median residues recalculated at the 1N rate for the median dietary burden.

(b): Highest residues recalculated at the 1N rate for the maximum dietary burden.
(c): Closest feeding level and N dose rate related to the maximum dietary burden.
(d): For milk, mean was derived from samplings performed from day 1 to day 30 (daily mean of four cows)

e): Since extrapolation from cattle to other ruminants and swine is acceptable, results of the livestock feeding study onruminants were relied upon to derive the MRL and risk assessment values in sheep

and swine,

(f): Noting that the general toxicity of metabolites L1, L4 and L9 (found in liver and kidney) was not addressed.
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Conclusion on feeding studies

The requested uses (orthe new mode of calculation) modify the theoretical maximum daily intake for
animals, but regarding available feeding data, there is no risk for animal MRL to be exceeded.

zRMS comments:

According to EFSA Journal 2013;11(12):3497: “During the peer review under Directive 91/414/EEC, the
magnitude of azoxystrobin residues in livestock was investigated in feeding studies with lactating cows
and laying hens (United Kingdom, 2009a). Four groups of lactating cows, each consisting of three
animals, were dosed for 30 consecutive days with azoxystrobin at levels of 5, 25, 75 and 250 mg/kg in the
diet (equivalentto 0.18, 091, 2.73 and 9.09 mg/kg bw). Three groups of laying hens, each consisting of
twelve animals were dosed for 28 consecutive days with azoxystrobin at levels of 6, 18, and 60 mg/kg in
the diet (equivalent to 0.39, 1.2 and 3.9 mg/kg bw). The samples were analyzed for parent azoxystrobin.
Results of both livestock feeding studies are summarized in Table 3-8. In milk and eggs, a plateau level
was never reached and no residues at or above 0.01 mg/kg was found in any of the samples.

The storage stability of azoxystrobin residues in animal products was evaluated under the peer review of
Directive 91/414/EEC (United Kingdom, 2009a). Studies demonstrated storage stability of azoxystrobin
in milk, muscle, fat, liver and kidney, eggs forup to 10 months when stored deep frozen. According to the
RMS, all samples reported in the PROFile were stored in compliance with the above reported storage
conditions.”

The established MRLs for azoxystrobin in animal products are sufficient.

7.2.5 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation) (KCA 6.5.2-6.5.3)

Studies on Industrial Processing and/or Household Preparation are not relevant, because residues in
magnitude of the residues in the plant matrices are below 0.1 mg/kg.

zRMS comments:

According to the Commission Reg. (EU) No 283/2013: If the level of residues is less than 0.1 mg/kg,
processing studies shall be carried out if the contribution of the commodity under consideration to the
theoretical maximum daily intake (TMDI) is > 10 % of'the ADI or if the estimated daily intake is > 10 %
of the ARfD for any European consumer group diet. The contribution of sugar beet roots to the TMDI is
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21 %, processing studies are required. However, it should be noted that the results of azoxystrobin residue
studies following GAP compliant CHR/F/SCORPIO 325 SC application indicate no residues in roots
above the limit of quantification. In addition, according to EFSA Journal 2013;11(12):3497: “The effect
of processing on the nature of azoxystrobin was investigated in the framework of the peerreview. Studies
were conducted simulating representative hydrolytic conditions for pasteurisation (20 minutes at 90°C,
pH 4), boiling/brewing/baking (60 minutes at 100°C, pH 5) and sterilisation (20 minutes at 120°C, pH 6).
From these studies, it was concluded that processing by pasteurization, baking/brewing/boiling and
sterilization is not expected to have a significant impact on the composition of residues in matrices of
plant origin (United Kingdom, 2009a). The relevant residue for enforcement and risk assessment in
processed commodities is therefore expected to be the same as for primary crops.

Studies investigating the magnitude of residues in processed commodities of grapes, wheat, barley and
fresh beans with pods were reported in the framework of the peerreview (United Kingdom, 2009a). A fter
azoxystrobin wasincluded in Annex I to Directive 91/414/EEC, studies investigating the magnitude of
residues in processed commodities of oranges, strawberries, bananas, tomatoes, fresh beans without pods,
rice and hops were evaluated by EFSA or EMSs. An overview of all available processing studies is
available in Table 3-3. Robust processing factors for enforcement and risk assessment were derived for
peeled bananas, white wine, must, grape juice, grape pomace (wet and dry), brewing malt, beer, barley
pot, barley bran, whole-meal and white flour, bread, wheat bran, fresh beans with pods cooked and
canned. The processing factors reported for the other processed commodities should be considered as
indicative as a minimum of 3 processing studies is normally required.

Nevertheless, further processing studies are not required for the time being as they are not expected to
affect the outcome of the risk assessment. However, if more robust processing factors were to be required
by risk managers, in particular for enforcement purposes, additional processing studies would be needed
in the future.”

[Table 3-3: Overview of the available processing studies

Processed commodity Number Median Median Comments
of studies PF @ CF®

Enforcement residue definition: azoxystrobin

Processing factors recommended (sufficiently supported by data)

Bananas. peeled 6 0.04 1.00 PROFile
Wine grapes, must 6 0.51 1.00 United Kingdom, 2009a
Wine grapes, white wine 6 0.52 1.00
Wine grapes, juice 4 0.34 1.00
Wine grapes, dry pomace 4 479 1.00
Wine grapes, wet pomace 4 3.16 1.00
Barley. brewing malt 4 0.19 1.00 Processing factor for malt, beer and
i R pot are actually lower than the value
Barley, beer M 0.23 1.00 reported as residues were below the
Barley, pot/pearl 4 0.25 1.00 LOQ (worst case assumption)
- {(United Kingdom. 2009a)
Barley, bran 4 3.25 1.00
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Processed commodity Number Median Median Comments
of studies PF @ CF®
Wheat/rye, whole-meal flour 4 0.68 1.00 United Kingdom, 2009a
rve, W -Mes -
Wheat/rye, whole-meal 4 0.51 100
bread
Wheat/rye, wiute flour 4 0.45 1.00
Wheat/rye, bran 4 1.67 1.00
Beans (fresh, with pods). Processing factor for cooked beans
3 0.29 1.00 . }
cooked 15 lower than 0.29 as residues were
. below the LO ‘orst cas
Beans (fresh, with pods), oWt Q (wors case
1 3 042 1.00 assumption). DAR (United
canne Kmgdom, 2009a)
Hops, beer Additional PF: spent hops: 0,053;
3 0.00 1.00 wort: 0,005; spent yeast: 0,016
(PROFile).
Indicative processing factors (limited dataset)
Oranges._ juice 1 0.08 1.00 PROFile
Oranges. dry pomace 1 042 1.00
Strawberries. jam 2 0.36 1.00 PROFile
Strawberries, canned 2 0.90 1.00 PROFile
Tomatoes, peeled and Canned/peeled tomatoes: no
2 0.12 1.00 ) i
canned residues i processed product
PROFile).
Tomatoes, paste 2 0.99 1.00 ( ©)
Tomatoes, ketchup 2 0.48 1.00
Tomatoes, juice 2 0.32 1.00
Beans (fresh, without pods). 5 0.05 100 PROFile
cooked
Beans (fresh, without pods). ) 0.30 1.00
canned
Wheat/rye, wlite bread 2 0.57 1.00 Umnited Kingdom. 200%a
Rice, polished 1 0.09 1.00 PROFile
Rice, bran | 1.18 1.00

(a): The median processing factor is obtained by calculating the median of the individual processing factors of each

processing study.

(b): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual
conversion factors of each processing study.

Additional processing studies are not required as they are not expected to affect the outcome of the risk

assessment.

7.2.5.1 Available data for all crops under consideration

No new data were submitted in the framework of this application.
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Processing factors (Annex ITA, point 6.5, Annex ITIA, point 8.4)

Bean processing studies were evaluated to support uses on cauliflower, broccoli, kale (leafy brassicas)
and Brussels sprouts.

Crop / processed crop Number of Transfer factor | % Transference*
studies

Beans with pods - tips 3 1.6
Beans with pods - trimmed beans 3 041
Beans with pods > blanched beans 3 <0.3
Beans with pods - canned beans 3 0.42
Beans with pods > cooked beans 3 <0.29
Barley grain - cleaned grain 1 0.8
Barley grain > malt 4 <0.19
Barley grain > malt sprouts 1 04
Barley grain - spent grain 3 0.61
Barley grain > flocs 1 0.6
Barley grain - wort 2 <0.35
Barley grain > spent yeast 3 031
Barley grain > young beer 2 <0.35
Barley grain > beer B <0.23
Barley grain > abrasion dust 4 325
Barley grain - pot barley B <0.25
Wheat - cleaned grain 2 0.42
Wheat > offal/screenings 2 124
Wheat > bran 4 1.67
Wheat - flour type 550 4 0.45
Wheat > wholemeal flour 4 0.68

7.2.5.2 Conclusion on processing studies
N/A

zRMS comments:
Additional processing studies are not required as they are not expected to affect the outcome of the risk
assessment.

7.2.6 Magnitude of residues in representative succeeding crops

Crops under evaluation are expected to be grown in rotation. Further investigation of residues in
rotational crops is therefore required.
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7.2.6.1 Field rotational crop studies (KCA 6.6.2)

Available data

No new data submitted in the framework of this application.

Data/information on residues in succeeding crops were reviewed during the Annex I inclusion process
and were considered to be acceptable and no further data have been generated. Three separate studies
were carried out using 14C-labelled azoxystrobin in either the cyanophenyl-,pyrimidinyl- or
phenylacrylate ring to study the metabolism of azoxystrobin in succeeding crops. The rotational crops
studies were radish , lettuce and wheat. Based on three studies available the identification and the
beahaviour of breakdown and reaction products and of metabolites in rotational crops were cleared up.
The metabolism of azoxystrobin in succeeding crops is almost similar for all the analysed crops and also
similar to that observed in the primary crops.

Proposed metabolism of azoxystrobin in rotational crops:
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The three field rotational crop studies conducted in the USA and summarised in Evans , P 2009 were all
conducted at exaggerated rates ( compared with the proposed use pattern of azoxystrobin in cereals and
brassicae in the EU).

The RMS concludes that the field rotational crop studies provide sufficient evidence to demonstrate that
relevant residues ( with reference to SANCO 7254) are not present and none of the already established
MRLs will be exceed as a result of the cultivation of rotational crops.

Table 7.2-14: Summary of available studies in field rotational crops
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Residues of azoxystrobin from field rofational crops

Crop Tvpe Crop (part) Trial Highest Residue Found | Application Rate Field-rate residue**
(mg/kg)* (gha)* (mg/kg)
Leafy vegetable Mustard Greens 04-TL-95-521 0.01 896 0.01
01-NC-83-522 0.01 206 0.01
05-MS-95-526 0.01 1792 0.01
01-NC-83-527 0.01 1792 0.01
Leaf Lettuce ES-FR-002-01 0.01 1240 0.01
W2-FR-004/01/005-01 0.02 1240 0.01
Root vegetable Radish Tops 04-IL-95-521 0.01 896 0.01
Turmip Tops 01-NC-93-522 =0.01 896 0.01
05-MS5-95-526 0.01 1792 0.01
01-NC-93-527 0.01 1792 0.01
Beet Tops ES-FRA002-01 0.01 2240 0.01
W2-FR-004/01/005-01 0.02 2240 0.01
Foot vegetable Radish Roots 04-IL-95-521 0.01 296 0.01
Turnip Foots 01-NC-085-522 0.01 206 0.01
05-MS-95-526 0.01 1792 0.01
01-NC-83-5327 0.01 1792 0.01
Beet Foots ES-FR-002-01 0.01 2240 0.01
W2-FR-004/01/005-01 0.02 2240 0.01
Residues of azoxystrobin from field rotational crops
Crop Type Crop (part) Trial Highest Residue Found | Application Rate Field-rate residue**
(mg/kg)* (g/ha)** (mg/kg)
Cereal Wheat Forage 04-T1-95-521 .01 296 0.01
01-NC85-522 0.02 206 0.01
05-M8-95-526 0.02 1792 0.01
01-NC-95-327 0.02 1792 0.01
ES-FR-001-01 0.04 2240 0.01
W2-FR-004/01/005-01 0.21 2240 0.05
Cereal Wheat Hay 04-I1.-95-521 .01 206 0.01
01-NC-85-522 .01 206 0.01
05-M8-95-526 0.01 1792 0.01
01-NC-95-327 0.01 1792 0.01
ES-FR-001-01 0.03 1240 0.01
W2-FR-004/01/005-01 0.12 2240 0.03
Cereal Wheat Straw 04-1L.-95-521 0.01 896 0.01
01-NC-85-522 0.01 206 0.01
05-M5-95-526 0.4 1792 0.01
01-NC-95-327 0.01 1792 0.01
ES-FR-001.01 0.09 1240 0.02
W2-FR004/01/005-01 0.19 2240 0.04
Cereal Wheat Grain 04T 95-521 0.01 896 0.01
01-NC-85-522 0.01 206 0.01
05-M5-95-526 0.01 1792 0.01
01-NC-85-527 0.01 1792 0.01
ES-FR-001-01 0.01 2240 0.01
W2-FR-004/01/005-01 .01 1240 0.01

Conclusion on rotational crops studies

No risk mitigation measures are necessary.

zRMS comments:
Rotational crop studies were evaluated at EU level. According to the EFSA Journal 2013;11(12):3497:
“the confined rotational crop study, several rotational crop field trials were evaluated in the framework of
the peer review (United Kingdom, 2009a, 2009b). Azoxystrobin was applied on wheat, cucumber or
lettuce at2 x 0.896 kga.s./ha, 7-8 x 0.224 kg a.s./ha and 6 x 0.373 kg a.s./ha respectively. After harvest of
these crops, rotational crops (mustard, lettuce, radish, turnip, beetroot and wheat) were sown at one, two
or three different plant-back intervals (29 to 60 days following application of the active substance) and
magnitude of residues was investigated in the different commodities thercof. Considering that all trials
were overdosed, a correction factor was applied to the highest residue found in each commodity. At
harvest, azoxystrobin residues were expected to be below the LOQ (0.01 mg/kg) in all mature plant parts
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except in wheat forage and wheat straw. The highest residues were expected to be 0.05 mg/kg and 0.04
mg/kg, respectively. However, although these residues might increase the dietary burden intake of
livestock, no impact on the residue level in products of animal origin is awaited (see also section 3.2.3).
These studies are considered sufficient by EFSA to demonstrate that residues in rotational crops have no
impact on the MRLs in plants and livestock products, provided that azoxystrobin is applied in compliance
with the GAPs reported in Appendix A.”

Residues in rotational crops have been sufficiently investigated taking into account the cGAP uses being
considered for CHR/F/SCORPIO 325 SC. It is very unlikely that residues will present in rotational crops.
7.2.7 Other / special studies (KCA 6.10, 6.10.1)

The residue in honey are expected after pesticide application. (the zonal uses application from GAP table
— on winter oilseed rape is during the flowering stage of a crop which is forage by bees.

The new study was conducted as four field trials in Germany (2 trials), Southern France (1 trial) and
Spain (1 trial) in 2022/2023.

There were two applications, both at a nominal rate of 1000 mL formulated product/hain 300 L water/ha
(equivalent to 125 g difenoconazole/ha and 200 g azoxystrobin/ha).

Table 3: Summary of residues of Azoxystrobin, Difenoconazole and Metabolites of Difenoconazole (1,2,4
triazole (1,2,4-T), triazole alanine (TA), triazole acetic acid (TAA) and friazole lactic acid (TLA))
Residues in Honey Samples

Residues
Sampli Trial Sample Azoxy- Difeno-
Ping amp Treatment | Sample o 124T | TA | TAA | TLA
code No. timing strobin conazole
[mglkg]
C Al <0.01 <0.01 <0.01 <001 | <001 | <0.01
31 01 | 04 May 2023
T Al <0.01 <0.01 <0.01 002 | <001 [ =<0.01
C Al <0.01 <0.01 <0.01 001 | <001 [ =<0.01
s1 02 | 24 Apr2023
T Al <0.01 <0.01 <0.01 0.01 | <001 [ <0.01
c Al <0.01 <0.01 <0.01 <001 | <001 | <0.01
51 04 | 04 May 2023
T Al <0.01 0.014 <0.01 0.01 | <001 [ <0.01
C Al <0.01 <0.01 <0.01 003 | <001 [ =<0.01
51 05 | 13 Apr2023
T Al <0.01 0.012 <0.01 004 | <001 [ =0.01

C: control sample; T: treated sample,
LOQ = Limit of quantification {0.01 mg/kg), LOD = Limit of detection (0.003 mg/kg)

No residues of Azoxystrobin, Difenoconazole, 1,2,4 triazole (1,2,4-T), triazole acetic acid (TAA) and
triazole lactic acid (TLA) at or above 30 % of the LOQ were detected in any of the untreated honey
samples. Residues of triazole alanine (TA) were detected in untreated honey samples of trial -02 with
0.01 mg/kg and of trial -05 at 0.03 mg/kg. No residues of Azoxystrobin, 1,2,4 triazole (1,2,4-T), triazole
acetic acid (TAA) and triazole lactic acid (TLA) at or above 30 % of'the LOQ were detected in any of the
treated honey samples.

The results are below the MRL value — 0.05 mg/kg.

zZRMS comments:
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For oilseed rape application new magnitude of residues in honey were provided.

The Applicant provided 4 adequate studies performed for the SC formulation. All of them are covered by
stability studies. The studies were performed in accordance with the proposed GAP in terms of the
number of applications, application rate and growth stage.

All studies showed no azoxystrobin residues above LOQ in honey.

For honey, the max. storage interval from sampling until extraction was 102 days for difenoconazole and
azoxystrobin, and 98 for the triazole metabolites.

The data submitted show that no exceedance of the MRL (0.05 mg/kg for honey according to Reg. (EU)
2024/2633.

7.2.8 Estimation of exposure through diet and other means (KCA 6.9)

Toxicological reference values relevant for dietary risk assessment are reported in the summary of the
evaluation (see 7.1.2).

7.2.8.1 Input values for the consumer risk assessment
Table 7.2-15: Input values for the consumer risk assessment
Chronic risk assessment Acute risk assessment
Commodity Input value Comment Input value Comment
(mg/kg) (mg/kg)
Risk assessment residue Azoxystrobin
Winter oilseed rape 1 Reg. (EU) 2024/2633 1 Reg. (EU) 2024/2633
Celeriacs, Horseradish, swedes 1.0 _ 1.0 _
Pumpkin 1.0 Reg. (EU) 2024/2633 1.0 Reg. (EU) 2024/2633
Poppy seed, sunflower seed, 0.5 Reg. (EU) 2024/2633 0.5 Reg. (EU) 2024/2633
soybeans, mustard seed
Rapeseed seeds 0.7 Reg. (EU) 2024/2633 0.7 Reg. (EU) 2024/2633
Hemp sced 001 | Regi(EU)2024/2633 | o001 | Regi(EU)2024/2633
Sugar beet roots 50 |Reg (EU) 2024/2633 50 |Reg (BU) 2024/2633
Chicory roots 0.09  |Reg (EU)2024/2633 |  0.09 |Reg. (EU) 2024/2633
Honey 005  |Regi(BUN2024/2633 | 005  |Regi(EU)2024/2633
Swine: Muscle/meat 0.010  |Reg (EU) 2024/2633 | ~ 0010  |Reg. (EU) 2024/2633
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Chronic risk assessment Acute risk assessment
Commodity Input value Comment Input value Comment
(mg/kg) (mg/kg)

Swine: Fat tissue

Swine: Liver

Swine: Kidney

Swine: Edible offals (other than
liver and kidney)

Swine: Other products

Bovine: Muscle/meat

Bovine: Fat tissue

Bovine: Liver

Bovine: Kidney

Bovine: Edible offals (other than
liver and kidney)

Bovine: Other products

Sheep: Muscle/meat

Sheep: Fat tissue

Sheep: Liver

Sheep: Kidney

Sheep: Edible offals (other than
liver and kidney)

Sheep: other products

Goat: Muscle/meat

Goat: Fat tissue

Goat: Liver
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Chronic risk assessment Acute risk assessment
Commodity Input value Comment Input value Comment
(mg/kg) (mg/kg)
Goat: Kidney 0.070  |Reg (EU) 2024/2633 |  0.070  |Reg (EU) 2024/2633
Goat: Edible offals (other tha 0070 |Reg (EU) 2024/2633 | 0070 | Reg (EU) 2024/2633
liver and kindey)
Goat: other products 0010 |Reg (EU)2024/2633 | 0010 | Reg (EU) 2024/2633
Equine: Muscle/meat 0.010  |Reg (EU) 2024/2633 | 0.010  |Reg (EU) 2024/2633
Equine: Fat tissue 0.050  |Reg (EU) 2024/2633 |  0.050  |Reg. (EU) 2024/2633
Equine: Liver 0070  |Reg (EU) 2024/2633 | 0.070  |Reg (EU) 2024/2633
Equine: Kidney 0070 |Reg (EU) 2024/2633 | 0.070  |Reg (EU) 2024/2633
Equine: Edible offals (otherthan | 0070 | Regi(BU)2024/2633 | 0070 | Reg'(EU)2024/2633
liver and kidney)
Equine: Other products 0010 |Reg (EU) 2024/2633 | 0010 | Reg (EU) 2024/2633
Poultry: Muscle/meat 0010 |Reg (EU)2024/2633 | 0010 | Reg (EU) 2024/2633
Poultry: Fat tissuc 0010 |Reg (EU)2024/2633 | 0010  |Reg (EU)2024/2633
Poultry: Liver 0.010  |Reg (EU) 2024/2633 | 0.010  |Reg (EU) 2024/2633
Poultry: Kidney 0.010  |Reg (EU) 2024/2633 |  0.010  |Reg (EU) 2024/2633
Poultry: Edible offals (otherthan| 0010 | Regl(BU)2024/2633 | 0010 | Reg’(BU)2024/2633
liver and kideny)
Poultry: Other products 0.010  |Reg (EU) 2024/2633 |  0.010  |Reg (EU) 2024/2633
Other farmed animals: 0010  |Reg (EU) 2024/2633 |  0.010  |Reg (EU) 2024/2633
Muscle/meat
Other farmed animals: Fattissue| 0050 | Regi(EU)2024/2653 | 0050 | Reg(EU)2024/2633
Other farmed animals: Liver 0070 |Reg (EU) 2024/2633 | 0070 | Reg (EU) 2024/2633
Other farmed animals: Kidney 0070 |Reg (EU) 2024/2633 | 0.070  |Reg (EU) 2024/2633
Other farmed animals: Edible 0070 |Reg (EU) 2024/2633 | 0.070  |Reg (EU) 2024/2633
offals (other than liver and
kidney)
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Chronic risk assessment Acute risk assessment
Commodity Input value Comment Input value Comment
(mg/kg) (mg/kg)
Other farmed animals: Other 0010  |Reg (EU)2024/2633 |  0.010  |Reg (EU) 2024/2633
products
Milk: Cattle 0.010  |Reg (EU)2024/2633 | ~ 0.010 | Reg. (EU) 2024/2633
Milk: Sheep 0.010  |Reg (EU)2024/2633 | ~ 0.010  |Reg. (EU) 2024/2633
Milk: Goat 0010  |Reg (EU)2024/2633 |  0.010  |Reg (EU) 2024/2633
Milk: Horse 0010  |Reg. (EU)2024/2633 |  0.010  |Reg (EU) 2024/2633
Milk: Others 0010  |Reg (EU)2024/2633 |  0.010  |Reg (EU) 2024/2633
Eggs: Chicken 0010  |Reg (EU)2024/2633 |  0.010  |Reg (EU) 2024/2633
Eggs: Duck 0010  |Reg (EU)2024/2633 |  0.010  |Reg. (EU) 2024/2633
Eges: Goose 0.010  |Reg (EU)2024/2633 |  0.010  |Reg. (EU) 2024/2633
Eggs: Quail 0.010  |Reg. (EU) 2024/2633 | ~ 0.010 | Reg. (EU) 2024/2633
Eggs: Others 0010 |Reg (EU) 2024/2633 |  0.010  |Reg (EU) 2024/2633
7.2.8.2 Conclusion on consumer risk assessment

Extensive calculation sheets are presented in Appendix 3.

Table 7.2-16: Consumer risk assessment

TMDI (% ADI) according to EFSA PRIMo 21 % for sugar beet roots (based on NL child)
IEDI (% ADI) according to EFSA PRIMo 0.3% for milk: cattle(based on NL toddler)
IESTI (% ARfD) according to EFSA PRIMo Not necessary

* include raw and processed commodities if both values are required for PRIMo
**  if national model is available

The proposed uses of azoxystrobin in the formulation CHR/F/SCORPIO 325 SC do not represent
unacceptable risk for the consumer.

zRMS comments:

zRMS performed a chronic dietary risk assessment using revision 3.1 of the EFSA PRIMo and all
applicable MRLs ( Reg. (EU) 2024/2633) as input values.

Considering the toxicological profile of the active substance, a short-term dietary risk assessment was not
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required.

TMDI (% ADI) according to EFSA PRIMo 82 % (based on NL child)

IEDI (% ADI) according to EFSA PRIMo Not necessary

IESTI (% ARfD) according to EFSA PRIMo Not necessary

r Azoxystrobin £
* Loczl(moky) Ergaiiums to: Details - chronic risk Supplementary results -
~efsam =
(3D (mglkg bwiday) 02 [ARID (mglkg bw): 0
European Food Safety Authority Source of D! S Details - acute risk Details - acute risk
EFSAPRIMo revision 3.1; 2021/01/06 Year of evaluation S —— assessment/children assessment/adults

[Comments:

Chronic risk assessment: JMPR methodology (IEDITMDI)
o o dets exceeding e £01: - [ rom
MRLS set at| commodiies nol
Calculated Expsoure | Highest contributor 2nd contributor to 3rd contrbutor fo the LOQ
omosure (ughgbw | toMSdiet  |Commodity/ MSdiet  [Commodity/ MSdiet [Commodity/ LS oo
(% of ADI) __MS Diet per day) (in % o ADI) __|group of commodities (in % of ADI) _|group of commodities (in % of ADI) _|group of commodities D)) (n )
82% NL toddler 164,42 7% Oranges 5% Potatoes 3% Sugar beet roots
69% DE child 13773 30% Oranges 9% Potatoes 3% \andarins
68% NL child 135,17 21% Sugar beet roots 12% Potatoes 1% (Oranges
56% FRChild 3 15y 11253 26% Oranges 9% Sugar beet roots 5% Potatoes
9% GEMS/Food GO6 98.99 7% Oranges 7% Potatoes 5% Tomatoes
8% UK toddler 9587 15% Oranges 12% Potatoes 8% Sugar beet roots
7% IE adult 93560 8% Potatoes 8% loranges 5% Grapefruits
46% GEMS/Food GO7 91,17 13% Potatoes 10% (Oranges 2% Wine grapes
44% GEMSIFood G10 8863 10% Potatoes 8% (Oranges 3% Rice
44% FRitoddler23 yr 8804 1% Oranges % Sugar beet roots % Potatoes
44% GEMS/Food G11 8709 14% Potatoos 5% (Oranges 3% Lemons
43% DE women 14-50 yr 8685 14% Oranges 1% Sugar beet roots 4% Potatoes
42% SE general 84,96 15% Potatoes 6% (Oranges 3% \andarins
41% GEMS/Food G08 8164 14% Potatoes 3% loranges 3% (onions
40% DE general 7925 12% Oranges 1% |Sugar beet roots % Potatoes
39% GEMSIFood G15 7801 12% Potatoes 5% loranges 3% lonions
39% PTgeneral 77,00 19% Potatoes 5% loranges % Wine grapes
38% RO general 76,13 13% Potatoes 4% lonions 4% Head cabbages
36% NL general 7222 o% Potatoes 8% (Oranges 7% Sugar beet roots
36% ES child 7221 16% Oranges 6% Potatoes 2% Lettucos
36% UK infant 7127 1% Potatoes 10% (Oranges % Sugar beet roots
33% Flay 66,69 7% Potatoes 3% \andarins 2% (onions
27% Floyr 5374 14% Potatoes 2% \andarins 1% (onions
26% ES adult 5121 10% Oranges 3% Potatoes 3% Lettuces
23% FRinfant 46,40 % Potatoes 3% Sugar beet roots 2% Spinaches
23% UK vegetarian 46,20 6% Oranges 5% Potatoes 1% Sugar beet roots
23% DK child 4503 9% Potatoes 1% Rie 1% loranges
21% ITtoddler 4292 % Oranges 3% Potatoes 2% Tomatoes
21% FR adult 4241 4% Oranges 3% Wine grapes 3% Potatoes
20% PL general 3950 12% Potatoes 2% lonions. 1% Tomatoes
19% ITadult 38,02 3% Oranges 2% Potatoes 2% Lettuces
19% UK adult 37,99 5% Potatoes % (Oranges 2% Wine grapes
16% LT aduit 3250 1% Potatoes 1.0% Head cabbages 09% Tomatoes
14% Fladult 28,97 4% Potatoes 3% (Oranges 1% \andarins
13% DK adult 2695 4% Potatoes 1% Wine grapes 1% (Oranges
6% E child 1131 2% Potatoes 07% Rice 06% (Oranges
[Conclusion:
The estimated long-term dietary intake (TVDUNEDVIEDI) was below the ADI
The long-term intake of residues of Azxystrobin is unlikely to presenta public health concern.
DISCLAMER: Dietary data from the UK were included in PRIMO when the UK was a member of the European Union.

The proposed uses of azoxystrobin in the formulation CHR/F/SCORPIO 325 SC do not represent
unacceptable acute and chronic risks for consumers.

It is noted that the uncertainty in the consumer risk assessment related to the calculated consumer
exposure to livestock metabolites L1, L4, L9 and K1 (conjugate of L1) highlighted in the framework of
the MRL review of the confirmatory data is still valid (EFSA, 2020).

7.3 Difenoconazole
General data on difenoconazole are summarized in the table below

Table 7.3-1: General information on difenoconazole

Active substance (ISO Common Name) difenoconazole

IUPAC 3-chloro-4-[(2RS,4RS;2RS,4SR)-4-methyl-2-(1H-1,2,4-
triazol-1-ylmethyl)-1,3-dioxolan-2-yljphenyl 4-
chlorophenyl ether
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Chemical structure

Molecular formula C19H17CELN303
Molar mass 406.3
Chemical group Conazole fungicide

Mode of action (if available)

a sterol demethylation inhibitor which prevents the
development of the fungus by inhibiting cell membrane
ergosterol biosynthesis

Systemic

Yes

Company (ies)

Syngenta

Rapporteur Member State (RMS)

The original was Sweden, for ongoing renewal ES

Approvalstatus Date of approval 01.01.2009, Reg. (EU) 540/2011
COMMISSION IMPLEMENTING REGULATION (EU)
2021/1449

Restriction Reg. (EU) 540/2011

Only uses as fungicide may be authorised.

Review Report

SANCO/830/08 —rev. 3
18 March 2020

Current MRL regulation Reg. (EU) 2024/2633

Peer review of MRLs according to Article 12 of Reg No | EESAJoumal2023:21(8):8207
396/2005 EC performed Yes

EFSA Joumal : Conclusion on the peer review EFSA Journal2011;9(1):1967
EFSA Journal: conclusion on article 12 EESAJowrnal 200911967

EFSA Journal. 2024;22:¢8987

Current MRL applications on intended uses None
7.3.1 Stability of Residues (KCA 6.1)
7.3.1.1 Stability of residues during storage of samples

Available data

” Lata submitted_inthe £ K of thi licati
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Table 7.3-2 Summary of stability data achieved at <<- 18°C (unless stated otherwise)

. Characteristics of the Acceptable Maximum
Matrix . . Reference
matrix Storage duration
Data relied on in EU
Plant products
Potato High water content 24 month EFSA Journal
2011;9(1):1967
Tomato High water content 24 month EFSA Journal
2011;9(1):1967
Cotton High oil content 24 month EFSA Journal
2011;9(1):1967
Wheat (straw, forage, High starch content 24 month EFSA Journal
grain) High water content 2011;9(1):1967
Different matrices
Lettuce (head) High water content 12 month EFSA Journal
2011;9(1):1967
Soybean High oil content 12 month EFSA Journal
2011;9(1):1967
Banana High water content 12 month EFSA Journal
2011;9(1):1967
Oilseed rape seed (stability High oil content 303d S. Niewelt-Stasiak, 2022
storage of the triazole
metabolites 1,2,4-triazole,
triazole alanine, triazole
acetic acid and triazole
lactic acid)
Oilseed rape plant High oil content 301d S. Niewelt-Stasiak, 2022
(stability storage of the
triazole metabolites 1,2,4-
triazole, triazole alanine,
triazole acetic acid and
triazole lactic acid)
Oilseed rape straw High oil content 300d S. Niewelt-Stasiak, 2022
(stability storage of the
triazole metabolites 1,2,4-
triazole, triazole alanine,
triazole acetic acid and
triazole lactic acid)
Animal products
Eggs, milk, poultry breast Animal matrices 12 months EFSA Journal
and beef liver 2011;9(1):1967
Honey Honey 15 months S. Mahlow, 2023, Report
(stability storage of the no S21-05867, see dRR
triazole metabolites 1,2,4- Part BS
triazole, triazole alanine,
triazole acetic acid and
triazole lactic acid)
Honey Honey 104 days S. Mahlow, 2023, Report
(stability of no S22-08436, see dRR
difenoconazole) Part BS
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Conclusion on stability of residues during storage

The storage stability evaluated during Annex I inclusion covers plant matrices for use CHR/F/SCORPIO

325 SC according to the label.

zZRMS comments:

The Applicant provided storage stability studies for triazole metabolites in oilseed rape (seed, plant and

straw) and for difenoconazole and triazole metabolites in honey.

Honey

S. Mahlow, 2023, Report no S21-05867, see dRR Part B5

Storage Coneurrent Recoveries Storage Samples
Period Single Values (%) | Mean (%) Percentage of analyte found relative fo the Percentage Percentage
in brackets: nominal forfification level (%) recovered comected | recovered relafive
rel. std. - for the (mean) fo the mean
deviation Single Values (%) ® ~ Mean® concurment recovery percentage
(%) nbracketsirel | of the individual dafe | recovered at Day 0
std. deviation of extraction @ a
(%)
Analyte: 1,2 4-Triazole Matrix Type: Honey Mominal Fortification Level: 0.1 mglkg (10x LOQ)
O days - - 82, 92,90 88 (5.8) -
3 months 109,97 103 118,120 19 16 135
(96 days) ' '
15 months
(459 days) 89, 88 89 91, 92 92 103 104
Analyte: Triazole alanine Matrix Type: Honey Mominal Fortification Level: 0.1 mgfkg (10x LOC)
Odays - - 86, 85, 89 86(2.1) -
3 months
(96 days) 80, 84 82 112, 102 107 130 125
15 months 97, % o 100, 100 100 106 17
(459 days) ' '
Analyte: Triazole acefic acid Matrix Type: Honey Mominal Fortification Level: 0.1 mglkg (10x LOG)
0 days - - 93,93, 90 92 (1.4) -
3 months
(96 days) 84, 83 8 101,92 96 116 105
15 months
(459 days) 95, 87 A 102,89 96 105 104
Analyte: Trazols lactic acid Matrix Type: Honey Mominal Fortification Level: 0.1 mglkg (10x LOQ)
0 days - - 82,78, 80 80(2.3) -
3 months
(96 days) 94, 91 92 120, 118 119 129 148
15 months
(459 days) a0, 83 8 83, 92 &7 101 109

calculated from unrounded values; ® not corrected for concurrent recoveries

The study is deemed sufficient for asssessing the stability of triazole metabolites (1,2,4-T, TA, TAA,

TLA) in honey upon storage at < -18 °C for 15 months (459 days).

S. Mahlow, 2023, Report no S22-08436, see dRR Part BS
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Procedural Recoveries Storage Samples
Percentage of analyte found relafive to the ﬁzﬁr:;gde Percentage
oy 3 nominal fortification level (% recovered
Storage _Mean (%) ) DOFrE.CtEd ﬁ.)r relative to the
Period o o in brackets: the {mean)
erio Single Values (%) mean
rel. std. Mean 2 procedural ercentage
deviation (%) - in brackets: rel. | recovery of the P
Single Values ® . S recovered at
std. deviation individual date Day 03
(%) of extraction 2 y
Analyte: Difenoconazole Test System: Honey Nominal Fortificafion Level: 0.10 mg/kg (10xLOQ)
0 days - 94,95 94
1 month
- - 70,70 70 74,74 74 105 78
(94 days)
3 months
- - 90, 94 92 93, 104 98 107 104
(104 days)
Analyte: Azoxystrobin Test System: Honey Nominal Ferfification Level: 0.10 mglkg (10xLOQY)
0 days - 94, 83 88
1 month
- - 75,78 76 75, 80 7 102 87
(94 days)
3 months
- 98, 90 94 92,86 89 95 100
(104 days)
# calculated from unrounded values; ® not corrected for procedural recoveries

The study is deemed sufficient for asssessing the stability of difenoconazole in honey upon storage at < -
18 °C for 104 days.

The storage stability of difenoconazole was investigated in the framework of the peer review (EFSA,
2011a) in high water content, high oil content and dry matrices and in the framework of a previous MRL
application (EFSA, 2017) in high wate rcontent, high oil content, high acid content and dry commodities.
These available studies demonstrated storage stability for difenoconazole for 12-24 months when stored
at —18°C, in the four main plant matrix groups.
Storage stability data on the triazole derivative metabolites (TDMs) are part of the peer review of the

TDMs confirmato

data (EFSA Journal 2018;16(7):5736) and are out of data protection.

Plant Commodity Storage stability (Months)
products(category) 1,2,4-Triazole | TA TAA TLA
High water | apples, 6 53 53 48  (lettuce
content tomatoes, only)
mustardleaves,
wheat
forage,radishes
tops/roots,
turnipsroots,
sugar beet
roots,cabbages,
lettuces
High oil content Rapeseeds, 12 (soya beano | 26 (soya bean | 53 48
soya beans nly; not stable | only; not
in rape seed) | stable in rape
seed)

In the studies provided by the Applicant, rapeseed samples were stored for analysis for max. of 9 months,
and sugar beet samples for max. of 6 months.
Sufficient stability has been demonstrated to support the residue data presented in the submission.
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7.3.1.2 Stability of residues in sample extracts (KCA 6.1)
Conclusion on stability of residues in sample extracts

Analysis time were less than 24 hours between extraction and analysis or it was shown that study extracts
are stable.

ZRMS comments:
Procedural recoveries obtained during residue analysis demonstrate the stability of residues of
difenoconazole in sample extracts and fully support the residue data presented here.

7.3.2 Nature of residues in plants, livestock and processed commodities

7.3.2.1 Nature of residue in primary crops (KCA 6.2.1)

Available data

No new data submitted in the framework of this application.

Table 7.3-3: Summary of plant metabolism studies

Application and sampling details

La_b.el Method, Rate No |Sampling | Remarks Reference
position AT

For G (a) |(kg (DAT)

a.s./ha)

Crop Group Crop

EU data

Fruiting Tomato 14C-phenyl |foliar 247 g 3 63 days |- Madrid S.O.
vegetables treatment, F| as/ha post and Huber
planting MK,
(after 15 1987b
applicatio
n)

77 days
post
planting
(prior 214
applicatio
n)

91 days
post
planting
(prior 3
applicatio
n)

PHI 40
days

14C-triazole

Fruitsing Tomato 14C-phenyl |G 1235¢ 6 55 days |- Madrid S.O.
vegetables 14C-triazole as/ha post and Huber
planting MK, 1987a
(after 18
applicatio
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n)

68 days
post
planting
(prior 3t
applicatio
n)

82 days
post
planting
(prior 5t
applicatio
n)

PHI 7-16
days

Fruitsing Tomato 14C-triazole |G 123 g 6 after Ist |- Velagaleti,
vegetables as/ha applicatio 1990a

n

prior to
the 31,
Sth’ 6th
applicatio
n

PHI 34
days

Fruitsing Tomato 14C-phenyl |G 123 g 6 after 15t | - Schweiter,
vegetables as/ha applicatio 1990a

n

prior to
the 31,
5th, 6th
applicatio
n

PHI 34
days

Fruitsing Grapes 14C-phenyl |F 247 ¢ 5 35days |- Capps, 1992
vegetables 14C-triazole as/ha after 2nd
applicatio
n, 7days
after 3rd
applicatio
n

PHI 20d

Pulses and Oilseed 14C-phenyl |foliar 125 ¢g 2 After I8t | - Neuman,
oilseeds rape treatment, F| as/ha applicatio 1993a

n, prior
and
immediat
ely after
2nd
applicatio
n, 39 days
after 2nd
applicatio
n

Pulses and Oilseed 14C-triazole |foliar 125 ¢g 2 After 15t Neuman,
oilseeds rape treatment, F| as/ha applicatio 1993b
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n, prior
and
immediat
ely after
2nd
applicatio
n, 39 days
after 2nd
applicatio
n

Cereals

Spring
Wheat

14C-phenyl

14C-triazole

foliar
treatment, F

247 ¢
as/ha

Post 15t
applicatio
n

58 days
post
planting
(8days
after 2nd
applicatio
n)
94days
post
planting
(PHI 29)

Hubbard,
1991a

Root vegetables

Potato

14C-phenyl

1235¢g
as/ha

After 15t
applicatio
n, prior to
3rd
applicatio
n

Prior 5t
applicatio
n

PHI11

Schweiter,
1990b

Root vegetables

Potato

14C-triazole

123 g
as/ha

after 15t
applicatio
n

prior to
the 31,
Sth, 6th
applicatio
n

PHI 11
days

Velagaleti,
1990a

Summary of plant metabolism studies reported in the EU

The plant metabolism of difenoconazole was carried out in four crops, representing four crop groupings —
cereals (wheat), root vegetables (potato), pulses/oilseeds (oilseed rape) and fruits (grape and tomato). The
application methods were seed and foliar treatment for wheat and foliar treatment for potato, grape,
tomato and oilseed rape. The representative uses for difenoconazole in the Southern and Northern Europe
are on cereals (seed treatment), pome fruit (foliar treatment) and carrots (foliar treatment).

Two studies in wheat were conducted under two different conditions, i.e. greenhouse and in field plots.
However, no difference was observed in the results. The studies were performed using two radiolabelled
forms of difenoconazole. [Phenyl-14C] or [triazole-14C] difenoconazole were applied once as a seed
treatment. The application rate in both studies was four times higher than the proposed critical GAP of 6 g



CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC Page 72 /350

Part B — Section 7 - Core Assessment
Applicant version Version October 2023

a.1./100 kg seed. At maturity, low levels of TRR were found in [phenyl14C] difenoconazole treated grain
and straw (0.003 to 0.004 and 0.013 to 0.016 mg/kg, respectively). This radioactivity was not analysed
further. Residues in mature grain and straw fromthe triazole-14C labelled difenoconazole treated seed
were 0.024to0 0.183 and 0.011 to 0.069 mg/kg, respectively. The majority of the radioactivity in straw and
grain was aqueous soluble (72 to 90% of the TRR, respectively) and was tentatively identified as 1,2,4-
triazole (CGA-71019), triazole acetic acid (CGA-142856) or triazole alanine (CGA-131013). The results
demonstrate a preferential translocation of triazole related residues to the grains.

In one study in wheat, conducted indoors under greenhouse condition, following four foliar applications
of phenyl 14C or triazole-14C labelled difenoconazole, the distribution of the radioactivity between
organic and aqueous soluble fractions was similar in mature straw but not in grain. The TRR in the
phenyl-14C labelled difenoconazole treated grain was presented as an unextracted residue (81.5% of the
TRR, 0.064 mg/kg) while in the corresponding [triazole-14C] difenoconazole labelled treated grain,
69.5% ofthe TRR (1.05 mg/kg) was present as aqueous soluble radioactivity. This radioactivity consisted
of 1,2,4-triazole (CGA- 17019, 10% ofthe TRR, 0.14 mg/kg) and triazole acetic acid (CGA-142856, 20%
of the TRR, 0.28 mg/kg) while in the phenyl-14C labelled difenoconazole treated grain, the presence of
conjugates accounted for ca 35% of the TRR with CGA-189138 or CGA-189138 metabolites.

In two studies in potato (representing root vegetables), at maturity, following six applications of [phenyl-
14C] and [triazole-14C] difenoconazole each at a rate of 123.5 ga.i./ha, the TRR in the potato tubers was
0.012 and 0.087 mg/kg, respectively. Mature tubers from plants treated with [phenyl-14C] difenoconazole
contained parent difenoconazole (8.7%) together with the metabolites CGA-205375 (3.0%) and CGA-
205374 (3.1%). An additional 15.4% of the TRR wasreleased by cellulase treatment as sugar conjugated
CGA-205375. The corresponding [triazole-14C] difenoconazole treated mature tubers contained
predominantly the metabolite triazole alanine, CGA-131013 (78.9% of the TRR, 0.068 mg/kg),
demonstrating preferential translocation of triazole related residues to the tubers. The application rate in
both studies was in accordance with the proposed GAP for carrots in Southern and Northern Europe (125
g a.i./ha). However, the pre-harvest intervals were shorter (11 days) than the minimum PHI recommended
in both European regions (14 days) and the interval between applications was 7 days, which was shorter
than the minimum of 14 days.

In a study in grapes, at maturity, 20 days after the fifth of five applications of either [phenyl-14C] or
[triazole-14C] difenoconazole at 247 g a.i./ha, which is 3 to 4 times higher than the proposed critical GAP
for pome fruit in Southern and Northern Europe, the TRR in fruit was 0.047 to 0.127 and 0.115 mg/kg,
respectively. The PHI was longer than the minimum recommended in Southem (14 days) and shorter than
the minimum recommended in Northern Europe (28 days). In the fruit, parent compound was the largest
component of the residue (up to 43.5% of the TRR, 0.055 mg/kg ). The metabolites CGA-205374 and
CGA-205375 were detected in fruit samples at levels between 1.7 to 3.8% and 3.5 to 6.4% of the TRR,
respectively. Small amounts of the metabolites CGA-71019 (3.6% of the TRR) and CGA-189138 (4% of
the TRR) were also detected, leading to residues less than 0.01 mg/kg. Unidentified metabolites were
observed in fruit samples, but none individually exceeded 10% of the TRR. The unextracted radioactivity
accounted for up to 36% of the TRR in fruit. A small proportion of these residues were identified as sugar
conjugates of either parent compound or the metabolites CGA-205374, CGA 205375, CGA-186138
(phenyl-14C only) and CGA-71019 (triazole-14C only).

In four studies in tomato, using 3 to 6 foliar applications of [phenyl-14C] and [triazole-14C]
difenoconazole at a rates of 123 to 247 ga.i./ha, the TRR in mature fruit was 0.037 to 0.170 mg/kg and
122 to 0.267 mg/kg, respectively. Parent difenoconazole was the major residue in fruit accounted for up
to 66.3% of the TRR. The major metabolite was CGA-131013 (up to 42.4% of the TRR). The alcohol and
ketone metabolites CGA-205375 and CGA-205374 were also identified but at lower levels (<2% of the
TRR). The foliar application rates used in the tomato studies were higher than the proposed critical GAP
for pome fruit in Southern and Northern Europe (75 and 56.2 g a.i./ha, respectively). The intervals
between applications were 7 or 14 days, which were shorter or longer than the minimum of 10 days and
the PHI in three of the four available studies were longer (34 or 40 days) than the minimum
recommended in Southern and Northern Europe (14 and 28 days, respectively).

In two studies in oilseed rape, [phenyl-14C] and [triazole-14C] difenoconazole were applied on two
occasions as a foliar spray at 125 g a.i./ha. The TRR in mature straw and pods contained TRR levels
between 3.148 and 4.84 Img/kg, whilst TRR levels in the seed were 0.151 and 2.262 mg/kg, respectively.
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Parent compound accounted for 4.1 to 17.3% of the TRR in each commodity. The metabolites CGA -
205375 and CGA- 189138 were detected in the [phenyl-14C] treated seed at levels of 7.9 to 0.3% of the
TRR, respectively. The metabolites CGA-205375, CGA-131013 and CGA-142856 were detected in the
[triazole-14C] treated seed at levels of 0.6, 56.4 and 2.8% of the TRR, respectively. Up to 28.3% of the
TRR was present as polar compounds that were multi-component.

The primary metabolic process in all four crop types involved:

-hydrolysis of the dioxolane ring to form the ketone CGA-205374, which is then reduced to the

corresponding alcohol CGA-205375.
-oxidation of CGA-205375 occurred resulting in cleavage of the alkyl bridge to form CGA- 189138 and

CGA-71019.
-hydroxylation of parent compound and the metabolites CGA-205374 and CGA-205375. Sugar

conjugation of parent compound and hydroxylated metabolites, and conjugation of 1,2,4-triazole was
observed as a secondary metabolism process. Conjugation of 1,2,4-triazole resulted in the formation of
triazole alanine (CGA-131013), which was further degraded to triazole acetic acid (CGA-142856).
The proposed metabolism of difenoconazole in plants is shown below:
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Conclusion on metabolism in primary crops

The metabolism in primary crops presented during Annex I inclusion, covers use of CHR/F/SCORPIO
325 SC on winter oilseed rape and sugar beet. No new studies were necessary.

zRMS comments:
The metabolism in primary crops was evaluated at EU level. According to the EFSA Journal

2024;22:¢8987: “The metabolic pathway of difenoconazole was similar in fruits, root and tuber
vegetables, pulses and oilseeds and cereals. Parent difenoconazole was the major component of the
residues in the majority of plant parts, except in cereal grains, potato tubers and rapeseeds where the
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TDMs (TA, TAA and 1,2,4-T) were identified as main metabolites with the triazole label (EFSA, 201 1a).
A data gap on the investigation of the preferential metabolism/degradation of the four stereoisomers of
difenoconazole in plants was identified in the framework of the peer review (EFSA, 2011a). Additional
data were provided and assessed as confirmatory data (Spain, 2023; EFSA, 2023b, 2024a, 2024c). It was
concluded that there is no shift observed in the ratio of enantiomers within the pairs of stereoisomers but a
tendency of a preferential degradation of trans isomers and a shift to the cis isomers of difenoconazole.”
The metabolism of difenoconazole in plants is sufficiently addressed to support the uses proposed in the
GAP for CHR/F/SCORPIO 325 SC.

7.3.2.2 Nature of residue in rotational crops (KCA 6.6.1)

Available data

No new data submitted in the framework of this application.

Table 7.3-4: Summary of metabolism studies in rotational crops
Application and sampling details
. Met | Rate Sowing | Harvest Remark
Crop group Crop Label position hod, (kg intervals | [ntervals | § Reference
For | a.s./ha) (DAT) (DAT)
G %
EU data
Leafy vegetable | lettuce 14C-phenyl F 125 ¢ 98,126, 126 and |- Walser,
as/ha 342,369 | 151 days 1994a
days after
applicatio
n
14C-triazole 125 ¢ 98,126, 126 and Walser,
as/ha 342,369 | 151 days 1994b
days after
applicatio
n
Root and tuber Sugar 14C-phenyl F 125 ¢ 98,126, 427,473 |- Walser,
vegetables beet as/ha 342,369 |and 488 1994a
days days after
applicatio
n
14C-triazole 125 ¢g 98,126, 427,473 Walser,
as/ha 342,369 |and 488 1994b
days days after
applicatio
n
Cereals wheat 14C-phenyl F 125 ¢ 98,126, 167,342 |- Walser,
as/ha 342,369 |and 369 1994a
days days after
applicatio
n
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14C-triazole 125 ¢ 98,126, 167,342 Walser,
as/ha 342,369 |and 369 1994b
days days after
applicatio
n
Cereals Maize 14C-phenyl F 125 ¢ 98, 126, 398,427 |- Walser,
as/ha 342,369 |[and 488 1994a
days days after
applicatio
n
14C-triazole 125 ¢g 98,126, |398,427 Walser,
as/ha 342,369 |and 488 1994b
days days after
applicatio
n

* Outdoor/field application (F) or glasshouse/protected/indoor application (G)

Summary of plant metabolism studies reported in the EU

In five available studies, total radioactive residues in rotational crops (wheat, sugar beet, maize, lettuce,
turnips and mustard) planted 62 to 488 days after one application of difenoconazole applied to bare
ground at a rates of 32.4, 125 and 750 g a.i./ha ranged from <0.0001 to 0.34 mg difenoconazole
equivalents/kg. Following application equivalent to twice the maximum recommended rate for carrots in
Northern and Southern Europe (3 x 125 ga.i./ha), residues of difenoconazole were below the LOD (<0.02
and <0.05 mg/kg). The exaggerated application rate of 750 ga.i./harepresents a worst-case for residues
of difenoconazole in rotational crops and in commercial practice residues of difenoconazole will not be
expected in succeeding crops.

Conclusion on metabolism in rotational crops

The metabolism in rotational crops covers use of CHR/F/SCORPIO 325 SC according to the label.

zRMS comments:

The metabolism in rotational crops was evaluated at EU level. According to the EFSA Journal
2024;22:¢8987: “The maximum field DT90 reported in the soil degradation studies evaluated in the
framework of the peer review is 879 days (EFSA, 2011a), which triggers the need for studies
investigating the nature and magnitude of residues in rotational crops. Metabolite CGA205375
(difenoconazole-alcohol) also shows high persistence in soil, with a maximum laboratory DT90 of 504
days. For what concerns metabolite 1,2,4-T, although studies reported in the framework of the peer
review for difenoconazole concluded to a field DT50 of 28 days, available studies assessed under the peer
review for ipconazole reported a field DT90 of 718 days (EFSA, 2013b). Two confined rotational crop
studies with radiolabelled difenoconazole were available and assessed during the peer review (EFSA,
2011a; Sweden, 2006). A third study was submitted in the framework of a previous MRL application but
was not peer reviewed (EFSA, 2021; Netherlands, 2020).

In the first study, difenoconazole radiolabelled in the phenyl or triazole ring was applied onto bare soil at
arate of 125g as/ha (0.1N rate compared to the most critical authorised GAP on root crops). Root crops
(sugar beet), leafy crops(lettuces) and cereals (wheat and maize) were planted at nominal plant back
interval (PBI) of 98, 126,342 and 369 days after soil treatment (DAT). With the phenyl label, TRR were
very low (<0.01 mg/kg) and were not further characterised. With the triazole label, in mature crops,
highest residue levels were found in cereal grains (up to 0.34 mg eq./kg, at 418 days after application)
consisting mainly of TA (44%—-66% TRR) and TAA (26% TRR). These residues occurred by selective
transport of TDMs from the soil to the grain. TDMs were also major in lettuce head and sugar beet tops
with TA accounting for 31% and25% TRR, respectively, and metabolite CGA205369 (triazole lactic acid;
TLA) representing 43% and 54% TRR, respectively. The metabolites which were identified in the soil
degradation/dissipation studies (CGA205375 and 1,2,4-T) could not be identified in the rotational crop
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studies (EFSA, 2011a).

In the second study, [ 14 C-phenyl-] difenoconazole was applied onto bare soil at a rate of 32.4 g a.s./ha.
Crops representative of cereals (wheat), leafy crops (mustard leaves) and root crops (tumip) were planted
atnominal PBI of 30-33 DAT. Residue were not characterised because of very low levels measured in
mature crops (<0.01 mg/kg). However, this study complements the first one, as it covers the crop failure
and shows that the uptake from the soil is limited.

In the third study, [14 C-phenyl-] difenoconazole was applied onto bare soil at a rate of 516 g a.s./ha
(0.46N the most cGAP assessed in this review). Crops representative of cereals (wheat and sorghum),
leafy crops (lettuce) and root crops (radishes) were planted at PBI of 30, 60, 120 and 270 DAT. Low
residue levels were found in rotational crops and tend to decrease with longer PBI. Parent difenoconazole
was major in lettuce (42%-82% TRR; 0.005-0.026 mg eq./kg) and radishes (28%—72%TRR; 0.008—0.06
mg eq./kg). In wheat straw, parent difenoconazole was a minor residue, while metabolite CGA205375
was major (up to 40% TRR; up to 0.021 mg eq./kg). Characterisation of residues was not possible in
cereal grains as residue levels were too low. This new study suggested little uptake of difenoconazole and
soil metabolites by cereal grains, leafy and root crops from the treated soil (EFSA, 2021).

The EU pesticides peerreview concluded that the metabolism of difenoconazole is similar in primary and
rotational crops (EFSA, 2011a). In the present review, it is concluded that although the studies were
underdosed compared to the most critical GAPs currently authorised, considering that the identification
and characterisation of residues were sufficiently addressed, the metabolism and distribution of
difenoconazole in rotational crops are adequately elucidated and the conclusions from the peer review are
still valid.”

A specific definition for rotational crops is not deemed necessary.

7.3.2.3 Nature of residues in processed commodities (KCA 6.5.1)

Available data

A high temperature hydrolysis study was conducted to determine whether difenoconazole hydrolyses and
to identify any major degradates formed, under conditions representing the extremes of pH and
temperature that could occur during involved in pasteurisation, baking, brewing, boiling and sterilisation.
(Muir G.T, 2003)

The mean total applied radiocactivity recorvered after incubation and neutralization was 103.9 to 108.9%
fot the three processing conditions. The majority of the applied radioactivity consisted of parent
difenoconazole (95.6% to 98.6%). There was less than 5% degradation of difenoconazole following
hydrolysis. One minor degradation product was observed at low levels (mean <1.0% radioactivity) at 5
pH and 6, and no other degradation products were quantifiable.

Radioactivity recovery following incubation under different processing conditions:

Incubation Radicactivity recovery (% of applied)”
Simulated process pH Time Temperature Total Difenoconazole Unknown
{minutes) C) degradates
Pasieurisation 4 20 o 103.9 95.6 0.0
Bakina/Brewina/Boiling 5 Gl 100 108.9 GE.1 1.0
Sterilisation G 20 120 104.9 98.6 0.9
“after incubation and neutralisation. Mean of two samples.

There was no significant hydrolysis of difenoconazole following incubation at different pH values and
temperatures. Difenoconazole is therefore considered stable under conditions representative of
pasteurisation, baking, brewing and boiling and sterilisation.
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Table 7.3-5: Nature of the residues in processed commodities
Conditions (Duration, Temperature, pH) Identified compound(s) Reference
EU data
Pasteurisation (20 minutes, 90°C, pH 4) ¥es-Parrent (>96% TRR) EFSA 2011
Baking, boiling, brewing Yes-Parrent (>96% TRR) EFSA 2011
(60 minutes, 100°C, pH 5)
Sterilisation (20 minutes, 120°C, pH 6) ¥es-Parrent (>96% TRR) EFSA 2011

Conclusion on nature of residues in processed commodities

The residue pattern in processed commodities is similar to residue pattern in raw commodities.

zRMS comments:

The metabolism in processed commodities was evaluated at EU level. According to the EFSA Journal
2024;22:e8987: “Studies investigating the nature of residues in processed commodities were assessed in
the framework of the peer review(EFSA, 2011a; Sweden, 2006). Studies were conducted with
radiolabeled difenoconazole on the triazole ring of the molecule simulating representative hydrolytic
conditions for pasteurisation (20 min at 90°C, pH 4), boiling/brewing/baking(60 min at 100°C, pH 5) and
sterilisation (20 min at 120°C, pH 6). With more than 96% TRR consisting of parent difenoconazole, it is
concluded that difenoconazole is stable to hydrolysis under standard conditions of pasteurisation,
baking/brewing/boiling and sterilisation (EFSA, 2011a).

Regarding TDMs, standard hydrolysis studies are available and were assessed by EFSA as confirmatory
data submitted for the risk assessment of the TDMs (EFSA, 2018d). These studies showed that TA, TAA,
TLA and 1,2,4-T remain stable under the standard hydrolysis conditions simulating processing of
pasteurisation, baking, brewing and boiling and sterilisation. Thus, it can be concluded that the nature of
residues in processed commodities resulting from the authorised uses of difenoconazole is sufficiently
addressed.”

7.3.2.4 Conclusion on the nature of residues in commodities of plant origin
(KCA 6.7.1)

Table 7.3-6: Summary of the nature of residues in commodities of plant origin

Endpoints

Plant groups covered Foliar treatment:

Cereals(spring wheat)

Root vegetables(potato)
Fruits(tomato, grapes)
Pulses/oilseeds(oilseed rape)
Seed treatment:
Cereals(spring wheat)

Rotational crops covered Leafy vegetables (lettuce, spinaech mustard leaves),
root vegetables (carrot, sugarbeet, turnip),
cereals (spring and winter wheat, maize),

oilseeds{mustard)

Metabolism in rotationalcropssimilar to metabolism | Yes. No residues of parent difenoconazole were found.

in primary crops? Residues mainly composed of TDM metabolites: triazole
alanine (TA), triazole acetic acid (TAA) and triazole lactic
acid (TLA).

Processed commodities Difenoconazole stable under standard hydrolysis conditions

representative of pasteurisation/baking/sterilisation (more
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than 96% TRR consisted of parent difenoconazole).

Residue pattern in processed commodities similar to

pattern in raw commodities?

Yes

Plant residue definition for monitoring

Difenoconazole, Reg. (EU) 2024/2612

Plant residue definition for risk assessment

According to the EFSA Journal 2024;22:e8987:

RD-RAL1: Difenoconazole (sum of isomers);

RD-RA2: TA and TLA, since these compounds share the
same toxicity;

RD-RA3: TAA;

RD-RA4: 1,2 ,4-triazole.

The previously derived provisional residue definitions (1.
difenoconazole, 2. TDMs; EFSA, 2011a) have been replaced
by the abovementioned residue definitions derived during the
peer review of the pesticide risk assessment of the TDMs
(EFSA, 2018d). EFSA highlights that the residue definitions
might be reconsidered in the framework of the on-going peer
review for renewal. In the framework of the assessment of
confirmatory data (Spain, 2023; EFSA, 2024a,.), an
uncertainty factor (UF) of 1.3 was derived from field residue
trials submitted on this purpose, to reflect the tendency of a
preferential degradation of trans isomers and a shift to the cis
isomers of difenoconazole. This UF is applicable to all plant
commodities

Conversion factor from enforcement to RA

None

* If residue pattern in processed commodities is not similar to that in raw commodities

ok

A more recent proposal by EFSA may be provided as additional information (EFSA RO XXXX).

*** Ifno EFSA proposal is available, a proposal should be made by the applicant/zZRMS.

7.3.2.5

Nature of residues in livestock (KCA 6.2.2-6.2.5)

Available data

No new data submitted in the framework of this application.

Table 7.3-7:

Summary of animal metabolism studies

Application details Sample details
Group Species Label NO of Rate Duration Commodlty Time of Reference
position animal li
(mg/kg | (days) sampling
feed/d)
EU data
Lactating | Goat 14C-phenyl 5 10 Milk daily Madrid,
ruminants 14C-triazole |2 1988
Urine and daily
faeces
Blood 1,2,4,6,8,9,10
Tissues at sacrifice




CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC Page 79 /350
Part B — Section 7 - Core Assessment

Applicant version Version October 2023
Lactating | Goat 14C-phenyl 100 3 Urine and daily Maynard,
ruminants 14C-triazole |4 faeces 1990a
Milk Twice a day
Blood Prior the
sacrifice
Tissues at sacrifice
Lactating | Goat 14C-phenyl 100 4 Urine and daily Ray, 1996
ruminants 2 faeces
Milk Twice a day
Blood Prior the
sacrifice
Tissues at sacrifice
Laying Hens | 14C-phenyl 5 14 Eggs daily Madrid,
poultry 14C-triazole 1989
4 Blood Prior the
sacrifice
Tissues at sacrifice
Laying Hens | 14C-phenyl 68 3 Eggs and daily Maynard,
poultry 14C-triazole excreta 1990b
20 Blood Prior the
sacrifice
Tissues at sacrifice
Laying Hens | 14C-triazole 121 4 Eggs and daily Ray, 2004
poultry excreta
5 Blood Prior the
sacrifice
Tissues at sacrifice

Summary of animal metabolism studies reported in the EU

Metabolism studies of difenoconazole were carried out in lactating goats and laying hens. The
metabolism studies were performed using two radiolabelled forms of difenoconazole, [phenyl-14C] and
[triazole-14C] difenoconazole.

Capsules containing the test substance were administered orally to lactating goats and laying hens with
concentrations corresponding to doses of 5 to 100 ppm in feed to the lactating goats and 5, 68 and 121
ppm in feed to the laying hens. Difenoconazole was rapidly metabolised, with the majority of the
administered radioactivity excreted in the urine and faeces (up to 96.8% in hen and up to >88% in goat).
Maximum residue levels were present in the liver and kidney, at 9.790 and 2.73 1mg/kg, respectively, in
lactating goats and up to 4.660 and 2.247 mg/kg, respectively, in laying hens. Higher tissue residues (up
to 20.409 mg/kg in liver) were observed in the hen following an extremely high dose of difenoconazole
(121 mg/kg for 4 days) and sampling immediately after the final dose.

In lactating goats and laying hens, maximum residues of parent difenoconazole were detected in the liver
and fat, at concentrations up to 0.891 (9.1% TRR) and 1.912 mg/kg (18.4% TRR), respectively. In other
edible tissues, residues of parent difenoconazole were _ 0.107 mg/kg (2.2% TRR). In milk, residues of
parent difenoconazole were up to 0.028 and mg/kg (8.8% TRR) and up to 0.236 mg/kg (5.3% TRR) in
egg yolk.

Plateau level of residues in milk was reached after ca 2 and 6 days for the [phenyl-14C] and [triazole-
14C] difenoconazole treated goats, respectively, with residues in the [triazole-14C] group being 2 — 3
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times higher than the [phenyl-14C] group (see Figure B.7.2.1-2 and B.7.2.1-3). Plateau level of residues
in egg whites and egg yolks was reached slowly, i.e. after ca 5 and 7 days, respectively (see Figure
B.7.2.4-1and B.7.2.4-2). The TRR in the [triazole-14C] egg whites were 10 — 15 times lower than the
[phenyl-14C] egg whites while the TRR in egg yolks was very similar for the two labels.
CGA-205375 was the major metabolite in the goats and hens, occurring at levels up to 7.127 mg/kg
(72.8% TRR) in liver, 1.180 mg/kg (43.2% TRR) in kidney, 0.949 mg/kg (91.7% TRR) in fat, 0.423
mg/kg (91.4% TRR) in muscle and up to 0.130 mg/kg (34.4% TRR) in milk, egg white and egg yolk.
1,2,4-triazole CGA-71019 was transported preferentially to eggs and milk, occurring at levels of 0.182
mg/kg (67.7% TRR) and 0.043 mg/kg (32.3% TRR) in egg white and yolk, respectively and levels up to
0.022 mg/kg (5.8% TRR) in milk. Ring hydroxylated difenoconazole, CGA-205374 and CGA-205375
were observed in the goats at levels up to 0.235 mg/kg (3.9% TRR) in liver and 0.021 mg/kg (15.2%
TRR) in milk. Ring hydroxylated difenoconazole and CGA-205375 were observed in the hen at levels up
to 0.457 mg/kg (9.8% TRR) in the liver.

Glucuronide and sulphate conjugates of difenoconazole and CGA-205375 and a glycine conjugate of
CGA-189138 were also major metabolites in the goats. The highest residues of these individual
metabolites in the tissues and milk were 0.734 mg/kg (7.5% TRR) in liver (CGA-205375 glucuronide
conjugate), 0.114 mg/kg (35.8% TRR) in milk (CGA-189138 glycine conjugate), 0.273 mg/kg (10.0%
TRR) in kidney (CGA-205375 sulphate conjugate), 0.176 mg/kg (1.8% TRR) in liver (OH-CGA-205375
sulphate conjugate), 0.157 mg/kg (1.5% TRR) in liver (OH difenoconazole glucuronide conjugate) and
0.009 mg/kg (2.9% TRR) in milk (OH-difenoconazole sulphate conjugate).

The primary metabolic processes in each animal involves:

- hydrolysis of the dioxolane ring to form the ketone CGA-205374, with subsequent reduction of CGA-
205374 to give the corresponding alcohol CGA-205375 as a major metabolite.

- Oxidation of CGA-205374 resulted in cleavage of the alkyl bridge, leading to the formation of the acid
CGA-186138 and 1,2,4-triazole CGA-71019.

A second pathway involves hydroxylation of difenoconazole to form the hydroxylated CGA-205374 and
CGA 205375. Sulphate ester, glycine and glucuronide conjugation were observed as secondary
metabolism processes in the lactating goats. Hydroxy acetic acid difenoconazole and amino acid
(glutamic acid/threonine) conjugates of CGA-189138 were also observed as urine specific metabolites.
The proposed metabolism of difenoconazole in lactating goat, laying hen and rat is shown below:
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Conclusion on metabolism in livestock

Available metabolism studies demonstrated the residues of difenoconazole are not expected in significant
amount since they are very polar and extensively excreted. The metabolic patterns identified in lactating
goats and laying hens is consistent with the rat metabolism and a specific metabolism study in pigs is not
considered necessary.

ZRMS comments:

The metabolism in rotational crops was evaluated at EU level. According to the EFSA Journal
2024;22:¢8987: “It was concluded that the metabolism of difenoconazole in livestock is adequately
elucidated, and that metabolite CGA205375 was the most relevant component of the residues in all
matrices of ruminants and poultry. The peer review concluded that the metabolism of difenoconazole in
ruminants was comparable with the metabolism in rats and a metabolism study on pigs was not required.



CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC Page 82 /350

Part B — Section 7 - Core Assessment
Applicant version Version October 2023

Therefore, the residue definition for enforcement is proposed as difenoconazole-alcohol (CGA205375),
expressed as difenoconazole (EFSA, 2011a). Parent difenoconazole and metabolite CGA205375 are
considered fat soluble.

In the framework of the peer review of the pesticide risk assessment of the TDMs (EFSA, 2018d), the
livestock metabolism studies available for several triazole fungicides and for TA were reassessed in view
of deriving common risk assessment residue definitions for animal commodities which would cover all
triazole fungicides assessed. The compilation of the studies conducted on lactating ruminants and laying
hens, with the triazole active substances showed that, apart from parent compound, 1,2,4-T was a major
component of the total residues in all animal matrices. From the studies performed with TA, it was
concluded that TA was the main residue in all poultry matrices and in ruminant tissues, while 1,2,4-T was
predominant in milk. TLA and TAA were detected at very low levels in all matrices. No studies are
available to elucidate the potential transfer of TAA, TLA and 1,2,4-T present in feed items to animal
matrices. Nevertheless, the available data were found to be sufficient to agree on common residue
definitions (EFSA, 2018d).

For risk assessment, considering the conclusions from the peer review for difenoconazole (EFSA, 2011a)
and the conclusions set in the framework of the TDMs confirmatory data (EFSA, 2018d), four separate
residue definitions are proposed as follows:

* RD-RA1: difenoconazole-alcohol (CGA205375), expressed as difenoconazole;

* RD-RA2: TA and TLA, since they share the same toxicity;

* RD-RA3: TAA;

* RD-RA4:1,2,4-T.

These residue definitions for enforcement and risk assessment previously agreed are still found
appropriate for the current review. However, these residue definitions might be reconsidered in the
framework of the ongoing peer review for renewal.

As for plants, a data gap was set during the peer review to address the possible preferential stereoisomeric
behavior of difenoconazole in livestock and no further data were submitted in this regard. Metabolite
CGA205375 (difenoconazole-alcohol) which is the only relevant compound for the risk assessment in
animal commodities has still one chiral centre and might occur as R- or S-isomer. Therefore, in the
absence of toxicological data on the individual isomers, following the EFSA guidance document on
stereoisomers (EFSA, 2019b), an indicative worst-case UF of 2 is proposed in this review to be applied to
accommodate for the possible shift in the isomer ratio (EFSA, 2024c). Until further information on the
relative toxicity of the individual isomers or on the preferential metabolism in livestock has become
available, this UF is applied to all livestock commodities for the risk assessment calculations according to
RD-RA1.”

7.3.2.6 Conclusion on the nature of residues in commodities of animal origin
(KCA 6.7.1)
Table 7.3-8: Summary on the nature of residues in commodities of animal origin
Endpoints
Animals covered Lactating goats
Laying hens
Time needed to reach a plateau 48 hours in milk[14C-phenyl]-difenoconazole 144 hours in milk[14C-
concentration triazole]-difenoconazole

168 hours in egg yolk[14C-phenyl] and [14C-triazole]120 hours in
eggs white[14C-triazole]-difenoconazole

Animalresidue definition for monitoring DifenoconazolealeohoHCGA-20 expressed-as-difenocon aZo
Difenoconazole, Reg. (EU) 2024/2612
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Animal residue definition for risk
assessment

According to the EFSA Journal 2024;22:e8987:

RD-RA1: Difenoconazole-alcohol (CGA205375), expressed as
difenoconazole;

RD-RA2: TA and TLA;

RD-RA3: TAA;

RD-RA4: 1,2,4-T.

The previously derived provisional residue definitions (1.
Difenoconazole, 2. TDMs; EFSA, 2011a) have been replaced by the
abovementioned residue definitions derived during the peer review of
the pesticide risk assessment of the TDMs (EFSA, 2018d). EFSA
highlights that the residue definitions might be reconsidered in the
framework of the on-going peer review for renewal. In the framework
of'the assessment of confirmatory data (EFSA, 2024a,c), an indicative
uncertainty factor (UF) of 2 was derived following the EFSA guidance
document on stereoisomers, to reflect the possible shift in the isomers
ratio of difenoconazole-alcohol(CGA205375). This worst-case UF is
applicable to all livestock commodities.

Conversion factor

Metabolism in rat and ruminant similar

Yes

Fat soluble residue

Yes
Log POW difenoconazole =4.36 (> 3)

Log POW CGA205375=3.81 (> 3)

Hokk
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7.3.3 Magnitude of residues in plants (KCA 6.3)

Summary of European data and new data supporting the intended uses
No new data are submitted in the framework of this application.

Table 7.3-9: Summary of EU reported and new data supporting the intended uses of CHR/F/SCORPIO 325 SC and conformity to existing
MRL
Residue
Evaluation Unrounded
- E
oU (SN GAP STMR| OECD C"rl\r,[el;'i Ul wmru
Commodity Source ? Residue levels (mg/kg) (mg/k calculator compliance
EU, EU, . . N (mg/kg) (mg/kg)
tsid E = according to enforcement residue definition g) MRL N
01;2:3) ¢ IRA = according to risk assessment residue definition (mg/kg)
Oilseed New trials N-EU GAP: 2x 200 g/ha azoxystrobin, 2x125 g/ha difenoconazole, BBCH 18- | 0.010 | 0.010 003 0.5 for Yes
(seeds) K. Waniczyk 69, outdoor, PHI: 45-70 0.01 rapeseeds
22SGS48-01, 0.2 for mustard
K.-Wanczyk Difenoconazole saadls mmgl
22SGS49-01, linseeds
K.Wanczyk E: <0.010,<0.010, <0.002,<0.010,<0.010,<0.010, <0.002, <0.002 0.05* f
225GS51-01, RA: <0.010,<0.010,<0.002,<0.010,<0.010, <0.010, <0.002, <0.002 27 10T Poppy
K.Wanczyk and sunflower
228GS52-01, seeds,
K.Wanczyk 0.1 for soybean,
22SGS53-01, 0.05* for
K.-Wanczyk pumpkin and
22SGS54-01,
hemp seeds
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K.Wanczyk
22SGS55-01,
K.-Wanczyk
23SGS47-01

Triazole-acetic Acid TAA

E: <0.004, 0.043, <0.004, <0.004, 0.058, <0.004, <0.004, <0.004
RA: <0.004, 0.043,<0.004, <0.004, 0.058, <0.004, <0.004, <0.004

Triazole-alanine TA

E: 0.054,3384.84,0.24,0.47,6.72*,0.20,0.53;842-0.17
RA: 0.054,3-58-4.84,0.24,0.47,6.72*,0.20, 0.53;842-0.17

Triazole-lactic Acid TLA

E: <0.004,0-16-0.25, <0.004, <0.004, 0.23,<0.004, 0.078, <0.004
RA: <0.004, 8-16-0.25, <0.004, <0.004, 0,23, <0.004, 0.078, <0.004

1.2.4-triazole 1.2.4-T

E: <0.004, <0.004, <0.004, <0.004, <0.004, <0.004, <0.004, <0.004
RA: <0.004, <0.004, <0.004, <0.004, <0.004, <0.010, <0.004, <0.004

0.004

0.355

0.004

0.004

0.058

6.720

0.25

0.004

0.1 - -

12.057 - -

0.5

0.004
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Oilseed rape |New trials N-EU GAP: 2x 200 g/ha azoxystrobin, 2x125 g/ha difenoconazole, BBCH 22
(whole plant |K. Wanczyk and BBCH 69, outdoor, PHI: 28
roots) 22SGS52-01, 0140 10.360 0.7
K. Wanczyk Difenoconazole 0.120
22SGS53-01,
K. Wanczyk E:0.12,0.16,0.36*,0.093, 0.063
22SGS54-01, RA: 0.12,0.16,0.36,0.093,0.063
K. Wanczyk
225GS55-01 Triazole-acetic Acid TAA
K.Wanczyk
238GS47-01 E: <0.004, 0.049,<0.010, <0.004, <0.004 0007 10.049 0.1
RA: <0.004, 0.049, <0.010, <0.004, <0.004 0.004
Triazole-alanine TA
E: 0.064,0.67, 0.052,0.13, <0.004
RA: 0.064,0.67,0.052, 0.13, <0.004 8082 10.670 1.5
0.064
Triazole-lactic Acid TLA
0.004 10.110 03
E: <0.004,0.11,<0.004, <0.004, <0.004 02
RA: <0.004,0.11,<0.004, <0.004,<0.004 03
1.2.4-triazole 1.2.4-T
E: <0.004, <0.004, <0.004, <0.004, <0.004 0.004 10.004
RA: <0.004, <0.004, <0.004, <0.004, <0.004 9045
0.01
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Sugar beet New trials GAP: 2x 200 g/ha azoxystrobin, 2x125 g/ha difenoconazole, BBCH 49,
roots T.Peda PHI 34-36
23SGS01-01,
T.Peda Difenoconazole
23SGS02-01, 0.011 | 0.019 0.04 0.2 for sugar Yes
T.Peda E: 0.019,<0.001,<0.010,0.013,<0.010,0.012,<0.010,0.013 beet roots
23SGS04-01, RA: 0.019,<0.001,<0.010,0.013,<0.010,0.012,<0.010,0.013 0.4 for
T.Peda beetroots,
23SGS05-01, 2.0 for celeriac,
T.Peda 0.4 for
23SGS06-01, horseradish and
T.Peda swedes -
238GS07-01, Triazole-acetic Acid TAA 0.6 for chicory
T.Peda roots
23SGS08-01, 0.002 | 0.002 0.01

E: <0.002,<0.002, <0.002, <0.002, <0.002, <0.002, <0.002, <0.002

Uede RA: <0.002, <0.002, <0.002, <0.002, <0.002, <0.002, <0.002, <0.002

23SGS46-01,

Triazole-alanine TA

01 .02 .04
E:0.028,0.011,<0.010,<0.010,<0.010,<0.010,0-:011-0.016,<0.010 B R 20
RA: 0.028,0.011,<0.010,<0.010,<0.010,<0.010, 6:011 0.016,<0.010

Triazole-lactic Acid TLA i
0.002 0.010 0015
E: <0.010,<0.002, <0.002, <0.002,<0.002, <0.002, <0.002, <0.002 0.01

RA: <0.010,<0.002,<0.002, <0.002, <0.002, <0.002,<0.002, <0.002

1.2.4-triazole 1.2.4-T
0.002 0.002 -
E: <0.002,<0.002, <0.002, <0.002, <0.002, <0.002, <0.002, <0.002 0.01
RA: <0.002,<0.002,<0.002,<0.002, <0.002, <0.002, <0.002, <0.002
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Sugar beet
leaves

New trials
T.Peda
23SGS01-01,
T.Peda
23SGS02-01,
T.Peda
23SGS04-01,
T.Peda
23SGS05-01,
T.Peda
23SGS06-01,
T.Peda
23SGS07-01,
T.Peda
23SGS08-01,
T.Peda
23SGS46-01,

GAP: 2x 200 g/ha azoxystrobin, 2x125 g/ha difenoconazole, BBCH 49,
PHI: 34-36

Difenoconazole

E: 0.071,<0.010,0.064,0.12*,0.18*,0.38*,0.10*, 0.087*
RA: 0.071,<0.010,0.064,0.12*,0.18*,0.38*,0.10*, 0.087*

Triazole-acetic Acid TAA

E: <0.010,<0.010, <0.010,<0.010,<0.010,<0.010,<0.010, <0.010
RA: <0.010,<0.010,<0.010,<0.010,<0.010, <0.010,<0.010,<0.010

Triazole-alanine TA

E: 0.029,0.025,<0.010,0.016,0.016,0.011, 0.027,0.015
RA: 0.029,0.025,<0.010,0.016,0.016,0.011, 0.027,0.015

Triazole-lactic Acid TLA

E: 0.083,0.012,0.012,0.011, 0.040,0.013, 0.023, <0.010
RA: 0.083,0.012,0.012,0.011, 0.040,0.013, 0.023,<0.010

1.2.4-triazole 1.2.4-T

E: <0.002,<0.010, <0.002, <0.002, <0.002, <0.002, <0.002, <0.002
RA: <0.002,<0.010, <0.002, <0.002, <0.002, <0.002, <0.002, <0.002

0.094

0.010

0.016

0.013

0.002

0.380

0.010

0.029

0.083

0.010

0.6 - -

0.01

0.06

0.15

0.01
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Honey

S.Mahlow,
C. Ezeobi-
Chris

2023

GAP: 2x 200 g/ha azoxystrobin, 2x125 g/ha difenoconazole, 14-64
BBCH, outdoor, PHI: 6-18,

Difenoconazole

E: <0.01.<0.01, 0.014,0.012
RA: <0.01.<0.01,0.014,0.012
Triazole-acetic Acid TAA
E: <0.01, <0.01,<0.01, <0.01
RA: <0.01,<0.01, <0.01,<0.01
Triazole-alanine TA

E: 0.02,0.01,0.01, 0.04
RA: 0.02,0.01,0.01,0.04

Triazole-lactic Acid TLA

E: <0.01, <0.01,<0.01, <0.01
RA: <0.01,<0.01, <0.01,<0.01

1.2.4-triazole 1.2.4-T

E: <0.01, <0.01,<0.01, <0.01
RA: <0.01,<0.01, <0.01, <0.01

0.011

0.010

0.015

0.010

0.010

0.014

0.010

0.040

0.010

0.010

0.04

0.03

0.08

0.03

0.03

* Source of EU MRL: Reg. (EU) 2023/129
* diluted sample

LOD=0.002 mg/kg, LOQ=0.010 mg/kg triazole metabolites
LOD=0.001 mg/kg, LOQ=0.010 mg/kg difenoconazole, azoxystrobin
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7.3.3.1

According to the available data, the intended uses are considered acceptable,

Conclusion on the magnitude of residues in plants

for outdoor uses.

Oilseeds
Comparison of intended GAP and EU GAP (EFSA Journal. 2024;22:¢8987):
Crop Region | Formulation Application PHI
Growth stage, | Number Interval | Max rate | (days)
BBCH (days) (g a.s./ha)
EU GAP EFSA Journal. 2024;22:¢8987
Rapeseed | NEU | EC 14-69 1-2 14 130 n.a,
Mustard NEU EC -69 2 - 125 n.a.
seed
Sunflower | NEU SC 30-55 2 21 125 n.a.
seed
Poppy seeds | NEU SC 31-69 1 - 125 n.a.
Soya bean | NEU SC 31-69 1 - 125 n.a.
Intended GAP
Rapeseed | NEU | SC 14-29 22 2 90420 125 n/a
31-55 150 is 60 is
proposed proposed
Rapeseed | NEU | SC 61-69 1 - 125 n/a
60 is
proposed
Rape seed, | NEU SC 14-29 22 2 90420 125 n/a
mustard 31-69 1 is | 150 is 60 is
seed, max S5 is | proposed | proposed proposed
sunflower accepted for | for
seed, sunflower mustard
soybean, seeds and | seed,
pumpkin soybean sunflower
seed, seed,
poppy soybean,
seeds, pumpkin
hemp/flax seed,
poppy
seeds,
hemp/flax

According to the SANTE/2019/12752 Rev.1 residue data for rapeseed can be extrapolated to whole group
oilseeds except peanuts for treatments before forming of the edible part and after forming of the edible
part to poppy seeds, linseeds and mustard seeds. For oilseeds, a significant part of the edible part is
present from full blossom (BBCH 65) onwards.
Taking the above into account, extrapolation to sunflower seeds, pumpkin seeds, hemp and soybean
is possible for treatments at max BBCH 55.
The Applicant provided 8 independent residue field trials on oilseed rape conducted in Hungary (n=2),
Poland (n=4), North France (n=1) and Germany (n=1). In all trials two applications (first at BBCH 15-22,
second at BBCH 69) of CHR/F/SCORPIO 325 SC were applied at the target dose rate of 1.0 L/ha,
equivalent to 200 g azoxystrobin and 125 g difenoconazole. The interval between applications was in the
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range 132 days — 196 days. One treatment was performed in autumn, the other in spring.

All studies were accepted. Specimen extraction and determination of residues of triazole derivative
metabolites (TAA, TA, 1,2,4-T, TLA) in oilseed rape (seed) were performed according to the multi-
residue QuPPe method. Quantification was performed by use of LC-MS/MS detection. The limit of
quantification (LOQ) of the analytical method was 0.010 mg/kg for each compound. The limit of
detection (LOD) of the analytical method was 0.004 mg/kg for each compound.

Specimen extraction and determination of residues of difenoconazole in oilseed rape (seed) were
performed according to the multi-residue QuEChERS method. Quantification was performed by use of
LC-MS/MS detection. The limit of quantification (LOQ) of the analytical method was 0.010 mg/kg for
each compound. The limit of detection (LOD) of the analytical method was 0.002 mg/kg for each
compound.

Difenoconazole

residue results in seeds considered for further evaluation:

3 x<0.002 mg/kg; 5 x <0.01 mg/kg (STMR 0.01 mg/kg, HR 0.01 mg/kg)

The current EU MRL (Reg. (EU) 2024/2612) for difenoconazole in:

rapeseed is 0.5 mg/kg;

sunflower seed is 0.05 mg/kg;

mustard seed is 0.2 mg/kg;

linseeds is 0.2 mg/kg

soybean is 0.1 mg/kg;

poppy seeds is 0.05 mg/kg;

pumpkin seed is 0.05 mg/kg;

hemp seeds is 0.05 mg/kg.

The data submitted show that no exceedance of the existing MRL will occur for rapeseed, sunflower,
mustard seed, linseeds, soybean, pumpkin seeds and hemp seeds.

The proposed uses of difenoconazole in rapeseed, poppy seeds, sunflower, mustard seed, soybean
pumpkin seeds and hemp seeds are considered acceptable (at max BBCH 55 for sunflower seeds,
pumpkin seeds, hemp and soybean). Considering that the intervals between treatments in the
studies provided exceed the min. recommended in GAP (Table 7.1-1) of 60/120 days,zZRMS suggests
limiting the use to one application for mustard seed, soybean, sunflower seed and flax.
Considering that the residue results for rapeseed in the assessment refer to DALA in the range of
45-70 (62, 54, 58, 57, 54, 45, 70, 63), it is proposed to set PHI equal to 60 days for all oilseeds.

TDMs

No MRLs are set for TDMs.

residue results in seeds considered for further evaluation:

TAA — 6x <0.004, 0.043, 0.058 (STMR 0.004 mg/kg, HR 0.058 mg/kg)

TA - 0.054, 4.84, 0.24, 0.47, 6.72, 0.2, 0.53, 0.17 (STMR 0.355 mg/kg, HR 6.72 mg/kg)
TLA - 5x <0.004, 0.25, 0.23, 0.078 (STMR 0.004 mg/kg, HR 0.25 mg/kg)

1,2,4-T — 8x <0.004 (STMR 0.004 mg/kg, HR 0.004 mg/kg)

residue results in whole plant were presented in 5 studies:

TAA - 3x <0.004, 1x <0.01, 0.049 (STMR 0.004 mg/kg, HR 0.049 mg/kg)

TA - 1x <0.004, 0.064, 0.67, 0.052, 0.13 (STMR 0.064 mg/kg, HR 0.67 mg/kg)
TLA - 4x <0.004, 0.11 (STMR 0.004 mg/kg, HR 0.11 mg/kg)

1,2,4-T - 5x <0.004 (STMR 0.004 mg/kg, HR 0.004 mg/kg)

It should be noted that significant residue levels were found in a few untreated control samples of residue
trials on primary and rotational crops suggesting the use of triazole pesticide active substances in previous
seasons. Despite these uncertainties these trials were considered with the purpose of performing a‘worst
case’ consumer dietary intake calculation.

Sugar beet
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Comparison of intended GAP and EU GAP (EFSA Journal. 2024;22:¢8987):

Crop Region | Formulation Application PHI
Growth stage, | Number | Interval Max rate (days)
BBCH (days) (g a.s./ha)
EU GAP (EFSA Journal. 2024;22:¢8987)
Sugar beet | NEU | EC - 1-3 - 125 14
Chicory NEU | SC 40-49 1-2 14 125 14
roots
Celeriac NEU [ EC - 1-4 14 125 14
Horseradish | NEU [ EC 19-39 1-3 14 130 14
Beetroot NEU | EC 20-89 1-3 14 125 14
Swedes NEU [ EC 19-39 1-3 14 130 14
Turnips NEU | EC 19-39 1-3 14 130 14
Intended GAP
Sugar beet | NEU | SC 39-49 1 - 125 n/a
35 is
proposed
Turnip, NEU | SC 39-49 1 - 125 n/a
Chicory 35 is
roots, proposed
beetroot,
rutabaga,
horseradish,
celeriac

According to the SANTE/2019/12752 Rev.1 residue data for sugar beets can be extrapolated to beetroots,
celeriac, horseradish, swedes/rutabaga and chicory roots for treatments before and after forming of the
edible part.

The Applicant provided 8 independent residue field trials on sugar beet conducted in Hungary (n=2),
Poland (n=3), North France (n=1) and Denmark (n=1). In all trials one application (at BBCH 49) of
CHR/F/SCORPIO 325 SC were applied at the target dose rate of 1.3 L/ha, equivalent to 260 g
azoxystrobin and 163 g difenoconazole.

Specimen extraction and determination of residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,
TLA) in sugar beet (leaves, roots) were performed according to the multi-residue QuPPe method.
Quantification was performed by use of LC-MS/MS detection. The limit of quantification (LOQ) of the
analytical method was 0.010 mg/kg for each compound. The limit of detection (LOD) of the analytical
method was 0.002 mg/kg for each compound.

Specimen extraction and determination of residues of difenoconazole in sugar beet (leaves, roots) were
performed according to the multi-residue QuEChERS method. Quantification was performed by use of
LC-MS/MS detection. The limit of quantification (LOQ) of the analytical method was 0.010 mg/kg for
each compound. The limit of detection (LOD) of the analytical method was 0.001 mg/kg for each
compound.

Difenoconazole

residue results in roots considered for further evaluation:

1 x<0.001,3x<0.01,0.019,2x0.013, 0.012 (STMR 0.011 mg/kg, HR 0.019 mg/kg)

Residue results in leaves with tops:

1x<0.010,0.071, 0.064, 0.12, 0.18, 0.38, 0.1, 0.087 (STMR 0.094 mg/kg, HR 0.12 mg/kg)

The current EU MRL for difenoconazole (Reg. (EU) 2024/2612) in:

sugar beet is 0.2 mg/kg;

beetroots (root) is 0.4 mg/kg;

celeriac is 2.0 mg/kg;

horseradish is 0.4 mg/kg;

swedes/rutabaga is 0.4 mg/kg;

chicory roots is 0.6 mg/kg.
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The data submitted show that no exceedance of the existing MRLs will occur.
Considering that the residue results for sugar beet roots in the assessment refer to DALA 351, it is
proposed to set PHI equal to 35 days.

TDMs

No MRLs are set for TDMs.

residue results in roots considered for further evaluation:

TAA — 8x <0.002 (STMR 0.002 mg/kg, HR 0.002 mg/kg)

TA - 5x <0.01, 0.028, 0.011, 0.016 (STMR 0.01 mg/kg, HR 0.028 mg/kg)
TLA — 7x <0.002, 1x <0.01 (STMR 0.002 mg/kg, HR 0.01 mg/kg)
1,2,4-T — 8x <0.002 (STMR 0.002 mg/kg, HR 0.002 mg/kg)

residue results in leaves with tops were presented in 5 studies:

TAA -8x <0.01 (STMR 0.01 mg/kg, HR 0.01 mg/kg)

TA - 1x <0.01, 0.029, 0.025, 2x 0.016, 0.011, 0.027, 0.015 (STMR 0.016 mg/kg, HR 0.029 mg/kg)
TLA - 1x <0.01, 0.083, 2x 0.012, 0.011, 0.04, 0.013, 0.023 (STMR 0.013 mg/kg, HR 0.083 mg/kg)
1,2,4-T - 8x <0.002 (STMR 0.002 mg/kg, HR 0.002 mg/kg)

It should be noted that significant residue levels were found in a few untreated control samples of residue
trials on primary and rotational crops suggesting the use of triazole pesticide active substances in previous
seasons. Despite these uncertainties these trials were considered with the purpose of performing a‘worst
case’ consumer dietary intake calculation.

7.3.4 Magnitude of residues in livestock

7.3.4.1 Dietary burden calculation

Data/information on livestock feeding studies were reviewed during the Annex I inclusion process and
was considered to be acceptable and no further data have been generated. Studies were presented in DAR
(2006) difenoconazole Vol.3 —B7 residue data and Final Addendum to DAR 2010. and-deseribed-below-

Table 7.3-10 Input values for the dietary burden calculation (considering the uses authorized in
the country of the ZRMS)

Median dietary burden Maximum dietary burden

Feed Commodity

Input value Input value

Comment Comment
(mg/kg) (mg/kg)
Difenoconazole
Beet, mangel 0.09 See point 7.2.3.9 0.38 See point 7.2.3.9
Beet sugar, tops 0.09 See point 7.2.3.9 0.38 See point 7.2.3.9

Rape, forage 0.01 See point 7.2.3.9 0.01 See point 7.2.3.9
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Median dietary burden Maximum dietary burden

reed Commodity Ing:tg/vkz;l)ue Comment Ing:; /‘lf:;l)ue Comment

Turmip, tops (leaves) 0.09 See point 7.2.3.9 038 See point 7.2.3.9

Swede, roots See point 7.2.3.9 0.02 See point 7.2.3.9

Tumip, roots 0.01 See point 7.2.3.9 0.02 See point 7.2.3.9

Soybean, seed 0.01 See point 7.2.3.9 | I

Beet, sugar, dried pulp 0.20 See point 7.2.3.9 l I

F 0.03 See point 7.2.3.9 | I

Beet, sugar, molasses 031 See point 7.2.3.9 | i

Canola (rape seed), 0.02 See point 7.2.3.9 - -

meal

Rape, meal 0.02 See point 7.2.3.9 - -

Soybean, meal See point 7.2.3.9 l I

Soybean, hulls 0.13 See point 7.2.3.9 | I

Sunflower, meal See point 7.2.3.9 | i

TAA

Beet, mangel 0.01 See point 7.2.3.9 0.01 See point 7.2.3.9

Beet sugar, tops 0.01 See point 7.2.3.9 0.01 See point 7.2.3.9

Rape, forage 0.004 See point 7.2.3.9 0.05 See point 7.2.3.9

Tumip, tops (leaves) 0.01 See point 7.2.3.9 0.01 See point 7.2.3.9

Swede, roots 0.002 See point 7.2.3.9 0.002 See point 7.2.3.9

Tumip, roots 0.002 See point 7.2.3.9 0.002 See point 7.2.3.9

Soybean, seed 0.004 See point 7.2.3.9 l I
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Median dietary burden Maximum dietary burden

reed Commodity Ing:tg/vkz;l)ue Comment Ing:; /‘lf:;l)ue Comment

Beet, sugar, dried pulp 0.18 See point 7.2.3.9 | I

F See point 7.2.3.9 | i

Beet, sugar, molasses 028 See point 7.2.3.9 | I

F 0.01 See point 7.2.3.9 | I

Rape, meal 0.01 See point 7.2.3.9 l I

Soybean, meal 0.01 See point 7.2.3.9 | I

Soybean, hulls 0.05 See point 7.2.3.9 | i

Sunflower, meal 0.01 See point 7.2.3.9 l I

A

Beet, mangel 0.02 See point 7.2.3.9 0.03 See point 7.2.3.9

Beet sugar, tops 0.02 See point 7.2.3.9 0.03 See point 7.2.3.9

Rape, forage 0.06 See point 7.2.3.9 0.67 See point 7.2.3.9

Tumip, tops (leaves) 0.02 See point 7.2.3.9 0.03 See point 7.2.3.9

Soybean, seed 036 See point 7.2.3.9 | I

Swede, roots 0.01 See point 7.2.3.9 0.03 See point 7.2.3.9

Turmnip, roots 0.01 See point 7.2.3.9 0.03 See point 7.2.3.9

Beet, sugar, dried pulp 0.18 See point 7.2.3.9 | i

F 0.03 See point 7.2.3.9 l I

Beet, sugar, molasses 028 See point 7.2.3.9 | I

F (L0 See point 7.2.3.9 l I
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Median dietary burden Maximum dietary burden
reed Commodity Ing:tg/vkz;l)ue Comment Ing:; /‘lf:;l)ue Comment
Rape, meal 142 See point 7.2.3.9 | I
Soybean, meal See point 7.2.3.9 | i
Soybean, hulls 4.62 See point 7.2.3.9 | I
Sunflower, meal 0.71 See point 7.2.3.9 | I
TLA
Beet, mangel 0.01 See point 7.2.3.9 0.08 See point 7.2.3.9
Beet sugar, tops 0.01 See point 7.2.3.9 0.08 See point 7.2.3.9
Rape, forage 0.004 See point 7.2.3.9 0.01 See point 7.2.3.9
Tumip, tops (leaves) 0.01 See point 7.2.3.9 0.08 See point 7.2.3.9
Soybean, seed 0.004 See point 7.2.3.9 l I
Swede, roots 0.002 See point 7.2.3.9 0.01 See point 7.2.3.9
Turnip, roots 0.002 See point 7.2.3.9 0.01 See point 7.2.3.9
Beet, sugar, dried pulp 0.04 See point 7.2.3.9 1 I
F 0.01 See point 7.2.3.9 | I
Beet, sugar, molasses 0.06 See point 7.2.3.9 l I
F 0.02 See point 7.2.3.9 | I
Rape, meal 0.02 See point 7.2.3.9 | i
Soybean, meal 0.01 See point 7.2.3.9 l I
Soybean, hulls 0.05 See point 7.2.3.9 | I
Sunflower, meal 0.01 See point 7.2.3.9 l I
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Median dietary burden Maximum dietary burden
reed Commodity Ing:tg /‘lf:;l)ue Comment Ing:; /‘lf:;l)ue Comment
1241
Beet, mangel 0.002 See point 7.2.3.9 0.02 See point 7.2.3.9
Beet sugar, tops 0.002 See point 7.2.3.9 0.02 See point 7.2.3.9
Rape, forage 0.004 See point 7.2.3.9 0.004 See point 7.2.3.9
Tumip, tops (leaves) 0.002 See point 7.2.3.9 0.02 See point 7.2.3.9
Soybean, seed 0.004 See point 7.2.3.9 | I
Swede, roots 0.002 See point 7.2.3.9 0.002 See point 7.2.3.9
Tumip, roots 0.002 See point 7.2.3.9 0.002 See point 7.2.3.9
Beet, sugar, dried pulp 0.04 See point 7.2.3.9 | I
F 0.01 See point 7.2.3.9 l I
Beet, sugar, molasses 0.06 See point 7.2.3.9 | I
F 0.02 See point 7.2.3.9 | i
Rape, meal 0.02 See point 7.2.3.9 1 I
Soybean, meal 0.01 See point 7.2.3.9 | I
Soybean, hulls 0.05 See point 7.2.3.9 l I
Sunflower, meal 0.01 See point 7.2.3.9 | I
FriboletR+20004
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Ruminant: Poultry: Pig:

Conditions of requirement of feeding studies

Expected intakes™ by livestock = 0.1 mg'kg diet (dry Yes i No No
o e - . . 0.23/0.65
weight basis) (vesno - If ves, specify the level) mg/kg DM
Dairy/ Beef cattle
Potential for accumulation (vesno): n'a n'a n'a
Metabolism studies indicate potential level of residues = n'a n'a n'a

0.01 mg'kg in edible tissues (ves/'no)

Feeding study® (residues of difenoconazole-aleohol (CGA
205375) for the feeding rate 10 mg'kg DM corresponding to a
43N and 13N dose rate for dairy and beel cattle)

Festdue levels in matrices : mean (Max) mg/'lkg CGA 205375

Muscle 0.022 (0.024) - -
Liver 0.303 {0.350) - --
Kidney 0.044 (0.052) - -
Fat 0.077 (0.093) - -
Milk 0.008 (0.009)

Eggs -

*: Parent also analysed for in the feeding study. At the highest feeding rate (10 mg'kg D), all values below LOQs (0.003
mg kg mulk, 0.01 mg'kg other matrices), except in liver (HR. 0.02 mg'kg).
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Animal burden calculation DIFENOCONAZOLE
According to: "OECD Guidance Document, Series on testing and assessment No 64 and Series on pesticides No 327 and
"0ECD Guidance Document on Residues in livestock, Series on Pesticides No 737
Maximum S00 kClﬂle B50 k s :"heﬂ] 40 k
Intak Beef 9 Dairy g Ram/E g Lamb g
nrake 12 kg any 5 kg we 25 kg am 17 kg
(mzlcz bwid) 0.021 mgtkgbwidi 0.029 matkgbwidi 0.018 matkg bwidi % 0.022 matkg buidi %
Cortributar | Best, mangel | fodder 30 |Best. mangel :fodder 25 | Ternip tops (leaves 30 | Turnip tops (leaves 30
Contributor 21 Bast. suzar ensiled pulp: 23 |Best. sugar ensiled pulp: 40 |Beet, suzar drizd pulp | 40 [Best. suzar dried pulp ;40
Contributar 3] 3weds roots 40 (Zwade roots 20 |3wede roots 30 [Bweda roots 30
Contributar 3] Sovbean szl 5 |Sovbean szl 10 0 0
Median intake 0.0069 mglkg bwid 0.0103 magtkg bwid (0.0052 matlkg bwid 0.0092 magllkg bwid
. Swin Intalces >0.004 me/les bw/d ar=s hizhlizht=d
Maximum 260 k 100 k
Intake Breedin 9 | Finishin: q
recdins Blg | - ME 3 ka
(mzlcz boid) 0.012 molkgbwidi 2 0.004 maglkgbwidi
Cortriburar )| Best, mangel | fodder 15 |Besat, sugar dried pulp : 20
Contributar 2| Best | suzar dried pulp | 20 |3wede roots 40
Contributar 3] Sweda roots 40 |2ovbean sead 20
Contributor 4] Sovbean seed 10
Aedian intake 0.004 mgikg bwid 0.003 mglkg bwid
Maximum 17 k — 19k Tk
Intak i - kg - -3 kg . a
ntake Broiler 012 kg Layer 013 kg Turkey 05 K
(mzlcz bwid) 0.002 mgtkgbwidi 0.008 matkgbwidi 0.002 matkg bwidi %
Cortriburar 1| 3weds roots 10 |Basat, sugar tops 3 |Swede roots 10
Contributar 2] 2ovbean hulls 3 |Swede roots 10 |Zovbean meal 45
Contributar 3] 2ovbean sead 20 |3ovbean hulls 5 | Eovhean sead 15
Contriburar 4 Sovhean szl 15
hedian intake 0.001 mgikg bw 0.003 mglkg bw 0.001 mgtkg bw
Intakes expressed on the dry mater basis (mglke DA)
mg/kg DM Cattle Sheep Swine
Baaf Dairy Ram/Ewe Lamhb Breading Finishing
Maximum 0.89 0.76 0.5 0.53 0.50 0.12
Median .29 0.27 (.16 .22 .18 0.0%
Poultry
Broiler Layer Turley Intake >0.1 mglkg OM
Maximum 0.03 011 0.03 in red characters
Median 0.02 0.04 0.02
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Table 7.3-11b Overview of the dietary burden calculations for TAA

Animal burden calculation TAA
According to: TOECD Guidance Document. Series on testing and assessment No 64 and Series on pesticides No 327 and
“0ECD Guidance Document on Residues in livestock, Series on Pesticides Mo 737
. Cattle Sheep
Maximum 500 kg . ES0 kg 75 kg 40 kg
Intake Beef 1 ke Dairy 25 kg Ram/Ewe se Lamh 17 kg
(mg/lcg bw/d) 0.0019 matkg bwidi > 0.0039 matkgbwidi M 0.0050 matkg bwidi ¥ 0.0064 matkg bwidi
Contributar | Beet, spzar ensiled pulp! 235 |Best. suear ensiled pulp: 40 |Best, suear drizd pulp | 40 |Best, surar drizd pulp (40
Contributor 2] Beet. mangel  ifodder 30 |Best. mangel ifodder 25 |Raps forage 40 [Faps forage 40
Contributor 3] Swade roots 40 [Swade 1oots 20 |3weade roots 20 [Bwede roots 20
Contributor Y Sovbean s22d 5 |8ovhean szl 10 0 0
Median intake 0.0019 matkg bwid 0.0039 mgtkg bwid 0.0009 matkg bwid 0.0042 matkg bwid
. Swine Intakes >0.004 mglce bw'd ars hizhlighted
Maximum 280 kg 0 kg
Intake Breeding 5 ko Finishing 3 kg
(mg/kg bw/d) 0.002 matkgbwidi 2 0.001 matkgbwidi
Contributar | Best, suzar dried pulp | 20 |Beet, suzar dried pulp | 20
Contributor 2] Bape forage 20 |Swade roots 40
Contributor 3] Swads roots 40 [2ovbean zead 20
Contributor 4] 2ovbaan szzd 10
Median intake 0.001 malkg bwid 0.00 matkg bw!d
Maximum 17 k Fon 19 k T ki
Intake Broiler - kg Layer 013 ka Turkey s kg
(maz'ks bw/d) 0.000 matkgbwidi 0.001 matkgbwidi 0.000 moglkg bwidi
Contributor ) Sovbean hulls 5 |Raps foraze 10 [Zwade 1oots 10
Cantributar 2] 8wads roots 10 |Sovbean hulls 5 |Soybean meal 45
Contributor 3] Sovbean sz2d 20 [Zwade roots 10 [2ovbean szl 15
Contributor d Sovhean sead 15
Median intake 0,000 mglkg b 0.001 matkg b 0,000 mgtkg b
Intakes expressed on the dry mater basis (mg'kg DM)
mg/kg DM Cattle Sheep Swine
Beaf Dairy Ram/Ewa Lamb Breading Finishinz
Maximum 0.0782 0.10 0.15 0.15 0.08 0.05
Median 0.0782 0.10 0.03 0.10 0.06 0.05
Poultry
Broiler Laver Turkev Intake >0.1mglkg DM
Maximum 0.01 0.02 0.01 in red characters
Median 0.01 0.01 0.01




CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC
Part B — Section 7 - Core Assessment
Applicant version

Page 101 /350

Version October 2023

Table 7.3-11¢ Overview of the dietary burden calculations for TA

Animal burden calculation TA
“0ECD Guidance Document, Series on testing and assessment No 64 and Series on pesticides No 327 and
“0ECD Guidance Document on Besidues in livestock, Series on Pesticides No 737
Maximum 500 I e E50 I 75 kSheep 40 k
Intake Beef p” kz Dairy s kz Ram/Ewe se kg Lamb 17 kz
(mz/kz bwid) 0.0213 maglkg bwid | ¥ 0.0185 maglkg bwid | % 0.0681 maglkg bwid | % 0.0873 malkgbwid |
Contributor 1| 2ovbean hulls 10 |Fape foraze 10 |Eovbean hulls 20 [Eovbaan hulls 20
Cantributar 2} Eaps forazs 10 [Canola mazal 10 |Rap= forazs 40 |Eaps forazs 40
Contributar 3] Sovbean seed 10 |Sovbean seed 10 |Bovbean seed 10 [Bovhean sead 20
Contributar 4 Swads 1o0ts 40 |Swads roots 20 |Ewads roots 30 | Swede roots 20
MMedian intake 0.0130 magtkg bwid 0.0093 mgtkg bwid (.0394 mglkg bwid 0.0513 mgtkg bwid
. Swine Intalces >0.004 meicz bw/d are hichlishted
Maximum
Intake Breeding 80k | Finishing 100 kg
E kg 3 kg
(mg/lez bwid) 0.026 matkgbwid | ¥ 0.021 malkgbwid | ¥
Contributor 1| 2oyvbaan hulls 10 |%ovbean hulls 10
Contributar 2} Eaps forags 20 |Soybean se=d 2
Contributor 3] 2ovbaan se2d 10 |Swade roots 40
Contributar 4 8wada roots 40
Median intake 0.015 malkg bwid 0.019 mgtkg bwid
Maximum L[]
Intake Broiler 0_1; ::g Layer 0_1; ::g Turkey D_; tg
(mg/lcg bwid) 0.028 mgtkgbwid | 0.039 mgtkgbwid | 0029 mglkgbwid ;
Cantributar I Canola meal 18 |Sovbean hulls 3 |Canola meal 20
Contributar 2} 3ovbaan saad 20 |Faps foraze 10 [Eovbean sead 15
Cantributar 3 2wads roots 10 [Soybaan sz=d 15 [Swede roots 10
Contributar & Sweds roots 10
MMedian intake 0.027 magtkg bw 0.024 mgtkg bw 0.028 mglkg bw
Intakes expressed on the dry mater basis (mgks DM
mg'kg DM Cattle Sheep Swine
Basf Dairy Fam/Ewe Lamb Bresding Finishing
Maximum 0.8880 0.48 2.04 2.05 1.11 0.70
Median 0.6247 0.25 1.18 121 0.64 .63
Poultry
Broiler Laver Turkey Intake >0.1 mglkg DM
Maximum 0.40 0.57 0.41 in red characters
Median 0.38 0.35 0.39
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Table 7.3-11d Overview of the dietary burden calculations for TLA

Animal burden calculation TLA
According to: "0OECD Guidance Document. Series on testing and assessment No 64 and Series on pesticides No 327 and
"0ECD Guidance Document on Residues in livestock, Series on Pesticides No 73"
Maximum 500 k e ES0 k 75 kShHTl 40 k
Intake Beef 1 kE Dairy = kE Ram/Ewe sc kg Lamh 17 kE
{mgks bw/d) 0.0052 mglkgbwid: 0.0067 mgikgbwidi =X 0.0043 mgtkg bwid; 0.0055 magltkg bwid;
Contributar | Best. manssl  :fodder 30 |Best. mangel fodder 23 | Turnip tops (leaves 30 | Turnip tops (leaves 30
Contributaor 2] Swada roots 40 |Zwade roots 20 |8wade roots 30 | Swada roots 30
Contributor 3] Best, suzar ensiled pulp: 23 |Best, suzar ensiled pulp! 40 |Best. suzar drizd pulp | 40 (Beet, suear dried pulp 440
Contributar 4] Sovbean sead 5 |Sovhean sead 10 0 0
Median intake 0.0011 malkg bwid 0.0016 mgtkg bwid 0.0010 matkg bwid 0.0015 matkg bwid
) Swine Intalces »0.004 me/lce bw/d 2re highlizhted
: reeding 5 kg inishing 3 kg
{(mg/kz bwid) 0.003 matkgbw!d: 0.001 maglkgbwid!
Contributar | Besat, manzel  ifodder 15 |Swede roots 40
Cortriburar 2] Swada roots 40 |Best, svzar dried pulp : 20
Cortriburar 3] Beat, sugar dried pulp | 20 |2ovbean zzad 20
Cortriburar 4] Sovbean sead 10
Median intake 0.001 matkg bwid 0.00 matkg bwid
Maximum il
Intake Broiler 011; EE Layer 0113 EE Turkey D.; tg
(mz/lcg bwwid) 0.001 matkg bwid! 0.002 mgtkgbwidi % 0.001 mglkg b idi 3
Contriburor W Swada roots 10 |Beat, suzar tops 3 |Bweda roots 10
Contributar 2] Canola meal 18 |Swede roots 10 |Canocla meal 20
Cortriburar 3] Sovbean sead 20 |2ovbean hulls 3 |Sovbean sead 15
Contributar 4 Sovhean szl 15
Median intake 0.000 matkg bw 0.001 matkg bw 0.000 mgikg b
Intakes expressed on the drv mater basis (mglkg DL
mg/kg DM Cattle Sheep Swine
Besf Dairy Ram/Ewe Lamb Breading Finishing
Maximum 0.2162 0.17 0.13 0.13 0.13 0.05
Median 0.0442 0.04 0.03 0.04 0.03 0.02
Poultry
Broiler Laver Turkey Intake >0.1 mglkg DM
Maximum 0.01 0.03 0.01 in red characters
Median 0.01 0.01 0.01
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Table 7.3-11e Overview of the dietary burden calculations for 1,2,4-T

Animal burden calculation 1.24-T
According to: "OECD Guidance Document, Series on testing and assessment Mo 64 and Series on pesticides No 327 and
“0ECDO Guidance Document on Besidues in livestock, Series on Pesticides No 737
. Cattle Sheep
Maximum E00 kg . G50 kg 75 kg 40 kg
Intake Beef 1 ka Drairy 2% ke Fam/Ewe 2e b Lamhb 17k
(mg/lcg bewid) 0.0009 matkgbwidi % 0.0014 mglkgbwidi M 0.0011 maglkg bwid: 0.0014 matkg bwidi
Contributor | Beet. manszsl  fodder 30 |Best. mansel fodder 23 |Best. sugar drizd pulp | 40 |Best. suzar drisd pulp (40
Contributor 2] Best . suear ensiled pulp: 25 |Best. susar enziled pulp: 40 | Turmp tops (leaves 30 | Ternip tops (leaves 30
Contributor 3] 3wads roots 40 |Swade roots 20 |Swade roots 30 |Swade roots 30
Contributor 4 2ovbean sz2d 5 |Sovbean szl 10 0 0
Median intake 0.0003 mgtkg bwid 0.0002 mglkg bwid 0.000 maikag bwid 0.0011 matkg bwid
) Swine Intakes »0.004 mgks bw/d are highlighted
Maximum 250 kg 00 kg
Intake Breeding 6 ka Finishing 3 kg
(ma'kg bwd) 0.001 matkgbwidi 0.001 matkgbwidi
Contributor | Beet, mangel  fodder 15 |Best, sugar drisd pulp | 20
Contributar 2| Baat, sugar dried pulp | 20 |Swads roots 40
Contributor 3] 3wada roots 40 |Zovbean seed 20
Contributar 4] 2ovbean zead 10
Median intake 0.000 matkg bwid 0.001 malkag bwid
Maximum = Poultry = -
Intake Broiler 0z kE Layer 013 kE Turkey 05 kg
(mglcz bwd) 0.000 maglkg bwidi 0.001 molkgbwidi 0.000 malkgbuidi =
Cantributar 1| Sweads roots 10 |3ovbean hulls 5 |Swede roots 10
Contributar 2] Canola meal 18 |Best. suzar tops 5 |Canola meal 20
Contributor 3] 3ovbean zead 20 |Zweds roots 10 |2ovhean st 15
Contributor 4 Sovbean szl 15
Median intake 0.000 ma'kg bw 0.000 maglkg bw 0.000 mglkg bw
Intakes expressed on the dry mater basis (mgle D)
mg/kg DM Cattle Sheep Swine
Beef Dairy Ram/Ewe Lamb Breading Finishing
Maximum 0.0382 0.04 0.03 0.03 0.03 0.02
Median 0.0222 0.02 0.02 0.03 0.02 0.02
Poultry
Broiler Laver Turkey Intake >0.1 mglkg DM
Maximum 0.01 0.01 0.01 in red characters
Median 0.01 0.01 0.01

zZRMS comments:

In the ZRMS opinion dietary burden calculations should consider all uses evaluated in the most recent
EFSA/EU assessment, not only the uses under consideration.

In the calculations below default processing factor was applied for these commodities for which residues
are expected to be below the LOQ. Concentration of residues in these commodities is not expected.

Difenoconazole

The dietary burden calculations were performed during MRL review, EFSA Journal. 2024;22:¢8987. It
cover the uses proposed in this dossier. The STMS and HR values indicated below, as input values are
higher than those derived from the studies provided by the Applicant.

Input values for the dietary burden calculation EFSA Journal. 2024;22:¢8987

Median dietary burden Maximum dietary burden
Feed commodity Input Input

value Comment value Comment

(mg/kg) (mg/kg)

Risk assessment residue definition: Difenoconazole
Alfalfa forage (green) | 0.01 | STMR [001  [HR
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Alfalfa hay (fodder) 0.01 STMR 0.01 HR

Alfalfa meal 0.01 STMR 0.01 HR

Alfalfa silage 0.01 STMR 0.01 HR

Barley straw Ui STMR 0.71 HR

grzzﬁ)vmes (el 0.01 STMR 0.01 HR

Beet, mangel fodder 0.84 STMR 3.32 HR

Beet, sugar tops 0.65 STMR 332 HR

Cabbage, heads leaves | 0.02 STMR 0.19 HR

Clover forage 0.01 STMR 0.01 HR

Clover hay 0.01 STMR 0.01 HR

Clover silage 0.01 STMR 0.01 HR

Kale leaves (forage) 0.83 STMR 3.07 HR

Oat straw 0.02 STMR 0.05 HR

Pea vines (green) 0.01 STMR 0.01 HR

Pea hay (hay or fodder) | 0.01 STMR 0.01 HR

Pea silage 0.01 STMR 0.01 HR

Rice straw 1.9 STMR 2.6 HR

Rye straw 0.67 STMR 4.56 HR

Triticale straw 0.67 STMR 4.56 HR

Vetch forage 0.01 STMR 0.01 HR

Vetch hay 0.01 STMR 0.01 HR

Wheat straw 0.67 STMR 4.56 HR

Carrot culls 0.08 STMR 0.3 HR

Cassava/tapioca roots | 0.01 STMR 0.01 HR

Potato culls 0.01 STMR 0.07 HR

Swede roots 0.08 STMR 0.3 HR

Turmip roots 0.08 STMR 0.3 HR

Barley grain 0.03 STMR 0.03 STMR

Bean seed (dry) 0.02 STMR 0.02 STMR

Cotton undelinted seed | 0.01 STMR 0.01 STMR

Cowpea seed 0.02 STMR 0.02 STMR

Lupin seed 0.02 STMR 0.02 STMR

Oat grain 0.02 STMR 0.02 STMR

LD (s e Phes 0.02 STMR 0.02 STMR

(dry)

Rye grain 0.01 STMR 0.01 STMR

Soybean seed 0.02 STMR 0.02 STMR

Triticale grain 0.01 STMR 0.01 STMR

Wheat grain 0.01 STMR 0.01 STMR

Apple pomace, wet 0.36 STMR x PF (3.2) 0.36 STMR x PF (3.2)

Beet, sugar dried pulp 0.81 STMR x default PF (18) 0.81 STMR x default PF (18)
Esle;’ sugar ensiled 0.14 STMR x default PF (3) 0.14 STMR x default PF (3)
Beet, sugar molasses 1.26 STMR x default PF (28) 1.26 STMR x default PF (28)
Brewer's grain dried 0.10 STMR x default PF (3.3) 0.10 STMR x default PF (3.3)
Iflz‘;‘l’la (Leeras) 0.04 STMR x default PF (2) 0.04 STMR x default PF (2)
Cotton meal 0.01 STMR 0.01 STMR

Distiller's grain dried 0.03 STMR x default PF (3.3) 0.03 STMR x default PF (3.3)
Flaxseed/Linseed meal | 0.04 STMR x default PF (2) 0.04 STMR x default PF (2)
Lupin seed meal 0.02 STMR x default PF (1.1) 0.02 STMR x default PF (1.1)
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Potato process waste 0.2 STMR x default PF (20) 0.2 STMR x default PF (20)
Potato dried pulp 0.38 STMR x default PF (38) 0.38 STMR x default PF (38)
Rape meal 0.04 STMR x default PF (2) 0.04 STMR x default PF (2)
Rice bran/pollard 8.75 STMR x default PF (10) 8.75 STMR x default PF (10)
Safflower meal 0.02 STMR x default PF (2) 0.02 STMR x default PF (2)
Soybean meal 0.03 STMR x default PF (1.3) 0.03 STMR x default PF (1.3)
Soybean hulls 0.26 STMR x default PF (13) 0.26 STMR x default PF (13)
Sunflower meal 0.02 STMR x default PF (2) 0.02 STMR x default PF (2)
Wheat gluten meal 0.02 STMR x default PF (1.8) 0.02 STMR x default PF (1.8)
Wheat milled by-pdts 0.07 STMR x default PF (7) 0.07 STMR x default PF (7)

Results of the dietary burden calculation (Difenoconazole)

Relevant groups Most critical Most critical Trigger
Dietary burden expressed in diet (a) commodity (b) exceeded
(Yes/No)
mg/kg bw perday mg/kg DM 0.10
Media | Maximu | Media | Maximu mg/kg
n m n m DM
fodde
Cattle (all diets) 0.135 0.311 3.52 8.34 Dairy cattle Beet, mangel | r Yes
Cattle (dairy Beet, fodde
only) 0.135 0.311 3.52 8.09 Dairy cattle mangel T Yes
Sheep (all diets) 0.158 0.285 3.73 6.71 Lamb Beet, sugar | tops Yes
Sheep (ewe only) | 0.124 0.224 3.73 6.71 Ram/Ewe Beet, sugar | tops Yes
Swine Beet, fodde
Swine (all diets) 0.049 0.127 2.14 5.50 (breeding) mangel I Yes
Poultry (all diets) | 0.076 0.105 1.08 1.54 Poultry layer Beet, sugar | tops Yes
Poultry (layer
only) 0.05 0.105 0.73 1.54 Poultry layer Beet, sugar | tops Yes

The calculated dietary burdens for cattle, ram/ewe, lamb, pig and poultry were found to exceed the trigger
value of 0.1 mg/kg. Further investigation of residues is therefore required.

TDMs
Median dietary burden Maximum dietary burden
Feed commodity Input Input
value Comment value Comment
(mg/kg) (mg/kg)
Risk assessment residue definition: 1,2,4-T
Barley straw 0.01 STMR, EFSA 2024 0.01 HR, EFSA 2024
Beet, mangel fodder 0.01 STMR, EFSA 2024 0.01 HR, EFSA 2024
Beet, sugar tops 0.002 STMR, from present dossier | 0.01 HR, from present dossier
Oat straw 0.01 STMR, EFSA 2024 0.01 HR, EFSA 2024
Rye straw 0.01 STMR, EFSA 2024 0.02 HR, EFSA 2024
Rape forage 0.004 STMR, from present dossier | 0.004 HR, from present dossier
Triticale straw 0,01 STMR, EFSA 2024 0.02 HR, EFSA 2024
Turnip tops 0.002 STMR, from present dossier | 0.002 HR, from present dossier
Wheat straw 0.01 STMR, EFSA 2024 0.02 HR, EFSA 2024
Potato culls 0.01 STMR, EFSA 2024 0.01 HR, EFSA 2024
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Swede roots 0.002 STMR, from present dossier | 0.002 HR, from present dossier
Tumip roots 0.002 STMR, from present dossier | 0.002 HR, from present dossier
Barley grain 0.01 STMR, EFSA 2024 0.01 STMR, EFSA 2024
Oat grain 0.01 STMR, EFSA 2024 0.01 STMR, EFSA 2024
Rye grain 0.01 STMR, EFSA 2024 0.01 STMR, EFSA 2024
Soybean seed 0.004 STMR, from present dossier | 0.004 STMR, from present dossier
Triticale grain 0.01 STMR, EFSA 2024 0.01 STMR, EFSA 2024
Wheat grain 0.01 STMR, EFSA 2024 0.01 STMR, EFSA 2024
STMR x PF (5) , EFSA STMR x PF (5) , EFSA
Apple pomace, wet 0.01 2004 0.01 2024
ety cumrai willy | 0007 STMR x default PF (18), 0.002 STMR x default PF (18),
from present dossier from present dossier
Beet, sugar ensiled STMR x default PF (3), STMR x default PF (3),
0.002 . 0.002 .
pulp from present dossier from present dossier
Beet, sugarmolasses | 0.002 | STMR x default PF (28) 0.002 ?TMR x default PF (28),
rom present dossier
. . STMR x default PF (3.3), STMR x default PF (3.3),
Brewer's grain dried 0.03 EFSA 2024 0.03 EFSA 2024
Canola (Rape seed) STMR x default PF (2), STMR x default PF (2),
0.004 . 0.004 .
meal from present dossier from present dossier
T . STMR x default PF (3.3), STMR x default PF (3.3),
Distiller's grain dried 0.01 EFSA 2024 0.01 EFSA 2024
STMR x default PF (20), STMR x default PF (20),
Potato process waste 0.2 EFSA 2024 0.2 EFSA 2024
. STMR x default PF (38), STMR x default PF (38),
Potato dried pulp 0.01 EFSA 2024 0.01 EFSA 2024
STMR x default PF (2), STMR x default PF (2),
Safflower meal 0.01 EFSA 2024 0.01 EFSA 2024
R sinel 0.002 STMR x default PF 2), 0.002 STMR x default PF ),
from present dossier from present dossier
St beam 0.004 STMR x default PF (1.3), 0.004 STMR x default PF (1.3),
from present dossier from present dossier
Syl ol 0.004 STMR x default PF (13), 0.004 STMR x default PF (13),
from present dossier from present dossier
STMR x default PF (2), STMR x default PF (2),
Sunflower meal 0.01 EFSA 2024 0.02 EFSA 2024
STMR x default PF (1.8), STMR x default PF (1.8),
Wheat gluten meal 0.01 EFSA 2024 0.02 EFSA 2024
. STMR x default PF (7), STMR x default PF (7),
Wheat milled by-pdts 0.01 EFSA 2024 0.01 EFSA 2024

Results of the dietary burden calculation (1,2,4-T)

Relevant Most Most critical q EFSA
o R Trigger
groups Dietary burden expressed in cr:;lcal commodity exceeded J01.1me.11.
iet 2024;22:e89
(Yes/No) 37
mg/kg bw per Max burden
¢ (%ay i mg/kg DM 0.004 mg/kg DM
Median | Maximum | Median | Maximum ke
process
Cattle (all diets) | 0.002 | 0.002 | 0.07 0.07 | Dairy cattle | Potato | waste No 0.07
Cattle (dairy process
only) 0.002 [ 0.002 | 0.06 0.06 | Dairy cattle | Potato | waste No 0.06
milled
Sheep (all diets) | 0.002 | 0.003 0.05 0.06 |Lamb Wheat | bypdts No 0.06
Sheep (ewe 0.002 | 0.002 | 0.05 0.06 | Ram/Ewe [ Potato | process No 0.06
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only) waste

Swine milled
Swine (all diets) [ 0.002 | 0.002 [ 0.07 0.07 | (finishing) | Wheat | bypdts No 0.07
Poultry (all milled
diets) 0.002 [ 0.002 | 0.03 0.03 Turkey Wheat | bypdts No 0.03
Poultry (layer Poultry milled
only) 0.002 | 0.002 | 0.03 0.03 layer Wheat | bypdts No 0.03

The crops under consideration in these assessment did not change the maximum animal intakes estimated
for 1,2,4-T in the EFSA Journal. 2024;22:¢8987 for all animal species.

Median dietary burden Maximum dietary burden
Feed commodity Input Input
value Comment value Comment
(mg/kg) (mg/kg)
Risk assessment residue definition: TAA
Barley straw 0.05 STMR, EFSA 2024 0.15 HR, EFSA 2024
Beet, mangel fodder 0.01 STMR, EFSA 2024 0.01 HR, EFSA 2024
Beet, sugar tops 0.01 STMR, from present dossier | 0.01 HR, from present dossier
Oat straw 0.05 STMR, EFSA 2024 0.15 HR, EFSA 2024
Rape forage 0.004 STMR, from present dossier | 0.049 HR, from present dossier
Rye straw 0.05 STMR, EFSA 2024 041 HR, EFSA 2024
Wheat straw 0.05 STMR, EFSA 2024 041 HR, EFSA 2024
Potato culls 0.01 STMR, EFSA 2024 0.01 HR, EFSA 2024
Swede roots 0.002 STMR, from present dossier | 0.002 HR, from present dossier
Turmip roots 0.002 STMR, from present dossier | 0.002 HR, from present dossier
Barley grain 0.07 STMR, EFSA 2024 0.07 STMR, EFSA 2024
Oat grain 0.07 STMR, EFSA 2024 0.07 STMR, EFSA 2024
Rye grain 0.05 STMR, EFSA 2024 0.05 STMR, EFSA 2024
Soybean seed 0.004 STMR, from present dossier | 0.004 STMR, from present dossier
Triticale grain 0.05 STMR, EFSA 2024 0.05 STMR, EFSA 2024
Wheat grain 0.05 STMR, EFSA 2024 0.05 STMR, EFSA 2024
STMR x PF (5) , EFSA STMR x PF (5) , EFSA
Apple pomace, wet 0.01 2024 0.01 2024
Biosh el s 0.002 STMR x default PF (18), 0.002 STMR x default PF (18),
from present dossier from present dossier
Beet, sugar ensiled STMR x default PF (3), STMR x default PF (3),
0.002 . 0.002 .
pulp from present dossier from present dossier
Beet, sugar molasses 0.002 STMR x default PF (28) 0.002 STMR x default P.F (28),
from present dossier
, . STMR x default PF (3.3), STMR x default PF (3.3),
Brewer's grain dried 0.23 EFSA 2024 0.23 EFSA 2024
TS . STMR x default PF (3.3), STMR x default PF (3.3),
Distiller's grain dried 0.17 EFSA 2024 0.17 EFSA 2024
STMR x default PF (20), STMR x default PF (20),
Potato process waste 0.01 EFSA 2024 0,01 EFSA 2024
. STMR x default PF (38), STMR x default PF (38),
Potato dried pulp 0,01 EFSA 2024 0,01 EFSA 2024
STMR x default PF (2), STMR x default PF (2),
Safflower meal 0.22 EFSA 2024 0.22 EFSA 2024
Rape meal 001 STMR x default PF 2), 001 STMR x default PF 2),
from present dossier from present dossier
Soybean meal 0.01 STMR x default PF (1.3), 0.01 STMR x default PF (1.3),
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from present dossier from present dossier
St il 0.052 STMR x default PF (13), 0052 STMR x default PF 13),
from present dossier from present dossier
STMR x default PF (2), STMR x default PF (2),
Sunflower meal 0.22 EFSA 2024 0.02 EFSA 2024
STMR x default PF (1.8), STMR x default PF (1.8),
Wheat gluten meal 0.09 EFSA 2024 0.09 EFSA 2024
. STMR x default PF (7), STMR x default PF (7),
Wheat milled by-pdts 0.35 EFSA 2024 0.35 EFSA 2024
Results of the dietary burden calculation (TAA)
Relevant groups Most critical Most critical Trigger  Previous
Dietary burden expressed in diet commodity exceeded assessme
(Yes/No) nt
/kg bw per d /kg DM 0004 M
mg/Kg bw per day mg/Kg 5 iwlan
Media Maximu Media Maximu mg/kg mg/kg
n m n m bw DM
Cattle (all diets) 0.006 0.010 0.18 0.25  Dairy cattle Rye straw Yes 0.25
Cattle (dairy
only) 0.006 0.010 0.17 0.25  Dairy cattle Rye straw Yes 0.25
Sheep (all diets)  0.010 0.017 0.24 039 Lamb Rye straw Yes 0.39
Sheep (ewe only) 0.007 0.012 0.20 0.36 Ram/Ewe Rye straw Yes 0.36
Swine Whea milled
Swine (all diets)  0.007  0.007 0.24 0.26  (finishing) t bypdts Yes 0.26
Whea
Poultry (all diets) 0.010 0.012 0.14 0.18  Poultry layer t straw Yes 0.18
Poultry (layer Whea
only) 0.010 0.012 0.14 0.18  Poultry layer t straw Yes 0.18

The crops under consideration in these assessment did not change the maximum animal intakes estimated
for TAA in the EFSA Journal. 2024;22:¢8987 for all animal species.

Median dietary burden Maximum dietary burden
Feed commodity Input Input

value Comment value Comment

(mg/kg) (mg/kg)
Risk assessment residue definition: TA+TLA
Barley straw 0.11 STMR, EFSA 2024 0.75 HR, EFSA 2024
Beet, mangel fodder 0.1 STMR, EFSA 2024 0.12 HR, EFSA 2024
Beet, sugar tops 0.029 STMR, from present dossier | 0.112 HR, from present dossier
Oat straw 0.11 STMR, EFSA 2024 0.75 HR, EFSA 2024
Rape forage 0.068 STMR, from present dossier | 0.78 HR, from present dossier
Rye straw 0.04 STMR, EFSA 2024 0.33 HR, EFSA 2024
Triticale straw 0.04 STMR, EFSA 2024 0.33 STMR, EFSA 2024
Wheat straw 0.04 STMR, EFSA 2024 0.33 HR, EFSA 2024
Turnip tops 0.029 STMR, from present dossier | 0.112 HR, from present dossier
Potato culls 0.04 STMR, EFSA 2024 0.15 HR, EFSA 2024
Swede roots 0.012 STMR, from present dossier | 0.038 HR, from present dossier
Tumip roots 0.012 STMR, from present dossier | 0.038 HR, from present dossier
Barley grain 0.14 STMR, EFSA 2024 0.14 STMR, EFSA 2024
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Oat grain 0.1 STMR, EFSA 2024 0.1 STMR, EFSA 2024
Rye grain 0.14 STMR, EFSA 2024 0.14 STMR, EFSA 2024
Soybean seed 0.359 STMR, from present dossier | 0.359 STMR, from present dossier
Triticale grain 0.14 STMR, EFSA 2024 0.14 STMR, EFSA 2024
Wheat grain 0.14 STMR, EFSA 2024 0.14 STMR, EFSA 2024
STMR x PF (5) , EFSA STMR x PF (5) , EFSA
Apple pomace, wet 0.01 2024 0.01 2024
Dot suzmralied il 0216 STMR x default PF (18), 0216 STMR x default PF (18),
from present dossier from present dossier
Beet, sugar ensiled STMR x default PF (3), STMR x default PF (3),
0.036 . 0.036 .
pulp from present dossier from present dossier
Beet, sugarmolasses | 0.336 | STMR x default PF (28) 0336 | SIMR x default PF (28),
from present dossier
. . STMR x default PF (3.3), STMR x default PF (3.3),
Brewer's grain dried 0,33 EFSA 2024 0,33 EFSA 2024
o o STMR x default PF (3.3), STMR x default PF (3.3),
Distiller's grain dried 0.23 EFSA 2024 0.23 EFSA 2024
STMR x default PF (20), STMR x default PF (20),
Potato process waste 0.01 EFSA 2024 0,01 EFSA 2024
. STMR x default PF (38), STMR x default PF (38),
Potato dried pulp 1.52 EFSA 2024 1.52 EFSA 2024
STMR x default PF (2), STMR x default PF (2),
Safflower meal 0.16 EFSA 2024 0.16 EFSA 2024
Sunflower meal 0718 | STMR x default PF (2), 0718 | STMR x default PF 2),
from present dossier from present dossier
R mel 0718 STMR x default PF 2), 0718 STMR x default PF 2),
from present dossier from present dossier
Soyibenn mesl 0467 STMR x default PF (1.3), 0467 STMR x default PF (1.3),
from present dossier from present dossier
Soybean hulls 4667 | STMR xdefault PF(13), o0, | STMR x default PF (13),
from present dossier from present dossier
STMR x default PF (2), STMR x default PF (2),
Sunflower meal 0.718 EFSA 2024 0.718 EFSA 2024
STMR x default PF (1.8), STMR x default PF (1.8),
Wheat gluten meal 0.13 EFSA 2024 0.13 EFSA 2024
et il Gygpds 0.49 STMR x default PF (7), 049 STMR x default PF (7),

EFSA 2024

EFSA 2024

Results of the dietary burden calculation (TA+TLA)

Relevant groups

Most critical diet

Most critical

Trigger  Previous

Dietary burden expressed in (a) commodity (b) exceeded assessmen
(Yes/No) t
Max
mg/kg bw per day mg/kg DM 0.004 burden
Media Maximu Media Maximu mg/kg mg/kg
n m n m bw DM
forag
Cattle (all diets) 0.020  0.027 0.82 1.06  Dairy cattle Rape e Yes 0.67
forag
Cattle (dairy only) 0.017  0.027 0.44 0.70  Dairy cattle Rape e Yes 0.65
Soybea
Sheep (all diets) 0.053 0.098 1.25 234 Lamb n hulls Yes 1.14
Soybea
Sheep (ewe only)  0.041 0.078 1.23 2.34 Ram/Ewe n hulls Yes 1.14
Swine Soybea
Swine (all diets) 0.021 0.034 0.76 1.45 (finishing) n hulls Yes 0.75
Soybea
Poultry (all diets)  0.031 0.046 0.45 0.68  Poultry broiler n hulls Yes 0.5
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Poultry (layer
only)

Soybea

0.026  0.046 0.39 0.68  Poultry layer n hulls Yes 0.47

The crops under consideration in these assessment change the maximum animal intakes estimated for TA
and TLA in the EFSA Journal. 2024;22:¢8987 for all relevant group of livestock but not change the
maximum animal intakes estimated for TA and TLA in the EFSA Joumal 2018;16(7):5376 (Peer review
of the pesticide risk assessment of the triazole derivative metabolites).

Results of the dietary burden calculation for TA in the EFSA Journal 2018;16(7):5376 (UK, 2018).

Relevant groups Most critical Most critical Trigger
Dietary burden expressed in diet (a) commodity (b) exceeded
(Yes/No)
mg/kg bw per day mg/kg DM 0.004
Median Maximum Median Maximum mg/kg bw
Cattle (all diets) 0,376 0,405 12,97 13,63 Dairy cattle Potato process waste Yes
Cattle (dairy only) 0,376 0,405 9,77 10,52  Dairy cattle Potato process waste Yes
Sheep (all diets) 0,425 0,454 12,76 13,63 Ram/Ewe Potato process waste Yes
Sheep (ewe only) 0,425 0,454 12,76 13,63 Ram/Ewe Potato process waste Yes
Swine (all diets) 0,163 0,178 7,08 7,71 Swine (breeding) Potato process waste Yes
Poultry (all diets) 0,158 0,165 2,24 2,34 Poultry broiler Potato dried pulp Yes
Poultry (layeronly) 0,130 0,149 1,91 2,18 Poultry layer Potato dried pulp Yes

Livestock dietary intake calculations for TDMs have been performed during EU peer review of the
pesticide risk assessment for the triazole derivative metabolites (UK, 2018 and EFSA Journal
2018;16(7):5376): “The livestock dietary burden calculation has been performed respectively for each
TDM compound and triggered livestock feeding studies for 1,2,4-T, TA, TAA and TLA, see chapter
B.7.4 of the addendum (United Kingdom, 2015, 2018b).”

Comparison of input values for dietary burden calculation from confirmatory data assessment (UK, 201 8)
with values derived from studies provided in this dossier:

Residue (mg/kg)
HR /STMR-P
Crop Source of data T TA | TAA | TLA
Residues input values for the max. dietary burden calculation
(bold in brackets: HR/STMRs derived from new residue studies)
Forages
Beet, mangel HR of beet HR 0.12 0.239 0.05 0.14
fodder leaves or root (0.01) (0.029) 0.01) (0.083)
0.12 0.218 0.02 0.14
Beet tops Sugar beet leaves | HR 0.01) (0.0029) ©.01) (0.083)
Oilseed rape 0.023 0913
Rape forage plant HR (0.004) 0.67)
Turmnip leaves Sugar beet leaves HR 0.12 0.218 0.02 0.14
p data 0.01) (0.0029) (0.01) (0.083)
Root and tubers
0.06 0.239 0.05 0.13
Swede Root vegetable HR 0.002) ©0.01) 0.002) 0.002)
. 0.06 0.239 0.05 0.13
Wity Hostuegale | Ak 0.002) ©0.01) ©0.002) | (0.002)
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Residue (mg/kg)

HR /STMR-P
Crop Source of data T TA | TAA | TLA
Residues input values for the max. dietary burden calculation
(bold in brackets: HR/STMRs derived from new residue studies)
By products
Beet sugardried | Sugarbeet root STMR* default 0.9 33 0.9 0.38
pulp data PF (18) (0.002) (0.18) (0.002) (0.036)
Beet, sugar, Sugar beet root STMR* default 0.15 0.55 0.15 0.06
ensiled pulp data PF (3) (0.002) 0.03) (0.002) (0.006)
Beet, sugar Sugar beet root STMR* default 1.4 5.1 1.4 0.59
molasses data PF (28) (0.002) (0.28) (0.002) (0.056)
0.1
(0.004) 1.45 0.24 0.13
Rape meal Oilseed rapedata [ STMR* PF (STMR * 0.497) (0.008) (0.008)
default PF (STMR*1.4) | (STMR*2) | (STMR*2)
2)
0.1
(0.004) 1.45 0.24 0.13
Safflower meal Oilseed rapedata | STMR* PF (STMR * 0.497) (0.008) (0.008)
default PF (STMR*1.4) | (STMR*2) | (STMR*2)
@)
0.1
(0.004) 1.45 0.24 0.13
Soybean meal Oilseed rapedata | STMR* PF (STMR * 0.497) (0.008) (0.008)
default PF (STMR*1.4) | (STMR*2) | (STMR*2)
2)
. STMR* default 0.65 13.5 1.56 0.85
Soybean hulls Oilseed rape data PF (13) 0.004) 4.615) 0.052) (0.052)
Sugarcane S R STMR* default 1.6 5.89 1.6 0.67
molasses ugarplantdata | pp (32 (0.002) 0.32) (0.002) (0.064)
0.1
(0.004) 1.45 0.24 0.13
Sunflower meal | Oilseed rapedata | STMR* PF (STMR * 0.497) (0.008) (0.008)
default PF (STMR*1.4) | (STMR*2) | (STMR*2)
2)

Results of the dietary burden calculation for TAA including all data assessed by UK, 2018 and data from
studies provided by the applicant, if they were higher than previously assessed by UK, 2018.

Relevant groups Most critical Most critical Tri Previous
. . diet (a) commodity (b) TBECr — assessmen
Dietary burden expressed in exceeded t (UK
(Yes/No) 2018)
Max
mg/kg bw per day mg/kg DM 0.004 burden
Media Maximu Media Maximu mg/kg mg/kg
n m n m bw DM
Potat  process
Cattle (all diets) 0.118 0.140 3.87 4.29 Dairy cattle o waste Yes 4.29
Potat  process
Cattle (dairy only) 0.118 0.140 3.06 3.63 Dairy cattle 0 waste Yes 3.63
Whea milled

Sheep (all diets) 0.153 0.170 3.80 4.37 Lamb t bypdts Yes 4.37
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Potat  process

Sheep (ewe only) 0.127 0.146 3.80 437 Ram/Ewe 0 waste Yes 437
Swine Whea milled

Swine (all diets) 0.108 0.109 3.60 3.76 (finishing) t bypdts Yes 3.76
Whea milled

Poultry (all diets) 0.138 0.140 1.98 2.05 Poultry broiler t bypdts Yes 2.05
Poultry (layer Whea milled

only) 0.135 0.140 1.98 2.05 Poultry layer t bypdts Yes 2.05

Slightly higher residue results for TAA in oilseed rape plant (rape forage) did not change the maximum
animal intakes estimated for TAA by UK 2018 for all animal species.

Results of the dietary burden calculation for TLA including all data assessed by UK, 2018 and data from
studies provided by the applicant, if they were higher than previously assessed by UK, 2018.

Relevant groups Most critical Most critical Trigger Previous
Dietary burden expressed in Y GG 7 () exceeded asiegjgen
(Yes/No) 2018)
Max
mg/kg bw per day mg/kg DM 0.004 burden
Media Maximu Media Maximu mg/kg gl b
n m n m bw

forage

Cattle (all diets) 0.078 0.177 222 4.61 Dairy cattle Grass (fresh) Yes 4.61
forage

Cattle (dairy only) 0.078 0.177 2.03 4.61 Dairy cattle Grass (fresh) Yes 4.61
forage

Sheep (all diets) 0.079 0.187 2.36 5.61 Ram/Ewe Grass  (fresh) Yes 5.61
forage

Sheep (ewe only) 0.079 0.187 2.36 5.61 Ram/Ewe Grass (fresh) Yes 5.61
Swine forage

Swine (all diets) 0.026 0.055 1.11 2.37 (breeding) Grass (fresh) Yes 2.37

Clove
Poultry (all diets) 0.021 0.052 0.31 0.77 Poultry layer r hay Yes 0.77
Poultry (layer Clove
only) 0.021 0.052 0.31 0.77 Poultry layer T hay Yes 0.77

Slightly higher residue results for TLA in oilseed rape plant (rape forage) did not change the maximum
animal intakes estimated for TLA by UK, 2018 for all animal species.

The above intake calculations for the maximum dietary burden of livestock demonstrate that residues of
T, TA, TAA and TLA are significant in the diets of livestock (above the trigger of 0.1 mg/kg applied on a
DM basis (UK, 2018) and 0.004 mg/kg bw/d (Regulation (EU) No 283/2013).

7.3.4.2 Livestock feeding studies (KCA 6.4.1-6.4.3)

According to DAR, Difenoconazole — Volume 3 B.7 (AS), May 2006 Updated December 2006 and EFSA
Journal 2011;9(1):1967 new livestock feeding studies are performed during Annex I inclusion and
renewal. No new livestock studies feeding studies are necessary.

Tribolet R. (2000)

Residue of difenoconazole (CGA 169374) and its metabolite CGA 205375 in milk, blood and tissues
(muscle, fat, liver, kidney) of dairy cattle resulting from feeding of difenoconazole at three dose levels.
The transfer of residues of difenoconazole from cattle into tissues and milk has been investigated.
Residue data was supported by fortified procedural recovery.

There was no significant degradation of difenoconazole or CGA 205375 in milk, blood or tissues stored
at<-20°C for periods equivalent to the maximum period of storage of the samples in the study.
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Residues of difenoconazole were below 5 pug/L in the milk samples taken on all days during the feeding
period from all treatment groups. Residues of difenoconazole were less than 0.01 mg/kg in all tissues
samples, with the exception of liver, which contained a residue of 0.01 mg/kg following dosing at the
highest rate (10 mg/kg (10X). Residues of difenoconazole in blood were less than 10 pg/L.

Residues of CGA 205375 were below 5 pg/L in the milk samples taken on all days during the feeding
period following difenoconazole 1 mg/kg (1X) and 3 mg/kg (3X). Following 10 mg/kg (10X), the mean
residue of CGA 205375 was 7 pug/L. Residues of CGA 205375 in milk reached a plateau after two days of
dosing and concentrations were maintained until the end of the study.

Following 3 and 10 mg/kg, maximum residues of CGA 205375 in muscle were 0.022 mg/kg and 0.028
mg/kg, respectively. In liver, residues of CGA 205375 were 0.04, 0.13 and 0.35 mg/kg following doses of
1, 3 and 10 mg/kg, respectively. In kidney, residues of CGA 205375 were <0.01, 0.02 and 0.05 mg/kg
following dosesof 1, 3 and 10 mg/kg, respectively. In fat, residues of CGA 205375 were 0.01, 0.03 and
0.09 mg/kg following doses of 1,3 and 10 mg/kg, respectively. In blood, residues of CGA 205375 were
<10, <10 and 19 pg/L following doses of 1, 3 and 10 mg/kg, respectively.

Residues of difenoconazole and CGA-205375 did not accumulate in milk, fat, liver, kidney or muscle
following doses of 1 to 10 mg difenoconazole/kg in the diet. Residues of difenoconazole and CGA -
205375 in the liver were 0.01 mg/kg and 0.04 mg/kg following administration of 10 mg/kg diet and of 1
mg/kg diet, respectively (i.e., 43 and 4.3 times higher than the realistic estimated feeding rate of 0.23 mg
difenoconazole/kg diet). Hence, following the use of difenoconazole according to the proposed GAP,
residues of difenoconazole in liver are not expected to exceed 0.01 mg/kg.

Ryan J. (2006).

Difenoconazole (CGA169374): Magnitude of the residue in meat and milk resulting from the feeding at
three levels to dairy cattle.

Residues of difenoconazole were below 0.005 mg/kg in the milk samples taken on all days during the
feeding period from all treatment groups. Residues of difenoconazole were less than 0.01 mg/kg in all
tissues samples, with the exception of liver, which contained a residue of 0.01 mg/kg and 0.03 mg/kg
following dosing at the rate of 5 mg/kg (5X) and 15 mg/kg (15X), respectively.

Ruminant: Poultry: Pig:

Conditions of requirement of feeding studies

Expected intakes™ by livestock = 0.1 mg'kg diet (dry Yes i No No
= o - . . 0.23/0.63
weight basis) (ves'no - If ves, specify the level) me ke DM
Dairy/Beef cattle
Potential for accumulation (ves/no): na n'a n'a
Metabolism studies indicate potential level of residues = n'a na n'a

0.01 mg'kg in edible tissues (ves/'no)

Feeding study® (residues of difenoconazole-alcohol (CGA
205375) for the feeding rate 10 mg'kg DM corresponding to a
43N and 15N dose rate for dairy and beef cattle)

Festdue levels in matrices : mean (Max) mg/'lg CGA 205375

Muscle 0.022 (0.024) - -
Liver 0.303 (0.350) - -
Kidney 0.044 (0.052) - -
Fat 0.077 (0.093) - -
Milk (0.008 (0.009)

Eggs -

*: Parent also analysed for in the feeding study. At the highest feeding rate (10 mg'kg DD, all values below LOQs (0.005
mg kg milk, 0.01 mg'kg other matrices), except in liver (HR 0.02 mg'kg).
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Table 7.3-12: Overview of the values derived from livestock feeding studies
Dietary burden Results of the livestock feeding study
Med M D N Resid t the cl t | Estimated val t1N Calculated .
. ed. ax. ose 0 esidues at the closest | Estimated value a MRL ©® MRI
Commodity (mg/kg (mg/kg Level©® feeding level e
bw/d) bw/d) (ng/kg (mg/kg)
bw/d) Mean Max. Mean® Max-®
(mg/kg) | (mg/kg) |(mg/kg) | (mg/kg)
Difenoconazole
Cattle (all) 0.0069 0.021 0.036 1 | =001 | =001 | Eoor | =001 <0.01 0.05 1
Muscle
Cattle (all) 0.0069 0.021 0.036 2 | 001 0013 | <001 | <001 <0.01 0.05 1
Fat
Cattle (all) 0.0069 0.021 0036 | 3 | (007 0.07 0.02 0.07 0.08 0.2 !
Liver
Cattle (all) 0.0069 0.021 0.036 4 | E001 | 001 | =001 | =001 <0.01 0.2 1
Kidney
Cattle (dairy only) | (00103 0.029 0.036 5 | <0005 | <0005 | <0.005 | <0.005 | <0.005 0.005 1
Milk @
Swine (all) © 0.004 0.012 0.036 6 | <001 | <001 | <00l | <001 | <001 0.05 1
Muscle
Swine (all) © 0.004 0.012 0.036 7 | 0011 | 0013 | <001 | <001 | <001 0.05 1
Fat
Swine (all) © 0.004 0.012 0036 | s | 007 0.07 0.01 0.02 0.03 0.2 1
Liver
Swine (all) © 0.004 0.012 0.036 9 0.01 001 | <001 | <001 | <001 0.2 1
Kidney
Pouliry (all) 0.003 0.008 0019 | 10 | 5001 | K001 | Eooy | ooy | E001 0.01 !
Muscle
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Poultry (all) ® 0.003 0.008 11 | Koor | Koo1 | <001 | k001 | =001 001 1
Fat
Poultry (all) ® 0.003 0.008 0019 | 12 | K001 | K001 | =001 | 5001 | =001 001 1
Liver
Poultry (layer only) |  (0.003 0.008 13 | K001 | <001 | goo1 | =001 | Foo1 001 1
Eggs

(a): The mean residue level for milk and the mean residue levels for tissues were recalculated at the 1N rate for the mediandietary burden.
(b): The mean residue level in milk and the highest residue levels in tissues were recalculated at the 1N rate for the maximumdietary burden.
(c): Closest feeding level and N dose rate related to the maximum dietary burden.

(d): Highest residue level from day 1 to day 29 or day 30 (daily mean of 3 cows).

(e): Since extrapolation from cattle to other ruminants and swine is acceptable, results of the livestock feeding study onruminants were relied upon to derive the MRL and risk assessment values in

sheep and swine (EFSA, 2010).

(f): Although these MRL proposals suggest that MRLs for difenoconazole residues in fat tissues, liver and milk would need to beraised, EFSA is of the opinion that the modification of the existing
MRLs in products of animal origin at this stage is notrequired as long as metabolite CGA205375 is not included in the residue definition for enforcement, according to theRegulation (EC) No

396/200
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Residues at the closest

feeding level (mg/kg) Estimated value at 1N
Animal commodity Mean Highest STMR,, ® (ma/kg) HR.."{lng.Fkgl MRL proposal (mg/kg)
Cattle (all) - Closest feeding level (0.182 ma/ka bw; 0.6N rate)”
Muscle 0.0 0.m 0. 0.02 0.03 (tentative)®
Fat 0.04 0.04 0.03 0.08 0.08 {tentative)g
Liver 0.20 0.23 015 0.39 0.40 {tentative)?
Kidney 0.04 0.04 0.03 0.07 0.07 [tentative)?
Cattle (dairy only) - Closest feeding level (0.182 mg/kg bw; 0.6N rate)”
Milkd 0.01 0.01 0.0 0.01 0.01% {tentative)®
Sheep (all)® - Closest feeding level (0.182 mg/kg bw: 0.6M rate)"
Muscle 0.0 0.0 0.01 0.02 0.03 ttentative}g
Fat 0.04 0.04 004 0.07 0.07 (tentative)®
Liver 0.20 0.23 018 0.36 0.40 {tentati\re)g
Kidney 0.04 0.04 0.03 0.06 0.07 jtentative)?
Sheep (ewe onlylf— Closest feeding level (0.182 ma/kg bw: 0.8M rate)®
Milk? 0.01 0.0 0.0 0.01 0.01% {tentative)®
Swine (all)® - Closest feeding level (0.182 mg/kg bw: 1.4N rate)"
Muscle 0.0 0.m 0. 0.0 0.02 ttentative}g
Fat 0.04 0.04 0.02 0.04 0.04 {tentative)?
Liver 0.20 0.23 0.07 0.7 0.20 ({tentative)?
Kidney 0.04 0.04 0.01 0.03 0.03 [tentative)?
Poultry (all) - Closest feeding level (0.063 mg/kg bw; 0.6N rate)
Muscle 0. 0.m 0. 0.0 0.01% flentathfe}'-'
Fat 0.0 0.m o.M 0.0m 0.01* (tentative)?
Liver 0.0 0.m 0. 0.0 0.01* (tentative)?
Poultry (layer only) - Closest feeding level (0.063 mg/kg bw; 0.6N rate)”
Eggs' 0.01 0.01 0.01 0.02 0.03 [tentative)?

Abbreviation: bw, body weight.

*Indicates that the MRL is proposed at the limit of quantification.

*Medizn residues expressed according to the residue definition for monitoring, recalculated at the 1M rate for the median dietary burden.
hHighest residues expressed according to the residue definition for monitoring, recalculated at the 1N rate for the maximum dietary burden.
“Closest feeding level and N dose rate related to the maximum dietary burden.

dFor milk, mean was derived from samplings performed from day 5 to day 28 (daily mean of 3 cows).

“Since extrapolation from cattle to other ruminants and swine is acceptable, results of the livestock feeding study on ruminants were relied upon to derive the MRL and
risk assessment values in sheep and swine.

For egas, mean and highest residues were derived from samplings performed from day 9 to day 28 (daily mean or daily highest of 5 laying hens).
JAIl MRLs derived are tentative, considering the residue data missing for the TDMs for a major part of the faed crops under assessment.
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Estimated value at 1N
Residues at the closet level MREL
Animal commedity | feeding level (mg/ka) proposal
STMR HR. (ma/ka)
Mean | Highest | (mgkg) | (mgjkg)
Cattle (all diets)
Closest feeding level™" 0.06 rmafkg bw 2.8 M Beef cattle (highest diet)
Musde 0.04 0.05 0.01 0.02 0.02
Fat 0.02 0.02 0.00 0.01 0.008
Liver 0.10 0.15 0.03 0.05 0.06
Kidney 0.04 0.04 0.01 0.01 0.015
Cattle (dairy only)
Closest feeding level™" 0.06 ma/kg bw 3.2 N Dairy cattle
Milk™| o001 | o001t ] ooo | o000 | o0.003
Sheep (all diets)
Closest feeding level™ 0.11 ma/kg bw 1.3 M Lamb (highest diet)
Musde 0.09 0.10 0.05 0.10 0.1
Fat 0.04 0.07 0.02 0.05 0.07
Liver 0.20 0.21 0.15 0.20 0.3
Kidney 0.11 0.13 0.04 0.10 0.1
Sheep (dairy only)
Closest feeding level ™" 0.11 ma/kg bw 1.6 M Ewe
Mik™| o001 [ o001t ] w001 | o001 | 001
Swine
Closest feeding level ™" 0.06 ma/kg bw 2.3 N Breeding (highest diet)
Musde 0.04 0.05 0.01 0.02 0.03
Fat 0.02 0.02 0.01 0.01 0.009
Liver 0.10 0.15 0.03 0.06 0.07
Kidney 0.04 0.04 0,01 0.02 0.02
Poultry (all diets)
Closest feeding level™" 0.02 mig kg bw 0.5 M Layer (highest diet)
Musde 0.02 0,02 0,02 0.03 0.04
Fat 0.02 0,02 0,03 0.05 0.05
Liver 0.05 0,06 0.08 0.12 0.15
Poultry (layer only)
Closest feeding lewvel ™" 0.02 mag kg bw 0.5 M Layer
Eggs®| 001 [ oot | w001 [ 002 | 0.03

{a): Closest feeding level and M dose rate related to the maximum dietary burden.
{b): Highest residue level from day D1 to day D2 (daily mean of X cows).
{c): Highest residue level from day D1 to day D2 (daily mean of Y laying hens),
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Estimated value at 1N
Residues at the closet level MRL
Animal commodity feeding level (mg/kg) proposal
STMRw | PR (mafka)
Mean | Highest | (mg/ka) {ma/ka)
Cattle (all diets)
Closest feeding level™": 0.05 mg kg bw 2.8 M Beef cattle (highest diet)
Musde 0.01 0.01 0.002 0,004 0,004
Fat 0,02 0.02 0.004 0,01 0.008
Liwver 0.01 0.01 0.002 0,004 0,004
Kidney 0.01 0.01 0.002 0,004 0.004
Cattle (dairy only)
Closest feeding level™" 0.06 ma/kg bw 3.2 N Dairy cattle
mik®] 001 | o001 [ 0002 | 0003 | 0.003
Sheep (all diets)
Closest feeding level™"; 0.11  mgfkg bw 1.3 M Lamb (highest diet)
Musde 0.01 0.01 0,01 0,01 0.01
Fat 0,03 0.03 0,02 0,03 0,03
Liwver 0.01 0.01 0.01 0.01 0.01
Kidney 0.01 0.01 0.01 0.01 0.01
Sheep (dairy only)
Closest feeding level™" 0,11 ma/kg bw 1.6 M Ewe
Milk®] 001 | o001 [ o001 | o001 [ o001
Swine
Closest feeding level™" 0.06 mag kg bw 2.3 M Breeding (highest diet)
Muscle 0.01 0.01 0.003 0,004 0.005
Fat 0.02 0.02 0.01 0.01 0.009
Liver 0.01 0.01 0.003 0,004 0.005
Kidney 0.01 0.01 0.003 0,004 0.005
Poultry (all diets)
Clozest feeding level™": 0.02  mgfkg bw 0.5 M Layer (highest diet)
Musde 0.02 0.02 0.02 0.03 0.04
Fat 0.02 0.02 0.03 0.05 0.05
Liver 0.06 0.06 0,08 0,12 0.15
Poultry (layer only)
Closest feeding level™": 0.02 mg kg bw 0.5 M Layer
Bggs®| o001 | o0t | o001t | o0z | o003

(a@): Closest feeding level and M dose rate related to the maximum dietary burden,
(b): Highest residue level from day D1 to day D2 (daily mean of X cows),
(c): Highest residue level from day D1 to day D2 (daily mean of ¥ laying hens).
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Estimated value at 1N
Residues at the closet level MRL
Animal commodity | feeding level (mg/ka) proposal
STHRw | AR (ma/kg)
Mean | Highest | (maka) | (majka)
Cattle (all diets)
Closest feeding level™"; 0,08 maka bw 2.8 N Beef cattle (highest diet)
Musde 0.01 0.01 0.002 0,004 0.004
Fat 0.01 0.02 0.003 0.01 0.008
Liver 0.01 0.01 0.002 0.004 0.004
Kidney 0.01 0.01 0.002 0,004 0,004
Cattle (dairy onhy)
Closest feeding level™": 0.06 ma/ka bw 3.2 M Dairy cattle
Mik™] 001 | owoi [ owoz | o003 | 0.003
Sheep (all diets)
Closest feeding level™": 0,11 ma/kg bw 1.3 M Lamb (highest diet)
Musde 0.01 0.01 0.01 0.01 0.01
Fat 0.01 0.01 0.01 0.01 0.015
Liver 0.01 0.01 0.01 0.01 0.01
Kidney 0.01 0.02 0,01 0,02 0.02
Sheep (dairy only)
Closest feeding level™" 0.11 mg kg bw 1.6 N Ewe
mik™] 001 | o001 [ o001 | 001 [ 001
Swine
Closest feeding level™"; 0.06 maj/kg bw 2.3 N Breeding (highest diet)
Musde 0.01 0.01 0.003 0,004 0.005
Fat 0,01 0.02 0,00 0,01 0,009
Liwver 0.01 0.01 0.003 0,004 0.005
Kidney 0.01 0.01 0.003 0,004 0.005
Poultry (all diets)
Closest feeding level": 0.02  mgkgbw 0.5 M Layer (highest diet)
Muscle 0.01 0.01 0.01 0.01 0.01
Fat 0.01 0.01 0.01 0.01 0.01
Liver 0.01 0.01 0.01 0.01 0.01
Poultry (layer only)
Closest feeding level™": 0.02 ma kg bw 0.5 M Layer
Eggs'| [ [ o001 [ o001 [ o001

(a): Closest feeding level and M dose rate related to the maximum dietary burden,
(b): Highest residue level from day D1 to day D2 (daily mean of X cows),
(c): Highest residue level from day D1 to day D2 (daily mean of ¥ laying hens).

Conclusion on feeding studies

The requested uses (orthe new mode of calculation) modify the theoretical maximum daily intake for
animals, but regarding available feeding data, there is no risk for animal MRL to be exceeded.

zRMS comments:

No new studies were submitted in the framework of this application.
According to the EFSA Journal. 2024;22:¢8987: “In the framework of the initial peer review, feeding
studies performed with ruminants and laying hens were assessed(Sweden, 2006, 2010).In a study on dairy
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cows, difenoconazole was administered daily for 29—30 consecutive days, at different dosing levels of 1,
5 and 15 mg/kg DM in the feed (equivalent to 0.036, 0.182 and 0.545 mg/kg bw per day). Samples were
analysed for difenoconazole, CGA205375 and 1,2,4-T. Difenoconazole was not detected in any animal
tissues or milk, even at the highest dose level (except in liver, at a maximum of 0.03 mg/kg). At the
highest dose levels (5 and 15 mg/kg DM), residues of CGA205375 were found up to 0.02 mg/kg in milk,
0.05 mg/kg in muscle, 0.12 mg/kg in kidney, 0.14 mg/kg in fat tissue and 0.66 mg/kg in liver. Residues of
1,2,4-T were always below the LOQ in fat, and in other tissues and milk at the lowest dose level. A
maximum of 0.05 mg/kg was reached at the highest dose level in milk and kidney.

A feeding study performed on laying hens was also provided during the peer review for approval
(Sweden, 2010), but it was considered as not required at that time. In the study, difenoconazole was
administered to hens at dose levels 0f 0.3, 1,3 and 10 mg/kg DM (converted to 0.019, 0.063; 0.189 and
0.63 mg/kg bw per day) and eggs and tissue samples were analysed for difenoconazole, CGA205375 and
1,2,4-T. Results showed that no residues of difenoconazole above LOQ were detected in any matrices
even at exaggerated dose levels. Residues of CGA205375 were not detected in any of the tissue samples
but were detected at low levels in eggs (up to 0.17 mg/kg at the highest dose level). Residues of 1,2,4-T
were observed at the highest dose levels, accounting for up to 0.014 mg/kg in the skin with attached fat,
up to 0.02 mg/kg in liver and 0.023mg/kg in muscle. In eggs, residues of 1,2,4-T ranged from a maximum
of 0.008 mg/kg at 1 mg/kg DM level, to 0.069 mg/kg at the highest dose level (Sweden, 2010). Based on
the two above-mentioned studies, MRL and risk assessment values were derived for all commodities of
ruminants, pigs and poultry, in compliance with the latest recommendations on this matter (FAO, 2016).
Since extrapolation from ruminants to pigs is acceptable, results of the livestock feeding study on
ruminants were relied upon to derive the MRL and risk assessment values in pigs. It is noted that
significant levels of CGA205375 are only expected in eggs and tissues of ruminant, while for milk and
tissues of poultry, MRLs are proposed at the LOQ. In both studies, the storage period of the samples was
covered by the conditions for which storage stability was demonstrated; thus, decline of residues during
storage of the trial samples is not expected. Considering the data missing for the TDMs for a major part of
the feed crops under assessment, all MRLs proposed for animal commodities are tentative.
Regarding TDMs, poultry and ruminants feeding studies were both performed with TA and TAA and
assessed in the framework of the peer review for TDMs (EFSA, 2018d). In all four studies, samples of
tissues, eggs and milk were analysed for the magnitude of TA, TLA, TAA and 1,2,4-T. In the studies
performed with TA, results showed that in poultry and ruminants, TA was the main residue found in all
matrices. In poultry, residues of TAA and TLA were always below LOQ, while in ruminants, TAA was
observed at lower levels in kidney and TLA in fat. A slight metabolisation of TA to 1,2,4-T was observed
in eggs, liver and muscle of poultry and was significant in milk (EFSA, 2018d).

The study conducted with TAA on poultry demonstrated no significant residue transfer from the animal
diet to eggs and tissues. TAA was detected only at the highest dose level in eggs, fat and liver, while TA
was quantified at all dosing levels only in liver. In ruminants, TAA was detected only at the highest dose
level in whole milk and in all tissues, while TA was identified in liver, muscle and kidney at all dosing
levels. Metabolites 1,2,4-T and TLA were always below the LOQ (0.01mg/kg) (EFSA, 2018d).The
feeding studies carried out with TA were used to derive risk assessment values for RD-RA2 (TA and
TLA) in livestock commodities. Significant residues are expected in all commodities, except in eggs and
milk, where risk assessment values were set at the LOQ. Concerning TAA (RD-RA3), no residues are
expected in any livestock commodity and the risk assessment values were set at the LOQ, except in sheep
liver. Finally, livestock is not expected to be exposed to significant levels of 1,2,4-T when directly fed
with it. Although this metabolite can be present in animal matrices as a result of feeding with parent
difenoconazole, considering the dosing levels of the feeding studies performed with the parent and the
calculated dietary burden for 1,2,4-T, it is concluded that residues of 1,2,4-T will remain below the
LOQ.”

The requested uses do not substantially modify the theoretical maximum daily intake of difenoconazole
and TDMs for animals as calculated in EFSA 2024 and EFSA 2018 respectively, and therefore outcome
of EFSA, is still considered valid.
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7.3.5 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation) (KCA 6.5.2-6.5.3)

zRMS comments:

No new data were submitted in the framework of this application.

zRMS does not agree with the Applicant that the residue results in the plant matrices are below 0.01
mg/kg (see Table 7.3-9).

Any studies on the magnitude of residues in processed commodities are not considered to be required for
parent difenoconazole, TAA and 1,2,4-T as residues of these compounds are below 0.1 mg/kg in sugar
beetroot and rapeseed at commercial harvest after application of CHR/F/SCORPIO 325 SC according to
the proposed GAP. However, the residue levels of TA and TLA in rapeseed were above 0.1 mg/kg.
Therefore studies on industrial processing and/or household preparation for TA and TLA are required.
According to the EFSA Journal. 2024;22:¢8987:

“No new studies on TDMs were submitted in the framework of this review. However, processing studies
were assessed as confirmatory data evaluated by the United Kingdom (EFSA, 2018d; United Kingdom,
2018). Itis noted that for TA, only two studies were available for processed commodities of tomatoes,
apples, potatoes, soya beans (meal, hulls) and sugar beet (dried pulp, molasses), and according to the old
data requirements, at least three studies are required. However, the information available is considered
sufficient to derive robust processing factors since the individual factors do not deviate by more than
50%. On the other hand, tentative processing factors were derived for TA for grapes, soyabeans (refined
oil) and sugar beet (refined sugar). All processing factors derived for TAA are also tentative (not fully
supported by data)”.

Processing factors for crops under consideration, EFSA Journal. 2024;22:¢8987:

Processed commodity | Nymber Processing factors Compound Reference
of . covered
studies Individual values| pfedian PF

Soyabean, refined oil 1 <0.07 0.07 TA tentative
EFSA, 2018; UK,
2018

Soya bean, meal 2 0.97;1 0.99 TA

1 1.5 1.5 TAA tentative

EFSA, 2018; UK,
2018

Soya bean, hulls 2 0.33;0.38 0.36 TA

1 0.5 0.5 TAA tentative

EFSA, 2018; UK,
2018

Sugar beet, refined 2 <1;3.5 2.25 TA tentative

sugar EFSA, 2018; UK,
2018

Sugar beet, molasses 2 6.0;9.5 7.75 TA EFSA, 2018; UK,
2018

Sugar beet, dried pulp 2 <1;3.5 2.25 TA tentative
EFSA, 2018; UK,
2018
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Studies on industrial processing and/or household preparation for TA and TLA in rapeseed are
required — data gap.

R | | W |
s =N BN S
Pressoil | 2 | <0.03,<003,<0.04 s | F
FI— s F
Crudeoil | 2| <0.03,<003,<0.04 s F
hl— s F
FI— s F




CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC Page 124 /350
Part B — Section 7 - Core Assessment
Applicant version Version October 2023

According to EFSA Journal 2018; 16(7):5736: “The hydrolysis studies show that all four TDM are stable
on processing. As a consequence the relevant residues in processed commodities are the TDM and no
breakdown products need be considered. No processing factors have been applied to the consumer risk
assessments. However, the processing factors determined do need to be considered for the dietary burden
of livestock.”

7.3.5.1 Available data for all crops under consideration

No new data were submitted in the framework of this application.

7.3.5.2 Conclusion on processing studies

7.3.6 Magnitude of residues in representative succeeding crops

Crops under evaluation are expected to be grown in rotation. Further investigation of residues in
rotational crops is therefore required.

7.3.6.1 Field rotational crop studies (KCA 6.6.2)

Available data

No new data submitted in the framework of this application.

Data/information on residues in succeeding crops were reviewed during the Annex I inclusion process
and were considered to be acceptable and no further data have been generated.

In five available studies, total radioactive residues in rotational crops (wheat, sugar beet, maize, lettuce,
turnips and mustard) planted 62 to 488 days after one application of difenoconazole applied to bare
ground at a rates of 32.4, 125 and 750 g a.i./ha ranged from <0.0001 to 0.34 mg difenoconazole
equivalents/kg. Following application equivalent to twice the maximum recommended rate for carrots in
Northern and Southern Europe (3 x 125 ga.i./ha), residues of difenoconazole were below the LOD (<0.02
and <0.05 mg/kg). The exaggerated application rate of 750 ga.i./harepresents a worst-case for residues
of difenoconazole in rotational crops and in commercial practice residues of difenoconazole will not be
expected in succeeding crops.

Conclusion on rotational crops studies

No risk mitigation measures are necessary.

zRMS comments:
No new data were submitted in the framework of this application. The applicant did not provide any data
on TDMs.

According to the EFSA Journal. 2024;22:¢8987: “Several field rotational crop studies were available for
this review. One of them was evaluated in the framework of the peer review (EFSA, 2011a; Sweden,
2006), while two new ones were submitted in the framework of this MRL review (Spain, 2022).
Additional studies on the magnitude of TDMs were submitted as confirmatory data in the frame of the
peer review for TDMs (EFSA, 2018d; United Kingdom, 2018), but were not considered in this review
due to the data gap previously identified (the maximum storage time interval of the residue samples of the
trials in primary and rotational crops is required to conclude on the validity of these trials).

In the first study, difenoconazole was applied at 750 g a.s./ha to bare soil, and root crops (carrots) and
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leafy vegetables (spinaches) were planted 30 and 31 DAT, respectively. Rotational crops were sampled
between 97 and 136 DAT for carrots and between 62 and 77 DAT for spinaches. Samples were analysed
for difenoconazole and TA, and residues were always below the LOQ of 0.02 mg/kg and 0.05 mg/kg,
respectively (EFSA, 201 1a). Given the high persistence of difenoconazole in soil (see Section 1.1.2), the
potential occurrence of residues following multiannual applications should also be investigated ...

It cannot be concluded that no residues of difenoconazole above LOQ would be expected in rotational
commodities when difenoconazole is applied in compliance with the most critical GAPs reported in
Appendix A. Therefore, a field rotational crop study analysing for difenoconazole, covering the most
critical GAP authorised on crops that can be rotated and the plateau following multiple years of
consecutive applications is required (data gap). It is noted that this data gap is relevant only for the most
critical indoor GAP for fodder beet (which is also not supported by residue trials, see Section 1.2.1),
while all other most critical GAPs reported under this review are covered by the available study ...
Consequently, field rotation crops studies, analysing for the TDMs, covering the most critical GAP
authorised on crops that can be rotated and the plateau following multiple years of consecutive
applications, are in principle still required (data gap). Nevertheless, considering the large margin of safety
of the risk assessment performed with the TDMs resulting from the authorised uses of difenoconazole
assessed in this MRL review (see Section 3), this data gap is not expected to be of concern for the
authorised uses of difenoconazole, but might be relevant for the comprehensive assessment of all triazole
fungicides.

Regarding metabolite CGA205375, given its high persistence in soil (see Section 1.1.2), the potential
occurrence of residues following multiannual applications should also be investigated for this metabolite.
Available studies do not allow a clear conclusion about possible residue levels of metabolite CGA205375
in rotational crops. According to the confined rotational crop study performed at 516 g a.s./ha (sece
Section 1.1.2), residues of CGA205375 occurred above 10% of the TRR in several plant matrices, but the
actual levels of this metabolite in crops were below the trigger values of 0.01 mg/kg in food and 0.05
mg/kgin feed (EFSA, 2021). Nevertheless, the dose rate used in this study does not cover the maximum
rate applied for the most critical GAP assessed under this review (indoor fodder beet). Therefore, this
study considered sufficient to conclude on the nature of residues, cannot be relied on to conclude whether
residues of metabolite CGA205375 above 0.01 mg/kg would occur in rotational crops. Moreover,
available field studies did not analyse for this metabolite. Although metabolite CGA205375 is not
currently included in the residue definition for risk assessment for rotational crops, a field rotational crops
study analysing for this metabolite, covering the most critical GAP authorised on crops that can be rotated
and the plateau following multiple years of consecutive applications, is still required to exclude the
occurrence of this metabolite at significant levels in rotational crops (data gap). Pending the submission
of field rotational crops studies covering the plateau following multiple years of consecutive applications
for difenoconazole and metabolite CGA205375, Member States should consider implementing adequate
risk mitigation measures to avoid significant residues to occur in rotational crops.”

Data/information on difenoconazole residues in succeeding crops were reviewed at EU level and were
considered to be acceptable, cover the proposed use.
Field rotation crops studies, analysing for the TDMs are required — data gap.
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R STME (mg'kz) HE (mz k=)
Comme- Application to No of
dity Trials
T TA | TAA | TLA T TA | TAA | TLA
Bare zoil 4 |=0.01| 006 | 0.03 | 014 |=001| 008 | 004 | 020
PBI 30-36 day= o . : : e : : -
Barlev Bare zoil N -
plant DBI 60-61 days 4 |=001| 006 | O04 | 012 | =001 | 014 | 009 | 042
Bare so1l > o 3
PBI 322.375 days 4 =0.01 | 0.0% | 002 | 013 001 012 | 005 | 019
Barlev (plant) worst case =0.01 | 009 | 004 | 014 | =001 0.14 | 009 | 042
Bare soil — - 57
PBI 30.36 days 3 0.01 | 018 | 0.16 | 0D.01 001 0.54 | 05 0.01
Barley Bare soil . . .
; PBI 60-61 days 3 =001 | 023 | 022 | =001 |<001] 031 | 033 | =001
Bare soil i -
PRI 322.375 days 4 001 | 028 | 027 | 001 | =001 040 | 035 | 0.02
Barley In} worst case =001 | 028 | 027 | 0.01 | =001 | 0.54 | 057 | 002
Bare soil
=7 < 2
PBI 30-36 days 4 001 | 011 | 013 | 0O7 001 022 | 017 | 024
Barley Bare soil - — 5
—raw PBI 60-61 days 3 0.01 | 005 | 016 | 007 | =001 01% | 0.24 | 042
Bara soil i §
PBI 322.375 days 4 |=001)| 004 | 013 | 007 | <001 | 008 | 023 | 010
Barlev (straw’) worst case =0.01 | 0.11 016 | 0.07 =001 | 022 | 024 | 042
Bare soil . . B -
PBI 30-36 days 4 | =001 =001 =001 009 | =001 001 |=001]| 023
Carrot Bare soil ) N - -
tops PBI 60-61 days 4 | =001 | =001 | =001 | 0.06 | <001 (<001 =001 0.09
Bare so1l
< < < < <l T
PBI 322.375 days 4 0.01 | =001 | <001 | 0.06 001 ] 0.01 0.01 | 0.0
Carrot (tops) worst case =0.01 | =0.01 | =0.01 | 0.09 | =001 001 | =0.01( 029
Bare soil . - -
PBI 30-36 days 4 | =001| 006 |=001| 001 001 | 007 | =001 | 003
Carrot Bare soil ) B ) ) .
oot PBI 60-61 days 4 | =001 005 | =001 (=001]<=001| 005 |=001]| 001
Bare soil ; ; ] ]
PBI 322-375 days 4 | =001 003 |=001|(<=001]|<001| 004 |<=0.01]| 001
Camrot (root) worst case =0.01 | 0.06 (=001 01 | =001 007 | =001 003
Bare so1l _ = = 5
PBI 29.36 days 4 | =001 001 |=001| 0.03 001 | 002 | =001 003
Bare soil . - -
Lettuce PBI 60-61 days 4 | =001 001 |=001| 003 001 | 002 | =001 | 008
Bare soil ~ - - -
PBI 322.375 days 4 =0.01 | =0.01 | <0.01 | 0.03 001 | 0.02 | =001 (| 0.08
Lettuce worst case =001 | 001 (=001 0.03 | =001 003 | =001 0.08

Mote: For the calculation of the STME.s and HEs the residue values measured in the contrel samples were taken
mto account whenever they exceeded the values measured in the correspondmg treated zamples. The STME=
were caleulated based on the hiphast residue levels from each trial.
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zRMS comments, July 2025:

zZRMS took into account the additional data provided by the Applicant. Consequently, field rotation crops
studies, analysing for the TDMs, on crops that can be rotated and the plateau following multiple years of
consecutive applications, are in principle still required (data gap). Nevertheless, considering the large
margin of safety of the risk assessment performed with the TDMs resulting from the authorised uses of
difenoconazole assessed in this dossier, this data gap is not expected to be of concern for the authorised
uses of difenoconazole, but might be relevant for the comprehensive assessment of all triazole fungicides.
The position of ZRMS is the same as that given in the EFSA Journal. 2024;22:¢8987.

7.3.7 Other / special studies (KCA 6.10, 6.10.1)

The residue in honey are expected after pesticide application. (the zonal uses application from GAP table
— on winter oilseed rape is during the flowering stage of a crop which is forage by bees.
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The new study was conducted as four field trials in Germany (2 trials), Southern France (1 trial) and
Spain (1 trial) in 2022/2023.

There were two applications, both at a nominal rate of 1000 mL formulated product/hain 300 L water/ha
(equivalent to 125 g difenoconazole/ha and 200 g azoxystrobin/ha).

Table 3: Summary of residues of Azoxystrobin, Difenoconazole and Metabolites of Difenoconazole (1,2,4
triazole (1,2,4-T), triazole alanine (TA), triazole acetic acid (TAA) and friazole lactic acid (TLA))
Residues in Honey Samples

Residues
Sampli Trial Sample Azoxy- Difeno-
Ping amp Trestment | Sample o 124T | TA | TAA | TLA
code No. timing strobin conazole
[mg/kg]
c Al <0.01 <0.01 <0.01 <001 | <001 | <0.01
51 01 | 04 May 2023
T Al <0.01 <0.01 <0.01 002 | <001 [ =<0.01
C Al <0.01 <0.01 <0.01 001 | <001 [ =<0.01
s1 02 | 24 Apr2023
T Al <0.01 <0.01 <0.01 0.01 | <001 [ <0.01
C Al <001 <0.01 <0.01 <001 | <001 | <001
s1 04 | 04 May 2023
T Al <0.01 0.014 <0.01 001 | <001 [ =<0.01
c Al <0.01 <0.01 <0.01 0.03 | <001 [ <0.01
s1 05 | 13 Apr2023
T Al <0.01 0.012 <0.01 0.04 | <001 [ <0.01

C: control sample; T: treated sample,
LOQ = Limit of quantification (0.01 mg/kg), LOD = Limit of detection (0.003 mg/kg)

No residues of Azoxystrobin, Difenoconazole, 1,2,4 triazole (1,2,4-T), triazole acetic acid (TAA) and
triazole lactic acid (TLA) at or above 30 % of the LOQ were detected in any of the untreated honey
samples. Residues of triazole alanine (TA) were detected in untreated honey samples of trial -02 with
0.01 mg/kg and of trial -05 at 0.03 mg/kg. No residues of Azoxystrobin, 1,2,4 triazole (1,2,4-T), triazole
acetic acid (TAA) and triazole lactic acid (TLA) at or above 30 % of'the LOQ were detected in any of the
treated honey samples.

Results are below the MRL level — 0.05 mg/kg.

zZRMS comments:

The applicant provided one study of which the objective was to determine residues of difenoconazole,
azoxystrobin and triazole derivate metabolites (TDMs) in honey from winter oilseed rape collected by
honeybees after two applications of CHR/F/SCORPIO 325 SC under semi-field conditions.

Four residue trial was conducted on winter oilseed rape during 2022/2023 in Central and Southern
Europe.

Two trials were conducted in Germany, one trial in Southern France and one trial in Spain. Two
applications of CHR/F/SCORPIO 325 SC were applied at a target rate of 1.00 L product/ha (125 g
Difenoconazole/ha and 200 g azoxystrobin/ha) at an application spray volume of 300 L/ha per
application.

The first application was conducted at BBCH 14-23. The second application was conducted at BBCH 63 -
64, 6-18 days before sampling.

It was reported in the study that a method validation was not performed within this analytical phase
because the analytical methods were previously validated in honey with an LOQ of 0.01 mg/kg in
accordance to SANTE/2020/12830, rev. 2 for the determination of difenoconazole and azoxystrobin in
GLP study S22-08436 (MAHLOW S. 2023) and for 1,2,4-triazole (1,2,4-T), triazole alanine (TA),
triazole acetic acid (TAA), triazole lactic acid (TLA) in GLP study S21- 05866 (MAHLOW S. 2022).
However, study S21-05866 cannot be considered to cover method validation because it does not contain
all the necessary data for validation, e.g. recovery study at LOQ level, see dRR Part BS.
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The limit of quantification (LOQ) of the analytical method was 0.01 mg/kg for all analytes with a limit of
detection (LOD) set at 0.003 mg/kg (defined as the lowest calibration standard, which is 30 % of the
LOQ).

For difenoconazole and azoxystrobin, the proof of stability of the analytes in/on fortified samples upon
storage period of 104 days in deep frozen conditions was conducted in study S22-08436. The storage
interval in study S22-08436 covers the max. storage time from sampling to extraction in the current study.
For 1,2,4-T, TA, TAA and TLA, the proof of stability of the analytes in fortified samples upon storage
period of 15 months in deep frozen conditions was conducted in study S21-05867 (see dRR Part B5). The
storage interval in study S21-05867 covers the max. storage time from sampling to extraction in the
current study.

No residues of azoxystrobin, difenoconazole, 1,2,4 triazole (1,2,4-T), triazole acetic acid (TAA) and
triazole lactic acid (TLA) at or above 30 % of the LOQ were detected in any of the untreated honey
samples. Residues of triazole alanine (TA) were detected in untreated honey samples of trial -02 with
0.01 mg/kg and of trial -05 at 0.03 mg/kg. No residues of azoxystrobin, 1,2,4 triazole (1,2,4-T), triazole
acetic acid (TAA) and triazole lactic acid (TLA) at or above 30 % of the LOQ were detected in any of the
treated honey samples. Residues of difenoconazole were between <LOQ (trials -01 and -02), 0.014 mg/kg
in trial -04 and 0.012 mg/kg in trial -05. Residues of triazole alanine were between 0.01 mg/kg and 0.04
mg/kg in treated honey samples.

The study is not accepted for TDMs due to the lack of necessary, complete validation data. Reported
results:

TAA: 4 x<0.01 mg/kg

TA:2 x 0.01 mg/kg, 0.02 mg/kg, 0.04 mg/kg

TLA: 4 x <0.01 mg/kg

1,2,4 -T: 4 x <0.01 mg/kg

Difenoconazole: 2 x <0.01 mg/kg, 0.012 mg/kg, 0.014 mg/kg

Azoxystrobin: 4 x <LOD

The currently established MRL for difenoconazole in honey is 0.05 mg/kg. The use of the

CHR/F/SCORPIO 325 SC in accordance with the proposed GAP does not pose a risk of exceeding the
currently established MRL in honey.

7.3.8 Estimation of exposure through diet and other means (KCA 6.9)

Toxicological reference values relevant for dietary risk assessment are reported in the summary of the
evaluation (see 7.1.2).

7.3.8.1 Input values for the consumer risk assessment

Table 7.3.8-1 Input values for the consumer risk assessment

Chronic risk assessment Acute risk assessment

Commodity Input value Comment Input value

Comment
(mg/kg) (mg/kg)
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Chronic risk assessment Acute risk assessment
commodity In:)l:lltg/\lf(agl)ue Comment Ing::;/‘l’;l)ue Comment

Risk assessment residue Difenoconazole

Beetroots 0.0143 STMRXUF (1.3) 0.0247 HRXUF (1.3)
Celeriacs/tumip rooted celeries | 0.0143 STMRXUF (13) | 0.0247 HRUF (1.3)
Horseradishes 0.0143 STMRXUF (13)  |0.0247 HRXUF (1.3)
Swedes/rutabagas 0.0143 STMRXUF (13)  |0.0247 HR>UF (1.3)
Tumips 0.0143 STMRxUF (13) ~ |0.0247 HRXUF (1.3)
Linseeds 0.013 STMRXUF (13) ~ |0.013 HR>UF (1.3)
Poppy seeds 0.013 STMRXUF (13) ~ |0.013 HR>UF (1.3)
Sunflower seeds 0.013 STMRXUF (1.3)  |0.013 HRXUF (1.3)
Rapeseeds/canola seeds 0.013 STMRXUF (1.3)  |0.013 HRUF (1.3)
Soyabeans 0.013 STMRxUF (13) | 0.013 HRXUF (1.3)
Mustard seeds 0.013 STMRXUF (13) ~ |0.013 HR>UF (1.3)
Pumpkin seeds 0.013 STMRXUF (1.3) 0.013 HRXUF (1.3)
Hemp seeds 0.013 STMRXUF (13) | 0.013 HRXUF (1.3)
Sugar beet roots 0.0143 STMRXUF (13)  |0.0247 HRXUF (1.3)
Chicory roots 0.0143 STMRXUF (1.3) 0.0247 HRUF (1.3)
Swine: Muscle/meat 0.02 STMR-UF 2.0) |0.02 HRXUF (2.0)
Swine: Fat tissue 0.02 STMRXUF 2.0) ~ |0.02 HRXUF (2.0)
Swine: Liver 0.04 STMRXUF 2.0)  |0.06 HR>UF (2.0)
Swine: Kidney 0.02 STMRXUF 2.0) ~ |0.02 HR>UF (2.0)
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Chronic risk assessment Acute risk assessment
commodity In:)l:lltg/\lf(agl)ue Comment Ing::;/‘l’;l)ue Comment

r 0.04 STMR*UF (2.0) | 0.06 HR>UF (2.0)
Swine: Other products 0.02 STMRXUF (2.0) ~ |0.02 HRXUF (2.0)
Bovine: Muscle/meat 0.02 STMRXUF (2.0) ~ |0.02 HRUF (2.0)
Bovine: Fat tissue 0.02 STMRXUF (2.0) | 0.02 HR>UF (2.0)
Bovine: Liver 0.14 STMRxUF 2.0)  |0.16 HR>UF (2.0)
Bovine: Kidney 0.02 STMRXUF (2.0) | 0.02 HR>UF (2.0)
r 0.14 STMR*UF (2.0)  |0.16 HR>UF (2.0)
Bovine: Other products 0.02 STMRXUF (2.0) | 0.02 HR*UF (2.0)
Sheep: Muscle/meat 0.02 STMRXUF (2.0)  |0.02 HRXUF (2.0)
Sheep: Fat tissue 0.02 STMRXUF (2.0)  |0.02 HRXUF (2.0)
Sheep: Liver 0.14 STMRXUF (2.0)  |0.16 HRUF (2.0)
Sheep: Kidney 0.02 STMR*UF (2.0) | 0.02 HR>UF (2.0)
r 0.14 STMRXUF (2.0) | 0.16 HR>UF (2.0)
Sheep: other products 0.02 STMRXUF (2.0) |~ I

Goat: Muscle/meat 0.02 STMR*UF (2.0) | 0.02 HR>UF (2.0)
Goat: Fat tissue 0.02 STMRXUF (2.0) | 0.02 HR>UF (2.0)
Goat: Liver 0.14 STMRXUF (2.0) ~ |0.16 HRXUF (2.0)
Goat: Kidney 0.02 STMRXUF (2.0) ~ |0.02 HRXUF (2.0)
r 0.14 STMRXUF (2.0) | 0.16 HR>UF (2.0)
Goat: other products 0.02 STMRXUF (2.0) |- I
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Chronic risk assessment Acute risk assessment
commodity In:)l:lltg/\lf(agl)ue Comment Ing::;/‘l’;l)ue Comment

Equine: Muscle/meat 0.02 STMRXUF 2.0) ~ |0.02 HR>UF (2.0)
Equine: Fat tissue 0.02 STMRXUF 2.0)  |0.02 HRXUF (2.0)
Equine: Liver 0.14 STMR-UF 2.0)  |0.16 HR<UF (2.0)
Equine: Kidney 0.02 STMRXUF 2.0) ~ |0.02 HR>UF (2.0)
r 0.14 STMRxUF (2.0) 0.16 HRxUF (2.0)
Equine: Other products 0.02 STMRXUF 2.0) |- I

Poultry: Muscle/meat 0.02 STMRXUF 2.0)  |0.02 HR>UF (2.0)
Poultry: Fat tissue 0.02 STMRXUF 2.0) ~ |0.02 HR>UF (2.0)
Poultry: Liver 0.02 STMR-UF 2.0) ~ |0.02 HRXUF (2.0)
Poultry: Kidney 0.02 STMRXUF 2.0)  |0.02 HRXUF (2.0)
r 0.02 STMR-UF 2.0) |0.02 HRXUF (2.0)
Poultry: Other products 0.02 STMRXUF 2.0) ~ |0.02 HR>UF (2.0)
r 0.02 STMRXUF 2.0) ~ |0.02 HR>UF (2.0)
Other farmed animals: Fat tissue| 0.02 STMRXUF 2.0) ~ |0.02 HR>UF (2.0)
Other farmed animals: Liver | 0.14 STMRXUF 2.0)  |0.16 HRXUF (2.0)
Other farmed animals: Kidney | 0.02 STMRXUF 2.0) ~ |0.02 HR>UF (2.0)
— 0.14 STMR-UF 20)  |0.16 HRXUF (2.0)
F 0.02 STMRXUF 2.0) |- I

Milk: Cattle 0.01 STMRXUF 2.0)  |0.01 HR>UF (2.0)
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Chronic risk assessment Acute risk assessment
commodity Ing:lltg/\lf(agl)ue Comment Ing::;/‘l’:gl)ue Comment
Milk: Sheep 0.01 STMRXUF 2.0) ~ |0.01 HR>UF (2.0)
Milk: Goat 0.01 STMR-UF 2.0)  |0.01 HRXUF (2.0)
Milk: Horse 0.01 STMR-UF 2.0) |0.01 HR<UF (2.0)
Milk: Others 0.01 STMRXUF 2.0) ~ |0.01 HR>UF (2.0)
Eggs: Chicken 0.02 STMRxUF (2.0) 0.04 HRxUF (2.0)
Eggs: Duck 0.02 STMRXUF 2.0)  |0.04 HR>UF (2.0)
Eggs: Goose 0.02 STMRXUF 2.0)  |0.04 HR>UF (2.0)
Eges: Quail 0.02 STMRxXUF 2.0)  |0.04 HR>UF (2.0)
Eggs: Others 0.02 STMR-UF (2.0) ~ |0.04 HRXUF (2.0)
F 0.02 STMRXUF 2.0)  |0.02 HRXUF (2.0)
Chronic risk assessment Acute risk assessment
commodity In(pl:lltg/\lf(agl)ue Comment In(pl:lltg/\lf(agl)ue Comment

Risk assessment residue TAA

Beetroots 0.002 STMR 0.002 HR
Celeriacs/turnip rooted celeries | 0.002 STMR 0.002 HR
Horseradishes 0.002 STMR 0.002 HR
Swedes/rutabagas 0.002 STMR 0.002 HR

Tumips 0.002 STMR 0.002 HR

Linseeds 0.004 STMR 0.004 HR

Poppy seeds 0.004 STMR 0.004 HR
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Chronic risk assessment

Acute risk assessment

P — 0004 |STMR - .
Rapowdscamo sty 0004 | STV - .
Sopabesnd 0008 STMR - .
Sttt soe 0004 |STMR - .
Pampkin seeds N |- - -
Hemp seeds - . .
SopbsE D002 STMR el
Shioony o 002 |STMR - .
Svie: Musclemeat 0003 STMR o=
Swine: Fat e 0003 STMR .
Swines Lve o -
Swine Ky e | - .
o] el e el
Swine: Other product o1 S o "
Bovine: Musclmeat 0002 STMR el
Bovine Fat s Wi |FmR - .
Bovine: e w02 STMR el
Bovine: Kidney bz [5TMR e
s el e el
Bovine Otherproducts |01 STMR o "
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Chronic risk assessment

Acute risk assessment
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Chronic risk assessment

Acute risk assessment
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Chronic risk assessment

Acute risk assessment
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Chronic risk assessment

Acute risk assessment
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Commodity

Chronic risk assessment

Acute risk assessment

Input value
(mg/kg)

Comment

Input value

Comment
(mg/kg)
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Chronic risk assessment

Acute risk assessment
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Commodity

Chronic risk assessment

Acute risk assessment

Input value

Comment
(mg/kg)

Input value
(mg/kg)

Comment
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Chronic risk assessment

Acute risk assessment
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Chronic risk assessment

Acute risk assessment
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Chronic risk assessment

Acute risk assessment
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Chronic risk assessment

Acute risk assessment
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Chronic risk assessment

Acute risk assessment

Input value
(mg/kg)

Comment
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(mg/kg)
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Chronic risk assessment Acute risk assessment

Commodity Input value Comment Input value

Comment
(mg/kg) (mg/kg)

it

7.3.8.2 Conclusion on consumer risk assessment

Extensive calculation sheets are presented in Appendix 3.

Table 7.3.8-2: Consumer risk assessment

Difenoconazole

IEDI (% ADI) according to EFSA PRIMo

TMDI (% ADI) according to EFSA PRIMo —
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IESTI (% ARfD) according to EFSA PRIMo

TAA

TMDI (% ADI) according to EFSA PRIMo

IEDI (% ADI) according to EFSA PRIMo

IESTI (% ARfD) according to EFSA PRIMo

TA
TMDI (% ADI) according to EFSA PRIMo 19% for soyabeans (GEMS/Food G10)
IEDI (% ADI) according to EFSA PRIMo 0.6% for soyabeans (GEMS/Food G10)
IESTI (% ARfD) according to EFSA PRIMo Unprocessed:
0.5 % beetroots (based on children)
0.9 % soybeans (based on children)
Processed:
0.7% Soya drink (based on children)
0.4% Beetroots/boiled (based on adults)
TLA
TMDI (% ADI) according to EFSA PRIMo 0.7% for soybeans (GEMS/Food G10)
IEDI (% ADI) according to EFSA PRIMo .% for milk:cattle (based on NL toddler)

IESTI (% ARfD) according to EFSA PRIMo

1,2,4-T

TMDI (% ADI) according to EFSA PRIMo

IEDI (% ADI) according to EFSA PRIMo
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IESTI (% ARfD) according to EFSA PRIMo

* include raw and processed commodities if both values are required for PRIMo
**  if national model is available

The proposed uses of difenoconazole in the formulation CHR/F/SCORPIO 325 SC do not represent
unacceptable risks for the consumer.

zZRMS comments:

Difenoconazole

Taking into account that the STMR and HR for difenoconazole from this dossier are not higher than
STMR and HR used as input values in risk assessment in the EFSA Journal. 2024;22:¢8987 (see table
below) it was considered that the assessment provided by EFSA covers the proposed uses and further
calculations are not required.

Commodity Chronic risk assessment Acute risk assessment
STMR, STMR HR/STMR HR
Input value (mg/kg), from studies in|Input value (mgkg), EFSA|from studies in
EFSA 2024 this dossier|2024 this dossier
(mg/kg) (mg/kg)
Sugar beet roots | 0.06 0.014 0.1 0.025
STMR(tentative) x UF (1.3) |(0.011 x 1.3) HR (tentative) x UF (1.3) (0.019x 1.3)
Turnips 0.1 0.014 0.39 0.025
STMR (tentative) x UF (1.3) |(0.011 x 1.3) HR (tentative) x UF (1.3) (0.019x 1.3)
Chicory roots 0.26 0.014 0.42 0.025
STMR (tentative) x UF (1.3) |(0.011 x 1.3) HR (tentative) x UF (1.3) (0.019x 1.3)
Beetroots 0.1 0.014 0.39 0.025
STMR (tentative) x UF (1.3) |(0.011 x 1.3) HR (tentative) x UF (1.3) 0.019x 1.3)
Rutabagas 0.1 0.014 0.39 0.025
STMR (tentative) x UF (1.3) |(0.011 x 1.3) HR (tentative) x UF (1.3) (0.019x 1.3)
Horseradish 0.1 0.014 0.39 0.025
STMR (0.011x 1.3) HR (CXL; tentative) x UF[(0.019x 1.3)
(CXL; tentative) x UF (1.3) (1.3)
Celeriac 0.1 0.014 0.39 0.025
STMR (tentative) x UF (1.3) |(0.011 x 1.3) HR (tentative) x UF (1.3) (0.019x 1.3)
Rapeseeds 0.03 0.013 0.03 0.013
STMR (tentative) x UF (1.3) |(0.01* x 1.3) STMR (tentative) x UF (1.3) [(0.01* x 1.3)
Mustard seeds 0.03 0.013 0.03 0.013
STMR(tentative) x UF (1.3) |(0.01* x 1.3) STMR (tentative) x UF (1.3) [(0.01* x 1.3)
Soybean 0.03 0.013 0.03 0.013
STMR (tentative) x UF (1.3) |(0.01* x 1.3) STMR (tentative) x UF (1.3) [(0.01* x 1.3)
Sunflower seeds [0.01 0.013 0.01 0.013
STMR (tentative) x UF (1.3) |(0.01* x 1.3) STMR (tentative) x UF (1.3) [(0.01* x 1.3)
Pumpkin seed - 0.013 - 0.013
(0.01*x 1.3) (0.01*x 1.3)
Hemp - 0.013 - 0.013
(0.01*x 1.3) (0.01*x 1.3)
Poppy seeds 0.03 0.013 0.03 0.013
STMR (tentative) x UF (1.3) |(0.01* x 1.3) STMR (tentative) x UF (1.3) [(0.01* x 1.3)

*Residues below LOQ (0.01 mg/kg)
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Consumer risk assessment without consideration of the existing CXLs, EFSA Journal. 2024;22:¢8987

Highest IESTI, according to EFSA PRIMo (rev.3.1) Scenario EU1 (without risk mitigation measures)
Difenoconazole (RD-RAI):

Lettuces: 204% of ARfD

Escaroles: 111% of ARfD

Kales: 110% of ARfD

Celeries: 103% of ARfD

Escaroles, processed: 183% of ARfD
Witloofs, processed: 130% of ARfD

Scenario EU2 (with risk mitigation measures)
Difenoconazole:

Celeries: 79% of ARfD

Rhubarbs: 78% of ARfD

Lettuces: 78% of ARfD

Florence fennels, processed: 95% of ARfD
Escaroles, processed: 81% of ARfD

Assumptions made for the calculations Scenario EU1 (without risk mitigation measures):
Difenoconazole (RD-RA1):

The calculation is based on the highest residue levels
(HR) expected in raw agricultural commodities, except
for papaya and cucurbits with inedible peel where the
respective derived peeling factors were applied, and for
pulses, oilseeds, olives for oil production, cereal grains,
ginger and milk where the median residue levels
(STMR) expected in raw commodity was considered.
For those commodities where data were insufficient to
derive an MRL, EFSA considered the existing EU MRL
for an indicative calculation.

To accommodate the shift in the isomer ratio for
difenoconazole in plant commodities and for metabolite
CGA205375 in livestock commodities uncertainty
factors of 1.3 and 2, respectively, were applied for risk
assessment calculations according to RD-RAL.

Scenario EU2 (with risk mitigation measures):
Difenoconazole (RD-RA1):

Same assumptions as for scenario EU1, except that the
highest residue level for lettuces, escaroles, kales,
celeries and witloofs resulting from the GAPs of
concern, were replaced by the highest residue levels
resulting from the fall-back GAPs (assuming that the
GAPs of concern will be withdrawn for these crops).

Highest IEDI, according to EFSA PRIMo (rev. 3.1) Scenario EU1 (without risk mitigation measures):
Difenoconazole (RD-RAI):

74% of ADI (NL toddler)

Scenario EU2 (with risk mitigation measures):
Difenoconazole (RD-RA1):

69% of ADI (NL toddler)

Assumptions made for the calculations Scenario EU1 (without risk mitigation measures):
Difenoconazole (RD-RA1):

The calculation is based on the median residue levels
(STMR) derived for raw agricultural commodities,
except for papaya and cucurbits with inedible peel
where the respective derived peeling factors were
applied. For those commodities where data were
msufficient to derive an MRL, EFSA considered the
existing EU MRL for an indicative calculation. The
contribution of commodities where no GAP was
reported in the framework of the MRL review was not
included in the calculation. To accommodate the
possible shift in the isomer ratio for difenoconazole in
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plant commodities and for metabolite CGA205375 in
livestock commodities uncertainty factors of 1.3 and 2,
respectively, were applied for risk assessment
calculations according to RD-RAL.

Scenario EU2 (with risk mitigation measures):
Difenoconazole (RD-RA1):

Same assumptions as for scenario EU1, except that the
median residue level for lettuces, escaroles, kales,
celeries and witloofs resulting from the GAPs of
concern, were replaced by the median residue levels
resulting from the fallback GAPs (assuming that the
GAPs of concern will be withdrawn for these crops).

The proposed uses of difenoconazole in the formulation CHR/F/SCORPIO 325 SC do not represent
unacceptable acute and chronic risks for the consumer.

TDMs

zRMS did not recalculate chronic consumer risk assessment. STMR from this dossier are not higher than
STMR detailed in the assessment of confirmatory data on TDMs (UK, 2018; (EFSA, 2018 amended
2019)).

Comparison of input values for risk assessment from confirmatory data assessment (UK, 2018 and
(EFSA, 2018 amended 2019)) with values derived from studies provided in this dossier:

Commodity Residue (mg/kg)
T TA TAA TLA
STMR HR STMR HR STMR HR STMR HR

Root &
tuber

vegetables
Sugar beet

roots
Turnips 0.01 0.016 0.184 0.239 0.010 0.010 0.021 0.131

Chicory (0.002%) (0.002%) 0.01) (0.028) (0.002%) (0.002%) (0.002) (0.01)
roots
Beetroots
Rutabagas
Horseradish
Celeriac

Oilseeds 0.050 0.100 1.039
Rapeseeds | (0.004%) (0.004%) (0.355)
Mustard
seeds
Soybean
Sunflower
seeds
Pumpkin
seed
Hemp

Poppy
seeds

0.120 0.680 0.065
0.004) | (0.058) | (0.004)

Results from chronic risk assessment performed by EFSA (EFSA, 2018 amended 2019) are summarized
below.

TMDI (% ADI) according to EFSA PRIMo 3 Not performed

IEDI (% ADI) according to EFSA PRIMo 3 (EFSA,|1,2,4-T: 93 % of ADI (NL toddler)
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2018a,amended 2019)

TA and TLA: 7% of ADI (NL toddler)
TAA: 1% of ADI (NL toddler)

IESTI (% ARfD) according to EFSA PRIMo 3

1,2,4-T:

Unprocessed commodities:

0.7% based on the consumption of wheat by children
Processed commodities:

0.6% based on the consumption of wheat/milling (flour) by
children

TA and TLA:

Unprocessed commodities:

3.1% based on consumption of wheat by children

Processed commodities:

3.1% based on consumption of wheat/milling (flour) by
children

TAA:

Unprocessed commodities:

1% based on consumption of wheat by children

Processed commodities:

1% based on consumption of wheat/milling (flour) by
children

Input values for acute consumer risk assessment (TA and TLA);HR based on values from UK, 2018 with
values derived from studies provided in this dossier:

Crop group

TA TLA

HR HR
Root & tuber vegetables 0.239 0.131

6.72 0.25
Oilseeds from this dossier from this dossier
Sugar plants 0.078 0.010
Ruminant meat 0.62 0.04
Ruminant fat 0.34 0.1
Ruminant liver 1.36 0.04
Ruminant kidney 0.58 0.13
Ruminant milk 0.04 0.04
Sheep meat 0.68 0.04
Sheep fat 0.38 0.11
Sheet liver 1.80 0.04
Sheep kidney 0.65 0.13
Sheep milk 0.04 0.04
Swine meat 0.27 0.04
Swine fat 0.14 0.08
Swine liver 0.61 0.04
Swine kidney 0.27 0.08
Poultry meat 0.12 0.04
Poultry fat 0.11 0.04
Poultry liver 0.31 0.04
Poultry Eggs 0.06 0.04
Honey 0.04 0.01
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IESTI (% ARfD) according to EFSA PRIMo 3.1

TA
Unprocessed commodities:

TAA
Unprocessed commodities:

5% based on consumption of beetroots by children
Processed commodities:
4% based on consumption of turnips (boiled) by children

2% based on consumption of beetroots by children
Processed commodities:
2% based on consumption of beetroots (boiled) by children

The exposure to difenoconazole and TDMs after use of CHR/F/SCORPIO 325 SC is not expected to
present a consumer risk. No further refinement of the assessment is required.

TA

Acute risk assessment /children

Details - acute risk assessment /children

Acute risk assessment / adults / general population

Details - acute risk assessment/adults

Acute risk assessment /children

e IESTI new calcula

Acute risk assessment / adults / general population

Show [ESTI new calcula

The acute risk assessmentis based on the ARMD. DISCLAIMER: Dietary data from the UK were included in PRIMO when the UK was a member of the Et

The calculation is based on the large portion of the most critical consumer group.

IESTI new calculations:

agreed principles, the results are considered as indicative only.

The calculation is performed with the MRL and the peeling/processing factor (PF), taking into account the residue in the edible portion andor the conversion
factor for the residue definition (CF). For case 2a, 2b and 3 calculations a variability factor of 3 is used. Since this methodology s not based on interationally

Since this not based on it the results are considered as indicative only.
Show results for all crops
2 IESTI new IESTI new
é Results for childre Results for adults Results for children Results for adults.
g No. of commodities for which ARfD/ADI is No. of commodities for which ARD/ADI is [No. of commodities for which ARfD/ADI is No. of commodities for which ARfD/ADI is exceeded
E lexceeded (IESTI): - exceeded (IESTI): — exceeded (IESTI new): — (IESTI new): -
3 IESTI IESTI IESTI new |IESTInew_
E MRL /input MRL /input MRL /input MRL /input
8 Highest % of for RA Exposure Highest % of for RA Exposure Highest % of for RA Exposure Highest % of for RA Exposure
& ARMIADI Ce dit (mglkg)  (uglkg bw) ARMIADI [ i (mgkg)  (uglkg bw) D/ADI Ce i (mghkg)  (ughkg bw) ARMDI/ADI (mgkg) _(uglkg bw)
5 5% Bestrools 07024 14 3% Swedes/nutabagas 07024 82
% Celeriacs/umip rooted  0/0.24 13 2% Beetroots 0/024 55
4% Swedes/r a 0/024 12 2% Bovine: Liver 0/1,36 54
4% Bovine: Liy 0/1,36 1" 2% Sheep: Liver 0/18 50
3% Tumnips 0/0,24 86 1% Bovine: iscl 0/0,62 35
1% Bovine: Muscle/meat 0/062 45 1% Equine: Muscle/meat 0/0,68 33
1% Equine: Muscle/meat 0/068 41 1% Sheep: iscle/meat 0/068 32
1% Sheep: Muscleimeat 0/068 a7 09% Celeriacs/umip rooted  0/024 28
1% Swine: Muscle/meat 0/0,27 33 0,9% Turnips 07024 27
0,7% Bovine: Kidney 0/058 22 0,6% Horseradishes 0/0.24 17
0,7% Poultry: Muscle/meat 0/0,12 20 0,5% Poultry: Liver 0/0.31 15
0,2% ‘Swine: Liver 0/061 075 0,5% Poultry: Muscle 0/0,12 14
0.2% Eggs: Chicken 0/0,06 074 04% Swine: Muscle/meat 0/0.27 13
2% Bovine: Fat issue 0/034 071 04% Bovine: Kidney 0/058 12
0,1% Swine: Kidney 0/0,27 034 04% Goat: Muscle 07068 11
list
| Total number of commodities exceeding the ARfD/ADI in Total number of commodities found exceeding the
children and adult diets ARFD/ADI in children and adult diets
(ESTI (IEST! new calculation)
] Results for children Results for adults Results for children Results for adults
3 No of processed commodities for which No of processed commodities for which No of processed commodities for which No of processed commodities for which ARfD/ADI is
E ARfD/AD| is exceeded (IESTI): = |ARMD/ADI is exceeded (IESTI): — ARfD/AD! is exceeded (IESTI new): — lexceeded (IESTI new): -
§ IESTI IESTI IESTI new IESTI new
3 MRL /input MRL /input MRL /input MRL /input
@ Highest % of for RA Exposure Highest % of for RA Exposure Highest % of for RA Exposure Highest % of for RA Exposure
K ARD/ADI Processed (mghkg) _(ughkg bw) ARD/ADI Processed (mg/kg) _(ugkg bw) /ADI Processed commodities _ (mg/kg) __(ug/kg bw) fD/ADI Processed commodities kg kg by
g 4% Turnips / boiled 0/0,24 12 3% Beetroots / boiled 0/0,24 93 #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! ZBA! #LICZBA! #LICZBA!
4% Beetroots / boiled 0/0,24 " 2% Tumips / boiled 0/0,24 46 #LICZBA! #LICZBA #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! 1% Celeriacs / boiled 0/0,24 43 #LICZBA #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA ICZBA! #LICZBA! #LICZBA #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA #LICZBA! #LICZBA! LICZBA! #LICZBA #LICZBA! ICZBAl #LICZBA! #LICZBA! LICZBA! IC: #LICZBA!
#LICZBA! LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! LICZBA! #LICZB/ #LICZBA! IC: 4 #LICZB/
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA #LICZBA! #LICZBA! #LICZBA! #LICZBA! ICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! LICZE #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! ICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA #LICZBA! #LICZBA! #LICZBA! #LICZBA #LICZBA #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! ICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! ICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
list
Conclusion:
No exceedance of the toxicological reference value was identified for any unprocessed commodity.
Ashort term intake of residiies of is inlikelvio nresent A nublic health s
For processed no exceedance of the ARfD/ADI was identified.

TLA
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Acute risk assessment /children Acute risk assessment / adults / general population Acute risk assessment /children Acute risk assessment / adults / general population
Details - acute risk assessment /children Details - acute risk assessment/adults Hide IESTI new calcula Show [ESTI new calculation
‘The acute risk assessmentis based on the ARD. DISCLAIMER: Dietary data from the UK were included in PRIMO when the UK was a member of the E:
IEST new calculations:

The calculation is based on the large portion of the most critical consumer group. The calculation s performed with the MRL and the peeling/processing factor (PF), taking into account the residue in the edible portion andor the conversion
factor for the residue definition (CF). For case 2a, 2b and 3 calculations a variabiliy factor of 3 is used. Since this methodology s not based on interationally
agreed principles, the results are considered as indicative only.
since this is not based on i i inciples, the results are considered as indicative only.

3 [ESTinew IESTinew
= [Results for children Results for aduts Results for children Results for adults
8 |No. of commodities for which ARDIADI is No. of commodities for which ARMDIADIis INo. of commodities for which ARTD/ADI is INo. of commodities for which ARMDIADI is exceeded
£ |excoeded (ESTI): —_|exceeded (IESTI) — __|exceeded (IESTInew): —  |0ESTInew): -
2 |Esm (=) IESTI new IESTInew
H MRL /input MRL /input VRL /input MRL /input
g Highest % of forRA  Exposure | Highest% of forRA  Exposure | Highest% of forRA  Exposure | Highest % of forRA  Exposure
3 ARMIADI it (mghkg) _ (ughg bw) ARMI/ADI ___Commodif (mghkg) _ (ughkg bw) ARMIADI __Commoditi (mgkg) _ (ugkg bw) ARM/ADI i (mgkg) _(ughkg bw)
= 2% Beetroots 01013 75 % Swedes/utabagas 010413 45 2% Wilk: Catlle 0,04/0,04 50 05% Wilk: Catlle 0,04/0,04 15
2% Celeriacsfumip rooted  0/0,13 72 % Beetroots 01043 30 03% Wilk: Goat 004/004 097 02% Milk: Goat 0,04/0,04 074
2% Swedes/rutabagas 01013 68 05% Celeriacs ftumip footed 07013 16 0,05% Milk: Sheep 004/004 014 0.2% Nilk: Sheep 0,04/0,04 060
2% Milk: Catle 0,04/0,04 50 05% Milk: Cattle 004/0,04 15
03% Milk: Goat 004/004 097 03% Horseradishes 070413 095
02% Poultry: Muscle/meat 01004 068 02% Milk: Goat 004/004 074
02% Eggs: Chicken 01004 050 02% Milk: Sheep 004/004 060
02% Bovine: Kidney 01013 049 02% Poultry: Muscle 07004 047
02% Swine: Muscle/meat 0/004 048 0,09% Bouine: Kidney 01013 027
0.1% Bovine: Liver 0/004 032 0,08% Bovine: Muscle 0/004 023
0,10% Bovine: Muscle/meat 01004 029 007% Swine: Fattissue 07011 022
0,08% Equine: Muscle/meat 01004 024 0,06% Swine: Muscle/meat 07004 019
007% Sheep: Muscle/meat 07004 022 0,06% Equine: Muscle/meat 07004 019
007% Bovine: Fat issue 0101 021 0,06% Sheep: Muscle/meat 07004 019
0,06% Swine: Fattissue 010,11 019 0,06% Poultry: Liver 07004 019
list

Total number of commacities exceeding the ARFDIADI in Total number of commodities found exceeding the

children and adult diets |ARFDIADI in children and adult diets
(IESTI new calculation)

2 [Results for children Results for adults [Results for children Results for adults

£ |No of processed commodiies for which No of processed commodities for which No of processed commadities for which No of processed commodities for which ARD/ADI is

2 [ARMIADI s exceeded (IESTI) — | ARMIADIis exceeded (ESTI) | ARMIADIis exceeded (IESTI new) — __|exceeded (ESTInew) -

§ |lesn IESTI IESTI new IESTI new

3 MRL /input MRL /input VRL /input MRL /input

2 Highest % of forRA  Exposure |  Highest% of forRA  Exposure | Highest%of forRA  Exposure |  Highest% of forRA  Exposure

H ARMIADI__Processed it (mgkkg) _ (ughkg bw) ARMIADI __Processed it (mghkg) __ (ughkg bw) ARMIAD| _Processed commodities __(mghkg) __(uglkg bw) ARMIADI_Processed commodities (mghkg) __(ugkg bw

j4 2% Beetroots /boiled 01013 58 2% Beetroots /boiled 010413 5.1 #LICZBA #LICZBA #LICZBAL _ #LICZBA #LICZBAI #LICZBA #LICZBAL _ #LICZBA
HLCZBA  #LICZBA! #LICZBA  #LICZBA 08% Celeriacs /boiled 070413 24 #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA! #LICZBA #LCZBA  #LICZBA
#LCZBA  #LICZBA! #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA! #LICZBA #LCZBA  #LICZBA
HLCZBA  #LICZBA! #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA! #LICZBA #LICZBA  #LICZBA
#LICZBA  #LICZBA! H#LICZBAl  #LICZBA H#LICZBA #LICZBA #LICZBA  #LICZBA' #LICZBA #LICZBA #LICZBAL  #LICZBA #LICZBA! #LICZBA #LICZBA  #LICZBA
HLICZBA  #LICZBA! #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA! #LICZBA #LICZBA  #LICZBA
HLICZBA  #LICZBA #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA! #LICZBA #LICZBA  #LICZBA
HLCZBA  #LICZBA #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA! #LICZBA #LICZBA  #LICZBA
#LICZBA  #LICZBA! #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA! #LICZBA #LCZBA  #LICZBA
HLCZBA  #LICZBA! #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA! #LICZBA #LICZBA  #LICZBA
HLICZBA  #LICZBA H#LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA' #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA! #LICZBA #LICZBA  #LICZBA
HLICZBA  #LICZBA! #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA! #LICZBA #LICZBA  #LICZBA
#LICZBA  #LICZBA! #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA! #LICZBA #LICZBA  #LICZBA
#LICZBA  #LICZBA #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA #LICZBA #LICZBA  #LICZBA #LICZBA! #LICZBA #LICZBA  #LICZBA
#LICZBA __ #LICZBA #LICZBA _ #LICZBAI #LICZBA #LICZBA #LICZBA _ #LICZBA' #LICZBA #LICZBA #LICZBA _ #LICZBA #LICZBA #LICZBA #LICZBA __ #LICZBA

Tist

Conclusion:

No exceedance of the toxicological reference value was identified for any unprocessed commodity.

Ashorttarm intake of rasidiis of T A is nlikelu o nrasent a niblic health risk

For processed ties, no exceedance of the ARTD/ADI was identified.

7.4 Combined exposure and risk assessment

From a scientific point of view it is regarded necessary to take into account potential combination effects.
However, the evaluation of cumulative or synergistic effects as requested by Art. 4 (3b) of Regulation
(EC) No. 1107/2009 should only be performed when harmonised “scientific methods accepted by the
Authority to assess such effects are available.”

Currently, no EU-harmonized guidance is available on the risk assessment of combined exposure to
multiple active substances; this approach is not mandatory at EU level.

7.4.1 Chronic consumer risk assessment from combined exposure

The uses under consideration provide only a minor contribution to the overall chronic exposure of
consumers to pesticide residues. The issue requires a more universal consideration and possibly the
generic usage of monitoring data. A harmonised approach is not yet available, and currently no specific
consideration is warranted in the scope of this evaluation.
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Appendix 1 Lists of data considered in support of the evaluation

List of data submitted by the applicant and relied on

Title

Company Report No.

Data point Author(s) Year |Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study Owner
Y/N

KCA 6.3 K. Wanczyk 2024 |Magnitude of the azoxystrobin and difenoconazole and it’s triazole metabolites: triazole alanine (TA), 1,2,4-triazole
(1,2,4-T), triazole acetic acid (TAA), triazole lactic acid (TLA) residues in Oil Seed Rape (Raw Agricultural
Commodity) after two applications of CHR/F/SCORPIO 325 SC — one harvest study trial in Poland — 2022

Study number 22SGS48

SGS Polska Sp. z 0. 0.

Jerozolimskie Business Park

Al Jerozolimskie 146A

02-305 Warszawa Poland

GLP

Not published

N Chemirol

KCA 6.3 K. Wanczyk 2024 |Magnitude of the azoxystrobin and difenoconazole and it’s triazole metabolites: triazole alanine (TA), 1,2,4-triazole
(1,2,4-T), triazole acetic acid (TAA), triazole lactic acid (TLA) residues in Oil Seed Rape (Raw Agricultural
Commodity) after two applications of CHR/F/SCORPIO 325 SC — one harvest study in Hungary — 2022

Study number 22SGS49

SGS Polska Sp. z o. o.

Jerozolimskie Business Park

Al Jerozolimskie 146A

02-305 Warszawa Poland

GLP

Not published

N Chemirol

KCA 6.3 K. Wanczyk 2024 |Magnitude of the azoxystrobin and difenoconazole and it’s triazole metabolites: triazole alanine (TA), 1,2,4-triazole
(1,2,4-T), triazole acetic acid (TAA), triazole lactic acid (TLA) residues in Oil Seed Rape (Raw Agricultural
Commodity) after two applications of CHR/F/SCORPIO 325 SC — one harvest study trial in Poland — 2022

Study number 22SGS51

SGS Polska Sp. z 0. o.

N Chemirol
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Title

Company Report No.

Data point Author(s) Year |Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study Owner
Y/N

Jerozolimskie Business Park
Al Jerozolimskie 146A
02-305 Warszawa Poland
GLP
Not published

KCA 6.3 |K. Wanczyk 2024 [Magnitude of the azoxystrobin and difenoconazole and it’s triazole metabolites: triazole alanine (TA),
1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA), triazole lactic acid (TLA) residues in Oil Seed Rape
(Raw Agricultural Commodity) a fter two applications of CHR/F/SCORPIO 325 SC — one decline curve
study trial in Poland — 2022

Study number 22SGS52

SGS Polska Sp. z o. o.

Jerozolimskie Business Park

Al. Jerozolimskie 146A

02-305 Warszawa Poland

GLP

Not published

N Chemirol

KCA 6.3 |K. Wanczyk 2024 [Magnitude of the azoxystrobin and difenoconazole and it’s triazole metabolites: triazole alanine (TA),
1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA), triazole lactic acid (TLA) residues in Oil Seed Rape
(Raw Agricultural Commodity) after two applications of CHR/F/SCORPIO 325 SC — one decline curve
study trial in Hungary —

Study number 22SGS53

SGS Polska Sp. z o. o.

Jerozolimskie Business Park

Al. Jerozolimskie 146A

02-305 Warszawa Poland

GLP

Not published

N Chemirol

KCA 6.3 |K. Wanczyk 2024 [Magnitude of the azoxystrobin and difenoconazole and it’s triazole metabolites: triazole alanine (TA),

N Chemirol
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Title

Company Report No.

Data point Author(s) Year |Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study Owner
Y/N

1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA), triazole lactic acid (TLA) residues in Oil Seed Rape
(Raw Agricultural Commodity) after two applications of CHR/F/SCORPIO 325 SC — one decline curve
study trial in Northern France — 2022

Study number 22SGS54

SGS Polska Sp. z o. o.

Jerozolimskie Business Park

Al Jerozolimskie 146A

02-305 Warszawa Poland

GLP

Not published

KCA 6.3 |K. Wanczyk 2024 [Magnitude of the azoxystrobin and difenoconazole and it’s triazole metabolites: triazole alanine (TA),
1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA), triazole lactic acid (TLA) residues in Oil Seed Rape
(Raw Agricultural Commodity) after two applications of CHR/F/SCORPIO 325 SC — one decline curve
study trial in Germany — 2022

Study number 22SGS55

SGS Polska Sp. z o. o.

Jerozolimskie Business Park

Al. Jerozolimskie 146A

02-305 Warszawa Poland

GLP

Not published

N Chemirol

KCA 63 |T.Peda 2024 |Magnitude of the azoxystrobin and difenoconazole and it’s triazole metabolites: triazole alanine (TA),
1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA), triazole lactic acid (TLA) residues in Oil Seed Rape
(Raw Agricultural Commodity) after two applications of CHR/F/SCORPIO 325 SC — one decline curve
study trial in Germany — 2022

Study number 23SGS01

SGS Polska Sp. z o. o.

Jerozolimskie Business Park

Al. Jerozolimskie 146A

N Chemirol
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study Owner
Y/N

02-305 Warszawa Poland
GLP
Not published

KCA 6.3

T. Peda

2024

Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
in sugar beet (Raw Agricultural Commodity) after one application of CHR/F/SCORPIO 325 SC — one
harvest study trial in Hungary - 2023

Study number 23SGS02

SGS Polska Sp. z o. o.
Jerozolimskie Business Park
Al Jerozolimskie 146A
02-305 Warszawa Poland
GLP

Not published

N Chemirol

KCA 6.3

T. Peda

2024

Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
in sugar beet (Raw Agricultural Commodity) after one application of CHR/F/SCORPIO 325 SC — one
harvest study trial in Germany - 2023

Study number 23SGS04

SGS Polska Sp. z o. o.
Jerozolimskie Business Park
Al. Jerozolimskie 146A
02-305 Warszawa Poland
GLP

Not published

N Chemirol

KCA 6.3

T. Peda

2024

Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T

in sugar beet (Raw Agricultural Commodity) after one application of CHR/F/SCORPIO 325 SC — one
decline curve study trialin Poland - 2023

Study number 23SGS05

N Chemirol
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Title

Company Report No.

Data point Author(s) Year |Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study Owner
Y/N

SGS Polska Sp. z o. o.
Jerozolimskie Business Park
Al Jerozolimskie 146A
02-305 Warszawa Poland
GLP

Not published

KCA 6.3 |T. Peda 2024 |[Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T

in sugar beet (Raw Agricultural Commodity) after one application of CHR/F/SCORPIO 325 SC — one
decline curve study trial in Hungary - 2023

Study number 23SGS06

SGS Polska Sp. z o. o.

Jerozolimskie Business Park

Al. Jerozolimskie 146A

02-305 Warszawa Poland

GLP

Not published

N Chemirol

KCA 6.3 |T. Peda 2024 |[Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T

in sugar beet (Raw Agricultural Commodity) after one application of CHR/F/SCORPIO 325 SC — one
decline curve study trial in Northern France - 2023

Study number 23SGS07

SGS Polska Sp. z o. o.

Jerozolimskie Business Park

Al. Jerozolimskie 146A

02-305 Warszawa Poland

GLP

Not published

N Chemirol

KCA 6.3 |T. Peda 2024 |[Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
in sugar beet (Raw Agricultural Commodity) after one application of CHR/F/SCORPIO 325 SC — one

N Chemirol




CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC
Part B — Section 7 - Core Assessment
Applicant version

Page 161 /350

Version October 2023
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Published or not
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study Owner
Y/N

decline curve study trial in Denmark — 2023
Study number 23SGS08

SGS Polska Sp. z o. o.

Jerozolimskie Business Park

Al. Jerozolimskie 146A

02-305 Warszawa Poland

GLP

Not published

KCA 6.3

T. Peda

2024

Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
in sugar beet (Raw Agricultural Commodity) after one application of CHR/F/SCORPIO 325 SC — one
harvest study trial in Poland - 2023

Study number 23SGS46

SGS Polska Sp.z o. o.
Jerozolimskie Business Park
Al Jerozolimskie 146A
02-305 Warszawa Poland
GLP

Not published

N Chemirol

KCP 6.10
KCP
6.10.1

S. Mahlow
C. Ezeobi-Chris

2023

Determination of Residues of Difenoconazole, Azoxystrobin and Triazole Derivate Metabolites (TDMs)
in Honey after Two applications of CHR/F/SCORPIO 325 SC in Winter Oilseed Rape at Four Sites in
Central and Southern Europe in 2022/2023

Study Code: S22-08279

Analytical Phase Code: S22-08279-L1

Eurofins Agroscience Services Ecotox GmbH

Eutinger Str. 24

D-75223 Niefern-Oschelbronn Germany

N Chemirol
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

GLP
Not published

KCP 6.1

S. Niewelt-Stasiak

2022

Triazole Derivative Metabolites (TAA, TA, 1,2,4-T, TLA) in wheat (grain, straw, plant) and Oilseed Rape
(OSR) (seed, straw, plant) - stability study

Study No: DPL/129/2021

SGS Polska Sp. z 0.0. ul. Jana Kazimierza 3 01-248 Warszawa LABORATORIUM SGS POLSKA ul.
Cieszynska 52 A 43-200 Pszczyna, POLAND

GLP

Chemirol

KCA 6.3

K. Wanczyk

2024

Magnitude of the azoxystrobin and difenoconazole and it’s triazole metabolites: triazole alanine (TA), 1,2,4-triazole
(1,2,4-T), triazole acetic acid (TAA), triazole lactic acid (TLA) residues in Oil Seed Rape (Raw Agricultural
Commodity) after two applications of CHR/F/SCORPIO 325 SC — one decline curve study trial in Poland — 2023
Study number 23SGS47

SGS Polska Sp. z o. o.

Jerozolimskie Business Park

Al. Jerozolimskie 146A

02-305 Warszawa Poland

GLP

Not published

Chemirol

List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review

Data
point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

KCP 6.1

Beidler WT.

1991a

Stability of CGA-169374 residues in potatoes under freezer storage conditions for 2 years.
Novartis Crop Protection AG, Basel, Switzerland.

N

Syngenta
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Data
point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

Ciba-Geigy Corp., Greensboro, United States Report No ABR-90070.
GLP, Unpublished.
Syngenta File No CGA 169374/0453

KCP 6.1

Beidler WT.

1991b

Stability of CGA-169374 residues in potatoes under freezer storage conditions for 2 years.
Novartis Crop Protection AG, Basel, Switzerland.

Ciba-Geigy Corp., Greensboro, United States Report No ABR-90069.

GLP, Unpublished.

Syngenta File No CGA 169374/0452

Syngenta

KCP 6.1

Beidler WT.

1992

Stability of CGA-169374 residues in lettuce, soybeans and wheat forage under freezer storage conditions for one
year.

Syngenta Crop Protection AG, Basel, Switzerland.

Ciba-Geigy Corp., Greensboro, United States Report No ABR-91024.

GLP, Unpublished.

Syngenta File No CGA 169374/0617

Syngenta

KCP 6.1

Kithne-Thu H.

1994

Residue stability of CGA-169374 (difenoconazole) in banana (whole fruit) under freezer storage conditions.
Novartis Crop Protection AG, Basel, Switzerland.

Ciba-Geigy Ltd. Basel, Switzerland. Report No 125/93.

GLP, Unpublished.

Syngenta File No CGA 169374/0934

Syngenta

KCP 6.1

Hayworth CG.

1998

Stability of CGA-169374 fortified into wheat and cotton substrates under freezer conditions.
Novartis Crop Protection AG, Basel, Switzerland.

Novartis Crop Protection Inc., Greensboro, United States

Report No ABR-98061. GLP, Unpublished.

Syngenta File No CGA 169374/1644

Syngenta

KCP 6.1

Wurz REM.

1993a

Storage stability study of CGA-169374 in dairy and poultry tissues, eggs and milk under freezer storage
conditions.

Novartis Crop Protection AG, Basel, Switzerland.

Ciba-Geigy Corp., Greensboro, United States Report No ABR-93012.

GLP, Unpublished.

Syngenta File No CGA 169374/0795

Syngenta

KCP 6.1
KCP 6.4.1

Tribolet R.

2000

Residue of difenoconazole (CGA 169374) and its metabolite CGA 205375 in milk, blood, and tissues (muscle, fat,

liver, kidney) of dairy cattle resulting from feeding of difenoconazole at three dose levels.

Syngenta
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Data
point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

Novartis Crop Protection AG, Basel, Switzerland.
Report No 202/99. GLP, Unpublished.
Syngenta File No CGA 169374/2039

KCP 6.2.1

Madrid SO. Huber MK

1987a

The distribution and characterization of phenyl-14C vs. triazole 14C-CGA 169374 on spray treated tomatoes — a
side by side comparison study in greenhouse.

Novartis Crop Protection AG, Basel, Switzerland.

Ciba-Geigy Corp., Greensboro, United States Report No ABR-87025.

Not GLP, Unpublished.

Syngenta File No CGA 169374/0043

Syngenta

KCP 6.2.1

Madrid SO. Huber MK

1987b

The distribution and characterization of phenyl-14C vs. triazole 14C-CGA 169374 on their metabolites in field
grown tomatoes.

Novartis Crop Protection AG, Basel, Switzerland.

Ciba-Geigy Corp., Greensboro, United States Report No ABR-87033.

Not GLP, Unpublished.

Syngenta File No CGA 169374/0044

Syngenta

KCP 6.2.1

Velagaleti PR.

1990a

Metabolism of triazole-14C-CGA 169374 in spray-treated tomatoes.
Novartis Crop Protection AG, Basel, Switzerland.

Battelle, Columbus, United States Report No N-0964-0600.

GLP, Unpublished.

Syngenta File No CGA 169374/0355

Syngenta

KCP 6.2.1

Schweitzer MG

1990a

Metabolism of phenyl-14C-CGA 169374 in spray-treated tomatoes.
Novartis Crop Protection AG, Basel, Switzerland.

Battelle, Columbus, United States Report No N-0964-0700.

GLP, Unpublished.

Syngenta File No CGA 169374/0356

Syngenta

KCP 6.2.1

Hubbard L.

1991a

Uptake and metabolism of 14C-CGA 169374 by wheat resulting from seed treatment application under field
conditions.

Novartis Crop Protection AG, Basel, Switzerland.

Ciba-Geigy Corp., Greensboro, United States Report No ABR-90009.

GLP, Unpublished.

Syngenta File No CGA 169374/0415

Syngenta

KCP 6.2.1

Hubbard L.

1991b

Uptake and metabolism of 14C-CGA 169374 by wheat resulting from seed treatment application under greenhouse

Syngenta
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Data
point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

conditions.

Novartis Crop Protection AG, Basel, Switzerland.

Ciba-Geigy Corp., Greensboro, United States Report No ABR-90010.
GLP, Unpublished.

Syngenta File No CGA 169374/0416

KCP 6.2.1

Hubbard L.

1991c

Uptake and metabolism of 14C-CGA 169374 by wheat resulting from foliar spray application under greenhouse
environment. Novartis Crop Protection AG, Basel, Switzerland.

Ciba-Geigy Corp., Greensboro, United States Report No ABR-90011.

GLP, Unpublished.

Syngenta File No CGA 169374/0417

Syngenta

KCP 6.2.1

Schweitzer MG

1990b

Metabolism of phenyl-14C-CGA 169374 in spray-treated potatoes.
Novartis Crop Protection AG, Basel, Switzerland.

Battelle, Columbus, United States Report No N-0964-0400.

GLP, Unpublished.

Syngenta File No CGA 169374/0357

Syngenta

KCP 6.2.1

Velagaleti PR.

1990b

Metabolism of triazole-14C-CGA 169374 in spray-treated potatoes.
Novartis Crop Protection AG, Basel, Switzerland.

Battelle, Columbus, United States Report No N-0964-0500.

GLP, Unpublished.

Syngenta File No CGA 169374/0489

Syngenta

KCP 6.2.1

Capps T.

1992

Uptake and metabolism of 14C-CGA 169374 by grapes from foliar spray treatment.
Novartis Crop Protection AG, Basel, Switzerland.

Ciba-Geigy Corp., Greensboro, United States Report No ABR-92003.

GLP, Unpublished.

Syngenta File No CGA 169374/0537

Syngenta

KCP 6.2.1

Neumann Ch.

1993a

Metabolism of [Phenyl-'*C] CGA-169374 in field grown spring rape.
Novartis Crop Protection AG, Basel, Switzerland.

Ciba-Geigy Ltd. Basel, Switzerland. Report No 11/93.

GLP, Unpublished.

Syngenta File No CGA 169374/0809

Syngenta

KCP 6.2.1

Neumann Ch.

1993b

Metabolism of [Triazole-'*C] CGA-169374 in field grown spring rape.
Novartis Crop Protection AG, Basel, Switzerland.

Syngenta
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Ciba-Geigy Ltd. Basel, Switzerland. Report No 12/93.
GLP, Unpublished.
Syngenta File No CGA 169374/0810

KCP 6.2.2 | xxxXXX 1988 [Metabolism of triazole and phenyl-14C-CGA 169374 in lactating goats dosed daily for ten consecutive Y Syngenta
days

XXXXXX

Report No. ABR-88087

Not GLP

Unpublished

Syngenta File No CGA 169374/0234

KCP 6.2.2 [ xxxxxx 1990a ([[14C] CGA169734 phenyl and triazole label distribution, elimination and metabolsim in goats Y Syngenta
XXXXXX

Report No. ABR-89100

GLP

Unpublished

Syngenta File No CGA 169374/0379

KCP 6.2.2 | xXxXXXX 1996 [Metabolism of phenyl-14C-CGA 169374 in lactating goats Y Syngenta
XXXXXX

Report No. ABR-95099

GLP

Unpublished

Syngenta File No CGA 169374/1232

KCP 6.2.2 | xXXXXX 1989 [Metabolism of triazole and phenyl-14C-CGA 169374 in laying hens dosed daily for fourteen consecutive Y Syngenta
days

XXXXXX

Report No. ABR-89051

GLP

Unpublished

Syngenta File No CGA 169374/0234

KCP 6.2.2 | xxxxxX 1990b [[14C] CGA169734 phenyl and triazole label distribution, elimination and metabolsim in hens Y Syngenta
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Data
point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

XXXXXX
Report No. ABR-89101

GLP

Unpublished

Syngenta File No CGA 169374/0364

KCP 6.2.2

XXXXXX

2004

[triazole-14C] CGA-169374 — nature of the residue in laying hens
XXXXXX

Report No. 786-02

GLP

Unpublished

Syngenta File No CGA 169374/2441

Syngenta

KCP 6.5.2

Muir GT.

2003

Difenoconazole: Aqueous hydrolysis at 90, 100 & 120 °C.

Syngenta Crop Protection AG, Basel, Switzerland.

Syngenta — Jealott’s Hill International, Bracknell, Berkshire, United Kingdom. Report No RJ3360B
GLP, Unpublished.

Syngenta File No CGA 169374/2312

Syngenta

KCP 6.5.2

Simon P.

2002c

Determination of residues of difenoconazole after application of Score in apples and processed commodities in
Germany.

Syngenta Crop Protection AG, Basel, Switzerland.

Syngenta Agro GmbH, Maintal, Germany. Report No gap82901

GLP, unpublished.

Syngenta File No CGA 169374/2282

Syngenta

KCP 6.5.2

Kiithne-Thu H.

1997a

CGA-169374 (and metabolite CGA 205375), 250 EC, A-7402 G, apples and processed fractions, Chile.
Novartis Crop Protection AG, Basel, Switzerland.

Novartis Crop Protection AG, Basel, Switzerland.

Report No 2205/94 GLP, Unpublished.

Syngenta File No CGA 169374/1424

Syngenta

KCP 6.5.2

Kithne-Thu H.

1997b

CGA-169374 (and metabolite CGA 205375), 250 EC, A-7402 G, apples and processed fractions, Chile.
Novartis Crop Protection AG, Basel, Switzerland.

Novartis Crop Protection AG, Basel, Switzerland.
Report No 2204/94 GLP, Unpublished.

Syngenta File No CGA 169374/1426

Syngenta
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Data
point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

KCP 6.5.2

Kiihne-Thu H.

1997¢

CGA-169374 (and metabolite CGA 205375), 250 EC, A-7402/780 A, apples and processed fractions, Brazil.

Novartis Crop Protection AG, Basel, Switzerland.
Novartis Crop Protection AG, Basel, Switzerland.
Report No 2195/94 GLP, Unpublished.

Syngenta File No CGA 169374/1431

N

Syngenta

KCP 6.6.1

Walser M.

1994a

Outdoor confined accumulation study on rotational crops after bare ground soil application of ['*C-phenyl]-
CGA-169374. Novartis Crop Protection AG, Basel, Switzerland.

Ciba-Geigy Ltd., Basel, Switzerland. Report No 8/94.

GLP, Unpublished.

Syngenta File No CGA 169374/0924

Syngenta

KCP 6.6.1

Walser M.

1994b

Outdoor confined accumulation study on rotational crops after bare ground soil application of ['*C-triazole]-
CGA-169374. Novartis Crop Protection AG, Basel, Switzerland.

Ciba-Geigy Ltd., Basel, Switzerland. Report No 4/94.

GLP, Unpublished.

Syngenta File No CGA 169374/2395

Syngenta

KCP 6.6.1

Close C.

1995

14C-CGA-169374: Uptake and distribution of residues in confined rotational crops.
Novartis Crop Protection AG, Basel, Switzerland.

Ciba-Geigy Corp., Greensboro, United States Report No ABR-95057.

GLP, Unpublished.

Syngenta File No CGA 169374/1118

Syngenta

KCA 6.10

Heyer R.

1995a

CGA-169374 (metabolite CGA 131013), 250

EC, A-7402 G, rotational crop: carrot, soil, Germany.
Novartis Crop Protection AG, Basel, Switzerland.

RCC Umweltchemie GmbH & Co. KG, Rossdorf, Germany.
Report No 488002. GLP, Unpublished.

Syngenta File No CGA 169374/1215

KCA 6.10

Heyer R.

1995b

CGA-169374 (metabolite CGA 131013), 250

EC, A-7402 G, rotational crop: spinach, soil, Germany.
Novartis Crop Protection AG, Basel, Switzerland.

RCC Umweltchemie GmbH & Co. KG, Rossdorf, Germany.
Report No 488001. GLP, Unpublished.

Syngenta File No CGA 169374/1216

Syngenta
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Published or not
KCP Burke, S.R. 1997 | Azoxystrobin and R230310: storage stability in various crops stored deep frozen for up to two years. Final N Syngenta
6.1/03 report
Report RJ2404B
ZENECA agrochemicals
KCP Burke, S.R. 1995a |ICIA5504 andR230310: Storage stability in Various Crops Stored Deep Frozen for up to two years. Interim N Syngenta
6.1/04 Report 1 (Cereals, Grapes and Wine)

RJ1858B, RIP96-00140

KCP Weeb, J. et al. 1995 |ICIA5504: Metabolism in Peanuts N Syngenta
6.2.1/05 RJ1807B

RIP96-001006
KCP Wilkinson, M.J.et al. | 1994 |ICIA5504: Metabolism in Winter Wheat N Syngenta
6.2.1/06 RJ1682B

RIP96-00103
KCP Allin, R. etal. 1995 [ICIA5504: Metabolism in Winter Wheat N Syngenta
6.2.1/07 RJ1888B

RIP96-00104
KCP Goldsby, G. et al. 1995 [ICIAS504 (14C-pyrimidinyl): Confined Rotatioanl Crop study N Syngenta
6.6.1/02 RR 95-034B

RIP96-00143
KCP Miller, M.M and 1995 |ICIA5504-Cyanophenyl: Confined Rotational Crop Study N Syngenta
6.6.1/03 | Wilson, W. RR 95-017B

RIP96-00144
KCP Rambling, D. D..R., 1995 |ICIA5504 (14-phenylacrylate): Confined Rotational Crop Study N Syngenta
6.6.1/04 Labatore, D.N. and RR95-011B

Walker, F.H. RIP96-00142

KCP XXXXXX 1995 |ICIA5504: Metablism of Orally Administered Multiple Doses in the Lactating Goat Y Syngenta
6.2.2/04 RJ1805B

RIP96-00107
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P GLP or GEP status Y/N
Published or not
KCP XXXXXX 1996 |ICIA5504: Metabolism of orally Administered Multiple Doses in Lactating Goat Y Syngenta
6.2.2/05 RJ2083B
Syngenta File No. IC15504/0739
KCP XXXXXX 1996 | 14C-ICIA5504: Metabolism of Orally Administered Multiple Doses in the Laying Hens Y Syngenta
6.2.2/06 RJ2084B
Syngenta File No. ICI5504/0738
KCP Sapiets, A. 1995 |ICIA5504: Residue Levels in Wheat Grain and Milled Process Fractions from a Trial carried out in Germany N Syngenta
6.3/08 Chamier, O. drugin 1995
Dittrich, R.. JR2065B, RIP96-00191
KCP Sapiets, A. 1997 |ICIA5504: Residue Levels in Malting Barley and Process Fractions from Studies Conducted in Germany N Syngenta
6.3/09 Chamier, O. during 1996
RJ2382B
GLP
Unpublished
KCP Sapiets, A. and Hall, | 1998 [ICIA5504: Residue Levels in Malting Barley and Brewing Fractions from a Trial conducted in the United N Syngenta
6.3/10 G. Kingdom during 1996
RJ2452B
GLP
Unpublished
KCP Simon, P. 2006 |Azoxystrobin: Residue Study in oron Barley and Processed Barley Products in Germany 2005 (Test Product: N Syngenta
6.3/11 A12705B)

Report No. gha210004, Syngenta File No. ICI5504/3546
Syngenta Agro GMBH, Germany

KCP Heillaut, C. 2008 | Azoxystrobin (ICI5504): Residue Study on Wheatand Processed Wheat Products from Switzerland in 2006 N Syngenta
6.3/12 Report No. T000676-06-REG. ADME, Syngneta File No. ICI5504/3940

Bioanalyses, France
KCP Sapiets, A., Chamier,| 1996 [Processing study: milling/baking of wheat N Syngenta
6.5.2/01 O. and Dittrich, R. RJ2065B ICI5504/0718

KCP Clarke, D.M. and 1997 | Processing study: milling/baking of wheat RJ2297B N Syngenta
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GLP or GEP status Y/N
Published or not

Data
point

6.5.2/02 Chamier, O.D.

KCP Sapiets, A. 1997 | Azoxystrobin and Flutriafol — Residua Levels in Oil Seed Rape from Trials conducted in the United N Syngenta
6.3/26 Bailey, A. Kingdom during 1996

Report No RJ2366B

Zeneca Agrochemicals, Jealott’s Hill, UK
GLP

Unpublished

KCP Sapiets, A. 1998 |Azoxystrobin and Flutriafol — Residua Levels in Oil Seed Rape from Trials conducted in the France N Syngenta
6.3/27 Bailey, A. during 1996

Report No RJ2419B

Zeneca Agrochemicals, Jealott’s Hill, UK
GLP

Unpublished

KCP Sapiets, A. 1998 [Azoxystrobin and Flutriafol — Residuea Levels in Oil Seed Rape from Trials conducted in the France N Syngenta
6.3/28 Bailey, A. during 1997

Report No RJ2524B

Zeneca Agrochemicals, Jealott’s Hill, UK
GLP

Unpublished

KCP Sapiets, A. 1998 [Azoxystrobin and Flutriafol — Residuea Levels in Oil Seed Rape from Trials conducted in the United N Syngenta
6.3/29 Bailey, A. Kingdom during 1997

Report No RJ2591B

Zeneca Agrochemicals, Jealott’s Hill, UK
GLP

Unpublished
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Title
Company Report No. Vertebrate

Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N

Published or not

List of data relied on and not submitted by the applicant but necessary for evaluation

Title
Company Report No. Vertebrate

Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N

Published or not
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Appendix 2 Detailed evaluation of the additional studies relied upon

A2l Azoxystrobin and difenoconazole

A21.1 Stability of residues

A21.11 Stability of residues during storage of samples
A2.1.1.1.1 Storage stability of residues in plant products

Netrequired:

For Triazole Derivative Metabolites (TAA, TA, 1,2,4-T, TLA) in Oilseed Rape

A.2.1.1.1.1.1 Study 1

Comments of zZRMS: [The objective of the study was to evaluate the stability of triazole derivative
metabolites (TAA, TA, 1,2,4-T, TLA) in wheat - grain, straw, plant and in oilseed
rape (OSR) - seed, straw, plant. Specimen extraction were performed according to
the multi-residue QuPPe method. Quantification was performed by use of LC+
MS/MS detection.

The limit of quantification (LOQ) of the analytical method was 0.01 mg/kg for
each compound. The method for determination of TDM (TAA, TA, 1,2,4-T, TLA
in oilseed rape was validated and results was summarized in study VAL/10/2021
(see dRR Part BS).

For each analyte, one mass transition was evaluated and used for quantification. Al
second and third mass transition was monitored for confirmation of peak identity.
Representative chromatograms are shown in the report.

The study is accepted. Triazole derivative metabolites (TAA, TA, 1,2,4-T, TLA
in oilseed rape are stable for 300 days.

Reference: KCP 6.1

Report Triazole Derivative Metabolites (TAA, TA, 1,2,4-T, TLA) in wheat (grain,
straw, plant) and Oilseed Rape (OSR) (seed, straw, plant) - stability study,
Study No: DPL/129/2021, S. Niewelt-Stasiak, 2022

Guideline(s): 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

Guidance Document on Pesticide Analytical Methods for Risk Assessment
and Post-approval Control and Monitoring Purposes, SANTE/2020/12830
Rev.1, 24 February 2021

Deviations: No
GLP: Yes
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Acceptability:

For this documentation, the stability of Triazole Derivate Metabolites for oilseed is important, therefore

Yes

this part will be described in this documentation.

STUDY OBJECTIVE

The objective of the study was to evaluate the stability of Triazole Derivative Metabolites (TAA, TA,
1,2,4-T, TLA) in wheat - grain, straw, plant and in oilseed rape (OSR) - seed, straw, plant.

Table 4. Scheme of study for cilseed rape - seed

Storage Period

- sead

Metabolites (TAA, TA,
1,24-T, TLA)

Commodity Analyte Samples for analysis
[days]
oilseed rape (OSR) Triazo%e Derivative 0 2 control samples (freshly
- seed Metabolites (TAA, TA, fortified) + blank sample
1,2,4-T, TLA)
oilseed rape (OSR) Triazole Derivative 203 3 storage samples + 2

freshly fortified samples +
blank sample

Table 5. Scheme of study for oilseed rape - straw

Commodity

Analyte

Storage Period

Samples for analysis

- straw

Metabolites (TAA, TA,
1,2,4-T, TLA)

[days]
oilseed rape (OSR) Triazo%e Derivative 0 2 control samples (freshly
- straw Metabolites (TAA, TA, fortified) + blank sample
1,2,4-T, TLA)
oilseed rape (OSR) Triazole Derivative 200 3 storage samples + 2

freshly fortified samples +
blank sample

Table 6. Scheme of study for cilseed rape - plant

Commodity

Analyte

Storage Period

Samples for analysis

[days]
oilseed rape (OSR) Triazo!e Derivative 0 2 control samples (freshly
- plant Metabolites (TAA, TA, fortified) + blank sample
1,24-T, TLA)
oilseed rape (OSR) Triazo!e Derivative 3 storagele samples + 2
- plant Metabolites (TAA, TA, 301 freshly fortified samples +
1,2.4-T, TLA) blank sample
ANALYTICAL METHOD

Specimen extraction and determination of residues of Triazole Derivative Metabolites (TAA, TA, 1,2,4-
T, TLA) in oilseed rape were performed according to the multi-residue QuPPe method. Quantification
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was performed by use of LC-MS/MS detection. The limit of quantification (LOQ) of the analytical
method was 0.010 mg/kg for each compound.

Test item: Triazole Derivative Metabolites (TAA, TA, 1,2,4-T, TLA) Explanation of abbreviations:
TAA = triazole acetic acid

TA = triazole alanine 1

,2,4-T = 1,2 ,4-triazole

TLA = triazole lactic acid

METHOD VALIDATION

The method for determination of Triazole Derivative Metabolites (TAA, TA, 1,2,4-T, TLA) in oilseed
rape (grain, whole plant without roots, straw) was validated at Test Site SGS Polska Sp. z o. o., ul.
Cieszynska 52A, Pszczyna, according to SANTE/2020/12830 Rev.1 guidelines. Validation criteria and
results was summarized in study VAL/10/2021, entitled: ““Validation of an analytical method for the
determination of residues of Triazole Derivative Metabolites (TAA, TA, 1,2,4-T, TLA) in Oilseed Rape
(OSR) - seed, straw, plant”.

INITIAL SAMPLE PREPARATION AND HOMOGENISATION

Untreated oilseed rape samples originated from previous GLP study. Samples were stored in a freezer at <
-180C before analysis. After removal from the freezer the samples were homogenized using a knife
grinder. Then prepared a series of spiked samples that were dedicated as storage samples. It was weighed
5 g (oilseed rape seed and plant) / 2 g (oilseed rape straw) samples into clean 50 mL centrifuge tubes.
After adding 50 pL (oilseed rape seed and plant) / 20 pL (oilseed rape straw) of fortification solution at
concentration 10.0 pg/mL, the samples were transferred to the freezer. The scheme was as follows:

Procedural scheme for oilseed rape seed

e i Extraction
No. | Laboratory sample code Treatment '5"_”_1':"‘ Fm'i"',a""l Analysis
type Lvate
Date
1 OSR grain, sample blank blank sample | ollseedrape | o 45 5054 15.12.2021
(fresh) seed
ilseed
2 | OSRgrain, PK10,10mgkg | freshfortified | = Szee:pe 15.12.2021 15.12.2021
3 | OSR grain, PK2 0,10 mg-kg fresh fortified | O1S8913PE | 4g 45 2021 15.12.2021

seed

oilseed rape

4 archival 1, OSR grain storage sample 15.12.2021* 14.10.2022

seed
oilseed rape
5 archival 2, OSR grain storage sample seed 15.12.2021 14.10.2022
8 archival 3, OSR grain storage sample °"si:;fpe 15.12.2021* 14.10.2022
7 OSR grain, sample blank blank sample | cllseed rape | 4, 46 5095 14.10.2022
(fresh) seed
_ _ oilseed rape
8 OSR grain, PK1 0,10 mg-kg fresh fortified seed 14.10.2022 14.10.2022
9 | OSRgrain, PK2 0,10 mg-kg fresh fortified | C1SS%913PE | 44 400020 14.10.2022

seed

*only weighed and spiked, without extraction
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Procedural scheme for oilseed rape plant

plant

sample Preparation cxtraction/
No. | Laboratory sample code Treatment < y Analysis
type Date
Date
1 OSR plant. sample blank blank sample | ollseed rape | g 4, 5054 15.12.2021
(fresh) plant
o | OSR plant. PK1 0,10 mg-kg fresh fortified °"5""Td :Epe 15.12.2021 15.12.2021
plan
ilseed
3 | OSRplant PK2010mg-kg | freshfortified | ° silanfpe 15.12.2021 15.12.2021
ilseed
4 archival 1, OSR plant storage sample | = Eilan;ape 1512.2021* | 12.10.2022
5 archival 2, OSR plant storage sample “"Eifjn;ape 1512.2021* | 12102022
. oilseed rape
6 archival 3, OSR plant storage sample plant 15.12.2021* 12.10.2022
7 OSR plant, sample blank blank sample | oilseed rape | 4, 44 5059 12.10.2022
(fresh) plant
) oilseed rape
8 OSR plant, PK1 0,10 mg-kg fresh fortified plant 12.10.2022 12.10.2022
) oilseed rape
9 OSR plant, PK2 0,10 mg-kg fresh fortified 12.10.2022 12.10.2022

*only weighed and spiked, without extraction
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Procedural scheme for oilseed rape straw

=ample Preparation Extraction]
No. | Laboratory sample code Treatment P P Analysis
type Date
Date
oilseed rape
1 | OSRstraw, sample blankicd | 2Nk sample PE | 15122021 | 15122021
(fresh) straw
OSR straw, PK1 0,10 mg- _ ilseed
2 s " fresh fortified | © oo P | 45.12.2021 15.12.2021
kg.ed straw
3 OSR straw, PK2 0,10 mg- fresh fortified | 215559 BP€ | 45 45 2001 15.12.2021
kg.led slraw
4 archival 1, OSR straw.led | storage sample “"EEE‘::"E 15.12.2021* | 11.10.2022
ilseed
5 archival 2, OSR strawled | storage sample | = EZFE:“E 15.12.2021* | 11.10.2022
6 archival 3, OSR straw.led | storage sample “"Ejﬁgfpe 15.12.2021* | 11.10.2022
7 OSR, sample blank lcd blank sample | oilseed rape | 4 44 5059 11.10.2022
(fresh) straw
oilseed rape
8 OSR, PK1 0,10 mg-kg.led fresh fortified straw P 11.10.2022 11.10.2022
9 OSR, PK2 0,10 mg-kg.led fresh fortified “"Eiﬁgfpe 11.10.2022 11.10.2022

*only weighed and spiked, without extraction

All storage samples were further stored at = -18°C until beginning of analysis.

EXTRACTION

5 g (grain/seed, plant)/ 2 g (straw) of the homogenized sample was weighed into a 50 mL centrifuge tube.
10 mL of water and 10 mL of acidified methanol (with 1 % of HCOOH) was added together with 50 pL
of internal standard solution (IS WS I), and the mixture was shaken vigorously by hand for one minute,
then centrifuged at 4700 rpm for 10 min for phase separation and finally subjected to a freezing process at
<-18°C for 2 h. After that, extract was filtered through a membrane filter and the final extract was
directly employed for LC-MS/MS analysis.

FORTIFICATION AND CONTROL SAMPLES

For each analytical sequence one sample blank and two fresh procedural recoveries at the level of 10 x
LOQ (0.10 mg/kg) were prepared. 5 g (grain/seed, plant)/ 2 g (straw) of the homogenized control sample
was weighed into a 50 mL centrifuge tube. Appropriate active substance standard solution was added (see
Tables 13 and 14 for amounts and section “Preparation of Intermediate Calibration and Fortification
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Solutions” for information on solution preparation) together with 50 pL of internal standard solution (IS
WS ).

Table 13. Preparation of fortification and control samples - grain/seed, plant

Amount of standard solution Amount of internal standard
Fortification level S 'bc-licllfltic[p;'Lh]- - solution
. d L= " r p
IS-WS | added [pL]

Matrix blank - 50

PK 0.10 mgfkg (10 x LOQ) 50.0 50

Table 14. Preparation of fortification and control samples - straw

Amount of internal standard
Amount of standard solution s

Fortification level P solution
-1 added [uL] IS-WS | added [pL]

Matrix blank - 50

PK 0.10 mgfkg (10 x LOQ) 20.0 50

15.12.2021 (point <’0* for oilseed rape) — it was extraction and analysis of one fresh blank sample and
two fresh fortified samples in case of oilseed rape seed, oilseed rape plant and oilseed rape straw

11.10.2022 (end point for oilseed rape straw) - it was extraction and analysis of one fresh blank sample,
two fresh fortified samples and three storage samples (that were spiked with triazole metabolites at the
level of 10xLOQ 15.12.2021 (oilseed rape straw)) — separately for wheat straw and for oilseed rape straw

12.10.2022 (end point for oilseed rape plant) - it was extraction and analysis of one fresh blank sample,
two fresh fortified samples and three storage samples (that were spiked with triazole metabolites at the
level of 10xLOQ) 15.12.2021 (oilseed rape plant)) for oilseed rape plant

14.10.2022 (end point for oilseed rape seed) - it was extraction and analysis of one fresh blank sample,
two fresh fortified samples and three storage samples (that were spiked with triazole metabolites at the
level of 10xLOQ 15.12.2021

RESULTS AND CONCLUSIONS

The following residues concentration was determined in blank and fresh fortified samples analyzed on
14.12.2021 - 21.11.2022.
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Results for analyzed samples on 15.12.2021 (“zero” study time for oilseed rape)

Result [mg/kg]
Mo | Commodity Treatment Sample IL,'I.I.] :;C. [] iw” by the
laboratory
TAA TA TLA 1.2.4-T

1 “'"Sziéape untreated OSR grain, sample blank <lOD | <LOD | <LOD | <LOD
oilseed rape

2 seed fresh fortified OSR grain, PK1 0,10 mg-kg 0.092 0.094 0.091 0.093
cilseed rape

3 seed fresh fortified OSR grain, PK2 0,10 mg-kg 0.10 0.10 0.098 0.10
cilseed rape

4 plant untreated OSR plant. sample blank <LOD <LOD <LOD <LOD
cilseed rape

5 plant fresh fortified OSR plant. PK1 0,10 mg-kg 0.10 0.081 0.085 0.097
cilseed rape

6 plant fresh fortified OSR plant. PK2 0,10 mg-kg 0.12 0.004 0.10 0.12
cilseed rape

7 straw untreated OSR straw, sample blank <LOD <LOD <LOD <LOD
oilseed rape

8 atraw fresh fortified OSR straw, PK1 0,10 mg-kg 0.098 0.080 | 0.094 | 0.094
oilseed rape

2] straw fresh fortified OSR straw, PK2 0,10 mg-kg 0.098 0.079 0.10 0.097

Calculation based on unrounded values;

TAA - triazole acetic acid; TA - triazole alanine; TLA - triazole lactic acid; 1,2 4-T — 1,2 4-triazole

Results for analyzed samples on 14.10.2022 (“303 days” study time for oilseed rape seed)

Result [mg/kg]
No | Commodity Treatment Samplo Il.-..I'IIJL:-r_S-EIj-"C 1 by
the laboratory
TAA TA TLA 1.2.4-T
1| oke=diERe | ntreated OSR grain, sample blank | <LOD | <LOD | <LoD | <LoD
pilseed rape ) :
2 seed fresh fortified QSR grain, PK1 0,10 mg-kg 0.11 012 0.1 0.10
pilseed rape ) :
3 ssed fresh fortified QSR grain, PK2 0,10 mg-kg 0.11 0.11 0.1 0.10
ilseed treated (st
4 oilseed rape | treated (storage archival 1, OSR grain 0.10 0.12 0.1 0.083
seed sample)
oilseed rape | treated (storage
5 archival 2, OSR grain 0.10 0.10 0.1 0.083
seed sample)
oilseed rape | treated (storage archival 3. OSR arain
6 seed sample) ; g 0.10 0.1 0.1 0.080

Calculation based on unrounded values;

TAA - triazole acelic acid; TA — triazole alanine; TLA - triazole lactic acid; 1,2.4-T - 1,2 4-triazole
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Results for analyzed samples on 12.10.2022 (“301 days” study time for oilseed rape plant)

Result [mg/kg]
Mo | Commodity Treatment Sampla ”'_':“f:r r:l-":"- 1 by
the laborato
TAA TA TLA 2.4-1
1 °”5if;jnrfpe untreated OSR plant, sample blank | <LOD | <LOD | <LOD | <LOD
oilseed rape )
2 plant fresh fortified OSR plant, PK1 0,10 mg-kg 0.089 0.071 0.081 0.089
oilseed rape )
3 plant fresh fortified OSR plant, PK2 0,10 mg-kg 0.090 0.086 0.083 0.088
4 cilseed rape | treated (storage archival 1, OSR plant 0.11 0.12 0.10 0.10
plant sample)
cilseed rape | treated (storage .
5 archival 2, OSR plant 011 0.099 0.10 0.10
plant sample)
6 cilseed rape | treated (storage archival 3, OSR plant 0.008 0.088 0.10 0.10
plant sample)

Calculation based on unrounded values;

TAA - triazole acetic acid; TA - triazole alanine; TLA - triazole lactic acid; 1,2.4-T - 1,2 4-triazole

Results for analyzed samples on 11.10.2022 (“300 days” study time for oilseed rape straw)

Result [mg/kg]
. o oot Sample number given by
No | Commodity Treatment the laboratory
TAA TA TLA 2.4
1| oeedrEpe | ireated OSR straw, sample blank | <LOD | <LOD | <LOD | <LOD
2 °"szfr‘:f"‘e fresh fortified | OSR straw, PK10,10mgkg | 0087 | 010 | o087 | 0083
oilseed rape ,
3 A fresh fortified OSR straw, PK2 0,10 mg-kg n.oa7 0.099 n.083 n.og2
straw
oilseed rape | treated (storage .
4 archival 1, OSR straw.led 0.090 0.091 0.093 0.081
straw sample)
ilseed treated (sk
5 | Olsesdrape | Wealed (Slorage | 02 OSRstawled | 0091 | 0084 | 0082 | 0.085
straw sample)
oilseed rape | treated (storage .
6 straw samgla) archival 3, OSR straw lcd 0.099 0.10 0.10 0.0a2

Calculation based on unrounded values;

TAA - triazole acetic acid; TA - triazole alanine; TLA - triazole lactic acid; 1,2,4-T - 1,2 4-triazole

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural recoveries
upon applying the test method. One sample blank matrix and two procedural recoveries at the level of
0.10 mg/kg per analytical set of respective matrix were analyzed during each of the sequence. The
following results for fortified samples were obtained during analysis on 14.12.2021

OILSEED RAPE SEED
triazole-acetic acid (TAA)
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Table 43. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR grain, sample blank.lcd < LOD
OSR grain, PK1 0,10 mg-kg.lcd 0.092 91.8
OSR grain, PK2 0,10 mg-kg.lcd 0.10 1013
triazole-alanine (TA)
Table 44. Quality control samples
Sample Name Result [mg/kg] Recovery [%]
OSR grain, sample blank.lcd < LOD -
OSR grain, PK1 0,10 mg-kg.lcd 0.094 94.0
OSR grain, PK2 0,10 mg-kg.lcd 0.10 1029
triazole-lactic acid (TLA)
Table 45. Quality control samples
Sample Name Result [mg/kg] Recovery [%]
OSR grain, sample blank.lcd < LOD -
OSR grain, PK1 0,10 mg-kg.lcd 0.091 91.2
OSR grain, PK2 0,10 mg-kg.lcd 0.098 98.4
1,2.4-triazole (1,2,4-T)
Table 46. Quality control samples
Sample Name Result [mg/kg] Recovery [%]
OSR grain, sample blank.lcd <L0OD
OSR grain, PK1 0,10 mg-kg.lcd 0.093 934
OSR grain, PK2 0,10 mg-kg.lcd 0.10 100.9

OILSEED RAPE PLANT

triazole-acetic acid (TAA)
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Table 47. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR plant. sample blank.lcd < LOD
OSR plant. PK1 0,10 mg-kg.led 0.10 103.9
OSR plant. PK2 0,10 mg-kg.lcd 0.12 117.5
triazole-alanine (TA)
Table 48. Quality control samples
Sample Name Result [mg/kg] Recovery [%)]
OSR plant. sample blank.lcd < L0OD -
OSR plant. PK1 0,10 mg-kg.led 0.081 81.5
OSR plant. PK2 0,10 mg-kg.led 0.094 94.3
triazole-lactic acid (TLA)
Table 49. Quality control samples
Sample Name Result [mg/kg] Recovery [%]
OSR plant. sample blank.lcd < LOD
OSR plant. PK1 0,10 mg-kg.led 0.085 84.9
OSR plant. PK2 0,10 mg-kg.led 0.10 103.3
1,2,4-triazole (1,2,4-T)
Table 50. Quality control samples
Sample Name Result [mg/kg] Recovery [%)]
OSR plant. sample blank. lcd < L0OD -
OSR plant. PK1 0,10 mg-kg.led 0.097 97.4
OSR plant. PK2 0,10 mg-kg.lcd 0.12 117.0

OILSEED RAPE STRAW

triazole-acetic acid (TAA)
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Table 51. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR straw, sample blank.lcd < LOD -
OSR straw, PK1 0,10 mg-kg.lcd 0.098 98.2
OSR straw, PK2 0,10 mg-kg.lcd 0.098 98.3
triazole-alanine (TA)
Table 52. Quality control samples
Sample Name Result [mg/kg] Recovery [%]
OSR straw, sample blank.lcd < LOD
OSR straw, PK1 0,10 mg-kg.lcd 0.080 79.6
OSR straw, PK2 0,10 mg-kg.lcd 0.079 791
triazole-lactic acid (TLA)
Table 53. Quality control samples
Sample Name Result [mg/kg] Recovery [%]
OSR straw, sample blank.lcd <LOD -
OSR straw, PK1 0,10 mg-kg.lcd 0.094 93.9
OSR straw, PK2 0,10 mg-kg.lcd 0.10 104.1
1,2,4-triazole (1,2,4-T)
Table 54. Quality control samples
Sample Name Result [mg/kg] Recovery [V]
OSR straw, sample blank.lcd < LoD
OSR straw, PK1 0,10 mg-kg.lcd 0.094 94.4
OSR straw, PK2 0,10 mg-kg.lcd 0.097 96.7
OILSEED RAPE PLANT
triazole-acetic acid (TAA)
Table 67. Quality control samples
Sample Name Result [mg/kg] Recovery [%]
OSR plant, sample blank.lcd < LOD -
OSR plant, PK1 0,10 mg-kg.led 0.089 89.1
OSR plant, PK2 0,10 mg-kg.lcd 0.080 89.7
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triazole-alanine (TA)

Table 68. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR plant, sample blank.lcd < LOD -
OSR plant, PK1 0,10 mg-kg.led 0.071 70.5
OSR plant, PK2 0,10 mg-kg.led 0.086 86.2
triazole-lactic acid (TLA)
Table 69. Quality control samples
Sample Name Result [mg/kg] Recovery [%]
OSR plant, sample blank.lcd < LOD
OSR plant, PK1 0,10 mg-kg.led 0.081 814
OSR plant, PK2 0,10 mg-kg.led 0.083 828
1,2,4-triazole (1,2,4-T)
Table 70. Quality control samples
Sample Name Result [mg/kg] Recovery [V]
OSR plant, sample blank.lcd < LOD
OSR plant, PK1 0,10 mg-kg.led 0.089 89.1
OSR plant, PK2 0,10 mg-kg.led 0.088 88.2

OILSEED RAPE STRAW

triazole-acetic acid (TAA)

Table 75. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR, sample blank.lcd < LOD
OSR, PK1 0,10 mg-kg.lcd 0.087 86.6
OSR, PK2 0,10 mg-kg.lcd 0.087 86.7

triazole-alanine (TA)
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Table 76. Quality control samples

Sample Name Result [mg/kg] Recovery [V]
OSR, sample blank.lcd < LoD
OSR, PK1 0,10 mg-kg.lcd 0.10 103.3
OSR, PK2 0,10 mg-kg.lcd 0.099 98.7
triazole-lactic acid (TLA)
Table 77. Quality control samples
Sample Name Result [mg/kg] Recovery [V]
OSR, sample blank.lcd < LOD
OSR, PK1 0,10 mg-kg.lcd 0.087 86.7
OSR, PK2 0,10 mg-kg.lcd 0.083 83.2
1,2,4-triazole (1,2,4-T)
Table 78. Quality control samples
Sample Name Result [mg/kg] Recovery [%]
OSR, sample blank.lcd < LOD -
OSR, PK1 0,10 mg-kg.led 0.083 83.2
OSR, PK2 0,10 mg-kg.led 0.082 82.0

The following results for fortified samples were obtained during analysis on 14.10.2022

OILSEED RAPE SEED

triazole-acetic acid (TAA)

Table 79. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR grain, sample blank.lcd < LOD -
OSR grain, PK1 0,10 mg-kg.lcd 0.1 106.7
OSR grain, PK2 0,10 mg-kg.lcd 0.1 109.1

triazole-alanine (TA)
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Sample Name Result [mg/kg] Recovery [%]
OSR grain, sample blank.lcd < LOD
OSR grain, PK1 0,10 mg-kg.led 0.12 118.3
OSR grain, PK2 0,10 mg-kg.lcd 0.11 112.4
triazole-lactic acid (TLA)
Table 81. Quality control samples
Sample Name Result [mg/kg] Recovery [%]
OSR grain, sample blank.lcd <L0OD
OSR grain, PK1 0,10 mg-kg.lcd 0.1 1134
OSR grain, PK2 0,10 mg-kg.lcd 0.1 113.0
1,2,4-triazole (1,2,4-T)
Table 82. Quality control samples
Sample Name Result [mg/kg] Recovery [%]
OSR grain, sample blank.lcd < LOD
OSR grain, PK1 0,10 mg-kg.led 0.10 101.9
OSR grain, PK2 0,10 mg-kg.led 0.10 102.6

All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.1

. The recovery values for PK 0.10 mg/kg (in the range of 70 — 120%) confirms the active substance
stability during the analytical procedure.

15.12.2021 (point ’0”* for oilseed rape seed) — the duration of the extraction process was about 4 hours,
the duration of the chromatographic analysis was 156 minutes (2.6 h). The total analytical procedure,
from sample extraction till analysis, was performed and completed within 1 day (about 7 h)

15.12.2021 (point ’0”* for oilseed rape plant) — the duration of the extraction process was about 4 hours,
the duration of the chromatographic analysis was 156 minutes (2.6 h). The total analytical procedure,
from sample extraction till analysis, was performed and completed within 1 day (about 7 h)

15.12.2021 (point <’0”* for oilseed rape straw) — the duration of the extraction process was about 4 hours,
the duration of the chromatographic analysis was 156 minutes (2.6 h). The total analytical procedure,
from sample extraction till analysis, was performed and completed within 1 day (about 7 h)

11.10.2022 (end point for oilseed rape straw) - the duration of the extraction process was about 4 hours,
the duration of the chromatographic analysis was 180 minutes (3 h). The total analytical procedure, from
sample extraction till analysis, was performed and completed within 1 day (about 7 h)
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12.10.2022 (end point for oilseed rape plant) - the duration of the extraction process was about 4 hours,
the duration of the chromatographic analysis was 192 minutes (3.2 h). The total analytical procedure,
from sample extraction till analysis, was performed and completed within 1 day (less than § h)

14.10.2022 (end point for oilseed rape seed) - the duration of the extraction process was about 4 hours,
the duration of the chromatographic analysis was 228 minutes (3.8 h). The total analytical procedure,
from sample extraction till analysis, was performed and completed within 1 day (about 8 h)

Extract stability is not considered to be an issue, since working standard that were used for quantification
were always prepared on the same day as the work up of the specimen for residue analysis took place.

CONCLUSIONS

The method was validated according to SANTE/2020/12830, Rev.1 guidelines.

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120%.

The limit of detection of the method was the lowest calibration standard (for each of compounds and each
of the matrices) and the limit of quantification of the method was established at 0.010 mg/kg for each of
compounds (TAA, TA, 1,2,4-T, TLA) in oilseed rape (seed, plant, straw).

There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,
TLA) in oilseed rape meets the criteria of SANTE/2020/12830, Rev.1 guidelines in terms of precision,

accuracy and uncertainty.

Table 86. Reporting for a spike level of 0.10 mg/kg - oilseed rape seed

Commodit Analyte | -.; Stability Sample 10
. (mg/kg) gl
o
oilseed rape TAA - triazole 0 . . 91.8
seed acetic acid 101.3
0.10 103.8
oilseed rape TAA — triazole 303 0.10 104.1 106.7
seed acelic acid 0'10 103'9 109.1
oilseed rape TA - triazole 0 . ] 94.0
seed alanine 102.9
012 119.8
oilseed rape TA - triazole 203 010 103.8 118.3
seed alanine 0'11 IU?-D 1124
ollseed rape TLA - triazole 0 . . 91.2
seed lactic acid 98.4
0.1 109.6
oilseed rape TLA - triazole 203 0.11 1008 1134
seed lactic acid 0'1 | 109-2 113.0
oilseed rape ) . ] 93.4
sced 1,2 4- triazole 0 100.9
) 0.083 828 101.9
ollseed rape | 4 5 4_trazole 303 0.083 82.9 '
seed 102.6
0.080 804
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Table 87. Reporting for a spike level of 0.10 mg/kg - oilseed rape plant

Residue Level in

Residue Level
in Freezer
Storage

Procedural
Recovery for

Storage F St Stab S F F
. alyte Period reezer Storage ability Sample reshly
Commodity Analyte davs Stability Sample (% of nominal Spiked
[days] (mglkg) spiking level) Control
(range plus Sample (%)
mean)
oilseed rape TAA — triazole ) ) ) 103.9
plant acetic acid 117.5
011 106.5
pilseed rape TAA - triazole 301 0.11 106.1 891
lant tic acid ) i 89.7
plan acetic aci 0.098 98.2
oilseed rape TA = triazole ) ) ) 815
plant alanine 043
012 1165
pilseed rape TA - triazole 301 0.089 g9.0 70.5
plant alanine []:[]83 8?:9 86.2
oilseed rape TLA - triazole 0 ) ) 849
plant lactic acid 103.3
0.10 103.9
oilseed rape TLA - tria;ule 301 0.10 102.0 814
plant lactic acid B2.8
0.10 101.1
oilseed rape ' 0 ) ) ar.4
plant 1,2 4- triazole 117.0
0.10 101.2 89,1
oilseed rape 1.2 4- triazole 301 0.10 100.7 '
plant 88.2
0.10 99.8

Table 88. Reporting for a spike level of 0.10 mg/kg - oilseed rape straw

Residue Level in

Residue Level
in Freezer
Storage

Procedural
Recovery for

Storage F St Stab S F F
i alvte Period reezer Storage ability Sample reshly
Commodity Analyte days Stability Sample (% of nominal Spiked
[days] (mg/kg) spiking level) Control
(range plus Sample (%)
mean)
oilseed rape TAA = triazole 0 R ) 98.2
straw acetic acid 98.3
0.080 90.3
uilsev[ad rape TAA Illnaz_zle 300 0.091 a05 223
straw acelic aci 0.089 987 .
oilseed rape TA - triazole 0 ) i 79.6
straw alanine 791
0.081 90.6
uilsev[ad rape TA I triazole 300 0.084 849 1;:33-?3
straw alanine 0.10 102 1 .
oilseed rape TLA - triazole 0 ) i 939
straw lactic acid 104.1
0.093 929
oilseed rape TLA - triagule 300 0.002 819 86.7
straw lactic acid 83.2
0.10 101.0
pilseed rape : 0 ) _ a4 .4
straw 1,2 4- triazole 6.7
0.081 812 432
ollseed rape | 4 5 4. riazole 300 0.085 84.7 '
straw 820
0.092 91.9
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A2.1.1.1.2 Storage stability of residues in animal products
A21.1.1.21 Study 1
Not required.
A 2.1.2 Nature of residues in plants, livestock and processed commodities
A 2.1.2.1 Nature of residue in plants
A 2.1.2.1.1 Nature of residue in primary crops
A21.21.11 Study 1
Not required.
A 2.1.2.1.2 Nature of residue in rotational crops
Not required.
A 2.1.2.1.3 Nature of residues in processed commodities
Not required.
A 2.1.2.2 Nature of residues in livestock

Not required.
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A213 Magnitude of residues in plants
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For Azoxystrobin and Difenoconazole and it’s triazole metabolites (triazole alanine (TA),
1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA), triazole lactic acid (TLA)

A.2.1.3.1.1 Study 1

Comments of zZRMS:

One residue field trial on oilseed rape was conducted in Poland (n=1) during 2022.
Two applications (first at BBCH 20, second at BBCH 69) of CHR/F/SCORPIO
325 SC were performed at the target dose rate of 1,0 L/ha, equivalent to 200 g
azoxystrobin and 125 g difenoconazole.

Samples were stored frozen for max 7 months prior to analysis. The stability of|
the analytes in the final extracts was proven by the corresponding procedural
recovery samples, in addition the total analytical procedure, from sample
extraction till analysis, was performed and completed within 1 day.

Specimen extraction and determination of residues of triazole derivative
metabolites (TAA, TA, 1,2,4-T, TLA) in oilseed rape (seed) were performed
according to the multi-residue QuPPe method. Quantification was performed by
use of LC-MS/MS detection. The limit of quantification (LOQ) of the analyticall
method was 0.010 mg/kg for each compound. The limit of detection (LOD) of the
analytical method was 0.004 mg/kg for each compound.

Specimen extraction and determination of residues of difenoconazole and
lazoxystrobin in oilseed rape (seed) were performed according to the multi-residue
QuEChERS method. Quantification was performed by use of LC-MS/MS
detection. The limit of quantification (LOQ) of the analytical method was 0.010
mg/kg for each compound. The limit of detection (LOD) of the analytical method|
was 0.002 mg/kg for each compound.

The methods used in the study were fully validated and accepted, see dRR Part B5S
(VAL/10/2021 and VAL/22/2023). Procedural recoveries (at the level of LOQ and|
two at the level 10 x LOQ) were within acceptable range.

INo residues of TAA, TLA, 1,2,4-T, difenoconazole and azoxystrobin above the
LOQ of the method were found. Residues of TA above the LOQ were found in
samples taken from treated (0.054 mg/kg) and untreated (0.027 mg/kg) trial plot.

The study is accepted. Results supporting the proposed GAP:
TAA:1x <LOD

TA: 1 x 0.054 mg/kg

TLA: 1 x <LOD

1,2,4 -T: 1 x <LOD

IDifenoconazole: 1 x <LOQ

IAzoxystrobin: 1 x <LOQ

Reference:

Report

Guideline(s):

KCA 6.3/01

Magnitude of the azoxystrobin and difenoconazole and it’s triazole
metabolites: triazole alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic
acid (TAA), triazole lactic acid (TLA) residues in Oil Seed Rape (Raw
Agricultural Commodity) after two applications of CHR/F/SCORPIO 325
SC — one harvest study trial in Poland — 2022,

Study Number 22SG248

K. Wanczyk

Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
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
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Commission Working Document 7029/VI/95 Rev. 5, General
Recommendations for the Design, Preparation and Realization of Residue
Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023

Deviations: No
GLP: Yes
Acceptability: Yes

Residues concentration detected in analysed field samples:

1 225GS48-01 1 cilseed rape DPL/81/2023001U | <LOD | 0027 | <LOD | <LOD <L0D <LOD
(seeds)
CH
TR
2 2256G548-01 2 C"f‘;‘;jd':]p" DPLB1/202302T | <LOD | 0084 | <Loo | <tob | <Loq LOQ

CH ~ Commercial Harvest

Residues are nol comectad for procedural recoveries

Caleulation based on unrounded values

LOD = 0.004 mg'kg, LOQ = 0.010 mg/kg (triszole metabolites)

LOD = 0.002 mg'kg, LOQ = 0.010 mg/kg (difencconazole, azoxystroben)

The objective of the study was to determine the residue level of difenoconazole, azoxystrobin, TA, TAA,
TLA, 1,2,4-T in winter oilseed rape RAC specimens in one harvest study following two applications of
the formulated product CHR/F/SCORPIO 325 SC under cultural practice typical for winter oilseed rape
production.

FORTIFICATION AND CONTROL SAMPLES
Metabolites (1,2,4-triazole, triazole alanine, triazole acetic acid and triazole lactic acid)

For analytical sequence one sample blank matrix and two procedural recoveries at the level of LOQ and
two at the level 10 x LOQ were prepared together with the study samples. 5 g of the homogenized control
sample was weighed into a 50 mL centrifuge tube. Appropriate active substance standard solution was
added (see Table 2 for amounts and section “Preparation of Intermediate Calibration and Fortification
Solutions” for information on solution preparation) together with 50 pL of internal standard solution (IS
WS I), and the samples were extracted as described in section 6.2.2. “Extraction”.

Table 2. Preparation of fortification and control samples — oilseed rape (seeds)
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Fortification leve Amount of standard solution Amount of standard g-:u ution
1.1 added [pL] 1.3 added [pL]
Matrix blank
PK 0.01 mg/kg (LOQ) - 50.0
PK 0.10 mg/kg (10xLOQ) 50.0

Extraction of all field samples as well as control and fortified samples was performed on 20.02.2024.
After that the samples were directly employed for LC-MS/MS analysis, that was started on the same day.

Difenoconazole & azoxystrobin

For analytical sequence one sample blank matrix and two procedural recoveries at the level of LOQ and
two at the level 10 x LOQ were prepared. 5 g of the homogenized untreated sample was weighed into a
50 mL centrifuge tube. Appropriate active substance standard solution was added (see Table 3 for
amounts and section 6.2.6 for information on solution preparation), and the sample was extracted as
described above

Amount of standard solution Amount of standard solution

Fortification level 1.7 added [pL] 1.8 added [pL]

Matrix blank

PK 0.010 mg/kg (LOQ) - 50

PK 0.10 mg/kg (10 x LOQ) 50

Extraction of all field samples, as well as control and fortified samples was performed on 19.01.2024 and
after that the samples were directly employed for LC-MS/MS analysis, that was started on the same day.

Conclusions

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120% and RSD <20% for average recovery. The limit of quantification of the method was
established at 0.010 mg/kg for oilseed rape (seed). There were no interfering signals at retention time of
analyzed compound in examined control matrix. The analytical method for determining the residues of
triazole derivative metabolites (TAA, TA, 1,2,4-T, TLA), difenoconazole and azoxystrobin in oilseed
rape (seed) meets the criteria of SANTE/2020/12830, Rev.2 guidelines in terms of precision, accuracy
and uncertainty.
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Active Substances:
Crop / crop group:

Responsible for reporting:

Azoxystrobin, difenoconazole
Winter Oilseed rape /Brassicaceae Burnett, Producer:
Cruciferae Juss
Katarzyna Wanczyk

SGS Polska Sp. z o. o.
Marszowice 19

Commercial Product:

CHR/F/SCORPIO 325 SC
PUH Chemirol Sp. z 0. o.

55-200 Otawa
Poland
Country: Poland Indoor/outdoor: outdoor
Nominal Content of a.s.: 325 ¢g/L Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
1 2 3 4 5 6 7 8 9 10 11
Actual application rate DALA
Residues (1) or CH Remarks
Date of % (2)
Commodity | 1-Sowin, g
LGOI v ] y Method of 2 2 Date of | BBCHat |Commodity | -2 2 | e o < -
22SGS48 Vari . L Water S84 8= ° < g S <| © R °
ariety flowering [Treatment fp./ha | (L/ha) 2S| & Treatment | Treatment analysed Q4 = S 5| NE = o
3-Harvest P év S~ o & S SEl Ex S 2
< s SE | g3 <2 2 8
o0 p S L 5 S| o 8 g
&l e & e - a <
Poland Winter OSR 1- Foliar | 0,977 | 1953 [195,4 | 122,1 | 08/11/2022 20 Seeds <LOD (0.027 |<LOD |<LOD | <LOD | <LOD 62 Analytical
Wenecja 28/08/202 | spray Method:
(Kujawsko- Jurek 2 0,984 | 196,7 |196,8 |123,0 | 25/05/2023 69 Seeds <LOD [0.054 |<LOD |<LOD [ <LOQ | <LOQ 62 LC-MS/MS
Pomorskie) 2-
01/05/202
Harvest Study 3-
22SGS48-01 25/05/202
3
B
26/07/202
3

*-diluted sample; (2) DALA — Days After Last Application; CH — Commercial Harvest; (1) Residues arenot corrected for procedural recoveries; Calculation based on unrounded values, LOD = 0.004 mg/kg, LOQ = 0.010
mg/kg (triazole metabolites), LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg (difenoconazole, azoxystrobin)
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.2.1.3.1.2 Study 2

Comments of zZRMS:

One residue field trial on oil seed rape was conducted in Hungary (n=1) during
2022. Two applications (first at BBCH 18-19, second at BBCH 69) of]
CHR/F/SCORPIO 325 SC were performed at the target dose rate of 1,0 L/ha,
equivalent to 200 g azoxystrobin and 125 g difenoconazole.

Samples were stored frozen for max 8 months prior to analysis. The stability of]
the analytes in the final extracts was proven by the corresponding procedural
recovery samples, in addition the total analytical procedure, from sample
extraction till analysis, was performed and completed within 1 day.

Specimen extraction and determination of residues of triazole derivative
metabolites (TAA, TA, 1,2,4-T, TLA) in oilseed rape (seed) were performed
according to the multi-residue QuPPe method. Quantification was performed by
use of LC-MS/MS detection. The limit of quantification (LOQ) of the analytical
method was 0.010 mg/kg for each compound. The limit of detection (LOD) of the
analytical method was 0.004 mg/kg for each compound.

Specimen extraction and determination of residues of difenoconazole and|
azoxystrobin in oilseed rape (seed) were performed according to the multi-residue
QuEChERS method. Quantification was performed by use of LC-MS/MS
detection. The limit of quantification (LOQ) of the analytical method was 0.010
mg/kg for each compound. The limit of detection (LOD) of the analytical method
was 0.002 mg/kg for each compound.

The methods used in the study were fully validated and accepted, see dRR Part BS
(VAL/10/2021 and VAL/22/2023). Procedural recoveries (at the level of LOQ and
two at the level 10 x LOQ) were within acceptable range.

No residues of 1,2,4-T, difenoconazole and azoxystrobin above the LOQ of the
method were found. Residues of TAA, TA and TLA above the LOQ were found
in samples taken from treated (0.033 mg/kg, 3.58 mg/kg, 0.16 mg/kg respectively)
and untreated (0.043 mg/kg, 4.84 mg/kg, 0.25 mg/kg respectively) trial plot.

It should be noted that the residue results in a sample taken from an untreated field
are higher than those from a treated field. Despite these uncertainties, these trials
were considered with the purpose of performing a ‘worst case’ consumer dietary
intake calculation.

The study is accepted. Results supporting the proposed GAP:
TAA: 1 x 0.043 mg/kg

TA: 1 x 4.84 mg/kg

TLA: 1 x 0.25 mg/kg

1,2,4 -T: 1 x <LOD

Difenoconazole: 1 x <LOQ

Azoxystrobin: 1 x <LOQ

Reference:

Report

Guideline(s):

KCA 6.3/01

Magnitude of the azoxystrobin and difenoconazole and it’s triazole
metabolites: triazole alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic
acid (TAA), triazole lactic acid (TLA) residues in Oil Seed Rape (Raw
Agricultural Commodity) after two applications of CHR/F/SCORPIO 325
SC — one harvest study in Hungary — 2022

Study Number 22SGS49

K. Wanczyk

Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
1107/2009 of the European Parliament and of the Council of 21 October
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2009 concerning the placing of plant protection products on the market and
repealing Council Directives 79/117/EEC and 91/414/EEC

Commission Working Document 7029/VI/95 Rev. 5, General
Recommendations for the Design, Preparation and Realization of Residue
Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023

Deviations: No
GLP: Yes
Acceptability: Yes
1 225684901 1 s DPLI93202301U | 0043 | 484 025 | <LOD | <LOD | <LOD
cH
225654901 2 i DPLS3/2023002T | 0033 | 358 | 016 | <LOD | <LoQ | <LOD

|seecs)

CH = Commaercial Harvest

Residues are not corected fof procedural recoveras

Calculation based on unrounded values

LOD = 0.004 mg/kg, LOQ = 0,010 mg'kg (triazole metabolites)

LOD = 0.002 mgkg, LOQ = 0.010 mg'kg (difenoconazole, azoxystrobin)

One single harvest study (HS) was established in Hungary. Trial consisted of one untreated plot U and
one treated plot T. Environmental conditions did not alter the normal growth, development and maturity
of the crop at the trial site to such a degree as to have negative impact on the integrity and validity of this
study. Two typical for fungicide applications of CHR/F/SCORPIO 325 SC were performed with boom
sprayer on the treated plot at the target dose rate of 1,0 L/ha, equivalent to 200 g azoxystrobin and 125 g
difenoconazole. Spray volume was 300 L/ha according to Good Agricultural Practice. The reported dose
rate of test item was:

e Al: 1,022 L/ha (306,7 L/ha water), at BBCH stage 18-19

e A2:1,033 L/ha (310,0 L/ha water), at BBCH stage 69

The objective of the study was to determine the residue level of difenoconazole, azoxystrobin, TA, TAA,
TLA, 1,2,4-T in winter oilseed rape RAC specimens in one harvest study trial following two applications
of the formulated product CHR/F/SCORPIO 325 SC under cultural practice typical for winter oilseed
rape production.

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)
For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural recoveries

upon applying the test method. Procedural recoveries were handled and stored in the same way and for
the same time period as the samples extracts that were generated within the same analytical set. Two of
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the fortification samples (LOQ and 10 x LOQ) were run at the very end of analytical sequence in order to
ensure the active substance stability during the analytical method workflow. Sample blank matrix, two
procedural recoveries at the level of LOQ and two at the level 10 x LOQ per analytical set of respective
matrix were analyzed during each of the sequence.

Analysis of samples 20.02.2024 — triazole metabolites in oilseed rape seed
triazole-acetic acid (TAA)

Table 16. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OS5R seed sample blank.lcd <LOD -
OSR seed PK1 0,010 mg-kg.lcd 0.010 103.1
OSH seed PK1 0,10 mg-kg.led 0.10 100.7
OSR seed PK2 0,010 mg-kg.lcd 0.011 105.4
OSH seed PK2 0,10 mg-kg.led 0.10 100.7

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-alanine (TA)

Table 17. Quality control samples

Sample Name Result [mg/kg] Recovery [6]
OSR seed sample blank.lcd <LOD -
OS5R seed PK1 0,010 mg-kg.led 0.012 117.8
OSR seed PK1 0,10 mg-kg.led 0.099 99.2
O5SR seed PK2 0,010 mg-kg.led 0.011 113.5
OSR seed PK2 0,10 mg-kg.led 0.095 95.2

LOD = 0.004 mg'kg, LOQ = 0.010 mg/kg

triazole-lactic acid (TLA)

Table 18. Quality control samples

Sample Name Result [mg/kg] Recovery [6]
OSR seed sample blank.lcd <LOD -
OSR seed PK1 0,010 mg-kg.lcd 0.0082 82.5
OSR seed PK1 0,10 mg-kg.led 0.089 89.0
OSR seed PK2 0,010 mg-kg.lcd 0.0081 81.3
OSR seed PK2 0,10 mg-kg.led 0.093 93.2

LOD = 0.004 mg'kg, LOQ = 0.010 mg/kg

1,2,4-triazole (1,2,4-T)
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Table 19. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OS5R seed sample blank.lcd <LOD -
OSRA seed PK1 0,010 mg-kg.lcd 0.0081 80.7
OSR seed PK1 0,10 mg-kg.lcd 0.093 93.1
OSR seed PK2 0,010 mg-kg.lcd 0.0081 80.6
OSR seed PK2 0,10 mg-kg.lcd 0.095 94.8

LOD = 0.004 mg/kg, LOQ = 0.010 ma/kg

Analysis of samples 19.01.2024 — difenoconazole and azoxystrobin in oilseed rape seed.

Difenoconazole

Table 20. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.lcd <LOD -
OSR seed PK1 0,010 mg-kg.lcd 0.010 102.8
OSSR seed PK1 0,10 mg-kg.led 0.11 105.2
OSR seed PK2 0,010 mg-kg.lcd 0.010 103.7
OSSR seed PK2 0,10 mg-kg.led 0.10 101.1

LOD = 0.002 mg/'kg, LOQ = 0.010 mg/kg

Azoxystrobin
Table 21. Quality control samples
Sample Name Result [mag/kg] Recovery [%:]
OSR seed sample blank.lcd <LOD
OSR seed PK1 0,010 mg-kg.lcd 0.010 101.2
OSR seed PK1 0,10 mg-kg.led 0.10 104.3
OSR seed PK2 0,010 mg-kg.lcd 0.010 104.4
OSR seed PK2 0,10 mg-kg.led 0.10 1024

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.2. The stability of the analytes
in the final extracts was proven by the corresponding procedural recovery samples, which were stored
under the same conditions together with the extracts of the specimens for residue analysis. The recovery
values for PK2 0.010 mg/kg and PK2 0.10 mg/kg in the range of 70— 120% confirms the active substance
stability during the analytical procedure.

19.01.2024 (difenoconazole and azoxystrobin in oilseed rape seed samples) - the duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 464 minutes (7.7
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h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

20.02.2024 (triazole derivative metabolites in oilseed rape seed samples) - the duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 372 minutes (6.2 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

Extract stability is not considered to be an issue, since working standard that were used for quantification
were always prepared on the same day asthe work up of the specimen for residue analysis took place.

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120% and RSD <20% for average recovery. The limit of quantification of the method was
established at 0.010 mg/kg for oilseed rape (seed). There were no interfering signals at retention time of
analyzed compound in examined control matrix. The analytical method for determining the residues of
triazole derivative metabolites (TAA, TA, 1,2,4-T, TLA), difenoconazole and azoxystrobin in oilseed
rape (seed) meets the criteria of SANTE/2020/12830, Rev.2 guidelines in terms of precision, ac curacy
and uncertainty.
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Azoxystrobin, difenoconazole Commercial Product:
Winter Oilseed rape /Brassicaceae Burnett, Producer:

Cruciferae Juss

Katarzyna Wanczyk

SGS Polska Sp. z o. o.

Marszowice 19

Active Substances:
Crop / crop group:

Responsible for reporting:

CHR/F/SCORPIO 325 SC
PUH Chemirol Sp. z o. o.

55-200 Otawa
Poland
Country: Hungary Indoor/outdoor: outdoor
Nominal Content of a.s.: 325 ¢g/L Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
1 2 3 4 5 6 7 8 9 10 11
Actual application rate DALA
Residues (1) or CH Remarks
Date of % 2)
Commodity | 1-Sowin, g
Lo v 2- ¢ Method of E § Date of BBCH at | Commodity 2 £ .2 ) = i
22SGS49 Vari . L Water B 5 8= D < g S<| © S sy
ariety flowering [Treatment fp/ha | (L/ha) sl & Treatment | Treatment analysed Q< s S3| R& s °
3-Harvest P g~ 8= o & S LEl B g iz
S | % e8| s | 88| 2| ¢ X
50 © S 2 3 S<| « ) S
) = = = — A <
Hungary Winter 1- Foliar 1,022 | 306,7 |204,4 |127,8 | 08/12/2022 18-19 Seeds 0.043 | 484 | 0.25 [<LOD | <LOD | <LOD 54 Analytical
Oilseed |02.09.202 spray Method:
IMonok (Borsod- Rape 2 1,033 | 310,0 |206,6 [129,1 |22/05/2023 69 Seeds 0.033 | 3.58 | 0.16 |<LOD | <LOQ | <LOD LC-MS/MS
abauj-Zemplén) 2-—
DK 02.05.202
Harvest Study Excited 3-
22SGS49-01 23.05.202
3
3
15.07.202
3

*-diluted sample;

(2) DALA — Days After Last Application; CH — Commercial Harvest;

(1) Residues are not corrected for procedural recoveries; Calculation based on unrounded values,
LOD =0.004 mg/kg, LOQ =0.010 mg/kg (triazole metabolites)

LOD =0.002 mg/kg, LOQ = 0.010 mg/kg (difenoconazole, azoxystrobin)
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A.2.1.3.1.3 Study 3

Comments of zZRMS:

One residue field trial on oilseed rape was conducted in Poland (n=1) during 2022.
Two applications (first at BBCH 22, second at BBCH 69) of CHR/F/SCORPIO
325 SC were performed at the target dose rate of 1,0 L/ha, equivalent to 200 g
lazoxystrobin and 125 g difenoconazole.

Samples were stored frozen for max 7 months prior to analysis. The stability of
the analytes in the final extracts was proven by the corresponding procedural
recovery samples, in addition the total analytical procedure, from sample
extraction till analysis, was performed and completed within 1 day.

Specimen extraction and determination of residues of triazole derivative
metabolites (TAA, TA, 1,2,4-T, TLA) in oilseed rape (seed) were performed
according to the multi-residue QuPPe method. Quantification was performed by
use of LC-MS/MS detection. The limit of quantification (LOQ) of the analytical
method was 0.010 mg/kg for each compound. The limit of detection (LOD) of the
analytical method was 0.004 mg/kg for each compound.

Specimen extraction and determination of residues of difenoconazole and
azoxystrobin in oilseed rape (seed) were performed according to the multi-residue
QuEChERS method. Quantification was performed by use of LC-MS/MS
detection. The limit of quantification (LOQ) of the analytical method was 0.010
mg/kg for each compound. The limit of detection (LOD) of the analytical method
was 0.002 mg/kg for each compound.

The methods used in the study were fully validated and accepted, see dRR Part BS
(VAL/10/2021 and VAL/22/2023). Procedural recoveries (at the level of LOQ and|
two at the level 10 x LOQ) were within acceptable range.

INo residues of TAA, TLA, 1,2,4-T, difenoconazole and azoxystrobin above the
LOD of the method were found. Residues of TA above the LOQ were found in
samples taken from treated (0.24 mg/kg) and untreated (0.11 mg/kg) trial plot.

The study is accepted. Results supporting the proposed GAP:
TAA:1x <LOD

TA: 1 x 0.24 mg/kg

TLA: 1 x <LOD

1,2,4 -T: 1 x <LOD

IDifenoconazole: 1 x <LOD

IAzoxystrobin: 1 x <LOD

Reference:

Report

Guideline(s):

KCA 6.3/01

Magnitude of the azoxystrobin and difenoconazole and it’s triazole
metabolites: triazole alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic
acid (TAA), triazole lactic acid (TLA) residues in Oil Seed Rape (Raw
Agricultural Commodity) after two applications of CHR/F/SCORPIO 325
SC — one harvest study trial in Poland — 2022

Study Number 22SGS51

K. Wanczyk

Regulations (EU) 283/2013 and 284/2013 implementing Re gulation (EC)
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 Working Document 7029/VI/95 Rev. 5, General
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Recommendations for the Design, Preparation and Realization of Residue
Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023

Deviations: No
GLP: Yes
Acceptability: Yes

Residues concentration detected in analysed field samples:

oilseed rape

DPL/82/202301U <LOD 011 <LOD <LOD <LOD <LOD

DPLE2/2023027 LoD 024 LOD <LOD LOD <LOD

vales
10 mg'kg (triazole metabolites)
LOD = 0.002 mg/kg. LOQ = 0.010 mg/kg (difenoconazole, azoxystrobin)

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural recoveries
upon applying the test method.

Procedural recoveries were handled and stored in the same way and for the same time period as the
samples extracts that were generated within the same analytical set. Two of the fortification samples
(LOQ and 10 x LOQ) were run at the very end of analytical sequence in order to ensure the active
substance stability during the analytical method workflow.

Sample blank matrix, two procedural recoveries at the level of LOQ and two at the level 10 x LOQ per
analytical set of respective matrix were analyzed during each of the sequence.

Analysis of samples 20.02.2024 — triazole metabolites in oilseed rape seed:

triazole-acetic acid (TAA)
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Table 16. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%]

OSR seed sample blank.lcd <LGD
OSR seed PK1 0,010 mg-kg.led 0.010 103.1
OSR seed PK1 0,10 mg-kg.lcd 0.10 100.7
OSR seed PK2 0,010 mg-kg.led 0.011 105.4
OSR seed PK2 0,10 mg-kg.lcd 0.10 100.7

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-alanine (TA)

Table 17. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%&]

OSR seed sample blank.lcd <LOD -
OSR seed PK1 0,010 mg-kg.led 0.012 117.8
OSR seed PK1 0,10 mg-kg.lcd 0.099 99.2
OSR seed PK2 0,010 mg-kg.led 0.011 113.5
OSR seed PK2 0,10 mg-kg.lcd 0.095 95.2

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-lactic acid (TLA)

Table 18. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%]

OS5R seed sample blank.lcd <LOD
OSR seed PK1 0,010 mg-kg.lcd 0.0082 82.5
OSR seed PK1 0,10 mg-kg.lcd 0.089 89.0
OSR seed PK2 0,010 mg-kg.lcd 0.0081 81.3
OSR seed PK2 0,10 mg-kg.lcd 0.093 93.2

LOD = 0.004 mg/kg, LOQ = 0.010 mgikg

1,2,4-triazole (1,2,4-T)
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Table 19. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.lcd <LGD
OS5R seed PK1 0,010 mg-kg.led 0.0081 80.7
OSR seed PK1 0,10 mg-kg.led 0.093 93.1
O5SR seed PK2 0,010 mg-kg.led 0.0081 80.6
OSR seed PK2 0,10 mg-kg.led 0.095 94.8

LOD = 0.004 mg/kg. LOQ = 0.010 mg/kg

Analysis of samples 19.01.2024 — difenoconazole and azoxystrobin in oilseed rape seed:

Difenoconazole

Table 20. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OS5R seed sample blank.lcd <LOD -
OSR seed PK1 0,010 mg-kg.lcd 0.010 102.8
OSR seed PK1 0,10 mg-kg.lcd 0.11 105.2
OSR seed PK2 0,010 mg-kg.lcd 0.010 103.7
OSR seed PK2 0,10 mg-kg.lcd 0.10 101.1

LOD = 0.002 mg/'kg, LOQ = 0.010 mg/kg

Azoxystrobin

Table 21. Quality control samples

Sample Name Result [mg/kg] Recovery [%:]
OSR seed sample blank.lcd <LOD
OSA seed PK1 0,010 mg-kg.lcd 0.010 101.2
OSR seed PK1 0,10 mg-kg.led 0.10 104.3
OSA seed PK2 0,010 mg-kg.lcd 0.010 104.4
OSR seed PK2 0,10 mg-kg.led 0.10 1024

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg
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All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.2.

The stability of the analytes in the final extracts was proven by the corresponding procedural recovery
samples, which were stored under the same conditions together with the extracts of the specimens for
residue analysis. The recovery values for PK2 0.010 mg/kg and PK2 0.10 mg/kg in the range of 70 —
120% confirms the active substance stability during the analytical procedure.

19.01.2024 (difenoconazole and azoxystrobin in oilseed rape seed samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 464 minutes (7.7
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

20.02.2024 (triazole derivative metabolites in oilseed rape seed samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 372 minutes (6.2 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

Extract stability is not considered to be an issue, since working standard that were used for quantification
were always prepared on the same day as the work up of the specimen for residue analysis took place.

CONCLUSIONS

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120% and RSD < 20% for average recovery.

The limit of quantification of the method was established at 0.010 mg/kg for oilseed rape (seed).
There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,

TLA), difenoconazole and azoxystrobin in oilseed rape (seed) meets the criteria of SANTE/2020/12830,
Rev.2 guidelines in terms of precision, accuracy and uncertainty.
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Active Substances:
Crop / crop group:

Responsible for reporting:

Azoxystrobin, difenoconazole
Winter Oilseed rape /Brassicaceae Burnett, Producer:
Cruciferae Juss
Katarzyna Wanczyk

SGS Polska Sp. z o. o.
Marszowice 19

Commercial Product:

CHR/F/SCORPIO 325 SC
PUH Chemirol Sp. z 0. o.

55-200 Otawa
Poland
Country: Poland Indoor/outdoor: outdoor
Nominal Content of a.s.: 325 ¢g/L Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
1 2 3 4 5 6 7 8 9 10 11
Actual application rate DALA
Residues (1) or CH Remarks
Date of o) @)
Commodity | 1-Sowing 8 §
Féezpsoétslgi). 2- Method of L lw é _| & _| Dateof BBCH at | Commodity 2 8 -2 o = 8=
Variety flowering [Treatment N §§ 3 g Treatment | Treatment analysed S :E & 2 f = S S
f.p./ha | (L/ha) XS ES s e < =] IR g 5
3-Harvest e <@ 28 S5 22| BZ 3 2
B o2 > = : ]
A 52|18 | 85| 3-| &
on = ﬁ = — A <
Poland Winter OSR 1- Foliar | 0,984 [ 2953 [196,8 | 123,0 | 08/11/2022 22 Seeds <LOD | 0.11 |<LOD |<LOD | <LOD | <LOD 58 Analytical
31/08/202 | spray Method:
Stoszowice Sienna 2 1,007 | 302,1 |201,4 |125,9 |24/05/2023 69 Seeds <LOD | 0.24 |<LOD |<LOD | <LOD | <LOD 58 LC-MS/MS
(Dolnoslaskie) 2-
27/04/202
Decline Curve 3-
Study Trial 25/05/202
22SGS51-01 3
B
20/07/202
3

*-diluted sample;(2) DALA — Days After Last Application; CH — Commercial Harvest; (1) Residues are not corrected for procedural recoveries; Calculation based on unrounded values,
LOD =0.004 mg/kg, LOQ =0.010 mg/kg (triazole metabolites)
LOD =0.002 mg/kg, LOQ = 0.010 mg/kg (difenoconazole, azoxystrobin)
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A2.1.3.1.4 Study 4

Comments of zZRMS:

One residue field trial (decline study) on oilseed rape was conducted in Poland
(n=1) during 2022. Two applications (first at BBCH 22, second at BBCH 69) of
CHR/F/SCORPIO 325 SC were performed at the target dose rate of 1,0 L/ha,
equivalent to 200 g azoxystrobin and 125 g difenoconazole.

Samples were stored frozen for max 7 months prior to analysis. The stability of]
the analytes in the final extracts was proven by the corresponding procedural
recovery samples, in addition the total analytical procedure, from sample
extraction till analysis, was performed and completed within 1 day.

Specimen extraction and determination of residues of triazole derivative
metabolites (TAA, TA, 1,2,4-T, TLA) in oilseed rape (seed) were performed
according to the multi-residue QuPPe method. Quantification was performed by
use of LC-MS/MS detection. The limit of quantification (LOQ) of the analytical
method was 0.010 mg/kg for each compound. The limit of detection (LOD) of the
analytical method was 0.004 mg/kg for each compound.

Specimen extraction and determination of residues of difenoconazole and
azoxystrobin in oilseed rape (seed) were performed according to the multi-residue
QuEChERS method. Quantification was performed by use of LC-MS/MS
detection. The limit of quantification (LOQ) of the analytical method was 0.010
mg/kg for each compound. The limit of detection (LOD) of the analytical method
was 0.002 mg/kg for each compound.

The methods used in the study were fully validated and accepted, see dRR Part BS
(VAL/10/2021 and VAL/22/2023). Procedural recoveries (at the level of LOQ and
two at the level 10 x LOQ) were within acceptable range.

No residues of TAA, TLA, 1,2,4-T, difenoconazole and azoxystrobin above the
LOQ of the method were found in mature seeds (BBCH 89). Residues of TA|
above the LOQ were found in mature seeds samples taken from treated (0.47
mg/kg) and untreated (0.10 mg/kg) trial plot.

The study is accepted. Results supporting the proposed GAP:
TAA: 1 x <LOD

TA: 1 x 0.47 mg/kg

TLA: 1 x <LOD

1,2,4 -T: 1 x <LOD

Difenoconazole: 1 x <LOQ

Azoxystrobin: 1 x <LOQ

Reference:

Report

Guideline(s):

KCA 6.3/01

Magnitude of the azoxystrobin and difenoconazole and it’s triazole
metabolites: triazole alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic
acid (TAA), triazole lactic acid (TLA) residues in Oil Seed Rape (Raw
Agricultural Commodity) after two applications of CHR/F/SCORPIO 325
SC — one decline curve study trial in Poland — 2022

Study Number 22SGS52

K. Wanczyk

Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
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 Working Document 7029/VI/95 Rev. 5, General
Recommendations for the Design, Preparation and Realization of Residue
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Deviations:
GLP:
Acceptability:

Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023

No

Yes

Yes

The objective of the study was to determine the residue level of difenoconazole, azoxystrobin, TA, TAA,
TLA, 1,2,4-T in winter oilseed rape RAC specimens in one decline curve study trial following two
applications of the formulated product CHR/F/SCORPIO 325 SC under cultural practice typical for
winter oilseed rape production.

The following residues concentration was determined in the field samples analyzed on 19.01.2024
(difenoconazole, azoxystrobin in seeds samples), 22.01.2024 (difenoconazole, azoxystrobin in plant
samples), 15.02.2024 (difenoconazole, azoxystrobin in plant, diluted samples) 20.02.2024 (triazole
metabolites in seeds samples) and 21.02.2024 (triazole metabolites in plant samples)

Table 15. Residue concentrations of difenoconazole, azoxystrobin and triazole derivative metabolites detected in analyzed field samples (Study No.: 22SGS52,
Trial No.: 225GS52-01 - Decline Study)

Result [mg/kg]
4 =
I Sample number ] L
No Timing Sp%lle ;S :3_“ 1_“ € Type of commodity given by the 2
\dentiiication laboratory - ° E
= g 2
1 228GSs2-011 | Ollseedrape (whole | np) 7g5003/01y | <LOD | 0.038 | <LOD | <LOD | <LOD | <LOD
plants without roots)
-0/0 DALA
oilseed rape (whole . .
2 22sass2:012 | e e ) | DPLI78/2023/02T | <LOD | 0082 | <LOD | <LOD | 145 238
oilseed rape (whole . .
3 14 DALA 225G852:013 | Seetioee s | DPLI781202303T | <LOD | 0076 | <LOD | <LOD | 066 1.26
4 21 DALA 225GS52-014 | Olseedrape (whole | o) uqp0o5041 | <LoD | 042 | <LOD | <LoD | o018 | o015
plants without roots)
5 28 DALA 225GS52-015 | Olseedrape (whole | np 20003057 | <lOD | 0.064 | <LOD | <LOD | 0.2 017
plants without roots)
6 225GS52-01 6 | oilseed rape (seeds) | DPL/79/2023/06U | <LOD | 010 | <LOD | <LOD | <LOD | <LOD
BBCH 89/CH
7 225GS52-017 | oilseed rape (seeds) | DPL/79/2023/07T | <LOD | 047 | <LOD | <LOD | <Lo@ | <LOQ

“- diluted samples

CH — Commercial Harvest; DALA — Days After Last Application
Residues are not corrected for procedural recoveries;
Calculation based on unrounded values,

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites)

LOD = 0.002 mg/kg, LOQ = 0.010 mgikg (difenc le, azc

=

¥

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural recoveries
upon applying the test method.
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Procedural recoveries were handled and stored in the same way and for the same time period as the
samples extracts that were generated within the same analytical set. Two of the fortification samples
(LOQ and 10 x LOQ) were run at the very end of analytical sequence in order to ensure the active

substance stability during the analytical method workflow.

Sample blank matrix, two procedural recoveries at the level of LOQ and two at the level 10 x LOQ per

analytical set of respective matrix were analyzed during each of the sequence.

Analysis of samples 20.02.2024 — triazole metabolites in oilseed rape seed:

triazole-acetic acid (TAA)

Table 16. Guality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.led <LOD
OSR seed PK1 0,010 mg-kg.led 0.010 103.1
OSR seed PK1 0,10 mg-kg.led 0.10 100.7
OSR seed PK2 0,010 mg-kg.led 0.011 105.4
OSR seed PK2 0,10 mg-kg.led 0.10 100.7
LOD = 0.004 mg'kg, LOQ = 0.010 mg/kg
triazole-alanine (TA)
Table 17. Guality control samplas
Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.led <LOD
OSR seed PK1 0,010 mg-kg.led 0.012 117.8
OSR seed PK1 0,10 mg-kg.led 0.099 99.2
OSR seed PK2 0,010 mg-kg.led 0.011 1135
OSR seed PK2 0,10 mg-kg.led 0.095 95.2

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-lactic acid (TLA)
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Table 18. Quality control samples

Sample Name Result [mg/kag] Recovery [%]
0OSR seed sample blank.lcd =LOD
OSR seed PK1 0,010 mg-kg.led 0.0082 82.5
OSR seed PK1 0,10 mg-kg.led 0.089 89.0
OSR seed PK2 0,010 mg-kg.led 0.0081 81.3
OSR seed PK2 0,10 mg-kg.led 0.093 93.2

LOD = 0.004 mg/'kg, LOG = 0.010 mg'kg

1,2,4-triazole (1,2,4-T)

Table 19. Quality control samples

Sample Name Result [mg/kag] Recovery [%]
OSR seed sample blank.led =LOD
OSR seed PK1 0,010 mg-kg.led 0.0081 80.7
OSR seed PK1 0,10 mg-kg.led 0.093 93.1
OSR seed PK2 0,010 mg-kg.led 0.0081 80.6
OSR seed PK2 0,10 mg-kg.led 0.095 94.8

LOD = 0.004 mg/kg, LOG = 0.010 ma/kg

Analysis of samples 19.01.2024 — difenoconazole and azoxystrobin in oilseed rape seed:

Difenoconazole

Table 20. Guality control samplas

Sample Name Result [mg/kag] Recovery [%]
0OSR seed sample blank.led =L0OD
OSR seed PK1 0,010 mg-kg.led 0.010 102.8
OSR seed PK1 0,10 mg-kg.led 0.11 105.2
OSR seed PK2 0,010 mg-kg.led 0.010 103.7
OSR seed PK2 0,10 mg-kg.led 0.10 1011

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

Azoxystrobin
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Table 21. Guality control samples

Sample Name Result [mg/ka) Recovery [%]
0OSR seed sample blank.lcd =L0OD
OSR seed PK1 0,010 mg-kg.led 0.010 101.2
OSR seed PK1 0,10 mg-kg.led 0.10 104.3
OSR seed PK2 0,010 mg-kg.led 0.010 104.4
OSR seed PK2 0,10 mg-kg.led 0.10 102.4

LOD = 0.002 mg/kg, LOG = 0.010 mg/kg

Analysis of samples 21.02.2024 — triazole metabolites in oilseed rape plant:
triazole-acetic acid (TAA)

Table 22. Quality control samples

Sample Name Result [mg/ka) Recovery [%]
OSR plant sample blank.lcd =L0OD
OSR plant PK1 0,010 mg-kg.led 0.010 101.7
OSR plant PK1 0,10 mg-kg.led 0.097 96.8
OSR plant PK2 0,010 mg-kg.led 0.010 103.3
OSR plant PK2 0,10 mg-kg.led 0.10 100.6

LOD = 0.004 mg/kg, LOG = 0.010 ma/kg

triazole-alanine (TA)

Table 23. Quality control samples

Sample Name Result [mg/ka) Recovery [%]
OSR plant sample blank.lcd <LOD
OSR plant PK1 0,010 mg-kg.led 0.0081 80.7
OSR plant PK1 0,10 mg-kg.led 0.093 92.8
OSR plant PK2 0,010 mg-kg.led 0.0097 96.7
OSR plant PK2 0,10 mg-kg.led 0.11 108.2

LOD = 0.004 mg/kg, LOG = 0.010 mg/kg

triazole-lactic acid (TLA)
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Table 24. Guality control samplas

Sample Name Result [mg/kag] Recovery [%]
OSR plant sample blank.led <LOD
OSR plant PK1 0,010 mg-kg.led 0.0079 9.2
OSR plant PK1 0,10 mg-kg.led 0.081 80.7
OSR plant PK2 0,010 mg-kg.led 0.0087 ar.4
OSR plant PK2 0,10 mg-kg.led 0.083 a3.1

LOD = 0.004 mg'kg, LOQ = 0.010 mg/kg

1,2,4-triazole (1,2,4-T)

Table 25. Guality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR plant sample blank.led =LOD
OSR plant PK1 0,010 mg-kg.led 0.0090 89.7
OSR plant PK1 0,10 mg-kg.led 0.095 95.5
OSR plant PK2 0,010 mg-kg.led 0.0090 90.5
OSR plant PK2 0,10 mg-kg.led 0.097 97.5

LOD = 0.004 mg/kg, LOQ = 0.010 mg'kg

Analysis of samples 22.01.2024 — difenoconazole and azoxystrobin in oilseed rape plant:

Difenoconazole

Table 26. Guality control samples

Sample Name Result [mg/kag] Recovery [%]
OSR plant sample blank.led =LOD
OSR plant PK1 0,010 mg-kg.led 0.010 104.3
OSR plant PK1 0,10 mg-kg.led 0.10 102.4
OSR plant PK2 0,010 mg-kg.led 0.010 104.3
OSR plant PK2 0,10 mg-kg.led 0.10 104.3

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

Azoxystrobin
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Table 27. Quality contral samples

Sample Name Result [mag/kg] Recovery [%
OSR plant sample blank.led =L0OD
OSR plant PK1 0,010 mg-kg.led 0.010 1025
OSR plant PK1 0,10 mg-kg.led 011 105.3
OSR plant PK2 0,010 mg-kg.led 0.010 101.8
OSR plant PK2 0,10 mg-kg.led 011 105.9

LOD = 0.002 mg/kg, LOG = 0.010 mgikg

Analysis of samples 15.02.2024 — difenoconazole and azoxystrobin in oilseed rape plant

Difenoconazole
Table 28. Guality control samples
Sample Name Result [mg/kag] Recovery [%]
OSR plant sample blank.led =LOD
OSR plant PK1 0,010 mg-kg.led 0.010 101.2
OSA plant PK1 0,10 mg-kg.led 0.10 101.5
OSR plant PK2 0,010 mg-kg.led 0.010 99.6
OSA plant PK2 0,10 mg-kg.led 0.10 99.6

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

Azoxystrobin

Table 29. Quality contrel samples

Sample Name Result [mg/kg] Recovery [%
OSR plant sample blank.led <LOD
OSR plant PK1 0,010 mg-kg.led 0.010 100.7
OSR plant PK1 0,10 mg-kg.led 0.10 102.1
OSR plant PK2 0,010 mg-kg.led 0.010 103.6
OSR plant PK2 0,10 mg-kg.led 0.10 105.0

LOD = 0.002 mg/kg, LOG = 0.010 mgikg

All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.2.
The stability of the analytes in the final extracts was proven by the corresponding procedural recovery
samples, which were stored under the same conditions together with the extracts of the specimens for
residue analysis. The recovery values for PK2 0.010 mg/kg and PK2 0.10 mg/kg in the range of 70 —
120% confirms the active substance stability during the analytical procedure.

19.01.2024 (difenoconazole and azoxystrobin in oilseed rape seed samples) - The duration of the

extraction process was about 3 hours, the duration of the chromatographic analysis was 464 minutes (7.7
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
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within 1 day.

22.01.2024 (difenoconazole and azoxystrobin in oilseed rape plant samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 544 minutes (9.1
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

15.02.2024 (difenoconazole and azoxystrobin in oilseed rape plant, diluted samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was416 minutes (6.9
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

20.02.2024 (triazole derivative metabolites in oilseed rape seed samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 372 minutes (6.2 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

21.02.2024 (triazole derivative metabolites in oilseed rape plant samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 348 minutes (5.8 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day. Extract stability is not considered to be an issue, since working standard that were used for
quantification were always prepared on the same day as the work up of the specimen for residue analysis
took place.

CONCLUSIONS

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120% and RSD <20% for average recovery. The limit of quantification of the method was
established at 0.010 mg/kg for oilseed rape (seeds, whole plants without roots). There were no interfering
signals at retention time of analyzed compound in examined control matrix. The analytical method for
determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T, TLA), difenoconazole and
azoxystrobin in oilseed rape (seeds, whole plants without roots) meets the criteria of SANTE/2020/12830,
Rev.2 guidelines in terms of precision, accuracy and uncertainty
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Active Substances:
Crop / crop group:

Responsible for reporting:

Azoxystrobin, difenoconazole
Winter Oilseed rape /Brassicaceae Burnett, Producer:
Cruciferae Juss
Katarzyna Wanczyk

SGS Polska Sp. z o. 0.
Marszowice 19

Commercial Product:

CHR/F/SCORPIO 325 SC
PUH Chemirol Sp. z 0. o.

55-200 Otawa
Poland
Country: Poland Indoor/outdoor: outdoor
Nominal Content of a.s.: 325 ¢g/L Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
1 2 3 4 5 6 7 8 9 10 11
Actual application rate DALA
Residues (1) or CH Remarks
Date of © (2)
Commodity | 1-Sowing 8 §
Féezpsoétslgg. 2- Method of L lw é _| & _| Dateof BBCH at | Commodity 2 8 -2 o = g
Variety flowering [Treatment N §§ 3 g Treatment | Treatment analysed S :E & 2 f = S S
f.p./ha | (L/ha) XS ES s e < =] IR g 5
3-Harvest e <@ 28 S5 22| BZ 3 2
B o2 > = : ]
A 52|18 | 85| 3-| &
on = ﬁ = — A <
Poland Winter OSR 1- Foliar 1,018 | 305,3 |203,6 |127,3 | 08/11/2022 22 Whole <LOD (0.038 |<LOD |<LOD | <LOD | <LOD 0 Analytical
30/08/202 | spray plants w/o Method:
Chwastnica Sienna 2 0,991 [297,3 [198,2 | 123,9 | 24/05/2023 69 roots LC-MS/MS
(Dolnoslaskie) 2-
25/04/202
Decline Curve 3- Whole <LOD (0.082 |<LOD |<LOD | 1.45*% | 2.38%* 0
Study Trial 26/05/202 plants w/o
225GS52-01 3 roots
B
20/07/202 Whole <LOD (0.076 |<LOD |<LOD | 0.66* 1.26* 14
3 plants w/o
roots
Whole <LOD | 0.12 |<LOD |<LOD | 0.18* | 0.15* 21
plants w/o

215




CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC
Part B — Section 7 - Core Assessment
Applicant version

Page 216 /350

Version October 2023

roots

Whole
plants w/o
roots

Seeds

Seeds

<LOD

<LOD

<LOD

0.064

0.10

0.47

<LOD

<LOD

<LOD

<LOD

<LOD

<LOD

0.12

<LOD

<LOQ

0.17

<LOD

<LOQ

28

57

57

*-diluted sample;

(2) DALA — Days After Last Application; CH — Commercial Harvest;

(1) Residues are not corrected for procedural recoveries; Calculation based on unrounded values,
LOD =0.004 mg/kg, LOQ =0.010 mg/kg (triazole metabolites)

LOD =0.002 mg/kg, LOQ =0.010 mg/kg (difenoconazole, azoxystrobin)
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A.2.1.3.1.5 Study 5

Comments of zZRMS:

One residue field trial (decline study) on oilseed rape was conducted in Hungary
(n=1) during 2022. Two applications (first at BBCH 18, second at BBCH 69) of]
CHR/F/SCORPIO 325 SC were performed at the target dose rate of 1,0 L/ha,
equivalent to 200 g azoxystrobin and 125 g difenoconazole.

Samples were stored frozen for max 9 months prior to analysis. The stability of]
the analytes in the final extracts was proven by the corresponding procedural
recovery samples, in addition the total analytical procedure, from sample
extraction till analysis, was performed and completed within 1 day.

Specimen extraction and determination of residues of triazole derivative
metabolites (TAA, TA, 1,2,4-T, TLA) in oilseed rape (seed) were performed
according to the multi-residue QuPPe method. Quantification was performed by
use of LC-MS/MS detection. The limit of quantification (LOQ) of the analytical
method was 0.010 mg/kg for each compound. The limit of detection (LOD) of the
analytical method was 0.004 mg/kg for each compound.

Specimen extraction and determination of residues of difenoconazole and|
azoxystrobin in oilseed rape (seed) were performed according to the multi-residue
QuEChERS method. Quantification was performed by use of LC-MS/MS
detection. The limit of quantification (LOQ) of the analytical method was 0.010
mg/kg for each compound. The limit of detection (LOD) of the analytical method
was 0.002 mg/kg for each compound.

The methods used in the study were fully validated and accepted, see dRR Part B5
(VAL/10/2021 and VAL/22/2023). Procedural recoveries (at the level of LOQ and
two at the level 10 x LOQ) were within acceptable range.

No residues of 1,2,4-T, difenoconazole and azoxystrobin above the LOQ of the
method were found in mature seeds (BBCH 89). Residues of TAA, TA and TLA
above the LOQ were found in mature seeds samples taken from treated (0.058
mg/kg, 6.72 mg/kg and 0.23 mg/kg respectively) and untreated (0.04 mg/kg, 4.81
mg/kg and 0.16 mg/kg respectively) trial plot.

The study is accepted. Results supporting the proposed GAP:
TAA: 1 x 0.058 mg/kg

TA: 1 x 6.72 mg/kg

TLA: 1x0.23

1,2,4 -T: 1 x <LOD

Difenoconazole: 1 x <LOQ

Azoxystrobin: 1 x <LOQ

Reference:

Report

Guideline(s):

KCA 6.3/01

Magnitude of the azoxystrobin and difenoconazole and it’s triazole
metabolites: triazole alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic
acid (TAA), triazole lactic acid (TLA) residues in Oil Seed Rape (Raw
Agricultural Commodity) after two applications of CHR/F/SCORPIO 325
SC — one decline curve study trial in Hungary — 2022,

Study Number 22SG253

K. Wanczyk

Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
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
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Commission Working Document 7029/VI/95 Rev. 5, General
Recommendations for the Design, Preparation and Realization of Residue
Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023

Deviations: No
GLP: Yes
Acceptability: Yes

Residue concentrations of difenoconazole, azoxystrobin and triazole derivative metabolites detected
in analyzed field samples:

Result [mg'kg]
= ! 3 - = =
Timing Sponsor's sample | ¢, of commodity 28 S = 2 g
No 4 identification ype of commadity - T Fa gt 8 ;
1 205GSs3-011 | Ollseed rape (whole | ppy jg4m003/01 | 0032 | 097 | <LOD | <LOD | <LoD | <LoOD
plants without roots)
-0/0 DALA .
2 208GS53-01 2 | Ollseedrape (whole | o) g4/5003/00T | 0.025 | 075 | <LoD | <LoD | 145 | 2.5
plants without roots)
3 14 DALA 225G853-013 | Olseedrape (whole | np iyngoninaT | 0027 | 064 | 0053 | <LOD | 041" | 053
plants without roots)
4 21 DALA 205GS53-01 4 | Ollseedrape (whole | o) g40000/047 | 0036 | 059 | 0093 | <LoD | o018 | oat
plants without roots)
5 28 DALA 225GSs3-015 | Olseedrape (whole | oo oy n0on05T | 0048 | 0.67 0.11 LoD | o0.16 0.14
plants without roots)
6 225GS53-016 | oilseed rape (seeds) | DPL/94/2023/06U | 0.040 | 4.81 0.16 | <LOD | <LOD | <LOD
BBCH 89/CH
7 225GS53-017 | oilseed rape (seeds) | DPL/94/2023/07T | 0.058 | 672 | 023 | <LoD | <Loa | <Loq

- diluted samples

CH - Commercial Harvest; DALA - Days After Last Application
Residues are not corrected for procedural recoveries;
Calculation based on unrounded values,

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites)
LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg (difenoconazole, azoxystrobin)

The objective of the study was to determine the residue of the azoxystrobin and difenoconazole and it’s
triazole metabolites: triazole alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA), triazole
lactic acid (TLA) in oilseed rape (seeds, whole plants without roots), after two applications of
CHR/F/SCORPIO 325 SC.

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural recoveries
upon applying the test method.

Procedural recoveries were handled and stored in the same way and for the same time period as the

samples extracts that were generated within the same analytical set. Two of the fortification samples
(LOQ and 10 x LOQ) were run at the very end of analytical sequence in order to ensure the active
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substance stability during the analytical method workflow.

Sample blank matrix, two procedural recoveries at the level of LOQ and two at the level 10 x LOQ per
analytical set of respective matrix were analyzed during each of the sequence

Analysis of samples 21.02.2024 — triazole metabolites in oilseed rape seed

triazole-acetic acid (TAA)

Table 16. Quality control samples

Sample Name Result [mg/kg] Recovery [6]
OSR seed sample blank.lcd <LOD -
O5R seed PK1 0,010 mg-kg.lcd 0.0097 97.4
OSR seed PK1 0,10 mg-kg.lcd 0.098 98.2
O5R seed PK2 0,010 mg-kg.lcd 0.0099 98.8
OSR seed PK2 0,10 mg-kg.lcd 0.098 98.2

LOD = 0.004 mg/'kg, LOQ = 0.010 mg/kg

triazole-alanine (TA)

Table 17. Quality control samples

Sample Name Result [mag/kg] Recovery [%]
OSR seed sample blank.lcd <LGD
OSA seed PK1 0,010 mg-kg.led 0.012 1159
OSR seed PK1 0,10 mg-kg.led 0.11 106.8
OSA seed PK2 0,010 mg-kg.lcd 0.0098 98.3
OSR seed PK2 0,10 mg-kg.led 0.088 87.7

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-lactic acid (TLA)

Table 18. Quality control samples

Sample Name Result [mg/kg] Recovery [%:]
OSR seed sample blank.lcd <LOD
OSR seed PK1 0,010 mg-kg.led 0.0080 80.3
OSSR seed PK1 0,10 mg-kg.led 0.082 816
OSR seed PK2 0,010 mg-kg.led 0.0079 79.0
OSH seed PK2 0,10 mg-kg.led 0.072 72.5

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg
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1,2,4-triazole (1,2,4-T)

Table 19. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.lcd <LOD -
OSR seed PK1 0,010 mg-kg.lcd 0.0083 83.0
OSR seed PK1 0,10 mg-kg.lcd 0.092 92.1
O5SR seed PK2 0,010 mg-kg.lcd 0.0083 83.4
OSR seed PK2 0,10 mg-kg.lcd 0.093 93.4

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

Analysis of samples 19.01.2024 — difenoconazole and azoxystrobin in oilseed rape seed:

Difenoconazole

Table 20. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.lcd <LGD
OSR seed PK1 0,010 mg-kg.led 0.010 102.8
OSSR seed PK1 0,10 mg-kg.led 0.11 105.2
OSR seed PK2 0,010 mg-kg.lcd 0.010 103.7
OSR seed PK2 0,10 mg-kg.led 0.10 101.1

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

Azoxystrobin

Table 21. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%]

OSR seed sample blank.lcd <LOD -
OSR seed PK1 0,010 mg-kg.lcd 0.010 101.2
OSR seed PK1 0,10 mg-kg.lcd 0.10 104.3
OSR seed PK2 0,010 mg-kg.lcd 0.010 104.4
OSR seed PK2 0,10 mg-kg.lcd 0.10 102.4

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg
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Analysis of samples 21.02.2024 — triazole metabolites in oilseed rape plant:

triazole-acetic acid (TAA)

Table 22. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.led 0.010 101.7
OSR plant PK1 0,10 mg-kg.led 0.097 96.8
OSR plant PK2 0,010 mg-kg.lcd 0.010 103.3
OSR plant PK2 0,10 mg-kg.led 0.10 100.6

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-alanine (TA)

Table 23. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR plant sample blank.lcd <LOD
OSA plant PK1 0,010 mg-kg.lcd 0.0081 80.7
OSR plant PK1 0,10 mg-kg.led 0.093 92.8
OSA plant PK2 0,010 mg-kg.lcd 0.0097 96.7
OSR plant PK2 0,10 mg-kg.led 0.11 108.2

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-lactic acid (TLA)

Table 24. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.led 0.0079 79.2
OSR plant PK1 0,10 mg-kg.lcd 0.081 80.7
OSR plant PK2 0,010 mg-kg.lcd 0.0087 87.4
OSR plant PK2 0,10 mg-kg.lcd 0.083 83.1

LOD = 0.004 mg/'kg, LOQ = 0.010 mg/kg
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1,2,4-triazole (1,2,4-T)

Table 25. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%:]

OSR plant sample blank.lcd <LOD
OSR plant PK1 0,010 mg-kg.lcd 0.0090 89.7
OSR plant PK1 0,10 mg-kg.lcd 0.095 95.5
OSR plant PK2 0,010 mg-kg.lcd 0.0090 90.5
OSR plant PK2 0,10 mg-kg.lcd 0.097 97.5

LOD = 0.004 mg/kg, LOQ = 0.010 ma/kg

Analysis of samples 22.01.2024 — difenoconazole and azoxystrobin in oilseed rape plant:

Difenoconazole

Table 26. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%]

OSR plant sample blank.lcd <LGD
OSR plant PK1 0,010 mg-kg.lcd 0.010 104.3
OSR plant PK1 0,10 mg-kg.lcd 0.10 102.4
OSR plant PK2 0,010 mg-kg.led 0.010 104.3
QSR plant PK2 0,10 mg-kg.lcd 0.10 104.3

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

Azoxystrobin

Table 27. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%]

OSR plant sample blank.lcd <LOD
OSR plant PK1 0,010 mg-kg.lcd 0.010 102.5
OSRA plant PK1 0,10 mg-kg.lcd 0.1 105.3
OSR plant PK2 0,010 mg-kg.lcd 0.010 101.8
OSRA plant PK2 0,10 mg-kg.lcd 0.1 105.9

LOD = 0.002 mg'kg, LOQ = 0.010 mg/kg

Analysis of samples 15.02.2024 — difenoconazole and azoxystrobin in oilseed rape plant:
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Difenoconazole

Table 28. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSA plant sample blank.lcd <LOD
OSR plant PK1 0,010 mg-kg.led 0.010 101.2
OSR plant PK1 0,10 mg-kg.led 0.10 101.5
OSR plant PK2 0,010 mg-kg.lcd 0.010 99.6
OSR plant PK2 0,10 mg-kg.led 0.10 99.6

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

Azoxystrobin

Table 29. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR plant sample blank.lcd <LOD
OSR plant PK1 0,010 mg-kg.lcd 0.010 100.7
OSR plant PK1 0,10 mg-kg.lcd 0.10 1021
OSR plant PK2 0,010 mg-kg.lcd 0.010 103.6
OSR plant PK2 0,10 mg-kg.lcd 0.10 105.0

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.2.

The stability of the analytes in the final extracts was proven by the corresponding procedural recovery
samples, which were stored under the same conditions together with the extracts of the specimens for
residue analysis. The recovery values for PK2 0.010 mg/kg and PK2 0.10 mg/kg in the range of 70 —
120% confirms the active substance stability during the analytical procedure.

19.01.2024 (difenoconazole and azoxystrobin in oilseed rape seed samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 464 minutes (7.7
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

22.01.2024 (difenoconazole and azoxystrobin in oilseed rape plant samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 544 minutes (9.1
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

15.02.2024 (difenoconazole and azoxystrobin in oilseed rape plant, diluted samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 416 minutes (6.9

223



CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC Page 224 /350
Part B — Section 7 - Core Assessment
Applicant version Version October 2023

h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

21.02.2024 (triazole derivative metabolites in oilseed rape seed samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 312 minutes (5.2 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

21.02.2024 (triazole derivative metabolites in oilseed rape plant samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 348 minutes (5.8 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

Extract stability is not considered to be an issue, since working standard that were used for quantification
were always prepared on the same day as the work up of the specimen for residue analysis took place.

CONCLUSIONS

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120% and RSD < 20% for average recovery.

The limit of quantification of the method was established at 0.010 mg/kg for oilseed rape (seeds, whole
plants without roots).

There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,

TLA), difenoconazole and azoxystrobin in oilseed rape (seeds, whole plants without roots) meets the
criteria of SANTE/2020/12830, Rev.2 guidelines in terms of precision, accuracy and uncertainty
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Active Substances: Azoxystrobin, difenoconazole Commercial Product:

Crop / crop group: Winter Oilseed rape /Brassicaceae Burnett, Producer:
Cruciferae Juss

Responsible for reporting: Katarzyna Wanczyk
SGS Polska Sp. z o. o.
Marszowice 19

CHR/F/SCORPIO 325 SC
PUH Chemirol Sp. z 0. o.

55-200 Otawa
Poland
Country: Hungary Indoor/outdoor: outdoor
Nominal Content of a.s.: 325 ¢g/L Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
1 2 3 4 5 6 7 8 9 10 11
Actual application rate DALA
Residues (1) or CH Remarks
Date of % (2)
Commodity | 1-Sowing g
gezpsoétslgg ’ 2- Method of L | water é _ g _| Date of BBCH at | Commodity 2 é 2 o = g
Variety flowering [Treatment fo/h L/ahe ‘5’\%’ 3 g Treatment | Treatment analysed § :E & k| j § & § @
3-Harvest -p-/ha | (Lha) é = &= s 3 S| 25| EX 3 i
8|S SE| g | 88 =2| @ :
o0 p S L 5 S| o 8 g
&l e & e - a <
Hungary  [Winter OSR 1- Foliar | 0,994 |298,3 |[198,8 | 124,3 | 08/12/2022 18 Whole 0.032 | 0.97 [<LOD |<LOD | <LOD | <LOD 0 Analytical
26/08/202 | spray plants w/o Method:
Nyiregyhaza KWS 2 0,964 | 289,2 |192,8 | 120,5 | 22/05/2023 69 roots LC-MS/MS
(Szabolcs- Umberto 2-
Szatmar-Bereg) 05/05/202
3- Whole 0.025 | 0.75 [<LOD |<LOD | 1,45* | 2.15* 0
Decline Curve 23/05/202 plants w/o
Study Trial 3 roots
22SGS53-01 3-—
15/07/202 Whole 0.27 0.64 |0.053 |<LOD | 0.41* | 0.53* 14
3- plants w/o
16/07/202 roots
3
Whole 0.036 | 0.59 [0.093 |<LOD| 0.18* | 0.11* 21
plants w/o
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roots

Whole
plants w/o
roots

Seeds

Seeds

0.049

0.040

0.058

0.67

4.81

6.72

0.11

0.16

0.23

<LOD

<LOD

<LOD

0.16

<LOD

<LOQ

0.14

<LOD

<LOQ

28

54

54

*-diluted sample;

(2) DALA — Days After Last Application; CH — Commercial Harvest;

(1) Residues are not corrected for procedural recoveries; Calculation based on unrounded values,
LOD =0.004 mg/kg, LOQ =0.010 mg/kg (triazole metabolites)

LOD =0.002 mg/kg, LOQ =0.010 mg/kg (difenoconazole, azoxystrobin)
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A.2.1.3.1.6 Study 6

Reference:
Report

KCA 6.3/01

Magnitude of the azoxystrobin and difenoconazole and it’s triazole
metabolites: triazole alanine (TA), 1,2,4-triazole (1,2,4-T), triazole
acetic acid (TAA), triazole lactic acid (TLA) residues in Oil Seed
Rape (Raw Agricultural Commodity) after two applications of
CHR/F/SCORPIO 325 SC — one decline curve study trial in
Northern France — 2022,

Study Number 22SG254

K. Wanczyk
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Guideline(s):

Deviations:
GLP:

Regulations (EU) 283/2013 and 284/2013 implementing
Regulation (EC) 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 Working Document 7029/V1/95 Rev. 5, General
Recommendations for the Design, Preparation and Realization of
Residue Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial
(TG 509 published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023

No

Yes

Residues concentration detected in analysed field samples:

The following residues concentration was determined in the field samples analyzed on 19.01.2024
(difenoconazole, azoxystrobin in seeds samples), 22.01.2024 (difenoconazole, azoxystrobin in plant
samples), 15.02.2024 (difenoconazole, azoxystrobin in plant, diluted samples), 21.02.2024 (triazole
metabolites in seeds samples) and 22.02.2024 (triazole metabolites in plant samples):

Calcd

WLA ~ Days Aler Last Applcator
1

: on based ¢ rounded values
LOD = 0.004 mgkg, LOQ = 0.010 mg'kg (triazole metabolitos)
LOD » 0.002 mgkg, LOQ = 0.010 mg'kg (difenoconazole, szoxystrobin)

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural recoveries
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upon applying the test method.
Procedural recoveries were handled and stored in the same way and for the same time period as the
samples extracts that were generated within the same analytical set. Two of the fortification samples

(LOQ and 10 x LOQ) were run at the very end of analytical sequence in order to ensure the active
substance stability during the analytical method workflow.

Sample blank matrix, two procedural recoveries at the level of LOQ and two at the level 10 x LOQ per
analytical set of respective matrix were analyzed during each of the sequence.

Analysis of samples 21.02.2024 — triazole metabolites in oilseed rape seed:

triazole-acetic acid (TAA)

Table 16. Quality control samples

Sample Name Result [mg/kg] Recovery [%:]
OSR seed sample blank.lcd <LGD
OSR seed PK1 0,010 mg-kg.led 0.0097 97.4
OSSR seed PK1 0,10 mg-kg.led 0.098 98.2
OSR seed PK2 0,010 mg-kg.lcd 0.0099 98.8
OSSR seed PK2 0,10 mg-kg.led 0.098 98.2

LOD = 0.004 mg/'kg, LOQ = 0.010 mg/kg

triazole-alanine (TA)

Table 17. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.lcd <LGD
OSR seed PK1 0,010 mg-kg.lcd 0012 115.9
OSR seed PK1 0,10 mg-kg.led 0.1 106.8
OSR seed PK2 0,010 mg-kg.lcd 0.0098 98.3
OSR seed PK2 0,10 mg-kg.lcd 0.088 87.7

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-lactic acid (TLA)
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Table 18. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.lcd <LGD
0OS5R seed PK1 0,010 mg-kg.lcd 0.0080 80.3
OSR seed PK1 0,10 mg-kg.led 0.082 81.6
0OS5R seed PK2 0,010 mg-kg.lcd 0.0079 79.0
OSR seed PK2 0,10 mg-kg.led 0.072 72.5

LOD = 0.004 mg/'kg, LOQ = 0.010 mg/kg

1,2,4-triazole (1,2,4-T)

Table 19. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.lcd <LOD
OSA seed PK1 0,010 mg-kg.lcd 0.0083 83.0
OSR seed PK1 0,10 mg-kg.lcd 0.092 92.1
OSA seed PK2 0,010 mg-kg.lcd 0.0083 834
OSR seed PK2 0,10 mg-kg.lcd 0.093 93.4

LOD = 0.004 mg/kg, LOQ = 0.010 ma/kg

Analysis of samples 19.01.2024 — difenoconazole and azoxystrobin in oilseed rape seed:

Difenoconazole

Difenoconazole

Table 20. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.led <LGD
OSR seed PK1 0,010 mg-kg.lcd 0.010 102.8
OSR seed PK1 0,10 mg-kg.led 0.1 105.2
OSR seed PK2 0,010 mg-kg.lcd 0.010 103.7
OSR seed PK2 0,10 mg-kg.led 0.10 1011

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

Azoxystrobin
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Table 21. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.lcd <LGD
OSA seed PK1 0,010 mg-kg.lcd 0.010 101.2
OSR seed PK1 0,10 mg-kg.lcd 0.10 104.3
OSA seed PK2 0,010 mg-kg.lcd 0.010 104.4
OSR seed PK2 0,10 mg-kg.lcd 0.10 1024

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

Analysis of samples 22.02.2024 — triazole metabolites in oilseed rape plant:

triazole-acetic acid (TAA)

Table 22. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR plant sample blank.lcd <LOD
OSA plant PK1 0,010 mg-kg.lcd 0.011 105.3
OSR plant PK1 0,10 mg-kg.led 0.099 99.3
OSA plant PK2 0,010 mg-kg.lcd 0.0099 99.2
QSR plant PK2 0,10 mg-kg.lcd 0.11 106.5

LOD = 0.004 mg'kg, LOQ = 0.010 mg/kg

triazole-alanine (TA)

Table 23. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR plant sample blank.lcd <LOD -
OSA plant PK1 0,010 mg-kg.lcd 0.0086 856
OSR plant PK1 0,10 mg-kg.led 0.097 96.8
OSA plant PK2 0,010 mg-kg.lcd 0.0070 70.3
OSR plant PK2 0,10 mg-kg.lcd 0.11 106.4

LOD = 0.004 mg/kg, LOQ = 0.010 mgikg

triazole-lactic acid (TLA)
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Table 24. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR plant sample blank.lcd <LOD
OSRA plant PK1 0,010 mg-kg.lcd 0.0079 78.7
QSR plant PK1 0,10 mg-kg.lcd 0.078 78.4
OSA plant PK2 0,010 mg-kg.lcd 0.0076 75.7
QSR plant PK2 0,10 mg-kg.lcd 0.087 87.1

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

1,2,4-triazole (1,2,4-T)

Table 25. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%]

OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.led 0.0087 87.2
OSR plant PK1 0,10 mg-kg.led 0.096 95.6
OSR plant PK2 0,010 mg-kg.led 0.0084 84.2
OSR plant PK2 0,10 mg-kg.led 0.095 95.2

LOD = 0.004 mg/kg, LOQ = 0.010 mag/kg

Analysis of samples 22.01.2024 — difenoconazole and azoxystrobin in oilseed rape plant:

Difenoconazole

Table 26. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%]

OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.led 0.010 104.3
OSR plant PK1 0,10 mg-kg.led 0.10 102.4
OSR plant PK2 0,010 mg-kg.led 0.010 104.3
OSR plant PK2 0,10 mg-kg.led 0.10 104.3

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

Azoxystrobin
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Table 27. Quality control samples

Sample Name Result [mg/kg] Recovery [%:]
OSR plant sample blank.lcd <LGD
OSR plant PK1 0,010 mg-kg.lcd 0.010 1025
OSR plant PK1 0,10 mg-kg.led 0.1 105.3
OSR plant PK2 0,010 mg-kg.lcd 0.010 101.8
OSR plant PK2 0,10 mg-kg.led 0.1 105.9

LOD = 0.002 mg/'kg, LOQ = 0.010 mg/kg

Analysis of samples 15.02.2024 — difenoconazole and azoxystrobin in oilseed rape plant:

Difenoconazole

Table 28. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.led 0.010 101.2
OSR plant PK1 0,10 mg-kg.led 0.10 101.5
OSR plant PK2 0,010 mg-kg.lcd 0.010 99.6
OSR plant PK2 0,10 mg-kg.lcd 0.10 99.6

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg
Azoxystrobin

Table 29. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR plant sample blank.lcd <LOD
OSR plant PK1 0,010 mg-kg.led 0.010 100.7
OSR plant PK1 0,10 mg-kg.lcd 0.10 1021
OSR plant PK2 0,010 mg-kg.led 0.010 103.6
OSR plant PK2 0,10 mg-kg.led 0.10 105.0

LOD = 0.002 mg'kg, LOQ = 0.010 mg/kg
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All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.2.

The stability of the analytes in the final extracts was proven by the corresponding procedural recovery

samples, which were stored under the same conditions together with the extracts of the specimens for
residue analysis. The recovery values for PK2 0.010 mg/kg and PK2 0.10 mg/kg in the range of 70 —
120% confirms the active substance stability during the analytical procedure.
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19.01.2024 (difenoconazole and azoxystrobin in oilseed rape seed samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 464 minutes (7.7
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

22.01.2024 (difenoconazole and azoxystrobin in oilseed rape plant samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 544 minutes (9.1
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

15.02.2024 (difenoconazole and azoxystrobin in oilseed rape plant, diluted samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 416 minutes (6.9
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

21.02.2024 (triazole derivative metabolites in oilseed rape seed samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 312 minutes (5.2 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

22.02.2024 (triazole derivative metabolites in oilseed rape plant samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 336 minutes (5.6 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

Extract stability is not considered to be an issue, since working standard that were used for quantification
were always prepared on the same day asthe work up of the specimen for residue analysis took place.

CONCLUSIONS

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120% and RSD <20% for average recovery. The limit of quantification of the method was
established at 0.010 mg/kg for oilseed rape (seeds, whole plants without roots). There were no interfering
signals at retention time of analyzed compound in examined control matrix. The analytical method for
determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T, TLA), difenoconazole and
azoxystrobin in oilseed rape (seeds, whole plants without roots) meets the criteria of SANTE/2020/12830,
Rev.2 guidelines in terms of precision, accuracy and uncertainty.
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Active Substances:
Crop / crop group:

Responsible for reporting:

Azoxystrobin, difenoconazole
Winter Oilseed rape /Brassicaceae Burnett, Producer:
Cruciferae Juss

Katarzyna Wanczyk

SGS Polska Sp. z o. o.
Marszowice 19

Commercial Product:

CHR/F/SCORPIO 325 SC
PUH Chemirol Sp. z 0. o.

55-200 Otawa
Poland
Country: France N Indoor/outdoor: outdoor
Nominal Content of a.s.: 325 ¢g/L Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
1 2 3 4 5 6 7 8 9 10 11
Actual application rate DALA
Residues (1) or CH Remarks
Date of % (2)
Commodity | 1-Sowin B
Lo N v 2- ¢ Method of S § Date of BBCH at | Commodity 5 g 32 L) = g
22SGS54 . . L Water | £ 5| S Q< = o< o S )
Variety flowering [Treatment fp./ha | (L/ha) 5SSl g8 Treatment | Treatment analysed Q< = S 4| NE = °
3-Harvest P- g§= &= o8 $& 25| BX 3 2
S s2| ¢7| 83| :9| £ | =&
o0 < =< | 5 S<| S g
o 5 = = — 5 <
France N (Winter OSR 1- Foliar 0,981 [298,3 |196,2 |122,6 [21/11/2022 19 Whole <LOD |0.024 |<LOD [<LOD | <LOD | <LOD 0 Analytical
25/08/202 | spray plants w/o Method:
Auménaucourt | CSZ19091 2 1,047 | 289,2 |209,4 |130,9 | 26/05/2023 69 roots LC-MS/MS
(Grand Est) 2-
15/04/202 Whole
Decline Curve 3- plants w/o [ <LOD [0.036 [<LOD [<LOD | 3.50* 5.26* 0
Study Trial 20/05/202 roots
22SGS54-01 3
B
03/07/202 Whole
3- plants w/o [ <LOQ [0.070 [<LOD [<LOD | 1.14* 2,02* 25
10/07/202 roots
3
Whole <LOQ [0.052 |<LOD |<LOD | 0.36* | 0.56* 28
plants w/o
roots
Seeds <LOD ]0.055 |<LOD |<LOD | <LOD | <LOD 45
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Seeds

<LOD

0.20

<LOD

<LOD

<LOQ

0.020

45

*-diluted sample;(2) DALA — Days After Last Application; CH — Commercial Harvest; (1) Residues arenot corrected for procedural recoveries; Calculation based on unrounded values, LOD = 0.004 mg/kg, LOQ =

0.010 mg/kg (triazole metabolites), LOD = 0.002 mg/kg, LOQ =0.010 mg/kg (difenoconazole, azoxystrobin)
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A.2.1.3.1.7 Study 7

Comments of zZRMS:

One residue field trial (decline study) on oilseed rape was conducted in Germany
(n=1) during 2022. Two applications (first at BBCH 15, second at BBCH 69) of
CHR/F/SCORPIO 325 SC were performed at the target dose rate of 1,0 L/ha,
equivalent to 200 g azoxystrobin and 125 g difenoconazole.

Samples were stored frozen for max 9 months prior to analysis. The stability of|
the analytes in the final extracts was proven by the corresponding procedural
recovery samples, in addition the total analytical procedure, from sample
extraction till analysis, was performed and completed within 1 day.

Specimen extraction and determination of residues of triazole derivative
metabolites (TAA, TA, 1,2,4-T, TLA) in oilseed rape (seed) were performed
according to the multi-residue QuPPe method. Quantification was performed by
use of LC-MS/MS detection. The limit of quantification (LOQ) of the analytical
method was 0.010 mg/kg for each compound. The limit of detection (LOD) of the
analytical method was 0.004 mg/kg for each compound.

Specimen extraction and determination of residues of difenoconazole and
azoxystrobin in oilseed rape (seed) were performed according to the multi-residue
QuEChERS method. Quantification was performed by use of LC-MS/MS
detection. The limit of quantification (LOQ) of the analytical method was 0.010
mg/kg for each compound. The limit of detection (LOD) of the analytical method
was 0.002 mg/kg for each compound.

The methods used in the study were fully validated and accepted, see dRR Part BS
(VAL/10/2021 and VAL/22/2023). Procedural recoveries (at the level of LOQ and
two at the level 10 x LOQ) were within acceptable range.

INo residues of TAA, 1,2,4-T and difenoconazole above the LOD of the method
were found in mature seeds (BBCH 89). Residues of TA and TLA above the LOQ
were found in mature seeds samples taken from treated (0.53 mg/kg, and 0.078
mg/kg respectively) trial plot.

The study is accepted. Results supporting the proposed GAP:
TAA: 1 x <LOD

TA: 1 x 0.53 mg/kg

TLA: 1x0.078

1,2,4 -T: 1 x <LOD

Difenoconazole: 1 x <LOD

IAzoxystrobin: 1 x <LOD

Reference:

Report

Guideline(s):

KCA 6.3/01

Magnitude of the azoxystrobin and difenoconazole and it’s triazole metabolites:
triazole alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA),
triazole lactic acid (TLA) residues in Oil Seed Rape (Raw Agricultural
Commodity) after two applications of CHR/F/SCORPIO 325 SC — one decline

curve study trial in Germany — 2022,
Study Number 22SGS55
K. Wanczyk

Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
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 Working Document 7029/VI/95 Rev. 5, General
Recommendations for the Design, Preparation and Realization of Residue
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Deviations:
GLP:
Acceptability:

Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023

No
Yes
Yes

The following residues concentration was determined in the field samples analyzed on 19.01.2024
(difenoconazole, azoxystrobin in seeds samples), 22.01.2024 (difenoconazole, azoxystrobin in plant
samples), 15.02.2024 (difenoconazole, azoxystrobin in plant, diluted samples), 21.02.2024 (triazole
metabolites in seeds samples) and 22.02.2024 (triazole metabolites in plant samples)

Table 15. Resid of difs 1azole, y bin and triazole derivative bolites d d in analyzed field (Study No.: 228GS55,
Trial No.: 2258GS55-01 - Decline Study)
Result [mg/kg
Timinc Sponsor's sample Tyvpe of commaodily a ; E - L ; :
No g dentification L - o = —_ I~ ’_ = g :
1 225GSs5-011 | Ollseed rape (whole | o) 14025003010 | <LOD | 0.054 | <LOD | <LOD | <LoQ | <LOD
plants without roots)
-0/0 DALA
oilseed rape (whole . .
2 2286855012 | Gcet IoPe (W0 | DPLI107/2023/02T | <LOD | 0037 | <LOD | <LOD | 144 | 218
oilseed rape (whole . .
a 14 DALA 2250855013 | Sisess ahe (WIS | DPL/107/2023/03T | <LOD | 0.082 | <LOD | <LOD | 024 | 0088
4 | 21DALA 205GSs5-014 | Olseedrape (whole | (o) 00m605/047 | <LOD | 0.081 | <LOD | <LoD | 042 | 0.087
plants without roots)
5 28 DALA 225GSs5-01 5 | olseedrape (whole | ho) 1y 07/5003/05T | <LOD | 013 | <LOD | <LOD | 0093 | 0.038
plants without roots)
6 22SGS55-01 6 | oilseed rape (seeds) | DPL/107/2023/06U | <LOD | 047 | 0050 | <LOD | <LOD | <LOD
BBCH 89/CH
7 22SGS55-01 7 | oilseed rape (seeds) | DPL/107/2023/07T | <LOD | 0.53 | 0078 | <LOD | <LOD | <LOD

- diluted samples

CH - Commercial Harvest; DALA — Days After Last Application
Residues are not corrected for procedural recoveries;
Calculation based on unrounded values,

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites)

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg (difer

The objective of the study was to determine the residue level of difenoconazole, azoxystrobin, TA, TAA,
TLA, 1,2,4-T in winter oilseed rape RAC specimens in one decline curve study trial following two
applications of the formulated product CHR/F/SCORPIO 325 SC under cultural practice typical for
winter oilseed rape production.

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural recoveries
upon applying the test method.

Procedural recoveries were handled and stored in the same way and for the same time period as the
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samples extracts that were generated within the same analytical set. Two of the fortification samples
(LOQ and 10 x LOQ) were run at the very end of analytical sequence in order to ensure the active
substance stability during the analytical method workflow.

Sample blank matrix, two procedural recoveries at the level of LOQ and two at the level 10 x LOQ per
analytical set of respective matrix were analyzed during each of the sequence.

Analysis of samples 21.02.2024 — triazole metabolites in oilseed rape seed

triazole-acetic acid (TAA)

Table 16. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.lcd <LOD
O5R seed PK1 0,010 mg-kg.lcd 0.0097 97.4
OSR seed PK1 0,10 mg-kg.led 0.098 98.2
OS5R seed PK2 0,010 mg-kg.lcd 0.0099 98.8
OSR seed PK2 0,10 mg-kg.lcd 0.098 98.2

LOD = 0.004 mg/'kg, LOQ = 0.010 mg/kg

triazole-alanine (TA)

Table 17. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.lcd <LGD
OSR seed PK1 0,010 mg-kg.lcd 0012 115.9
OSR seed PK1 0,10 mg-kg.led 0.1 106.8
OSR seed PK2 0,010 mg-kg.lcd 0.0098 98.3
OSR seed PK2 0,10 mg-kg.led 0.088 87.7

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-lactic acid (TLA)
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Table 18. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.lcd <LOD
OSR seed PK1 0,010 mg-kg.lcd 0.0080 80.3
OSSR seed PK1 0,10 mg-kg.led 0.082 816
OSR seed PK2 0,010 mg-kg.led 0.0079 79.0
OSSR seed PK2 0,10 mg-kg.led 0.072 72.5

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

1,2,4-triazole (1,2,4-T)

Table 19. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.lcd <LOD -
OSR seed PK1 0,010 mg-kg.led 0.0083 83.0
OSR seed PK1 0,10 mg-kg.led 0.092 92.1
OSR seed PK2 0,010 mg-kg.lcd 0.0083 83.4
OSR seed PK2 0,10 mg-kg.led 0.093 93.4

LOD = 0.004 mg/kg. LOQ = 0.010 mg/kg

Analysis of samples 19.01.2024 — difenoconazole and azoxystrobin in oilseed rape seed:

Difenoconazole

Table 20. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
OSR seed sample blank.led <LGD
O5SR seed PK1 0,010 mg-kg.led 0.010 102.8
OSR seed PK1 0,10 mg-kg.led 0.1 105.2
OS5R seed PK2 0,010 mg-kg.lcd 0.010 103.7
OSR seed PK2 0,10 mg-kg.led 0.10 1011

LOD = 0.002 mg/'kg, LOQ = 0.010 mg/kg

Azoxystrobin
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Table 21. Quality control samples

Sample Name Result [mg/kg] Recovery [6]
OSR seed sample blank.lcd <LOD -
0OS5R seed PK1 0,010 mg-kg.led 0.010 101.2
OSR seed PK1 0,10 mg-kg.lcd 0.10 104.3
0OSR seed PK2 0,010 mg-kg.led 0.010 104.4
OSR seed PK2 0,10 mg-kg.lcd 0.10 102.4

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

Analysis of samples 22.02.2024 — triazole metabolites in oilseed rape plant:

triazole-acetic acid (TAA)

Table 22. Quality control samples

Sample Name Result [mg/kg] Recovery [6]
OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.lcd 0.011 105.3
OSR plant PK1 0,10 mg-kg.lcd 0.099 99.3
OSR plant PK2 0,010 mg-kg.lcd 0.0099 99.2
OSR plant PK2 0,10 mg-kg.lcd 0.1 106.5

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-alanine (TA)

Table 23. Quality control samples

Sample Name Result [mg/kg] Recovery [6]
OSR plant sample blank.lcd <LGD -
OSR plant PK1 0,010 mg-kg.led 0.0086 85.6
OSR plant PK1 0,10 mg-kg.lcd 0.097 96.8
OSR plant PK2 0,010 mg-kg.led 0.0070 70.3
OSR plant PK2 0,10 mg-kg.lcd 0.1 106.4

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-lactic acid (TLA)
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Table 24. Quality control samples

Sample Name Result [mg/kg] Recovery [%:]
OSR plant sample blank.lcd <LOD
OSR plant PK1 0,010 mg-kg.led 0.0079 78.7
OSR plant PK1 0,10 mg-kg.lcd 0.078 78.4
OSR plant PK2 0,010 mg-kg.led 0.0076 75.7
OSR plant PK2 0,10 mg-kg.lcd 0.087 a7.1

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

1,2,4-triazole (1,2,4-T)

Table 25. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%:]

OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.led 0.0087 87.2
QSR plant PK1 0,10 mg-kg.lcd 0.096 95.6
OSR plant PK2 0,010 mg-kg.led 0.0084 84.2
QSR plant PK2 0,10 mg-kg.lcd 0.095 95.2

LOD = 0.004 mg/kg. LOQ = 0.010 mg/kg

Analysis of samples 22.01.2024 — difenoconazole and azoxystrobin in oilseed rape plant:

Difenoconazole

Table 26. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%]

OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.lcd 0.010 104.3
OSR plant PK1 0,10 mg-kg.lcd 0.10 102.4
OSR plant PK2 0,010 mg-kg.lcd 0.010 104.3
OSR plant PK2 0,10 mg-kg.lcd 0.10 104.3

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

Azoxystrobin
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Table 27. Quality control samples

Sample Name Result [mg/kg] Recovery [%:]
OSR plant sample blank.lcd <LOD
OSR plant PK1 0,010 mg-kg.led 0.010 102.5
OSR plant PK1 0,10 mg-kg.led 0.1 105.3
OSR plant PK2 0,010 mg-kg.led 0.010 101.8
OSR plant PK2 0,10 mg-kg.lcd 0.1 105.9

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

Analysis of samples 15.02.2024 — difenoconazole and azoxystrobin in oilseed rape plant:

Difenoconazole

Table 28. Quality control samples

Sample Name Result [mg/kg] Recovery [%:]
OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.lcd 0.010 101.2
OSR plant PK1 0,10 mg-kg.lcd 0.10 101.5
OSR plant PK2 0,010 mg-kg.led 0.010 99.6
OSR plant PK2 0,10 mg-kg.lcd 0.10 99.6

LOD = 0.002 mg'kg, LOQ = 0.010 mg/kg

Azoxystrobin
Table 29. Quality control samples
Sample Name Result [mg/kg] Recovery [%]
OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.led 0.010 100.7
OSR plant PK1 0,10 mg-kg.lcd 0.10 1021
OSR plant PK2 0,010 mg-kg.led 0.010 103.6
OSH plant PK2 0,10 mg-kg.led 0.10 105.0

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.2.

The stability of the analytes in the final extracts was proven by the corresponding procedural recovery
samples, which were stored under the same conditions together with the extracts of the specimens for
residue analysis. The recovery values for PK2 0.010 mg/kg and PK2 0.10 mg/kg in the range of 70 —
120% confirms the active substance stability during the analytical procedure.
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19.01.2024 (difenoconazole and azoxystrobin in oilseed rape seed samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 464 minutes (7.7
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

22.01.2024 (difenoconazole and azoxystrobin in oilseed rape plant samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 544 minutes (9.1
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

15.02.2024 (difenoconazole and azoxystrobin in oilseed rape plant, diluted samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 416 minutes (6.9
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

21.02.2024 (triazole derivative metabolites in oilseed rape seed samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 312 minutes (5.2 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

22.02.2024 (triazole derivative metabolites in oilseed rape plant samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 336 minutes (5.6 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day. Extract stability is not considered to be an issue, since working standard that were used for
quantification were always prepared on the same day as the work up of the specimen for residue analysis
took place.

CONCLUSIONS
The results acquired during validation of the analytical method (accuracy and repeatability) were in the

range of 70 — 120% and RSD <20% for average recovery.

The limit of quantification of the method was established at 0.010 mg/kg for oilseed rape (seeds, whole
plants without roots).

There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,

TLA), difenoconazole and azoxystrobin in oilseed rape (seeds, whole plants without roots) meets the
criteria of SANTE/2020/12830, Rev.2 guidelines in terms of precision, accuracy and uncertainty .
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Active Substances:
Crop / crop group:

Responsible for reporting:

Azoxystrobin, difenoconazole

Winter QOilseed rape /Brassicaceae Burnett, Producer:

Cruciferae Juss

Katarzyna Wanczyk

SGS Polska Sp. z 0. o.
Marszowice 19
55-200 Otawa

Commercial Product:

CHR/F/SCORPIO 325 SC
PUH Chemirol Sp. z 0. o.

Poland
Country: Germany Indoor/outdoor: outdoor
Nominal Content of a. s.: 325¢/L Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
1 2 3 4 5 6 7 8 9 10 11
Actual application rate DALA
Residues (1) or CH Remarks
Commodit Sk (.)f = 3 2)
Report No. y fbowing| Rlethod < § ; o 9 o ° 2
298GS55 2- of L water | 2= 8= Date of BBCH at | Commodity [ & < £ = 2 S g
. flowering| Treatmen | f.p./h ><| & <&| Treatment | Treatment analysed s = =g Rhn & o
Variety | 5 po et t | (Lha)| 5= 8= b E $<| =2F = S Z
S | 5 ez | 25| gm| Id e &
< | E gLl 5| 22| 47| & 8
en = i = — A <
Germany Winter 1- Foliar | 0,967 290,0 [ 193.,4| 120,9| 07/12/2022 15 Whole <LOD | 0.054| <LOD | <LOD | <LOQ | <LOD 0 Analytical
OSR 20/09/20 spray plants w/o Method:
Bahlingen 22 0,978 | 293,3 | 195,6| 122,3| 03/05/2023 69 roots LC-MS/MS
(Oberrhein) RGT 2-
Cadran 14/04/20
Decline Curve 23- Whole <LOD | 0.037| <LOD | <LOD | 1,44%* 2.18* 0
Study Trial 06/05/20 plants w/o
22SGS55-01 23 roots
3 ]
06/07/20 Whole <LOD | 0.082| <LOD | <LOD | 0.24* 0.088* 14
23- plants w/o
13/07/20 roots
23
Whole <LOD | 0.081| <LOD | <LOD | 0.12 0.037 21
plants w/o
roots
Whole <LOD | 0.13 | <LOD| <LOD [ 0.093 [ 0.038 28
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plants w/o
roots
Seeds <LOD | 0.47 | 0.050 [ <LOD | <LOD | <LOD 70
Seeds <LOD | 0.53 | 0.078 | <LOD | <LOD | <LOD 70

*-diluted sample;

(2) DALA — Days After Last Application; CH — Commercial Harvest;

(1) Residues are not corrected for procedural recoveries; Calculation based on unrounded values,
LOD =0.004 mg/kg, LOQ =0.010 mg/kg (triazole metabolites)

LOD =0.002 mg/kg, LOQ =0.010 mg/kg (difenoconazole, azoxystrobin)
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A.2.1.3.1.8 Study 8

Reference: KCA 6.3/01

Report Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,24-T
in sugar beet (Raw Agricultural Commodity) after one application of
CHR/F/SCORPIO 325 SC — one harvest study trial in Poland - 2023
Study Number 23SGS01
T.Penda Peda
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Guideline(s):

Deviations:
GLP:
Acceptability:

Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
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 Working Document 7029/VI/95 Rev. 5, General
Recommendations for the Design, Preparation and Realization of Residue
Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023

No

Yes

Yes

The objective of the study was to determine the residue level of difenoconazole, azoxystrobin, TA, TAA,
TLA, 1,2,4-T in sugar beet RAC specimens in one harvest study trial following one application of the
formulated product CHR/F/SCORPIO 325 SC under cultural practice typical for sugar beet production.

Residues concentration detected in analysed field samples:

Sample number triazole-

alanine triazole | Difenoconazole | Azoxystrobin

sugar beet

1 23SGS01-01 1 DPL/95/2023/01U | <LOQ | 0.041 0040 | <LOD <LOD <LOD
(leaves with tops)

2 235GS01-01 2 sugar beet DPL/@5/2023/02U | <LOD | 0026 | <Loa | <LoD <LOD <LOD

35(x1) (roots)
| DALA/CH o=

3 23SGS01-01 3 SIGH hew DPL/95/2023/03T | <LOQ 0.029 0083 | <LOD 0.071 0.054
(leaves with tops)

4 23SGS01-014 sugar beet DPL/95/2023/04T | <LOD 0028 | <LoQ | <LoD 0.019 <LOQ

(roots)

DALA - Days After Last Application; CH — Commercial Harvest
Residues are not corrected for procedural recovernies.

Calculation based on unrounded values,

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites)
LOD = 0.001 mg/kg, LOQ = 0.010 mg/kg (difenoconazole, azoxystrobin)

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreates test portions of the respective matrix and subsequent determination of the procedural recoveries
upon applying the test method.

Procedural recorveries were handled and stored In the same way and for the same time period as the
samples extracts that were generated within the same analytical set. Two of the fortitication samples
(LOQ and 10 x LOQ) were run at the very end of analytical sequence in order to ensure the active
substance stability during the analytical method workflow.

Sample blank matrix, two procedural recoveries at the level of LOQ and the two at level 10x LOQ per
analytical set of respective matrix were analyzed during each of sequence.
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Analysis samples 15.12.2023 — triazole metabolites in sugar beet roots:

triazole-acetic acid (TAA)

Table 17. Quality control samples

Sample Name Result [mag/kg] | Recovery [%]
sugar beet root sample blank.lcd <LOD -
sugar beet root PK1 0,010 mg-kg.lcd 0.0092 91.7
sugar beet root PK1 0,10 mg-kg.lcd 0.10 100.9
sugar beet root PK2 0,010 mg-kg.led 0.0096 96.0
sugar beet root PK2 0,10 mg-kg.lcd 0.091 91.3

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

triazole-alanine (TA)

triazole-alanine (TA)

Table 18. Quality control samples

Sample Name Result [mg/kg] | Recovery [%]
sugar beet root sample blank lcd =LOD
sugar beet root PK1 0,010 mg-kg.led 0.0074 73.7
sugar beet root PK1 0,10 mg-kg.lcd 0.088 87.8
‘ sugar beet root PK2 0,010 mg-kg.lcd . 0.0087 86.9
i sugar beet root PK2 0,10 mg-kg.led -0.034 i 83.9

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

triazole-lactic acid (TLA)
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triazole-lactic acid (TLA)

Table 19. Quality control samples

Sample Name Result [mg/kg] | Recovery [%]

sugar beet root sample blank.lcd <LOD -
sugar beet root PK1 0,010 mg-kg.lcd 0.0086 86.2
sugar beet root PK1 0,10 mg-kg.led 0.097 97.3
sugar beet root PK2 0,010 mg-kg.lcd 0.0092 92.1
sugar beet root PK2 0,10 mg-kg.lcd 0.087 87.4

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

1,2,4-triazole (1,2,4-T)

1,2,4-triazole (1,2,4-T)

Table 20. Quality control samples

Sample Name Result [mg/kg] | Recovery [%]

sugar beet root sample blank.Icd <LOD -
sugar beet root PK1 0,010 mg-kg.lcd 0.0095 95.1
sugar beet root PK1 0,10 mg-kg.lcd 0.10 100.3
sugar beet root PK2 0,010 mg-kg.lcd 0.011 107.3
sugar beet root PK2 0,10 mg-kg.lcd 0.091 91.2

LOD =0.002 mg/kg, LOQ = 0.010 mg/kg

Analysis of samples 15.12.2023 — difenoconazole and azoxystrobin in sugar beet roots

Difenoconazole
Difenoconazole

Table 21. Quality control samples

Sample Name Result [mg/kg] | Recovery [%]

sugar beet root sample blank.lcd <LOD -
sugar beet root PK1 0,010 mg-kg.lcd 0.0098 98.3
sugar beet root PK1 0,10 mg-kg.lcd 0.10 103.0
sugar beet root PK2 0,010 mg-kg.lcd 0.010 103.2
sugar beet root PK2 0,10 mg-kg.lcd 0.10 101.1

LOD = 0.001 mg/kg, LOQ = 0.010 mg/kg
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Azoxystrobin

Azoxystrobin

Table 22. Quality control samples

Sample Name Result [mg/kg] | Recovery [%]
sugar beet root sample blank.lcd <LOD -
sugar beet root PK1 0,010 mg-kg.led 0.010 103.2
sugar beet root PK1 0,10 mg-kg.lcd 0.10 102.0
sugar beet root PK2 0,010 mg-kg.led 0.0096 958
sugar beet root PK2 0,10 mg-kg.lcd 0.098 96.3

LOD = 0.001 mg/kg, LOG = 0.010 mg/kg

Analysis of samples 18.12.2023 — difenoconazole and azoxystrobin in sugar beet leaves

triazole-acetic acid (TAA)

triazole-acetic acid (TAA)

Table 23. Quality control samples

Sample Name Result [mg/kg] [ Recovery [%)]
sugar beet leaves sample blank.lcd <LOD -
F sugar beet leaves PK1 0,010 mg-kg.lcd 0.011 111.2
sugar beet leaves PK1 0,10 mg-kg.lcd 0.10 104.7
sugar beet leaves PK2 0,010 mg-kg.lcd 0.010 104.8
sugar beet leaves PK2 0,10 mg-kg.led 0.100 100.1

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg
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triazole-alanine (TA)

triazole-alanine (TA)

Table 24. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%]

sugar beet leaves PK2 0,10 mg-kg.lcd

sugar beet leaves sample blank.lcd <LOD -
sugar beet leaves PK1 0,010 mg-kg.lcd 0.011 112.2
sugar beet leaves PK1 0,10 mg-kg.lcd 0.1 107.0
sugar beet leaves PK2 0,010 mg-kg.lcd 0.011 112.7
0.098 98.1

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

triazole-lactic acid (TLA)

triazole-lactic acid (TLA)

Table 25. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%]

sugar beet leaves PK2 0,10 mg-kg.lcd

sugar beet leaves sample blank.lcd <LOD -
sugar beet leaves PK1 0,010 mg-kg.lcd 0.012 117.8
sugar beet leaves PK1 0,10 mg-kg.lcd 0.11 111.9
sugar beet leaves PK2 0,010 mg-kg.lcd 0.011 108.6
0.10 102.5

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

252



CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC
Part B — Section 7 - Core Assessment

Applicant version

Page 253 /350

Version October 2023

1,2,4-triazole (1,2,4-T)

1,2,4-triazole (1,2,4-T)

Table 26. Quality control samples

Sample Name Result [mg/kg] | Recovery [%]
sugar beet leaves sample blank.lcd <LOD -
sugar beet leaves PK1 0,010 mg-kg.lcd 0.010 104.8
sugar beet leaves PK1 0,10 mg-kg.lcd 0.10 104.9
sugar beet leaves PK2 0,010 mg-kg.lcd 0.0096 96.3
sugar beet leaves PK2 0,10 mg-kg.lcd 0.094 943

LOD = 0.002 mg/kg, LOQ = 0.010 mglkg

Analysis of samples 12.12.2023 — difenoconazole and azoxystrobin in sugar beet leaves:

Difenoconazole

Difenoconazole

Table 27. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%]

sugar beet leaves sample blank.lcd <LOD -
sugar beet leaves PK1 0,010 mg-kg.lcd 0.010 102.2
sugar beet leaves PK1 0,10 mg-kg.lcd 0.10 100.2
sugar beet leaves PK2 0,010 mg-kg.lcd 0.010 R 710;.f
sugar beet leaves PK2 0,10 mg-kg.lcd 0.10 97.8

LOD = 0.001 mg/kg, LOQ = 0.010 mg/kg
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Azoxystrobin

Azoxystrobin

Table 28. Quality control samples

Sample | Re it [mg/l R y [%]
sugar beet leaves sample blank.lcd <LOD
| sugar beet leaves PK1 0,010 mg-kg.lcd 0.010 102.3
| sugar beet leaves PK1 0,10 mg-kg.lcd . 0.099 98.7
sugar beet leaves PK2 0,010 mg-kg.led ' 0.0099 ' 99.2 |

sugar beet leaves PK2 0,10 mg-kg.lcd 0.1 107.5

LOD = 0.001 mg/kg, LOQ = 0.010 mg/kg

All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.2.

The stability of the analytes in the final extracts was proven by the corresponding procedural recovery
samples, which were stored under the same conditions together with the extracts of the specimens for
residue analysis. The recovery values for PK2 0.010 mg/kg and PK2 0.10 mg/kg in the range of 70 —
120% confirms the active substance stability during the analytical procedure.

15.12.2023 (difenoconazole and azoxystrobin in sugar beet roots samples) - The duration of the extraction
process was about 3 hours, the duration of the chromatographic analysis was 496 minutes (8.3 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

15.12.2023 (triazole derivative metabolites in sugar beet roots samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 312 minutes (5.2 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day

18.12.2023 (difenoconazole and azoxystrobin in sugar beet leaves samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 784 minutes (13.1
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

18.12.2023 (triazole derivative metabolites in sugar beet leaves samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 456 minutes (7.6 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

Extract stability is not considered to be an issue, since working standard that were used for quantification
were always prepared on the same day as the work up of the specimen for residue analysis took place.

CONCLUSIONS

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120% and RSD < 20% for average recovery.

The limit of quantification of the method was established at 0.010 mg/kg for leaves with tops and roots.

There were no interfering signals at retention time of analyzed compound in examined control matrix.
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The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,
TLA), difenoconazole and azoxystrobin in sugar beet (leaves with tops and roots) meets the criteria of
SANTE/2020/12830, Rev.2 guidelines in terms of precision, accuracy and uncertainty.
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Active Substances:

Crop / crop group:
Responsible for reporting:
SGS Polska Sp. z o. o.

ul. Poznanska 305B

05-850 Oltarzew

Azoxystrobin, difenoconazole

Sugar beet / Root crops

Tomasz Peda

Commercial Product:
Producer:

CHR/F/SCORPIO 325 SC
PUH Chemirol Sp. z 0. 0.

Poland
Country: Poland Indoor/outdoor: outdoor
Nominal Content of a.s.: 325 g/L Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
1 2 3 4 5 6 7 8 9 10 11
Actual application rate Residues (1) DALA
or CH Remarks
ol | G | 8 é =
Report No. | 1_Sa co fe 0 . e £ Date of BBCH at Ie dit 5 2 .2 o = =
23SGS01 OWIng| o Water | % 3| S 2| Treatment | Treatment Ommodt 8 < g 9<| ¢ 8 )
: 2-Harvest| Treatmen | a.s./h »><| 2< y analysed s | S Sdl 8E g 2
Variety ! a | Wha)| 5= &= o E T eE| B S Z
§ | 3 32| eF| 8F| << S 2
w | = S| 8 | E<| 7| &8 S
* = E | F |7 a =
Poland Sugar beet 1- Foliar 1,247 293,3 | 249 163 | 21/08/2023 49 Leaves <LOQ | 0.029] 0.083] <LO | 0.071 0.054 35 Analytical
16/04/23 spray with tops D Method:
Cerekwica Hubble LC-MS/MS
(Kujawsko- 2— Roots <LOD | 0.028( <LO 0.019 | <LOQ
Pomorskie) 25/09/23 Q <LO
D
Harvest
Study Trial
235GS01-01

DALA — Days After Last Application; CH — Commercial Harvest

Residues are not corrected for procedural recoveries;
Calculation based on unrounded values,

LOD =0.002 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites), LOD =0.001 mg/kg, LOQ = 0.010 mg/kg (difenoconazole, azoxystrob in)
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A.2.1.3.1.9 Study 9

Reference: KCA 6.3/01

Report Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,24 T in
sugar beet (Raw Agricultural Commodity) after one application of
CHR/F/SCORPIO 325 SC — one harvest study trial in Hungary - 2023
Study Number 23SGS02
T.RPenda-Peda
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Guideline(s):

Deviations:
GLP:

Acceptability:

Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
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 Working Document 7029/V1/95 Rev. 5, General Recommendations
for the Design, Preparation and Realization of Residue Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509

published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023

No
Yes
Yes

The objective of the study was to determine the residue of difenoconazole, azoxy strobin and Triazole
Derivative Metabolites (triazole alanine, triazole acetic acid, triazole lactic acid and 1,2,4-triazole) in
sugar beet RAC (leaves with tops and roots), following one application of CHR/F/SCORPIO 325 SC.
Residues concentration detected in analysed field samples:

Residues concentration detected in analysed field samples:

anine

35(x1)
DALA/CH

3

4

235GSs02-01 1

sugar beet
(leaves with tops)

DPL/86/2023/01U

<LOQ

<LOQ

<LOD

<LOD

<LOD

235GS02-01 2

sugar beet (roots)

DPL/86/2023/02U

<LOD

<LOQ

<LOD

<LOD

<LOD

<LOD

235GS02-013

sugar beet
(leaves with tops)

DPL/86/2023/03T

<LOQ

0.025

0012

<LOQ

<LOQ

0.012

235GS02-014

sugar beet (roots)

DPL/86/2023/04T

<LOD

0.011

<LOD

<LOD

<LOD

<LOD

DALA — Days After Last Application, CH — Commercial Harvest
Residues are not comrected for procedural recoveries;
Calculation based on unrounded values

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites)

LOD = 0.001 mg/kg, LOQ = 0.010 mg/kg (difenoconazole, azoxystrobin)

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural recoveries
upon applying the test method. Procedural recoveries were handled and stored in the same way and for
the same time period as the samples extracts that were generated within the same analytical set. Two of
the fortification samples (LOQ and 10 x LOQ) were run at the very end of analytical sequence in order to
ensure the active substance stability during the analytical method workflow. Sample blank matrix, two
procedural recoveries at the level of LOQ and two at the level 10 x LOQ per analytical set of respective

matrix were analyzed during each of the sequence.

SUGAR BEET ROOTS
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Analysis of samples 15.12.2023 — triazole metabolites in sugar beet roots:

triazole-acetic acid (TAA)

Table 17. Quality control samples

Sample Mame Result [mgkg] | Recovery [
sugar beet root sample blank. lcd =LOD
sugar beet root PE1 0,010 mg-kgbed 0.0082 o7
sugar beet root PKA 0,10 mg-kg.led 0.10 100.8
sugar beet root FK2 0,010 mg-kg lod D.00%8 BE.0
sugar bast roat PK2 0,10 mg-kg.led 0.081 813

LOD = 0.002 mg/kg, LOG = 0.010 mghkg

triazole-alanine (TA)

Table 18. Quality control samples

Sample MName Result [mg/kg Recovery [
sugar best root sample blank lcd <LOD
sugar beet reot PK1 0,090 rmg-kgled D.0074 73T
sugar beet root PK1 0,10 mg-kg.lcd 0.088 B7.8
sugar beet root FK2 0,010 mg-kg led 00087 BE.9
sugar beet root P2 0,10 mg-kg.led 0.084 B39

LOD = 0,002 mg'kg. LOG = 0.010 mg'kn

triazole-lactic acid (TLA)

Table 19. Quality control samples

Sample Name Result [mg/kg Recovery [
sugar beet root sample blank.lcd =LOD
sugar biest root PR 0,010 mg-kg bod 0.0085 BE.2
sugar beet root PK1 0,10 mg-kg.lcd 0.007 873
sugar beet root P2 0,010 mg-kg led b.00%2 82.1
sugar beet root PK2 0,10 mg-kg.lcd 0.087 BT 4

LOD = 0.002 mg'kg, LOG = 0.010 mglkg

1,2,4-triazole (1,2,4-T)
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Table 20. Quality control samples

Sample Name Result [mgikg Recovery [
ggar beet root sample blank lcd <L O -
sugar beet root PE1 0,010 rmg-kg led D. 005 B5.1
sugar beat root PE1 0,10 mg-kg.cd 0.10 100.3
sugar beet root FPEZ 0,010 mg-kgled 0011 107.3
sugar beet root PK2 0,10 mg-kg.lod .08 81.2

LOD = 0.002 mgikg, LG = 0,010 mgikg

Analysis of samples 15.12.2023 — difenoconazole and azoxystrobin in sugar beet roots:

Difenoconazole
Table 21. Quality control samples
Sample Name Result [mgikg Recovery [
sugar beat root sample blank led =LOD
sugar beet reot PK1 0,010 mg-kg bed 00098 863
sugar beet root PKA 0,10 mg-kg.led 040 103.0
sugar best root PH2 0,010 mg-kgbed 0.010 103.2
sugar beat root PK2 0,10 mg-kg.led 0.10 1M1.1
LOD = 0.001 mg'kg, LOG = 0.010 mglkg
Azoxystrobin
Table X2. Quality control samples:
Sample Name Result [mgikg Recovery [
sugar beat root sample blank led =LOD
sugar beet root PE1 0,010 mg-kgbed .00 10532
sugar beat root PK1 0,10 mg-kg.led 0.10 102.0
sugar beet root FK2 0,010 mg-kg bed 0.00%8 656
sugar beet root PK2 0,10 mg-kg.lod 0.005 06.3
LOD = 0.001 mglkg, LOG = 0.010 mg'kg
SUGAR BEET LEAVES

Analysis of samples 18.12.2023 — triazole metabolites in sugar beet leaves:

triazole-acetic acid (TAA)

Table 23. Quality control samples.

Sample Name Result [mgikg Recovery [
sugar beet leaves sample biank lod =LOD
sugar beet leaves PK1 0,010 mg-kg.lcd 0.011 1192
sugar beet leaves PK1 0,10 mg-kg.bed 0.10 104.7
sugar beet leaves PK2 0,010 mg-kg.lcd 0.010 104.5
segar beet leaves PE2 0,10 mg-kg.bed 0100 1001

LOD = 0,002 mg'kg, LOG = 0.010 my'kg

triazole-alanine (TA)
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Table 24. Quality control samples.

Sample Name Result [mgkg] | Recovery [%]
sugar beet leaves sample biank lod =<LOD
sugar beet leaves PE1 0,010 mg-kg lcd 0011 1122
sugar beet leaves PK1 0,10 mg-kg.ked 0.1 107.0
sugar beet leaves PK2 0,010 mg-kg.lcd 0011 2.7
sugar beat leaves PE2 0,10 mg-kg.bed 0098 881

LOD = 0.062 mg'kg, LOG = 0.010 mg'kg

triazole-lactic acid (TLA)

Table 25. Quality control samples

Sample Name Result [mgikg) | Recovery [
sugar beet leaves sample biank led <LOD -
sugar beset leaves PK1 0,010 mg-kg.lcd 00z 1178
sugar beet leaves P¥1 0,10 mg-kg.led 0.1 111.8
sugar beset leaves PK2 0,010 mg-kg.lcd 001 108.6
sugar beet leaves PEZ 0,10 mg-kg.led 0.10 102.5

LOD = 8082 mpky, LOG = 0.010 mg'kg

1,2,4-triazole (1,2,4-T)

Table 26. Quality control samples

Sample Name Result [mgikg] | Recovery [
sugar beet leaves sample biank bod =<LOD
sugar beet leaves FK1 0,010 mg-kg.lcd 0.010 104.8
sugar beet leaves PK1 0,10 mg-kg.led 0.10 104.8
sugar beet leaves PK2 0,010 mg-kg.lcd 00006 B6.3
sugar beet leaves P2 0,10 mg-kg.led 0084 B4.3

LOD = 0.002 mgikg, LOG = 0.010 mglkyg

Analysis of samples 18.12.2023 — difenoconazole and azoxystrobin in sugar beet leaves:

Difenoconazole
Table 27. Quality control samples
Sample Name Result [mg/kg] | Recovery [Y%)
sugar beet leaves sample blank led =LOD
sugar beet keaves PK1 0,010 mg-kg.lod 0010 1022
sugar beet leaves PK1 0,10 mg-kg.led 0.10 100.2
sugar beet leaves PK2 0,010 mg-kg.lcd 0010 1m.7
sugar beat leaves FE2 0,10 mg-kg.bed 0.0 ora
LOD = 0.001 mg/kg, LOG = 0.040 mgikg
Azoxystrobin
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Table Z8. Quality control samples
sugar beat leavas sample biank lcd =LOD
augar beet keaves PRT 0,010 mg-kg.lcd .00 102.3
sugar beet leavas PK1 0,10 mg-kg.led 0.009 08.7
sugar beet keaves PK2 0,010 mg-kg.lcd 0.0099 Ba.2
sugar beet leaves PK2 0,10 mg-kg.led 0.11 107.5

LOD = 0.001 mglkg, LOG = 0.010 mg'kg

All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.2.

The stability of the analytes in the final extracts was proven by the corresponding procedural recovery
samples, which were stored under the same conditions together with the extracts of the specimens for
residue analysis. The recovery values for PK2 0.010 mg/kg and PK2 0.10 mg/kg in the range of 70 —
120% confirms the active substance stability during the analytical procedure.

15.12.2023 (difenoconazole and azoxystrobin in sugar beet roots samples) - The duration of the extraction
process was about 3 hours, the duration of the chromatographic analysis was 496 minutes (8.3 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

15.12.2023 (triazole derivative metabolites in sugar beet roots samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 312 minutes (5.2 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day

18.12.2023 (difenoconazole and azoxystrobin in sugar beet leaves samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 784 minutes (13.1
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

18.12.2023 (triazole derivative metabolites in sugarbeet leaves samples) - The duration of the extraction

process was about 4 hours, the duration of the chromatographic analysis was 456 minutes (7.6 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.
19.12.2023 (difenoconazole and azoxystrobin in sugar beet leaves - diluted samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 448 minutes (7.5
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

Extract stability is not considered to be an issue, since working standard that were used for quantification
were always prepared on the same day as the work up of the specimen for residue analysis took place.

CONCLUSIONS

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120% and RSD < 20% for average recovery.

The limit of quantification of the method was established at 0.010 mg/kg for leaves with tops and roots.
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There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,

TLA), difenoconazole and azoxystrobin in sugar beet (leaves with tops and roots) meets the criteria of
SANTE/2020/12830, Rev.2 guidelines in terms of precision, accuracy and uncertainty.
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Active Substances:

Azoxystrobin, difenoconazole

Commercial Product:

CHR/F/SCORPIO 325 SC

Crop / crop group: Sugar beet / Root crops Producer: PUH Chemirol Sp. z 0. 0.
Responsible for reporting: Tomasz Peda
SGS Polska Sp. z o. o.
ul. Poznanska 305B
05-850 Ottarzew
Poland
Country: Hungary Indoor/outdoor: outdoor
Nominal Content of a. s.: 325 ¢g/L Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
1 2 3 4 5 6 7 8 9 10 11
Actual application rate Residues (1) DALA
or CH Remarks
| . | B e
Report No, | Commedity l{jsagfvgfg geth"d . g § Date of | BBCHat | (oo | 2 | o o e -
G Variety 2-Harvest] Treatmen | a.s./h Water ‘ﬁg é g MSS | IS analysed § j:t E —§ 5 § o ‘E —.é
g | (Lha) [ 5= 8~ bE T<| 28| ES s B
8 S g2 | =F| BB| <o S z
o < S8 3 22| 5 S
o0 & = = = A <
Hungary Sugar beet 1- Foliar 1,314 | 303,3 | 263 165 | 18/08/2023 49 Leaves <LOQ | 0.025( 0.012 | <LOQ| <LOQ | 0.012 35 Analytical
20/04/23 spray with tops Method:
Hajdinanas Gazeta LC-MS/MS
(Hajdu- 2- Roots <LOD | 0.011 | <LOD| <LOD| <LOD | <LOQ
Bihar) 22/09/23
Harvest
Study Trial
23SGS02-01

DALA — Days After Last Application; CH — Commercial Harvest

Residues are not corrected for procedural recoveries; Calculation based onunrounded values, LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites), LOD =0.001 mg/kg, LOQ = 0.010 mg/kg (difenoconazole,

azoxystrobin

264




CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC Page 265 /350
Part B — Section 7 - Core Assessment
Applicant version Version October 2023

A.2.1.3.1.10 Study 10

Reference: KCA 6.3/01

Report Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,24-T
in sugar beet (Raw Agricultural Commodity) after one application of
CHR/F/SCORPIO 325 SC — one harvest study trial in Germany - 2023
Study Number 23SGS04
T.Penda-Peda
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Guideline(s):

Deviations:
GLP:
Acceptability:

Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
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 Working Document 7029/VI/95 Rev. 5, General
Recommendations for the Design, Preparation and Realization of Residue
Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023

No

Yes

Yes

The objective of the study was to determine the residue of difenoconazole, azoxystrobin and Triazole
Derivative Metabolites (triazole alanine, triazole acetic acid, triazole lactic acid and 1,2,4-triazole) in
sugar beet (leaves with tops and roots), following one application of CHR/F/SCORPIO 325 SC.

Residues concentration detected in analysed field samples:

sugar beet

1 23SGS04-011 (leaves with tops) DPL/100/2023/01U <LOD <LOQ <LOQ <LOD <LOD <LOD
35(1) 23SGS04-012 | sugar beet (roots) | DPL/100/2023/02U <LOD <LOQ <LOD <LOD <LOD <LOD
DALA/CH
3 23SGS04-01 3 sugar beet DPL/100/2022/03T | <LOQ <LoQ 0.012 | <LoD 0.064 0.043
(leaves with tops)
4 23SGS04-01 4 | sugar beet (roots) | DPL/100/2023/04T <LOD <LOQ <LOD <LOD <LOQ <LOQ

DALA - Days After Last Application; CH — Commercial Harvest
Residues are not corrected for procedural recoveries;
Calculation based on unrounded values
LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites)

LOD = 0.001 mg/kg, LOQ = 0.010 mg/kg (difenoconazole, azoxystrobin)

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural recoveries
upon applying the test method.

Procedural recoveries were handled and stored in the same way and for the same time period as the
samples extracts that were generated within the same analytical set. Two of the fortification samples
(LOQ and 10 x LOQ) were run at the very end of analytical sequence in order to ensure the active
substance stability during the analytical method workflow.
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Sample blank matrix, two procedural recoveries at the level of LOQ and two at the level 10 x LOQ per
analytical set of respective matrix were analyzed during each of the sequence.

SUGAR BEET ROOTS

Analysis of samples 16.12.2023 — triazole metabolites in sugar beet roots:

triazole-acetic acid (TAA)

Table 17. Quality control samples

Sample Name Result [mgikg Recowvery [
sugar beet root sample blank.lcd <LOD
sugar beet root PE1 0,010 mg-kgled 0.0091 81.3
sugar beet root PK1 0,10 mg-kg.lcd 0.084 036
sugar beet root PK2 0,010 mg-kgled 0.00%0 80.0
sugar baet root PK2 0,10 mg-kg.lcd 0.10 100.1

LOD = 0.002 mglkg, LOG = 0.010 mglkg

triazole-alanine (TA)

Table 18. Quality control samples

Sample Name Result [mgikg Recovery

sugar beet root sample blank.lcd <LOD
sugar best root FK1 0,010 mg-kgled 0.0078 T8.0
sugar baet root PKA 0,10 mg-kg.led 0.082 820
sugar beet root PK2 0,010 mg-kg led 0.0080 0.7
sugar beet root PK2 0,10 mg-kg.led 0.085 855

LOD = 0,002 mgkg, LOG = 0.010 mglkg

triazole-lactic acid (TLA)

Table 18. Quality control samples

Sample Mame Result [mg/kg Recovery [
sugar beet root sample blank lcd =LOD
sugar best root PE1 0,010 mg-kgbed D.0087 BT.4
sugar beet root PK1 0,10 mg-kg.led 0.082 818
sugar beet reot PH2 0,010 mg-kg ked 0.0088 BE.2
sugar beat root PK2 0,10 mg-kg.led 0.088 888

LOD = 0.002 mglkg, LOG = 0.090 mylkg

1,2,4-triazole (1,2,4-T)
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Table 20. Quality control samples

Sample Name Result [mgikg Recovery [
sugar beat root sample blank lcd =<LOD
sugar beet reot PH1 0,010 mg-kg bed 0.0089 BES
sugar best roat PE1 0,10 mg-kg.led 0.083 833
sugar beet root P2 0,010 mg-kg led D.0081 Bo.T
sugar beet root P2 0,10 mg-kg.led 0.10 100.1

LOD = 0.002 mgikg, LOG = 0.010 mglkg

Analysis of samples 16.12.2023 — difenoconazole and azoxystrobin in sugar beet roots:

Difenoconazole
Table 21. Quality control samples
Sample Name Result [mgikg Recovery [
sasgar beet root sample blank. led =<LOD
sugar beet root PE1 0,010 mg-kgbod 0.010 1004
sugar baet root PK1 0,10 mg-kg.led 0.10 103.4
sugar beet root PHE 0,010 mg-kg bed 0.010 102.4
sugar bast root PK2 0,10 mg-kg.led o.087 873
LOD = 0.001 mglkg, LOG = 0.010 mg'kg
Azoxystrobin
Table Z2. Quality control samples
Sample Name Result [mg/ikg Recovery [
sugar beet root sample blank lcd =LOD
sugar best root PE1 0,010 mg-kgbed 0011 108.0
sugar beet root PK1 0,10 mg-kg.led 0.11 110.0
sugar beat root FK2 0,010 mg-kg ed 0010 104 6
sugar beat root PK2 0,10 mg-kg.led 0.10 102.4
LOD = 0.001 mg'kg, LOG = 0.010 mg'kg
SUGAR BEET LEAVES

Analysis of samples 18.12.2023 — triazole metabolites in sugar beet leaves:

triazole-acetic acid (TAA)

Table 23. Quality control samples

Sample Name Result [mgikg Recovery

sugar beet leaves sample biank lod =LOD
sugar beet leaves PK1 0,010 mg-kg led 0.011 1112
sugar beet leaves PK1 0,10 mg-kg.bed 0.10 104.7
sugar beet leaves PK2 0,010 mg-kg.lcd 0.010 104.5
sugar beet leaves PK2 0,10 mg-kg.bed 0.100 100.1

LOD = 0.002 mg'kg, LOG = 0.010 mg'kg
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triazole-alanine (TA)

Table 24. Quality control samples

Sample Name Result [mgkg] | Recovery [%]
sugar beet leaves sample blank lod =<LOD
sugar best leaves PK1 0,010 mg-kg.lod 0011 1122
sugar beet leaves PK1 0,10 mg-&g.led 0.11 107.0
sugar beet leaves PK2 0,010 mg-kg.lcd 0011 2.7
sugar best leaves P2 0,10 mg-kg.led 0.088 BE.1

LOD = 0.002 mg/kg, LOG = 0.010 mglkg

triazole-lactic acid (TLA)

Table 25. Quality control samples

Sample Name Result [mgkg] | Recovery [%]
sugar beet lesves sample biank bod =<LOD
augar best keaves PK1 0,010 mg-kg.lod 0012 1178
sugar beet leaves PK1 0,10 mg-kg.led 0.11 1118
augar best keaves PH2 0,010 mg-kg.lod 0011 108.6
sugar beet leaves PK2 0,10 mg-kg.bed 0.10 102.5

LOD = 0,002 mg'kg, LOG = 0.010 mylkg

1,2,4-triazole (1,2,4-T)

Table 26. Quality control samples

Sample Name Result [mgikg] | Recovery [%]
sugar beet lesves sample blank lod <LOD
sugar beet leaves PK1 0,010 mg-kg.lcd .00 104.8
sugar beet leaves PK1 0,10 mg-kg.led 040 104.9
sugar best leaves PK2 0,010 mg-kg.lod 0.00%8 86.3
sugar beet leaves PH2 0,10 mg-kg.bed 0.084 B4.3

LOD = 0.002 mgikg, LOQ = 0.010 mg/kg

Analysis of samples 18.12.2023 — difenoconazole and azoxystrobin in sugar beet leaves:

Difenoconazole
Table Z7. Quality control samples
Sample Name Result [mgkg] | Recovery [%]
sugar beet lesves sample blank kod <LOD
sugar beet beaves PK1 0,010 mg-kg.lcd 0010 1022
sugar beet leaves PK1 0,10 mg-kg.led 040 100.2
sugar beet beaves PK2 0,010 mg-kg.lcd .00 101.7
sugar beet leaves PK2 0,10 mg-kg.bed 0.10 ar.a
LOD = 0.0041 mg/kg, LOQ = 0.010 mygikg
Azoxystrobin
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Table ZB. Quality control samples

sugar beet leaves sample biank kod =LOD
sugar beet leaves PK1 0,010 mg-kg lcd 0010 1023
sugar beet leaves PK1 0,10 mg-kg.led 0.008 oB.7
sugar beet leaves PK2 0,010 mg-kg.lcd 0.0099 092
sugar beet leaves PK2 0,10 mg-kg.led 0.11 107.5

LOD = 0.001 mglkg, LOG = 0.090 mylkg

All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.2.

The stability of the analytes in the final extracts was proven by the corresponding procedural recovery
samples, which were stored under the same conditions together with the extracts of the specimens for
residue analysis. The recovery values for PK2 0.010 mg/kg and PK2 0.10 mg/kg in the range of 70 —
120% confirms the active substance stability during the analytical procedure.

16.12.2023 (difenoconazole and azoxystrobin in sugar beet roots samples) - The duration of the extraction
process was about 3 hours, the duration of the chromatographic analysis was 496 minutes (8.3 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

16.12.2023 (triazole derivative metabolites in sugar beet roots samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 312 minutes (5.2 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day

18.12.2023 (difenoconazole and azoxystrobin in sugar beet leaves samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 784 minutes (13.1
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

18.12.2023 (triazole derivative metabolites in sugar beet leaves samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 456 minutes (7.6 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

Extract stability is not considered to be an issue, since working standard that were used for quantification
were always prepared on the same day asthe work up of the specimen for residue analysis took place.

CONCLUSIONS

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120% and RSD <20% for average recovery.

The limit of quantification of the method was established at 0.010 mg/kg for leaves with tops and roots.

There were no interfering signals at retention time of analyzed compound in examined control matrix.
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The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,
TLA), difenoconazole and azoxystrobin in sugar beet (leaves with tops and roots) meets the criteria of
SANTE/2020/12830, Rev.2 guidelines in terms of precision, accuracy and uncertainty.
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Active Substances: Azoxystrobin, difenoconazole
Crop / crop group: Sugar beet / Root crops
Responsible for reporting: Tomasz Peda

SGS Polska Sp. z o. o.
ul. Poznanska 305B
05-850 Oltarzew

Commercial Product:
Producer:

CHR/F/SCORPIO 325 SC
PUH Chemirol Sp. z 0. o.

Poland
Country: Germany Indoor/outdoor: outdoor
Nominal Content of a. s.: 325 g/lL Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
1 2 3 4 5 6 7 8 9 10 11
Actual application rate Residues (1) DALA
or CH Remarks
Commodit g E ©)
Date of | Method 3 S
Report No. y 1-Sowi " S = D £ BBCH c di 2 E Q o = -
233GS04 owing| 0 L | water | 25| 83| €0 at | Commodit |5 | 2 | Bo| g g =
. 2-Harvest| Treatmen | a.s./h ><| & <| Treatment | Treatment | y analysed g< | = = d| 3K g S
Variety (Lha)| 5= 8= & E S« &F| Ew S 7
t a S R = 2E| o= S 3 >
bS] NS Q NSl Y= =] 5
on < E<| 3 S| o S g
Germany Sugar beet 1- Foliar | 1,307 301,7 | 261 | 164 | 02/08/2023 49 Leaves <LOQ | <LO [ 0.012 <LO | 0.064 | 0.043 36 Analytical
27/04/23 spray with tops Q D Method:
Holtinghausen | Annelaura LC-MS/MS
(Lower Saxony) 2 - Roots <LOD <LO <LOQ | <LOQ
07/09/23 <LO| D | <LO
Harvest Study Q D
Trial
23SGS04-01

DALA — Days After Last Application; CH — Commercial Harvest
Residues are not corrected for procedural recoveries;

Calculation based on unrounded values, LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites), LOD = 0.001 mg/kg, LOQ = 0.010 mg/kg (difenoconazole, azoxystrobin)
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A.2.1.3.1.11 Study 11

Reference: KCA 6.3/01

Report Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
in sugar beet (Raw Agricultural Commodity) after one application of
CHR/F/SCORPIO 325 SC — one decline curve study trial in Poland - 2023
Study Number 23SGS05
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Guideline(s):

Deviations:
GLP:
Acceptability:

T.Penda-Peda

Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
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 Working Document 7029/VI/95 Rev. 5, General
Recommendations for the Design, Preparation and Realization of Residue
Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023
No

Yes
Yes

The objective of the study was to determine the residue of difenoconazole, azoxystrobin and Triazole
Derivative Metabolites (triazole alanine, triazole acetic acid, triazole lactic acid and 1,2,4-triazole) in
sugar beet RAC (leaves with tops and roots), following one application of CHR/F/SCORPIO 325 SC.

The following residues concentration was determined in the field samples analyzed on 15.12.2023
(difenoconazole, azoxystrobin and triazole metabolites in sugar beet roots samples), 18.12.2023
(difenoconazole, azoxystrobin and triazole metabolites in sugar beet leaves samples) and 19.12.2023
(difenoconazole and azoxystrobin in sugar beet leaves — diluted samples):
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Residues concentration detected in analysed field samples:

Resuit [mg/kg]
Sponsor’'s ’ Sample number zole- le-
E Ty f : triazole A triazole
No Timing sample ccrﬁs)eo?li(v given by the aoatio ”'lf-‘-?‘e_' lactic 1 2-4'_ - ) — )
identification laboratory idid a a’n‘lne sie trn:zol: difenoconazole | Azoxystrobin
TAA ke na | 1247
1 23SGS05-01 1 Sugak hest DPL/96/2023/01U | <LOD | <LO0Q | <LoQ | <LOD <LOD <LOD
(leaves with tops)
2 23SGS05-01 2 | sugar beet (roots) | DPL/96/2023/02U <LOD <LOQ <LOD <LOD <LOD <LOD
0 DALA
3 23SGS05-01 3 Sligar beet DPL/96/2023/03T | <LOD | <L0Q | <.oQ | <LOD 1.37* 248"
(leaves with tops)
4 23SGS05-014 | sugar beet (roots) | DPL/96/2023/04T <LOD <LOQ <LOD <LOD 0.056 0.1
sugar beet - .
5 23SGS05-015 (leaves with tops) DPL/96/2023/05U LOD 001 0.010 <LOD <LOD LOD
6 23SGS05-01 6 | sugar beet (roots) | DPL/96/2023/06U <LOD <LOQ <LOD <LOD <LOD <LOD
7 DALA
7 23SGS05-017 sugar beet DPL/96/2023/07T | <LOD | <LOQ | <LOQ | <LOD 0.45* 0.66"
(leaves with tops)
8 23SGS05-01 8 | sugar beet (roots) | DPL/96/2023/08T <LOD <LOQ <LOD <LOD 0.068 0.051
sugar beet
9 23SGS05-019 (leaves with tops) DPL/96/2023/09U <LOD 0014 0.013 <LOD <LOD <LOD
10 35(21) 23SGS05-01 10 | sugar beet (roots) | DPL/96/2023/10U <LOD <LOQ <LOD <LOD <LOD <LOD
DALA/CH sugar beet > < . o
" 23SGS05-01 11 (leaves with tops) DPL/96/2023/11T <LOQ 0.016 0.011 <LOD 0.12 0.082
12 23SGS05-01 12 | sugar beet (roots) | DPL/96/2023/12T <LOD <LOQ <LOD <LOD 0.013 <LOQ
*- diluted

DALA - Days After Last Application, CH — Commercial Harvest
Residues are not corrected for procedural recoveries; Calculation based on unrounded
values LoD = 0.002 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites)

LOD = 0.001 mg/kg, LOQ = 0.010 mg/kg (difenoconazole, azoxystrobin)

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural recoveries
upon applying the test method. Procedural recoveries were handled and stored in the same way and for
the same time period as the samples extracts that were generated within the same analytical set. Two of
the fortification samples (LOQ and 10 x LOQ) were run at the very end of analytical sequence in order to
ensure the active substance stability during the analytical method workflow. Sample blank matrix, two
procedural recoveries at the level of LOQ and two at the level 10 x LOQ per analytical set of respective
matrix were analyzed during each of the sequence.

SUGAR BEET ROOTS

Analysis of samples 15.12.2023 — triazole metabolites in sugar beet roots:

triazole-acetic acid (TAA)

triazole-alanine (TA)

Table 17. Quality control samples.

Sample Name Result [mgikg] | Recovery [%]
ssgar best root sample blank. led =LOD
sugar beet root FE1 0,010 mg-kgled 0.009: 1.7
sugar beet root PK1 0,10 mg-kg.led 0.10 100.8
sugar beet root PHZ 0,010 mg-kgbod 0.00%8 BE.0
sugar beet root PK2 0,10 mg-kg.lod 0081 B1.3

LOD = 0,062 my/kg, LOG = 0.090 myglkg
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Table 18. Quality control samples

Sample Name Result [mgikg Recovery
sugar beet root sample blank lcd <LOD
sugar beet root FK1 0,010 mg-kg led 0.0a74 73T
sugar beat roat PK1 0,10 mg-kg.led 0.088 BTA
sugar best root PH2 0,010 mg-kgbed 0.0087 EB.9
sugar beat root PK2 0,10 mg-kg.lod 0.084 B3.9
LOD = 0.002 mg'kg, LOG = 0.010 mg'kg
triazole-lactic acid (TLA)
Table 19. Quality control samples
Sample Name Result [mgikg Recovery
sugar beet root sample blank led <LOD
sugar beet root FK1 0,010 mg-kg led 0.0086 BE.2
sugar beet root PKA 0,10 mg-kg.led o.087 873
sugar beet root FK2 0,010 mg-kg bed 0.009: B21
sugar beet root PK2 0,10 mg-kg.led 0.087 BT A4
LOD = 0.002 mg/kg, LOG = 0.040 mgikg
1,2,4-triazole (1,2,4-T)
Table 20. Quality control samples
Sample Name Result [mgikg Recowvery [
sugar beet root sample blank.lcd <LOD
sugar beet root PE1 0,010 mg-kgled 0.0025 831
sugar beet root PK1 0,10 mg-kg.lcd 040 100.3
sugar beet root PH2 0,010 mg-kg led 0011 107.3
sugar beet root PK2 0,10 mg-kg.lcd 0.081 812

LOD = 8.002 mgkg, LOG = 0.010 mglkg

Analysis of samples 15.12.2023 — difenoconazole and azoxystrobin in sugar beet roots:

Difenoconazole
Table 21. Quality control samples
Sample Name Result [migikg Recovery [
sasgar beet root sample blank. led =LOD
sugar beet root PK1 0,010 mg-kg led 0.0098 98.3
sugar beet root PK1 0,10 mg-kg.led 040 103.0
sugar beet root PHE 0,010 mg-kgbed 0.010 103.2
sugar baet root PK2 0,10 mg-kg.led 0.10 1041
LOD = 0.0041 mg/kg, LOQ = 0.040 mgikg
Azoxystrobin
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Table Z2. Quality control samples

Sample Name
ssgar beet root sample blank.lcd =LOD
sugar beet root PE1 0,010 mg-kg led 0010 1032
sugar beet root PK1 0,10 mg-kg.lcd 040 102.0
sugar beet root PH2 0,010 mg-kg led 0.00%6 B5.5
sugar baet root PK2 0,10 mg-kg.lcd 0.006 86.3

LOD = 0,061 mg/kg, LOG = 0.010 mylkg

SUGAR BEET LEAVES
Analysis of samples 18.12.2023 — triazole metabolites in sugar beet leaves:

triazole-acetic acid (TAA)

Table 23. Quality control samples

mple Name Result [mgikg Recovery

sugar beet lesves sample biank bod =LOD
sugar beet leaves PK1 0.010 mg-kg lcd 0.011 1112
sugar beet leaves PK1 0,10 mg-kg.led 0.10 104.7
sugar beet leaves PK2 0,010 mg-kg lcd 0.010 104.8
sugar beet leaves FH2 0,10 mg-kg.bed 0.100 100.1

LOD = 0.002 mg'kg, LOG = 0.010 malkg

triazole-alanine (TA)

Table 24. Quality control samples

Sample Name Result [mg/ikg Recovery [
sugar beet lesves sample blank lod =LOD
sugar beet leaves PK1 0,010 mg-kg.lcd 0.011 1122
sugar beet leaves PK1 0,10 mg-kg.led 0.11 107.0
sugar beet leaves PK2 0,010 mg-kg.lcd 0.011 1127
sugar beet leaves FE2Z 0,10 mg-kg.bed 0098 881

LOD = 0.002 mglkg, LOG = 0.090 mylkg

triazole-lactic acid (TLA)

Table 28. Quality control samples:

Sample Name Result [mg/ikg Recovery [
sugar beet leaves sample biank lod =<LOD
sugar beet leaves PK1 0010 mg-kg.lcd 0.012 117.8
sugar beet leaves PK1 0,10 mg-kg.ked 0.11 111.8
sugar beet leaves PK2 0010 mg-kg.lcd 0.011 108.6
sugar beet leaves FH2 0,10 mg-kg.bed 0.10 102.5

LOD = 0.002 mg'kg, LOG = 0.010 mg'kg
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1,2,4-triazole (1,2,4-T)

Table 26. Quality control samples

Sample Name Result [mgikg Recovery [
sugar beet leaves sample blank lod =<LOD
sugar beet leaves PK1 0,010 mg-kg led 0.010 104.8
sugar beet leaves PK1 0,10 mg-kg.led 0.10 104.9
sugar beet leaves PK2 0,010 mg-kg.lcd 0.0096 96.3
sugar beet leaves FEZ 0,10 mg-kg.bed 0054 B4.3

LOD = 0.002 mgikg, LOG = 0.010 mglkg

Analysis of samples 18.12.2023 — difenoconazole and azoxystrobin in sugar beet leaves:

Difenoconazole
Table ¥7. Quality control samples
Sample Name Result [mgikg Recovery [
sugar beet lesves sample blank kod =LOD
sugar best beaves PK1 0,010 mg-kg.led 0.010 1022
sugar beet leaves PK1 0,10 mg-kg.ked 0.10 100.2
sugar beet leaves PK2 0,010 mg-kg.lcd 0.010 1017
sgar beat leaves PR 0,10 mg-kg.bod o.10 ora
LOD = 0.001 mg/kg, LOQ = 0.010 mygikg
Azoxystrobin
Table 28. Quality control samples
Sample Name Result [mgikg Recovery
sugar beet lesves sample biank bod =LOD
sugar beet leaves PK1 0,010 mg-kg led 0.010 102.3
sugar beet leaves PK1 0,10 mg-kg.bed 0.089 887
sugar beet leaves PK2 0,010 mg-kg lcd 0.00%8 Ba.2
sgar beat leaves PR 0,10 mg-kg.bod 0.1 107.5

LOD = 0,061 my/kg, LOG = 0.010 mylkg

Analysis of samples 19.12.2023 — difenoconazole and azoxystrobin in sugar beet leaves (for diluted

samples)

Difenoconazole

Table 2. Quality control samples.

Sample Name Result [mg/kg Recovery [
sugar beet lesves sample blank lod =LOD
sugar beet leaves PK1 0,010 mg-kg led 0.00%9 88,0
sugar beet leaves PK1 0,10 mg-kg.bed 0.10 1.2
sugar beet leaves PK2 0,010 mg-kg led 0.010 102.0
segar beet leaves PE2 0,10 mg-kg.bed 0.096 BE.5

LOD = 0.001 mgkg, LOG = 0.010 mg'kg
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Azoxystrobin

Table 30. Quality control samples

sugar beet leeves sample blank kcd <LOD

sugar beet leaves PK1 0010 mg-kg lcd 0.010 102.0

sugar beet leaves PK1 0,10 mg-kg led 0.10 100.6

sugar beet leaves PK2 0010 mg-kg.lcd 0.011 107.3

sugar beet leaves PK2 0,10 mg-kg led 0.11 105.4

LOD = 0,001 mg/kg, LOG = 0.010 mylkg

All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.2.

The stability of the analytes in the final extracts was proven by the corresponding procedural recovery

samples, which were stored under the same conditions together with the extracts of the specimens for
residue analysis. The recovery values for PK2 0.010 mg/kg and PK2 0.10 mg/kg in the range of 70 —
120% confirms the active substance stability during the analytical procedure.

15.12.2023 (difenoconazole and azoxystrobin in sugar beet roots samples) - The duration of the extraction
process was about 3 hours, the duration of the chromatographic analysis was 496 minutes (8.3 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

15.12.2023 (triazole derivative metabolites in sugar beet roots samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 312 minutes (5.2 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day

18.12.2023 (difenoconazole and azoxystrobin in sugar beet leaves samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 784 minutes (13.1
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

18.12.2023 (triazole derivative metabolites in sugar beet leaves samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 456 minutes (7.6 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

19.12.2023 (difenoconazole and azoxystrobin in sugar beet leaves - diluted samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 448 minutes (7.5
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

Extract stability is not considered to be an issue, since working standard that were used for quantification
were always prepared on the same day asthe work up of the specimen for residue analysis took place.

CONCLUSIONS

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120% and RSD <20% for average recovery.
The limit of quantification of the method was established at 0.010 mg/kg for leaves with tops and roots.
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There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,
TLA), difenoconazole and azoxystrobin in sugar beet (leaves with tops and roots) meets the criteria of
SANTE/2020/12830, Rev.2 guidelines in terms of precision, accuracy and uncertainty .
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Active Substances:

Crop / crop group:
Responsible for reporting:
SGS Polska Sp. z o. o.

ul. Poznanska 305B

05-850 Oltarzew

Azoxystrobin, difenoconazole
Sugar beet / Root crops
Tomasz Peda

Commercial Product:
Producer:

CHR/F/SCORPIO 325 SC
PUH Chemirol Sp. z 0. 0.

Poland
Country: Poland Indoor/outdoor: outdoor
Nominal Content of a. s.: 325 g/lL Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
1 2 3 4 5 6 7 8 9 10 11
Actual application rate DA
LA
Residues (1) or Remarks
Commodit s | CH
lesar: N, | Date Qf Method 5 § - 2)
1-Sowing| of L & | © | Dateof BBCH at | Commodit
23SGS05 2l Treatm h Water 2= 2= Treatment | Treatment lvsed o E o © K> -
Variety arvest| Treatmen | a.s. (Lhay| % = g £| Treatmen reatment | y analyse 5 < = £ 2 S £
t a S = s < = S 4 s B g B
N 82| 7| 8| =9 ¢ 9
en 8 < 5 &< o T 8 S
e = = = a <
Poland Sugar beet 1- Foliar 1,318 405,6 | 264 165 | 18/08/2023 49 Leaves <LOD | <LOQ | <LOQ | <LOD 1.37 2.48 0 Analytical
22/04/23 spray with tops Method:
Krzelkow Silesia LC-MS/MS
(Dolnoslaskie) 2- Roots <LOD | <LOQ | <LOD | <LOD | 0.056 0.11 0
22/09/23
Decline Curve Leaves <LOD | <LOQ | <LOQ | <LOD 0.45 0.66 7
Study Trial with tops
23SGS05-01
Roots <LOD | <LOQ | <LOD | <LOD | 0.068 [ 0.051 7
Leaves <LOQ | 0.016 | 0.011 | <LOD | 0.12 0.082 | 35
with tops
Roots <LOD | <LOQ | <LOD | <LOD | 0.013 | <LOQ | 35

DALA —Days After Last Application; CH — Commercial Harvest; Residues are not corrected for procedural recoveries; Calculation based on unrounded values, LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg (triazole
metabolites), LOD = 0.001 mg/kg, LOQ = 0.010 mg/kg (difenoconazole, azoxystrobin)

281




CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC Page 282 /350
Part B — Section 7 - Core Assessment
Applicant version Version October 2023

A.2.1.3.1.12 Study 12

Reference: KCA 6.3/01

Report Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4T
in sugar beet (Raw Agricultural Commodity) after one application of
CHR/F/SCORPIO 325 SC — one decline curve study trial in Hungary - 2023
Study Number 23SGS06
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Guideline(s):

Deviations:
GLP:
Acceptability:

T.Penda Peda

Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
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 Working Document 7029/VI/95 Rev. 5, General
Recommendations for the Design, Preparation and Realization of Residue
Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023
No

Yes
Yes

The objective of the study was to determine the residue of difenoconazole, azoxystrobin and Triazole
Derivative Metabolites (triazole alanine, triazole acetic acid, triazole lactic acid and 1,2,4-triazole) in
sugar beet RAC (leaves with tops and roots), following one application of CHR/F/SCORPIO 325 SC.

Residues concentration detected in analysed field samples:

Residues concentration detected in analysed field samples:

Result [mg/kg]
Sponsor's Sample number ianale. e
) Timin sample Type of .|\.’Zr::3" the el K Reiony 1.2.4-
No g . e commodity g y acetic lactic 4 - e T 5
identification laboratory acid :):mlme acid m.uoi_e Difenoconazole | Azoxystrobin
TAA TA TLA 1.2.4-T
sugar beet o 2 %
1 238GS08-011 | o =ik tops) | DPL/B7/2023/01U LOD LoQ | 0.016 LOD <LOD <LOD
2 23SGS06-012 | sugar beet (roots) | DPL/87/2023/02U | <LOD | <LOQ | <LOD | <LOD <LOD <LOD
0 DALA
3 235GS06-01 3 sugar beet DPL/87/2023/03T | <LOD | <Lo@ | <LoQ | <LoD 387 6.99"
(leaves with tops)
4 23SGS06-014 | sugar beet (roots) | DPL/87/2023/04T | <LOD | <LOQ | <LOD | <LOD <L0Q 0.015
sugar beet - Z
5 238GS06-015 | (10aves with tops) | DPL/B7/2023005U | <LOD | <LOQ | <LOQ LOD <LOD <LOD
6 23SGS06-016 | sugar beet (roots) | DPL/87/2023/06U [ <LOD | <LOQ | <LOD | <LOD <LOD <LOD
7 DALA
7 23SGS06-017 sugar beet DPL/87/2023/07T | <LOD | <LOQ | 0011 | <LOD 1.86* 414"
(leaves with tops)
8 235GS06-018 | sugar beet (roots) | DPL/87/2023/08T | <LOD | <LOQ | <LOD | <LOD <L0Q <L0Q
9 23SGS06-019 sugar beet DPL/87/2023/09U | <LOD | <LoQ | <Lo@ | <LoD <LOD <LOD
(leaves with tops)
10 35(21) | 23SGS06-0110 | sugar beet (roots) | DPL/87/2023/10U | <LOD | <LOQ | <LOD | <LOD <LOD <LOD
DALAICH sugar beet 2 . .
1 238GS06-01 11 | (10avee with tops) | PPL/87/202311T | <LOQ | 0016 | 0040 | <LOD 0.18 0.34
12 23SGS06-01 12 | sugar beet (roots) | DPL/87/2023/12T | <LOD | <LO0Q | <LOD | <LOD <LOQ <LOQ
*- diluted samples.

DALA - Days After Last Application; CH — Commercial Harvest:
Residues are not corrected for procedural recoveries; Calculation based on unrounded
values LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites)

LOD = 0.001 mglkg, LOQ = 0.010 mgl/kg (difenoconazole, azoxystrobin)
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BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural recoveries
upon applying the test method.

Procedural recoveries were handled and stored in the same way and for the same time period as the
samples extracts that were generated within the same analytical set. Two of the fortification samples
(LOQ and 10 x LOQ) were run at the very end of analytical sequence in order to ensure the active
substance stability during the analytical method workflow.

Sample blank matrix, two procedural recoveries at the level of LOQ and two at the level 10 x LOQ per
analytical set of respective matrix were analyzed during each of the sequence.

SUGAR BEET ROOTS
Analysis of samples 15.12.2023 — triazole metabolites in sugar beet roots:

triazole-acetic acid (TAA)

Table 17. Quality control samples

R
sugar beet root sample blank.lcd =LOD
sugar beet root PK1 0,010 mg-kgled 0.0092 1.7
sugar beet root PK1 0,10 mg-kg.lcd 0.10 100.8
sugar beet root P2 0,010 mg-kg led 0.0098 86.0
sugar baet root PK2 0,10 mg-kg.lcd 0.081 813

LOD = 0.002 mglkg, LOG = 0.010 mglkg

triazole-alanine (TA)

Table 18. Quality control samples

Ri
ssgar beet root sample blank.lcd =LOD
sugar beet root FEK1 0,010 mg-kgled 0.0a74 73T
sugar beet root PK1 0,10 mg-kg.lcd 0.088 B7 8
sugar beet root P2 0,010 mg-kg led 0.0087 869
sugar baet root PK2 0,10 mg-kg.lcd 0.084 B39

LOD = 0.062 my/kg, LOG = 0.010 mylkg

triazole-lactic acid (TLA)

Table 19. Quality control samples

R
sugar beet root sample blank led <LOD
sugar beet root PK1 0,010 mg-kg ed 0.0085 BE.2
sugar beet root PEA 0,10 mg-kg.led o.087 ar.3
sugar beet root P2 0,010 mg-kg ked 0.0042 821
sugar beet root PK2 0,10 mg-kg.led 0.087 B4

LOD = 0,062 my/kg, LOG = 0.090 myglkg

1,2,4-triazole (1,2,4-T)
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Table 20. Quality control samples

Sample Name Result [mgkg] | Recovery [
ssgar beet root sample blank. led =LOD

sugar beet root FE1 0,010 mg-kgled 0.0095 51

sugar baet root PK1 0,10 mg-kg.led 0.10 100.3

sugar beet root PH2 0,010 mg-kgbod 0011 1073

sugar beet root PK2 0,10 mg-kg.led 0.081 1.2

LOD = 8.002 mgkg, LOG = 0.010 mglkg

Analysis of samples 15.12.2023 — difenoconazole and azoxystrobin in sugar beet roots:

Difenoconazole
Table 21. Quality control samples
Sample Name Result [mgikg Recovery [
=gar best root sample blank.jcd <LOD
sugar beet reot PE1 0,040 mg-kg led 0.0048 883
sugar beet root PKA 0,10 mg-kg.led 040 103.0
sugar best root FH2 0,010 mg-kgled .00 103.2
sugar beet root PK2 0,10 mg-kg.led 0.10 1041
LOD = 0,001 mglkg, LOG = 0.010 mgikg
Azoxystrobin
Table 22. Quality control samples
Sample Name Result [mgikg Recov ery [
sugar beet root sample blank.lcd =LOD
sugar beet root FK1 0,010 mg-kgled 0.010 103.2
sugar baet root PKA 0,10 mg-kg.led 0.10 102.0
sugar beet reot PH2 0,040 mg-kg led 0.0098 85 &
sugar beet root PK2 0,10 mg-kg.led 0.086 86.3
LOD = 0,001 mglkg, LOG = 0.010 mgikg
SUGAR BEET LEAVES

Analysis of samples 18.12.2023 — triazole metabolites in sugar beet leaves:

triazole-acetic acid (TAA)

Table 23. Quality control samples

Sample Name

Result [mgikg

Recovery

sugar beet lesves sample blank kod <LOD
sugar best beaves PR 0,010 mg-kg.lcd 0.011 1192
sugar beet leaves PK1 0,10 mg-kg.ked 0.10 104.7
sugar best keaves PK2 0,010 mg-kg.lcd 0.010 104.5
sugar beet leaves PK2 0,10 mg-kg.ked 0.100 100.1

LOD = 0,002 mg/kg, LOQ = 0.010 mglkg

triazole-alanine (TA)
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triazole-lactic acid (TLA)

1,2,4-triazole (1,2,4-T)

Analysis of samples 18.12.2023 — difenoconazole and azoxystrobin in sugar beet leaves:

Difenoconazole

Azoxystrobin

Table 24. Quality control samples

Sample Name Result [mg/kg Lecovery [
sugar best leaves sample blank lod =LOD
sugar beet leaves PK1 0,010 mg-kg led 0011 1122
sugar beet leaves PK1 0,10 mg-kg.led 0.11 107.0
sugar beet leaves PK2 0,010 mg-kg.lcd 0.011 1127
sugar beet leaves FEZ 0,10 mg-kg.bed 0098 881
LOD = 0.002 mg'kg, LOG = 0.010 mg'kg
Table 25. Quality control samples
Sample Name Result [mgikg ReCOVery
sugar best leaves sample blank lod <LOD
sugar beet leaves PK1 0,010 mg-kg led 0012 178
sugar beet leaves PK1 0,10 mg-&g.led 0.1 1118
sugar beet leaves PK2 0,010 mg-kg.lcd 0.011 108.6
sugar best leaves P2 0,10 mg-kg.led 0.10 102.5
LOD = 0.002 mg/kg, LOG = 0.040 mgikg
Table 36. Quality control samples
Sample Name Result [mgikg ReCOVery
sugar beet lesves sample biank bod =LOD
sugar beet leaves PK1 0,010 mg-kg lcd 0.010 104.8
sugar beet leaves PK1 0,10 mg-kg.bed 0.10 104.9
sugar best keaves PK2 0,010 mg-kg.lcd 0.00%8 86.3
sgar beat leaves PR2 0,10 mg-kg.bod 0084 B4.3

LOD = 8.002 mgkg, LOG = 0.010 mglkg

Table ¥7. Quality control samples.

Sample Name Result [mgikg lecovery

sugar beet lesves sample blank lod <LOD
sugar beet leaves PK1 0,010 mg-kg.lcd 0.010 1022
sugar beet leaves PK1 0,10 mg-kg.led 040 100.2
sugar beet leaves PK2 0,010 mg-kg.led 0.010 104.7
segar beet leaves PE2 0,10 mg-kg.bed 040 7.8

LOD = 0,001 mgkg, LOG = 0.010 my'kg
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Table 28. Quality control samples
Ri
sugar beet leaves sample biank lod =LOD
sugar beet leaves PK1 0,010 mg-kg.led 0.010 102.3
sugar beet leaves PK1 0,10 mg-kg.bed 0.009 08.7
sugar beet leaves PK2 0,010 mg-kg.lcd 0.0090 po2
sugar beet leaves PK2 0,10 mg-kg.led .11 107.5

LOD = 0.001 mg/kg, LOG = 0.010 mg'kg

Analysis of samples 19.12.2023 — difenoconazole and azoxystrobin in sugar beet leaves (for diluted
samples):

Difenoconazole
Table 2. Quality control samples
Ri
sugar beet lesves sample blank kod <LOD
sugar beet leaves PK1 0010 mg-kg lcd 0.00%8 8a.0
sugar beet leaves PK1 0,10 mg-kg.led 040 1042
sugar beet leaves PK2 0.010 mg-kg.lcd 0.010 102.0
sugar beet leaves PK2 0,10 mg-kg.ked 0.006 865
LOD = 0.001 mg/kg, LOQ = 0,010 mgikg
Azoxystrobin
Table 30. Quality control samples:
R
sugar beet leaves sample biank lod =<LOD
sugar beet leaves PK1 0010 mg-kg.lcd 0.010 102.0
sugar beet leaves PK1 0,10 mg-kg.bed 0.10 1006
sugar beet leaves PK2 0,010 mg-kg led 0.011 107.3
sugar beet leaves PK2 0,10 mg-kg.led 0.11 105.4

LOD = 0.001 mg/kg, LOG = 0.010 mg'kg

All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.2.

The stability of the analytes in the final extracts was proven by the corresponding procedural recovery
samples, which were stored under the same conditions together with the extracts of the specimens for
residue analysis. The recovery values for PK2 0.010 mg/kg and PK2 0.10 mg/kg in the range of 70 —
120% confirms the active substance stability during the analytical procedure.

15.12.2023 (difenoconazole and azoxystrobin in sugar beet roots samples) - The duration of the extraction
process was about 3 hours, the duration of the chromatographic analysis was 496 minutes (8.3 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

15.12.2023 (triazole derivative metabolites in sugar beet roots samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 312 minutes (5.2 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day
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18.12.2023 (difenoconazole and azoxystrobin in sugar beet leaves samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 784 minutes (13.1
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

18.12.2023 (triazole derivative metabolites in sugar beet leaves samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 456 minutes (7.6 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

19.12.2023 (difenoconazole and azoxystrobin in sugar beet leaves - diluted samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 448 minutes (7.5
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day

Extract stability is not considered to be an issue, since working standard that were used for quantification
were always prepared on the same day asthe work up of the specimen for residue analysis took place.

CONCLUSIONS

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120% and RSD <20% for average recovery.

The limit of quantification of the method was established at 0.010 mg/kg for leaves with tops and roots.
There were no interfering signals at retention time of analyzed compound in examined control matrix .
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,

TLA), difenoconazole and azoxystrobin in sugar beet (leaves with tops and roots) meets the criteria of
SANTE/2020/12830, Rev.2 guidelines in terms of precision, accuracy and uncertainty.
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Active Substances:

Azoxystrobin, difenoconazole

Commercial Product:

CHR/F/SCORPIO 325 SC

Crop / crop group: Sugar beet / Root crops Producer: PUH Chemirol Sp. z 0. 0.
Responsible for reporting: Tomasz Peda
SGS Polska Sp. z o. o.
ul. Poznanska 305B
05-850 Ottarzew
Poland
Country: Hungary Indoor/outdoor: outdoor
Nominal Content of a.s.: 325 g/L Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
2 3 4 5 6 7 8 9 10 11
Actual application rate DALA
Residues (1) or CH | Remarks
Commodit = 3 ©)
Date of | Method 3 S o
T " 1-Sowing| of L g & Date of | BBCHat | Commodity| % £ 8 2 e 8
238GS06 owing| 0 Wt | Bra| S| S0 at | Commodity| G o | 2 S<| g § 2
. 2-Harvest| Treatmen | a.s./h ><| 2 <&| Treatment | Treatment analysed S < = =4 Ein s o
Variety I ¥ (Lha)[ 5= &= SE T < b = Z S 5
8 | S SE| 7| 8| <9 E =z
o | g2<| 8 g<| 47| & 8
o0 = E = = A <
Hungary Sugar beet 1- Foliar 1,348 311,1 [ 270 | 169 | 08/08/2023 49 Leaves <LOD | <LOQ | <LOQ | <LOD | 3.87* | 6.99* 0 Analytica
24/03/23 spray with tops 1 Method:
Nyiregyhaza Asketa LC-
(Szabolcs- 2- Roots <LOD | <LOQ [ <LOD | <LOD | <LOQ | 0.015 0 MS/MS
Szatmar- 13/09/23
Bereg) Leaves <LOD | <LOQ | 0.011 | <LOD | 1.86* | 4.14* 7
with tops
Decline Curve
Study Trial Roots <LOD [ <LOQ | <LOD | <LOD | <LOQ [ <LOQ 7
23SGS06-01
Leaves <LOQ | 0.016 [ 0.040 | <LOD | 0.18* | 0.34* 36
with tops
Roots <LOD | <LOQ [ <LOD | <LOD | <LOQ | <LOQ 36

*-diluted sample; DALA — Days After Last Application; CH — Commercial Harvest; Residues are not corrected for procedural recoveries; Calculation based on unrounded values,
LOD =0.002 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites)
LOD =0.001 mg/kg, LOQ =0.010 mg/kg (difenoconazole, azoxystrobin)
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A.2.1.3.1.13 Study 13

Reference: KCA 6.3/01

Report Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4T
in sugar beet (Raw Agricultural Commodity) after one application of
CHR/F/SCORPIO 325 SC — one decline curve study trial in Northern France -
2023
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Guideline(s):

Deviations:
GLP:
Acceptability:

Study Number 23SGS07
T.Penda Peda

Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
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 Working Document 7029/VI/95 Rev. 5, General
Recommendations for the Design, Preparation and Realization of Residue
Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023

No

Yes

Yes

The objective of the study was to determine the residue of difenoconazole, azoxystrobin and Triazole
Derivative Metabolites (triazole alanine, triazole acetic acid, triazole lactic acid and 1,2,4-triazole) in
sugar beet (leaves with tops and roots), following one application of CHR/F/SCORPIO 325 SC.

The following residues concentration was determined in the field samples analyzed on 16.12.2023
(difenoconazole, azoxystrobin and triazole metabolites in sugar beet roots samples), 18.12.2023
(difenoconazole, azoxystrobin and triazole metabolites in sugar beet leaves samples) and 19.12.2023
(difenoconazole, azoxystrobin in sugar beet leaves - diluted samples):

Residues concentration detected in analysed field samples:
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Residues concentration detected in analysed field samples:

. ~ . Result [ma/kg]
Timin | Spr_;nbr){' N Type of S.:n..m N .I'l.LI.HTb:I' triazole- | triazole- | triazole- 1.2.4-
No ~ sample i given by the o o N P P ) A o marsrabreduin
g identification commodity laboratory acetic alanine lactic triazole | Difenoconazole | Azoxystrobin
o acid TAA TA acid TLA | 1.2.4-T
1 235GS07-01 1 sugar beet DPL/102/2023/01U | <LOD <LOD <LOQ <LOD <LOD <LOD
(leaves with tops)
2 0 23SGS07-012 | sugar beet (roots) | DPL/102/2023/02U | <LOD <LOD <LOD <LOD <LOD <LOD
DALA sugar beet . . .
3 23SGSO07-013 | (10.0ewith tops) | DPL/102/2023/03T <LOD <LOQ 0.010 <LOD 4.00 7.26
4 235GS07-014 | sugar beet (roots) | DPL/102/2023/04T | <LOD <LOD <LOD <LOD 0.013 0.021
5 235GS07-01 5 sugar beet DPL/102/2023/050 | <LOD | <LOD <LoQ <LOD <LOD <LOD
(leaves with tops)
[ ; 235GS07-016 | sugar beet (roots) | DPL/102/2023/06U | <LOD <LOD <LOD <LOD <LOD <LOD
7 | PALA | 235Gs07.017 sugar beet DPL/102/2023/07T | <LOD | <Loa | <Loa | <LoD 101" 173
(leaves with tops)
3 235GS07-018 | sugar beet (roots) | DPL/102/2023/08T | <LOD <L0Q <LOD <LOD 0.017 0.018
sugar beet - . <] < < P
9 235GS07-019 {leaves with tops) DPL/102/2023/09U <LOD <LOD LOQ LoD LOD LOD
10 | 35(+1) | 23SGS07-01 10 | sugar beet (roots) | DPL/102/2023/10U | <LOD <LOD <LOD <LOD <LOD <LOD
DALA/S
sugar beet ; . .
1| cH | 23SGSOT-0111 | (o B8 tops) | DPL/102/2023/11T | <LOQ 0.011 0013 <LOD 0.38 0.51
l 12 235GS07-01 12 ‘ sugar beet (roots) | DPL/102/2023/12T <LOD <L0Q <LOD <LOD 0.012 =L0Q

* diluted samples, DALA  Days After Last Application; CH  Commercial Harvest,
Residues are not corrected for procedural recovenies; Calculation based on unrounded values,
LOD = 0.002 mglkg, LOQ = 0.010 mglkg (triazole metabolites)

LOD = 0.001 mg/kg, LOQ = 0.010 mg'kg (difenoconazole, azoxystrobin)

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural recoveries
upon applying the test method.

Procedural recoveries were handled and stored in the same way and for the same time period as the
samples extracts that were generated within the same analytical set. Two of the fortification samples
(LOQ and 10 x LOQ) were run at the very end of analytical sequence in order to ensure the active
substance stability during the analytical method workflow.

Sample blank matrix, two (in case of roots samples) or three (in case of leaves samples) procedural
recoveries at the level of LOQ and two (in case of roots samples) or three (in case of leaves samples)
procedural at the level 10 x LOQ per analytical set of respective matrix were analyzed during each of the
sequence.

SUGAR BEET ROOTS

Analysis of samples 16.12.2023 — triazole metabolites in sugar beet roots:

triazole-acetic acid (TAA)
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Table 17. Quality control samples

Sample Name Result [mgkg Recovery
sugar beat root sample blank. lcd =<LOD
sugar beet root FK1 0,010 mg-kgled D.0091 g13
sugar beet root PK1 0,10 mg-kg.lcd 0.084 036
sugar bieet root FE2 0,010 mg-kg led 0.0090 B0.0
sugar best root PK2 0,10 mg-kg.lcd 0.10 100.1
LOD = 0,002 mglkg, LOG = 0.010 mgikg
triazole-alanine (TA)
Table 18. Quality control samples
Sample Name Result [mgikg Recovery [
=gar best root sample blank.cd =LOD
sugar beet root PK1 0,010 mg-kg ed 0.0078 TE.O
sugar beet root PKA 0,10 mg-kg.led 0.082 82,0
sugar beet root FE2 0,010 mg-kg led D.0080 Ta.T
sugar beet root PK2 0,10 mg-kg.lcd 0.0a5 B5.5

LOD = 0.002 mglkg, LOQ = 0.010 mglkg

triazole-lactic acid (TLA)

Table 19. Quality control samples.

Sample Name Result [mgikg Re:
sugar beet root sample blank lcd <LOD
sugar best root FK1 0,010 mg-kg led 0.0087 Brd
sugar beet root PKA 0,10 mg-kg.led 0.082 818
sugar best root PH2 0,010 mg-kgbed 0.0086 B6.2
sugar beat root PE2 0,10 mg-kg.led 0.088 BE3

LOD = 0,002 mg'kg, LOG = 0010 my'kg

1,2,4-triazole (1,2,4-T)

Table 30. Quality control samples

Sample Name Recovery [
ssgar best root sample blank. cd <LOD
sugar beet reot PH1 0,040 mg-kg led 0.0088 BE9
sugar beet root PKA 0,10 mg-kg.led 0.083 833
sugar best root FH2 0,010 mg-kgled 0.0091 807
sugar beet root PK2 0,10 mg-kg.led 040 100.1

LOD = 0.002 mglkg, LOG = 0.010 mglkg

Analysis of samples 16.12.2023 — difenoconazole and azoxystrobin in sugar beet roots:

Difenoconazole
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Table 21. Quality control samples

Sample Name Result [mgikg Recovery [
sugar beat root sample blank lod =<LOD
sugar best root FK1 0,010 mg-kg ed 0010 1004
sugar best root PK1 0,10 mg-kg.led 0.10 103.4
sugar best root FH2 0,010 mg-kgled 0.010 102.4
sugar beet root PK2 0,10 mg-kg.led o.0a7 ar.3

LOD = 0.001 mg'kg, LOQ = 0.010 mglkg

Azoxystrobin
Tahle 22. Quality control samples
Sample Mame Recovery [
sugar beet root sample blank lcd <LOD
sugar beet reot PK1 0,010 mg-kgbed 0.011 108.0
sugar beet root PK1 0,10 mg-kg.led 0.11 110.0
sugar beet root PHE 0,010 mg-kgbed 0.010 104.6
sugar beet root PK2 0,10 mg-kg.led 0.10 102.4
LOD = 0.001 mg/kg, LOQ = 0.010 mg'kg
SUGAR BEET LEAVES

Analysis of samples 18.12.2023 — triazole metabolites in sugar beet leaves:

triazole-acetic acid (TAA)

Table 23. Quality control samples

Sample Name Result [mg/ikg Recovery [
sugar beet lesves sample blank kod =LOD
sugar best keaves PR 0,010 mg-kg.lcd 0.011 111.2
sugar beet leaves PK1 0,10 mg-kg.ked 0.10 104.7
sugar beet leaves PK2 0,010 mg-kg lcd 0.010 104.8
sgar beat leaves PR2 0,10 mg-kg.bod o.10 1001
sugar best beaves PR3 0,010 mg-kg.lcd 0.011 1056
sugar beet leaves PK3 0,10 mg-kg.bed 0.10 100.5

LOD = 0,002 mg/kg, LOQ = 0.010 mglkg

triazole-alanine (TA)

Table 24. Quality control samples

Sample Name Result [mg/kg Recovery [
sugar beet lesves sample blank kod =LOD
sugar beet leaves PK1 0,010 mg-kg lcd 0.011 1122
sugar beet leaves PK1 0,10 mg-kg.led 0.11 107.0
sugar beet leaves PK2 0,010 mg-kg.lcd 0.011 127
sugar beet leaves PR2 0,10 mg-kg.ked 0.088 8.1
sugar beet leaves PK3 0,010 mg-kg.lcd 0012 115.8
sugar beet leaves PK3 0,10 mg-kg.ked 0.10 =1

LOD = 0.002 mg'kg, LOG = 0.010 mglkg

triazole-lactic acid (TLA)
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Table 28. Quality control samples

Sample Name Result [mgkg) | Recowery [
sugar beet lesves sample blank kod =LOD

sugar best leaves PK1 0,010 mg-kg.lcd 0012 178
sugar beet leaves PK1 0,10 mg-kg.ked 011 1118
augar best leaves PH2 0,010 mg-kg.lod 0011 1086
sugar beet leaves PK2 0,10 mg-kg.bed 0.10 102.5
sugar beet leaves PK3 0,010 mg-kg.lcd 0011 106.6
sugar beet leaves PK3 0,10 mg-kg.ked 0.10 1022

LOD = 0.002 mg'kg, LOG = 0.010 mglkg

1,2,4-triazole (1,2,4-T)

Table 26. Quality control samples

Sample Name Result [mg/kg] | Recovery [
sugar beet leaves sample blank lod =LOD
sugar best leaves PK1 0,010 mg-kg.lod 0010 104 8
sugar beet leaves PK1 0,10 mg-&g.led 040 104.9
sugar best keaves PK2 0,010 mg-kg.lod 0.00%8 96.3
sugar beet leaves P2 0,10 mg-kg.led 0.084 04.3
sugar beet leaves PK3 0,010 mg-kg lod 0.0048 ara
sugar beet leaves PK3 0,10 mg-&g.led 0.089 683

LOD = 0.002 mgikg, LOG = 0.010 myglkg

Analysis of samples 18.12.2023 — difenoconazole and azoxystrobin in sugar beet leaves:

Difenoconazole
Table Z7. Quality control samples
Sample Name Recovery [
sugar beet leaves sample blank led =LOD

sugar best leaves PE1 0,010 mg-kg.lod 0010 1022
sugar beet leaves PK1 0,10 mg-&g.led 040 100.2
sugar beet leaves PK2 0,010 mg-kg.lcd .00 1m.7
sugar beet leaves PR2 0,10 mg-kg.led 0.10 or.a
sugar beet leaves PK3 0,010 mg-kg.lcd .00 1022
sugar beet leaves PK3 0,10 mg-kg.led 0.10 100.3

LOD = 0.001 mglkg, LOG = 0.010 mg'kg

Azoxystrobin
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Table Z8. Quality control samples
R
sugar beet lesves sample biank lod =LOD
sugar beet leaves PK1 0,010 mg-kg.led 0.010 1023
sugar beet leaves PK1 0,10 mg-kg.led 0.089 o8.7
sugar beet leaves PK2 0,010 mg-kg led 0.00%8 682
sugar beet leaves PK2 0,10 mg-kg.bed 0.1 107.5
sugar beet leaves PK3 0.010 mg-kg.lcd 0.010 10M.2
sugar beet leaves PK3 0,10 mg-kg.bed 0.085 84,7

LOD = 0,001 mg/kg, LOG = 0.010 mg'kg

Analysis of samples 19.12.2023 — difenoconazole and azoxystrobin in sugar beet leaves - diluted samples:

Difenoconazole
Table 2. Quality control samples:
R
sugar beet lesves sample blank lod <LOD
sugar beet leaves PK1 0.010 mg-kg.lcd 0.00%8 88.0
sugar beat leaves PR1 0,10 mg-kg.bed 0.10 101.2
sugar best leaves P2 0,010 mg-kg.lcd 0010 102.0
sugar beat leaves PR 0,10 mg-kg.bed 0.086 BE.5
LOD = 0.001 mg/kg, LOQ = 0.010 mgfkg
Azoxystrobin
Table 30. Quality control samples
R
sugar beet lesves sample biank bod =<LOD
sugar beet leaves PK1 0,010 mg-kg.lcd 0.010 102.0
segar beet leaves PR 0,10 mg-kg.bod 0.10 1006
augar best leaves PE2 0,010 mg-kg.lcd 0011 1073
sugar beet leaves PK2 0,10 mg-kg.ked 0.11 105.4

LOD = 0,001 mg'kg, LOG = 0.010 mylkg

All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.2.

The stability of the analytes in the final extracts was proven by the corresponding procedural recovery
samples, which were stored under the same conditions together with the extracts of the specimens for
residue analysis. The recovery values for PK2 0.010 mg/kg, PK2 0.10 mg/kg and PK3 0.10 mg/kg in the
range of 70 — 120% confirms the active substance stability during the analytical procedure.

16.12.2023 (difenoconazole and azoxystrobin in sugar beet roots samples) - The duration of the extraction
process was about 3 hours, the duration of the chromatographic analysis was 496 minutes (8.3 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1

day.

16.12.2023 (triazole derivative metabolites in sugar beet roots samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 312 minutes (5.2 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day
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18.12.2023 (difenoconazole and azoxystrobin in sugar beet leaves samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 784 minutes (13.1
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

18.12.2023 (triazole derivative metabolites in sugar beet leaves samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 456 minutes (7.6 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

19.12.2023 (difenoconazole and azoxystrobin in sugar beet leaves - diluted samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 448 minutes (7.5
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

Extract stability is not considered to be an issue, since working standard that were used for quantification
were always prepared on the same day as the work up of the specimen for residue analysis took place.

CONCLUSIONS

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120% and RSD <20% for average recovery. The limit of quantification of the method was
established at 0.010 mg/kg for sugar beet (leaves with tops and roots). There were no interfering signals at
retention time of analyzed compound in examined control matrix. The analytical method for determining
the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T, TLA), difenoconazole and
azoxystrobin in sugar beet (leaves with tops and roots) meets the criteria of SANTE/2020/12830, Rev.2
guidelines in terms of precision, accuracy and uncertainty .
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Active Substances:

Azoxystrobin, difenoconazole

Commercial Product:

CHR/F/SCORPIO 325 SC

Crop / crop group: Sugar beet / Root crops Producer: PUH Chemirol Sp. z 0. 0.
Responsible for reporting: Tomasz Peda
SGS Polska Sp. z o. o.
ul. Poznanska 305B
05-850 Ottarzew
Poland
Country: Northern France Indoor/outdoor: outdoor
Nominal Content of a. s.: 325 g/lL Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
1 2 3 4 5 6 7 8 9 10 11
Actual application rate DAL
A
Residues (1) or | Remarks
Commodit s | cH
lesar: N, | Date Qf Method % § - 2)
1-Sowing| of L & | © | Dateof BBCH at | Commodit
23SGS07 Water | 25| 273 o < ) o 2 o
it 2-Harvest| Treatmen | a.s./h (L/ha) DS g < Treatment | Treatment | y analysed 5 < g =z - 2 S £
t a S | = g < = =5 | S - o
5|3 i€ | I=| 2E| B3| 8|
= = = = A <
Northern Sugar beet 1- Foliar 1,279 3444 | 256 160 | 05/09/2023 49 Leaves <LOD <LOQ | 0.010 | <LOD [ 4.00*| 7.26* 0 Analytica
France 04/04/23 spray with tops 1 Method:
Lunella LC-
Auménancourt KWS 2 -26/09 Roots <LOD <LOD | <LOD | <LOD | 0.013| 0.021 0 MS/MS
(Grand Est.) -
15/10/23 Leaves <LOD <LOQ | <LOQ | <LOD | 1.01*| 1.73* 7
Decline Curve with tops
Study Trial
23SGS07-01 Roots <LOD <LOQ | <LOD | <LOD | 0.017| 0.018 7
Leaves <LOQ 0.011 [ 0.013 | <LOD | 0.38*| 0.51* 34
with tops
Roots <LOD <LOQ [ <LOD | <LOD | 0.012 <LOQ 34

*-diluted sample; DALA — Days After Last Application; CH — Commercial Harvest; Residues are not corrected for procedural recoveries; Calculation based on unrounded values,
LOD =0.002 mg/kg, LOQ =0.010 mg/kg (triazole metabolites), LOD = 0.001 mg/kg, LOQ = 0.010 mg/kg (difenoconazole, azoxystrobin)
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Report

Guideline(s):

Deviations:
GLP:
Acceptability:

Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,24-T
in sugar beet (Raw Agricultural Commodity) after one application of
CHR/F/SCORPIO 325 SC — one decline curve study trial in Denmark - 2023
Study Number 23SGS08

1 Penda

Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
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 Working Document 7029/VI/95 Rev. 5, General
Recommendations for the Design, Preparation and Realization of Residue
Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023

No

Yes

Yes

The objective of the study was to determine the residue of difenoconazole, azoxystrobin and Triazole
Derivative Metabolites (triazole alanine, triazole acetic acid, triazole lactic acid and 1,2,4-triazole) in
sugar beet (leaves with tops and roots), following one application of CHR/F/SCORPIO 325 SC.

The following residues concentration was determined in the field samples analyzed on 16.12.2023
(difenoconazole, azoxystrobin and triazole metabolites in sugar beet roots samples), 18.12.2023
(difenoconazole, azoxystrobin and triazole metabolites in sugar beet leaves samples) and 19.12.2023
(difenoconazole, azoxystrobin in sugar beet leaves - diluted samples):

300



CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC
Part B — Section 7 - Core Assessment
Applicant version

Page 301 /350

Version October 2023

Residues concentration detected in analysed field samples:

501'S _ N Result [ma/kg]
Timin | Sponsor's Type of Snr.n.ple n-..r‘nL;m triazole- | triazole- | triazole- 1.2.4-
No sample . given by the L ) . T )
=] dentification commodity laboratory acetic alanine lactic triazole | Difenoconazole | Azoxystrobin
acid TAA TA acid TLA 1.2.4-T
sugar beet - p
1 235Gs08-011 (leaves with tops) DPL/M03/2023/01U <LOQ 0.022 0.061 LOD LOD <LOD
2 0 235GS08-012 | sugar beet (roots) | DPL/103/2023/02U <LOD 0.015 <LOD <LOD <LOD <LOD
DALA sugar beet P . .
3 235GS08-01 3 (leaves with tops) DPL/103/2023/03T <L0Q 0.019 0.039 <LOD 1.99 397
4 235GS08-014 | sugar beet (roots) | DPL/103/2023/04T <LOD 0.012 <LOD <LOD <LOQ 0.011
5 23SGS08-01 5 sugar beet DPL/103/2023/05U | <LOQ | 0015 0.039 <LOD <LOD <LOD
(leaves with tops)
6 7 235GS08-016 | sugar beet (roots) | DPL/103/2023/06U <LOD 0.015 <LOD <LOD <LOD <LOD
7 | DALA | 2356508017 sugar beet DPL/103/2023/07T | <LOQ 0.023 0.035 <LOD 033’ 0.30°
(leaves with tops)
8 23SGS08-01 8 | sugar beet (roots) | DPL/103/2023/08T <LOD 0.010 <LOD <LOD <LOQ <L0Q
9 235GS08-019 sugar beet DPL/03/2023/09U | <LOQ 0.025 0.018 <LOD <LOD <LOD
(leaves with tops)
10 | 35(¢1) | 2356508-01 10 | sugar beet (roots) | DPL/103/2023/10U <LOD 0.016 <LOD <LOD <LOD <LOD
DALA/ sugar beet
1 CH 235GS08-01 11 (leaves with tops) DPL/103/2023/11T <LOQ 0.027 0.023 <LOD 0.10 0.087
‘ 12 ‘ 23SGS08-01 12 | sugar beet (roots) ‘ DPL/103/2023/12T <LOD 0.011 <LOD <LOD <LOQ <LOQ

*~ diluted samples; DALA — Days After Last Application; CH — Commercial Harvest,
Residues are not corrected for procedural recoveries; Calculation based on unrounded values,
LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites)

LOD = 0.001 mg/kg, LOQ = 0.010 ma/kg (difenoconazole, azoxystrobin)

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural recoveries
upon applying the test method.

Procedural recoveries were handled and stored in the same way and for the same time period as the
samples extracts that were generated within the same analytical set. Two of the fortification samples
(LOQ and 10 x LOQ) were run at the very end of analytical sequence in order to ensure the active
substance stability during the analytical method workflow.

Sample blank matrix, two (in case of roots samples) or three (in case of leaves samples) procedural
recoveries at the level of LOQ and two (in case of roots samples) or three (in case of leaves samples)
procedural at the level 10 x LOQ per analytical set of respective matrix were analyzed during each of the

sequence.

SUGAR BEET ROOTS
Analysis of samples 16.12.2023 — triazole metabolites in sugar beet roots:

triazole-acetic acid (TAA)
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Table 17. Quality conirol samples

Sample Mame Kesult [mgikg) | Recovery |
sngar beet root sample blank.lod =LOD -
sugar beet root FEA 00010 mg-kged D.00ad B1.3
sugar beat root FE1 0,10 mg-kg.lod 0,004 036
sugar beet root FE2 0010 mg-kgled 0. 004 G0.0
sugar beat root FE2 0,10 mg-kg.lod .10 100.1

LOD = 0.002 mg'kg, LOQ = 0.010 mgikg

triazole-alanine (TA)

Table 18. Quality control samples

Sample Name Result [mgkyg] | Recovery
sugar beet root sample blank.lcd <LO0

sugar beet root FK1 0,010 mg-kgbed 0.007TE T80

sugar beet root PE1 0,10 mg-kg.lcd 0,082 82.0

sugariBeet root FE2 0,010 mg-kgbed 00080 oz

sugar beet oot PE2 0,10 mg-kg.led 0.085 B5.5

LOD = 0.002 mgikg, LOG = 0.010 mg'kg

triazole-lactic acid (TLA)

Table 19. Quality control samples

Sample Name Result [mgikg] | Recovery |
sugar beat root sample blank.lcd =LOD -
sugar best root FK1 0,010 mg-kg led 0.0087 BT 4
sugar beet root FKE1 0,10 mg-kg.lcd o2 B1.8
sugar beet root FE2 0,010 mg-kg bed 0.0085 BE.2
sugar beat root FE2 0,10 mg-kg.lcd huoBa B84

LOD = 0.002 mg/kg, LOQ = 0.010 mglkg

1,2,4-triazole (1,2,4-T)
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Table 20. Quality control samples

Sample Name Result [mg/kg Recovery |
sasgar beet root seample blank led <LOO
sugar beet root PK1 0,010 mg-kgled 0.0089 BES
sugar beet root PK1 0,10 mg-kg.lod 0.003 833
sugar beet root FE2 0,010 mg-kgled 0. 0051 Bo.7
sugar beet root PK2 0,10 mg-kg.led 0.10 1001

LOD = 0.002 mg/kg, LOG = 0.010 mgkg

Analysis of samples 16.12.2023 — difenoconazole and azoxystrobin in sugar beet roots:

Difenoconazole
Table 21. Quality contral samples
Sample Name Result [mgikg Recovery [
sngar beat root semple blank lcd <LOD
sugar best root P 0010 mg-kg led 0.0 1004
sugar beet root PK1 0,10 mg-kg lcd 0.10 103.4
sugar best root FH2 0,010 mg-kg led o0 102.4
sugar beet root PK2 0,10 mg-kg led 0.007 87.3
LOD = U001 mglkg, LOG = 0.090 mglkg
Azoxystrobin

Table Z2. Quality control samples

Sample Mame Result [mg/kg Recovery |
sugal beet root sample blank.lcd <LO0
sugar best root PR 0010 mg-kg led 0011 108.0
sugar beet root PE1 0,10 mg-kg.led 0.11 110.0
sugar beet root FK2 0,010 mg-kgled Ll ] 104.6
sugar beat root PK2 0,10 mg-kg lod 0.10 102.4

LOD = 0,084 mg'kg, LOG = 0.010 mglkg

SUGAR BEET LEAVES

Analysis of samples 18.12.2023 — triazole metabolites in sugar beet leaves:

triazole-acetic acid (TAA)
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Table 23. Quality control samples

triazole-alanine (TA)

triazole-lactic acid (TLA)

1,2,4-triazole (1,2,4-

Sample Mame Result [mg Recovery [
sugar beet leaves sample blank lcd =LOD -
sugar beet leaves PK1 0,010 mg-kg.lcd 001 1112
sugar beet leaves PR 0,10 mg-kg.ked 040 104.7
sugar beet leaves PK2 0,010 mg-kg.lcd 0.010 1048
sugar beet leaves P2 0,10 mg-kg.bked 0.10 1001
sugar beet leaves PK3 0,010 mg-kg.lcd oo 1056
sugar beet leaves PR3 0,10 mg-kg.led 0.10 100.5
LOD = 0002 mglkg, LOG = 0,010 mglkg
Table 24. Quality control samples
Sample Name Result [mgkg] | Recovery |
sugar beet legves sample blank od =LOD -
sugar beet leaves PK1 0,010 mg-kg.lcd oon M2.2
susgar beet leaves PE1 0,10 mg-kg od 0.11 107.0
sugar beet leaves PK2 0,010 mg-kg.lcd oon Mar
sugar beet leaves PK2 0,10 mg-kg.bed 0088 Ba.1
sugar beet leaves PK3 0,010 mg-kg.lcd LEREE ] 1158
sugar beet leaves PRI 0,10 mg-kg.led 0.10 08 6
LOD = 0.002 mplkg, LOG = 0,010 mgika
Table 25. Quality control samples
Sample Name Result [mig Recovery [
sugar beet leaves sample biank lod <LOD -
sugar beet leaves PR 0,010 mg-kg.led 002 1178
sugar beet leaves PK1 0,10 mg-kg.led 0.11 111.8
sugar beet leaves PE2 0,010 mg-kg.lcd Qo 1086
sugar beet leaves PE2 0,10 mg-kg.led 0.10 102.5
sugar beet leaves PE3 0,010 mg-kg.lcd 0o 106.6
sugar beet leaves PR32 0,10 mg-kg.led 0.10 1022

LOD = 0.002 mg/kg, LO = 0.010 mgkg

T
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Table 26. Quality contrel samples

Sample Mame Result [mgikg] | Recovery |
sugar beet leaves sample biank lod <LOD -
sugar best keaves PK1 0,010 mg-kg.lcd 0.010 1048
sugar beet leaves PK1 0,10 mg-kg.led 0.10 104.0
sugar best leaves PK2 0,010 mg-kg.lcd 0,009 6.3
sugar beet leaves PE2 0,10 mg-kg.bed 0084 B4d.3
sugar best leaves PK3 0,010 mg-kg.lcd 0. 008 878
sugar beet leaves FK3 0,10 mg-kg.led 0,008 08,3

LOD = 0.002 mgikg, LOG = 0.010 mglky

Analysis of samples 18.12.2023 — difenoconazole and azoxystrobin in sugar beet leaves:

Difenoconazole
Table 27. Quality control samples
Sample Name Result [mgkg] | Recovery |
sugar beet leaves sample biank lod =<LOD
sugar beet leaves PK1 0,010 mg-kg.lcd 0.010 1022
sugar beet leaves PK1 0,10 mg-kg.led 0.10 100.2
sugar beet leaves PK2 0,010 mg-kg.lcd 0.010 117
sugar beet leaves PK2 0,10 mg-kg.led 0.10 gra
sugar beet leaves PK3 00010 mg-kg.lcd 0.010 1022
sugar beet leaves PK3 0,10 mg-kg.led 0.10 100.3
LOD = 0,001 mglkg, LOG = 0.010 mg'kg
Azoxystrobin
Table 28. Quality control samples
Sample Hame Result [mgikg] | Recowvery [
sugar beet leaves sample blank led <LOD
sugar beet leaves PK1 0,010 mg-kg.lcd 0mao 102.3
sugar beat leaves PR 0,10 mg-ko.led 0,008 og.7
sugar best leaves PK2 0,010 mg-kg.led 0.00060 oe.2
sugar beet leaves P2 0,10 mg-kg.led o.11 1075
sugar best leaves PK3 0,010 mg-kg.lcd 0.010 112
sugar beet leaves PR3 0,10 mg-kg.led 0.085 84.7

LOD = 0.001 mg'kg, LOG = 0.010 mgikg

Analysis of samples 19.12.2023 — difenoconazole and azoxystrobin in sugar beet leaves - diluted samples:

Difenoconazole
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Table 29. Quality control samples

1ple Mam Result [mgikg] | Recovery [
sujar beet leaves sample blank kod =LOD
sugar best leaves PK1 0,010 mg-kg.lcd 0.0089 80.0
sugar beet leaves PRI 0,10 mg-kg.ked 0.10 1012
sugar best leaves PK2 0,010 mg-kg lod 0.010 102.0
sugar beat laaves PR2 0,10 mg-o.led 0,006 6.5

LOD = 0001 mp'ky, LOGQ = 0.090 mgkg

Azoxystrobin

Table ¥. Quality control samples

Sample Mam Result [mgkg] | Recovery [
sugar beet leaves sample blank lcd <D
sugar beet leaves PK1 0,010 mg-kg lcd 0.010 102.0
sugar beet leaves PK1 0,10 mg-kg.led 0.10 100.6
sugar beet leaves PK2 0,010 mg-kg.lcd 0.011 107.3
sugar beet leaves PK2 0,10 mg-kg led 0.11 105.4

LOD = 0,001 mp'kg, LOG = 0.010 mgikg

All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.2.

The stability of the analytes in the final extracts was proven by the corresponding procedural recovery
samples, which were stored under the same conditions together with the extracts of the specimens for
residue analysis. The recovery values for PK2 0.010 mg/kg, PK2 0.10 mg/kgand PK3 0.10 mg/kg in the
range of 70 — 120% confirms the active substance stability during the analytical procedure.

16.12.2023 (difenoconazole and azoxystrobin in sugar beet roots samples) - The duration of the extraction
process was about 3 hours, the duration of the chromatographic analysis was 496 minutes (8.3 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

16.12.2023 (triazole derivative metabolites in sugar beet roots samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 312 minutes (5.2 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day

18.12.2023 (difenoconazole and azoxystrobin in sugar beet leaves samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 784 minutes (13.1
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h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

18.12.2023 (triazole derivative metabolites in sugar beet leaves samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 456 minutes (7.6 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

19.12.2023 (difenoconazole and azoxystrobin in sugar beet leaves - diluted samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 448 minutes (7.5
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

Extract stability is not considered to be an issue, since working standard that were used for quantification
were always prepared on the same day as the work up of the specimen for residue analysis took place.

CONCLUSIONS

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120% and RSD < 20% for average recovery.

The limit of quantification of the method was established at 0.010 mg/kg for sugar beet (leaves with tops
and roots).

There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,

TLA), difenoconazole and azoxystrobin in sugar beet (leaves with tops and roots) meets the criteria of
SANTE/2020/12830, Rev.2 guidelines in terms of precision, accuracy and uncertainty.
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Active Substances: Azoxystrobin, difenoconazole Commercial Product: CHR/F/SCORPIO 325 SC
Crop / crop group: Sugar beet / Root crops Producer: PUH Chemirol Sp. z 0. 0.
Responsible for reporting: Tomasz Peda
SGS Polska Sp. z o. o.
ul. Poznanska 305B
05-850 Ottarzew
Poland
Country: Denmark Indoor/outdoor: outdoor
Nominal Content of a.s.: 325 g/lL Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
1 2 3 4 5 6 7 8 9 10 11
Actual application rate DA
o Remark
Residues (1) or
C di = CH s
e ommodit | e of | Method £ | § 2)
P ’ y 1-Sowing| of L g g | Date of BBCH at | Commodit
23SGS08 Water | » | 8= Q 2 o ° 2
Vari 2-Harvest| Treatmen | a.s./h L/h eS| 2| Treatment | Treatment | y analysed B £ =P 2 S =
atiety ¢ | EhE| = B Ep: g 25| Se| S E
S ~ b= T < b & < 5 5
&0 « e Z = ° A g 2
B 22 | 8 | E2| 97| £ | §
= = = - A <
Denmark Sugar beet 1- Foliar 1,281 295,6 | 256 161 | 11/09/2023 49 Leaves <LOD 0.019 0.039 | <LOD | 1.99* 3.97* 0 | Analyti
10/04/23 spray with tops cal
Tinglev Strauf} Method
(Syddanmark) 2- Roots <LOD 0.012 | <LOD | <LOD | <LOQ | 0.011 0 ;
17/10/23 LC-
Decline Curve Leaves <LOD 0.023 0.035 | <LOD | 0.33* [ 0.30* 7 | MS/MS
Study Trial with tops
23SGS08-01
Roots <LOD 0.010 | <LOD | <LOD | <LOQ | <LOQ | 7
Leaves <LOQ 0.027 0.023 | <LOD | 0.10* [ 0.087* [ 36
with tops
Roots <LOD 0.011 | <LOD | <LOD | <LOQ | <LOQ | 36

*-diluted sample; DALA — Days After Last Application; CH — Commercial Harvest; Residues arenot corrected for procedural recoveries; Calculation based on unrounded values,LOD = 0.002 mg/kg, LOQ = 0.010
mg/kg (triazole metabolites), LOD=0.001mg/kg,LOQ=0.010mg/kg(difenoconazole,azoxystrobin)
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Report

Guideline(s):

Deviations:
GLP:
Acceptability:

Magnitude of residue of difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4T
in sugar beet (Raw Agricultural Commodity) after one application of
CHR/F/SCORPIO 325 SC — one harvest study trial in Poland - 2023

Study Number 23SGS46
T.Penda Peda

Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
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  Working Document 7029/VI/95 Rev. 5, General
Recommendations for the Design, Preparation and Realization of Residue
Trials, July 22, 1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published 14 June 2021)

SANTE/2020/12830 Rev.2, 14 February 2023

No

Yes

Yes

The objective of the study was to determine the residue of difenoconazole, azoxystrobin and Triazole
Derivative Metabolites (triazole alanine, triazole acetic acid, triazole lactic acid and 1,2,4-triazole) in
sugar beet (leaves with tops and roots), following one application of CHR/F/SCORPIO 325 SC.

The following residues concentration was determined in the field samples analyzed on 16.12.2023
(difenoconazole, azoxystrobin and triazole metabolites in sugar beet roots samples), 18.12.2023
(difenoconazole, azoxystrobin and triazole metabolites in sugar beet leaves samples) and 19.12.2023
(difenoconazole, azoxystrobin in sugar beet leaves - diluted samples):

Result [mg/kg]

_ Type of Sa riazol tri triazole > 4
commodity L\..::,.\.._':,._ '__b alanine '_'_.L. triazole | Difenoconazole | Azoxystrobin
TA d TL 2.4-
sugar beet / I < < < < < <
1 235GS46-011 (leaves with tops) DPL/101/2023/01U LOQ LOQ LOQ <LOD LOD LOD
35(21) 235GS46-01 2 | sugar beet (roots) | DPL/101/2023/02U <LOD <LOQ <LOD <LOD <LOD <LOD
S
DALA/CH sugar beet
3 235GS46-013 (leaves with tops) DPL/101/2023/03T | <LOQ 0.015 <LOQ <LOD 0.087 0.049
4 235G546-014 | sugar beet (roots) | DPL/101/2023/04T <LOD =LOQ <LOD <LOD 0.013 =LOQ

* diluted samples,

DALA - Days After Last Application; CH — Commercial Harvest
Residues are not corrected for procedural recoveries;

Calculation based on unrounded values

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites)
LOD = 0.001 mgl/kg, LOGQ = 0.010 mg/kg (difenoconazole, azoxystrobin)

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)
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For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural recoveries
upon applying the test method.

Procedural recoveries were handled and stored in the same way and for the same time period as the
samples extracts that were generated within the same analytical set. Two of the fortification samples
(LOQ and 10 x LOQ) were run at the very end of analytical sequence in order to ensure the active
substance stability during the analytical method workflow.

Sample blank matrix, two procedural recoveries at the level of LOQ and two at the level 10 x LOQ per
analytical set of respective matrix were analyzed during each of the sequence.

SUGAR BEET ROOTS

Analysis of samples 16.12.2023 — triazole metabolites in sugar beet roots:

triazole-acetic acid (TAA)

Table 17. Quality contrel samples

Sample Name Eesult [mg/kg Recovery |
sugar beet root sample blank lcd <LOD
sugar beet reot PR 0,010 mg-kgled 0.0091 B1.3
sugar best roct PK1 0,10 mg-kg lod 0.004 836
sugar beet reot FH2 0,010 mg-kgled 0.00%0 80.0
sugar best root PK2 0,10 mg-kg lcd 0.10 100.1

LOD = 0082 mglkg, LOQ = 0.010 mgikg

triazole-alanine (TA)

Table 18. Quality control samples

Sample Mame Result [mgikg Recovery [
ssgar beet root sample blank.lcd =L OD
sugar beet root FE1 0,010 mg-kgled 0.00T& TB.O
sugar beet root PK1 0,10 mg-kg.lod 0.082 820
sugar beet root PE2 0,010 mg-kgled 0.0080 70.7
sugar baat root PK2 0,10 mg-kg.lod 0.085 B5.5

LOD = 0,002 mglkg, LOG = 0.010 mg'kg

triazole-lactic acid (TLA)
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Table 19. Quality control samples

Sample Name

Result

Recoy Bry [

1,2,4-triazole (1,2,4-T)

sugar beet root sample blank.lcd <L 0D -
sugar beet root FEK1 0,010 mg-kg bed LG B4
sugar best root FE1 0,10 mg-kg.lcd ooz b1.8
sugar besat root PE2 0,010 mg-kg bed 0.0085 BE.2
sugar baat root PE2 0,10 mg-kg.led 0.088 8.8
LOD = 6,002 mpikg, LOG = 0.010 mglkg
Table 20. Quality control samples
Sample Name Result [mgkg] | Recovery |
sugar beat root sample blank lcd <LOD -
sugar beet root FK1 0,010 mg-kgled 00089 BE.9
sugar besat root PE1 0,10 mg-kg.lcd 0,083 83.3
sugar beet root FKE2 0,010 mg-kgled 0.0081 Bo.¥
sugar besat root PE2 0,10 mg-kg.lcd 0.10 1001

LOD = 0,002 mgfkg, LOG = 0,010 mglkg

Analysis of samples 16.12.2023 — difenoconazole and azoxystrobin in sugar beet roots:

Difenoconazole
Table 21. Quality control samples
Sample Name Result [mgikg] | Recovery [
sugar best root sample blank.|lcd <LiO0

sugar best root PE1 0,010 mg-kg led 0010 1004
sugar beet roct PE1 0,10 mg-kg.lcd 0.10 103.4
sugar beset root FE2 0,010 mg-kg lod 0010 102.4
sugar beet roct PE2 0,10 mg-kg.led ouoar a7.3

LOD = 0.001 mg/kg, LOG = 0.010 mgky

Azoxystrobin
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Table 2. Quality control samples

Sample Name Result [mgkg) | Recowery |
sasgar beet root sample blank lcd <L
sugar beet root FK1 0,010 mg-kg led 0o 104.0
sugar beat root PE1 0,10 mg-kg.lcd D.11 1100
sugar beet root PEZ 0,010 mg-kged Lilap (1] 1046
sugar best root PK2 0,10 mg-kg. lod 0.1 102.d4

LOD = 0001 mp'kg, LOG = 0.010 mgkg

SUGAR BEET LEAVES

Analysis of samples 18.12.2023 — triazole metabolites in sugar beet leaves:

triazole-acetic acid (TAA)

Table 23. Quality contral samples

triazole-alanine (TA)

Sample Name Result [mgikg) | Reoovery |
sugar beet leaves sample biank led <LO0 -
sugar beet keaves PE1 0,010 mg-kg lod oo M2
sugar beot leaves PE1 0,10 mg-kg.led 0.1 104.7
sugar best keaves PE2 0,010 mg-kg lod 0010 1048
sugar best leaves P2 0,10 mg-kg_ led 0100 1001
LOD = 062 mgiky, LOG = 0.010 mg'kg
Table 24. Quality control samples
SJample Mame Result [mg/kg Recovery |
sujar beet leaves sample blank bod <LOD -
sugar beet keaves PK1 0,010 mg-kg.lod oom 122
sugar beet leaves PK1 0,10 mg-kg.lcd 0.11 107.0
sugar beet keaves PE2 0,010 mg-kg.lod oo Mar
sngar beat leaves PE2 0,10 mg-kg.bed ilaj=l] B8.1

LOD = 0.002 mg/kg, LOG = 0.010 mglkg

triazole-lactic acid (TLA)
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Table 25. Quality coniral samples

Sample Mame Fesult [mgikg) Recovery |
sugar beet leaves sample blank_lcd =LOD
sugar beet leaves PK1 0,010 mg-kg.lcd 0012 117.8
sugar beet leaves PK1 0,10 mg-kg.led 0.11 111.8
sugar beet leaves PK2 0,010 mg-kg.lcd 0011 104.6
sugar beet leaves PH2 0,10 mg-kg.led 0.10 102.5

LOD = G002 mg'kg, LOG = 0,010 mg'kg

1,2,4-triazole (1,2,4-T)

Table 26. Quality control samples

Sample Name Result [mgikg) | Recowvery |
sugar beet leaves sample blank lod <O -
sugar beet leaves PK1 0,010 mg-kg.led .00 104.8
sugar beet leaves PK1 0,10 mg-kg.led 0.10 104.9
sugar best leaves PK2 0,010 mg-kg.lod 0.0096 06.3
sugar beet leawes PK2 0,10 mg-kg.lcd 0,084 B4.3

LOD = 0.002 mgikg, LOQ = 0,010 mg'kg

Analysis of samples 18.12.2023 — difenoconazole and azoxystrobin in sugar beet leaves:
Difenoconazole

Table ZT. Quality control samples

Sample Mame Result [mgikg) Recovery |
sugar beet lesves sample blank led <LO0
sugar beet beaves PE1 0,010 mg-kg.lod oo 1022
sugar beet leaves PR1 0,10 mg-kg. ked 0.10 1002
sugar beet keaves PE2 0,010 mg-kg.lod oo 1.r
Eangar bieet leaves PE2 0,10 mg-kg.led 0.10 ar.a

LOD = 0.001 mg/kg, LOQ = 0.010 mgikg
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Azoxystrobin

Table Z8. Quality control samples

Sample Name Result [mgikg) Reoovery |
sugar beet lesves sample blank lod <00 -
sugar beet leaves PR 0,010 mg-kg.lcd 0010 1023
sugar beet leaves PK1 0,10 mg-kg.led 0,009 .7
sugar best leaves PK2 0,010 mg-kg.lcd 0.0009 g0.2
sugar beet leaves PE2 0,10 mg-kg.bked 0.11 107.5

LOO = fu0d1 mglg, LOG = 6.010 mg'kg

Analysis of samples 19.12.2023 — difenoconazole and azoxystrobin in sugar beet leaves - diluted samples:

Difenoconazole

Table 3. Quality control samples

Sample Mame Result [mgikg) | Reoovery |
sugar beet leaves sample blank led =LOD -
sugar best leaves PE1 0,010 mg-kg.lod 0. 00 8a.0
sugar beet leaves P 0,10 mg-kg led 0.10 1042
sugar beet leaves PK2 0,010 mg-kg.lod Q.00 1020
sugar beet leaves PE2 0,10 mg-kg.ked 0.096 B6.5
LOD = 0.001 mp/kg, LOG = 0.010 mgikg
Azoxystrobin
Table 30. Quality control samples
Sample Mame Result [mgikg) | Recovery |
sugar beet leaves sample biank lod <L -
sugar beet keaves PE1 0,010 mg-kg.lcd .00 1020
sugar beet leaves F¥1 0,10 mg-kg.bod .10 100.6
sugar beet keaves PE2 0,010 mg-kg.lcd 0o 1073
sugar beet leaves PE2 0,10 mg-kg.bed 0.11 105.4

LOD = 0.001 mg/kg, LOQ = 0.010 mgikg
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All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANTE/2020/12830, Rev.2.

The stability of the analytes in the final extracts was proven by the corresponding procedural recovery
samples, which were stored under the same conditions together with the extracts of the specimens for
residue analysis. The recovery values for PK2 0.010 mg/kg and PK2 0.10 mg/kg in the range of 70 —
120% confirms the active substance stability during the analytical procedure.

16.12.2023 (difenoconazole and azoxystrobin in sugar beet roots samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 496 minutes (8.3
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

16.12.2023 (triazole derivative metabolites in sugar beet roots samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 312 minutes (5.2 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day

18.12.2023 (difenoconazole and azoxystrobin in sugar beet leaves samples) - The duration of the
extraction process was about 3 hours, the duration of the chromatographic analysis was 784 minutes (13.1
h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day.

18.12.2023 (triazole derivative metabolites in sugar beet leaves samples) - The duration of the extraction
process was about 4 hours, the duration of the chromatographic analysis was 456 minutes (7.6 h). The
total analytical procedure, from sample extraction till analysis, was performed and completed within 1
day.

19.12.2023 (difenoconazole and azoxystrobin in sugar beet leaves - diluted samples) - The duration of
the extraction process was about 3 hours, the duration of the chromatographic analysis was 448 minutes
(7.5 h). The total analytical procedure, from sample extraction till analysis, was performed and completed
within 1 day

Extract stability is not considered to be an issue, since working standard that were used for quantification
were always prepared on the same day as the work up of the specimen for residue analysis took place.

CONCLUSIONS

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120% and RSD < 20% for average recovery.

The limit of quantification of the method was established at 0.010 mg/kg for sugar beet (leaves with tops
and roots).

There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,

TLA), difenoconazole and azoxystrobin in sugar beet (leaves with tops and roots) meets the criteria of
SANTE/2020/12830, Rev.2 guidelines in terms of precision, accuracy and uncertainty.

316



CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC
Part B — Section 7 - Core Assessment

Applicant version

Page 317 /350

Version October 2023

Active Substances:

Azoxystrobin, difenoconazole

Commercial Product:

CHR/F/SCORPIO 325 SC

Crop / crop group: Sugar beet / Root crops Producer: PUH Chemirol Sp. z 0. 0.
Responsible for reporting: Tomasz Peda
SGS Polska Sp. z o. o.
ul. Poznanska 305B
05-850 Ottarzew
Poland
Country: Poland Indoor/outdoor: outdoor
Nominal Content of a. s.: 325 g/lL Other active substance: NAP
Formulation: SC Residue calculated for: difenoconazole, azoxystrobin, TA, TAA, TLA, 1,2,4-T
1 2 3 4 5 6 7 8 9 10 11
Actual application rate DALA
Residues (1) or CH Remarks
Commodit g E ©)
Date of | Method 3 S
T N y 1-Sowing| of s _| & Date of | BBCHat | Commodit | & g | g | 2 2 =
235GS46 g o L | water | 25| 83| €0 at | Sommodit) g 2 | T« g g 2
. 2-Harvest| Treatmen | a.s./h ><| & <| Treatment | Treatment | y analysed g< | = = d| 3K g S
Variety (Lha)| 5= 8= & E S« &F| Ew S 7
t a S R = 2E| o= S 3 >
o N o < N S = — (=1 3
on < E<| 3 S| o S g
Poland Sugar beet 1- Foliar 1,286 | 296,7 | 257 161 | 28/09/2023 49 Leaves <LOQ | 0.015| <LO | <LO | 0.087 0.049 35 Analytical
20/04/23 spray with tops Q D Method:
Mitonow Hubertus LC-MS/MS
(Dolnoslaskie) 2 - Roots <LOD | <LO 0.013 | <LOQ
02/11/23 Q <LO | <LO
Harvest Study D D
Trial
23SGS46-01

DALA — Days After Last Application; CH — Commercial Harvest

Residues are not corrected for procedural recoveries;
Calculation based on unrounded values,
LOD =0.002 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites),

LOD=0.001mg/kg, LOQ=0.010mg/kg(difenoconazole,azoxystrobin)
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Result [mg/kg] ‘

T = = - =]
Sponsor’s Sample number w @ H © E N g E
No Timing sample Type of commodity given by the 2 3 _.% 25 o E 3 2
identification laboratory b o = ® » é e 2
>8 g B8 a4 R g
s 3 & ® g 5
g oilseed rape (whole
1 235GS47-01 1 plants without roots) DPL/62/2024/01U <LOD | <LOD | <LOD | <LOD <LOD <LOD
-0/0 DALA
g oilseed rape (whole " .
2 238GS47-01 2 plants without roots) DPL/62/2024/02T <LOD | <LOD | <LOD | <LOD 2.68 2.92
g oilseed rape (whole " .
3 14 DALA 238GS47-01 3 plants without roots) DPL/62/2024/03T <LOD | <LOD | <LOD | <LOD 0.23 0.48
g oilseed rape (whole . .
4 21 DALA 235GS47-01 4 plants without roots) DPL/62/2024/04T <LOD | <LOD | <LOD | <LOD 0.16 0.31
g oilseed rape (whole
5 28 DALA 238GS47-015 plants without roots) DPL/62/2024/05T <LOD | <LOD | <LOD | <LOD 0.063 0.094
6 BBGH 235GS47-01 6R | oilseed rape (seeds) | DPL/62/2024/06U, R | <LOD 017 <LOD | <LOD <LOD <LOD
7 BYCH | 135GS47-017R | oilseed rape (seeds) | DPL/62/2024/07T,R | <LOD | 012 | <LOD | <LOD | <LOD | <LOD
*- diluted samples

GH — Commercial Harvest; DALA — Days After Last Application

Residues are not cormrected for procedural recoveries;

Calculation based on unrounded values,

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg (triazole metabolites)

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg (difenoconazole, azoxystrobin)
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Sample blank matrix, two procedural recoveries at the level of LOQ and two at the level 10 x LOQ per
analytical set of respective matrix were analyzed during each of the sequence.

OILSEED RAPE SEED
Analysis of samples 26.07.2024 — triazole metabolites in oilseed rape seed:

triazole-acetic acid (TAA)

Table 16. Quality control samples

Sample Name Result [mg/kg] | Recovery [%]
OSR seed sample blank.lcd <LOD -
OSR seed PK1 0,010 mg-kg.lcd 0.0087 86.6
OSR seed PK1 0,10 mg-kg.lcd 0.10 100.5
OSR seed PK2 0,010 mg-kg.lcd 0.0085 85.2
OSR seed PK2 0,10 mg-kg.lcd 0.099 99.3

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-alanine (TA)
Table 17. Quality control samples

Sample Name Result [mg/’kg] | Recovery [%]
OSR seed sample blank.lcd <LOD -
OSR seed PK1 0,010 mg-kg.lcd 0.0077 77.3
OSR seed PK1 0,10 mg-kg.led 0.12 116.0
OSR seed PK2 0,010 mg-kg.led 0.0079 78.6
OSR seed PK2 0,10 mg-kg.lcd 0.12 116.9

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-lactic acid (TLA)

Table 18. Quality control samples

Sample Name Result [mg/kg] | Recovery [%)]
OSR seed sample blank.led <LOD -
OSR seed PK1 0,010 mg-kg.led 0.0083 829
OSR seed PK1 0,10 mg-kg.lcd 0.080 79.5
OSR seed PK2 0,010 mg-kg.lcd 0.0078 78.4
OSR seed PK2 0,10 mg-kg.lcd 0.078 78.5

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg
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1,2,4-triazole (1,2,4-T)

Table 19. Quality control samples

Sample Name Result [mg/kg] | Recovery [%]
OSR seed sample blank.lcd <LOD -
OSR seed PK1 0,010 mg-kg.lcd 0.0078 78.2
OSR seed PK1 0,10 mg-kg.lcd 0.080 80.1
OSR seed PK2 0,010 mg-kg.lcd 0.0079 79.0
OSR seed PK2 0,10 mg-kg.lcd 0.082 81.6

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

Analysis of samples 24.07.2024 — difenoconazole and azoxystrobin in oilseed rape seed

Difenoconazole

Table 20. Quality control samples

Sample Name Result [mg/kg] | Recovery [%]
OSR seed sample blank.lcd <LOD -
OSR seed PK1 0,010 mg-kg.led 0.010 101.7
OSR seed PK1 0,10 mg-kg.led 0.10 104.5
OSR seed PK2 0,010 mg-kg.lcd 0.010 103.5
OSR seed PK2 0,10 mg-kg.led 0.10 100.4

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

Azoxystrobin

Table 21. Quality control samples
Sample Name Result [mg/kg] | Recovery [%]
OSR seed sample blank.lcd <LOD -
OSR seed PK1 0,010 mg-kg.led 0.010 101.4
OSR seed PK1 0,10 mg-kg.lcd 0.10 102.0
OSR seed PK2 0,010 mg-kg.led 0.011 110.8
OSR seed PK2 0,10 mg-kg.lcd 0.1 107.0

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

OILSEED RAPE PLANT

Analysis of samples 16.07.2024 — triazole metabolites in oilseed rape plant:
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triazole-acetic acid (TAA)

Table 22. Quality control samples

Sample Name Result [mg/kg] | Recovery [%]
OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.lcd 0.011 105.7
OSR plant PK1 0,10 mg-kg.lcd 0.10 104.2
OSR plant PK2 0,010 mg-kg.lcd 0.011 107.7
OSR plant PK2 0,10 mg-kg.lcd 0.098 97.8

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-alanine (TA)

Table 23. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%¢]

OSR plant PK2 0,10 mg-kg.lcd

OSR plant sample blank.lcd <LCOD -
OS8R plant PK1 0,010 mg-kg.led 0.011 114.2
QSR plant PK1 0,10 mg-kg.lcd 0.11 112.0
OSR plant PK2 0,010 mg-kg.lcd 0.011 106.0
0.096 96.1

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg

triazole-lactic acid (TLA)

Table 24. Quality control samples

Sample Name Result [mg/kg] | Recovery [%]
OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.lcd 0.0074 74.4
OSR plant PK1 0,10 mg-kg.led 0.091 90.7
OSR plant PK2 0,010 mg-kg.lcd 0.0075 74.6
OSR plant PK2 0,10 mg-kg.led 0.077 76.6

LOD = 0.004 mg/kg, LOQ = 0.010 mg/kg
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1,2,4-triazole (1,2,4-T)

Table 25. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%]

OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.lcd 0.010 99.8
OSR plant PK1 0,10 mg-kg.lcd 0.10 101.0
OSR plant PK2 0,010 mg-kg.lcd 0.011 110.2
OSR plant PK2 0,10 mg-kg.led 0.091 91.2

LOD = 0.004 mg/kg, LOQ = 0.010 mg/'kg

Analysis of samples 11.07.2024 — difenoconazole and azoxystrobin in oilseed rape plant:

Difenoconazole

Table 26. Quality control samples

Sample Name

Result [mg/kg]

Recovery [%]

OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.led 0.010 101.3
OSR plant PK1 0,10 mg-kg.led 0.10 100.1
OSR plant PK2 0,010 mg-kg.lcd 0.010 100.5
OSR plant PK2 0,10 mg-kg.lcd 0.10 100.9

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg

Azoxystrobin
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Table 27. Quality control samples

Sample Name Result [mg/kg] | Recovery [%]
OSR plant sample blank.lcd <LOD -
OSR plant PK1 0,010 mg-kg.lcd 0.0096 95.6
OSR plant PK1 0,10 mg-kg.led 0.10 100.4
OSR plant PK2 0,010 mg-kg.lcd 0.0097 97.1
OSR plant PK2 0,10 mg-kg.led 0.098 98.0

LOD = 0.002 mg/kg, LOQ = 0.010 mg/kg
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Whole
plants w/o
roots

Seeds

Seeds

<LOD

<LOD

<LOD

<LOD

0.17

0.12

<LOD

<LOD

<LOD

<LOD

<LOD

<LOD

0.063

<LOD

<LOD

0.094

<LOD

<LOD

28

63

63

DALA — Days After Last Application; CH — Commercial Harvest
Residues are not corrected for procedural recoveries;

Calculation based on unrounded values,

LOD=0.002 mg/kg, LOQ=0.010 mg/kg (difenoconazole, azoxystrobin)
LOD =0.004 mg/kg, LOQ=0.010 mg/kg (triazole metabolites)
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A214

Magnitude of residues in livestock

No additional studies were performed.

A2.14.1

A 2.14.1.1

Not required.

A 215

A 2.1.5.1

Not required.

A 2.1.5.1.1

Not required.

A 2.1.5.2

A 2.1.5.2.1

A 2.1.6

Not required.

Livestock feeding studies

Livestock feeding study 1

Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation)

Distribution of the residue in peel/pulp

Study 1

Processing studies on a core set of representative processes

Study 1

Magnitude of residues in representative succeeding crops
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A21.7 Other/Special Studies

A2.1.7.1 Study 1

Comments of zZRMS:

The objective of this study is the determination of residues of difenoconazole,
azoxystrobin and triazole derivate metabolites (TDMs) in honey from winter
oilseed rape collected by honeybees after two applications of CHR/F/SCORPIO
325 SC under semi-field conditions.

Four residue trial was conducted on winter oilseed rape during 2022/2023 in
Central and Southern Europe.

Two trials were conducted in Germany, one trial in Southern France and one trial
in Spain. Two applications of CHR/F/SCORPIO 325 SC were applied at a target,
rate of 1.00 L product/ha (125 g Difenoconazole/haand 200 g azoxystrobin/ha) at
an application spray volume of 300 L/ha per application.

The first application was conducted at BBCH 14-23. The second application was
conducted at BBCH 63-64, 6-18 days before sampling S1. The second Application|
was conducted in the morning before noon, with exception of trial -01 where
spraying at application A2 ended slightly after noon at 12:05.

Empty combs were inserted to the bee hive before the second application for later
honey collection. The samples of honey from the untreated and treated plots were
taken by hand using a spoon or a syringe or plastic pipette.

A method validation was not performed within this analytical phase because the
analytical methods were previously validated in honey with an LOQ of 0.01
mg/kg in accordance to SANTE/2020/12830, rev. 2 for the determination of
difenoconazole and azoxystrobin in GLP study S22-08436 (MAHLOW S. 2023)
and for 1,2,4-triazole (1,2,4-T), triazole alanine (TA), triazole acetic acid (TAA),
triazole lactic acid (TLA) in GLP study S21- 05866 (MAHLOW S. 2022), see
dRRPartB5—already evaluated and accepted in CHR/F/PROTAZO 375 SC final
dossier.

The limit of quantification (LOQ) of the analytical method was 0.01 mg/kg for all
analytes with a limit of detection (LOD) set at 0.003 mg/kg (defined as the lowest
calibration standard, which is 30 % of the LOQ).

For difenoconazole and azoxystrobin, the proof of stability of the analytes in/on
fortified samples upon storage period of 104 days in deep frozen conditions was
conducted in study S22-08436. The storage interval in study S22-08436 covers the
max. storage time from sampling to extraction in the current study.

For 1,2,4-T, TA, TAA and TLA, the proof of stability of the analytes in fortified
samples upon storage period of 15 months in deep frozen conditions was
conducted in study S21-05867 (see dRR Part BS). The storage interval in study
S21-05867 covers the max. storage time from sampling to ex traction in the current
study.

No residues of Azoxystrobin, Difenoconazole, 1,2,4 triazole (1,2,4-T), triazole
acetic acid (TAA) and triazole lactic acid (TLA) at or above 30 % of the LOQ
were detected in any of the untreated honey samples. Residues of triazole alanine
(TA) were detected in untreated honey samples of trial -02 with 0.01 mg/kg and of]
trial -05 at 0.03 mg/kg. No residues of Azoxystrobin, 1,2,4 triazole (1,2,4-T),
triazole acetic acid (TAA) and triazole lactic acid (TLA) at or above 30 % of the
LOQ were detected in any of the treated honey samples. Residues of
Difenoconazole were between <LOQ (trials -01 and -02),0.014 mg/kg in trial -04
and 0.012 mg/kg in trial -05. Residues of Triazole Alanine were between 0.01
mg/kg and 0.04 mg/kg in treated honey samples.
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The study is accepted. Results supporting the proposed GAP:
TAA: 4 x <0.01 mg/kg

TA: 2 x 0.01 mg/kg, 0.02 mg/kg, 0.04 mg/kg

TLA: 4 x <0.01 mg/kg

1,2,4 -T: 4 x <0.01 mg/kg

Difenoconazole: 2 x <0.01 mg/kg, 0.012 mg/kg, 0.014 mg/kg
Azoxystrobin: 4 x <LOD

Reference: KCA 6.3/46

Report Determination of Residues of Difenoconazole, Azoxystrobin and Triazole
Derivate Metabolites (TDMs) in Honey after Two applications of
CHR/F/SCORPIO 325 SC in Winter Oilseed Rape at Four Sites in Central
and Southern Europe in 2022/2023, Study Code: 22-08279, Analytical Phase
Code: S22-08279-L1

Guideline(s): Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
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
SANTE/2020/12830, rev.2

Deviations: Yes
GLP: Yes
Acceptability: Yes

Objective of the study

The objective was to analyse samples of honey for residues of difenoconazole, azoxystrobin and triazole
derivate metabolites (TDMs). The limit of quantification (LOQ) of the analytical method was 0.01 mg/kg
for honey in each analyte with a limit of detection (LOD) set at 0.003 mg/kg (defined as the lowest
calibration standard, which is 30 % of the LOQ).

Materials and methods
Sample Preparation

All samples were received at the test site for the analytical phase in frozen condition. After their arrival at
the test site of the analytical phase the samples were stored at < -18 °C until homogenisation. Samples
were prepared according to the recommendations detailed in the test site’s SOPs. Control samples were
processed first, followed by samples with the lowest expected residue level to the high est expected
residue level, if applicable. In order to avoid contamination, appropriate precautions and cleanings
between samples were employed.

Matrix Type(s) Laboratory Sample Preparation

Honey The sample was homogenised by thoroughly stirring with a spatula before taking a
representative sub-sample for analysis.

Matrix Type(s) Laboratory Sample Preparation Honey The sample was homogenised by thoroughly
stirring with a spatula before taking a representative sub-sample for analysis. An aliquot of each
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homogenised sample was stored at <-18 °C so that multiple re-analyses would have been possible. The
rest of the homogenised material was discarded.

Method Summary

For the analysis of difenoconazole and azoxystrobin, samples of honey were extracted with acetonitrile
after addition of water. The ratio was 10 mL of extraction solvent per g of matrix. Clean-up of the extract
was performed by dispersive SPE with primary/secondary amine (PSA) and magnesium sulphate. The
sample concentration in final extract was 0.05 g sample per mL of extract. Quantification was performed
by use of LCMS/MS detection. For the analysis of triazole metabolites, samples of honey were extracted
with methanol containing 1% formic acid after addition of water by shaking on a platform shaker for 15
min. An aliquot was transferred to a new 15 mL Sarstedt tube and isotopically labelled internal standards
were added prior to evaporating the methanol phase of the extract. Quantification was performed by use
of LC-DMS-MS/MS detection with isotopically labelled internal standard. The limit of quantification
(LOQ) of the analytical method was 0.01 mg/kg for each analyte with a limit of detection (LOD) set at
0.003 mg/kg (defined as the lowest calibration standard, which is 30 % of the LOQ).

Results
The limit of quantification (LOQ) was 0.01 mg/kg with a limit of detection (LOD) of 0.003 mg/kg.

For honey, the maximum storage interval from sampling until extraction was 102 days for
difenoconazole and azoxystrobin, and 98 for the triazole metabolites.

The storage temperature of the samples at the analytical test site was < -18 °C.

The maximum storage interval of final sample extracts at typically 1 °C to 10 °C from extraction until
injection to the detection system was 0 day for all analytes. All analysed samples are reported in this
analytical phase report. Any result reported for a sample originates from single extraction and single
injection to the detection system. Re-analysis in duplicate and/or analysis of any retain sample for result
verification was not requested by the Study Director. Results in mg/kg are reported without correction for
the obtained concurrent recoveries, i.e., no adjustments to hypothetical concurrent recoveries of 100 %
were made.

The following residues were detected in the samples:

331



CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC Page 332 /350
Part B — Section 7 - Core Assessment

Applicant version Version October 2023
Sampling | Target | Treatment Sample Code EAS (Chem) | Sample Residue Residue
Code Timing Internal Type of of
Code Difenoconazole Azoxystrobin
(mgfkg) (mglkg)
Trial $22-08279-01 (Germany)
) C L22-08279-01-C-51-HO-A1 1 Honey <0.01 <0.01
31 Maturity
T L22-08278-01-T-51-HO-A1 2 Honey <0.01 <0.01
Trial $22-08279-02 (Germany)
. C L22-08279-02-C-51-HO-A1 3 Honey <0.01 <0.01
31 Maturity
T L22-08278-02-T-51-HO-A1 4 Honey <0.01 <0.01
Trial §22-08279-04 (France)
) L22-08279-04-C-51-HO-A1 5 Honey <0.01 <0.01
31 Maturity
L22-08275-04-T-51-HO-A1 6 Honey 0.014 <0.01
Trial $22-08279-05 (Spain)
) C L22-08279-05-C-51-HO-A1 T Honey <0.01 <0.01
1 Maturity
T L22-08273-05-T-51-HO-A1 8 Honey 0.012 <0.01

T = treated; C = unireated.
Residues are not corrected for concurrent recoveries

Sampling Target | Treatment Sample Code EAS Residue of | Residue of | Residue of | Residue of
Code Timing {Chem) 1,24 Triazole Triazole Triazole
Internal Triazole Alanine | Acetic Acid | Lactic Acid
Code (mgikg) (mglkg) (mglkg) (mglkg)
Trial $22-08279-01 (Germany)
. L22-08279-01-C-51-HO-A1 1 <0.01 <00 <00 <001
s1 Maturity
T L 22-08279-01-T-51-HO-A1 2 <00 0.02 <00 <001
Trial $22-08279-02 (Germany)
; L22-08279-02-C-81-HO-A1 3 <0.01 0.01 <0.01 <0.01
81 Maturity
T L 22-08279-02-T-51-HO-A1 4 <00 0.01 <00 <001
Trial §22-08279-04 (France)
. L22-08279-04-C-51-HO-A1 5 <0.01 <00 <00 <001
s1 Maturity
T L 22-08279-04-T-51-HO-A1 6 <00 0.01 <00 <001
Trial $22-08279-05 (Spain)
; L22-08279-05-C-51-HO-A1 7 <0.01 0.03 <0.01 <0.01
81 Maturity
T L 22-08279-05-T-31-HO-A1 ] <0.01 0.04 <0.01 <0.01

T = treated; C = unireated.
Residues are not corrected for concurrent recoveries

Conclusion

With regard to selectivity, accuracy and precision, the analytical method was applied successfully for
each analytical set when analysing the samples of the study.
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Appendix 3 Pesticide Residue Intake Model (PRIMo)

x

“ ofsam

European Food Safety Authority

EF5A PRIMo revision 3.0; 2001712111

LOG [matka) range from: to:
Toxicological reference values
ADI[maikg bwiday): 0z ARFD (markg bw: wot mecessary
Fource of ADI: EFSA | Source of ARFD:
Year of evaluation: 2010; & | Year of evaluation:
(4): 1542

Input values

Details - chronic risk
assessment

Supplementary results -
chronic risk assessment

Details - acute risk
assessment/children

Details - acute risk
assessment/adults

Comments:

Mo of dists excesding the 401 : Exposurs resulting from
MPEL= st at| commaditior nat
Expoourc | Highest contributer 2nd contributer to Frd contributer ke (theLOR | undor acrserment
Caleulated exposure [ratkg b toME dict | Commedity ! M3 diet Commadity ¢ 13 diet Commedity ! (in % of ADIY| Gz af AEI)
% of ADI) M3 Diet per day) [in% of ADI) | group of commoditics [in% of ADI) | group of commadities [in% of ADI) | group of commedities
22% L child [EXT] 2% ‘Sugar buet roots 02% Rapesesdslcanshs seeds [0 Mk Cattle 22%
1ax L toddler 2135 13% Sugar bt rocts 03% Rapeseedsicansls seeds 0.3% Milk: Cale 4%
12% DE wemen 14-50 yr 2321 s Sugar bust rocts 0t Wilk: Cattle 0.0% Celeriacatturnip reoted celurics 12%
1% DE general 2138 s Sugar bust rocts 0t Wik Cattle 0.0% Celeriacatturnip reoted celurics %
ax FR child 315 yr 1533 3% Sugar buet rocts 0t Milk: Gattle 0.1% Turnips ax
8% UK toddler 1633 8% Sugar buet rocts it Wilk: Cattle 0.0% Swedesirutabagaz 8%
[ ML general 1453 [ Sugar buet rocts it Rapeseedstcanoly seeds 0% Sunflower sueds T
[ FR toddler 2 3 yr 14.85 T Sugar beet rocts it Wilk: Catle 0 Tumipz T
4 GEMSIF aod GOG 865 4 Sugar beet rocts 03% Soyabeans 01 Pumpking 4
4 UK infant 162 4 Sugar beet rocts 02% Milk: Cattle 01 Swedeslrutabagaz 4
= 4% FF infant 30 3% Sugar bt rocts o Turnipz 0% Milk: Caele 4%
H ax RO general .08 3% Sugar bt rocts 02x% Sunflower zeeds 0% Milk: Cale ax
] 2% FR adult 429 2% Sugar bt rocts 0.0% Turnipz 0.0% Sunflower seds 2%
H 1% UK adult 258 1 Sugar bt rocts 0.0% Milk: Cattle 0.0% Swedesirutabagaz 1%
] 1% GEMSIFood G 255 0.9% Soyabeans 02x% Bestraots 0% Celerincaturip rocted celaries 1%
g 1% UK vegetarian 212 1 Sugar bt rocts 0.0% Milk: Cattle 0.0% Bestraots 1%
S 1% GEMSIFaod G10 253 0.8% Soyabeans o Pumpkins 0% Rapesecdsicansls seeds 1%
% 1% GEMSIFaod GOT 213 0.4% Soyabeans 02x% Rapeseedsicansly seeds 0% Sunflower seeds 1%
z 1% GEMSIFaod GOG 205 5% Soyabeans o Turnipz 0% Sunflower seds 1%
< 1% GEMSIFood GI5 202 0.4% Soyabeans o Sunflower zeeds 0% Bestraots 1%
¥ 0.6% ES child 114 0.4% Sugar bust rocts 0t Wik Cattle 0.0% Sunflower susds 0.6%
3 0.4% IE adult 082 0% Swedestrutabagaz 0t Caleriacaiturnip raoted celerics 0.1% Bestroots 0.4%
= 0.4% ES adult 0.5 0.3% Sugar buet rocts 0.0% Sunflower sceds 0.0% Wik Cattle 0.4%
£ 2% 3E general 045 0% Wik Cattle 0.0% Beetraots 0.0% Bectroots 2%
2 2% DE child 04z 0% Wik Cattle 0.0% Celeriacsiturnip raoted celories 0.0% Sunflower sueds 2%
| 0.2% BT general 0.3 o0 Soyabeanz it Sunflower zeeds 0.0% Tumipz 0.2%
g ot PL genersl 2t o1 Bestracts 00% Celerincaiturnip racted celeries 0.0% Sunflower seeds ot
= ot DK child 024 o1 Milk: Catle 00% Celeriacaiturnip racted celeries 0.0% Swine: Musclemest ot
o 0.1 LT adule 0.2z o.% Bestracts 0.0% Milk: Catele 0.0% Sunflower seeds 0.1
a 0.1 Flay .21 0.0% Bestracts 0.0% Rapeseedsicansly seeds 0.0% Swedesirutabagaz 0.1
E 0.1 FlEy 013 0% Bestracts 0.0% Rapeseedsicansly seeds 0.0% Swedesirutabagaz 0.1
0.1 Fladult on 0.0% Bestracts 0.0% Swedesirutabagaz 0.0% Soyabeans 0.1
0.1 DK adult 010 0.0% 0.0% Celerincaturnip raoted celeries 0.0% Swine: Fat tiszue 0.1
0.0% IE child 0.08 0.0% 0.0% Turnipz 0.0% Swine: Fat tissue 0.0%
0.0% T toddler 0.05 0.0% Pumpking 0.0% Sunflower zeeds 0.0% Turnipz 0.0%
0.0% T aclult 0.05 0.0% Pumpking 0.0% Bestraots 0.0% Sunflower seeds 0.0%
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o .
x Difenoconazole
x LBtz [mgfkg) range from: ke Details - chronic risk Supplementary results -
e e S a - Toxicological reference values assessment chronic risk assessment
ADI [malkg bwiday]: o0 ARFD [matka bw]: 016
Eu rapean Faud Safet!f Authorlw Fource of ADL EFSA Fource of ARFD: EFSA il al:ut'.".j ik LT
Tear of evaluation: 201 Tear of evaluatian: 201 assessmenl;u’chlldren assessmentfadulh
EFSA PEIMo revision 3.0; 201712111
Comments:
Chronic risk assessment: JMPR methodology (IEDUTMDI)
Mo of dicts exceeding the 4D : Expozure rezulting fram
MRL: et | <ommoditicr nat
Expzour: | Highest contributar 2nd cantributor ta 3rd contributor ta at th Lo und?r_ul:;;m‘
Calzulated expasure [patkg bew ro RS dict Commadity ! S dict Commadity ! S dict Commadity ! [in % of finste !
[% of ADI PAE Dict per day] [in % of ADI graup of commaditics [in % of ADI qraup of commaditics [in % of ADI group of commaditics An
Ja% ML zhild 313 22% Zugar beck raots 3% Rapescedsteanala seeds 2% Bilk: Cattle Fa%
3% ML teddler 343 14% Zugar beet roots [ Rapescedsicancla seeds [ Milk: Cattle 3%
21% GEME/Faod G 213 ™ Celerimesfturnip rooked celerics 5% Zayabeans = Chicary raats 21%
1% FR child 315 pr 153 10% Zugar beet roots 2% Milk: Cattle 1% Poultry: Muzcle!meat 18%
16% DE women 14-50 yr 155 12% Fugar beck roots 1% Milk: Cattle 0.3x Celeriacsiturnip rooted celeries 16%
165 GEME/Facd GOT 155 4% Rapezecdsicancla seeds 2% Paultry: Muzcle/meat 2% Zoyabeanz 165
15% FR toddler 2 5 yr 1.5 ™ Fugar beek roots % Milk: Catkle 0.3x Foultry: Muscle'meat 15%
5% DE general 150 Lk Zugar beet raots 1% Milk: Cattle 10% Celeriacs/turnip roated celeries 15%
" UK toddler 133 a% Fugar beek roots 2% Milk: Catkle 0.3x Foultry: Muscle'meat iL 5
" GEME/Fand GIS 133 3% Celerimesiturnip rooked celerics 2% Zoyabeans 2% Poultry: Muzcledmeat 4%
_ 3% ML gencral 1.3 ™ Fugar bect roots 2% Rapeseedsicancla seeds 0.8% Milk: Cattle 13%
H] 13% GEME/Facd G0 127 4% Sopabeans 3% Paultry: Bluzcledmeat 2% Rapeseedsicanala seeds 13%
-E' 13% LK infant 126 4% Milk: Cattle 4% Fugar beek rooks 1% Eggs: Chicken 13%
2 12% GEME/Faod GOS 115 3% Sopabeans 2% Rapescedsteanala seeds 2% Poultry: Muzcledmeat 12%
E 1% IE adult 103 3K Celerizcsturnip rooted celeries 2% Zheep: Liver 1% Ewedesirutabagas 1%
E 0% GEME/Faod GO 1M 4% Sugar beck racts 2% Zayabeans 1% Poultry: Muzcledmeat 0%
- 8% R0 general 073 3% Zugar beet roots 2% Paultry: Muscle/meat 1% Milk: Cattle %
5 ™ FR infant nrz 4% Fugar beck roots 2% Milk: Cattle 0.3x Turnips =
g ™ EE child 0.1 3% Poultry: Pluzclefmeat 1% Milk: Cattle 0.8% Eavine: Muzcleimeat ™
5 ™ DE child ne7 2% Milk: Cattle 1% Poultry: Blusclelmeat 1% Celerizcsiturnip rooted celeries =
g E% ZE general 0.64 3% Bovine: Muzcle/meat 1% Milk: Cattle 0.3% Eggs: Chicken E%
3 [ DK child 0.63 1% Milk: Cattle 1% Celerizcstturnip rooted celeries 1% Foultry: Muscle'meat B
= B FF adult 05E 2% Zugar beck raots 0.6% Paultry: Bluzcledmeat 0.4% Bilk: Cattle B%
.§ 4% E% adult 0.38 1% Foultry: Musclefmeat 0.5% Milk: Catkle 0.5% Eggs: Chicken 4%
E 4% LK adult 0T 1% Zugar beck raots 0.a% Paultry: Bluzcledmeat 0.4% Eowine: Muscledmeat 4%
3% DK adult 0.28 0.5% Milk: Cattle 0.5% Poultry: Bluzsclelmeat 0.4% Eggs: Chicken 3%
E 3% LT adult 027 0.6% Ectronts 0.6% Paultry: Bluzcledmeat 0.4% Bilk: Cattle 3%
E 2% LIE vegetarian 0.24 1% Zugar beet roots 0.3% Eggs: Chicken 0.3% Milk: Cattle 2%
g 2% PL general n21 1% Eeckroats 1.0% Celerinestturnip roated celeries 0.0x% Harseradizhes 2%
a 2% Fl3yr o 0.5% Rapeseedsicanola seeds 0.5% Celerinesfournip rooted celeries 0.5% Eeetraots 2%
E 1= FlGyr s 0.6% Betroots 0.4% Rapescedstcanala seeds 0% Swedesfrutabagas 1%
1= IE zhild o1z 0.4% Milk: Cattle 0.3% Paultry: Muzcle/meat 0.2% Egags: Chicken 1%
nrx Fl adult o7 0.3% Eeetroots 0.2% Celerizcstturnip rooted celeries TR £ Fwedesfrutabagas 0.rx
nex FT general 0.06 0.4% Foyabeans 0.2% Funflower seeds TR £ Turnips 0.ex
0% I adult o % Celerizcsfturnip rooked celeries 0.0% Eiwctroots 0.0% Turnips 1R £
0.1% IT toddler 001 0.0% Turnips 0.0% Celerizcs!turnip rooted celerics 0.0% Funfloweer seeds 0.1%
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European Food Safety Authority
EFSA PRIMo revision 3.1; 2019/03H139

TAA (F)

LOGs [madkqg] range fram:

[

Toxicological reference values

ADI [mgikg bewedday]:

Fource of A0k

Tear of evaluation:

ARFD [mglka bw):

Fource of AR

Tear of evaluation:

Details - chronic risk
assessment

Details - acute risk
assessment,/children

Camments:

Chronic risk assessment: JMPR methodology (IEDUTMDI)

Supplementary results -
chronic risk assessment

Details - acute risk
assessment/adults

Mo of dieks exceeding the ADI: --- Exposure resulting from
MRLs set at| zommaditicr not
Expsoure | Highest cantributor 2nd contributer to Srd contributor to (theLOB  funderarrasment
Calculated cxposure [paikg b ko ME dick Commeodity ! S dict Commodity ! FAZ diet Commaodity ! (in % of ADN) - tin:2af 400
[% of ADI) PAE Dict per day] [in % of ADI] aroup of commoditics [in % of AD0] group of commodities [in % of ADI] aroup of commoditics
a0k GEME/Fand GH 0.44 0.0% Sapabeans LES Plilk: Caktle 00k Sunflawer seeds
0.0% GEMZ{Food GI0 N4z 0.0% Fopabeans 0.0% Rapeseedsicanoly seeds 0.0% Funflower seeds
ooy ML toddler 040 0.0% Milk: Cattle nox Rapescedsicanala seeds 0oy Eugar bect roots
a0k GEME/Fand GOS 0.33 0.0% Sapabeans LES Zunflawer seeds 00k Rapeseedsicanala seeds
0.0% GEME{Food GOT 0.3z 0.0% Fopabeans 0.0% Rapeseedsicanoly seeds 0.0% Funflower seeds
ooy GEME/Food GIS 0.3 0.0% Sopabeans nox Zunflower seeds 0oy Milk: Cattle
a0k ML child 0.23 0.0% Sugar bect roats LES Plilk: Caktle 00k Rapeseedsicanala seeds
0.0% GEME{Food GOG 018 0.0% Fopabeans 0.0% Funflower seeds 0.0% Fugar beet roots
ooy FR child 315 gr IR 0.0% Milk: Cattle nox Eugar bect roots 0oy Zunflower zeeds
a0k FR taddler 2 5 ur air 0.0% Belilk: Catele LES Zugar bt roats 00k Sunflawer seeds
— 0% UK infant 016 0.0% Belilk: Cattle 0oy Fugar beet roots 0.0% Eggs: Chicken
E ooy RO general 014 0.0% ESunflower seeds nox Plilk: Cattle 0oy Eugar bect roots
E‘ a0k ML general a3 0.0% Sugar bect roats LES Rapeseedsicanola seeds 00k Bilk: Carele
H 0.0% UK toddler o1z 0.0% Belilk: Catkle 0.0% Fugar beek roots 0.0% Eggs: Chicken
§ ooy DE women 14-50 yr o 0.0% Eugar beet roots nox Plilk: Cattle 0oy Zunflower zeeds
E a0k DE general o 0.0% Sugar bect roats LES Plilk: Caktle 00k Swine: Musclo/meat
- 0.0% DE child .10 0.0% Belilk: Catkle 0.0% Eggs: Chicken 0.0% Funflower seeds
g ooy EZ child n.oa 0.0% Milk: Cattle nox Poultry: Plusclefmeat 0oy Zunflower zeeds
g a0k FR infant 0.03 0.0% Belilk: Catele LES Zugar bt roats 00k Sunflawer seeds
H 0% IE adult 008 0.0% Funflower seeds 0oy Lingeeds 0.0% Milk: Cattle
E ooy DK child n.or 0.0% Milk: Cattle nox Bwine: Muzcle/meat 0oy Eqgs: Chicken
3 a0k ZE general 0.07 0.0% Belilk: Catele LES BEiowine: Muzcle'meat 00k Eqggs: Chicken
= 0.0% FT general 0.06 0.0% Fopabeans 0.0% Funflower seeds 0.0% Turnips
% ooy FR adult 0.06 0.0% Milk: Cattle nox Zunflower seeds 0oy Eugar bect roots
B a0k EZ adult 0.05 0.0% Belilk: Catele LES Zunflawer seeds 00k Foultry: Muscle/meat
0.0% DK, adult 0.03 0.0% Belilk: Catkle 0.0% Fwine: Musclelmeat 0.0% Eggs: Chicken
E 0.0% LT adult 0.03 0.0% Pelilk: Catkle 0.0% Bwine: Muscledmeat 0.0% Eunflower seeds
E a0k UK adult 0.03 0.0% Belilk: Catele LES Zugar bt roats 00k Foultry: Muscle/meat
L 0.0% UK vegetarian n.oz 0.0% Belilk: Catkle 0.0% Fugar beek roots 0.0% Eggs: Chicken
= ooy |E <hild n.oz2 0.0% Milk: Cattle nox Eggs: Chicken 0oy Poultry: Muscledmeat
E a0k FlZur am 0.0% Rapeseedsicanala seeds LES Eiectroots 00k Sunflawer seeds
0.0% FlGyr o.m 0.0% Rapeseedsicanola seeds 0.0% Eicetrooks 0.0% Funflower seeds
ooy Fladult n.oo 0.0% Sopabeans nox Zunflower seeds 0oy Linzeeds
o.ox PL general n.oo 0.ox Eeetroots nox Zunflower seeds 0.o% Celeriacsiturnip rooted celeries
0.0% IT toddler 0.00 0.0% Funfloswer seeds 0.0% Foyabeans 0.0% Turnips
a0k T adult 0.00 0.0% Funflawsr sesds 0.0% Foyabeans a0k Ecctroots
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TA (F)

LOG= [mafka) rangs From:

to:

Toxicological reference values

A0 [malkg bwiday]:

Fource of ADI

“ear of evaluation:

03

ARFO (malkg bw):

Fource of ARFOE

“ear of cvaluation:

Input values

Details - chronic risk
assessment

Details - acute risk
assessment/children

Supplementary results -
chronic risk assessment

Details - acute risk
assessment/fadults

Comments:
Mo of dicts exceeding the ADI: - Exposure rezulking from
MRLs s2t at| commoditior nat
Expzoure Highest contributer 2nd contributor to 3rd contributer to N the LOG u"d:" arrerrment
Calculated exposure [patka bw to ME dict Commodity FAZ diet Commedity ! F1E dict Commedity ¢ {in % of ADIY)  Gin 2 ab A00
[% of ADI) PAE Dt per day] [in % of ADI] aroup of commodities [in % of ADI) group of commoditics [in % of ADI] group of commoditics
1a% GEMEFaod G 5113 13% Foyabeans 05% Sunflayeer seeds % PMluztard seeds
1a% GEME!Food GI0 6.0 165 Foyabeans 1= Rapeseedsicanol seeds 1= Funflower seeds
14% GEME!Food GOS 4213 0% Foyabeans 2% Zunflower zeeds 2% Rapeseedsicanala seeds
14% GEMEFood GOT 40033 ax Foyabeans 3% Rapeseedsieanala seeds 2% Zunflower seeds
12% GEMEFood G135 ITAT % Foyabeans 3% Funflower seeds 1= Rapeseedsicanola seeds
= GEME!Food GOG 2243 B Foyabeans 1= Sunflayeer seeds 0.2% Rapeseedsicanola seeds
™ ML toddler 22.00 5% Rapesecdsleancly seads 1% Funflowsr seeds 0.5% Fopabeans
X ML <hild 16.23 a% Rapeseedsicancly seeds a% Funflower seeds 1= Fopabeans
3% RO general 1027 3% Funflawer seeds 0.0% Bilk: Catele 0.0% Zugar beet raats
I ML general 24 1% Rapeseedsicancly seeds 1% Funflower seeds 0.6% Fopabeans
= 3% FT general s.an 2% Foyabeans = Funflower seeds n.ox Turnips
2 2% IE adult 5.5 10% Funflawer seeds LNE Linseeds 0.0% Bheep: Liver
-E' 2% FR child 3 15 yr 505 1= Funflower seeds 0.2% Fopabeans 1% Pluzstard seeds
2 1% FR toddler 2 3 yr 353 oy Funflower seeds o.2% Foyabeans IR Pilk: Cattle
E 10% DE child 300 05% Funflawer seeds 0.2% Zopabeans % Pilk: Cattle
§_ 0.8% FR adult 253 0.5% Funflower seeds LIRES Fopabeans 1% Pluzstard seeds
- 0wy DE women 14-50 yr 2.16 0.s% Zunflower seeds 0.ax Sogabeans IR Sugar beet roots
5 0% EZ child 212 06% Funflawer seeds 0.0% Bilk: Catele 0.0% Poultry: Muzclefmeat
z LI ES DE general 2.04 0.5% Funflower seeds 0.2% Fopabeans 1% Rapeseedsicanola seeds
- 0.6% EZ adult 110 05% Funflawer seeds 0.0% Bilk: Catele 0.0% Zopabeans
§ 0.5% FlFyr 144 0.4% Rapesecdsleancly seads Q0% Funflowsr seeds 0.0% Fopabeans
= 0.3% FlGyr 1.00 0.5% Rapeseedsicancly seeds 0.0% Funflower seeds 0.0% Fopabeans
= 0.3% FF infant 032 0% Funflawer seeds 0% Bilk: Catele 0.0% Zopabeans
.E 0.2% LT adult 074 0.2% Funflower seeds 0.0% Milk: Cartle 0.0% Fwine: Mluzclefmeat
B nzx Fladult el LR £ Foyabeans 0.0% Funflower seeds n.ox Linzeeds
a 0.2% LIE infant 0.55 0% Rilk: Caktle 0.0% Zugar bect roats 0.0% Eqqgs: Chicken
E 1% UK toddler 04 LR Rilk: Caktle 0.0% Fugar beet rooks 0.0% hicken
E [IREY IT toddler 034 LIk £ Funflower seeds 0.0% Foyabeans n.ox
L 0% DK child 028 00% Milk: Cartle 0.0% Ewine: Muzclefmeat 0.0% s Chicken
a IR EY ZE general 0.24 00x Milk: Cattle 0.0% Eoving: Musclefmeat 0.0% Egags: Chicken
E [IRES IT adult n1a 0.ox Zunflower seeds 0.0% Sogabeans n.ox Bectroots
% PL general 0.15 a.0% Funflawer seeds 0.0% Zopabeans 0.0% Eicctroats
0.0% DK adult 012 00x Milk: Cattle 0.0% Fwine: Muzsclelmeat 0.0% 1 Chicken
0.0% LK adult 010 Q0% Milk: Caktle 0.0k Fugar beet roots 0.0% Puzclefmeat
0.0% LK weqetarian oot a.0% Rilk: Caktle 0.0% Zugar bect roats 0.0% : Chicken
0.0% IE child .06 a.0% Rilk: Caktle 0.0% Foultry: Muscledmeat 0.0% Eqqgs: Chicken
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TLA (F)

LOGs [mafka) range From:

bo:

Toxicological reference values

A01 [malkg bwlday]:

Fource of ADK

“ear of craluation:

o3

ARFD [malkg bw]:

Fource of ARFD;

Wear of cvaluakion:

03

Input values

Details - chronic risk
assessment

Details - acute risk
assessment,/children

Commenks:

Chronic risk assessment: JMPR methodology (IEDUTMDI)

Supplementary results -
chronic risk assessment

Details - acute risk
assessmentfadults

Mo of diets exceeding the ADI: - Exposure resulting from
MRLs z¢t at| commoditior nat
Expzoure Highest contributor 2nd contributor ko Frd contributor to . the LOG ‘md_wum"mont
Calculated exposure [patkg bw to ME dict Commedity ¢ ME dict Commodity FAZ diet Commaodity ! [in % of ADI) - Lin3:af 4D
[% of ADI) PAE Dt per day] [in % of ADI) group of commeodities [in % of ADI] group of commodities [in % of ADI} group of commeditics
0% GEME!Food G 2.0 06% Foyabeans a.0% Zunflawer seeds a.0% Foultry: Buscle/meat
LI ES GEME!Food GI0 198 0.5% Foyabeans 0.0% Rapeseedsicancly seeds 0.0% Funflower seeds
0.5% GEME!Food GOE 148 0.3% Soyabeans LIk =4 EZunflower seedz LIk =4 Rapeseedstcanoly seeds
0.5% GEME!Faod GOT 145 0.3% Zoyabeans 0% Rapeseedslcanola seeds 0% Sunflawer seeds
0.4% GEME!Food G135 133 0.5% Foyabeans LR Funflower seeds 0.0% Rapeseedsicanoly seeds
0.3% ML taddler 033 0.2% Rapeseedsicanola seeds 0% Milk: Caktle a.0% Sunflawer seeds
0.3% GEME!Food GOE Q.30 0.2% Foyabeans Q0% Funflower seeds Q0% Poultry: Buzcle/meat
0.2% ML <hild .73 0% Rapeseedsicanola seeds LR Funflower seeds 0.0% Foyabeans
% RO general 044 0% Zunflower seeds a.0% Milk: Caktle a.0% Foultry: Buscle/meat
i ML general Q.33 0.0% Rapeseedsicanola seeds Q0% Funflower seeds Q0% Foyabeans
= [IREY FR child 315 yr 035 n.ox Funflower seeds 0.0x Milk: Cattle ooy Eqgags: Chicken
2 % FT general .30 0% Foyabeans a.0% Zunflawer seeds a.0% Turnips
-E' 1% FR toddler 2 3 yr 0.25 0.0% Pilk: Caktle 0.0% Funflower seeds 0.0% Fugar beet roots
2 [IREY IE adult 024 n.ox Zunflower seeds 0.ox Linseeds ook Poultry: PBluscle!meat
E % DE child 0.2z 0.0% Pilk: Cartle a.0% Zunflawer seeds a.0% Eqgs: Chicken
§_ 1% LK infant .20 0.0% Pilk: Caktle 0.0% Eggs: Chicken 0.0% Foultry: Busclemeat
- [IRES EZ child 013 n.ox Sunflower seeds 0.ox Poultry: Fusclefmeat ooy Milk: Cattle
5 % DE waomen 14-50 yr 0T 0.0% Zugar best raats a.0% Milk: Caktle a.0% Sunflawer seeds
z 1% DE general nar 0.0% Fugar best roots 0.0% Milk: Caktle 0.0% Funflower seeds
- 0.0% UK taddler 015 0.0% Pilk: Cartle a.0% Fugar bect roots a.0% Eqgs: Chicken
§ 0.0% FR adult 013 0.0% Funflowsr seeds Q0% Milk: Caktle Q0% Egags: Chicken
= 0.0% E% adult 0z 0.0% Funflower seeds 0.0% Poultry: Fusclefmeat 0.0% Rilk: Caktle
= 0.0% Dk child ail 0.0% Pilk: Cartle a.0% Eqgs: Chicken a.0% Foultry: Buscle/meat
.E 0.0% FFR infant ail 0.0% Pilk: Cattle Q0% Fugar beet roots Q0% Funflower seeds
B n.ox EE general 003 n.ox Pilk: Cattle 0.0x Eqggs: Chicken ooy Eowvine: Muscleimeat
a 0.0% LT adult 007 0.0% Zunflower seeds a.0% Poultry: Fuscledmeat a.0% Bilk: Caktle
E 0.0% FlZyr .05 0.0% Rapeseedsicanola seeds 0.0% Funflower seeds 0.0% Foyabeans
E n.ox DK adult 0.0s n.ox Pilk: Cattle 0.ox Eqggs: Chicken ook Poultry: PBluscle!meat
L 0.0% LK adult .05 0.0% Poultry: Fuzclefmeat a.0% Eqgs: Chicken a.0% Bilk: Caktle
a 0.0% Fl&yr 004 0.0% Rapereedsicanoly seeds 00x Funflower seeds 0.0% Foyabeans
E 0.0% UK vegetarian 0.03 0.0% Eqgs: Chicken 0.0% Milk: Cattle 0.0% Sugar bect racts
0.0% IE child 003 0.0% Pilk: Cartle a.0% Poultry: Fuscledmeat a.0% Eqgs: Chicken
0.0% Fladult ooz 0.0% Foyabeans 0.0% Funflower seeds 0.0% Linseeds
0.0% I toddler 0.0 0.0% Funflower seeds Q0% Foyabeans Q0% Turnips
0.0% PL general 0.0 0.0% Zunflower seeds a.0% Ecctroots a.0% Celeriaczfturnip raated celerics
0.0% IT adult 0.0 0.0% Zunflower seeds a.0% Zoyabeans a.0% Eectroots

337



CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC

Part B — Section 7 - Core Assessment
Applicant version

Page 338 /350

Version October 2023

*’ﬂk.

~ efsam

European Food Safety Authority
EFSA PRIMo revision 3.1; 2019/03119

1,2,4-T (F)

Lot [meglka) range from:

LT3

Toxicological reference values

ADI[malkg bwiday]:

Fource of ADL

Tear of evaluation:

0023

ARFD [marlkg bw:

Fource of ARFO:

Tear of evaluation:

Input values

Details - chronic risk

assessment

Details - acute risk
assessment/children

Comments:

Chronic risk assessment: JMPR methodology (IEDUVTMDI)

Supplementary results -
chronic risk assessment

Details - acute risk
assessment/fadults

Mo of dicts exceeding the ADI - - Exposure resulting from
MRLs set at| zommodivier noy
Expzaure Highest cantributar 2nd contributar ta 3rd contributar ta . the LOG! undf” AreErman
Calculated exposure [paikg b to MAE dict Commodity ¢ P dict Commaodity ! PE dict Commedity {in% af ADN)) - tin2af &0
[% of ADI) RAE Dict per day] [in % of ADI] group of commoditics [in % of ADI] aroup of commodities [in % of A00] group of commoditics
3% ML taddler amn 3% Pilk: Cattle 0.2% Sugar bect roats 0% Rapeseedsteanaly seeds
2% UK infant 044 a% Pilk: Cattle 0% Fugar beet roots LR Egas: Chicken
2% ML <hild 035 = Pilk: Cattle n.4% Fugar bect roots 0.0x Fwine: Muscle’meat
2% FR taddler 235 pr 037 1= Pilk: Cattle aix Sugar bect roats 0% Bovine: Buzelefmeat
1% FR child 315 yr 033 10% Pilk: Cattle 0.2% Fugar best roots 01% Eiavine: Muszclefmeat
1% UK toddler n.ar 0.9% Pilk: Cattle 0% Fugar beet roots LR EBovine: Buscle’meat
1% DE child n.as 0ax Filk: Cattle 0.o% Eqggs: Chicken 0.ox Poultry: Muscledmeat
0.3% FR infant 0.20 oT% Pilk: Cattle aix Sugar bect roats a.0% Bwine: Mluzclefmeat
0.5% DE women 14-50 yr [ RE] Q5% Pilk: Cattle 0.2% Fugar beet roots Q0% Fwine: Muzclefmeat
0.8% DE general 013 0.5% Pilk: Cattle 0.2% Fugar beet roots 0.0% Fwine: Muzclefmeat
—_ 0.8% E= child [IAE 05% Pilk: Caktle [IAEY Eeawine: Muzcledmeat 0% Poultry: Muzcle/meat
H 0.8% ZE general ais 05% Pilk: Cattle 0.2% Eawine: Muzscle'meat a.0% Eqqgs: Chicken
-E' 0.8% GEME/Food GT1 018 0.3% Pilk: Cattle 0.2% Foyabeans LR Fwine: Muzclefmeat
E 0.6% Ok child 018 5% Milk: Cattle 0% Fwine: Muzcledmeat 0% Eovine: Mlugclefmeat
] 0% RO general air 05% Pilk: Cattle aix Sugar bect roats 0% Bwine: Mluzclefmeat
E 0% GEME/Fand Gi0 a5 0.2% Pilk: Cattle 0.2% Zoyabeans 0% Poultry: Muzcle/meat
- LI ES GEME/Food GI5 o5 0.3% Pilk: Cattle 0% Foyabeans LR Fwine: Muzclefmeat
? n.ex GEME/Food GOT 015 0sx Filk: Cattle IRt Soyabeans LIk £ Poultry: Muscledmeat
g 0.6% ML general a5 04% Pilk: Cattle aix Sugar bect roats a.0% Bwine: Mluzclefmeat
H 0.6% GEMEFood GOS a4 Q2% Pilk: Cattle aix Foyabeans LR Fwine: Muzclefmeat
E 0.4% E% adult 008 0.2y Milk: Cattle 0.0% Eiowing: Muscledmeat 00x Fwine: Mluzclefmeat
] 0.4% FR adult 0.03 0.2% Pilk: Cattle 0.0% Sugar bect roats a.0% Bwine: Mluzclefmeat
= 0.3% GEME/Fand GOG 0.03 0% Pilk: Cattle aix Zoyabeans 0% Zugar beet raats
; 0.3% IE adult 008 0.2y Milk: Cattle 0.0% Eiowing: Muscledmeat 00x Fwine: Mluzclefmeat
B 0.3% O adult 008 0.2y Milk: Cattle 0.0% : Bugcle'meat 00x Eovine: Mlugclefmeat
0.3% LT adult 0.06 0.2% Pilk: Cattle 0.0% : Muscledmeat a.0% Eqqgs: Chicken
E 0.2% UK adult 0.05 0% Pilk: Cattle 0.0% Eawine: Muzscle'meat a.0% Zugar beet raats
E 0.2% IE child 0.04 0.2% Pilk: Cattle 0.0% Fwine: Musclelmeat 0.0% Egas: Chicken
g nax UK vegetarian n.o4 LIk £ Pilk: Cattle 0.ox Fugar bect roots 0.ox Egqgs: Chicken
H 0.0% PT general am 00% Zopabeans 0.0% Sunflawer seeds a.0% Turnips
E 0.0% Fl3wr 0.00 Q0% Rapeseedsicanoly seeds 0.0% Eectroots Q0% Fwedesirutabagas
0.0% PL general 0.00 0.0 Eiwetroots 0.0% Celeriacsfturnip rooted celeries 0.0% Funflower seeds
n.ox FlGyr n.oo 0ox Bectroots 0.0% Rapeseedafcanala seeds 0.0x Swedeslrutabagaz
0.0% Fladult 0.00 0.0 Eiwetroots 0.0% Foyabeans 0.0% Fwedesirutabagas
0.0% IT taddler 0.00 0.0 Funflower seeds 0.0% Foyabeans 0.0% Turnips
0.0% T adult 0.00 00% Zunflower seeds 0.0% Eectroaots a.0% Fopabeans

338



CHR/F/SCORPIO 325 SC/ Clapton 325 SC, Scarp 325 SC Page 339 /350
Part B — Section 7 - Core Assessment

* R Input values
'r ’ Azoxystrobin
x LOGs [mglkg] range from: b Details - chronic risk Supplementary results -
* - e S a - Toxicological reference values aszessment chronic risk assessment
SO [mathg Evriday): [X3 ARFD (maika b not nccessary
European Food Safety Authority Source of ADE EFSA | Source of ARF: Details —acutg fisk DEEAIIS = SeUiE Fisk
Year of evaluation: 2010; & | *ear of evaluation: sl SR
EFSA PRIMc revision 3.0; 2017H2111 : [y, a2 :
Comments:
Mo of dicts sxcaeding the ADI: Expaosurs rezulting fram
MPBLz zct at| commaoditier nat
] ] ] ’ the LOB | under arrosrment
Expsoure | Highest contributor 2nd cantributar ta Srd contributar te ) ¢
Calulated exposure [maky b bo MS dict | Commadity § Iz diet Commadity | 1AZ diet Commadity | fin% aF ADN|  finscaf 400
[% of ADI) IS Dict per day] [in % of ADN | greup of commadities [in%of AN | group of commadities fin % of ADI) | group of commaditiez
0.3% L toddler 0.0 0.3% Tilk: Cattle 0.0% Tugar besk racks 0.0% Ercwvine: Muzcletment 0.5%
0.2% LK infant 0.44 0.2% Milk: Cattls 0.0% Sugar best roats 0.0% Eags: Chicken 0.2%
0.2% ML child 0.57 0.1% Milk: Cattle 0.0% Fugar best roats 0.0% Fwine: Muzcloimeat 0.2%
0.2% FR taddler 23 yr 0.37 0.1% Milk: Cattle 0.0k Tugar best racks 0.0% Ercvine: Muzcletmeat 0.2%
0.2% FF: child 5 15 yr 0.5% 0% Milk: Cattle 0.0% Sugar best roots 0.0% Eiovine: Muzcleimeat 0.2%
0% LK taddler 0.27 0.1% Milk: Cattle 0.0k Sugar best roats 0.0% Eiovine: Muzcleimeat 0.1%
1% DE <hild 0.23 LIRES Milk: Cakkle: 0.0% Eggz: Chicken 0.0% Poultry: Muzzle!meat [
0% FF infant 0.20 0% Milk: Cattle 0.0% Sugar best roots 0.0% Swine: Muzcloimeat 0.1%
0% DE women 14-50 yr 013 0.1% Milk: Cattle 0.0k Sugar best roats 0.0% Fwine: Muzcloimeat 0.1%
1% DE general 013 LIRES Milk: Cakkle: 0.0% Fugar back rocks 0.0% Fwine: Mluzcledmaat [
= 0% 3E general 015 0.1% Milk: Cattle 0.0% Eiovine: Muzcleimeat 0.0% Eqgs: Chicken 0.1%
H] 0% E child 015 0.1% Milk: Cattle 0.0k Eiovine: Muzcleimeat 0.0% Poultry: Musclefmeat 0.1%
E 0% DK <hild 013 0% Milk: Cattls 0.0% Frwing: Muzclatmeat 0.0% Eraving: Muzclaimeat 0.1%
E 0% R general o1 0.1% Milk: Cattle 0.0% Sugar best roots 0.0% Fwine: Muzcloimeat 0.1%
] 0 GEMEIFocd GH 016 0.0% Milk: Cattle 0.0k Toysbeans 0.0% Swine: Muzclotmest 0.1%
g 0% ML gansral 015 0.0% Milk: Cattls 0.0% Sugar best roats 0.0% Fwing: Muzclatmaat 0.1%
2 o GEMEFood GIS 0.14 0.0% Milk: Cattle 0.0% Foyabeans 0.0% Fwine: Muzcloimeat 0.1%
i 0 GEMEFacd GOT 014 0.0% Milk: Cattle 0.0k Toysbeans 0.0% Poultry: Muzcletmeat 0.1%
z 0% GEMSFood GI0 013 0.0% Milk: Cattle 0.0% Soyabeans 0.0% Poultry: Muzclefmeat 0.1%
5 o GEM3EFood GOS 013 0.0% Milk: Cattle 0.0% Foyabeans 0.0% Fwine: Muzcloimeat 0.1%
H 0.0% ES adult 0.08 0.0% Milk: Cattle 0.0k Ercvine: Muzcleimeat 0.0% Swine: Muzclotmest 0.0%
B 0.0% FR adult 0.08 0.0% Milk: Cattle 0.0% Sugar best roats 0.0% Swine: Muzcloimeat 0.0%
= 0.0% IE adult 0.08 0.0% Milk: Cattle 0.0k Eiovine: Muzcleimeat 0.0% Pz clemeat 0.0%
§ 0.o% DK adulk 0.0% 0.0% Plilk: Tkl LY Fwine: Muzcleimaat 0.o% Pluzclefmeat 0.ox
E 0.0% GEMSFood GOE 0.07 0.0% Milk: Cattle 0.0% Sugar best roats 0.0% Soyabeans 0.0%
0.0% LT adult 0.06 0.0% Milk: Cattle 0.0k Fwine: Muzcletmeat 0.0% Eqgs: Chicken 0.0%
= 0.0% LK adul 0.05 0.0% Milk: Cattls 0.0% Erving: Muzclaimeat 0.0% Sugar bact reats 0.0%
H 0.0% IE <hild 0.04 0.0% Milk: Cattle 0.0% Fwine: Muzcletmeat 0.0% Eqgs: Chicken 0.0%
o 0.0% LK vegetarian 0.04 0.0% Milk: Cattle 0.0k Sugar best roats 0.0% Eqgs: Chicken 0.0%
H 0.0% PT gansral 001 0.0% Foyabaanz 0.0% Sunflowsr seeds 0.0% Turnips 0.0%
E 0.0% PL general .00 0.0% Eicctroats 0.0% Cicleriacsturnip racted celerics 0.0% Sunflower sceds 0.0%
0.0% FI 3 yr 0.00 0.0% Eicctroots 0.0k Frapessedsicancla seeds 0.0% Swedestrutabagaz 0.0%
0.0% FI& yr 0.00 0.0% Eischroats 0.0% Frapesssdoicancla seeds 0.0% Frwaductrutabagaz 0.0%
0.0% Fladult 0.00 0.0% Eicctroots 0.0% Swedestrutabagas 0.0% Soyabeans 0.0%
0.0% T taddler .00 0.0% Pumpkins 0.0% Sunflower sceds 0.0% Turnips 0.0%
0.0% T adule .00 0.0% Pumpkins 0.0% Eicctroats 0.0% Sunflower sceds 0.0%
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Difenoconazole

LOE!s [mgikg] range from:

bo:

Toxicological reference values

A00[mglkg byiday): 0.1
Zowree of ADI: EFSA
Tear of evaluation: 20m

ARFD [mgikg bew]:

Zource of ARFD:

Tear of evaluation:

EFSA
201

Details - chronic risk
assessment

Input values

Supplementary results -
chronic risk assessment

Details - acute risk
assessment/children

Details - acute risk
assessment/adults

Comments:
Chronic rizsk assessment: JMPR methodology (IEDUTMDI)
Mo of dictz excecding the ADI: - | Exposurs rezulting from
PELs st | commaditior nat
Expzoure | Highest contributar 2nd contributor to Frd contributer to ak the LOG u“,“_u'“"““t
Caleulated exposure [pafg b to WS dict | Commodity ¢ ME dict Commadity { 1S dict Commadity ¢ lin%of | (msafaCh
[% of A0 PAE Dzt per day] (in % of ADI) group of commaditics [in % of &00) group of commaditics (in % of ADI) group of commaditics A0l
% RL toddler 0.rE 6% Rilk: Cattle n.&x Fugar beet roots 0.2% Biovine: Musclefmeat G%
5% LK infant a5 4% Milk: Cartle 0.5% Eggs: Chicken 0.2% Eovine: Muzcle!meat 5%
5% RL <hild 046 2% Milk: Cattle 1% Zugar beek roots 0.2% Zwine: Musclefmeat 5%
4% FR taddler 2 5 pr 043 3% Rilk: Cattle nax Fugar beet roots 0.2% Biovine: Musclefmeat 4%
4% FF child 315 yr 0.40 2% Milk: Cartle 0.5% Zugar beck roots 0.3% Eovine: Muzcle!meat 4%
b2 UE taddler 032 2% Milk: Cattle 0.5% Zugar beek roots 0.3% Eovine: Muzcle!meat 3%
3% DE child 0.26 2% Rilk: Cattle na2x Eqgs: Chicken [IRES Paultry: Muscledmeat BEY
2% EZ <hild 0.24 1= Milk: Cartle 0.3% Eovine: Muzcle'meat 0.3% Poulery: Muzclefmeaat 2%
2% Dk child 024 1= Milk: Cattle 0.4% Fwine: Mugclelmeat 0.3% Eiovine: Muzcle/meat 2%
2% DE women 14-50 yr 023 1% Milk: Cartle 0.7% Zugar bect raots 0.2% Zwine: Musclefmeat 2%
E 2% DE general 0.23 1= Milk: Cartle 063 Zugar bast roots 0.2% Ewine: Muszclefmeat 2%
= 2% ZE general 023 1= Rilk: Cattle nax Biovine: Muscle'meat 0.2% Eqggs: Chicken 2%
E 2% FF infant 022 2% Milk: Cartle 0.2% Zugar beck roots [IREY Zwine: Musclefmeat 2%
a 2% GEMEFood G1 02 0.5% Milk: Cattle 0.5% Zoypabeans 0.2% Zwine: Musclefmeat 2%
8 2% GEMEIFoad GOT o (1A= Milk: Cakle 02% Poultry: Bluscledmeat 2% Ewine: Musecletmeat 2%
E 2% RO general 0.20 1= Milk: Cartle 0.2% Swine: Muzcle/meat 0.2% Zugar bect rootz 2%
< 2% GEMZIFood G5 IRk nrx Rilk: Cattle 03y Fwine: Musclemeat 0.2% Fopabeans 2%
7 2% RL general o3 0.8% Milk: Cattle 04 Zugar beck raots 0.2% Ewine: Musclefmeat 2%
g 2% GEMEFood GI0 013 05% Milk: Cartle 04% Zoyabeans 0.3% Poulery: Muzclefmeaat 2%
= 2% GEMZIFood GOS 01s 0.6% Rilk: Cattle nax Fwine: Muscledmeat 0.5% Fopabeans 2%
2 1% IE adule 014 04% Milk: Cartle 0.5% Eheep: Liver LIREY Zheep: Edible offals [ather than liv 1%
E * E% adult o 05k Milk: Cattle 0.1% Eovine: Muzcle'meat oix Fwine: Muzclefmeat 1%
g_ 1% FR adult 011 0.4x Rilk: Cattle 0% Fwine: Muscledmeat [IRES Biovine: Musclefmeat 1%
H 1% GEMEIFood GOG o 0.2% Milk: Cartle 0.2% Zugar beck roots 0.2% Zoyabeanz 1%
b 1% DE adult 00 05% Milk: Cattle 0.2% Ewine: Muzclelmeat [IRE Eovine: Muzcle!meat 1%
2 0n.ax LT adult 0n.03 0.4% Rilk: Cattle na2x Swine: Muzcled/meat [IRES Eqqgs: Chicken 0.ax
0.7% LK adult 007 0.3% Milk: Cartle 0% Eovine: Muzcle'meat [IRE Poulery: Muzclefmeaat 0.7%
Il 0.5% IE child 0.05 0.4% Rilk: Cattle nox Fwine: Musclemeat 0.0x Eggs: Chicken 0.5%
E 05% UK wegetarian 0.05 0.3% Milk: Cartle 01% Zugar bect raots LIREY Eggsz: Chicken 05%
L 0% PT genzral om 0.0% Zoyabeans 0.0 Zunflower seeds 0.0% Turnipz %
= n.ox PL general n.oo 0.0x Ewetroots nox CeleriacsMturnip rooted celeries 0.0x Funflower seeds 0.0x
E 0.0% Fl3yr 0.00 0.0% Bectroots 0.0% Rapeseedstcancly seeds 0.0% Zwedesirutabagas 0.0%
0.0% FlGyr 0.00 0.0% Eectroots 0.0% Rapeseedstcancly seeds 0.0% Fwedesirutabagas 0.0%
n.ox Fl adult n.oo 0.0x BEectraats 0ok Swedesirutabagas 0.0x Zapabeans 0.0%
0.0% IT taddler 0.00 0.0% Zunflower seeds 0.0% Turnipz 0.0% Zoyabeanz 0.0%
n.ox IT adult 0.0 0.0x Ewetroots nox Funflower seeds 0.0x Turnipz 0.0%
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S ¢ * % T E Input values
x AA (F)
X LOG [mgtkg] range from: te Details - chronic risk Supplementary results -
x x e S a - Toxicological reference values assessment chronic risk assessment
A0 [mglkg bwiday]: 1 ARFD [malkg bw): 1
Eu"]pean Fuud Safetv AUthnnty Fource of ADI Fource of ARFOE Details= aCUtE_ risk DELallS - acute FEk
) ) assessment/children assessmentfadults
EFSA PRIMo revision 3.1; 201910313 Tear of evaluation: Tear of evaluation:
Comments:
Mo of dicts exceeding the ADI: - | Exposure rezulting from
MRLs s2t at| commoditior nat
Expzours Highest contributar 2nd contributor to Frd contributar to . the LOG u"d:" arrarrmant
Calculated exposure [patkabw to ME dict Commodity FAZ diet Commedity ! F1Z dict Commedity ¢ (in % of ADIY) - Gin2af ADI
[% of ADI PAS Diict per day] [in % of ADI) qroup of commoditics [in % of ADI] group of commaditics [in % of A0 qraup of commaditics
0.0% ML taddler 0.15 a.0% Rilk: Caktle 0.0% Zugar bect roats 0.0% Poultry: Muzclefmeat
0.0% LK infant 010 Q0% Rilk: Cakele Q0% Eqgs: Chicken 0.0% Poultry: BMuzclefmeat
0.0% ML <hild .03 0.0% Rilk: Caktle 0.0% Fugar beet rooks 0.0% Poultry: Muzclefmeat
0.0% FR taddler 2 3 yr 003 a.0% Rilk: Caktle 0.0% Eqqs: Chicken 0.0% Zugar beet raats
0.0% FF child 3 15 yr 003 a.0% Rilk: Caktle 0.0% Eqqs: Chicken 0.0% Zugar beet raats
0.0% UK toddler .06 0.0% Rilk: Caktle 0.0% Eqgs: Chicken 0.0% Fugar beck roots
n.ox DE child 006 0.0x Milk: Cattle 0.0% Eqqgs: Chicken n.ox Poulery: Muzclefmeat
0.0% EZ child .06 a.0% Rilk: Caktle 0.0% Foultry: Muscledmeat 0.0% Eqqgs: Chicken
0.0% D child .05 0.0% Rilk: Caktle 0.0% Eqgs: Chicken 0.0% Fwine: Mlusclefmeat
n.ox GEME!Food G 0.0s 0.0x Milk: Cattle 0.0% Sopabeans n.ox Poulery: Muzclefmeat
- 0.0% RO general .05 a.0% Rilk: Caktle 0.0% Foultry: Muscledmeat 0.0% Eqqgs: Chicken
H 0.0% GEME!Food GI0 .05 0.0% Foultry: Fusclefmeat 0.0% Fopabeans 0.0% Milk: Cattle
-E' n.ox GEME!F ood GOT 0.0s 0.ox Milk: Cattle 0.0% Poultry: Buscledmeat n.ox Soyabeans
a 0.0% DE women 14-50 yr .05 a.0% Rilk: Caktle 0.0% Zugar bect roats 0.0% Eqqgs: Chicken
E 0.0% DE general .04 0.0% Rilk: Caktle 0.0% Fugar beet rooks 0.0% Fwine: Mlusclefmeat
.§_ n.ox EE general 004 0.ox Milk: Cattle 0.0% Eqggs: Chicken n.ox Bovine: Musclelmeat
= 0.0% FF infant 004 a.0% Rilk: Caktle 0.0% Zugar bect roats 0.0% Poultry: Muzclefmeat
5 0.0% GEMEFood G135 .04 0.0% Rilk: Caktle 0.0% Foultry: Muscledmeat 0.0% Fopabeans
E n.ox GEME!Food GOS 004 0.ox Milk: Cattle 0.0% Poultry: Muscledmeat n.ox Foyabeans
- 0.0% ML general 004 a.0% Rilk: Caktle 0.0% Zugar bect roats 0.0% Poultry: Muzclefmeat
E 0.0% IE adult 003 0.0% Rilk: Caktle 0.0% Fheep: Musclelmeat 0.0% Poultry: Muzclefmeat
= n.ox EZ adult 003 0.0x Milk: Cattle 0.0% Poultry: BMuscledmeat n.ox Eggs: Chicken
= 0.0% FF adult a0z a.0% Rilk: Caktle 0.0% Eqqs: Chicken 0.0% Poultry: Muzclefmeat
.E 0.0% GEME!Food GOG 0.0z 0.0% Foultry: Fusclefmeat 0.0% Bilk: Catkle 0.0% Fopabeans
B n.ox DK adult ooz 0.0x Milk: Cattle 0.0% Eqggs: Chicken n.ox Ewine: Muszclefmeat
a 0.0% LT adult a0z a.0% Rilk: Caktle 0.0% Eqqs: Chicken 0.0% Poultry: Muzclefmeat
E 0.0% LK adult a0z Q0% Milk: Caktle 0.0k Foultry: Muscledmeat 0.0% Egags: Chicken
E 0.0% IE <hild 0.0 0.0% Rilk: Caktle 0.0% Eqgs: Chicken 0.0% Poultry: Muzclefmeat
L 0.0% LK weqetarian 0.0l a.0% Rilk: Caktle 0.0% Eqqs: Chicken 0.0% Zugar beet raats
a 0.0% FT general Q.00 0.0% Foyabeans 0.0% Funflower seeds 0.0% Turnips
E 0.0% FlZyr .00 0.0% Rapeseedsicancly seeds 0.0% Eeetroots 0.0% Honey and other apiculture product:
0.0% FlGyr .00 a.0% Rapeseedsicanola seeds 0.0% Eectroots 0.0% Haney and ather apiculturs praduct:
0.0% PL general Q.00 Q0% Ecctroots Q0% Celerizeziturnip rocted colerics 0.0% Funflowsr secds
0.0% Fladult .00 a.0% Ecctroots 0.0% Zopabeans 0.0% Swedesirutabagas
n.ox IT toddler oo 0.0x Zunflower seeds 0.0% Sopabeans n.ox Turnipz
0.0% IT adult .00 0.0% Funflower seeds 0.0% Eeetroots 0.0% Fopabeans
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TA (F)

LoEs [mgikg) range from:

[

Toxicological reference values

ADI [malkg bl day):

Zowrce of A0I

Tear of evaluation:

LX)

ARFD (malkg bw]:

Zource of ARFD:

Wear of evaluation:

03

Input values

Details - chronic risk
assessment

Details - acute risk
assessment/children

Supplementary results -
chronic risk assessment

Details - acute risk
assessment/adults

Comments:
Chronic risk assessment: JMPR methodology (IEDUTMDI)
Mo of dicks exceeding the ADI: - Exposure resulting from
MRLs cet ak| sommaditicr nox
E . " " " the LOG | under arreerment
El-E 1Y Highest contributar 2nd contributar ko 3rd contributar b . .
Caleulated expasure [patkg bw ra ME dict Commadity ! FAZ diet Commadity ! S diet Commadity ! [in% of ADIY) - tinz:af ARD
[% of ADIY RS Diet per day] [in % of ADI) qroup of commaditics [in % of ADI] group of commaditics [in % of ADI group of commaditics
06% GEMEIFaned G 134 0.6% Zoyabeans a0k Belilk: Cattle 0.0% Sunflawer seeds
0.6% GEMEIFood G100 165 0.5% Foyabeans a0k Rapeserdsicanala seeds 0.0% Funflower seeds
0.5% GEMEIFood GOS 143 0.3% Soyabeans LIRES Sunflower seeds RS Rapeseedsicanola seeds
05% GEMEIFand GOT 142 0.3% Zoyabeans 0% Rapeseedsicanala seeds aix Sunflawer seeds
0.5% RL boddler 136 nzx Pilk: Cattle LIRES Rapeseedsicanola seeds nox Funflower seeds
04% GEMEIF and G15 1.30 0.3% Zoyabeans 0% Sunflaser seeds 0.0% Rapeseedsicanala seeds
0.5% ML child 086 1% Pilk: Cakkle LIRES Rapeserdsicanala seeds 0% Funflower seeds
0.3% GEMEIF cnd GIOE a.TE 0.2% Zoyabeans a0k Sunflaser seeds 0.0% Rilk: Catele
0.2% R0 general 043 % Funflower seeds a0k Belilk: Cartle 0.0% Foultry: Musclefmeat
nax FR child 315 yr 045 IRt Filk: Cattle ooy Sunflower seeds nox Sugar beet rooks
= 02% FR toddler 2 3yr 047 ai% Mlilk: Cartle 0.0 Zunflamer seeds 0.0% Zugar bect roats
E 0% UK infant 044 (1R Pilk: Cattle o.ox Fugar best roots nox Eqggs: Chicken
E‘ 0% ML general 043 0.0% Rapeseedsieanaly seeds a0k Sunflaser seeds 0.0% Rilk: Catele
a2 0% DE child 052 1% Pilk: Cakkle 0.0% Funfloswer seeds n.o0% Foyabeans
§ IR EY IE adult 0.3 0.0% Zunflower seeds 0.0 Linzeeds 0.0% Milk: Cattle
.§_ % FT general k=) 0.0% Foyabeans a0k Funfloswer seeds 0.0% Turnips
- 0% UK taddler 027 IRt Filk: Cattle ooy Sugar beet roots nox Bovine: Muscle/meat
5 0% EZ child 026 0.0% Pilk: Carele a0k Sunflaser seeds 0.0% Foultry: Musclefmeat
z 0% DE women 14-50 yr 0.25 0.0% Pilk: Cakkle 0.0% Fugar beet roots n.o0% Funflower seeds
g 0% DE general 0.25 0.0% Pilk: Carele a0k Zugar bect raots 0.0% Sunflawer seeds
§ 0% FR infant 022 1% Pilk: Cakkle 0.0% Fugar beet roots n.o0% Funflower seeds
= 0.1% DK child 013 0.0% Pilk: Caktle 0.0% Ewine: Muzcledmeat 0.0% Bowine: Muscleimeat
= % ZE general 015 0.0% Pilk: Catele a0k Eovine: Musclelmeat 0.0% Eggs: Chicken
% 0% FR adult LR ) n.ox Zunflower seeds ook Fdilk: Cattle nox Fugar beet rooks
B 0.0% EZ adult 014 0.0% Pilk: Carele a0k Sunflaser seeds 0.0% Foultry: Musclefmeat
a 0.0% LT adult 0.0 0.0% Pilk: Cakkle 0.0% Funfloswer seeds n.o0% Fwine: Muzclefmeat
E 0.0% DK adule 0.08 0.0% Mlilk: Cartle 0.0 Swine: Muscle!meat 0.0% Eawine: Muzcle!meat
E 0.0% UK adult .06 0.0% Pilk: Cakkle 0.0% Foultry: Muzclelmeat n.o0% Eovine: Mugclelmeat
g n.ox FlSyr 0.0s 0.ox Rapeseedsicanaly seeds ooy Eunflower zeeds nox Soyabeans
a 0.0% IE child 0.05 0.0% Mlilk: Cartle 0.0% Foultry: Pusclelmeat 0.0% Fwine: Muzclefmeat
E 0.0% UK wegetarian 0.04 0.0% Hilk: Cattle 0.0 Zugar beet roots 0.0% Eqgs: Chicken
0.0% Fl&yr 003 0.0% Rapeseedsieanaly seeds a0k Sunflaser seeds 0.0% Zoyabeans
0.0% Fladult 0.0z 0.0% Foyabeans 0.0% Funfloswer seeds n.o0% Linseeds
0.0% IT taddler 0.0 0.0% Funflower seeds 0.0% Fopabeans n.o0% Turnips
0.0% FL general 0.0 0.0% Funflower seeds 0.0% Bentroots n.o0% Foyabeans
0.0% T adule 0.0 0.0% Zunflower seeds a0k Fopabeanz 0.0% Ecctroots
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TLA (F)

LOGs [mardka) range from:

bl

Toxicological reference values

A0 [malkg bwdday]:

Fource of ADK

Tear of evaluation:

[ X

ARID [malkg bw):

Fource of ARFOE

Tear of evaluation:

Camments:

Chronic risk assessment: JMPR methodology (IEDUTMDI)

Details - chronic risk
assessment

Details - acute risk
assessment/children

Input values

Supplementary results -
chronic risk assessment

Details - acute risk
assessment/adults

Mo of dicks exceeding the ADI: - Expasure resulting from
PMARLs st at| zammaoditicr nae
Expzaure Highest contributar 2nd contributar o 3rd contributar to . the LG “Jfr arrerrment
Caleulated exposure [patkgbw ta ME dict Commadity ! FAZ dict Commadity ! FAZ diet Commadity ! {in % of ADIY| - Ginz:af A00)
[% of ADI) PA% Dt per day] [in % of ADI) group of commodikics [in % of ADI] group of commoditics [in % of ADI] aroup of commoditics
LR ML toddler 016 0.0% Milk: Cattle 0.0% Fugar beet rooks 0.0% Foultry: Fusclefmeat
0.0x ML child on n.ox Pilk: Cattle 0.ox Fugar beet rooks o.ox Poultry: Plusclefmeat
a.0% LIK infant 0.1d 0.0% Pilk: Cattle 0.0% Eqqs: Chicken a0k Zugar bect roots
Q0% FR child 3 15 yr Q.03 0.0% Pilk: Cattle 0.0% Fugar bestrocts a0k Egags: Chicken
0.0% FR toddler 23 yr .03 0.0% Milk: Cattle 0.0% Fugar beet rooks 0.0% Eggs: Chicken
0.0x LK roddler 0.or n.ox Pilk: Cattle 0.0% Sugar beet roots ooy Eqgs: Chicken
a.0% DE child .06 0.0% Pilk: Cattle 0.0% Eqqs: Chicken a0k Poultry: Fuscledmeat
0.0% EZ child .06 0.0% Milk: Cattle 0.0% Foultry: Muscledmeat 0.0% Eggs: Chicken
0.0% DE women 14-50 yr .05 0.0% Milk: Cattle 0.0% Fugar beet rooks 0.0% Eggs: Chicken
a.0% DE qeneral .05 0.0% Pilk: Cattle 0.0% Sugar bect roats a0k Swine: Muscledmeat
= 00% GEMEFaad G 0.05 0.0% Milk: Cattle 0.0% Zayabeanz 0.0% Paultry: Musclefmeat
E] 0.0% RO general .05 0.0% Milk: Cattle 0.0% Foultry: Muscledmeat 0.0% Eggs: Chicken
-E' 0.ox DK child 0.0s n.ox Filk: Cattle 0.o% Eqgs: Chicken ooy Swine: Muscle!meat
2 a.0% GEME!Faad GI0 .05 0.0% Poultry: Muzclefmeat 0.0% Zapabeans a0k Bilk: Caktle
§ 0.0% GEME ! Food GOT .05 0.0% Milk: Cattle 0.0% Foultry: Muscledmeat 0.0% Foyabeans
E 0.0% FR infant .05 0.0% Milk: Cattle 0.0% Fugar beet rooks 0.0% Foultry: Fusclefmeat
< a.0% GEME!Faad G158 004 0.0% Pilk: Cattle 0.0% Faultry: Muscledmeat a0k Zoyabeans
3 a.0% ML general 004 0.0% Pilk: Cattle 0.0% Zugar bect roats a0k Foultry: Fuscletmeat
g 0.0% ZE general 004 0.0% Milk: Cattle 0.0% Eags: Chicken 0.0% Eowine: Muzcle'meat
H 0.ox GEME!Food GOS 004 n.ox Filk: Cattle 0.o% Poultry: Muscle/meat ooy Soyabeans
E a.0% IE adult 003 0.0% Pilk: Cattle 0.0% Orher Farmed animals: Muscledmeat a0k Sheep: Muzclefmeat
3 0.0% EZ adult 003 0.0% Milk: Cattle 0.0% Foultry: Muscledmeat 0.0% Eggs: Chicken
= 0.0% FR adult 003 0.0% Milk: Cattle 0.0% Eags: Chicken 0.0% Fugar beet roots
§ a.0% GEME!Faod GOG 003 0.0% Poultry: Muzclefmeat 0.0% Sugar bect roats a0k Bilk: Caktle
E a.0% DK adult a2 0.0% Pilk: Cattle 0.0% Eqqs: Chicken a0k Swine: Muscledmeat
0.0% LT adult ooz 0.0% Milk: Cattle 0.0% Eags: Chicken 0.0% Foultry: Fusclefmeat
E 0.ox LI adult ooz n.ox Pilk: Cattle 0.ox Poultry: Muscledmeat ook Eqggs: Chicken
E a.0% IE child 0.0 0.0% Pilk: Cattle 0.0% Eqqs: Chicken a0k Swine: Fak tizzue
& Q0% LK wegetarian 0.0 0.0% Milk: Cattle 0.0% Eags: Chicken a0k Fugar beet roots
a 00x FT gencral .00 0.0% Fopabeans 0.0% Funflower seeds 0.0% Turnips
E a.0% Fl3yr a0 0.0% Rapeseedsicanola seeds 0.0% Eictroots a0k Haney and ather apiculturs product;
a.0% FlG yr a0 0.0% Rapeseedsicanola seeds 0.0% Eictroots a0k Haney and ather apiculturs product;
0.0% PL general .00 0.0% Eiwetroots 0.0% Celeriacaiturnip rooted celerics 0.0% Funflower seeds
a.0% Fladult a0 0.0% Eiectroats 0.0% Zapabeans a0k Swedesirutabagas
a.0% I taddler a0 0.0% Zunflower seeds 0.0% Zapabeans a0k Turnips
0.0x IT adult oo n.ox Funflower seeds 0.ox Exetroots o.ox Foyabeans
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S Input values
x 1,2,4-T (F)
x LD [mglkg) range From: bel Details - chronic ris Supplementary results -
o e S a - Toxicological reference values assessment chronic risk assessment
A0 [malkg bwiday]: 0023 ARFD (malkg bw): o
3 ils - acute ris etails - & ris
El.lrﬂpear‘l Fuud Safet_\‘f Au’:hunty Fource of ADI Fource of ARFLE DEEIlS - ae tt_‘ sk DEEaIIS = acute Fisk
. ) assessment/children assessment/adults
EFS5A PRIMo revision 3_1: ZO1sM3Na “ear of evaluation: “ear of evaluation:
Comments:
Mo of dicts exceeding the ADI: - Exposure resulting from
MRLs st at| commoditior nat
Expzoure Highest contributeor 2nd contributor to 3rd contributor to N the LOG: ""d_wum"mont
Calculated cxposure [palkg bw to ME dict Commaodity ! RAZ dict Commodity ! PAZ dict Commaodity ! (i % of DI fins:af ADH
[% of ADI) PAE Dt per day] [in % of ADI} aroup of commoditics [in % of ADI] group of commodities [in % of ADI) aroup of commoditics
3% ML taddler 065 3% Rilk: Catrle 0.0% Zugar best roats LES Eiawine: Muzclefmeat
2% LK infant n4z a% Rilk: Catkle 1% Eggs: Chicken 0% Eowine: Muzclefmeat
1% FR taddler 23 yr 034 1% Milk: Cattle [IRE Bovine: Muscle!meat 0% Swine: Muzclefmeat
1% ML child 030 1= Rilk: Catrle a1% Zugar best roats LES Swine: Musclefmeat
1% FR child 3 15 yr 0.23 10% Rilk: Catkle 1% Eiovine: Muscle'meat 0% Fwine: Muzclelmeat
1% UK taddler 0.24 0.3% Rilk: Catrle a1% Biovine: Muzcle'meat LES Eqgs: Chicken
10% DE <hild 023 0.3% Bilk: Catele 0.0% Egags: Chicken 0.0% Poulery: Muzclolmeat
0.6% FRinfant 018 0% Milk: Cattle 0.0% Fwine: Muzcledmeat 0oy Eiowing: Musclefmeat
0.8% DK child 015 5% Milk: Cattle ai% Swine: Muzcle/meat IR EY Eawine: Muzcle!meat
0.5% ZE general 1A ) Q5% Rilk: Catkle 0.2% Eiovine: Muscle'meat 0.0% Eggs: Chicken
= 0n.sx E% child 015 0.5% Milk: Cattle (1R Eovine: Musclelmeat 0% Poultry: Muscledmeat
2 0% DE qeneral 016 05% Rilk: Catrle 0.0% Bwine: Musclelmeat LES Zugar bect roats
E‘ LN ES DE women 14-50 yr 016 0.5% Rilk: Catkle 0.0% Fugar beet roots 0.0% Fwine: Muzclelmeat
2 nrx RO general 015 05% Milk: Cattle 0% Fwine: Muscledmeat nox Poultry: Muscledmeat
§ 0.6% GEME!Faod G 013 0.3% Rilk: Catrle a1% Zoypabeans 0% Swine: Musclefmeat
E 0.5% ML general 012 04% Rilk: Catkle 0.0% Fwine: Musclelmeat 0.0% Eowine: Muzclefmeat
= 0% GEMEFood G15 012 0sx Milk: Cattle IRt Bwine: Muscle/meat nox Poultry: Muscledmeat
g 0.5% GEME!Faod GOT a2 0.3% Rilk: Catrle a1% Poultry: Fusclefmeat 0% Swine: Musclefmeat
E 0.5% GEME!Food GI0 i 0.2% Rilk: Catkle 1% Poultry: Busclefmeat 0% Foyabeans
£ 0.5% GEMEFaod GOS il 0.2% Rilk: Catrle a1% Bwine: Musclelmeat LES Foultry: Musclodmeat
E 0.3% EZ adult 0.0 0.2% Milk: Caels 0.0% Eovine: Muzcle/meat 0% Ewine: Muzclaimeat
z 0.3% DK adult 006 0.2y Milk: Cattle 0.0% Fwine: Muzcledmeat 0oy Eiowing: Musclefmeat
= 0.3% FR adult 0o 0.2% Rilk: Catrle 0.0% Bwine: Musclelmeat LES Eiawine: Muzclefmeat
§ 0.3% IE adult 0.07 0.2% Milk: Cartle 0.0% Eovine: Mugzcledmeat 0% Fwine: WMuzsclelmeat
H 0.3% LT adult 006 n.zx Milk: Cattle n.ox Fwine: Muzclelmeat nox Eqgags: Chicken
0.2% GEMEFaod GOG 0.0s 0% Rilk: Catrle 0.0% Poultry: Fusclefmeat LES Zoyabeans
E 0.2% LK adult 0.0 LR Rilk: Catkle 0.0% Eiovine: Muscle'meat 0.0% Foultry: Muscledmeat
E nax IE child n.o4 ozx Milk: Cattle n.ox Fwine: Muscledmeat nox Eqggs: Chicken
g 0.2% LK weqetarian 004 0% Rilk: Catrle 0.0% Eqqgs: Chicken LES Zugar bect roats
a 0.0% FT general 000 0.o% Foyabeans 0.0% Funflower seeds 0.0% Turnips
E 0.0% FISyr 0.00 0.0% Fapescedsteancla seeds 0.0% Bectroots 0.0% Heney and other apiculture product:
0.0% FlGyr 0.00 00% Rapeseedsieanala seeds 0.0% Eicetroats LES Haney and ather apiculture product:
0.0% PL general .00 0.0 Eectroots 0.0% Celeriacsfburnip rooted colerics 0.0% Funflower seeds
0.0% Fl adult 0.00 Q0% Eectroots 0.0% Foyabeans 0.0% Fwedesirutabagas
0.0% I taddler 0.00 00% Sunflawer seeds 0.0% Zoypabeans LES Turnips
0.0% IT adult 0.00 00% Sunflawer seeds 0.0% Eicetroats LES Zoyabeans
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Acute risk assessment Ichildren ute risk assessment { adults ! general populat Acute risk assessment Ichildren

Details - acute risk assessment fchildren Details - acute risk assessment/adults Hide IESTI new calculati

The azute rick arrerrmentir bare d on the ARFD. IESTImau calculatimmr:

Bcute risk assessment ! adults | general population

how IESTI new calculati

The calzulation i barcd on the larqe partion of the mark critical conrumer qroug. The calzulation ir porfarmed vith the MRL and the poolingfprocersing Factar [FF], kaking inko account the roriduc in the o dibl partion andfor tho <onusrrian

FazkorFor the reridus definikian (GF). Far sare 4, 2k and ¥ zalzulatione awariakilicy Faztar of 3 irared. Sinze thir methodology ir not bared aninternationally

aqroed prinziplor, the rarultr are zonridersd ar indizative anly.

IESTI maus IESTImau
aduler Rarultr Fur chi Rarultr F

a7 ir mmt bars A primcipler, the rerults a

Raruler §

Rarultr Far =

w  |Mo.of commaoditior for ubich ARFDAADIr Ho.of zommaditier for ubizh ARFDVADI i Ho.nf zommoditicr for uhizh ARFDVADI i HMo. of commaditicr for ubich ARFORADIir oxcoeded
E sxcooded (IESTI) cwcesdod (ESTI): cxceodod (IEST]newn): ESTInoul:
IESTI IESTI IESTInou IESTInew
MFL finput MFL finput ML finput MRL finput

b Hiqhert ¥ of Far Rl Exparure Higqhert 3 of Far Rl Exparure Highuert ¥ of far F& Excparurc Highort 32 of far R Exparure

] ARFOVAD] Commaditicr (mafhg)  Gugflgbu) ARFDAEDI Commoditics (mafka)  Grafkgbu) ARFDYADE Commeoditicr (matkg)  fpaikgbul AF¥DAADI Commaditier imatka)  (uafkgbul
g Celeriacrfturnip ranted zé0.0z 14 Sucderfrubabagar a0z .64 B Celoriacriturnip ronted ik g6 12 Coleriacrfburnip ranted coloricr ik 12
[EN Eavine:Liver [XTTR 12 Eawine:Liver [ETIRT 064 T Suecderfrutabagar 044052 1
XX Sucderfrutabagar [ETLRH 13 Eavine:Edible offalr (ather  0.240.16 0.5F i Eavine:Liver (ETIRS £
w3 Milk: Caktle 0.014 01 1z Shoop:Liver 0.440.16 0.45 E Turnipr 0.4¢00.52 EX

Eauine: Edible nffalr 0,240,106 1z Hilks Sarele a.01dn 0,34 2 Ectrontr 048052 £

Evotranks 0400z i1 Biwotrooks 04 i 00z 0.30 1 Paultry: Mur<lo 04002 23

Turnipr nAF00E 0.59 Celeriacriturnip ragted 20.0E 0.2% 1 Sheep: Liver 0.4¢0.3 2z

Eqar: Ghizkan B 0.50 Turnies [XTXH 0.2% 1z Foultry:Eible nffalr (thershan  0.100.2 17

Foultry: Murcledmeat LB P X 0.24 Foultry: Murcle 01d00z 0.zx 1 Horreradirher 044052 16

Suine: Murdletmeax LXATE 0.2d Hilk: Gmat a.01dn [XH 0. Eavine:Edibleoffalr (atherthan  0.200.4 13

HMilk: Gaat a0 0.24 Harroradichor 04 i 00z [XH 0.7 Other Farmod animale: 04002 14

Suine:Edibleaffalr (athor 0.2 40,05 0.1% Eaar: Chicken 05004 047 0.7 Suine: Edible offalr atherthan  0.200.4 10

Euines Mur clefmeas BTG 0.4 Faultry: Eible offalr 044008 047 0.8 wor PRI 0,54

09w Other Farmed animalr: LB P X 014 Suine: Edikle offalr (other 0.2/ 006 L8 [} L 3 Soyabeanr w10z ove

i Equing: Murzlefme at DB LG oz Hilk: Shesr 0.01¢0.01 045 i Zuine: Dther pradusts 0A40.E 0.5
Expandizallapre lirt

tha Tutal diri dii

tha ARFDFAD] in chilires and =
(IESTI calculatinn) (ESTI naw calculatinn)

Farultr Far c

Rerultr Fur adultr Farultr Far chi

- Rerultr Far adultr

Haof prozerred cammaditior for uhizh Hoof prazesred sammaditior far uhish Maof prazesred sammaditior far uhizh Huof procerred sammaditior far uhizh ARADAAD] ir
H ARFOMAD] ir oxceeded (IESTI): - ARFOPADD iy excooded [IESTID: o= ARFOMD i oxcoeded (IESTInoul: - excoeded [IESTIncu): -
IESTI IESTL IESTImau IESTI maus
HRL #ingus ML input MRL fingut MRL fingut
Highart 32 of [ Estparure Hiqhest 3 af far & Exparure Highert s o [ Esparura Hiqhart 32 af Far ik Exparure
] ARFOYADI Frocerred commaditior  (mafkq)  Gegfkqbu) ARFDADI Procesred sommaditior (matka)  Guatkgbul ARFMAD]  Frocersod commaditier  (matka)  ipadkgbul ARIDMADI Procomed commaoditior (matka)  Gnatkqbul
H Suzarbectrlraatiirugar 04T 15 0.4 Suqarbeckriront)druqar  0.EADAT 053
! Ecctrootrf koiled odfang 11 Ecckrookr f boiled odi00z 0.55
& Celeriaerfjuize 2o 0.2 Turnips fbaild P 0E 0,47
Sayabeanr froy milk 044 0.05 Geloriazr f boilod 2002 0.d5
Sunfloucrrecdr ¢ oilr 0054002 0.0z Chicory rookr f procosred 0ef001 .00
Fapercedripracerrading 050003 [
Soyabearr ! boiled oAdeed 0.0z

DEADLDT om

Chizary rookr d prozesred ()
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Acute risk assessment Ichildren ute risk assessment ! adults ! general populat Acute risk assessment Ichildren Boute risk assessment | adults | general population
Details - acute risk assessment fchildren Details - acute risk assessmentfadults Hide IESTI new calculations Show |ESTI calculations
The azute rick arrarrment ir barsd on the &FFD. IESTH naw calculat
The =alzulatinn ir b ared anthe bargs parkion of the mark zritizal sancumer group. The =alzulstinnir perfarmed uith the MFL and the g2 elinadprozersing Faztar (FF], baking inka a2 2ount the reridus in the o 4ible parkion andfor the sonwerrion
Fastar Far the raridus definition (GF). Far care 29, 2k and 3 calzulations o variability Fastar af ir wed. Sine thi methodalagy i nat bared an internatianally
aqread prinsiplor, the roralts are ancidered ar indizative anly.
Zinca thir mathndulngy ir not barsd o intarnatinnally sgresd principler, ths rarultr ars conridarsd ar indicative anly_
TESTTman
Rarultr Fur childran Raxultr Fur adultr Raxulte Fur adulte
w  |Ho.of sommaditior Far ubich ARFOADI ir Ho. of commaditicr for uhich ARFOMAD ir Ho. af sommaditier For ubich ARFDMAD ir Ho. of sommaditier for uhich ARFDRAD ir xceeded
ssezpoded (IESTI): o NewcredednESTI: s owceededNESTInew): = |OESTInew):
IESTI IESTL IESTIneu IESTineu
TIRL finput HRL finput TRL finpur TRL fingat
1 Hiahurt o forfif Exparure Hihurt ¥ of forFiR Exporure Hishart ¥ of forFif Exporure Hihart i af Far Fify Exparure
e ARFOVADL  Cammoditior (matka)  fpatkgbul ARFDVADI  Commaditisr (mafba)  Gualkgbu) ARFDVAD]  Commoditior (mafbg)  (ualkgbu) ARFDVAD]  Cammoditior (matka)  ipadkqbul
0z Milk: kel 00 0.5 0.0 Paultry:Murzls 040 [XH] 0.0 Milk; Catele 040 0.37 0085 Toyabsanr [ETTE 0.55
oz Faultry: Mursledmeat 0. A 047 0t HMilk: Gattle o g 003 Coleriacriburnip racked 007700 0.33 002 Fuederfrutabagar 0014 0 0.20
0z Eqar: Ghizken 0. A iz 0t Suedertrutabagar watn 047 .03 Sunflauerroedr 04401 .32 .08 Fumpkinsesdr [RTIS 018
0.0 Evotrooks 00180 01 0.0 Okher Farmed animalr: n0E0.m 0.0E .03 Suederfratabagar 0170 0.3 00T Faultry: Furzl 0.01¢ 0,01 0.1z
00t Celeriazrfturnip rooked 0.0 [LR}] 000 Equine: Murzledmeat notdom n.os 0.0z Ecotrookr notdom 0.zd 0ot Milk: Catkls o 01z
oz Fusdertratabagar 00180 040 o0 Sheep: Murslodme at 0 0. 005 0.0z Fopabsanr 04404 0.3 it Eestraate 0014 0.0 0.40
oz Turnipr 00180 047 o0 Paultry:Livar 0 0. 005 0.0z Foultry: Mursledmeat 00700 047 it Sunbloueressdr (RIS 0.40
0z Othor Farmed animales 0.0 A0 047 0 Ewetrants ot n 005 002 Turnips 04 .45 it Other Farmed animalr: 0014 00T 0%
0z Equine: Murzletmeat 0. A 0.0 0 Eqar: Ghicken 0 0. i 0t Fumpkinses s 04401 015 it Goleriazriturnip rooked colorior 0014 0 047
0.0 Sheop: Murslemeat 0010 005 0003 Milk: Gaat o 0.4 001 Faporcedrizanalarcedr  0.1¢0.1 .14 00T Foppysesds 2101 0.7
.00 Zuine: Murzlobme.t 0.0180 .05 0.0 Suine: Other pradustr .04 0.0 0.3 0.0 Eqar: Chicken 0.014 0. 0.4z 0.t Foppyrosdr 04404 0.7
(X7 Milk: Goat 00 045 o0 Milk: Thosp "o IXE 0tz Haney and okhar 0,07 003 .41 it Milk: Gt LT 0.
(X7 Haney and akhar 003 0.0 004 0 SheepiLiver 040 IXE 0t Lineawdr 04404 .41 it Turnips 0014 0 .05
(X7 Eavine: Liver 00 003 0 Coloriasrburnip ragked ot n 0z 0t OtherFarmed animale: 0017 002 040 it Equines Mursledmeat 0014 0 .05
(X7 Eavine:Edible offalr 00 043 0 Eawine: Mursle o 0z 0t Furtardeedr 04401 .10 it Faporeedrizanalareedr [RTIS 005
Excpandizollapre lirt
Tutal numb a the Tutal numbar uf 4 diny
ARFDYAD, ke ARFDFADE wrr
(IESTI calculatinn) (ESTI meu cals
Rarultr Far chil Rarultr Far adultr Rarultr Far chi Rarultr Fur adultr
Hoof prazeersd sammaditior far uhich Moo proserssd cammaditior For uhich Mo oF prazaersd sammaditior far uhich Mo mF prossessd sammaditior for uhizh ARFOSADI i
¥ | ARFDMADNir szes dud ESTLR - |AREOADI G sxsee ded (IESTI: - |ARFOMADIr sxos de d(ESTInen: o fewmes dedQES Tl new):
IESTI IESTL IESTImeu IESTImew
FMRL finpat MRL finput MRL finpur MRL finpat
Highort 22 af farRA Esparure Highart 3 af farFA  Esparure Highart 3 af farFé  Esporure Highart < af Far Fifd Exparure
7 ARFOVAD|  Frocerred commoditior  (matkq)  ipatkqbu) ARFOVADI _ Froserred commaditior  (mafkq)  (uatkgbu) ARFOVAD]  Frozerred commaoditior  (matkq)  (uatkqbu) ARFOYAD]  Frozerred commoditior (matka) iparkabul
e 0.0 Fugarbectr [rook] frugar 0014002 nzz [ Sugarbootr (raatlirugar 0014002 009 0.1 Suqar besks [ront) frugar  0LOT¢012 11 0.0 Fuqar bestr [rank) frugar 0.01¢ 012 .44
g 0 Turnipr # bailsd 0.0180 040 0.t Bostronts fbailad w010 0.3 .04 Snyaboanr fraya drink 04404 0.4z 002 Esutraatefbailed 0,014 0.0 0.47
& 0 Euotrante f bailsd 00180 009 o0 Turrips dbailsd [T i 0.0z Funblauerrsodr d nile n440.2 0.3 it Celeriazr { bailed 0014 0.0 At
0 Coloriasr Huise 00100 003 0 Coleriasr ! bailed ot n i 002 Turnipe ¢ baile-d 04 n.z2 it Turnipe ¢ bailed 0014 0 0.k
00 Sayabeans fraya drink [XT] 0z 0 Chisory ragtr fpragesrad 00100 o0 002 Boetraats { bailed 04 043 000 Chisary ragkr dpraceered (et 0140 0.
00 Funflonerreedr fails IRTEY] LY $LICZEA! FLIGIEA! FLIGZEA  $LIGZEA! 0t Sayaboanr f bailed 04404 015 $LICZEA! FLIGIEA! FLIGIEA!  FLIGZEA!
0.0 Zayabeans f bailed nit0 0.1 $LICZEA! FLIGIEA! FLICZEA  FLIGZEA! 001 Coleriazr fjuice 0170 .14 FLICZEA! FLIGIEA! FLIGIEA!  FLIGZEA!
0 Faporssdriuils o440 0.0 tLICzZEA BLICZEA ELICZEA  FLICZES! 0.0 Foaparssdr f nilr 04402 .08 tLIczZEA! BLICZEA FICIEA!  FLICZEA!
0 Chizary rambrdprazaercd( 0.0140 0.0 tLICZEA! FLICZEA FLICZEA  $LICZES! .00 Chizary ramhrd praceered 00770, . FLICZEA! FLICZEA! FLICIEA!  FLICZEA!
$LIGZEA!  $LIGZEA! $LIGZEA!  SLIGZEA! $LICZEA! HLIGZEA! FLICZEA  #LIGZEA! FLICZEA! $LICZEA $LICZEA  SLIGZEA! FLICZEA! FLIGZEA! FLICIEA!  FLICZEA!
$LIGZEA!  $LIGZER! $LIGZEA!  SLIGZEA! $LICZEA! FLIGIEA! FLIGZEA  $LIGZEA! $LICZEA! #LIGZEA! $LIGZEA  SLIGZEA! $LICZEA! FLIGIEA! FLIGIEA!  FLIGZEA!
$LIGZEA!  $LIGZER! $LIGZEA!  SLIGZEA! $LICZEA! FLIGIEA! FLIGZEA  $LIGZEA! $LICZEA! #LIGZEA! $LIGZEA  SLIGZEA! $LICZEA! FLIGIEA! FLIGIEA!  FLIGZEA!
ELICZEA! ELICZEA! ELICZEA! BLICZEA! ELICZEA! BLICZEA! ELICZEA! ELICZEA! ELICZEA! ELICZEA! ELICZEA! BLICZEA! ELICZEA! BLICZEA! ELICZEA! ELICZEA!
ELICZEA! ELICZEA! ELICZEA!  SLICZEA! tLICzZEA BLICZEA ELICZEA  FLICZES! tLIcZEA! tLICZEA ELICZEA  SLICZEA! tLIczZEA! BLICZEA FICIEA!  FLICZEA!
FLICZEA!  FLICZEA! FLICZEA!  SLICZES! FLICZEA! ALICZEA! FLICZEA  $LICZES! FLICZEA! HLICZEA FLICZEA  SLICZES! FLICZEA! ALICZEA! BLICIEA!  FLICZES!
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Acute risk assessment Ichildren wcute risk assessment ! adults ! general populatio Acute risk assessment Ichildren Acute risk assessment ! adults ! general population
Details - acute risk assessment /children Details - acute risk assessment/adults Hide IESTI new calculations Show IESTI new calculations

The acute risk agsessment is based on the ARFD. IESTI new calculations:

The calculation iz based on the large portion of the most critical consumer group. The calculation iz performed with the MPEL and the peclingfprocessing facker [PF), taking into account the residue in the edible portion andfer the conversion
factor For the residue definition [CF). For caze 23, 2b and 3 calculations a variability factor of 3 iz used. Zince thiz methodalogy is not based on
internationally agreed principles, the results are considered as indicative only.

Bince thiz methodology is not based on internationally agreed principles, the results are considered as indicative only.
Show results for all crops
IESTI new IESTI new
Recults For children Results for adults Results for children Results for adults
H Mo, of commeditics for which ARFDMADI iz Mo, of commediticz For which ARFO/ADI iz Mo, of commaditicz For which ARFOVADI iz Mo, of commaditicz For which ARFOVADI iz exceeded
= exceeded [IEETI): == exceeded [IEETI): == exceeded [IEETI new): == [IEETI new): e
E IEETI IESTI IEZT| new IEZTI new
input for input for input far input far
g Highest % of R Expasur: Highest X of R Expasur: Highest % of Ra Exposur: Highest % of R& Exposure
= ARFOMADI Commadities [malkal  (pa'kg bw] ARFDNADI Commaditics [malkal  (pa'kg bw] ARFOMADI Commaditics [malkal  (pa'kg bw] ARFOMADI Commaditics [markg] [pa'kg bw]
§ 0.5% Eectroots 0.04 1 0.03 16 0.9% Foyabeans 15/ 047 2.6 6% Eunflower seeds 155 4& 26% Foyabeans 1515 33
= 0.5% Celerizesfturnip rooted 004 10,03 15 0.3% Fwedesfrutabagaz 004003 0,36 12% ZFopabeans 15415 35 a% Pumpkin zeeds 15115 24
s 0.5% Zunflower ceeds 15/ 047 15 0.5% Pumpkin seeds 15/ 047 nis % Pumpkin seeds 15415 22 g% Funflower seeds 15415 15
0.5% Ewedesirutabagas 004003 1.4 0.2% EBectroots 004003 064 ™ Rapeseedsicanola seeds 15415 21 4% Mustard seeds 15415 i
0.4% PAilk: Caktle: oo 1.2 0.2% Funflovesr seeds 15/ 047 47 g% Linseeds 15415 16 4% Poppy seeds 15415 i
0.4% Soyabeans 15/ 047 11 (iR 3 Pilk: Caktle oo 033 33 Mustard seeds 1515 15 % Rapescedsicanola seeds 15415 T.a
0.5% Turnips 004/ 003 1.0 0% Bowine: Liver ot0oa 0.36 0.5% Hemp seeds 15415 15 2% Linseeds 15/ 15 iz
0.2% Bowine: Liver ot0oa 03 0% Fheep: Liver o/foiz 0.54 0.4% Celeriacsiturnip rooted 0,04/ 0.04 1.5 0.5% Hemp seeds 15/ 15 0.30
0.2% Pumpkin seeds 15/ 047 065 0% Creleriacsturnip rooted 004/ 003 0.33 0.4% Bwedesirutabagas 004/ 0.0 1.2 0.5% Bwedesirutabagas 0.04 ¢/ 004 0§z
0.2% Bawine: Edible affalz otooa 065 0% Puskard seeds 15/ 047 033 0.5% Eeetrooks 004/ 004 0.38 1% Eeetraoks 004/ 004 041
0.2% Rapescedsicanola seeds 15/ 047 065 0% Poppy secds 15/ 047 033 0.2% Turnipz 004/ 004 062 0.09% Celeriaesiturnip raoted celeries  0.04 /004 0.28
0.2% Linzecds 15/ 047 0sa 0% Turnips 004/ 003 [IR3] 0.0% Honey and ather 005/ 005 0.23 0.07% Turnipz 004/ 004 022
0.2% Puzskard seeds 15/ 047 045 0.0% Bowine: Edible affals otooa 030 0.00% Harzeradizhes 004/ 004 oo 0.04% Harzeradizhes 004/ 004 12
0% Swine: Muzcleimeat alons 0.356 0.05% Rapeseedsicanoly zeeds 150047 0.25 0.04% Honey and ather apiculture 0,05 ! 0.05 LAT
0.05% Mlilk: Goat oo 0.24 0.05% Linzeeds 15/ 0.47 0.23% 0.01% Chicary rootz 004/ 0.04 0.0z

Expandfcollapse list

Total ber of c dities exceeding the Total nember of commodities Found exceeding

ARFDIADE in children and adult dict=s the ARFDIADI in children and adult diets
[IESTI new calcal ]

Rezults For children Results for adults Results for children Results for adults

Mo of proceszed commeditics For which Mo of proceszed commeaditics For which Mo of proceszed commeaditics For which Mo of proceszed commeaditics For which ARFOVADI iz

H ARFOCADI iz exceeded (IESTI): - ARFOMADI s exceeded [IESTI): - ARFOMADI s exceeded [IEETI new]: === exceeded [IEETI new):
E
IESTI IESTI IESTI mew IESTI mew
input for input for input for input far
Highest % of RaA Exposure Highest X of RaA Exposure Highest % of RaA Exposure Highest % of R& Exposure
E ARFOMADI Processed commadities [malkg]  [pa'kg bw] ARFDNADI Proceszed commeodities [malkg]  [pa'kg bw] ARFOMADI Processed commedities  [maglkg)  [pa'kg bw] ARFOMADI Processed commadities [matkg] [pa'kg bw]
= 0% Eopabeang ! soya drink 157047 2.0 0.4% Biectroots { bailed 0044003 11 21% Soyabeans ! sopa drink 15/ 15 5] 0E% Sugar beets [root]) ! sugar 004 /045 15
g 0.5% Turnips ¢ bailed 0.04 /0,03 14 0.2% Turnips { boiled 0.04 0003 053 12% ZFunflower seads | oilz 15430 35 0.2% Ecetraots ! boiled 0.04 /1 0.04 06T
& 0.4% Biectroots f boiled 0.04 0003 1.2 0.2% Celeriacs ! boiled 0.04 0003 0.5 ™= Zowabeans { boiled 1516 22 0% Celeriaes ¢ boiled 0.04 /1 0.04 044
0.4% Sunflower zeeds §ails 154094 11 0% Zugar beets [root] 0.04 /0142 0.44 3% Rapeseeds { ailz 15130 5.5 0.1% Turnips ! bailed 004/ 0.04 036
0.4% Suqar bects [root] ! suqu 0.04 /042 11 0.00% Chicory roats { .04 ¢ 0 0.0 1% Zugar bects [root] ! 004 ! 045 4.4 0.00% Chicory roots { processed [not 0.04 /004 .ol
0.2% Souabeans ! bailed 154043 0.6E HLICZEA! HLICZEA! HUCZEA!  HLICZEA! 0.5% Turnips  boiled 0.04 /0,04 0.7 HLICZEA! H#LICZEA! HLICZEA! HLICZEA!
% Rapesceds | ailz 1540094 0.2& HLICZEA! HLICZEA! HUCZEA!  HLICZEA! 0.5% Ecetroots ! boiled 0.04 /0,04 076 HLICZEA! H#LICZEA! HLICZEA! HLICZEA!
0.0% Celeriacs { juice 0.04 /0.1 014 HLICZEA! HLICZEA! HUCZEA!  HLICZEA! 0.2% Celeriacs { juice 0.04 /0,04 055 HLICZEA! H#LICZEA! HLICZEA! HLICZEA!
0.0% Chicary rocts { procesze: 0.04 0.0 nm HLICZEA! RLICZEA! RLICZEA!  HLICZEA! 0.01% Chicary rooks ¢ 0.04 ¢ 0.04 0.0 HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! RLICZEA!  HLICZEA! HLICZEA! RLICZEA! RLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! RLICZEA!  HLICZEA! HLICZEA! RLICZEA! RLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! RLICZEA!  HLICZEA! HLICZEA! RLICZEA! RLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! #LICZEA! RLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! RLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! #LICZEA! RLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! RLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! RLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! RLICZEA! HLICZEA!
Expandlcollapse list !
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Acute risk assessment Ichildren

Details - acute risk assessment fchildren

ute risk assessment ! adults ! general populat

Details - acute risk assessment,/adults

Acute risk assessment Ichildren

Acute risk assessment ! adults

how IESTI new calculations

! general populatior

The agute rirk arrersment is bared anthe ARFD,

The zalzulation irbarcdon the large porkion of the mark zritizal zonrumer qroup.

Raxultr Far c
Hao. of zammaditicr For uhizh ARFOMADI i

Rarultr Fu Ier
HMo. of zommoditicr Far uhizh ARFOMADI

The zalzulatinn ir perfarmed with the MEL andthe peclingfprazerring Fazkor (FF), takinginto azzounk the reridus inkhe e dible portion anddor the zonverrion

Fazkar Far the reriduc deF

agqreed prin

Simcs thir m,

o, the revultr are conridered ar indizative only.

an (GF). Far cars 24, 2b and 3 zalzulakionr a wari

ity Fackar of 3 irured. Sinee khir methodology ir

d primcipler, tha rerults ars cunr

notbared aninkornationally

4 ar indicati Ir-

IESTI maw
Raxultr fur <
Hao. of zammaditizr For uhizh ARFOMAD] ir

IESTI maw
Rarultr fur aduler
Ma. of zammaditicr Far uhizh ARFOAAD]ir cnzeeded

g exzeeded (ESTI: exzeoded (ESTI) cunceeded (IESTInenl: (ESTInew):
IESTI IESTI IESTIneu IESTIneu
HMRL fingut MEL finput MEL finput MFL {input
H Highert i af Far Rl Exparure Hiqherk st of Far Rl Exparure Highert i af Far il Exparure Highert i af for il Exparurs
H ARFOAADI Commaditior Imatkq)  rafkgbu) ARFOAADI Commaditior [matkq)  fpadkqbu) ARFOYADI Commaditinr [matkq)  fpadkqbu) ARFOYADI Commaditior [mafkq)  (pafkgbu)
2w Eicotrookr 0 i 057 (R Suederfrutabagar W0 ¢ i .34 0.5 Sunflaerrocdr 05405 15 0.4 Soyabeans 05HDE 28
0.z Goloriaerfturniprooked  0L0Z £ 0L 0.58 0081 Ecotrookr 00z 0 023 0.4 Soyabeans 0.5¢0.5 12 0.3 Fumpkinroodr 05405 0En
02w Suederfrutabagar o0 i 05z 004 Coloriaerfturnipronted  0L02{ iz 021 Fumpkinroodr 05405 07z 021 Faultry:Liver 0454015 [
LR Turnips o0z i (%13 004 Foultry:Murzle 0 ¢ i iz 0.2 Foulbry: Murzlofmeat 0.0440.04 0.0 0.2 Sunflauerrecdr 0EH0E 050
[ Hilk: akkle LT (1] 0.0di Turnips W0E ¢ i [X] 0.2 Fapercedrizanglareeds  0.500.5 gD 0.2 Foulkrs: Furcle .0 {004 045
L Eq:Thizken [XEHTRH 0.2k 0.0F wARA0L0E 0 0.2 Linreedr 05405 .54 0.4 Foppyrecds 0EH0E 035
006 Foultry: Murclefmeat 004 # 0 017 0031 Chizary ronkr 0014023 009 0.2 Murtardresdr 0.5¢0.5 051 0.1 Foppyreeds 05405 0385
Other Farmed animalr: i (X% 003K Eq0: Thicken 003002 0 021 Celoriaerfturnipronted 0024002 .50 0.4x Sucderfrutabagar 00E 002 [}
Equine: Murclefmeat 0014001 (X1 0031 HMilk: Gakkle odo 0% 0.2 Susderfrukabagar 0.0240.02 047 0095 Raperoedrizanalarssdr 05405 0.zk
Sheep: Murclefmeat i (X 0.0EK Huorreradirhor 0 ¢ i w07 0.4x Hilk: Gaktle ol 037 0 Linceeds 05{0E 0zd
Swine: Murzlodmeat 00140 (X 0.0Es Oher Farmed animalr: o di 0% 0.4 E30: Chiskan 003 40.0F 037 s Foulbry:Kidnoy 0454015 019
Hilk: Gaax LT (X1 0.0Ex Equine: Murclefmeat o d w05 0.4 Ecctrookr 0.0E L0 03T 0 Other Farmed animalr: 001 03 017
Honey and ather 0% i [XT] 0.0Es Shewps Murzlodmeat o di W05 00 Turnips 0024002 023 00z Eicotrookr 00E 002 015
Einuine: Liver oo 0.0z 00 HMilk: Gaak odo .04 007 Other Farmed animalr:  0L0140.03F 0z 00z Eq4r: Chickan 003 0.0F 013
Ernvine: Edible offals 0in (X3 Lo Suine: thor pradusts o di 0z s Foultry: A5 4015 w7 0z Hilk: Gaktle 0l 0z
dimy tha Tutal » diny
ths ARFOFADI in c
(IESTI calculat CESTImau calculatinn]
Raxults Fur chi Rarults Fur adultr Rarults fur child Rarults fur adultr
Hoof prozerred sommaditior for uhich Hu of procerred commaditics For uhich Mo of procarred sommaditior Far uhizh Hoof prozorred sommaditier Far uhich SRFOPAD] i
¥ |ARFOWADir suzeeded [IESTI: ARFDHAD ir e ded [IESTI: ARFOMADIir escecsdod (ESTInewl: cuzeedsd (JEETInenl:
IESTI IESTH IESTI mans IESTI mans
MRL finput MRL finput MRL finput MFL {input
Highert i of For R Exparurc Hiahert s of For Fil Exparurc Hihert # of For Filt Exparurc Hihert # of forFilt Exparure
] ARFOAADI Frocesred commoditios  (matkgl  (ngfkgbul ARFOMADI Frocorred sommaditior (matkq)  fpgikgbul ARFOYADI Frocorred commeditios  (matkg)  (patkqbul ARFOYADI Frocorred sommaditios (matka)l  ipafkqbul
H 0.z Turnips # bailed 0.0z 4 051 [ Evotrakr ! bailed 0024 0. [ 0.7 Soyabeans froya drink 0.5¢0.5 ER 0.1 Suqar beskr [rook) fruqar 0014042 044
E LIRS Ercotrokr fbailed o0 i 044 006 Turnips ¢ bailed 0 ¢ i nia 0.4y Sunflaerreeds il 0.5¢1 12 0 Ecctraots ! bailed 00E 002 025
& 013 Suqarbostr [rook)l frugar 0014005 0.44 0065 Coloriaer fbailed 00z 0 [T 0.4 Suqarbestr [rook) frugar  0L01#012Z 14 0055 Coloriaer fbailed 0.0z 0.02 01
i Celoriaar fjuice LRTIT (X3 0.0 Suqarbectr ookl frugar 0L0F0L05 s 0.2 Soyabeans f bailed 0.500LE 073 005 Turnips ¢ bailed 00E 00 014
i Soyabeans frayadrink nEdi [XH 0.0 Chizary rantr { progesrsd oot 00 0.4 Turnips ¢ bailed 0024002 033 iz Chizary rontr { proserred (nok 0014 i o
i Sunflouerreedr foilr WS [ ELIGZEA! FLIGZER! FLIGZES!  $LIGZEA! 040 Fiapereeds i oilr 0581 029 FLIGZEA! FLICZEA! FLICZEA!  ELIGZEA!
i Soyabeans ! bailed nEdi L3 ELIGZEA! FLIGZES! FLIGZES!  $LICZEA! 0403 Eicotraots f bailed 002002 () FLIGZEA! FLICZEA! FLICZEA!  ELIGZEA!
003 Chizory rootrdprazenrcd  0.0140 000 FLICZEA! FLICZER! FLICZEA!  BLICZEA! 007 Coloriaer fjuize 0.0240.02 02z FLICZER! FLICZER! FLICZEA!  ELIGZEA!
i Fiapereeds foilr wEd (X1 ELIGZEA! FLIGZES! FLIGZES!  $LICZEA! i3 Chicary rookr f pracenred  L04#0.00 (] FLIGZEA! FLICZEA! FLICZEA!  ELIGZEA!
FLICZEA! FLICZER! SLICZEA!  FLICZER! FLICZEA! FLICZER! FLICZEA!  BLICZEA! FLICZER! FLICZEA! FLICZEA!  FLICZEA! FLICZER! FLICZER! FLICZEA!  ELIGZEA!
FLICZEA! FLIGZER! FLICZEA!  $LIGZER! ELIGZEA! FLIGZER! FLIGZES!  $LIGZEA! FLIGZEA! FLICZEA! FLIGZEA!  $LIGZEA! FLIGZEA! FLICZEA! FLICZEA!  ELIGZEA!
FLICZEA! FLICZER! FLICZEA!  $LICZER! FLICZEA! FLICZER! FLICZES!  BLICZEA! FLICZEA! FLICZEA! FLICZEA!  FLICZEA! FLICZEA! FLICZEA! FLICZEA!  ELIGZEA!
FLICZEA! FLIGZER! FLICZEA!  $LIGZER! ELIGZEA! FLIGZER! FLIGZES!  $LIGZEA! FLIGZEA! FLICZEA! FLIGZEA!  $LIGZEA! FLIGZEA! FLICZEA! FLICZEA!  ELIGZEA!
FLICZEA! FLIGZES! FLICZEA!  $LIGZES! ELIGZEA! FLIGZES! FLIGZES!  $LICZEA! FLIGZEA! FLICZEA! FLIGZEA!  $LIGZEA! FLIGZEA! FLICZEA! FLICZEA!  ELIGZEA!
2LICZEA! FLICZER! SLICZEA!  $LICZER! FLICZEA! FLICZER! FLICZES!  BLICZEA! FLICZERA! ELICZEA! FLICZEA!  BLICZEA! FLICZERA! FLICZERA! ILICZEA!  BLIGZEA!
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Acute risk assessment Ichildren ute risk assessment ! adults ! general populat Acute risk assessment Ichildren Bcute risk assessment | adults ! general populatior
Details - acute risk assessment fchildren Details - acute risk assessment/adults Hide IESTI new calculations Showr IESTI calculations
The azute rick arrerrment ir bare d an the ARFD, IESTI mau calculat
The zalculation ir bare d anthe large partion of the mart critical canrumer graug. The calculation ir perfarmed with the MEL and the peelingfprocarring Factar (PF), kakinginkn accountthe roridus in the ¢ dibls portion andior the converrion
Facztor For the reridue definition [CF). For zare 24, 2k and 3 zalzulationr a variability Faztor of 3irured. Since thirmethodology ir nokbared oninkernationally
aareed pringiplor, the reruler are conridsred ar indizative anly.
Since thir meth ¥ ir amt bared un lew, the rewults are camrid
TEE T nan TEE T nan
Rarultr Far ¢ rem Rarultr Far adultr Rarultr fur childran Rarultr fur adultr
- Ho. of zommaoditicr For uhizh ARFDAADT Ho. of zommaoditicr fFar uhizh ARFOMAD]ir Ho. of zommaditicr For uhizh ARFOAAD] ir Ho.of zommaditicr For uhizh ARFOPADNir oxzeeded
econdsd (IEST: - |oncosded ESTIN - |oncoeded(IESTInew): - |ESTInew:
IESTL IESTI IESTIneu IESTIneu
MRLFinput MEL #input MEL?input MFEL finput
z Highert X of farRA Exporurs Hiqherk X of for RA Exparurs Hiqhert < of forRA Exporurs Hiqhert < of farRA Exporurs
H ARFOAADL  Commoditier (matkql  Gpatkabul ARFOAAD  Commoditier [matka)l  Grafkqbul ARFO/ADL  Commoditier (mafka)l  (uatkgbu ARFOYAD] ___ Commoditier {mafka) _ipafkqbu)
1o HMilk: Cattle wotinol 12 Milk: Gaktle 0010 0.01 039 12 Milk: Gaktle 0010 0.01 12 [ Milk: Gaktle 0.0100.01 0.39
nzx Milk: Gk wotiod w24 Milk: Goat 0.0100.01 [XH n3 Coleriazriturnip raaked 0010001 033 Sucderfratabagar 0,010 0.01 0.20
0zx Foulkry: Murzlefmeat noid00 v Milk: Sheop o.otd0m 015 0.3 Sucderfrutabagar ootdo o Milk: Goat ootd0m 0.1%
LR Eqqr:Chizken o0idood oz Foulery: Murzle o.oid00 oz (33 Ecotrookr o.oid00d 0.zd HMilk: Sheop o0ido0d 015
[ Suine: Murclofmeat wothnot wiz Suederfrutabagar wotin 0.7 2 Milk: Goa 0.0100.01 0.2d Foultry: Murzle 0,010 0.01 0.1z
0z Eevtrontr (XS o4 Bavine: Murcle 0010 0.01 .06 n2e Poultry: Murclofmeat 0010001 047 Boctrante 0,010 0.01 0.0
0z Celeriaariturnipragked 00140 o4 Other farmed animals: 0.0100.01 .08 Turnipe 0,010 0,01 045 Sayabsan 0.0EA0.0E .08
(LR Suederfrutabagar oo (A1) Suine:Murzlefmeat o.otd0m 0.05 Eq. hizken ootdo oz Celeriazriturnip rooted zelerior ootd0m n.ov
0.0 wothnot [xes Equine: Murslofmeat 0.0100.01 0.05 Suine: Murcletme at 0.0100.01 01z Eovine: Mursls 0,010 0.01 0.0%
0075 wotinol wot Shoop: Murclotmeat 0010 0.01 0.05 Haney and ather 00,03 0.1 Other Farmed animalr: 0,010 0.01 .06
0075 wotinol wot Foultry: Liver 0010 0.01 0.05 Bavine: Liver 0010 0.01 0.0% Turnipe 0,010 0.01 0.05
007 oo oy Ecckrookr LEGEY) 0.05 Eovine: Edikle aFfalr o.od0m 0n.or Suine:Murzlefmeat o080 0.05
007 Other Farmed animalr: noid00 [ Eqqr: Chizken o.otd0m 0.0d4 Bovine: Murzlafmeat ootdo ooy Equine: Murzlefmeat ootd0m 0.05
006 Eaquine: Murclofmear wothnot w06 Eovine:Liver 0.0100.01 .04 OtherFarmed animale:  0.0040.01 0.07 Showp: Murelofme 0,010 0.01 0.05
0.0 Sheep: Murclofmeat wotinol .05 Bovine: Edible affalr (ather  0.0170.01 0.03 Equine: Murcledmoat 0010 0.01 006 Poultry: Liver 0,010 0.01 0.05
Ecp anddzallapee lirt
Tatal numbar mf divi diny tha Tutal sumb &
ARFDIAD in children snd adult dists the ARFDPAD in <
(IESTI cals sl (EST maus cals
Rarults fur children Rarults fur adults Ferults far children Faxults fur adultr
Mook prasorssd sammaditior Far ubich ook prasorsd sammeditios Far ubich Ha af prazerrsd sammaditior Far uhich Ha af prazerred sammaditior For uhich ARFDAADTir
H ARFOADIir i zeedad [IESTID: === ARFDAADI ir ez e ded (IESTI: === ARFDPAD ir enze e e d ESTInew]: === exzeede d(JESTInew): ===
IESTI IESTI IESTI mau IESTI mau
ML finpat MRL finpat MRL finpat MRL finpat
Highort af farRid Exparurs Highort af farFA Exparurs Highert af farFA  Exparurs Highert af far Rl Exparure
H] ARFOAADI Frocsrrod commoditisr [mqikql  fugikqbul ARFOAADI Frocsrred commaditior [mafkql  ipglkgbul ARFDAADI Frocorred commeditior  (malkql  (ualkqbul ARFDAADI Frocorred commaditior [maikq] fjgflgbul
s 0.z Suqarbeotr(rootlfrugar 0014002 wzE [ Suqarbeotr (ront]druqar  0.0140.0F 004 1 Suqarbeokr(rootidruqar 000801 14 di Suqar beotr (ront) frugar 00101z 0.4d
g [ Turnips #bgiled [T w0 0.0 Eootroote fbailed wotin 0.0% 2 Turnips ! bailed 0.0100.01 0.k 2 Ecotrooke fbailed 0,010 0.01 017
£ 0z Ecotrootrf bailed (XS w09 .04 Turnips f bailed wotin .04 n2e Bootrookr bailed 0010 0.01 0.4 0.4 Goleriasr bailod 0,010 0.01 it
b Coleriaar djuice (XS w03 .04 Coleriaer dbailed wotin .04 0.4 Coleriaar fjuice 0,010 0,01 0.4 0082 Turnipe { bailad 0,010 0.01 .08
[N Zoyabeanr froyadrink nOzen noz 000 Chizoryrookr fprocerred notdn 0.00 008 Soyabeanrdroyadrink 0.0zA0.0z 006 000 Chizary rookr fprocerred (not ootd0m 0.00
e Sunflouerseds foile WOE 0 wot FLIGZEA! FLIGZEA! FLIGZER!  $LICZEA! 0.0 Sunblouerseedr foilr E 003 .04 FLICZERA FLIGZERA FLIGZEA!  SLICZEA!
[ Sayabean {bailed e wot #LIGZEA! HLIGZEA! FLIGZEA!  #LICZEA! .02 Sayaboanr fbailed 0.02 4001 0.0z HLIGZEA HLIGZEA #Lic2E HLIGZEA
[ Rapareodrfile w024 001 w0 #LIGZEA! HLIGZEA! FLIGZEA!  #LICZEA! ot Fraposesdr f nilr 0z 003 .01 HLIGZEA HLIGZEA #Lic2E HLIGZEA
[N F Chizory roatrf prozerred | oo n.on FLICZEA! FLICZEA! FLICZE FLICZEA! 001 Chizaryropbr fprozersed 00140001 om FLICZEA! FLICZEA! FLICZE FLICZEA!
ELICZEA! BLICZEA! ELICZEA! BLICZEA! ELICZEA! ELICZEA! FLICZE ELICZEA! ELICZEA! BLICZEA! ELICZEA! ELICZEA! ELICZEA! ELICZEA! ELICZE ELICZEA!
FLIGZEA!  BLICZEA! $LIGZEA!  LICZEA! FLIGZEA! FLIGZEA! FLIGZER!  $LICZEA! FLICZERA FLIGZERA! FLIGZER!  $LICZEA! FLICZERA FLIGZERA #LIGZE FLIGZERA
FLIGZEA!  #LICZEA! $LICZEA!  $LICZEA! #LIGZEA! HLIGZEA! FLIGZEA!  #LICZEA! HLIGZEA BLICZEA FLIGZER!  #LICZEA! HLIGZEA HLIGZEA #Lic2E HLIGZEA
FLICZEA!  BLICZEA! FLICZEA!  LICZEA! HLICZEA! FLICZEA! FLICZEA!  HLICZE HLICZEA BLICZEA! FLICZEA!  HLICZEA! HLICZEA HLICZEA $Lic2E HLICZEA
FLICZEA! FLICZEA! FLICZEA! FLICZEA! FLICZEA! FLICZEA! FLICZE FLICZEA! FLICZEA! HLICZEA! FLICZE FLICZEA! FLICZEA! FLICZEA! FLICZE FLICZEA!
ELIGZEA! BLICZEA! ELIGZEA! BLICZEA! ELIGZEA! ELIGZEA! ELICZEA! ELICZEA! ELICZEA! BLICZES! ELICZES! ELIGZEA! ELICZEA! ELICZEA! ELIGZEA! ELICZEA! ]
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Appendix 4 Additional information provided by the applicant

Not required.
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