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zZRMS comments:
This report has been completed by the applicant.
The text highlighted in grey was provided by the evaluator.

7 Metabolism and residue data (KCA section 6)

In the following document, data for active substance azoxystrobin was described during its inclusion on
Annex 1 process in 2009. Were reference to active substance data in the current risk assessment has been
made, it was based on the data presented by Syngenta.

In June 9th, 2011r Amistar 250 SC product has been authorized in Poland thus according to the art. 59
reg. 1107/2009, data protection for mentioned data expired 10 years from date of first authorization of
product containing that active substance (in this case June 10", 2021)

7.1 Summary and zRMS Conclusion

Prothioconazole

Critical GAP for CHR/F/IPROTAZO/CLARO 375 SC on cereals (wheat, triticale, barley, rye): 2 appl. in
max. BBCH-69, max application rate per treatment: 175 g PROTIO/ha, interval 14-28 days, PHI- 35

EU GAP on wheat, rye, triticale (SANCO/3923/07-final 26 January 2021): max 3 appl., max application
rate per treatment 200 g a.s./ha in max BBCB-69; interval 14-21 days, PHI-35

EU GAP on barley, oat (SANCO/3923/07-final 26 January 2021): max 2 appl., max application rate per
treatment 200 g a.s./ha in max BBCB-61; interval 14-21 days, PHI-35

EU GAP on rape (SANCO/3923/07-final 26 January 2021): max 2 appl., max application rate per
treatment 175 g a.s./ha in start BBCB-53; interval 14-28 days, PHI-56

EU GAP covers the uses proposed on cereals and rape for CHR/F/PROTAZO/CLARO 375 SC.

According to the SANTE/2019/12752, it is possible to extrapolate from any representatives of the
oilseeds group (except peenuts) to the whole group in the case the use takes place before forming of the
edible part. The proposed use in max BBCH(69) for sunflower, soya, poppy seeds and mustard seeds
concerns the flowering phase, ie before the development of the edible parts of the plant.

Prothioconazole belongs to the group of triazole compounds that form metabolites(TDMs): triazole
alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA).
According to the SANCO/3923/07, 26 January 2021 it has been agreed that the reference values and
residue definition that includes TDMs should be used in the risk assessment for triazole active substances
and their TDMs for applications for authorization of plant protection products submitted from 1 July
2020. This dossier was submitted before that date.

Stability

The storage stability study evaluated during Annex | inclusion support the residue data presented in this
dossier. Taking into account the new requirements regarding TDMs, it should be considered that in this
respect the stability studies presented by the Applicant are not sufficient. However, it should be taken into
account that the dossier was submitted before the validity date of the assessment for TDMs.

Storage stability of residues in plants (EFSA Journal 2020;18(2):5999: The storage stability of
prothioconazole-desthio in plant samples stored under frozen conditions was investigated in the
framework of the MRL review and relevant end points are summarised in Appendix B.1.1.2. In high water
and high oil content commodities, relevant for the celeriacs and rapeseeds use, prothioconazole-desthio
is stable for a maximum of 24 months, when stored at 18°C (EFSA, 2014). A data gap was noted by EFSA
during the MRL review for the need of further storage stability data for at least one hydroxylated
metabolite included in the risk assessment residue definition in the relevant commodity groups (i.e. high
water, high oil content commodities and dry (high starch/high protein) commodities) (EFSA, 2014). In
order to address this data gap (number 38 ) the EMS referred to storage stability studies submitted by the
applicant in the framework of the renewal of the approval (United Kingdom, 2018). EFSA assessed the
submitted studies, noting that the renewal of the approval has not been finalised yet. Freezer storage
stability of prothioconazole-a-hydroxy-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-
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hydroxy-desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxydesthio was investigated
in high water content (tomatoes), high starch content (potatoes), high oil content (soya beans, oilseed
rape) and high acid content (oranges) commaodities for a period of 24 months. Samples were fortified with
a mixture containing all five analytes at a level of 0.1 mg/kg each. Since all these compounds are
included in the residue definition for risk assessment, spiking with a mixture was considered acceptable.
Results demonstrate stability of all compounds in all matrices for a maximum of 24 months (duration of
study) when stored at < 18°C. It is noted that according to EU guidelines (European Commission, 1997f),
applicable for the current assessment, cereals are considered as dry matrix, for which the storage
stability of hydroxylated metabolites of prothioconazole-desthio has not been investigated. However, it is
noted that the applicant has generated data according to the OECD guidelines (OECD, 2007) in the
framework of the renewal of the approval of prothioconazole. According to OECD guideline, cereals are
considered as high starch matrix. EFSA accepted the storage stability data on potatoes (high starch
matrix) to address the storage stability in cereals. The data gap identified by the MRL review is
considered addressed for all crops, except for dry pulses, which belong to dry (high protein content)
commodity group in which the storage stability of any of the hydroxy-metabolites of prothioconazole-
desthio has not been investigated. The freezer storage stability of various TDMs was investigated in the
framework of the peer review of TDMs (EFSA, 2018b). In the commodity groups relevant for the current
assessment the stability of all TDMs has been investigated, except that of 1,2,4-T in high protein content
matrices, and of 1,2,4-T and TA in rapeseeds (see Appendix B.1.1.2).

Stability of residues in sample extracts has not been investigated in the framework of the first inclusion
process. For the new studies provided by the Applicant, study of stability of residue in sample extracts is
not required as the analyses were performed within 24 hours.

Nature of residues in crops

According to the EFSA Journal 2020;18(2):5999: In the framework of the peer review under Directive
91/414/EEC and the Art.12 MRL review (EFSA, 2007b, 2014), the metabolism of prothioconazole was
investigated by foliar applications on root (sugar beet), pulses/oilseeds (peanut) and cereal/grass (wheat)
crop groups and by seed treatment on cereal (wheat) (EFSA, 2007a,b). In addition, the metabolism of
prothioconazole-desthio labelled in the triazole moiety was investigated after foliar applications on
cereals (EFSA, 2007b). Prothioconazole is extensively metabolised and the metabolic pathway was
similar in all crops investigated. Prothioconazole-desthio was the predominant compound of the total
residues with further hydroxylation (with the formation of several closely related metabolites) and
glucosidation steps, whilst cleavage of the triazole bound of prothioconazole-desthio molecule resulted
in the formation of TDMs. As the parent compound was only present in minor amounts and
prothioconazole-desthio was shown to more toxic than the parent compound, it was concluded to
define prothioconazole-desthio as the relevant residue for enforcement. Based on metabolism study
results, the MRL review derived the following tentative conversion factors to account for hydroxy
metabolites of prothioconazole-desthio: 2 in cereal grains, pulses and oilseeds, leafy vegetables and
tuber vegetables and 3 in cereal straw (EFSA, 2014). The metabolism studies indicate that in root crops
and oilseeds, relevant for the intended uses of prothioconazole on celeriacs and oilseed rape, the main
identified TDMs are triazole alanine (TA) (29 total radioactive residue (TRR) in roots; 47.8% TRR in
oilseed) and triazole lactic acid (TLA) (24.5% TRR in oilseed).

According to soil degradation studies, investigated in the framework of the EU pesticides peer review,
prothioconazole itself is of very low persistence in soil (DT90 field of 5.5 days (median)), whereas
prothioconazole-desthio is of low persistence with DT9O0 field of 140 days (median) (EFSA, 2007b).

The metabolism of prothioconazole in rotational crops was investigated in the framework of the EU
pesticides peer review in Swiss chards, turnips and spring wheat following the treatment of bare soil with
prothioconazole at an application rate of 580 g/ha using the compound labelled in the phenyl ring. The
main compounds identified were prothioconazole-desthio and its hydroxylated derivative metabolites,
either free or conjugated.

The MRL review concluded that metabolism of prothioconazole in primary and rotational crops was
found to be similar and a specific residue definition for rotational crops is not necessary (EFSA, 2014).
The metabolism of prothioconazole labelled in triazole ring was assessed by the JIMPR (FAO, 2009a) as
reported in the MRL review. The studies indicate the cleavage of triazole linkage to form major
metabolites TA, TLA and TAA (EFSA, 2014). During the peer review of TDMs in light of confirmatory
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data, the metabolism of various triazole compounds in rotational and primary crops was investigated. It
was concluded that for TDMs similar metabolic patterns were depicted both in primary and rotational
crops (EFSA, 2018b).

The effect on the nature of prothioconazole and prothioconazole-desthio in processed commodities has
not been investigated in the framework of the EU pesticides peer review. The MRL review referred to
studies with prothioconazole investigated by the JMPR and studies with prothioconazole-desthio reported
by Germany (EFSA, 2014). Prothioconazole-desthio was reported to be stable under all standard
hydrolysis steps (99.4-99.9% applied radioactivity (AR)), whereas parent prothioconazole slightly
degraded to prothioconazole-desthio under sterilisation process (< 11% AR). The same processing study
referred to in the MRL review was now submitted for the renewal of the approval (United Kingdom,
2018).

The remaining compounds included in the risk assessment residue definition were concluded to remain
stable under standard hydrolysis conditions, considering their structural similarity to parent compound
(EFSA, 2014). The TDMs are stable under hydrolysis studies simulating baking/brewing/boiling,
pasteurisation and sterilisation (EFSA, 2018b).

The metabolism of prothioconazole in primary and rotational crops is considered sufficiently addressed
(sufficient data are available in the DAR, UK 2004) for the intended uses.

Taking into account that residues of prothioconazole-desthio for the intended uses are below the trigger
value of 0.1 mg/kg, no study investigating the nature of residues in processed commaodities is required.

Nature of residues in livestock

According to the EFSA Journal 2014;12(5):3689: The nature of prothioconazole residues in commaodities
of animal origin was investigated in the framework of Directive 91/414/EEC (United Kingdom, 2004,
2007). Reported metabolism studies include two studies in lactating goats using respectively [U-14C-
phenyl]-labelled prothioconazole and prothioconazole-desthio and one study in laying hens using [U-
14C-phenyl]-labelled prothioconazole. Besides, two additional studies were assessed by the JMPR (FAO,
2008a, 2008b) on lactating goats and laying hens, using both [3,5-14C-triazole]-labelled
prothioconazole.

It is noted that in poultry no study was performed with prothioconazole-desthio and that the fate of the
triazole moiety in livestock was only investigated for prothioconazole. However, the available studies
indicate similar metabolic patterns for the different compounds and moieties investigated. Additional
studies addressing these requirements are therefore not expected to provide different results. It is also
noted that no livestock metabolism study was performed with administration of all the metabolites
included in the residue definition set for risk assessment in plants. Nevertheless, EFSA assumes that the
administration of prothioconazole-desthio only in the livestock metabolism studies is acceptable since no
different metabolic route of degradation would be expected if all the metabolites containing the moiety of
the residue definition for risk assessment in plants were considered. Therefore, no additional metabolism
data are deemed necessary.

Based on the overall metabolic picture of prothioconazole and prothioconazole-desthio in animals, the
residue definition for enforcement in animal products is proposed as prothioconazole-desthio (sum of
isomers) for all livestock matrices. It is noted that although only the glucuronide conjugates of
prothioconazole-desthio were detected in milk, the actual residue levels are expected at a trace level at
the calculated dietary burden (< 0.01 mg/kg) and EFSA considers that analysing the conjugates of
prothioconazole-desthio would have a negligible impact on the residue levels enforced in milk. In case
the livestock dietary burden is further increased in the future due to additional uses on feed items, the
residue definition for enforcement might have to be revised by including the glucuronide conjugates of
prothioconazole-desthio for all livestock matrices.

For risk assessment, since all the metabolites are structurally related to prothioconazole-desthio and
consist mainly in hydroxylated derivatives, EFSA assumes as a worst case that the toxicological end
points allocated to prothioconazole-desthio should also be applied to these metabolites. The residue is
therefore defined in all commodities of animal origin as the sum of prothioconazole-desthio and all
metabolites containing the 2-(1-chlorocyclopropyl)-3-(2- chlorophenyl)-2-hydroxypropyl-2H-1,2,4-
triazole moiety, expressed as prothioconazole-desthio (sum of isomers).

EFSA concludes that the residue definition for enforcement in commodities of animal origin is fat soluble.
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TDMs

According to the EFSA Journal 2018;16(7):5376: Since TA is a major component in feed items, the
potential transfer of this compound in poultry and ruminant matrices was further investigated in a
metabolism study conducted with 14C-TA. TA remains the major compound of the total residues in all
poultry matrices (84-97.2% TRR) and in ruminant tissues (56-76% TRR) while TA and 1,2,4-T
accounted for 8% and 86% TRR, respectively, in milk. TLA and TAA were detected in very low levels in
all matrices (< 1% TRR). The potential transfer of TAA, TLA and 1,2,4-T present in feed items to the
animal matrices was not further investigated. Although there are indications from the ruminant
metabolism study conducted with the 14C-TA, that there is no accumulation of TAA and TLA (4.2% and
< 1% of the total administered dose in urine, respectively), these metabolites were however detected in
the ruminant matrices from the feeding study conducted with TA. Based on the metabolism studies
conducted, respectively, with triazole pesticide active substances and TA and considering the results of
the livestock feeding studies carried out with TA and TAA, respectively, the experts agreed on the
following residue definitions:

RD for enforcement: Triazole parent compound only

RDs for risk assessment:

1) Triazole parent compound and any other relevant metabolite exclusively linked to the parent
compound;

2) TA and TLA, since these compounds share the same toxicity;

3) TAA; 4) 1,2,4-triazole

The metabolism of prothioconazole in livestock is considered sufficiently addressed (sufficient data for
this application are available in the DAR, UK 2004).

Magnitude of residues in plants

The Applicant did not submit any new data on the level of residues in cereals and used unprotected data
assessed during the approval of prothioconazole as active substance. GAP proposed for
CHR/F/PROTAZO 375 SC is covered by GAP evaluated at EU level. For the proposed use in oilseed
rape, the Applicant has provided 6 trials in line with the proposed GAP for this crop. According to the
SANCO 7525/VI1/95 Rev. 10.3 oilseed rape is regarded as a major crop therefore 8 trials are required.
Therefore, the assessment takes into account unprotected studies assessed at Community level (n=8 for
NEU, EFSA 2007 Conclusion on the peer review of prothioconazole). These studies for oilseed rape
cover a much more critical use than the ones proposed in this documentation:

EFSA 2007 - Trials GAP: 2 x 0.175 kg as/ha, BBCH 65-78, PHI 56-67

Use proposed for CHR/F/IPROTAZO 375 SC — 1 x 0.175 kg as/ha, BBCH 59-69, PHI 56

According to the SANTE/2019/12752, it is possible to extrapolate from any representatives of the
oilseeds group (except peenuts) to the whole group in the case the use takes place before forming of the
edible part. The proposed use in max BBCH(69) for sunflower, soya, poppy seeds and mustard seeds
concerns the flowering phase, ie before the development of the edible parts of the plant. Therefore, the
proposed extrapolation of residue results from rapeseed to sunflower, soya, poppy seeds and mustard
seeds is accepted. In all cases, the results show no residues above the applicable MRLs.

The proposed use of CHR/F/PROTAZO 375 SC applies to the SC formulation, while all studies
supporting the evaluation, both assessed at Community level and the new ones provided by the Applicant
were performed for the EC formulation. The SC formulation has not been assessed at Community level.
According to the SANTE/2009/12752: Residue trials that are performed with a formulation type that is
not equivalent to the formulation type specified in the GAP under assessment are not acceptable; a
complete data set performed with the formulation type defined in the GAP is required, unless comparable
residue behaviour can be demonstrated with bridging studies However, experience shows that
emulsifiable concentrates (EC), wettable powders (WP), dispersible granules (WG), and suspension
concentrates (SC) formulations usually produce comparable residues (especially if the last application is
more than seven days prior to harvest) and well-justified and documented departures from the above
could be considered. Considering the above, and the fact that the PHI for all proposed uses for edible
crops is at least 35 days and that the proposed uses are less critical than those assessed at Community
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level for EC formulations, it is considered that the results of the residue trials for the proposed uses will
not be higher than in the studies presented in the dossier. And therefore the related studies assessed for the
EC formulation may support the use proposed for the SC formulation.

Magnitude of TDMs in cereals and rapeseed was assessed at Community level (EFSA Journal
2020;18(2):5999) in evaluation confirmatory data following the Article 12 MRL review.

The data provided was considered sufficient taking into account the date of submission of the application.
Dietary burden

Dietary burden calculations performed at EU level seems to cover the uses

proposed for CHR/F/PROTAZO 375 SC (EFSA Journal 2020;18(2):5999):

Trigger JMPR 2017

Dietary burden expressed in Most exceeded (FAO,
Relevant el Most critical(b) (Yes/No) 2018)
groups  mg/kg bw perday mg/kg DM  gjet () Commodity °'1‘/’k Max burden
mg/kg

Median Maximum Median Maximum DM mg/kg DM
Cattle (all  0.036 0.109 1.15 3.10 Dairy Barley Straw Y 18.42 (AUT
diets) cattle dairy cattle)
Cattle 0.036 0.109 0.84 2.85 Dairy Barley Straw Y 21.60 (AUT
(dairy cattle beef cattle)
only)
Sheep (all 0.075 0.236 1.77 5.55 Lamb Barley Straw Y Not
diets) calculated
Sheep 0.059 0.185 1.77 5.55 Ram/ewe Barley Straw Y Not
(ewe only) calculated
Swine (all  0.015 0.018 0.49 0.64 Swine Swede Roots Y Not
diets) (finishing) calculated
Poultry (all 0.035 0.059 0.52 0.86 Poultry = Wheat  Straw Y 3.05 (EU
diets) layer poultry

layer)

Poultry 0.035 0.059 0.52 0.86 Poultry = Wheat  Straw Y Not
(layer layer calculated
only)

bw: body weight; DM: dry matter.
(a): When several diets are relevant (e.g. cattle, sheep and poultry ‘all diets’), the most critical diet is identified from the
maximum dietary burdens expressed as ‘mg/kg bw per day’.
(b): The most critical commaodity is the major contributor identified from the maximum dietary burden expressed as ‘mg/kg bw
per day".
The calculated dietary burdens for all groups of livestock exceeds the trigger value of 0.1 mg/kg DM.
The Applicant did not submit any new livestock feeding studies. The studies that have been assessed at
Community level at the inclusion of prothioconazole are sufficient.
No significant residues, i.e. >0.1 mg/kg, were found in grain (both notifiers) and therefore processing
studies are not required.

According to the EFSA Journal 2014;12(5):3689: Based on the confined rotational crop study,
considering that the application rate of prothioconazole within the EU ranges between 0.009 — 0.600 kg
a.s./ha and due to the fact that prothioconazole was applied to a bare soil in the metabolism study
(interception of prothioconazole by the plants is expected in practice), it can be concluded that
prothioconazole residue levels in food and feed rotational commodities are expected to be covered by the
residue levels in primary crops

Considering that the proposed uses are not more critical than those assessed at Community level, no risk
mitigation measures need to be proposed.

The proposed uses of prothioconazole in the formulation CHR/F/PROTAZO do not represent
unacceptable acute and chronic risks for the consumer.

Azoxystrobin
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Critical GAP for CHR/F/PROTAZO/CLARO 375 SC on cereals (wheat, triticale, barley, rye): 2 appl. in
max. BBCH-69, max application rate per treatment: 200 g AZX/ha, interval 14-28 days, PHI- 35

Critical GAP for CHR/F/PROTAZO/CLARO 375 SC on rapeseed, mustard seed, poppy seed, soya
beans, sunflower seeds: 1 appl. in max. BBCH-69, max application rate per treatment: 200 g AZX/ha,
PHI- 56

EU GAP on wheat (SANCO/11027/2011 rev.3): max 2 appl., max application rate per treatment 250 g
a.s./ha in max BBCB-59; interval 14 days, PHI-35

EU GAP on barley (SANCO/11027/2011 rev.3): max 2 appl., max application rate per treatment 250 g
a.s./ha in max BBCB-69; interval 14 days, PHI-35

EU GAP on rape (EFSA 2013): max 2 appl., max application rate per treatment 250 g a.s./ha, PHI-21

EU GAP covers the uses proposed on cereals and rape for CHR/F/PROTAZO/CLARO 375 SC

Nature of residues

Plant metabolism studies evaluated at Community level support the intended uses proposed in the GAP
for CHR/F/IPROTAZO 375 SC. The residue definition for enforcement and risk assessment in all plant
commodities following foliar application is defined as azoxystrobin.

The nature of residues in rotational crops was evaluated at Community level. Additional studies are not
required. It was concluded that metabolism of azoxystrobin in rotational crops is similar to the
metabolism observed in primary crops. The relevant residue definition in rotational crops is parent
azoxystrobin.

The nature of residues in processed commaodities was evaluated at Community level. Addition studies are
not required. It was concluded that residue pattern in processed commodities is similar to residue pattern
in raw commodities.

The livestock metabolism studies were evaluated at Community level. The general metabolic pathways in
rodents and ruminants were found to be comparable therefore extrapolation from ruminants to pig is
possible. The residue definition for enforcement is defined as azoxystrobin. No conclusion could be
drown on the toxicological profile of metabolites L1, L4 and L9 (genotoxicity of these metabolites can be
ruled out), additional data at EU level are required. It is proposed on tentative basis, to define the residue
definition for risk assessment as azoxystrobin. Additional studies are not required for this dossier.

Magnitude of residues

The Applicant did not submit any new data on the level of residues in cereals and used unprotected data
assessed during the approval of azoxystrobin as active substance (SC formulation). GAP proposed for
CHR/F/PROTAZO 375 SC is covered by GAP evaluated at EU level. For the proposed use in oilseed
rape, the Applicant has provided 8 trials in line with the proposed GAP for this crop. According to the
SANCO 7525/V1/95 Rev. 10.3 oilseed rape is regarded as a major crop therefore 8 trials are required.
According to the SANTE/2019/12752, it is possible to extrapolate from any representatives of the
oilseeds group (except peenuts) to the whole group in the case the use takes place before forming of the
edible part. The proposed use in max BBCH(69) for sunflower, soya, poppy seeds and mustard seeds
concerns the flowering phase, ie before the development of the edible parts of the plant. Therefore, the
proposed extrapolation of residue results from rapeseed to sunflower, soya, poppy seeds and mustard
seeds is accepted. In all cases, the results show no residues above the applicable MRLs.

However, the studies submitted by the Applicant were performed for formulation SE, while the proposed
formulation is SC. For this reason the Applicant has provided bridging studies showing that the residue
levels will not be higher when used in the formulation proposed in the GAP for CHR/F/PROTAZO 375
SC. These studies have been approved. No additional studies are required.

According to the EFSA Journal 2020;18(8):6231: Several rotational crop field trials were evaluated in
the framework of the peer review (United Kingdom, 2009). At harvest, azoxystrobin residues were
expected to be below the LOQ (0.01 mg/kg) in all mature plant parts except in wheat forage and wheat
straw where the highest residues were expected to be 0.05 mg/kg and 0.04 mg/kg, respectively. However,
no impact on the residue level in products of animal origin is expected (EFSA, 2013).

Based on field rotational crop studies evaluated at Community level residues in rotational and succeeding
crops have no impact on the MRLs in plants and livestock commodities. Considering that the proposed
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uses are not more critical than those assessed at Community level, no risk mitigation measures need to be
proposed.

According to the SANTE/11956/2016 rev.9 rape seed, soya bean, sunflower seed, mustard seed have
melliferous capacity. In addition proposed use in rape seed is during flowering and azoxystrobin is
systemic substance. Taking into account the above, a residue trials in honey for these crops, are required
and were provided by the Applicant. The provided studies were accepted and show no prothioconazole
and azoxystrobin residues in the honey after CHR/F/PROTAZO 375 SC application according to the
proposed GAP.

Authorization can be granted.

Upon request by the zZRMS, the Applicant has provided a summary of the new studies included in this
dossier:
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Table Residue trial summary for oilseed rape
Trial No./ Commodity/ Date of Application rate per treatment Dates of Growth stage Portion Residues PHI Remarks
Location/ Variety 1.Sowing or treatment or no. at last analyzed (mg/kg) (days)
Year planting gas/ Water gas/l of treatments treatment or
2.Flowering ha (I7ha) and last date date
3. Harvest
Azoxystrobin
B8178/ 2921 Oilssed rape/ GK 1. 18/08/2017 260.8 313 83.3 22.05.2018 BBCH 75 59 of seeds 0.026 mg 35 Foliar application
Komarom, Reka 2.- azoxystrobin/kg Date of reception:
Central 3.26/06/2018 24.07/2018
Transdanucia, Date of
Hungary/ 2018 extraction:
13.11.2018
Max. Interval:
175 days
LOD: 0.003
mg/kg
LOQ: 0.01 mg/kg
B8186/ 516 01 Oilseed rape/ 1.28.08.2017 244.2 293 83.3 14.06.2018 77-79 5 g of seeds 0.032 mg 36 Foliar application
Synkov — Rescator 2.- azoxystroin/kg Date of reception:
Slemeno, 3.20/07/2018 24.07.2018
Hradec Kralove, Latest date of
Czech Republic/ extraction:
2018 13.11.2018
Max. Interval:
152 days
LOD: 0.003
mg/kg
LOQ: 0.01 mg/kg
B8187/ 95-010 Oilseed rape/ 1.28.08.2017 2533 | 304 83.3 08.06.2018 BBCH 75-76 5g of seeds 0.042 mg 31 Foliar application
Strykow, Vishy 2.— azoxystrobin/kg Date of reception:
Lodzkie, 3.09.07.2018 24.07.2018
Poland/ 2018 Latest date of
extraction:
13.11.2018
Max. Interval:
158 days
LOD: 0.003
mg/kg

LOQ: 0.01 mg/kg




CHR/F/PROTAZO / CLARO 375 SC, KAJMAN 375 SC
Part B — Section 7 - Core Assessment
Applicant version

Page 14 /184

Table Residue trial summary for oilseed rape
Trial No./ Commodity/ Date of Application rate per treatment Dates of Growth stage Portion Residues PHI Remarks
Location/ Variety 1.Sowing or treatment or no. at last analyzed (mg/kg) (days)
Year planting gas/ Water gas/hl of treatments treatment or
2.Flowering ha (I7ha) and last date date
3. Harvest
B8188./ 79206 Oilseed rape/ 1.18.09.2017 264.2 317 83.3 05.06.2018 BBCH 80-82 59 of seeds 0.036 mg 35 Foliar application
Breisach, Aristoteles 2.— azoxystrobin/kg Date of reception:
Baden- 3.26.06.2018 24.07.2018
Waurttemberg, Latest date of
Germany/2018 extraction:
13.11.2018
Max. Interval:
161 days
LOD: 0.003
mg/kg
LOQ: 0.01 mg/kg
B8190/ 57810 Oilseed rape/ 1.20.08.2017 252.5 303 83.3 31.05.2018 BBCH 69-71 5 g of seeds 0.046 mg 32 Foliar application
Donnelay, Dariot 2-. azoxystrobin/kg Date of reception:
Grand-Est, 3.02.07.2018 24.07.2018
France/ 2018 Latest date of
extraction:
13.11.2018
Max. Interval:
166 days
LOD: 0.003
mg/kg

LOQ: 0.01 mg/kg
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Table Residue trial summary for oilseed rape
Trial No./ Commodity/ Date of Application rate per treatment Dates of Growth stage Portion Residues PHI Remarks
Location/ Variety 1.Sowing or treatment or no. at last analyzed (mg/kg) (days)
Year planting gas/ Water gas/hl of treatments treatment or
2.Flowering ha (I7ha) and last date date
3. Harvest
B9215/ 51756 Oilseed rape/ 1. 28.08.2018 2475 297 83.3 25.06.2019 BBCH 79 5 g of seeds 0.098 mg 35 Foliar application
Slatina nad Architect 2.— azoxystrobin.kg Date of reception
Zdobnici, 3.30.07.2019 in analytical lab:
Hradec Kralove, 01.08.2019
Czech Republic/ Date of
2019 extraction:
16.09.2019
Max. Interval: 83
days
LOD: 0.003
mg/kg
LOQ: 0.01 mg/kg
B9216/ 95-010 Oilseed rape/ 1.20.08.2018 261.7 314 83.3 11.06.2019 BBCH 78-79 59 of seeds 0.035 mg 35 Foliar application
Strykow, Tajfun 2.- azoxystrobin/kg Date of reception
Lodzkie, 3.08.07.2019 in analytical lab:
Poland/ 2019 01.08.2019
Date of
extraction:
16.09.2019
Max. Interval: 97
days
LOD: 0.003
mg/kg
LOQ: 0.01 mg/kg
20SGS10/ Oilseed rape/ 1.27.08.2019 238.25 | 286 83.3 27.05.2020 BBCH 69 5 g of seeds <LOD for seeds | 35 Foliar application
89620 Atora 2.- <LOQ for whole Date of reception:
Stawecin, 3. 31.07.2020 plant without 23.09.2020
Pomorskie, root Date of
Poland/ 2021 extraction:
16.12.2020
Max. Interval:
203 days
LOD: 0.003
mg/kg
LOQ: 0.01 mg/kg
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Table Residue trial summary for oilseed rape
Trial No./ Commodity/ Date of Application rate per treatment Dates of Growth stage Portion Residues PHI Remarks
Location/ Varie 1.Sowing or treatment or no. at last analyzed mg/ki days
Year v plamingg gas/ Water gas/hl of treatments treatment or Y (mehe) (e
2.Flowering ha (I7ha) and last date date
3. Harvest
Prothioconazole
B9146/56125 Oilseed rape/ 1.29.08.2018 2133 320 66.6 17.05.2019 BBCH 67 59 <LOQ 64 Foliar application
Rudoltice, Pioneer PT 271 2. ptohioconazole Date of
Pardubice, 3.20.07.2019 desthio extraction:
Czech 19.08.2019
Republic/2020 Max. Interval: 94
days
LOD: 0.003
mg/kg
LOQ: 0.01 mg/kg
B9147/95061 Oilssed rape/ 1.21.08.2018 197.3 296 66.6 17.05.2019 BBCH 67 5¢g <LOQ 56 Foliar application
Dmosin, Sherpa 2. prothioconazole Date of
Lodzkie, Poland 3.12.07.2019 destio for seed extraction:
/2020 and whole plant 09.08.2019
Max. Interval: 84
days
LOD: 0.003
mg/kg
LOQ: 0.01 mg/kg
B9148/67250 Oilssed rape/ 1.22.08.2018 192.1 290 66.2 07.05.2019 BBCH 65-67 5g <LOQ 59 Foliar application
Ingolsheim, Attletic 2. prothiconazole Date of
Grand Est, 3.05.07.2019 desthio extraction:
France/2020 11.07.2019
Max. Interval: 65
days
LOD: 0.003
mag/kg
LOQ: 0.01 mg/kg
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Table Residue trial summary for oilseed rape
Trial No./ Commodity/ Date of Application rate per treatment Dates of Growth stage Portion Residues PHI Remarks
Location/ Varie 1.Sowing or treatment or no. at last analyzed mg/ki days
Year v plamingg gas/ Water gas/hl of treatments treatment or Y (mehe) (e
2.Flowering ha (I7ha) and last date date
3. Harvest
B9149/ 57810 Oilseed rape/ 1. 08.08.2018 206.7 310 66.6 15.05.2019 BBCH 67 50 0.01 mg 57 Foliar application
Donnelay, Mambo 2.— prothioconazole- Date of
Grand Est, 3.11.07.2019 dethio/kg for extraction:
France/ 2020 seeds 08.08.2019
Max. Interval: 85
days
LOD: 0.003
mg/kg
LOQ: 0.01 mg/kg
B9150/ 79206 Oilseed rape/ 1. 03.09.2018 200 300 66.6 24.05.2019 BBCH 67 59 <LOQ 55 Foliar application
Breisach am Aristoteles 2. prothiconazole Date of
Rhein, Baden- 3.18.07.2019 desthio extraction:
Waurttemberg, 08.08.2019
Germany/2020 Max. Interval: 76
days
LOD: 0.003
mg/kg
LOQ: 0.01 mg/kg
B9151/ 51756 Oilseed rpe/ 1.28.08.2018 204.7 307 66.7 16.05.2019 BBCH 65-67 5g <LOQ 63 Foliar application
Slatina nad Architekt 2.- prothiconazole Date of
Zdobnici, 3.18.07.2019 desthio extraction:
Hradec Kralove/ 16.09.2019
Czech Rebuplic/ Max. Interval:
2020 123 days
LOD: 0.003
mg/kg

LOQ: 0.01 mg/kg
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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/PROTAZQO 375 SC are presented in Table 7.1-1. They have been selected from the individual
GAPs in the central zone for winter cereals and winter oilseed rape. A list of all intended uses within the
zone is given in Part B, Section 0.

Justification for the selection of the critical GAP

Overall conclusion

The data available are considered sufficient for risk assessment. An exceedance of the current MRL for
prothioconazole and azoxystrobin as laid down in Reg. (EU) 396/2005 is not expected.

The chronic and the short-term intakes of prothioconazole residues are unlikely to present a public health
concern.

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

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

Data gaps

None
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Table 7.1-1: Acceptability of critical GAPs (and respective fall-back GAPs, if applicable)
GAP rev. , date: 19-02-2020day
PPP (product name/code): CHR/F/PROTAZO Formulation type: ECsSc @b
Active substance 1: prothioconazol Conc. of as 1: 1759 ©
Active substance 2: azoxystrobine Conc. of as 2: 2000
Safener: n/a Conc. of safener: conc. ©
Synergist: n/a Conc. of synergist: conc. ©
Applicant: PUH Chemirol Sp. z 0.0. Professional use: X
Zone(s): Central-nerthern/central/southern/interzonal (@) Non professional use:  []
Verified by MS: yes/no
Field of use: fungicide
1 2 3 4 5 6 7 8 9 10 | 11 12 | 13 14 15
Use- | Member | Crop and/ F, | Pests or Group of pests Application Application rate PHI Remarks: ZRMS
No. | state(s) or situation | Fn, controlled (days) Conclusion
* Fnp Method | Timing / Max. number Min. L/kg product / ha kg as/ha Water e.g. g safener/ .
(crop G, (additionally: /Kind |  Growth a) per use interval a) max. rate per appl. L/ha synergist per ha, | (€fficacy)
destination/ | Gn, | developmental stages of stage of crop b) per crop/ between b) max. total rate per a) max. rate per appl. other dose rate
purpose of | Gnp | the pest or pest group) & season season applications crop/season b) max. total rate per min / expression, dose
crop) or (days) crop/season max range (min-max)
I *%

Zonal uses (field or outdoor uses, certain types of protected crops)
1 PL Winter wheat/ | F | diseases Spray | Spring a) 1 14-28 a) 10 c) 0,200 AZX |200- |35 A

Pszenica BBCH 25- b) 2 b) 2,0 + 0,175 400

” 9 0400 Az

tr|t|(_:um + 0,350

aestivum PROTIO

(TRZAW),

Spring barley/

Jeczmien jary

hordeum

vulgare

(HORVS),

Winter

Triticale/
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Pszenzyto
ozimy
triticale
(TTLWI)
2 PL Winter F Diseases Spray | Spring c 1 N/A e) 10 g) 0,200 AZX |200- |56
oilseed rape / BBCH 59- d 1 fy 10 +0,175 400
Rzepak ozimy 6?’ the risk . (F))F;gOT,IAOZX
0 )
(BRSNW) infection, +0,175
warning PROTIO
Interzonal uses (use as seed treatment, in greenhouses (or other closed places of plant production), as post-harvest treatment or for treatment of empty storage rooms)
s | [ | [ | | |
Minor uses according to Article 51 (field uses)
5 |PL Spring Rye F |diseases Spray | Spring e) 1 14-28 i) 10 k) 0,200 AZX |200- |35
BBCH 25- fy 2 j) 20 +0,175 400
69 PROTIO
) 0,400 AZX
+ 0,350
PROTIO
6 |PL Spring oilseed |F | Diseases Spray | Spring g 1 N/A m) 1,0 0) 0,200 AZX |200- |56
rape BBCH 59- h)y 1 n) 1,0 +0,175 400
69, the risk PROTIO
of p) 0,200 AZX
infection, + 0,175
warning PROTIO
PL Common F | Diseases Spray | Spring i) 1 N/A q 10 s) 0,200 AZX |200- |56
Sunflower BBCH 18- ) 1 r 1,0 +0,175 400
69, the risk PROTIO
of t) 0,200 AZX
infection, +0,175
warning PROTIO
PL Soya F Diseases Spray | Spring k) 1 N/A u) 1,0 w) 0,200 AZX |200- |56
BBCH 12- ) 1 v) 10 +0,175 400
69, the risk PROTIO
of x) 0,200 AZX
infection, + 0,175
warning PROTIO
PL Breadseed F Diseases Spray | Spring m) 1 N/A y) 1,0 aa) 0,200 AZX |200- |56
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poppy BBCH 59- n 1 z) 10 +0,175 400
69, the risk PROTIO
of bb) 0,200 AZX
infection, +0,175
warning PROTIO
PL Mustard F Diseases Spray | Spring o) 1 N/A cc) 1,0 ee) 0,200 AZX |200- |56
BBCH 59- p 1 dd) 1,0 +0,175 400
69, the risk PROTIO
of ff) 0,200 AZX
infection, +0,175
warning PROTIO
PL Tobacco F | diseases Spray | Spring q 1 14-28 gg) 1,0 ii) 0,200 AZX |200- |n/a
(NIOTA) BBCH 10- n 2 hh) 2,0 +0,175 400
89 PROTIO
ji) 0,400 AZX
+0,350
PROTIO
PL Coniferous/ |F diseases Spray | Spring s) 1 14-28 kk) 1,0 mm) 0,200 AZX |200- [n/a
deciduous BBCH 10- ) 2 i 20 +0,175 400
forest ot ) 0,400 AZX
nurseries © nn) ©,
' infection, + 0,350
Ornamental warning PROTIO
shrubs
PL Salix F |diseases Spray | BBCH 10- u 1 14-28 00) 1,0 qq) 0,200 AZX |200- |n/a
viminalis 89, the risk v) 2 pp) 2,0 +0,175 400
(SAXVI) Qf _ PROTIO
infection, rr) 0,400 AZX
Wicker warning ;F(z)g’??O
(1SAXG)
PL Ornamental |F |diseases Spray |BBCH 10- w) 1 14-28 ss) 1,0 uu) 0,200 AZX |200- [n/a
89, the risk x) 2 tt) 2,0 +0,175 400
of PROTIO
infection, vv) 0,400 AZX
warning + 0,350
PROTIO

Minor uses according to Article 51 (interzonal uses)

al
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* 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 | of Regulation (EU) No 396/2005
*** [ 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”

A | Exposure acceptable 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/PROTAZO is composed of prothioconazole and azoxystrobin

Table 7.1-2: Toxicological reference values for the dietary risk assessment of
prothioconazole and azoxystrobin
Reference Source Year Value Study relied upon Safety factor
value

Prothioconazole - Parent compound

ADI EFSA 2007 0.05 rat — oncogenicity 100

ARfD EFSA 2007 0.02 original & suppl. rat 100
developm. studies combined

Prothioconazole — metabolite Prothioconazole-desthio

ADI EFSA 2007 0.01 rat — oncogenicity 100

ARfD EFSA 2007 0.01 Supplementary rat 100
developmental

Azoxystrobin

ADI EFSA 2010 0.2 2-year rat 100

ARTD

Not required

ZRMS comments:
Prothioconazole belongs to the group of triazole compounds that form metabolites(TDMSs): triazole
alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA).
According to the SANCO/3923/07, 26 January 2021 it has been agreed that the reference values and
residue definition that includes TDMs should be used in the risk assessment for triazole active substances
and their TDMs for applications for authorization of plant protection products submitted from 1 July
2020. This dossier was submitted before that date, however the relevant data on toxicological reference

values for dietary risk assessment are provided below.

Reference Source Year Value Study relied upon Safety
value factor
Triazole alanine (TA)
ADI EFSA Journal 2018 |0.3 mg/kg bw/day | Rabbit developmental study 100
ARfD AU SRS 2018 | 0.3 mg/kg bw Rabbit developmental study 100
Triazole lactic acid (TLA)
ADI EFSA Journal 2018 | 0.3 mg/kg bw/day |Bridging from TA
ARID | 2018 16(7):5376 1561610 3 mgikg bw Bridging from TA
Triazole acetic acid (TAA)
ADI EFSA Journal 2018 |1 mg/kg bw/day Rat 2 generation and Rabbit developmental 100
2018; 16(7):5376 studies
ARfD 2018 |1 mg/kg bw Ratd_2 generation and Rabbit developmental 100
studies

1, 2, 4-triazole (1,2,4-T)
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Reference Source Year Value Study relied upon Safety
value factor
ADI EFSA Journal 2018 | 0.023 mg/kg Rat 12-month study 300
2018; 16(7):5376 bw/day
ARfD 2018 | 0.1 mg/kg bw Rabbit developmental study 300
7.1.2.1 Summary for Prothioconazole
Table 7.1-3: Summary for Prothioconazole
Sample
- storage Chronic | Acute risk
Use- Plant_ Suff!uent PHI covered MRL risk for for
~ | Crop metabolism residue sufficiently :
No. covered? trials? supported? by compliance | consumers |consumers
' ' | stability identified? |identified?
data?
Winter |Yes Yes Yes Yes Yes ¥es
wheat No
Winter |Yes Yes Yes Yes Yes ¥Yes
oilseed No
rape
Spring rye | Yes Yes Yes Yes Yes Yes
No
Spring oil | Yes Yes Yes Yes Yes Yes
seed rape No
Sunflower | Yes Yes Yes Yes Yes Yes
No
Soya Yes Yes Yes Yes Yes ¥Yes
No
Breadseed | Yes Yes Yes Yes Yes Yes
poppy ¥e_s NO
No
Mustard | Yes Yes Yes Yes Yes Yes
No
Tobacco | ¥Yes Yes Yes Yes Yes Yes
Not required | Not Not required |Not Not required Not
required required relevan
Coniferous/ | ¥es ¥Yes Yes Yes Yes ¥Yes
?gf;gtuous Not required | Not Not required | Not Not required Not
nurseries, required required relevant
Ornamental
shrubs
Salix  |¥es Yes Yes Yes Yes Yes
w:‘c'lr(‘:‘r"s' Not required | Not Not required | Not Not required Not
required required relevant
Ornamental | ¥eg ¥Yes Yes Yes Yes ¥Yes
Not required | Not Not required |Not Not required Not
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Sample
Plant sufficient PHI storage C_hronlc Acute risk
Use- . . - covered MRL risk for for
~ | Crop | metabolism residue sufficiently .
No. covered? trials? supported? by compliance | consumers | consumers
' ' | stability identified? |identified?
data?
required required relevant

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

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

71.2.2 Summary for Azoxystrobin
Table 7.1-4: Summary for Azoxystrobin
Sample
- storage Chronic | Acute risk
Use- Plant_ Suff!ment PHI covered MRL risk for for
« | Crop | metabolism residue sufficiently :
No. covered? trials? supported? by compliance | consumers | consumers
' ’ | stability identified? |identified?
data?
1 Winter Yes Yes Yes Yes Yes Yes
wheat No
2 Winter Yes Yes Yes Yes Yes Yes
oilseed No
rape
Springrye | Yes Yes Yes Yes Yes Yes
No
Spring oil | Yes Yes Yes Yes Yes ¥Yes
seed rape No
Sunflower | Yes Yes Yes Yes Yes Yes
No
Soya Yes Yes Yes Yes Yes Yes
No
Yes
Breadseed |Yes Yes Yes Yes Yes No ¥Yes
poppy No
Mustard Yes Yes Yes Yes Yes Yes
No
Tobacco | ¥Yes ¥es-Not ¥es-Not ¥Yes-Not |¥es-Not Yes
Not relevant | relevant relevant relevant | relevant Not
relevant
Coniferous/ | Yes-Not Yes-Not Yes-Not Yes-Not |Yes-Not Yes
?srcégtuous relevant relevant relevant relevant |relevant Not
nurseries, relevant
Ornamental
shrubs
Salix y ¥Yes-Not Yes-Not ¥Yes-Not ¥Yes-Not |¥YesNot Yes
viminalls,
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Sample
Plant sufficient PHI storage C_hronlc Acute risk
Use- - . - covered MRL risk for for
~ | Crop metabolism residue sufficiently .
No. covered? trials? supported? by compliance | consumers | consumers
' ' | stability identified? |identified?
data?
Wicker relevant relevant relevant relevant | relevant Not
relevant
Ornamental | ¥es-Not ¥es-Not ¥Yes-Not ¥Yes-Not |¥es-Not ¥Yes
relevant relevant relevant relevant |relevant Not
relevant

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

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

7123 Summary for CHR/F/PROTAZO
Table 7.1-5: Information on CHR/F/PROTAZO (KCP 6.8)
PHI/ Withholding period* sufficiently
PHI for PHI for
CHR/F/PROTIO supported for CHR/F/PROTIO | ZRMS Comments
Crop (if different PHI
proposed by Prothioconazole and azoxystrobin proposed by proposed)
applicant ZRMS
Winter |35 days Yes/ 35 days
wheat
Winter |56 days Yes 56 days
oilseed
rape
Spring rye | 35 days Yes/ 35 days
Spring oil | 56 days Yes 56 days
seed rape
Sunflower |56 days Yes 56 days
Soya 56 days Yes 56 days
Breadseed |56 days Yes 56 days
poppy
Mustard | 56 days Yes 56 days
Tobacco | N/A N/A N/A
Coniferous/ | N/A N/A N/A
deciduous
forest
nurseries,
Ornamental
shrubs
Salix N/A N/A N/A
viminalis,
Wicker
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PHI/ Withholding period* sufficiently

PHI for PHI for

CHR/FIPROTIO supported for CHR/F/PROTIO | ZRMS Comments
Crop db _ _ db (if different PHI
proposed by Prothioconazole and azoxystrobin proposed by proposed)
applicant ZRMS
Ornamental | N/A N/A N/A

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

General data on Prothioconazole are summarized in the table below (last updated 2007/12/10)

Table 7.2-1:  General information on Prothioconazole
Active substance (ISO Common Name) Prothioconazole
IUPAC (RS)-2-[2-(1-chlorocyclopropyl)-3-(2-chlorophenyl)- 2-

hydroxypropyl]-2,4-dihydro-1,2,4-triazole-3- thione

Chemical structure

Cl
H»

1 N

Molecular formula

C14H15CI2N30S

Molar mass

344.26

Chemical group

Triazoles

Mode of action (if available)

Sterol biosynthesis in membranes

Systemic

Yes/

Company (ies)

BAYER Cropscience AG

Rapporteur Member State (RMS)

United Kingdom

Approval status

Approved
COMMISSION DIRECTIVE 2008/44/EC
of 4 April 2008

Restriction

COMMISSION IMPLEMENTING REGULATION(EU)
2019/707 of 7-May-2019 Reg. (EU) No 540/2011, Only

uses as fungicide may be authorised.

Review Report

SANCO/3923 /07 - final
10 December 2007

Current MRL regulation

COMMISSION REGULATION (EU) 2019/552 of 4
April 2019

Peer review of MRLs according to Article 12 of Reg No
396/2005 EC performed

No-Yes

EFSA Journal : Conclusion on the peer review

EFSA Scientific Report (2007) 106, 1-98

EFSA Journal: conclusion on article 12

Yes EFSA 2014; 12(5):3689

Current MRL applications on intended uses

EFSA-Q-2008-617(EMS) None

* Notifier in the EU process to whom the a.s. belong(s)
** Ifyes: EFSA, YYYY - see list of references
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7.2.1 Stability of Residues (KCP 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)
. Characteristics of the Acceptable Maximum
Matrix . - Reference
matrix Storage duration

Data relied on in EU

Plant products

Wheat High starch content 60 day for prothioconazole |Heinemann, O., 2001
540 days for
Prothioconazole-desthio

Canola seeds High oil content 25 months Freitag T., 2005

Conclusion on stability of residues during storage

The storage stability evaluated during Annex I inclusion covers plant matrices for use CHR/F/IPROTAZO
250 EC according to the label.

ZRMS comments:

The storage stability study evaluated during Annex | inclusion support the residue data presented in this
dossier. Taking into account the new requirements regarding TDMs, it should be considered that in this
respect the stability studies presented by the Applicant are not sufficient. However, it should be taken into
account that the dossier was submitted before the validity date of the assessment for TDMs.

Storage stability of residues in plants (EFSA Journal 2020;18(2):5999: The storage stability of
prothioconazole-desthio in plant samples stored under frozen conditions was investigated in the
framework of the MRL review and relevant end points are summarised in Appendix B.1.1.2. In high water
and high oil content commodities, relevant for the celeriacs and rapeseeds use, prothioconazole-desthio
is stable for a maximum of 24 months, when stored at 18°C (EFSA, 2014). A data gap was noted by EFSA
during the MRL review for the need of further storage stability data for at least one hydroxylated
metabolite included in the risk assessment residue definition in the relevant commodity groups (i.e. high
water, high oil content commodities and dry (high starch/high protein) commaodities) (EFSA, 2014). In
order to address this data gap (number 38 ) the EMS referred to storage stability studies submitted by the
applicant in the framework of the renewal of the approval (United Kingdom, 2018). EFSA assessed the
submitted studies, noting that the renewal of the approval has not been finalised yet. Freezer storage
stability of prothioconazole-a-hydroxy-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-
hydroxy-desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxydesthio was investigated
in high water content (tomatoes), high starch content (potatoes), high oil content (soya beans, oilseed
rape) and high acid content (oranges) commaodities for a period of 24 months. Samples were fortified with
a mixture containing all five analytes at a level of 0.1 mg/kg each. Since all these compounds are
included in the residue definition for risk assessment, spiking with a mixture was considered acceptable.
Results demonstrate stability of all compounds in all matrices for a maximum of 24 months (duration of
study) when stored at < 18°C. It is noted that according to EU guidelines (European Commission, 1997f),
applicable for the current assessment, cereals are considered as dry matrix, for which the storage
stability of hydroxylated metabolites of prothioconazole-desthio has not been investigated. However, it is
noted that the applicant has generated data according to the OECD guidelines (OECD, 2007) in the
framework of the renewal of the approval of prothioconazole. According to OECD guideline, cereals are
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considered as high starch matrix. EFSA accepted the storage stability data on potatoes (high starch
matrix) to address the storage stability in cereals. The data gap identified by the MRL review is
considered addressed for all crops, except for dry pulses, which belong to dry (high protein content)
commodity group in which the storage stability of any of the hydroxy-metabolites of prothioconazole-
desthio has not been investigated. The freezer storage stability of various TDMs was investigated in the
framework of the peer review of TDMs (EFSA, 2018b). In the commaodity groups relevant for the current
assessment the stability of all TDMs has been investigated, except that of 1,2,4-T in high protein content
matrices, and of 1,2,4-T and TA in rapeseeds (see Appendix B.1.1.2).

7.2.1.2 Stability of residues in sample extracts (KCP 6.1)

From GLP study Determination of Prothioconazole-desthio (sum of isomers) Residues in Oilseed rape
Following One Foliar application with CHR/F/PROTIO 250 EC under Field Conditions in Northern
Europe in 2019, J. Diebold, Study code: B9146 — B9151 analysis time were less than 24 hours between
extraction and analysis or it was shown that study extracts are stable.

ZRMS comments:

Stability of residues in sample extracts has not been investigated in the framework of the first inclusion
process. For the new studies provided by the Applicant, study of stability of residue in sample extracts is
not required as the analyses were performed within 24 hours.

7.2.2 Nature of residues in plants, livestock and processed commodities

7.2.2.1 Nature of residue in primary crops (KCP 6.2.1)

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

Table 7.2-3: Summary of plant metabolism studies
Application and sampling details
Crop Group Crop La_b_el Method, |Rate No |Sampling | Remarks Reference
position DAT
ForG (a) |(kg (DAT)
a.s./ha)
EU data
Pulses and Peanut [phenyl- foliar 300 gas/ha |3 14 days |- Haas, 2001
oilseeds UL-14C] treatment,
JAU 6476 |F
Cereals Wheat phenyl-UL- | foliar 200 g as/ha | 2 6,26 and |- Haas,
14C treatment, 48 days Bornatsch,
JAU 6476 |F 2000)
[triazole- 250 g as/ha 0, 14 and Vogeler et
3, 5-14C] - 48 days al, 1993)
JAU 6476-
desthio
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Summary of plant metabolism studies reported in the EU

JAU 6476 was intensively metabolised in spring wheat. In a first step the sulphur of the triazolinethione
ring was oxidised to the corresponding sulfonic acid (M02). The subsequent elimination of the sulfonic
acid moiety resulted in the main metabolite JAU 6476-desthio. This metabolite was further hydroxylated
in the chlorophenyl ring to the JAU 6476-3-, 4-, 5-, and 6-hydroxy-desthio isomers (M14, M15, M16,
M17), which occurred mainly as glucose conjugates. Similarly, M18 was formed by hydroxylation of the
chlorobenzyl methylene group. Hence hydroxylation followed by conjugation with glucose or other
sugars as well as higher conjugation was the major metabolic route in wheat. Further degradation
pathways were identified from the triazole-labelled JAU 6476-desthio metabolism study, although the
additional metabolites (M29 and M31) were identified in significant amounts in the grain fraction only. In
peanuts, the main metabolite was again identified as JAU 6476-desthio, which was further hydroxylated
in the chlorophenyl ring to its 3- or 4- monohydroxylated derivatives (M14 and M15), which were further
glucosylated. Further minor metabolites were also identified, although essentially, the metabolic pathway
was comparable to that found in wheat.
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Figure B.7.1 Proposed metabolic pathway for JAU 6476 in plants

Lim | l[f_ + %t:l T

S /~ ~. )
\ Mgt
8 HO
ﬁ.:b ,Ivl'-—uﬁ
f /
B9 Tromers of JAT 64 TE-dikrdrory- T . o MrnL—u—OE—
olefiz sulfenic scid (A26) k f ) o JAT 6476 -dexdhin
i : 4{55:.. ! ans)
] Tt | dm
Diculfide of JAT €476 (M 11 UK
| & OH-JAT 6476-desthio (M18)
. = i
. %r"* #H L] %
e
A v . Y m
Lomers of JAU 6476-di-bydroxy- SN Qfﬂ a E .T_‘“: 4T riazclimone
diene sulfonic acid (W25) HN -|I\- (A1 03)
1 ?3(’ OH L “Ta o
| * s H\-\!\H—"‘L ‘q\fl-"" glucoside
— ] . Bt B
~ Lo @ / TAU 6476 [ b
‘T-’“ Pl w Bearylpropyidiel (M09}
‘-.’:';‘-_\_H
\.f Q\ﬁ ¥ 1
5 w
JAT 6476-sulfonic acid (M 02) .rf""--‘f ‘{'{/x;. ci i ?m o
o } =M
glucoside N i w - H ! 3
L . E e
Tl JAT 6476-desthio e
7o . (530 D665) (ML 04) 30H-JAT 6476-desthio (M 14)
A z
| | W -
%-"'"Fh _ conjugates
i " 7 !
Tsomers of JAT 6476 desthio- I {j~i| /= <«}'/L i
dibydrory-olefiz (M 17) i % Y
TATOTY- (L] L \F___.‘ = |
Triazole (M 13) o b
[
w £ DHJAT &476-desthin (M 15)
T
.‘-F l: .Il/.-f ——, i'-lr/:" T conjuzates
St i /
H, : H
BN oo Ta [!;I.il: | w
Loomer: of TAT 6476 desthin. \,' " w
ydrory-dienylcysteine (M14) 1, S OE-JAT 6476-dextkio
' AL i
M,
- = \\/\H\ y T e conjmgaces
W =whzat . H e —
Popum | O P f=.f =N \\’ /-r
f-' . H %,-"'I'
{ /\”’ THP (Al 30 ]
h=‘|l 0 " i
TAA (A 29) 6-OH-TAT 6476_deschis (A 17)

Conclusion on metabolism in primary crops

The metabolism in primary crops presented during Annex I inclusion, covers use of CHR/F/PROTAZO
on winter cereals. No new studies were necessary.

zZRMS comments:

According to the EFSA Journal 2020;18(2):5999: In the framework of the peer review under Directive
91/414/EEC and the Art.12 MRL review (EFSA, 2007b, 2014), the metabolism of prothioconazole was
investigated by foliar applications on root (sugar beet), pulses/oilseeds (peanut) and cereal/grass (wheat)
crop groups and by seed treatment on cereal (wheat) (EFSA, 2007a,b). In addition, the metabolism of
prothioconazole-desthio labelled in the triazole moiety was investigated after foliar applications on
cereals (EFSA, 2007b). Prothioconazole is extensively metabolised and the metabolic pathway was
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similar in all crops investigated. Prothioconazole-desthio was the predominant compound of the total
residues with further hydroxylation (with the formation of several closely related metabolites) and
glucosidation steps, whilst cleavage of the triazole bound of prothioconazole-desthio molecule resulted
in the formation of TDMs. As the parent compound was only present in minor amounts and
prothioconazole-desthio was shown to more toxic than the parent compound, it was concluded to
define prothioconazole-desthio as the relevant residue for enforcement. Based on metabolism study
results, the MRL review derived the following tentative conversion factors to account for hydroxy
metabolites of prothioconazole-desthio: 2 in cereal grains, pulses and oilseeds, leafy vegetables and
tuber vegetables and 3 in cereal straw (EFSA, 2014). The metabolism studies indicate that in root crops
and oilseeds, relevant for the intended uses of prothioconazole on celeriacs and oilseed rape, the main
identified TDMs are triazole alanine (TA) (29 total radioactive residue (TRR) in roots; 47.8% TRR in
oilseed) and triazole lactic acid (TLA) (24.5% TRR in oilseed).

The metabolism of prothioconazole is considered sufficiently addressed (sufficient data are available in
the DAR, UK 2004) for the intended uses.

7.2.2.2 Nature of residue in rotational crops (KCP 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
Crop group Crop La_b_el Method, |Rate Sowing |Harvest |Remarks Reference
position int |
ForG* |(kg Intervals | |ntervals
a.s./ha) (DAT) |(DAT)
EU data
Leafy vegetables | swisschard | [phenyl- |F 580 g as/ha |28, 146 |80, 188 |- Haas, 2001
UL- and 269 |and 348
14C]- days days
JAU
6476
Root and tuber |turnip [phenyl- |F 580 g as/ha|28,146 |94,201 |- Haas, 2001
vegetables UL- and 269 |and 349
14C]- days days
JAU
6476
Cereals wheat [phenyl- |F 580 g as/ha |28, 146 |73, - Haas, 2001
UL- and 269 |111,145,
14CJ- days 178, 231,
JAU 269, 327,
6476 377 and
412 days

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

Summary of plant metabolism studies reported in the EU

There are no significant soil residues of JAU 6476 at times of sowing following crops, residues of JAU
6476-desthio are predicted to be 42% 120 days after treatment. A study of uptake and metabolism in
rotational crops showed that residues in all rotational crops declined between first and third rotations.
Significant residues (>0.1 mg/kg) were only found in wheat straw and hay and these were at similar or
lower levels than those recorded for the directly treated crop, also with similar metabolic profiles.
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Therefore, residues in rotational crops will not lead to any additional exposure to JAU 6476-desthio
above that from directly treated crops.

Conclusion on metabolism in rotational crops
The metabolism in rotational crops covers use of CHR/F/PROTAZO according to the label.

ZRMS comments:

According to the EFSA Journal 2020;18(2):5999: According to soil degradation studies, investigated in
the framework of the EU pesticides peer review, prothioconazole itself is of very low persistence in soil
(DT90 field of 5.5 days (median)), whereas prothioconazole-desthio is of low persistence with DT9O0 field
of 140 days (median) (EFSA, 2007b).

The metabolism of prothioconazole in rotational crops was investigated in the framework of the EU
pesticides peer review in Swiss chards, turnips and spring wheat following the treatment of bare soil with
prothioconazole at an application rate of 580 g/ha using the compound labelled in the phenyl ring. The
main compounds identified were prothioconazole-desthio and its hydroxylated derivative metabolites,
either free or conjugated.

The MRL review concluded that metabolism of prothioconazole in primary and rotational crops was
found to be similar and a specific residue definition for rotational crops is not necessary (EFSA, 2014).
The metabolism of prothioconazole labelled in triazole ring was assessed by the JIMPR (FAO, 2009a) as
reported in the MRL review. The studies indicate the cleavage of triazole linkage to form major
metabolites TA, TLA and TAA (EFSA, 2014). During the peer review of TDMs in light of confirmatory
data, the metabolism of various triazole compounds in rotational and primary crops was investigated. It
was concluded that for TDMs similar metabolic patterns were depicted both in primary and rotational
crops (EFSA, 2018b).

The metabolism of prothioconazole in rotational crops is considered sufficiently addressed (sufficient
data are available in the DAR, UK 2004) for the intended uses.

7.2.2.3 Nature of residues in processed commodities (KCP 6.5.1)

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

ZRMS comments:

According to the EFSA Journal 2020;18(2):5999: The effect on the nature of prothioconazole and
prothioconazole-desthio has not been investigated in the framework of the EU pesticides peer review. The
MRL review referred to studies with prothioconazole investigated by the JMPR and studies with
prothioconazole-desthio reported by Germany (EFSA, 2014). Prothioconazole-desthio was reported to be
stable under all standard hydrolysis steps (99.4-99.9% applied radioactivity (AR)), whereas parent
prothioconazole slightly degraded to prothioconazole-desthio under sterilisation process (< 11% AR).
The same processing study referred to in the MRL review was now submitted for the renewal of the
approval (United Kingdom, 2018).

The remaining compounds included in the risk assessment residue definition were concluded to remain
stable under standard hydrolysis conditions, considering their structural similarity to parent compound
(EFSA, 2014). The TDMs are stable under hydrolysis studies simulating baking/brewing/boiling,
pasteurisation and sterilisation (EFSA, 2018b).

Taking into account that residues of prothioconazole-desthio for the intended uses are below the trigger
value of 0.1 mg/kg, no study investigating the nature of residues in processed commaodities is required.
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7.2.2.4 Conclusion on the nature of residues in commodities of plant origin (KCP
6.7.1)
Table 7.2-5: Summary of the nature of residues in commaodities of plant origin
Endpoints
Plant groups covered Pulses and oilseeds (Peanut)
Cereals (Wheat)
Rotational crops covered Cereals (wheat)

Leafy vegetables (swisschard)
Root vegetables (turnip)

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

Processed commodities Not provided and not required , TDMs stable under
hydrolytic conditions

Residue pattern in processed commodities similar to | Yes
pattern in raw commodities?

Plant residue definition for monitoring Prothioconazole-desthio. (JAU 6476-desthio)
Reg. (EU) No 2019/552: prothioconazole: prothioconazole-
desthio (sum of isomers)

Plant residue definition for risk assessment Sum of prothioconazole-desthio and all metabolites
containing the 2-(1-chlorocyclopropyl)-3-(2-
chlorophenyl)-2-hydroxypropyl-2H-1,2,4-triazole

moiety) expressed as prothioconazole-desthio (sum of
isomers), EFSA 2014.

TDMs: with separate assessment of: - Triazole alanine (TA)
and triazole lactic acid (TLA) - Triazole acetic acid (TAA) -
1,2,4-triazole (1,2,4-T), EFSA 2018

Conversion factor from enforcement to RA 2 (cereal grain and oilseeds), leafy vegetables, root and tuber
vegetables), 3 (cereal straw), EFSA 2014

* If residue pattern in processed commodities is not similar to that in raw commodities
** A more recent proposal by EFSA may be provided as additional information (EFSA RO XXXX).
*** |f no EFSA proposal is available, a proposal should be made by the applicant/zZRMS.

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

Available data

No new data submitted in the framework of this application.

Table 7.2-6: Summary of animal metabolism studies
Application details Sample details
G Speci Label No of Ref
roup PECIes position | animal | Rate Duration |Commodity Time of eterence
(mg/kg bw/d) | (days) sampling
EU data
Lactating |Goat [Phenyl- |2 10 3 Milk XXXXXXXXX
ruminants UL-
Urine and faeces
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14CJJAU Tissues at
6476 sacrifice
Laying Hens [Phenyl- |6 10 3 Eggs twice XXXXXXXXX
poultry UL- daily
14CJJAU Excret |
6476 xcreta regular
intervals
Tissues at
sacrifice

Summary of plant metabolism studies reported in the EU

Rat and goat metabolism studies showed that JAU 6476 is rapidly adsorbed but
not extensively metabolised. In the rat, JAU 6476 was almost completely
excreted and in the goat it was largely excreted. In the goat, only 0.96% of
the total dose was found in tissues after sacrifice and JAU 6476 was the
major residue. However, as animals are more |likely to be exposed to the JAU
6476-desthio metabolite, this compound was also been studied. Again in the
rat and goat, JAU 6476-desthio is rapidly adsorbed, although there is more
extensive metabolism. Although still largely excreted in the goat, 1.9 % of
the total dose was found in tissues after sacrifice. The main metabolic
reactions in the goat were hydroxylation of JAU 6476-desthio resulting in the
isomers M14 and M15, followed by oxidation of the chlorophenyl moiety leading
to M32 and M36. To greater or lesser extent, there was also conjugation of
JAU 6476-desthio and metabolites with glucuronic acid. Although these
compounds were found in tissues following dosing at very exaggerated levels,
they were mainly associated with the excretory organs and are therefore
unlikely to be distributed to other parts of the body.
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Figure B.7.2  Propesed metabelic pathway for JAT 6476-desthic in the goat
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Figure B.7.2 Proposed metabolic pathway for JAT 6476 in the hen
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Conclusion on metabolism in livestock

Available metabolism studies demonstrated the residues of prothioconazole are not expected in signifi-
cant 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 2014;12(5):3689: The nature of prothioconazole residues in commodities
of animal origin was investigated in the framework of Directive 91/414/EEC (United Kingdom, 2004,
2007). Reported metabolism studies include two studies in lactating goats using respectively [U-14C-
phenyl]-labelled prothioconazole and prothioconazole-desthio and one study in laying hens using [U-
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14C-phenyl]-labelled prothioconazole. Besides, two additional studies were assessed by the JIMPR (FAO,
2008a, 2008b) on lactating goats and laying hens, using both [3,5-14C-triazole]-labelled
prothioconazole.

It is noted that in poultry no study was performed with prothioconazole-desthio and that the fate of the
triazole moiety in livestock was only investigated for prothioconazole. However, the available studies
indicate similar metabolic patterns for the different compounds and moieties investigated. Additional
studies addressing these requirements are therefore not expected to provide different results. It is also
noted that no livestock metabolism study was performed with administration of all the metabolites
included in the residue definition set for risk assessment in plants. Nevertheless, EFSA assumes that the
administration of prothioconazole-desthio only in the livestock metabolism studies is acceptable since no
different metabolic route of degradation would be expected if all the metabolites containing the moiety of
the residue definition for risk assessment in plants were considered. Therefore, no additional metabolism
data are deemed necessary.

Based on the overall metabolic picture of prothioconazole and prothioconazole-desthio in animals, the
residue definition for enforcement in animal products is proposed as prothioconazole-desthio (sum of
isomers) for all livestock matrices. It is noted that although only the glucuronide conjugates of
prothioconazole-desthio were detected in milk, the actual residue levels are expected at a trace level at
the calculated dietary burden (< 0.01 mg/kg) and EFSA considers that analysing the conjugates of
prothioconazole-desthio would have a negligible impact on the residue levels enforced in milk. In case
the livestock dietary burden is further increased in the future due to additional uses on feed items, the
residue definition for enforcement might have to be revised by including the glucuronide conjugates of
prothioconazole-desthio for all livestock matrices.

For risk assessment, since all the metabolites are structurally related to prothioconazole-desthio and
consist mainly in hydroxylated derivatives, EFSA assumes as a worst case that the toxicological end
points allocated to prothioconazole-desthio should also be applied to these metabolites. The residue is
therefore defined in all commodities of animal origin as the sum of prothioconazole-desthio and all
metabolites containing the 2-(1-chlorocyclopropyl)-3-(2- chlorophenyl)-2-hydroxypropyl-2H-1,2,4-
triazole moiety, expressed as prothioconazole-desthio (sum of isomers).

EFSA concludes that the residue definition for enforcement in commaodities of animal origin is fat soluble.
TDMs

According to the EFSA Journal 2018;16(7):5376: Since TA is a major component in feed items, the
potential transfer of this compound in poultry and ruminant matrices was further investigated in a
metabolism study conducted with 14C-TA. TA remains the major compound of the total residues in all
poultry matrices (84-97.2% TRR) and in ruminant tissues (56-76% TRR) while TA and 1,2,4-T
accounted for 8% and 86% TRR, respectively, in milk. TLA and TAA were detected in very low levels in
all matrices (< 1% TRR). The potential transfer of TAA, TLA and 1,2,4-T present in feed items to the
animal matrices was not further investigated. Although there are indications from the ruminant
metabolism study conducted with the 14C-TA, that there is no accumulation of TAA and TLA (4.2% and
< 1% of the total administered dose in urine, respectively), these metabolites were however detected in
the ruminant matrices from the feeding study conducted with TA. Based on the metabolism studies
conducted, respectively, with triazole pesticide active substances and TA and considering the results of
the livestock feeding studies carried out with TA and TAA, respectively, the experts agreed on the
following residue definitions:

RD for enforcement: Triazole parent compound only

RDs for risk assessment:

1) Triazole parent compound and any other relevant metabolite exclusively linked to the parent
compound;

2) TA and TLA, since these compounds share the same toxicity;

3) TAA;

4) 1,2 4-triazole

The metabolism of prothioconazole in livestock is considered sufficiently addressed (sufficient data for
this application are available in the DAR, UK 2004).



CHR/F/PROTAZO / CLARO 375 SC, KAJMAN 375 SC Page 40 /184

Part B — Section 7 - Core Assessment
Applicant version

7.2.2.6 Conclusion on the nature of residues in commodities of animal origin (KCP
6.7.1)
Table 7.2-7: Summary on the nature of residues in commaodities of animal origin
Endpoints

Animals covered

Lactating goats

Laying hens

Time needed to reach a plateau
concentration

4 days in milk

6 days in eggs

Animal residue definition for monitoring

Sum of prothioconazole-desthio and its glucuronide

conjugate, expressed as prothioconazole-desthio

(JAU 4676-desthio)

EFSA, 2014 (Reasoned opinion on Art. 12): Prothioconazole-desthio
(sum of isomers)

Reg. (EU) 2019/552: Prothioconazole-desthio (sum of isomers)

Animal residue definition for risk
assessment

Sum of prothioconazole-desthio and all metabolites

containing the 2-(1-chlorocyclopropyl)-3-(2-
chlorophenyl)-2-hydroxypropyl-2H-1,2,4-triazole

moiety) expressed as prothioconazole-desthio.

EFSA, 2014 (Reasoned opinion on Art. 12): Sum of prothioconazole-
desthio and all metabolites containing the 2-(1-chlorocyclopropyl)-3-
(2- chlorophenyl)-2-hydroxypropyl-2H-1,2,4-triazole moiety,
expressed as prothioconazole-desthio (sum of isomers)

Conversion factor

10 Milk

2 Liver

10 Muscle
2 9 Kidney
4 Fat

Metabolism in rat and ruminant similar

Yes

Fat soluble residue

Yes, Log Pow for JAU 6476-desthio = 3.04
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7.2.3

7.2.3.1

Magnitude of residues in plants (KCP 6.3)

Summary of European data and new data supporting the intended uses

New studies on the magnitude of residue have been submitted by the applicant in the framework of this application, which covers cGAP for CHR/F/PROTAZO 250
EC. Please refer to the Determination of Prothioconazole-desthio (sum of isomers) Residues in Oilseed rape Following One Foliar application with
CHR/F/PROTAZO 250 EC under Field Conditions in Northern Europe in 2019, J. Diebold, Study code: B9146 — B1951. These studies are summarized in the

Table below.
Table 7.2-8: Summary of EU reported and new data supporting the intended uses of CHR/F/PROTAZO and conformity to existing MRL
;iséoél,ile_ Evaluation Unrounded | =\ rrent
EU, s- |SAP stMr | HR | QD |eymrL| ME-
Commodity Source EU ,EU Residue levels (mg/kg) (mg/kg) (mg/k) calculator (mg/kg) compliance
' | E =according to enforcement residue definition MRL
outside _ : . . L *
EU) RA = according to risk assessment residue definition (mg/kg)

Wheat DAR N-EU GAP on which MRL/EU a.s. assessment is based: 3 x 0.2 kg as/ha, | N/A
(Grain) Prothioconazole BBCH 69, PHI 35d, outdoor
extrapolation |- VVolume 3, E: 11 x<0.01
on rye and Annex B.7: RA: 11 x <0.01x2
triticale Residues (2004

Overall N-EU E:11<0.01 <0.01 <0.01 0.01 0.1 for Yes

supporting data RA: 11 <0.01 x2 RA:<0.02 RA:<0.02 wheat and

for cGAP 0.05 for

rye

Wheat DAR EU GAP on which MRL/EU a.s. assessment is based: 3 x 0.2 kg as/ha, | N/A
(straw) Prothioconazole BBCH 69, PHI 35d, outdoor
extrapolation |- Volume 3, E: 0.08, 0.09, 0.11, 0.14, 0.15, 0.19, 020, 0.27,
on rye and Annex B.7: 0.31, 0.66, 0.72
triticale Residues (2004 RA (CF=3): 6:08:6-

0.31 0.660.72.0.24. 0.27, 0.33, 0.42. 0.45. 0.57, 0.6, 0.81, 0.93,
1.98,2.16
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Overall EU E :0.08, 0.09, 0.11, 0.14, 0.15, 0.19, 020, 0.27, 0.19 0.72 01 Yes/
supporting data 0.31, 0.66, 0.72 RA: 0.57 RA: 2.16
for cGAP RA (CF=3): 6:08,-0.09,-0.-110:14.0:15,0:19; 027
0:310:66,-0.-72.0.24, 0.27, 0.33, 0.42, 0.45, 0.57, 0.6, 0.81, 0.93,
1.98, 2.16
Barley DAR EU GAP on which MRL/EU a.s. assessment is based: 2 x 0.2 kg as/ha, | N/A
(grain) Prothioconazole BBCH 61, PHI 35d, outdoor
- Volume 3, E: 9 x<0.01
Annex B.7: RA: 9 x <0.01 x2
Residues (2004
Overall EU E:9<0.01 <0.01 <0.01 0.01 01 Yes
supporting data RA: 9 <0.01 x2 RA:<0.02 RA:<0.02 0.2
for cGAP
Barley DAR EU GAP on which MRL/EU a.s. assessment is based: 2 x 0.2 kg as/ha, | N/A
(straw) Prothioconazole BBCH 61, PHI 35d, outdoor
- Volume 3, E: 0.05, 0.08, 2 x 0.10, 2x 0.13, 2 x 0.14, 0.30
Annex B.7: RA (CF=3): 6:05;-0.082x0-102%x-0-13; 2 x-0-14,-0.306 0.15, 0.24,
Residues (2004 2x0.3, 3x0.39, 2x0.42, 0.9
Overall EU E : 0.05, 0.08, 2 x 0.10, 2x 0.13, 2 x 0.14, 0.30 0.13 0.30 o4 Yes
supporting data RA (CF=3): 8:05:-0.08, 2 %010, 2% 0132 x0-14-0.30 0.15, 0.24, | RA: 0.39 RA: 0.9
for cGAP 2x0.3, 3x0.39, 2x0.42, 0.9
Oilseed rape | New trials EU Trials GAP: 1 x 0.2 kg as/ha, PHI 56d N/A
(whole plant) E: 3<0.01, 0.01, 2x 0.02
Determination of RA: 3<0.01, 0.01, 2x 0.02
Prothioconazole-
desthio (sum of
isomers)
Residues in
Oilseed rape
Following One
Foliar
application with
CHR/F/PROTIO
250 EC under
Field Conditions
in Northern
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Europe in 2019,

J. Diebold,
Study code:
B9146 — B1951.
Overall EU E : 3<LOQ, 0.01, 2x 0.02 0.01 0.02 SRS Yes
supporting data RA: 3<L0OQ, 0.01, 2x 0.02
for cGAP
Oilseed rape |New trials EU Trials GAP: 1 x 0.2 kg as/ha, PHI 56d, N/A
(Seeds) E: 5x<0.003,-0.01
Extrapolation | Determination of E: <0.003, <0.01, 0.01
on Prothioconazole- RA5x-<0-003,-0.01
sunflower, desthio (sum of RA (CF2): <0.006, <0.02, 0.02
soya, poppy |isomers) Only 3 out of 6 submitted by the Applicant studies have been
seeds and Residues in approved
mustard Oilseed rape
seeds Following One
Foliar
application with
CHR/F/PROTIO
250 EC under
Field Conditions
in Northern
Europe in 2019,
J. Diebold,
Study code:
B9146 — B1951.
EFSA, 2007 NEU Trials GAP: 2 x 0.175 kg as/ha, BBCH 65-78, PHI 56-67, outdoor
E: 5x<0.01, 0.01, 2x0.02
RA(CF=2): 5x<0.02, 0.02, 2x0.04
Overall EU E--5%<0.003-2x0:01,-2x0.02 <0.003 0.02 0.031 0.15for |Yes
supporting data E: <0.003, 6x<0.01, 2x0.01, 2x0.02 E: 0.01 RA: 0.04 rape, 0.2
for cGAP RA:5x<0.003,0.01 RA:<0-006 for
RA (CF2): <0.006, 6x<0.02, 2x0.02, 2x0.04 RA: 0.02 sunflower
and soya,
0.09 for

poppy and
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mustard
seeds

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

According to COMMISSION REGULATION (EU) No 283/2013 point “Magnitude of residue trials in plants” studies shall always be performed where the plant
protection product is to be applied to plants or plant products that are used as food or feed. Tobacco is a crop designed for smoking, not for eating. Tobacco have no
edible part therefore residues evaluation isn’t necessary according to EU 283/2013.

According to COMMISSION REGULATION (EU) No 283/2013 point “Magnitude of residue trials in plants” studies shall always be performed where the plant
protection product is to be applied to plants or plant products that are used as food or feed. Coniferous / deciduous forest nurseries and Ornamental shrubs have no
edible part therefore residues evaluation isn’t necessary according to EU 283/2013.

According to COMMISSION REGULATION (EU) No 283/2013 point “Magnitude of residue trials in plants” studies shall always be performed where the plant
protection product is to be applied to plants or plant products that are used as food or feed. Salix viminalis and Wicker are used for crafting and green energy purposes
and have no edible part so residues evaluation isn’t necessary according to EU 283/2013.

According to COMMISSION REGULATION (EU) No 283/2013 point “Magnitude of residue trials in plants” studies shall always be performed where the plant
protection product is to be applied to plants or plant products that are used as food or feed. Ornamentals are used for crafting and green energy purposes and have no
edible part so residues evaluation isn’t necessary according to EU 283/2013

According to SANCO 7525/V1/95 Rev. 10.2, 23 September 2016 guidance document, residue data set for sunflower, soya, mustard, breadseed poppy, spring oil seed
rape can be obtained winter oilseed rape. According to GAP both all crop covered by winter oil seed rape is designed in end phases BBCH 66 which is “before
forming the edible part” situation. The applied for GAP is considered to be covered by the critical EU GAP that was used for the MRL setting assessment.
Data/information which are source of extrapolation to sunflower, soya, mustard, breadseed poppy, spring oil seed rape on residues in winter oil seed rape were
reviewed during the Annex | inclusion process and were considered to be acceptable and no further data have been generated according to Guidance Document
SANCO 7525/V1/95 Rev. 10.2.23 September 2016.

According to SANCO 7525/V1/95 Rev. 10.2, 23 September 2016 guidance document, residue data set for spring rye can be obtained wheat. According to GAP
spring rye is designed in the same phases BBCH is “before forming the edible part” situation. The applied for GAP is considered to be covered by the critical EU
GAP that was used for the MRL setting assessment. Data/information which are source of extrapolation to spring rye on residues in wheat were reviewed during the
Annex | inclusion process and were considered to be acceptable and no further data have been generated according to Guidance Document SANCO 7525/V1/95 Rev.
10.2.23 September 2016
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7.2.3.2 Conclusion on the magnitude of residues in plants

According to the available data, the intended uses on cereals and oilseed rape are considered acceptable,
for beth-indeerand outdoor uses.

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

The uses are considered acceptable.

ZRMS comments:

The Applicant did not submit any new data on the level of residues in cereals and used unprotected data
assessed during the approval of prothioconazole as active substance. GAP proposed for
CHR/F/PROTAZO 375 SC is covered by GAP evaluated at EU level. For the proposed use in oilseed
rape, the Applicant has provided 6 trials in line with the proposed GAP for this crop. According to the
SANCO 7525/VI1/95 Rev. 10.3 oilseed rape is regarded as a major crop therefore 8 trials are required.
Therefore, the assessment takes into account unprotected studies assessed at Community level (n=8 for
NEU, EFSA 2007 Conclusion on the peer review of prothioconazole). These studies for oilseed rape
cover a much more critical use than the ones proposed in this documentation:

EFSA 2007 - Trials GAP: 2 x 0.175 kg as/ha, BBCH 65-78, PHI 56-67

Use proposed for CHR/F/PROTAZO 375 SC — 1 x 0.175 kg as/ha, BBCH 59-69, PHI 56

According to the SANTE/2019/12752, it is possible to extrapolate from any representatives of the
oilseeds group (except peenuts) to the whole group in the case the use takes place before forming of the
edible part. The proposed use in max BBCH(69) for sunflower, soya, poppy seeds and mustard seeds
concerns the flowering phase, ie before the development of the edible parts of the plant. Therefore, the
proposed extrapolation of residue results from rapeseed to sunflower, soya, poppy seeds and mustard
seeds is accepted. In all cases, the results show no residues above the applicable MRLs.

The proposed use of CHR/F/IPROTAZO 375 SC applies to the SC formulation, while all studies
supporting the evaluation, both assessed at Community level and the new ones provided by the Applicant
were performed for the EC formulation. The SC formulation has not been assessed at Community level.
According to the SANTE/2009/12752: Residue trials that are performed with a formulation type that is
not equivalent to the formulation type specified in the GAP under assessment are not acceptable; a
complete data set performed with the formulation type defined in the GAP is required, unless comparable
residue behaviour can be demonstrated with bridging studies However, experience shows that
emulsifiable concentrates (EC), wettable powders (WP), dispersible granules (WG), and suspension
concentrates (SC) formulations usually produce comparable residues (especially if the last application is
more than seven days prior to harvest) and well-justified and documented departures from the above
could be considered. Considering the above, and the fact that the PHI for all proposed uses for edible
crops is at least 35 days and that the proposed uses are less critical than those assessed at Community
level for EC formulations, it is considered that the results of the residue trials for the proposed uses will
not be higher than in the studies presented in the dossier. And therefore the related studies assessed for the
EC formulation may support the use proposed for the SC formulation.

Magnitude of TDMs in cereals and rapeseed was assessed at Community level (EFSA Journal
2020;18(2):5999) in evaluation confirmatory data following the Article 12 MRL review.

The data provided was considered sufficient taking into account the date of submission of the application.

724 Magnitude of residues in livestock

7.24.1 Dietary burden calculation

Dietary Burden calculations were perfomed during Annex | inclusion. New calculations were presented
below witth MRL-Calculator.
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Table 7.2-9: Input values for the dietary burden calculation (considering the uses
authorized in the country of the zZRMS)

Commodity Median Residue (mg'kg)
Wheat/rye/triticale grain 0.005 (1/2 LOQ)

Wheat/rye/trniticale straw 0.39

Barley/oats grain 0.01

Barley/oats straw 0.58

Rapeseed straw 0.05

A calculation of theoretical maximum acute daily intakes of JAU 6476 by domestic
animals is not necessary, as metabolism and feeding studies show that residues in
animal tissues do not rapidly plateau

mg'kg diet mgkg diet mg/animal/ mg'kg bw/day
(DM) (AR) day
Dairy #0.1395 0.1200 2.7935 0.00508
Beef 0.3430 0.2950 5.1488 0.01465
Sheep 0.3430 0.2950 1.0291 0.01370
Goat * 01395 0.1200 0.4186 0.00597
Pig * 0.0093 0.0080 0.0279 0.00037
Chicken *  0.0082 0.0070 0.0010 0.00051
Turkey  *  0.0058 0.0050 0.0012 0.00017

# Less than 100% of diet employed

Based on the intakes calculated in table above, residues of JAU 6476-desthio in
poultry products are not expected to be significant. Based on the intakes
calculated in Table B.7.23 above, and the results of the livestock feeding study,
residues of JAU 6476-desthio in products of animal origin are estimated at levels
given below:

Milk: <0.004 mg/kg

meat: <0.01 mg/kg

fat: <0.01 mg/kg

liver: 0.04 mg/kg

kidney: 0.02 mg/kg

ZRMS comments:
Dietary burden calculations performed at EU level seems to cover the uses
proposed for CHR/F/PROTAZO 375 SC (EFSA Journal 2020;18(2):5999):
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Trigger JMPR 2017

Dietary burden expressed in Most exceeded (FAO,

Relevant cr‘i’timl Most critical ~ (Yes/No) 2018)
grouPs  mg/kg bw perday mg/kgDM  gjet @ Commodity :;;‘/’kg Max burden

Median Maximum Median Maximum DM mg/kg DM
Cattle (all  0.036 0.109 1.15 3.10 Dairy Barley Staw Y 18.42 (AUT
diets) cattle dairy cattle)
Cattle 0.036 0.109 0.84 2.85 Dairy Barley Straw Y 21.60 (AUT
(dairy cattle beef cattle)
only)
Sheep (all 0.075 0.236 1.77 5.55 Lamb Barley Straw Y Not
diets) calculated
Sheep 0.059 0.185 1.77 5.55 Ram/ewe Barley Straw Y Not
(ewe only) calculated
Swine (all  0.015 0.018 0.49 0.64 Swine Swede Roots ) 4 Not
diets) (finishing) calculated
Poultry (all 0.035 0.059 0.52 0.86 Poultry = Wheat Straw Y 3.05 (EU
diets) layer poultry

layer)

Poultry 0.035 0.059 0.52 0.86 Poultry Wheat Straw Y Not
(layer layer calculated
only)

bw: body weight; DM: dry matter.

(a): When several diets are relevant (e.g. cattle, sheep and poultry ‘all diets), the most critical diet is identified from the
maximum dietary burdens expressed as ‘mg/kg bw per day".

(b): The most critical commaodity is the major contributor identified from the maximum dietary burden expressed as ‘mg/kg bw
per day’.

The calculated dietary burdens for all groups of livestock exceeds the trigger value of 0.1 mg/kg DM.

7.2.4.2 Livestock feeding studies (KCP 6.4.1-6.4.3)

According DAR Prothioconazole - Volume 3, Annex B.7: Residues (2004):

In a 1998 livestock feeding study (EU and EPA guidelines), unlabelled JAU 6476-
desthio (chemical purity 96.5%) was administered to lactating dairy cows (2.5-4
years old; 469-652 kg at administration). Nominal doses of 4, 25 and 100 mg/kg
feed (approximately 1.3, 7 and 30N respectively, based on calculated animal
intakes) were administered orally for 28 consecutive days to three replicate
animals in each dose group. An additional control animal was not dosed.

During the dosing period, milk samples were collected twice daily for three days
each week. Urine and faeces were not sampled and the health of animals during the
study period was not reported. After sacrifice (within 24 hours of the final
dose), liver, kidney, fat and muscle samples were taken for analysis. Samples
were stored below —18°C until analysis. Tissue and milk samples were processed
and analysed by HPLC/MS/MS for M14, M15 and JAU 6476-desthio, using the
procedures described in residue analytical method and its modification for milk
MOO1. Reported LOQs were 0.01 mg/kg for muscle, liver, kidney and fat, and 0.004
mg/kg for milk, as total residue. Total residues in milk at the 4 and 25 mg/kg
dose levels were below the LOQ. At the 100 mg/kg dose level, total residues
increased from <0.004 mg/kg (day 1) to a plateau level of 0.008 to 0.012 mg/kg
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(day 4 to day 29). Residues in tissues after sacrifice are given in table below
and residues in all control samples were below the LOQ.

Liver Kidney
Dose group | M14 | M15 | M04 | Total | M14 | MI5 | M04 | Total
4 mg/'kg 0.01 | 001 | 0,02 | 004 | 001 |20.01 | <0.01 | 0.02

25 mg/kg 0.05 0.03 0.15 0.22 0.06 0.06 0.03 0.14
100 mgke | 0.18 0.11 0.93 0.95 0.28 0.25 0.13 0.65
Muscle Fat
4 mgkg =<0.01 | <0.01 | <0.01 | =<0.01 | =0.01 | <0.01 | =0.01 | =0.01
25 mg'kg <0.01 | <0.01 | <0.01 | <0.01 §<0.01 | <0.01 | <0.01 | 0.01

100 mg'ke || <0.01 | <0.01 | <0.01 0.02 0.01 0.01 0.05 0.07

ZRMS comments:

The Applicant did not submit any new livestock feeding studies. The studies that have been assessed at
Community level at the inclusion of prothioconazole are sufficient.
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7.2.5 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation) (KCP 6.5.2-6.5.3)

No significant residues, i.e. >0.1 mg/kg, were found in grain (both notifiers) and therefore pro-cessing
studies are not required. No further studies have been performed

zZRMS comments:
Not required.

7.2.6 Magnitude of residues in representative succeeding crops
The crops under consideration can be grown in rotation.

Considering available data dealing with nature of residues (see 7.2.2.2), no study dealing with magnitude
of residues in succeeding crops is needed.

ZRMS comments:

According to the EFSA Journal 2014;12(5):3689: Based on the confined rotational crop study,
considering that the application rate of prothioconazole within the EU ranges between 0.009 — 0.600 kg
a.s./ha and due to the fact that prothioconazole was applied to a bare soil in the metabolism study
(interception of prothioconazole by the plants is expected in practice), it can be concluded that
prothioconazole residue levels in food and feed rotational commodities are expected to be covered by the
residue levels in primary crops

Considering that the proposed uses are not more critical than those assessed at Community level, no risk
mitigation measures need to be proposed.

7.2.7 Other / special studies (KCA6.10, 6.10.1)

New studies residue in honey matrix have been submitted by the applicant in the framework of this
application, which covers cGAP for CHR/F/PROTAZO 375 SC

Table 7.2-10: Summary of EU reported and new data supporting the intended uses of
CHR/F/IPROTAZO and conformity to existing MRL
Residue
zone Unrounded | Current
(N-EU, . OECD EU MRL
Commodity| Source | S-EU, (Rrﬁsﬁ(u? leels (?JVII(R) (mH;T( ) calculator | MRL |compliance
Eu, |MIKd gkg)| ImgKa)| MRL | (mgrkg)
outside (mg/kg) *
EU)
Honey A.Perny, |EU Prothioconazole: 4 N/A
Study x<0.003
code: Prothioconazole-
C0278 desthio: 3x <0.003, 1x
C0239 <0.01
C0278
C0279
Overall EU Prothioconazole: 4 <0.003 (<0.01 0.05 Yes
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supporting x<0.003

data for Prothioconazole-

cGAP desthio: 3x <0.003, 1x
<0.01

zZRMS comments:

According to the  SANTE/11956/2016 rev.9 rape seed, soya, sunflower seed, mustard seed have
melliferous capacity. In addition proposed use in rape seed is during flowering and prothioconazole is
systemic substance. Taking into account the above, a residue trials in honey are required. The studies
provided by the Applicant are relevant and sufficient. Additional studies are not required.

7.2.8 Estimation of exposure through diet and other means (KCP 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 7.2-11: Input values for the consumer risk assessment
Chronicrisk-assessment Acuterisk-assessment
Commodity Inputvalue Comment Inputvalue Commant
tmglke) (mglke)
Wheat 0.01 Reg—(EU)-2019/552 | 0.0% Reg—(EU)-2019/562
Barley 0:61 Reg—(EU)-2019/552 | 0-01 Reg—(EU)-2019/552
Oilseedrape 015 Reg—(EU)-2019/552 | 0:15 Reg—(EU)-2019/552
Rye 0-05 Reg—(EU)-2010/652 | 6.65 Reg—(EU)-2019/552
Poppy seed 0-69 Reg—(EU)-2010/552 | 6-09 RS AE
Sunflower seed 0.200 Reg—(EU)-2019/552 | 0.200 Reg—(EU)2019/552

ZRMS comments:

The Applicant did not submit any new residue studies for TDMs. The assessment performed by EFSA
(EFSA Journal 2018;16(7):5376) appears to be appropriate: The ‘worst-case’ consumer dietary intake
assessment with regard to the TDMs for the complete group of triazole active substances that were
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assessed in the framework of these confirmatory data has been conducted by the RMS using the EFSA
PRIMo rev.3 and by EFSA using the EFSA PRIMo rev.2A since PRIMo rev.3 is not applicable in the
framework of confirmatory data assessed here.

The chronic and acute dietary intakes have been carried out using the highest input residue values for
risk assessment (STMR values and the HR values), derived for each TDM for each crop groups and each
product of animal origin. Since in most of the residue trials in primary and rotational crops, higher
residue levels of the TDMs in the control samples were observed, these levels were also considered in the
dietary intake calculation. Using the EFSA PRIMo rev.3, the IEDI accounted for 93% of the ADI (NL
toddler) for 1,2,4-T, 6% of the ADI (NL toddler) for TA, 1% of the ADI (NL toddler) for TAA and 1% of
the ADI (NL toddler) for TLA. No acute intake concern was identified as the calculated international
estimated short-term intake (IESTI) accounted for up to 40% of the ARfD (cattle milk) for 1,2,4-T, 28% of
the ARfD (oranges) for TA, 1% of the ARfD (oranges) for TAA and 7% of the ARfD (potatoes) for TLA.
No chronic or acute intake concerns were identified.

zRMS does not agree with the Applicant’s risk assessment. The input values in Table 7.2-10 are not MRL
values according to the Reg. (EU) 2019/552 as suggested in the Table. In addition, the Applicant did not
include the conversion factors (CF) between the residue definition for enforcement and risk assessment in
the calculations.

The calculations for chronic risk assessment were performed using MRLs in force and adequate CF
(EFSA Journal 2014;12(5):3689):

2 for cereal grain, pulses and oilseeds, leafy vegetables, root and tuber vegetables and pig and ruminant
liver

9 for pig and ruminant kidney. PRIMo rev. 3.1 was used for the calculations.

For acute risk assessment only HR values (input values form EFSA Journal 2020;18(2):5999) for
intended crops (wheat, barley, oilseed rape, soya, rye, sunflower, poppy seeds and mustard seeds) and all
animal products were used for calculations.

7.28.2 Conclusion on consumer risk assessment

Extensive calculation sheets are presented in Appendix 3.

Table 7.2-12: Consumer risk assessment

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

TMDI (% ADI) according to EFSA PRIMo 48 % (based on NL toddler)
IEDI (% ADI) according to EFSA PRIMo -
IESTI (% ARfD) according to EFSA PRIMo Bovine kidney: 51% (based on children)

Wheat: 29% (based on children)

Barley: 22% (based on children)

Sunflower seeds: 13 % (based on children)
Soybeans: 9% (based on adult)

Rapeseeds: 4% (based on based on children)
Mustard seeds: 2% (based on based on children)
Wheat (flour): 24% (based on based on children)
Soya drink: 17 % (based on based on children)
Barley (beer): 29% (based on adult)
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*«k«

~ . efsam

European Food Safety Authority
EFSA PRIMo revision 3.1; 2019/03/19

Prothioconazole
LOQs (mglkg) range from: to: Details - cl
Toxicological reference values
[AD (mg/kg bwiday): 001 [ARID (mg/kg bw) 001
Source of ADI: EFSA  [Source of ARID: EFsA
|Vear of evaluation: 2005 |vear of evaluation: 2005

[Comments:

hronic risk

assessment

Details - acute risk
assessment/children

Input values

Supplementary results -
chronic risk assessment

Details

- acute risk

assessment/adults

Chronic risk assessment: JMPR methodology (IEDI/TMDI)
No of diets the AD ‘ Exposure resulting from
MRLs set at | commodites rot
the LOQ | wder assessment
Expsoure | Highest contributor to 2nd contributor to 3rd contributor to MS (in%of AD| (%ol ADD
Calculated exposure (hg/kg bw per MS diet |Commodi MS diet | Commodity / diet Commodity /
(% of ADI) MS Diet jay) (in%of AD)) _|group of commodities (in % of ADI) yroup of commodities (in%of AD) __|group of commodities
8% NC toddler 476 1% Maizelcom 8% eat 6% Mil: Catle
36% GEMS/Food G10 355 13% Soyabeans % Wheat 2% Barley
35% GEMS/Food G11 354 15% Soyabeans % heat 3% Barley
35% GEMS/Food G06 346 14% heat 5% Soyabeans 3% Maize/corn
34% GEMS/Food G15. 343 %% Wheat % Soyabeans % Barley
34% GEMS/Food GO7 336 8% | Wheat % Soyabeans 2% Barley
34% GEMS/Food G08 335 8% |Wheat 8% Soyabeans % Barley
= 24% IE adult 243 6% eas 5% /heat 3% entils.
2 24% FR child 3 15 yr 237 9% [Wheat 4% Lentils 2% Milk: Catle
g 23% NL child 231 8% Wheat 2% Milk: Cattle 1% Sunfiower seeds
E 22% ES child 225 9% |Wheat 5% Lentils. 2% Peas
H 229 DK child 224 % Wheat 6% Rye % carrots
3 22% RO general 224 10% Wheat % Sunfiower seeds % Head cabbages
2 21% UK infant 2,06 5% |Wheat % Milk: Cattle 3% ts
3 20% DE child 197 8% [Wheat 2% Carrots 2% Mik: Catle
: 18% FRtoddier 23 yr 185 % Wheat % Milk: Catle 2% Lentis.
8 17% UK toddler 165 8% [Wheat 2% Milk: Cattle 1% Carrots
3 16% T toddler 163 13% [ Wheat 0.7% Lentils 04% Carrots
3 16% PT general 157 8% | Wheat 1% Carrots 1% Soyabeans
g 15% SE general 147 % Wheat 2% Carrois 19% Mik: Catl
€ 14% ES adult 137 5% |Wheat 2% Lentils. 2% arley
2 13% NL general 131 a% [ Wheat 1% Barley 0.8% Milk: Catle
H 12% DE general 124 % Wheat 2% Barl 1% wik: Cattle
L 11% DE women 14-50 yr 115 a% | Wheat 19% Milk: Cattle 0.8% ley
2 1% FR adult 109 % IWheat 1% Lenils 04% wik: Cattle
g 1% T aduit 106 8% Wheat 0.4% Lentis 03% Carrots
2 10% Fiayr 08 2% Wheat 2% artots 0% Potatces
z 9% FRinfant 090 2% carrots 2% Milk: Catlle 2% he:
g 9% UK vegetarian 086 4% |Wheat 0.8% Lentils. 0,6% eas
= 8% FI6yr 085 2% heat 1% Peas 1% Carrots.
% Fladult o2 % Coffee beans 07% Peas 07%
% LT adult 071 2% | Wheat 1% Rye 0.7% Head cabbages
7% UK adult 0,68 3% |Wheat 04% Carrots 0.3% Milk: Cattle
6% DK adult 0,63 2% |Wheat 10% Carrots 0.5% Milk: Cattle
4% PL general 0,40 0.7% Potatoes. 0.7% Head cabbages 0.6% Carrots
4% IE child 038 2% eat 04% Milk: Cattle 0.3% Carrots
Conclusion:
The esiimated long-term dietary intake (TMDUNEDUIEDI) was below the ADI
The long-term intake of residues of Prothioconazole is unlikely to present a public health concern.
< 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 calculations Show IESTI new calculations

‘The acute risk assessment is based on the ARID.

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

IESTI new calculations:

is per the MRL and the Q
residue definition (CF). For case 2a, 2b and 3 calculations a variabiliy factor of
s are considered as indicative only.

since this methodology is not based on internationally agreed principles, the results are considered as indicative only.

the residue in

the

portion andor the conversion factor for the

F).
3is used.

agreed principles, the

The proposed uses of prothioconazole in the formulation CHR/F/PROTAZO do not

unacceptable acute and chronic risks for the consumer.

g IESTInew IESTI new
£ [Results for children Results for adults Results for children Results for adults
8 |No. of commodities for which ARIDIADI is of commodities for which ARIDIADI is exceeded No. of commodities for which ARID/ADI is of commodities for which ARIDIADIis exceeded (IESTI
E  [exceeded (ESTI: - (ESTI) exceeded (IESTI new): new):
§
5 |Esn lESTI IESTInew IESTInew
i WRL /input MRL  input MRL/input MRL/ input
8 Highest % of for RA Exposure Highest % of for RA Exposure Highest % of RA ur Highest % of for RA
g ARIDIADI__Commodiies (moke) (kg bw) ARIDIADI___ Commodies (moke) _@aikgbw | ARIDIADI __commodites ok (akgbw) | ARMDIADI _Commodiies gk (uakgbw)
E 51% Bovine: Kidney 0.15/135 5.1 30% Swine: Kidney 0.15/135 30 51% Bovine: Kidney 0.15/1,35 5.1 30% Swine: Kidney 0.15/1,35 30
37% Bovine: Liver 0231046 37 28% Bovine: Kidney 015/135 28 3% Bovine: Liver 0237046 a1 28% Bovine: Kidney 015/135 28
29% Wheat 01702 29 22% Soyabeans 02104 22 29% Wheat 01702 29 22% Soyabeans 02104 22
22% Barley 02104 22 19% Barley 02104 19 22% Barley 02/04 22 19% fey 02/0.4 19
179% Swine: Kidney 015/135 17 18% Bovine: Liver 0231046 18 17% Swine: Kidney 015/135 17 18% Bovine: Liver 0237046 18
13% Sunflower seeds 02104 13 17% Wheat 01702 17 13% Sunflower seeds 2104 13 7% eat 01702 17
1% Bovine: Edible offals (other  0,15/0,15 11 16% Swine: Other products 05/05 16 11% Bovine: Edible offals (other  015/0,15 11 16% Swine: Other products 05105 16
9% Soyabeans 02104 092 13% Sheep: Liver 0231046 13 9% abeans 2104 092 13% Sheep: Liver 0237046 13
6% Rye 0,05/0.1 063 10% Bovine: Other products 05105 1,00 6% Rye 0,05/01 063 10% Bovine: Other products 05105 100
6% Vik: Cattle 001/001 082 6% Swine: Liver 231046 065 6% Mik: Cattle 001/001 062 6% Swine: Liver 0237046 065
6% Swine: Liver 23/046 056 5% Bovine: Edible offals (other  0,15/0,15 050 6% Swine: Liver 23/046 056 5% Bovine: Edible offals (other than  0,15/0,15, 050
5% Swine: Edible offals (other  0,15/015 0,45 5% Rye 05/0,1 049 5% Swine: Edible offals (other  0,15/0,15 045 5% Rye 0,05/01 049
% Rapeseedsicanola seeds  0.15/03 041 % Sunflower seeds 2104 0.40 % Rapeseedsicanlaseeds  0,15/03 041 % Sunflower seeds 02104 040
2% Mustard seeds .08/018 0.8 % Swine: Edble offals (other  0,15/0,15 039 2% Mustard seeds .08/018 048 % Swine: Edible offals (other than liver 0,15 /0,15 039
2% Honey and other apiculture  0,05/005 0,18 3% Poulty: Liver 0071007 033 2% Honey and other apiculture  0,05/0,05 018 3% Poulty: Liver 0,07/007 033
ITotal number of commodities exceeding the ARDIADI in [Total number of commodities found exceeding the
children and adult diets |ARIDIADI in children and adult diets
GESTi calculation) (ESTI new calculation)
g [Results for children Results for adults [Resuls for children Results for adults
= ssed commodities for which ARIDIADI INo of processed commocdies for which ARTDIADI is INo of processed commodies for which ARID/ADI INo of processed commordies for which ARTDIADI is
8 lis exceeded (ST —|excecded (ESTY — s exceeded (ESTInew) — |exceeded (ESTInew)
£ |Esn lESTI IESTI new IESTI new
& WRL [ input MRL /input MRL/input MRL [ input
H Highest % of for R/ Exposure. Highest % of forRA  Exposure Highest % of for RA ure Highest % of RA ure
g ARIDIADI (mgkg) _ (ugikg bw) Y (mgkg) _ (ugikg bw) DI Processed commodities (o) (ug/kg bw) ARD/ADI (mglkg)  (ugik bw)
g 2% ‘Wheat / miling (flour) 0170, 24 29% Barley / beer 021008 29 2% ‘Wheat / millng (flour) 01702 24 29% Barley / beer 0.210,08 29
“ 17% soya 02104 17 9% Wheat / bread/pizza 01/02 0,88 17% ‘Soyabeans / soya drink 02104 17 9% Wheat / bread/pizza 01702 088
15% 02/04 15 8% Wheat / pasta 01/02 076 15% Barley / cooked 02/04 15 8% Wheat/ pasta 01/02 076
1% Wheat  millng (wholemeal):  0,1/02 11 7% Wheat / bread (wholemeal)  0,1/0.2 070 11% ‘Wheat  millng (wholemeal)-  0,1/0.2 11 7% Wheat / bread (wholemeal) 01/02 070
% Sunflower seeds / oils 02108 094 #LICZBA! " HLICZBA! 7 #LICZBA " #LICZBA! 9% inflower seeds / oils. 02/08 094 #LICZBA! - #LICZBA! " 4LCZBAl T #LICZBA
% Barley / milling (flour) 02/04 072 #LICZBA! " HLICZBA! " #LICZBA! " #LICZBA! % Barley / milling (flour) 02104 072 HLICZBA! " #LICZBA! " #LUICZBAl " #LICZBA!
6% Soyabeans / boiled 02/0,16 058 #LICZBA! " HLICZBA! " #LICZBA! " #LICZBA! 6% Soyabeans / boiled 02/0,16 058 HLICZBA! " #LICZBA! " #UCZBAl ©  #LICZBA!
4% Rye / boiled 005/0,1 036 #LICZBA! " HLICZBA! " #LICZBA! " #LICZBA! 4% Rye / boiled ,05/0,1 0,36 HLICZBA! " #LICZBA! " #UCZBAl " #LICZBA!
4% Rye / milling (wholemeal)-bal 0,05/0,1 035 #LICZBA! " HLICZBA! " #LICZBA! " #LICZBA! 4% Rye / milling (wholemeal)}-  0,05/0,1 035 HLICZBA! " #LICZBA! " #UCZBAl © #LICZBA!
2% Rapeseeds / oils 015/06 018 #LICZBA! " HLICZBA! " #LICZBA! " #LICZBA! 2% Rapeseeds / oils 015/06 0,18 HLICZBA! " #LICZBA! " #UCZBAl " #LICZBA!
#LICZBA! ‘iLiczeAl 7 #LICZBAI " #LICZBA! #LICZBA! e #LICZBAI 7 #UczBAl " #LICZBA! #LICZBAI . #LICZBAI " #LczBAI 7 #LICZBA! #LICZBA! i’ #LICZBA! " #czBA 7 #LICZBA
#LICZBA! ‘iLiczBAl 7 #LCZBAI " #LICZBA! #LICZBA! e #LICZBAI 7 #uczBAl " #LICZBA! #LICZBAI . #LICZBAI " #LczBAl ” #LICZBA! #LICZBA! . #LICZBA! " #czBAl 7 #LICZBA!
#LICZBA! ‘iLiczeAl 7 #LCZBAI " #LICZBA! #LICZBA e #LICZBAI 7 #uczBAl T #LICZBA! #LICZBAI " #LICZBAI 7 #LczBAl 7 #LICZBAI #LICZBA! . #LICZBA! 7 #czBAl 7 #LICZBA
#LICZBA! ‘iLiczBAl 7 #LICZBAI " #LICZBA! #LICZBA e #LICZBA! 7 HUCzBAl 7 #LICZBA! #LICZBAI " #LICZBA! " #LczBAl 7 #LICZBA! #LICZBA! . #LICZBA! " #czBAl 7 #LICZBA!
#LICZBA! ‘iLiczeA 7 #LICZBAI " #LICZBA! #LICZBA e #LICZBAI 7 #czeAl " #LiczBA #ICZE i #LICZE " #iczBAl " #LICZBAI #LICZBA g #LICZBA " #iczeAl " #LiCZBA
Conclusion:
the tosicological identified for any unprocessed commodty.
A of residues of is unlikely to present risk.
" pr commodites, no the idenfied.

represent
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7.3 Azoxystrobin

General data on Azoxystrobin are summarized in the table below (last updated 2007/12/10)

Table 7.3-1:  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

Not correct

CN (0] OCII3
Octy Correct
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 UK

Approval status

Approve Date of approval 01.01.2012, Reg. (EU)
703/2011

Restriction

SANCO0/11027/2011 Rev 3
20 March 20152
Only uses as fungicide may be authorised.

Review Report

SANCO/11027/2011 Rev 3
20 March 20152

Current MRL regulation

Reg{(EU)-2019/552 Reg. (EU) 2021/1807

Peer review of MRLs according to Article 12 of Reg No
396/2005 EC performed

EFSA Journal 2010; 8(4):1542

EFSA Journal : Conclusion on the peer review

EFSA Journal 2010; 8(4):1542

EFSA Journal: conclusion on article 12

EFSA Journal 2010; 8(4):1542

Current MRL applications on intended uses

Reg-—(EUY)-2619/552 None

* Notifier in the EU process to whom the a.s. belong(s)
**  |fyes: EFSA, YYYY - see list of references
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7.3.1 Stability of Residues (KCP 6.1)

7.3.1.1 Stability of residues during storage of samples

Available data

No new data submitted in the framework of this application.

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

Wheat High starch content 15-meonths Burke, S.R., 1995a
24 month EFSA 2013
Oilseed rape High oil content 24 month Burke, S.R., 1997

Conclusion on stability of residues during storage

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

7.3.12 Stability of residues in sample extracts (KCP 6.1)

From GLP study: J. Kicinska, Study code:

1) ZBBZ-2018/11/DPL/1CZ

2) 19/FSL/12/1PL

3) ZBBZ-2018/11/DPL/1DE

4) ZBBZ-2018/11/DPL/1PL

5) ZBBZ-2018/11/DPL/1FR2

6) ZBBZ-2018/11/DPL/1HU

7) 19/FSL/12/1CZ

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

7.3.2 Nature of residues in plants, livestock and processed commodities

7.3.2.1 Nature of residue in primary crops (KCP 6.2.1)

Available data

No new data submitted in the framework of this application.
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Table 7.3-3: Summary of plant metabolism studies
Application and sampling details
Crop Group Crop Label position |Method, |Rate No |Sampling|Remarks | Reference
For G (a) | (kg (DAT)
a.s./ha)
EU data
Pulses and Peanut 14C-pyrimidinyl | foliar 850 g 2 10 days |- Wehbb, J. et
oilseeds treatment, |as/ha al, 1995
14C- F
cyanopheny|
14C-
phenylacrylate
Cereals Wheat 14C-pyrimidinyl | foliar 500 g 2 |13and62 |- Wi lkinson,
treatment, |as/ha days M J et
14C- F al., 1994
cyanopheny | Allin, R.
14C- et al.,
phenylacrylate 1995

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 U®6.

6. Reduction of the acryllic bond of M 02 [R234886] gives M U5.

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 B7.1.1.4-1 Proposed metabolism of azoxystrobin in plants
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Conclusion on metabolism in primary crops
The metabolism in primary crops presented during Annex | inclusion, covers use of CHR/F/PROTAZO
on winter cereals and winter oilseed rape. No new studies were necessary.

ZRMS comments:

Plant metabolism studies evaluated at Community level support the intended uses proposed in the GAP
for CHR/F/IPROTAZO 375 SC. The residue definition for enforcement and risk assessment in all plant
commodities following foliar application is defined as azoxystrobin.

7.3.2.2 Nature of residue in rotational crops (KCP 6.6.1)

Available data
No new data submitted in the framework of this application.
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Table 7.3-4: Summary of metabolism studies in rotational crops
Application and sampling details
Crop group Crop Label position |Method, | Rate _Sowing Harvest |Remarks | Reference
For G *|(kg intervals | |ntervals
as./ha) |[(DAT) |(DAT)
EU data
Leafy vegetable | lettuce 14C-pyrimidinyl |F 2.21kg [30,200 |30,200 |- Goldshy,
as/ha and 365 |and 365 G., etal.,
days days 1995
14C- 2.2kg 30,200 {30,200 Miller, M.
cyanopheny | as/ha and 365 |and 365 M. and
days days Wilson, W.,
1995
14C- 2.2kg 30,200 |30, 200 Tambling,
pheny lacrylate as/ha and 365 |and 365 D.R.etal,
days days 1995
Root and tuber |Radish 14C-pyrimidinyl |F 2.21 kg 30,200 30,200 |- Goldsby,
vegetables as/ha and 365 |and 365 G, etal,
days days 1995
14C- 2.2kg 30,200 |30, 200 Miller, M.
cyanopheny | as/ha and 365 |and 365 M. and
days days Wilson, W.,
1995
14C- 2.2 kg 30, 200 |30, 200 Tambling,
pheny lacrylate as/ha and 365 |and 365 D.R.etal,
days |days 1995
Cereals wheat 14C-pyrimidinyl |F 2.21kg |30, 200 (30,200 |- Goldsby,
astha and 365 |and 365 G. etal,
days |days 1995
14C- 2.2kg 30,200 {30,200 Miller, M.
cyanopheny| as/ha and 365 |and 365 M. and
days days Wilson, W.,
1995
14C- 2.2 kg 30, 200 |30, 200 Tambling,
phenylacrylate as/ha and 365 |and 365 D.R.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/PROTAZO according to the label.

ZRMS comments:

The nature of residues in rotational crops was evaluated at Community level. Additional studies are not
required. It was concluded that metabolism of azoxystrobin in rotational crops is similar to the
metabolism observed in primary crops. The relevant residue definition in rotational crops is parent

azoxystrobin.

7.3.2.3 Nature of residues in processed commodities (KCP 6.5.1)

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

ZRMS comments:
The nature of residues in processed commodities was evaluated at Community level. Addition studies are

not required.

Conditions Stable? Reference
Pasteurisation (20 min, 90°C, pH | Yes EFSA 2010
4)
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Baking, brewing and boiling (60 | Yes EFSA 2010
min, 100°C, pH 5)

Sterilisation (20 min, 120°C, pH | Yes EFSA 2010
6)

It was concluded that residue pattern in processed commodities is similar to residue pattern in raw
commodities.

7.3.24 Conclusion on the nature of residues in commodities of plant origin (KCP
6.7.1)
Table 7.3-5: Summary of the nature of residues in commaodities 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 rotational crops similar to metabolism | Yes
in primary crops?

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

Residue pattern in processed commodities similar to | Yes
pattern in raw commodities?

Plant residue definition for monitoring Azoxystrobin
Plant residue definition for risk assessment Azoxystrobin
Conversion factor from enforcement to RA None

* If residue pattern in processed commodities is not similar to that in raw commodities
** A more recent proposal by EFSA may be provided as additional information (EFSA RO XXXX).
*** |f no EFSA proposal is available, a proposal should be made by the applicant/zZRMS.

7.3.2.5 Nature of residues in livestock (KCP 6.2.2-6.2.5)

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

Table 7.3-6: Summary of animal metabolism studies
Application details Sample details
Group |Species | Label position a’:?rr?le Rate Duration | Commodity Time of | Reference
(mg/kg (days) >amp-
bw/d) ling
EU data
Lactating |Goat 14C-pyrimidinyl |2 25 7 Milk twice XXXXXXX
ruminants daily
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14C- Urine and faeces | daily
cyanopheny | Tissues at
14C- sacrifice
phenylacrylate
Laying Hens | 14C-pyrimidinyl |6 15 10 Eggs twice XXXXXXX
poultry 14C- daily
cyanopheny | Excreta regular
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 signifi-cant
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 livestock metabolism studies were evaluated at Community level. The general metabolic pathways in
rodents and ruminants were found to be comparable therefore extrapolation from ruminants to pig is
possible. The residue definition for enforcement is defined as azoxystrobin. No conclusion could be
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drown on the toxicological profile of metabolites L1, L4 and L9 (genotoxicity of these metabolites can be
ruled out), additional data at EU level are required. It is proposed on tentative basis, to define the residue
definition for risk assessment as azoxystrobin. Additional studies are not required for this dossier.

7.3.2.6 Conclusion on the nature of residues in commodities of animal origin (KCP
6.7.1)
Table 7.3-7: Summary on the nature of residues in commaodities 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 mg eq/L

concentration Egss: 6-8 days

Animal residue definition for monitoring Azoxystrobin, EFSA Journal 2020;18(8):6231, Reg. (EU) 2021/1807

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 Journal 2020;18(8):6231

Conversion factor -

Metabolism in rat and ruminant similar Yes

Fat soluble residue No, Log Po/w < 3

* A more recent proposal by EFSA may be provided as additional information (EFSA RO XXXX)
** |f no EFSA proposal is available, a proposal should be made by the applicant/zZRMS.
*** If metabolism in rat and ruminant are not similar
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7.3.3

7.3.3.1

Magnitude of residues in plants (KCP 6.3)

Summary of European data and new data supporting the intended uses

New studies on the magnitude of residue have been submitted by the applicant in the framework of this application, which-covers-eGAP for CHR/F/PROTAZO-250-EC. Please refer
to the J. Kicinska, Study code:
1) ZBBZ-2018/11/DPL/1CZ
2) 19/FSL/12/1PL

3) ZBBZ-2018/11/DPL/1DE
4) ZBBZ-2018/11/DPL/1PL
5) ZBBZ-2018/11/DPL/1FR2
6) ZBBZ-2018/11/DPL/1HU
7) 19/FSL/12/1CZ.

These studies are summarized in the Table below.

Table 7.3-8: Summary of EU reported and new data supporting the intended uses of CHR/F/PROTAZO and conformity to existing MRL
Residue
zone |Evaluation Unrounded | =\ rrent
(N-EU, |GAP OECD MRL
. : STMR HR EU MRL .
Commodity Source S-EU, |Residue levels (mg/kg) ) (mg/kg) calculator (mg/kg) compliance
EU, |E =according to enforcement residue definition g/kg g/kg MRL .
outside | RA = according to risk assessment residue definition (mg/kg)
EV)
Wheat EFSA Journal N-EU | GAP on which MRL/EU a.s. assessment is based: 3 x 0.2 kg N/A
(Grain) 2010; 8(4):1542 31 as/ha, BBCH 69, PHI 35d, outdoor
extrapolation E: 3 x<0.01, 0.01, 2 x 0.04, 0.07, 0.09, 0.23
on rye RA: 3 x <0.01, 0.01, 2 x 0.04, 0.07, 0.09, 0.23
Overall supporting |[N-EU | E: 3x<0.01, 0.01, 2 x 0.04, 0.07, 0.09, 0.23 0.04 0.23 0.342 0.5 for Yes
data for cCGAP RA: 3 x<0.01, 0.01, 2 x 0.04, 0.07, 0.09, 0.23 wheat and
rye
Wheat EFSA Scientific EU GAP on which MRL/EU a.s. assessment is based: 3 x 0.2 kg N/A

(straw)

Report (2007) 106,

as/ha, BBCH 69, PHI 35d, outdoor
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1-98 E: 0.34,0.58, 0.65, 0.75, 0.82, 1.5, 2x 1.6, 2.0
RA: 0.34, 0.58, 0.65, 0.75, 0.82, 1.5, 2x 1.6, 2.0
Overall supporting |EU E: 0.34, 0.58, 0.65, 0.75, 0.82, 1.5, 2x 1.6, 2.0 0.82 2.0 85 Yest
data for cGAP RA: 0.34, 0.58, 0.65, 0.75, 0.82, 1.5, 2x 1.6, 2.0
Barley EFSA Journal EU GAP on which MRL/EU a.s. assessment is based: 2 x 0.2 kg N/A
(grain) 2010; 8(4):1542 31 as/ha, BBCH 61, PHI 35d, outdoor
E: <0.01, 0.01, 0.02, 2x 0.04, 0.08, 0.20, 0.43
RA: <0.01, 0.01, 0.02, 2x 0.04, 0.08, 0.20, 0.43
Overall supporting |EU E: <0.01, 0.01, 0.02, 2x 0.04, 0.08, 0.20, 0.43 0.04 0.43 0.687 15 Yes
data for cGAP RA: <0.01, 0.01, 0.02, 2x 0.04, 0.08, 0.20, 0.43
Barley EFSA Journal EU GAP on which MRL/EU a.s. assessment is based: 2 x 0.2 kg N/A
(straw) 2010; 8(4):1542 31 as/ha, BBCH 61, PHI 35d, outdoor
E:0.11,0.39,0.48,0.91,1.3,15,2.7,5.1
RA:0.11,0.39,0.48,0.91,1.3,15,2.7,5.1
Overall supporting |EU E:0.11,0.39,0.48,0.91,1.3,15,2.7,5.1 0.91 5.1 15 Yes
data for cGAP RA:0.11,0.39,0.48,0.91,1.3,15,2.7,5.1
Oilseed rape |New trials EU Trials GAP: 1 x 0.25 kg as/ha, PHI 6035d, N/A
(Seeds) E: <0.01, 0.026, 0.032, 0.035, 0.036, 0.042, 0.046, 0.069, 0.098

extrapolation
on soybeans,
mustard
seeds,
sunflower
seeds, poppy
seeds

J. Kicinska, Study
code:

1) ZBBZ-
2018/11/DPL/1CZ
2) 19/FSL/12/1PL
3) ZBBz-
2018/11/DPL/1DE
4) ZBBZ-
2018/11/DPL/1PL
5) ZBBz-
2018/11/DPL/1FR2
6) ZBBZ-
2018/11/DPL/1HU
7) 19/FSL/12/1CZ
T. Peda, Study
code: 20SGS10

RA: <0.01 0.026, 0.032, 0.035, 0.036, 0.042, 0.046, 0.098
Residue trials performed with SE formulation.
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Overall supporting
data for cGAP

EU

E : <0.01, 0.026, 0.032, 0.035, 0.036, 0.042, 0.046, 0.069, 0.098
RA: <0.01, 0.026, 0.035, 0.036, 0.042, 0.046, 0.069, 0.098

0.036

0.098

0.147

0.5 for
rapeseed,
mustard
seeds,
soybeans,
poppy
seads,
sunflower
seeds

Yes

extrapolation
on soybeans,
mustard
seeds,
sunflower
seeds, poppy
seeds

T

0.5 for

rapeseed,
mustard
seeds,
soybeans,
poppy
seads,
sunflower
seeds

s

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

According to COMMISSION REGULATION (EU) No 283/2013 point “Magnitude of residue trials in plants” studies shall always be performed where the plant
protection product is to be applied to plants or plant products that are used as food or feed. Tobacco is a crop designed for smoking, not for eating. Tobacco have no
edible part therefore residues evaluation isn’t necessary according to EU 283/2013.

According to COMMISSION REGULATION (EU) No 283/2013 point “Magnitude of residue trials in plants” studies shall always be performed where the plant
protection product is to be applied to plants or plant products that are used as food or feed. Coniferous / deciduous forest nurseries and Ornamental shrubs have no
edible part therefore residues evaluation isn’t necessary according to EU 283/2013.
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According to COMMISSION REGULATION (EU) No 283/2013 point “Magnitude of residue trials in plants” studies shall always be performed where the plant
protection product is to be applied to plants or plant products that are used as food or feed. Salix viminalis and Wicker are used for crafting and green energy purposes
and have no edible part so residues evaluation isn’t necessary according to EU 283/2013.

According to COMMISSION REGULATION (EU) No 283/2013 point “Magnitude of residue trials in plants” studies shall always be performed where the plant
protection product is to be applied to plants or plant products that are used as food or feed. Ornamentals are used for crafting and green energy purposes and have no
edible part so residues evaluation isn’t necessary according to EU 283/2013

According to SANCO 7525/V1/95 Rev. 10.2, 23 September 2016 guidance document, residue data set for sunflower, soya, mustard, breadseed poppy, spring oil seed
rape can be obtained winter oilseed rape. According to GAP both all crop covered by winter oil seed rape is designed in end phases BBCH 66 which is “before
forming the edible part” situation. The applied for GAP is considered to be covered by the critical EU GAP that was used for the MRL setting assessment.
Data/information which are source of extrapolation to sunflower, soya, mustard, breadseed poppy, spring oil seed rape on residues in winter oil seed rape were
reviewed during the Annex | inclusion process and were considered to be acceptable and no further data have been generated according to Guidance Document
SANCO 7525/V1/95 Rev. 10.2.23 September 2016.

According to SANCO 7525/V1/95 Rev. 10.2, 23 September 2016 guidance document, residue data set for spring rye can be obtained wheat. According to GAP
spring rye is designed in the same phases BBCH is “before forming the edible part” situation. The applied for GAP is considered to be covered by the critical EU
GAP that was used for the MRL setting assessment. Data/information which are source of extrapolation to spring rye on residues in wheat were reviewed during the
Annex | inclusion process and were considered to be acceptable and no further data have been generated according to Guidance Document SANCO 7525/V1/95 Rev.
10.2.23 September 2016
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7.3.3.2 Conclusion on the magnitude of residues in plants

According to the available data, the intended uses on cereals and oilseed rape are was considered
acceptable, for beth-indeerand outdoor uses.

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

The uses are considered acceptable.

ZRMS comments:

GAP proposed for CHR/F/PROTAZO 375 SC is covered by GAP evaluated at EU level. For the proposed
use in oilseed rape, the Applicant has provided 8 trials. According to the SANCO 7525/V1/95 Rev. 10.3
oilseed rape is regarded as a major crop therefore 8 trials are required.

According to the SANTE/2019/12752, it is possible to extrapolate from any representatives of the
oilseeds group (except peenuts) to the whole group in the case the use takes place before forming of the
edible part. The proposed use in max BBCH(69) for sunflower, soya, poppy seeds and mustard seeds
concerns the flowering phase, ie before the development of the edible parts of the plant. Therefore, the
proposed extrapolation of residue results from rapeseed to sunflower, soya, poppy seeds and mustard
seeds is accepted. In all cases, the results show no residues above the applicable MRLs.

However, the studies submitted by the Applicant were performed for formulation SE, while the proposed
formulation is SC. For this reason the Applicant has provided bridging studies showing that the residue
levels will not be higher when used in the formulation proposed in the GAP for CHR/F/PROTAZO 375
SC. These studies have been approved. No additional studies are required.

7.3.4 Magnitude of residues in livestock

Data/information on livestock feeding studies were reviewed during the Annex | inclusion process and
was considered to be acceptable and no further data have been generated.

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 [TA point 6.4, Annex ITIA point §.3)

Ruminant: Pouliry: 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) (yes/no - If yes, specify mg/kg DM mg'kg DM mg'kg DM
the level) (dairv/beef cattle)
Potential for accumulation (yes/no): No No No
Metabolism studies indicate potential level of N N N
residues = 0.01 mg/kg in edible fissues @ we @

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

Muscle =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)

Eggs =0.01 mg'kg

(45N dose)
7.3.5 Magnitude of residues in processed commodities (Industrial Processing

and/or Household Preparation) (KCP 6.5.2-6.5.3)

Data/information on processing studies were reviewed during the Annex | inclusion of Azoxystrobin were
considered acceptable. No further studies have been performed.
Under conditions designed to mimic pasteurisation, baking, brewing, boiling and sterilization there was
no significant hydrolysis of azoxystrobin following incubation at different pH values and temperatures.
Azoxystrobin in stable under conditions representative of pasteuristaion, baking, brewing, boiling and
sterilisation and no additional metabolites are formed in processed commodities as compared to raw
agricultural commodities. The definition of the residue in processed commodities as compared to raw
agricultural commodities. The definition of the residue in processed crop commodities is azoxystrobin
only.
Effects on residue levels have been investigated in studies on three crops, beans, barley and wheat —
Three mass balance studies were conducted for the cooking and canning of beans. For barley two
processes were investigated:

- Malting and brewing; one balance and three follow-up studies

- Production of pot barley; two balance and two follow-up studies
For wheat two sequentional processes were investigated:

- Milling: one balance and three follow-up, followed by

- Baking: one balance and three follow-up
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Processing factors (Annex ITA, point 6.5, Annex ITTA, point 8.4)

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

Crop / processed crop Number of Transfer factor | % Transference®
studies
Beans with pods = tips 3 1.6
Beans with pods = trimmed beans 3 0.41
Beans with pods = blanched beans 3 =0.3
Beans with pods = canned beans 3 0.42
Beans with pods 2 cooked beans 3 =0.29
Barley grain 2 cleaned grain 1 0.8
Barley grain 2 malt 4 =(0.19
Barley grain - malt sprouts 1 0.4
Barley grain - spent grain 3 0.61
Barley grain 2 flocs 1 0.6
Barley grain -2 wort 2 =0.35
Barley grain - spent veast 3 0.31
Barley grain —» voung beer 2 =0.35
Barley grain - beer 4 =0.23
Barley grain —» abrasion dust 4 3.25
Barley grain 2 pot barley 4 =0.25
Wheat = cleaned grain 2 0.42
Wheat < offal/screenings 2 12 4
Wheat = bran 4 1.67
Wheat = flour type 530 4 0.45
Wheat - wholemeal flour 4 0.68
7.3.6 Magnitude of residues in representative succeeding crops

Data/information on residues in succeeding crops were reviewed during the Annex | 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.
Residues of azoxystrobin from field rotational crops

Crop Type Crop (part) Trial Highest Residue Found | Application Rate | Field-rate residue®*
(mg/kg)* (gha)* (mg/kg)
Leafy vegetable Mustard Greens 04-IL95-521 0.01 206 0.01
01-NC95522 0.01 206 0.01
05-MS-95-526 0.01 1792 0.01
01-NC-95-527 0.01 1792 0.01
Leaf Lettuce ES-FR-002-01 0.01 2240 0.01
W2-FR-004/01/005-01 0.02 2240 0.01
F.oot vegetable Fadish Tops 04-IL-95-521 0.01 296 0.01
Turnip Tops 01-NC95-522 =0.01 296 0.01
05-M5-95-526 0.01 1792 0.01
01-NC-95-527 0.01 1792 0.01
Beet Tops E5-FR-002-01 0.01 2240 0.01
W2-FR-004/01/005-01 0.02 2240 0.01
Root vegetable Fadish Eoots 04-T1.-95-521 0.01 296 0.01
Tumip Foots 01-NC-95-522 0.01 206 0.01
05-MS5-95-326 0.01 1792 0.01
01-NC-83-527 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
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Residues of azoxvstrobin 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 04-11-95-521 0.01 296 0.01
01-NC-95-522 0.02 806 0.01
05-M5-95-326 0.02 1792 0.01
01-NC-95-327 0.02 1792 0.01
E3-FR-001-01 0.04 1240 0.01
W2-FR-004/01/005-01 021 1240 0.05
Cereal Wheat Hay 04-1.-95-521 0.01 206 0.01
01-NC-85-512 0.01 296 0.01
05-M5-95-526 0.01 1792 0.01
01-NC-93-327 0.01 1792 0.01
E5-FE-001-01 0.03 2240 0.01
W2-FR-004/01/005-01 0.12 1240 0.03
Cereal Wheat Straw 04-1L-95-521 0.01 806 0.01
01-NC-85-522 0.01 896 0.01
05-M5-95-326 0.04 1792 0.01
01-NC-95-527 0.01 1792 0.01
E5-FE.-001-01 0.09 2240 0.02
W2-FRA04/01/005-01 0.19 1240 0.04
Cereal Wheat Grain 04-1L-95-521 0.01 806 0.01
01-NC-95-522 0.01 896 0.01
05-M5-95-326 0.01 1792 0.01
01-NC-85-527 0.01 1792 0.01
E5-FE-001-01 0.01 1240 0.01
W2-FR.-004/01/005-01 0.01 2240 0.01

zZRMS comments:

According to the EFSA Journal 2020;18(8):6231: Several rotational crop field trials were evaluated in
the framework of the peer review (United Kingdom, 2009). At harvest, azoxystrobin residues were
expected to be below the LOQ (0.01 mg/kg) in all mature plant parts except in wheat forage and wheat
straw where the highest residues were expected to be 0.05 mg/kg and 0.04 mg/kg, respectively. However,
no impact on the residue level in products of animal origin is expected (EFSA, 2013).

Based on field rotational crop studies evaluated at Community level residues in rotational and succeeding
crops have no impact on the MRLs in plants and livestock commaodities.

Considering that the proposed uses are not more critical than those assessed at Community level, no risk
mitigation measures need to be proposed.

7.3.7 Other / special studies (KCA6.10, 6.10.1)

New studies residue in honey matrix have been submitted by the applicant in the framework of this
application, which covers cGAP for CHR/F/PROTAZO 375 SC

Table 7.3-9: Summary of EU reported and new data supporting the intended uses of
CHR/F/PROTAZO and conformity to existing MRL
Residue
zone Unrounded | Current
(N-EU, - OECD EU MRL
Commodity | Source | S-EU, (R;S'/?(U(; [els (?T']I'IXI(R) (mH/Ff( ) calculator | MRL |compliance
EU, gKg gik@) | (mgikg)| ~MRL | (malkg)
outside (mg/kg) *
EU)
Honey A.Perny, |EU Azoxystrobin: 3x N/A
Study <0.003, 1x <0.01
code:
C0278
C0239
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C0278
C0279

Overall EU Azoxystrobin: 3x <0.003 |<0.01 0.05 Yes
supporting <0.003, 1x <0.01
data for
cGAP

ZRMS comments:

According to the SANTE/11956/2016 rev.9 rape seed, soya bean, sunflower seed, mustard seed have
melliferous capacity. In addition proposed use in rape seed is during flowering and azoxystrobin is
systemic substance. Taking into account the above, a residue trials in honey for these crops, are required
and were provided by the Applicant. The provided studies were accepted and show no prothioconazole
and azoxystrobin residues in the honey after CHR/F/PROTAZO 375 SC application according to the
proposed GAP.

7.3.8 Estimation of exposure through diet and other means (KCP 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 7.3-10: Input values for the consumer risk assessment
Chronic risk assessment Acute risk assessment
Commodity Input value Input value
(mg/kg) Comment (mg/kg) Comment
Risk assessment residue Azoxystrobin
Wheat 05 Reg. (EU) 2019/552 |0:5 Reg(EU)-2019/552
Barley 15 Reg. (EU) 2019/552 | &5 Reg—(EU)-2019/552
Oilseed rape 0.5 Reg. (EU) 2019/552 |65 Reg—(EU)-2019/552
Rye 0.5 Reg. (EU) 2019/552 |05 Reg(EU)2019/552
Poppy seed 0.5 Reg. (EU) 2019/552 |95 Reg—(EU)-2019/552
Sunflower seed 0.5 Reg. (EU) 2019/552 |65 Reg-—(EU)-2019/552
Soyabeams 0.5 Reg. (EU) 2019/552 |65 Reg—(EU)-2019/552
Mustard seed 0.5 Reg. (EU) 2019/552 |65 Reg-—(EU)-2019/552
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ZRMS comments:

Acute risk assessment is not relevant since no ARfD was deemed necessary. Additionally, a chronic risk
assessment was performed using PRIMo rev. 3.1 and taking into account all applicable MRL values
(overestimation). Results are presented below.

" :
> Azoxystrobin £
©

x
x LOQs (mgfkg) range from: Details - chronic risk Supplementary results -
i e S a B o cologcallere ence el assessment chronicrisk assessment
A0 (mg/kg bwiday) 02 [ARID (mgkg bw): insertvaid entry
European Food Safety Authority source of ADL source of ARD: Details - acute. risk Details - acute risk
. assessment/children assessment/adults
EFSA PRIMo revision 3.1; 2019/03/19 |Year of evaluation: |vear of evaluation
nis:

Commer

Chronic risk assessment: JMPR methodology (IEDI/TMDI)
INo of diets exceeding the ADI ‘
mert
Expsoure | Highest contributor to 2nd contributor to 3rd contrbutor to MS (%ot ADy| (n%otAD)
Calculated exposure (ugikg bw per S diet S diet diet
6ol AD) WS Diet day) in % of ADY) in % of AD) (in% of ADY
82% NL toddler 164,92 17% 5% 3%
6% DE child 138,19 30% 9% 3%
68% NL child 135,62 21% 12% 1%
57% FR chid 315 yr 1313 26% 9% 5%
50% GEMS/Food GO6 9935 % % 5%
8% 9595 15% 12% 8%
a7% 9317 8% 8% 5%
z 6% 9229 13% 10% 2%
z 45% 90,54 10% 8% 3%
g aa% 83,06 1% ™% ™
3 aag 8759 1% % a
g 4% 87.35 14% 1% %
2 3% 86,86 15% 6% £
s a1% 8203 14% 3% 3%
3 40% 7964 12% 1% 4%
§ 39% 7847 12% 5% 3%
8 39% 77,61 19% % %
5 38% 7613 13% % %
B 37% 74,30 16% 6% 3%
2 7% 73,00 % 8% 7%
< 36% 7121 1% 10% %
2 34% 67,05 17% 3% 2%
3 2% 54,14 14% 2% 1%
kS 21% 53,86 10% % 3%
2 23% 4685 6% 5% 1%
g 23% 46,40 % 3% 2%
2 23% 45,69 9% Potatoes 1% 1%
2 22% 44,98 % 3% 2%
g 2% w28 o 6 %
g 20% 4081 3% 3% 2%
20% 3956 12% 2% 1%
19% 38,49 5% % 2%
16% 32,82 1% 10% 0.9%
15% 29,68 % 3% 1%
14% 27,38 % 1% 1%
6% 1,34 2% 0% 0%
C
! m dietary intake (TMDUNEDUIEDI) was below the ADI
u iake of residues of Azoxystrobin is unlikely (o present a public health concern.

Extensive calculation sheets are presented in Appendix 3.

Table 7.3-11: Consumer risk assessment
TMDI (% ADI) according to EFSA PRIMo 2 % (based on GEMS/Food G11)
IEDI (% ADI) according to EFSA PRIMo 2 % (based on GEMS/Food G11)

* 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/PROTAZO do not represent unacceptable
acute and chronic risks for the consumer.

ZRMS comments:

TMDI (% ADI) according to EFSA PRIMo 82 % (based on NL toddler)
IEDI (% ADI) according to EFSA PRIMo Not necessary
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
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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.

The following paragraphs are to be considered as proposals, based on “standard” criteria.

The product is a mixture of three active substances, but for only one of them has an acute reference dose
been allocated

zZRMS comments:
The zZRMS does not agree with the calculations provided below by the Applicant. No EU-harmonized
guidance is available on the risk assessment of combined exposure to multiple active substances.

7.4.1 Acute consumer risk assessment from combined exposure

In a first step, dose-addition of residues of the individual active substances is assumed by making use of
the Hazard Index (HI) concept. The Hazard Quotient (HQ) is calculated for all active substances in the
PPP that are acutely toxic by performing deterministic IESTI/NESTI calculations with the calculation
models EFSA PRIMO (rev.2) and appropriate national models, if required, and dividing the individual
exposure levels by the respective ARfD. Addition of the individual HQs irrespective of any
considerations on phenomenological effects or mode(s)/mechanisms of action results in the HI. The
results of the HQ/HI calculations are summarized in the following table.

Table 7.4-1: Acute consumer risk assessment from combined exposure
HQ (based on IESTI
Crop Active Ingredient according to EFSA
PRIMo)
All crope Prothioconazole-desthio 0.08
Azoxystrobin 0.02
Cumulative risk Maize (HI) 0.1

* if national model wanted, otherwise to be deleted

The Hazard Index is <1. Thus combined exposure to all active substances in CHR/F/PROTAZO is not
expected to present a consumer risk. No further refinement of the assessment is required.

74.2 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.

References
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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. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner

GLP or GEP status Y/N

Published or not
KCP J. Dievold 2020 | Determination of Prothioconazole-desthio (sum of isomers) Residues in Qilseed rape Following One
6.3/01 Foliar application with CHR/F/PROTIO 250 EC under Field Conditions in Northern Europe in 2019

Study No.: B9146

Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished
KCP J. Dievold 2020 | Determination of Prothioconazole-desthio (sum of isomers) Residues in Oilseed rape Following One N Chemirol
6.3/02 Foliar application with CHR/F/PROTIO 250 EC under Field Conditions in Northern Europe in 2019

Study No.: B9147

Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished
KCP J. Dievold 2020 | Determination of Prothioconazole-desthio (sum of isomers) Residues in Oilseed rape Following One N Chemirol
6.3/03 Foliar application with CHR/F/PROTIO 250 EC under Field Conditions in Northern Europe in 2019

Study No.: B9148

Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished
KCP J. Dievold 2020 |Determination of Prothioconazole-desthio (sum of isomers) Residues in Oilseed rape Following One N Chemirol
6.3/04 Foliar application with CHR/F/PROTIO 250 EC under Field Conditions in Northern Europe in 2019

Study No.: B9149

Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished
KCP J. Dievold 2020 |Determination of Prothioconazole-desthio (sum of isomers) Residues in Oilseed rape Following One N Chemirol
6.3/05 Foliar application with CHR/F/PROTIO 250 EC under Field Conditions in Northern Europe in 2019




CHR/F/PROTAZO / CLARO 375 SC, KAJMAN 375 SC Page 78 /184
Part B — Section 7 - Core Assessment
Applicant version

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

Study No.: B9150
Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished
KCP J. Dievold 2020 | Determination of Prothioconazole-desthio (sum of isomers) Residues in Oilseed rape Following One N Chemirol
6.3/06 Foliar application with CHR/F/PROTIO 250 EC under Field Conditions in Northern Europe in 2019

Study No.: B9151
Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished
KCP J. Kicinska 2019 |DETERMINATION OF AZOXYSTROBIN IN OILSEED RAPE AFTER APPLICATION OF N Chemirol
6.3/07 AZOXYSTROBIN 250 SE IN CZECH REPUBLIC - 2018

Study code: ZBBZ-2018/11/DPL/1CZ
FOOD Safety Laboratory Research Intitute of Horticulture, Skierniecwice, Poland

GLP

Unpublished
KCP J. Kicinska 2019 |DETERMINATION OF AZOXYSTROBIN IN OILSEED RAPE AFTER N Chemirol
6.3/08 APPLICATION OF AZOXYSTROBIN 250 SE IN POLAND - 2019

Study code: 19/FSL/12/1PL
FOOD Safety Laboratory Research Intitute of Horticulture, Skierniecwice, Poland

GLP

Unpublished
KCP J. Kicinska 2019 |DETERMINATION OF AZOXYSTROBIN IN OILSEED RAPE AFTER N Chemirol
6.3/09 APPLICATION OF AZOXYSTROBIN 250 SE IN GERMANY - 2018

Study code: ZBBZ-2018/11/DPL/1DE

FOOD Safety Laboratory Research Intitute of Horticulture, Skierniecwice, Poland
GLP

Unpublished

KCP J. Kicinska 2019 |DETERMINATION OF AZOXYSTROBIN IN OILSEED RAPE AFTER N Chemirol
6.3/010 APPLICATION OF AZOXYSTROBIN 250 SE IN POLAND - 2018
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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

Study code: ZBBZ-2018/11/DPL/1PL
FOOD Safety Laboratory Research Intitute of Horticulture, Skierniecwice, Poland

GLP

Unpublished
KCP J. Kicinska 2019 |DETERMINATION OF AZOXYSTROBIN IN OILSEED RAPE AFTER N Chemirol
6.3/11 APPLICATION OF AZOXYSTROBIN 250 SE IN NORTHERN FRANCE - 2018

Study code: ZBBZ-2018/11/DPL/1FR2
FOOD Safety Laboratory Research Intitute of Horticulture, Skierniecwice, Poland

GLP

Unpublished
KCP J. Kicinska 2019 |DETERMINATION OF AZOXYSTROBIN IN OILSEED RAPE AFTER N Chemirol
6.3/12 APPLICATION OF AZOXYSTROBIN 250 SE IN HUNGARY - 2018

Study code: ZBBZ-2018/11/DPL/1HU
FOOD Safety Laboratory Research Intitute of Horticulture, Skierniecwice, Poland

GLP

Unpublished
KCP J. Kicinska 2019 |DETERMINATION OF AZOXYSTROBIN IN OILSEED RAPE AFTER N Chemirol
6.3/13 APPLICATION OF AZOXYSTROBIN 250 SE IN CZECH REPUBLIC - 2019

Study code: 19/FSL/12/1CZ
FOOD Safety Laboratory Research Intitute of Horticulture, Skierniecwice, Poland

GLP

Unpublished
KCP C. Ertus 2018 |Determination of Prothioconazole-desthio (sum of isomers) Residues in Oilseed rape Following One N Chemirol
6.3/14 Generation of Field Specimens for the determination of Azoxystrobin Residues in Oilseed Rape

Following Foliar application with Azoxystrobin 250 SE under Field Conditions in Hungary in 2018
Study No.: B8178

Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished

KCP C. Ertus 2018 |Generation of Field Specimens for the determination of Azoxystrobin Residues in Oilseed Rape N Chemirol
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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

6.3/15 Following Foliar application with AZOXYSTROBIN 250 SE under Field Conditions in Czech Republic
in 2018

Study No.: B8186

Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished
KCP C. Ertus 2018 | Generation of Field Specimens for the determination of Azoxystrobin Residues in Oilseed Rape N Chemirol
6.3/16 Following Foliar application with AZOXYSTROBIN 250 SE under Field Conditions in Poland in 2018

Study No.: B8187
Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished
KCP C. Ertus 2018 | Generation of Field Specimens for the determination of Azoxystrobin Residues in Qilseed Rape N Chemirol
6.3/17 Following Foliar application with AZOXYSTROBIN 250 SE under Field Conditions in Germany in 2018

Study No.: B8188
Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished
KCP C. Ertus 2018 | Generation of Field Specimens for the determination of Azoxystrobin Residues in Oilseed Rape N Chemirol
6.3/18 Following Foliar application with AZOXYSTROBIN 250 SE under Field Conditions in Northern France

in 2018

Study No.: B8190
Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished
KCP C. Ertus 2019 |Generation of field specimens for the determination of Azoxystrobin residues in Oilseed rape following N Chemirol
6.3/19 foliar application with AZOXYSTROBIN 250 SE under field Conditions in Czech Republic in 2019

Study No.: B9215
Anadiag, 16 rue Ampere, 67500 Haguenau, France
GLP
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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

Unpublished

KCP C. Ertus 2019 |Generation of field specimens for the determination of Azoxystrobin residues in Oilseed rape following N Chemirol
6.3/20 foliar application with AZOXYSTROBIN 250 SE under field Conditions in Poland in 2019
Study No.: B9216

Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished
KCP T. Peda 2021 | Magnitude of the residue of azoxystrobin in Oil Seed Rape (Raw Agricultural Commaodity) after one N Chemirol
6.3/21 application of CHR/F/AZX — one harvest trial in Poland - 2020

Study No.: 20SGS10
SGS Poland Sp. z 0.0., ul. Jana Kazimierza 3, 01-248 Warszawa, Polska

GLP

Unpublished
KCP A. Perny 2021 |Determination of Prothioconazole and Azoxystrobin Residues in Honey and Pollen Following Foliar N Chemirol
6.3/22 application on Phacelia with CHR/F/PROTAZO 375 SC under semi field Conditions in Northern Europe

in 2020

Study No.: C0277
Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished
KCP A. Perny 2021 | Determination of Prothioconazole, Prothioconazole-desthio and Azoxystrobin Residues in Honey and N Chemirol
6.3/23 Pollen Following Foliar application on Phacelia with CHR/F/PROTAZO 375 SC under semi field

Conditions in Southern Europe in 2020
Study No.: C0278
Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished
KCP A. Perny 2021 |Determination of Prothioconazole and Azoxystrobin Residues in Honey and Pollen Following Foliar N Chemirol
6.3/24 application on Phacelia with CHR/F/PROTAZQO 375 SC under semi field Conditions in Southern Europe

in 2020
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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

Study No.: C0279

Anadiag, 16 rue Ampere, 67500 Haguenau, France
GLP

Unpublished

KCP
6.3/25

A. Perny

2021

Determination of Prothioconazole and Azoxystrobin Residues in Honey and Pollen Following Foliar
application on Phacelia with CHR/F/PROTAZO 375 SC under semi field Conditions in Northern Europe
in 2020

Study No.: C0239

Anadiag, 16 rue Ampere, 67500 Haguenau, France

GLP

Unpublished

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
6.1/01

Heinemann, O.

2001

18 months storage stability of residues of JAU 6476 and JAU 6476-Desthio during frozen storage in/on
wheat matrices

Bayer AG, Report No.: MR-282/00,

GLP

Unpublish

BAY

KCP
6.1/02

Freitag, T.

2005

Storage stability of prothioconazole-desthio in/on canola, spinach, sugar beet, tomato and pea during
freezer strorage for 24 months.

Bayer CropScience AG

Report No.: MR-07/282, Edition number: M-258955-02-1

GLP

Unpublished

BAY
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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

KCP Haas, M. 2000 |Metabolism of JAU6476 in spring wheat (after foliar application) N BAY
6.2.1/01 Bornatsch, W. Bayer AG, Report No.: MR-198/99
GLP

Unpublished

KCP Vogeler, K. 1993 | Metabolism of SXX 0665 in summer wheat N BAY
6.2.1/02 Sakamoto, H. Bayer AG, Report No.: PF3906,
Brauner, A. GLP

Unpublished

KCP Haas, M. 2001 |Extraction efficiency testing of the residue method (00647) for the determination of JAU N BAY
6.2.1/03 6476 residues in spring wheat using aged radioactive residues
Bayer AG, Report No.: MR-084/01,

GLP

Unpublished

KCP Haas, M. 2001 |Metabolism of [pheny|-UL-14C]JAU6476 in peanuts N BAY
6.2.1/04 Bayer AG, Report No.: MR-193/01,
GLP

Unpub | i shed

KCP XXXXXXXXXXX 2001 | [Pheny!-UL-14C]JAU6476 Absorption, distribution, excretion and metabolism in the Y BAY
6.2.2/01 lactating goat

XXXXXXXXXxXX, Report No.: MR-092/01
GLP

Unpub | i shed

KCP XXXXXXXXXXX 2002 | [Pheny|-UL-14C]JAU6476—desthio Absorption, distribution, excretion, and metabolism in the Y BAY
6.2.2/02 lactating goat

XXXXXXXXXXXXX, Report No.: MR-091/01
GLP

Unpub | ished

KCP XXXXXXXKXXXX 2001 | [Pheny!-UL-14C]1JAU6476 Absorption, distribution, excretion and metabolism in laying hens Y BAY
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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

6.2.2/03

XXXXXXXxx, Report No.: MR-309/01
GLP
Unpub | i shed

KCP
6.3/01

Heinemann, O.

2001

Determination of residues of JAU 6476-desthio on spring wheat and winter wheat following
seed treatment

of JAU 6476 200 FS and spray application of JAU 6476 250 EC in Germany, Northern France,
and Great Britain

Bayer AG, Report No.: RA-2003/99, Report includes Trial Nos. :

R 1999 0023/6

R 1999 0025/2

R 1999 0026,/0

R 1999 0027/9

R 1999 0266/2

GLP

Unpub | i shed

N BAY

KCP
6.3/02

Heinemann, O.

2001

Determination of residues of JAU 6476-desthio on spring wheat after spray application of
JAU 6476 250 EC in Sweden, Germany, Northern France and Great Britain

Bayer AG, Report No.: RA-2104/00, Report includes Trial Nos. :

R 2000 0454/0

R 2000 0457/5

R 2000 0474/5

R 2000 0475/3

R 2000 0476/1

GLP

Unpub | i shed

N BAY

KCP
6.3/03

Heinemann, O.

2001

Determination of residues of JAU6476-Desthio on winter wheat following seed treatmen of
JAU6476 200 FS and spray application of JAU6476 250 EC in France, Spain and Italy

Bayer AG, Report No.: RA-2149/98, Report includes Trial Nos. :

R 1998 1314/1

N BAY
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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

R 1998 1586/1
R 1998 1588/8
R 1998 1589/6
GLP
Unpub | i shed

KCP
6.3/04

Heinemann, O.

2001

Determination of residues of JAU 6476-desthio in/on wheat and triticale after spray
application of JAU 6476

250 EC in Spain and France

Bayer AG, Report No.: RA-2105/00, Report includes Trial Nos. :

R 2000 0482/6

R 2000 0479/6

R 2000 0478/8

R 2000 0455/9

GLP

Unpub | i shed

N BAY

KCP
6.3/05

Heinemann, O.

2001

Determination of residues of JAU 6476-desthio on spring barley following seed treatment
of JAU 6476 200 FS and spray application of JAU 6476 250 EC in Germany

Bayer AG, Report No.: RA-2150/98

GLP

Unpub | i shed

N BAY

KCP
6.3/06

Heinemann, O.
Elke, K.

2001

Determintion of residues of JAU 6476-desthio on spring barley following seed treatment of
JAU 6476 200 FS and spray application of JAU 6476 250 EGC in Germany, France and Great
Britain

Bayer AG, Report No.: RA-2140/98, Report includes Trial Nos. :

R 1998 1582/9

R 1998 1581/0

R 1998 1580/2

R 1998 1247/1

GLP

N BAY
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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

Unpub | ished

KCP
6.3/07

Heinemann, O.

2001

Determination of residues of JAU 6476-desthio on spring barley after spray application of
JAU 6476 250 EC

in Sweden, Germany, Nothern France and Great Britain

Bayer AG, Report No.: RA-2101/00, Report includes Trial Nos. :
R 2000 0452/4

R 2000 0456,/7

R 2000 0462/1

R 2000 0464/8

R 2000 0465/6

GLP

Unpub | i shed

BAY

KCP
6.4.1/01

XXXXXXXXXXXXX

2001

JAU 6476-desthio — Dairy cattle feeding study

XXXXXXXXXXXXXXX, Report No.: MR-535/00, Report includes Trial Nos. :
P 673003007

GLP

Unpub | i shed

BAY

KCP
6.6.1/01

Haas, M.

2001

Confined rotational crop study with JAU6476
Bayer AG, Report No.: MR-159/00

GLP

Unpub | i shed

BAY

Azoxystrobin

KCP
6.1/03

Burke, S.R.

1997

Azoxystrobin and R230310: storage stability in various crops stored deep frozen for up to
two years. Final report

Report RJ2404B

ZENECA agrochemicals

Syngenta

KCP

Burke, S.R.

1995a

ICIA5504 and R230310: Storage stability in Various Crops Stored Deep Frozen for up to two

Syngenta
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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
6.1/04 years. Interim 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 | IGIA5504: Metabolism in Winter Wheat N Syngenta
6.2.1/06 RJ1682B
RIP96-00103
KCP Allin, R. et al. 1995 |ICIA5504: Metabolism in Winter Wheat N Syngenta
6.2.1/07 RJ1888B
RIP96-00104
KCP Goldsby, G. et al. 1995 |[ICIA5504 (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 RR 95-011B
Walker, F.H. RIP96-00142
KCP XXXXXXXXXXXX 1995 |ICIA5504: Metablism of Orally Administered Multiple Doses in the Lactating Goat Y Syngenta
6.2.2/04 RJ1805B
RIP96-00107
KCP XXXXXXXXXXXX 1996 |ICIA5504: Metabolism of orally Administered Multiple Doses in Lactating Goat Y Syngenta
6.2.2/05 RJ2083B
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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

Syngenta File No. 1C15504/0739
KCP XXXXXXXXXXXX 1996 |14C-ICIA5504: Metabolism of Orally Administered Multiple Doses in the Laying Hens Y Syngenta
6.2.2/06 RJ2084B

Syngenta File No. 1C15504/0738
KCP Sapiets, A. 1995 |ICIA5504: Residue Levels in Wheat Grain and Milled Process Fractions from a Trial carried N Syngenta
6.3/08 Chamier, O. out in Germany drugin 1995

Dittrich, R.. JR2065B, RIP96-00191

KCP Sapiets, A. 1997 |ICIA5504: Residue Levels in Malting Barley and Process Fractions from Studies Conducted N Syngenta
6.3/09 Chamier, O. in Germany during 1996

RJ2382B

GLP

Unpub | i shed
KCP Sapiets, A. and Hall, 1998 |ICIA5504: Residue Levels in Malting Barley and Brewing Fractions from a Trial conducted N Syngenta
6.3/10 G. in the United Kingdom during 1996

RJ2452B

GLP

Unpub | ished
KCP Simon, P. 2006 |Azoxystrobin: Residue Study in or on Barley and Processed Barley Products in Germany 2005 N Syngenta
6.3/11 (Test Product: A12705B)

Report No. gha210004, Syngenta File No. 1C15504/3546

Syngenta Agro GMBH, Germany
KCP Heillaut, C. 2008 |Azoxystrobin (IGI5504) : Residue Study on Wheat and Processed Wheat Products from N Syngenta
6.3/12 Switzerland in 2006

Report No. T000676-06-REG. ADME, Syngneta File No. 1CI15504/3940

Bioanalyses, France
KCP Sapiets, A., Chamier, | 1996 |Processing study: milling/baking of wheat N Syngenta
6.5.2/01 0. and Dittrich, R. RJ2065B 1C15504/0718
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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
KCP Clarke, D.M. and 1997 |Processing study: milling/baking of wheat RJ2297B N Syngenta
6.5.2/02 Chamier, O.D.
oo B A ' | -
S oA ' | -
Sors s A ' | -
Sors s A ' | -
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Appendix 2 Detailed evaluation of the additional studies relied upon
A2l Prothioconazole

A2l1 Stability of residues

No new studies was performed.

A21.2 Nature of residues in plants, livestock and processed commodities

No new studies was performed.

A213 Magnitude of residues in plants
Type of GAP Number of Application rate Interval Growth stage at | PHI (days)
applications per treatment between last application
application
cGAP EU (DAR, 2004) |Max. 2 175 g/ha 14-28 days Application from |56
BBCH 53
cGAP EU (Art. 12, Max. 2 120 g a.i./ha 14 days - 28
2014)
Intended cGAP Max. 1 175 g a.s./ha - BBCH 69 56
A2131 Study 1

Comments of zZRMS: |Not accepted.
The study does not support the proposed use. The proposed PHI (56) is shorter
than DALA in the study (64). No residue results for seeds for PHI56.

Reference: KCP 6.3/01

Report Determination of Prothioconazole-desthio (sum of isomers) Residues in
Oilseed rape Following One Foliar application with CHR/F/PROTIO 250 EC
under Field Conditions in Northern Europe in 2019, J. Diebold, Study code:

B9146
Guideline(s): Regulation (EC) No. 1107/2009
Deviations: No
GLP: Yes

Acceptability: Yes
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The objective of the study was to determine the residue levels of prothioconazole-desthio (sum
of isomers) in oilseed rape raw agricultural commodity after one foliar application of the
formulated product CHR/F/PROTIO 250 EC (250 g prothioconazole/L), at the rate of 0.8 L/ha.
The study consisted of two phases: the field phase and the analytical phase. The study was
conducted under field conditions at 1 site in Czech Republic. The trial was sampled frequently to
monitor the decline of residues shortly after the treatment and at harvest. One plot was treated
once with CHR/F/PROTIO 250 EC at the application rate of 0.8 L/ha (200 ¢
prothioconazole/ha). The application was made at BBCH 65-67 and 64 days before harvest. One
plot remained untreated. Sampling was performed just before application in the untreated plot,
just after application in the treated plot, then 14, 32, 46 and 64 days after the application (at
maturity of the crop) in both plots. Prothioconazole-desthio (sum of isomers) residues were
analysed in samples harvested during the field phase.
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Storage and identification of specimens
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Field specimens were collected, frozen and dispatched to ANADIAG laboratory for residue analysis by
the persons in charge of the field trials.

The specimens were treated according to ANADIAG SOPs for receipt, identification and storage.
Analytical references and storage time are summarized in the following table:

TRIAL No. B9147 PL1

Analytical . Harve§t / Extraction S'_[orage Analysis S.torage

Sample No. Field Sample No. Sampling Date time of date time of
Date samples* extracts**

B9146 01 01 B9146 CZ1/U0/A 17/05/2019 | 19/08/2019 94 22/08/2019 3
B9146 01 02 B9146 CZ1/T0/A 17/05/2019 | 19/08/2019 94 22/08/2019 3
B9146 01 03 B9146 CZ1/U1/A 31/05/2019 | 19/08/2019 80 22/08/2019 3
B9146 01 04 B9146 CZ1/T1/A 31/05/2019 | 19/08/2019 80 22/08/2019 3
B9146 01 05 B9146 CZ1/U2/A 18/06/2019 | 19/08/2019 62 22/08/2019 3
B9146 01 06 B9146 CZ1/T2/A 18/06/2019 | 19/08/2019 62 22/08/2019 3
B9146 01 07 B9146 CZ1/U3/A 02/07/2019 | 19/08/2019 48 22/08/2019 3
B9146 01 08 B9146 CZ1/T3/A 02/07/2019 | 19/08/2019 48 22/08/2019 3
B9146 01 09 B9146 CZ1/UH/A 20/07/2019 | 09/08/2019 20 09/08/2019 0
B9146 01 10 B9146 CZ1/TH/A 20/07/2019 | 09/08/2019 20 09/08/2019 0

*Storage time of samples at < -18°C from sampling to extraction (days)
**Storage time of final extracts at < -18°C, from extraction to analysis (days)

Storage stability of extracts

After extraction, oilseed rape seeds samples were analyzed within 24 hours. Oilseed rape whole plant
samples were stored below -18°C and analyzed after 3 days. Results of storage stability of extracts in
ANADIAG validation study No. B9154 entitled “Validation of the Analytical Method for the Analysis of
Prothioconazole-desthio (sum of isomers) in Oilseed rape (Whole Plant and Seeds)” showed good
stability of prothioconazole-desthio residues in oilseed rape whole plant and seeds for at least 14 days of
frozen storage.

Specimen preparation

The specimens were prepared according to ANADIAG SOPs. The specimen was blended with dry ice
and placed for at least 12 hours at T < -18°C for sublimation of dry ice. The amount required by the
analytical method (5 g) was weighed from this homogeneous matrix.

Specimen analysis

Samples were extracted and analysed using an in-house method validated under ANADIAG study No
B9154 entitled “Validation of the Analytical Method for the Analysis of Prothioconazole-desthio (sum of
isomers) in Oilseed rape (Whole Plant and Seeds)”.

Outline of ANADIAG method:

Residues are extracted with acetonitrile in the presence of water, magnesium sulfate and sodium
chloride. The extract obtained after centrifugation is purified, filtered and analyzed by liquid
chromatography with MS/MS detection. ANADIAG References (French version) of the method are

for the preparation and extraction of the samples: SOP MP 630
for the analysis of extracts and for the calibration: SOP MA 1490

Details of the analytical conditions are described in Appendix I11.
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Limits of detection and quantification

LOD

The limit of detection is the lowest measurable standard concentration estimated at 3 times the
background noise under the analytical conditions used.

LOQ
The limit of quantification has been validated by fortifications at this level.

Analyte Method Matrix LOD (mg/kg) LOQ (mg/kQg)

Oilseed rape
(seeds and whole plant)

Prothioconazole-desthio MA1490-01 0.003 0.01

Preparation of standard solutions

Calibration and spiking solutions were prepared by dilution of a stock solution resulting from a commercial
reference item.

Solvent Concentration Storage Expiry date
conditions | (preparation + ...)
Stock solutions Acetonitrile 1 mg/mL <-18°C 6 months
Spiking solutions Acetonitrile 500 and 5000 ng/mL <-18°C 1 month
. Inte_rmedlate_ Acetonitrile 15 to 600 ng/mL <-18°C 1 month
calibration solutions
Matrix-matched Control extract 1.5 to 60 ng/mL <-18°C 2 weeks

calibration solutions

Calibration curves

Aliquots of the calibration solutions were injected into the analytical system using the same conditions as
the specimens. Peak areas obtained from chromatograms were plotted versus concentrations and the
calibration functions were determined by least square fit. Number and concentrations of standards used,
as well as acceptability criteria (correlation coefficient for a curve (r)> 0.990) are described in ANADIAG
SOPs.

Fortification procedure

Fortifications were performed by adding known amounts of the spiking solutions to control specimens just
prior to the extraction step (spiking solutions were added to the control specimens, before mixing with the
extraction solvent). During the residue analysis, control samples were fortified, extracted and stored
together with field samples until analysis. These fortified extracts were run during the analysis of the other
extracts.

Fortification 0 Extraction
Analytical Sample No. Matrix level 0
Recovery date
(mg/kg)

B9146 01 01 AA Whole plant 0.01 86.6% 19/08/2019
B9146 01 01 BA Whole plant 0.10 93.8% 19/08/2019
B9146 01 01 CA d10 Whole plant 0.60 91.9% 09/09/2019
B9146 01 09 AA Seeds 0.01 70.3% 09/08/2019
B9146 01 09 BA Seeds 0.10 70.0% 09/08/2019
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Summary of fortifications

. Standard Relative standard Number of spiked
Matrix Mean % recovery I o
deviation % deviation % samples
Whole plant 90.8% 3.7% 4.1% 3
Seeds 70.2% - - 2
All matrices 82.5% 11.6% 14.1% 5
Results

The analytical results obtained are summarized in the table(s) below.

Table 1 TRIAL No. B9147 PL1
Prothioconazole-

sg%ag))llg(l:\%. Field sample No. Treatment Matrix Timing resigﬁse;hfigund

(mg/kg)
B9146 01 01 | B9146 CZ1/U0/A - Whole plant | 0 DBA NDR
B9146 01 02 | B9146 CZ1/T0/A CHR/F/PROTIO 250 EC | Whole plant | 0 DAA 0.49
B9146 01 03 | B9146 CZ1/U1/A - Whole plant | 14 DAA NDR
B9146 01 04 | B9146 CZ1/T1/A CHR/F/PROTIO 250 EC | Whole plant | 14 DAA 0.15
B9146 01 05 | B9146 CZ1/U2/A - Whole plant | 32 DAA NDR
B9146 01 06 | B9146 CZ1/T2/A CHR/F/PROTIO 250 EC | Whole plant | 32 DAA <LOQ
B9146 01 07 | B9146 CZ1/U3/A - Whole plant | 46 DAA NDR
B9146 01 08 | B9146 CZ1/T3/A CHR/F/PROTIO 250 EC | Whole plant | 46 DAA 0.01
B9146 01 09 | B9146 CZ1/UH/A - Seeds 64 DAA NDR
B9146 01 10 | B9146 CZ1/TH/A | CHR/F/PROTIO 250 EC Seeds 64 DAA NDR

DBA: Days befo

re application

DAA: Days after application

NCH: Normal Commercial Harvest
<LOQ: Residues between LOQ and LOD
NDR: No detectable residues (residues below the limit of detection)

LOD = 0.003 mg/kg
LOQ = 0.01 mg/kg

A2132 Study 2
Comments of zZRMS: [The study is accepted, however is should be noted that formulation in the study is
EC while in the proposed GAP SC.

Reference: KCP 6.3/02

Report Determination of Prothioconazole-desthio (sum of isomers) Residues in
Oilseed rape Following One Foliar application with CHR/F/PROTIO 250 EC
under Field Conditions in Northern Europe in 2019, J. Diebold, Study code:
B9147

Guideline(s): Regulation (EC) No. 1107/2009

Deviations: No




CHR/F/PROTAZO / CLARO 375 SC, KAJMAN 375 SC Page 97 /184
Part B — Section 7 - Core Assessment
Applicant version

GLP: Yes
Acceptability: Yes

The objective of the study was to determine the residue levels of prothioconazole-desthio (sum
of isomers) in oilseed rape raw agricultural commodity after one foliar application of the
formulated product CHR/F/PROTIO 250 EC (250 g prothioconazole/L), at the rate of 0.8 L/ha.
The study consisted of two phases: the field phase and the analytical phase. The study was
conducted under field conditions at 1 site in Poland. The trial was sampled frequently to monitor
the decline of residues shortly after the treatment and at harvest. One plot was treated once with
CHR/F/PROTIO 250 EC at the application rate of 0.8 L/ha (200 g prothioconazole/ha). The
application was made at BBCH 67 and 56 days before harvest. One plot remained untreated.
Sampling was performed just before application in the untreated plot, just after application in the
treated plot, then 14, 31, 45 and 56 days after the application (at maturity of the crop) in both
plots. Prothioconazole-desthio (sum of isomers) residues were analysed in samples harvested
during the field phase
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Storage and identification of specimens

Field specimens were collected, frozen and dispatched to ANADIAG laboratory for residue analysis by

the persons in charge of the field trials.

The specimens were treated according to ANADIAG SOPs for receipt, identification and storage.

Analytical references and storage time are summarized in the following table:
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TRIAL No. B9147 PL1

S/:rr]:}l)ﬁgcl:\lacl). Field Sample No. lS_|aa§vpelisrtlg/j Extl:r)zct:gon St}%r: %?* An da;¥:is ffr(r)]reagfi .
ate samples extracts
B9147 01 01 B9147 PL1/UO/ A 17/05/2019 | 09/09/2019 115 10/09/2019 1
B9147 01 02 B9147 PL1/TO/A 17/05/2019 | 09/09/2019 115 10/09/2019 1
B9147 01 03 B9147 PL1/U1/A 31/05/2019 | 09/09/2019 101 10/09/2019 1
B9147 01 04 B9147 PL1/T1/A 31/05/2019 | 09/09/2019 101 10/09/2019 1
B9147 01 05 B9147 PL1/U2/A 17/06/2019 | 09/09/2019 84 10/09/2019 1
B9147 01 06 B9147 PL1/T2/A 17/06/2019 | 09/09/2019 84 10/09/2019 1
B9147 01 07 B9147 PL1/U3/A 01/07/2019 | 09/09/2019 70 10/09/2019 1
B9147 01 08 B9147 PL1/T3/A 01/07/2019 | 09/09/2019 70 10/09/2019 1
B9147 01 09 B9147 PL1/UH/A 12/07/2019 | 09/08/2019 28 20/08/2019 11
B9147 01 10 B9147 PL1/TH/A 12/07/2019 | 09/08/2019 28 20/08/2019 11

*Storage time of samples at < -18°C from sampling to extraction (days)
**Storage time of final extracts at < -18°C, from extraction to analysis (days)

Storage stability of extracts

After extraction, samples were stored below -18°C and analyzed after maximum 11 days for oilseed rape
seeds and 1 day for oilseed rape whole plant. Results of storage stability of extracts in ANADIAG
validation study No. B9154 entitled “Validation of the Analytical Method for the Analysis of
Prothioconazole-desthio (sum of isomers) in Oilseed rape (Whole Plant and Seeds)’ showed good
stability of prothioconazole-desthio residues in oilseed rape whole plant and seeds for at least 14 days of
frozen storage.

Specimen preparation

The specimens were prepared according to ANADIAG SOPs. The specimen was blended with dry ice
and placed for at least 12 hours at T < -18°C for sublimation of dry ice. The amount required by the
analytical method (5 g) was weighed from this homogeneous matrix.

Specimen analysis

Samples were extracted and analysed using an in-house method validated under ANADIAG study No
B9154 entitled “Validation of the Analytical Method for the Analysis of Prothioconazole-desthio (sum of
isomers) in Oilseed rape (Whole Plant and Seeds)”.

Outline of ANADIAG method:

Residues are extracted with acetonitrile in the presence of water, magnesium sulfate and sodium
chloride. The extract obtained after centrifugation is purified, filtered and analyzed by liquid
chromatography with MS/MS detection. ANADIAG References (French version) of the method are

for the preparation and extraction of the samples: SOP MP 630
for the analysis of extracts and for the calibration: SOP MA 1490

Details of the analytical conditions are described in Appendix Ill.

Limits of detection and quantification

LOD

The limit of detection is the lowest measurable standard concentration estimated at 3 times the
background noise under the analytical conditions used.
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LOQ
The limit of quantification has been validated by fortifications at this level.

Analyte Method Matrix LOD (mg/kg) LOQ (mg/kg)
Prothioconazole-desthio MA1490-01 Oilseed rape whole plant 0.003 0.01
Prothioconazole-desthio MA1490-02 Oilseed rape seeds 0.003 0.01

Preparation of standard solutions

Calibration and spiking solutions were prepared by dilution of a stock solution resulting from a commercial
reference item.

. Storage Expiry date
Solvent Concentration .
conditions | (preparation + ...)
Stock solutions Acetonitrile 1 mg/mL <-18°C 6 months
Spiking solutions Acetonitrile 500 and 5000 ng/mL <-18°C 1 month
. Inte_rmedlate_ Acetonitrile 15 to 600 ng/mL <-18°C 1 month
calibration solutions
Matrix-matched o
calibration solutions Control extract 1.5 to 60 ng/mL <-18°C 2 weeks

Calibration curves

Aliquots of the calibration solutions were injected into the analytical system using the same conditions as
the specimens. Peak areas obtained from chromatograms were plotted versus concentrations and the
calibration functions were determined by least square fit. Number and concentrations of standards used,
as well as acceptability criteria (correlation coefficient for a curve (r)> 0.990) are described in ANADIAG
SOPs.

Fortification procedure

Fortifications were performed by adding known amounts of the spiking solutions to control specimens just
prior to the extraction step (spiking solutions were added to the control specimens, before mixing with the
extraction solvent). During the residue analysis, control samples were fortified, extracted and stored
together with field samples until analysis. These fortified extracts were run during the analysis of the other
extracts.

Fortification 0 Extraction
Analytical Sample No. Matrix level 0
Recovery date
(mg/kg)

B9147 01 01 AA Whole plant 0.01 90.5% 09/09/2019
B9147 01 01 BA d10 Whole plant 0.60 91.7% 09/09/2019
B9147 01 01 CA d10 Whole plant 1.01 93.0% 12/09/2019

B9147 01 09 AB Seeds 0.01 80.4% 09/08/2019

B9147 01 09 BB Seeds 0.10 76.0% 09/08/2019

Summary of fortifications
Standard Relative standard Number of spiked

Matrix

Mean % recovery

deviation %

deviation %

samples
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Whole plant 91.7% 1.3% 1.4% 3

Seeds 78.2% - - 2

All matrices 86.3% 7.6% 8.8% 5
Results

The analytical results obtained are summarized in the table(s) below.

Table 1 TRIAL No. B9147 PL1
Prothioconazole-

Analytical Field sample No. Treatment Matrix Timing .desthlo
sample No. residues found

(mg/kg)
B9147 0101 | B9147 PL1/UO/A - Whole plant | 0 DBA NDR
B9147 0102 | B9147 PL1/T0/A | CHR/F/PROTIO 250 EC | Whole plant | 0 DAA 0.74
B9147 0103 | B9147 PL1/U1/A - Whole plant | 14 DAA NDR
B9147 0104 | B9147 PL1/T1/A | CHR/F/PROTIO 250 EC | Whole plant | 14 DAA 0.19
B9147 0105 | B9147 PL1/U2/A - Whole plant | 31 DAA NDR
B9147 01 06 | B9147 PL1/T2/A | CHR/F/PROTIO 250 EC | Whole plant | 31 DAA 0.02
B9147 0107 | B9147 PL1/U3/A - Whole plant | 45 DAA NDR
B9147 01 08 | B9147 PL1/T3/A | CHR/F/PROTIO 250 EC | Whole plant | 45 DAA <LOQ
B9147 0109 | B9147 PL1/UH/A - Seeds 56 DAA NDR

(NCH)

B9147 01 10 | B9147 PL1/TH/A | CHR/F/PROTIO 250 EC Seeds S(ilgﬁf NDR

DBA: Days before application

DAA: Days after application

NCH: Normal Commercial Harvest

<LOQ: Residues between LOQ and LOD

NDR: No detectable residues (residues below the limit of detection)

LOD = 0.003 mg/kg
LOQ = 0.01 mg/kg

A2133 Study 3
Comments of ZRMS: |Not accepted.
The study does not support the proposed use. The proposed PHI (56) is shorter
than DALA in the study (59). No residue results for seeds for PHI 56.
Reference: KCP 6.3/03
Report Determination of Prothioconazole-desthio (sum of isomers) Residues in
Oilseed rape Following One Foliar application with CHR/F/PROTIO 250 EC
under Field Conditions in Northern Europe in 2019, J. Diebold, Study code:
B9148
Guideline(s): Regulation (EC) No. 1107/2009
Deviations: No
GLP: Yes
Acceptability: Yes
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The objective of the study was to determine the residue levels of prothioconazole-desthio (sum
of isomers) in oilseed rape raw agricultural commodity after one foliar application of the
formulated product CHR/F/PROTIO 250 EC (250 g prothioconazole/L), at the rate of 0.8 L/ha.
The study consisted of two phases: the field phase and the analytical phase. The study was
conducted under field conditions at 1 site in Northern France. The trial was sampled frequently
to monitor the decline of residues shortly after the treatment and at harvest. One plot was treated
once with CHR/F/PROTIO 250 EC at the application rate of 0.8 L/ha (200 g
prothioconazole/ha). The application was made at BBCH 65-67 and 59 days before harvest. One
plot remained untreated.

Sampling was performed just before application in the untreated plot, just after application in the
treated plot, then 15, 29, 43 and 59 days after the application (at maturity of the crop) in both
plots. Prothioconazole-desthio (sum of isomers) residues were analysed in samples harvested
during the field phase.
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Storage and identification of specimens

Field specimens were collected, frozen and dispatched to ANADIAG laboratory for residue analysis by

the persons in charge of the field trials.

The specimens were treated according to ANADIAG SOPs for receipt, identification and storage.
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Analytical references and storage time are summarized in the following table:

TRIAL No. B9148 AN1

Analytical . Harve§t / Extraction SForage Analysis S.torage

Sample No. Field Sample No. Sampling Date time of date time of
Date samples* extracts**

B9148 01 01 B9148 AN1/UO/ A 07/05/2019 | 11/07/2019 65 12/07/2019 1
B9148 01 02 B9148 AN1/TO/A 07/05/2019 | 11/07/2019 65 16/07/2019 5
B9148 01 03 B9148 AN1/U1/A 22/05/2019 | 11/07/2019 50 12/07/2019 1
B9148 01 04 B9148 AN1/T1/A 22/05/2019 | 11/07/2019 50 12/07/2019 1
B9148 01 05 B9148 AN1/U2/A 05/06/2019 | 11/07/2019 36 12/07/2019 1
B9148 01 06 B9148 AN1/T2/A 05/06/2019 | 11/07/2019 36 12/07/2019 1
B9148 01 07 B9148 AN1/U3/A 19/06/2019 | 11/07/2019 22 12/07/2019 1
B9148 01 08 B9148 AN1/T3/A 19/06/2019 | 11/07/2019 22 12/07/2019 1
B9148 01 09 B9148 AN1/UH/A 05/07/2019 | 11/07/2019 6 12/07/2019 1
B9148 01 10 B9148 AN1/TH/A 05/07/2019 | 11/07/2019 6 12/07/2019 1

*Storage time of samples at < -18°C from sampling to extraction (days)
**Storage time of final extracts at < -18°C, from extraction to analysis (days)

Storage stability of extracts

After extraction, samples were stored below -18°C and analyzed after maximum 1 day for oilseed rape
seeds and 5 days for oilseed rape whole plant. Results of storage stability of extracts in ANADIAG
validation study No. B9154 entitled “Validation of the Analytical Method for the Analysis of
Prothioconazole-desthio (sum of isomers) in Oilseed rape (Whole Plant and Seeds)’” showed good
stability of prothioconazole-desthio residues in oilseed rape whole plant and seeds for at least 14 days of
frozen storage.

Specimen preparation

The specimens were prepared according to ANADIAG SOPs. The specimen was blended with dry ice
and placed for at least 12 hours at T < -18°C for sublimation of dry ice. The amount required by the
analytical method (5 g) was weighed from this homogeneous matrix.

Specimen analysis

Samples were extracted and analysed using an in-house method validated under ANADIAG study No
B9154 entitled “Validation of the Analytical Method for the Analysis of Prothioconazole-desthio (sum of
isomers) in Oilseed rape (Whole Plant and Seeds)”.

Outline of ANADIAG method:

Residues are extracted with acetonitrile in the presence of water, magnesium sulfate and sodium
chloride. The extract obtained after centrifugation is purified, filtered and analyzed by liquid
chromatography with MS/MS detection. ANADIAG References (French version) of the method are

for the preparation and extraction of the samples: SOP MP 630
for the analysis of extracts and for the calibration: SOP MA 1490

Details of the analytical conditions are described in Appendix IIl.

Limits of detection and quantification
LOD
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The limit of detection is the lowest measurable standard concentration estimated at 3 times the
background noise under the analytical conditions used.

LOQ
The limit of quantification has been validated by fortifications at this level.

Analyte Method Matrix LOD (mg/kg) LOQ (mg/kg)

Oilseed rape
(seeds and whole plant)

Prothioconazole-desthio MA1490-01 0.003 0.01

Preparation of standard solutions

Calibration and spiking solutions were prepared by dilution of a stock solution resulting from a commercial
reference item.

Solvent Concentration Storage Expiry date
conditions | (preparation + ...)

Stock solutions Acetonitrile 1 mg/mL <-18°C 6 months

Spiking solutions Acetonitrile 500 and 5000 ng/mL <-18°C 1 month

. Inte_rmedlate_ Acetonitrile 15 to 600 ng/mL <-18°C 1 month
calibration solutions

Matrix-matched Control extract 1.5 to 60 ng/mL <-18°C 2 weeks
calibration solutions

Calibration curves

Aliquots of the calibration solutions were injected into the analytical system using the same conditions as
the specimens. Peak areas obtained from chromatograms were plotted versus concentrations and the
calibration functions were determined by least square fit. Number and concentrations of standards used,
as well as acceptability criteria (correlation coefficient for a curve (r)> 0.990) are described in ANADIAG
SOPs.

Fortification procedure

Fortifications were performed by adding known amounts of the spiking solutions to control specimens just
prior to the extraction step (spiking solutions were added to the control specimens, before mixing with the
extraction solvent). During the residue analysis, control samples were fortified, extracted and stored
together with field samples until analysis. These fortified extracts were run during the analysis of the other
extracts.

Fortification 0 Extraction
Analytical Sample No. Matrix level 0
Recovery date
(mg/kg)

B9148 01 07 AA Whole plant 0.01 88.4% 11/07/2019
B9148 01 07 BA Whole plant 0.10 107.7% 11/07/2019
B9148 01 05 AA D5 Whole plant 0.50 88.4% 16/07/2019
B9148 01 09 AA Seeds 0.01 72.8% 11/07/2019
B9148 01 09 BA Seeds 0.10 77.1% 11/07/2019

Summary of fortifications




CHR/F/PROTAZO / CLARO 375 SC, KAJMAN 375 SC

Part B — Section 7 - Core Assessment

Applicant version

Page 108 /184

Matrix Mean % recovery dStgndard Relati\(e §tandard Number of spiked
eviation % deviation % samples
Whole plant 94.8% 11.1% 11.7% 3
Seeds 75.0% - 2
All matrices 86.9% 13.5% 15.6% 5
Results

The analytical results obtained are summarized in the table(s) below.

Table 1 TRIAL No. B9148 AN1
Prothioconazole-

S’::nagg?\ﬂ_ Field sample No. Treatment Matrix Timing resigﬁztshfigund

(mg/kg)
B9148 01 01 | B9148 AN1/UO/A - Whole plant | 0 DBA NDR
B9148 01 02 | B9148 AN1/TO/A | CHR/F/PROTIO 250 EC | Whole plant | 0 DAA 0.34
B9148 01 03 | B9148 AN1/U1/A - Whole plant | 15 DAA NDR
B914801 04 | B9148 AN1/T1/A | CHR/F/PROTIO 250 EC | Whole plant | 15 DAA 0.05
B9148 01 05 | B9148 AN1/U2/A - Whole plant | 29 DAA NDR
B9148 01 06 | B9148 AN1/T2/A | CHR/F/PROTIO 250 EC | Whole plant | 29 DAA 0.01
B9148 01 07 | B9148 AN1/U3/A - Whole plant | 43 DAA NDR
B9148 01 08 | B9148 AN1/T3/A | CHR/F/PROTIO 250 EC | Whole plant | 43 DAA <LOQ
B9148 01 09 | B9148 AN1/UH/A - Seeds 59 DAA NDR
B9148 01 10 | B9148 AN1/TH/A | CHR/F/PROTIO 250 EC Seeds i?\lgﬁf\ NDR

DBA: Days before application
DAA: Days after application

NCH: Normal Commercial Harvest

< LOQ: Residues between LOQ and LOD
NDR: No detectable residues (residues below the limit of detection)

LOD =0.003 mg/kg

LOQ =0.01 mg/kg

A2134 Study 4

Comments of ZRMS: [The study is accepted, however is should be noted that formulation in the study is

EC while in the proposed GAP SC.

Reference: KCP 6.3/04

Report Determination of Prothioconazole-desthio (sum of isomers) Residues in
Oilseed rape Following One Foliar application with CHR/F/PROTIO 250 EC
under Field Conditions in Northern Europe in 2019, J. Diebold, Study code:
B9149

Guideline(s): Regulation (EC) No. 1107/2009

Deviations: No

GLP: Yes




CHR/F/PROTAZO / CLARO 375 SC, KAJMAN 375 SC Page 109 /184
Part B — Section 7 - Core Assessment
Applicant version

Acceptability: Yes

The objective of the study was to determine the residue levels of prothioconazole-desthio (sum
of isomers) in oilseed rape raw agricultural commodity after one foliar application of the
formulated product CHR/F/PROTIO 250 EC (250 g prothioconazole/L), at the rate of 0.8 L/ha.
The study consisted of two phases: the field phase and the analytical phase. The study was
conducted under field conditions at 1 site in Northern France. The trial was sampled frequently
to monitor the decline of residues shortly after the treatment and at harvest. One plot was treated
once with CHR/F/PROTIO 250 EC at the application rate of 0.8 L/ha (200 ¢
prothioconazole/ha). The application was made at BBCH 67 and 60 57 days before harvest. One
plot remained untreated. Sampling was performed just before application in the untreated plot,
just after application in the treated plot, then 14, 29, 44 and 57 days after the application (at
maturity of the crop) in both plots. Prothioconazole-desthio (sum of isomers) residues were
analysed in samples harvested during the field phase..
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Storage and identification of specimens

Field specimens were collected, frozen and dispatched to ANADIAG laboratory for residue analysis by

the persons in charge of the field trials.

The specimens were treated according to ANADIAG SOPs for receipt, identification and storage.
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Analytical references and storage time are summarized in the following table:

TRIAL No. B9149 MA1

Analytical . Harvegt / Extraction SForage Analysis S.torage
Sample No. Field Sample No. Sampling Date time of date time of
Date samples* extracts**

B9149 01 01 B9149 MA1/UO0/ A 15/05/2019 | 12/09/2019 120 12/09/2019 0
B9149 01 02 B9149 MA1/TO/A 15/05/2019 | 12/09/2019 120 12/09/2019 0
B9149 01 03 B9149 MA1/U1/A 29/05/2019 | 12/09/2019 106 12/09/2019 0
B9149 01 04 B9149 MA1/T1/A 29/05/2019 | 12/09/2019 106 16/09/2019 4rx*
B9149 01 05 B9149 MA1/U2/A 13/06/2019 | 12/09/2019 91 12/09/2019 0
B9149 01 06 B9149 MAL/T2/A 13/06/2019 | 12/09/2019 91 12/09/2019 0
B9149 01 07 B9149 MA1/U3/A 28/06/2019 | 12/09/2019 76 12/09/2019 0
B9149 01 08 B9149 MAL1/T3/A 28/06/2019 | 12/09/2019 76 12/09/2019 0
B9149 01 09 B9149 MAL1/UH/A 11/07/2019 | 08/08/2019 28 08/08/2019 0
B9149 01 10 B9149 MAL/TH/A 11/07/2019 | 08/08/2019 28 08/08/2019 0

*Storage time of samples at < -18°C from sampling to extraction (days)
**Storage time of final extracts at +4°C, from extraction to analysis (days)
***Storage time of final extracts at < -18°C, from extraction to analysis (days)

Storage stability of extracts

After extraction, oilseed rape seeds samples were analyzed within 24 hours. Oilseed rape whole plant
samples were stored below -18°C and analyzed after maximum 4 days. Results of storage stability of
extracts in ANADIAG validation study No. B9154 entitled “Validation of the Analytical Method for the
Analysis of Prothioconazole-desthio (sum of isomers) in Oilseed rape (Whole Plant and Seeds)” showed
good stability of prothioconazole-desthio residues in oilseed rape whole plant and seeds for at least 14
days of frozen storage.

Specimen preparation

The specimens were prepared according to ANADIAG SOPs. The specimen was blended with dry ice
and placed for at least 12 hours at T < -18°C for sublimation of dry ice. The amount required by the
analytical method (5 g) was weighed from this homogeneous matrix.

Specimen analysis

Samples were extracted and analysed using an in-house method validated under ANADIAG study No
B9154 entitled “Validation of the Analytical Method for the Analysis of Prothioconazole-desthio (sum of
isomers) in Oilseed rape (Whole Plant and Seeds)”.

Outline of ANADIAG method:

Residues are extracted with acetonitrile in the presence of water, magnesium sulfate and sodium
chloride. The extract obtained after centrifugation is purified, filtered and analyzed by liquid
chromatography with MS/MS detection. ANADIAG References (French version) of the method are

for the preparation and extraction of the samples: SOP MP 630
for the analysis of extracts and for the calibration: SOP MA 1490

Details of the analytical conditions are described in Appendix IlI.
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Limits of detection and quantification

LOD

The limit of detection is the lowest measurable standard concentration estimated at 3 times the
background noise under the analytical conditions used.

LOQ
The limit of quantification has been validated by fortifications at this level.

Analyte Method Matrix LOD (mg/kg) LOQ (mg/kg)

Oilseed rape
(seeds and whole plant)

Prothioconazole-desthio MA1490-01 0.003 0.01

Preparation of standard solutions

Calibration and spiking solutions were prepared by dilution of a stock solution resulting from a commercial
reference item.

Solvent Concentration Storage Expiry date
conditions | (preparation + ...)

Stock solutions Acetonitrile 1 mg/mL <-18°C 6 months

Spiking solutions Acetonitrile 500 and 5000 ng/mL <-18°C 1 month

. Inte_rmedlate_ Acetonitrile 15 to 600 ng/mL <-18°C 1 month
calibration solutions

Matrix-matched Control extract 1.5 to 60 ng/mL <-18°C 2 weeks
calibration solutions

Calibration curves

Aliquots of the calibration solutions were injected into the analytical system using the same conditions as
the specimens. Peak areas obtained from chromatograms were plotted versus concentrations and the
calibration functions were determined by least square fit. Number and concentrations of standards used,
as well as acceptability criteria (correlation coefficient for a curve (r)> 0.990) are described in ANADIAG
SOPs.

Fortification procedure

Fortifications were performed by adding known amounts of the spiking solutions to control specimens just
prior to the extraction step (spiking solutions were added to the control specimens, before mixing with the
extraction solvent). During the residue analysis, control samples were fortified, extracted and stored
together with field samples until analysis. These fortified extracts were run during the analysis of the other
extracts.

Fortification 0 Extraction
Analytical Sample No. Matrix level 0
Recovery date
(mg/kg)

B9149 01 01 AA Whole plant 0.01 84.9% 12/09/2019
B9149 01 01 BA d10 Whole plant 1.0 91.3% 12/09/2019
B9149 01 09 AA Seeds 0.01 91.9% 08/08/2019
B9149 01 09 BA Seeds 0.10 74.2% 08/08/2019

Summary of fortifications
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Matrix Mean % recovery dStgndard Relati\(e §tandard Number of spiked
eviation % deviation % samples
Whole plant 88.1% - - 2
Seeds 83.1% - - 2
All matrices 85.6% 8.2% 9.6% 4
Results

The analytical results obtained are summarized in the table(s) below.

Table 1 TRIAL No. B9149 MA1
Prothioconazole-
S’::nagg?\ﬂ_ Field sample No. Treatment Matrix Timing resigﬁztshfigund
(mg/kg)
B9149 01 01 | B9149 MA1/UO/A - Whole plant | 0 DBA NDR
B9149 01 02 | B9149 MA1/TO/A | CHR/F/PROTIO 250 EC | Whole plant | 0 DAA 0.89
B9149 01 03 | B9149 MAL1/ULl/A - Whole plant | 14 DAA NDR
B9149 01 04 | B9149 MA1/T1/A | CHR/F/PROTIO 250 EC | Whole plant | 14 DAA 0.38
B9149 01 05 | B9149 MA1/U2/A - Whole plant | 29 DAA NDR
B9149 01 06 | B9149 MA1/T2/A | CHR/F/PROTIO 250 EC | Whole plant | 29 DAA 0.05
B9149 01 07 | B9149 MA1/U3/A - Whole plant | 44 DAA NDR
B914901 08 | B9149 MA1/T3/A | CHR/F/PROTIO 250 EC | Whole plant | 44 DAA 0.02
B9149 01 09 | B9149 MAL1/UH/A - Seeds 57 DAA NDR
B9149 01 10 | B9149 MA1/TH/A | CHR/F/PROTIO 250 EC Seeds S(T\Igﬁf\ 0.01

DBA: Days before application

DAA: Days after application

NCH: Normal Commercial Harvest

NDR: No detectable residues (residues below the limit of detection)

LOD = 0.003 mg/kg

LOQ =0.01 mg/kg

A2135 Study 5

Comments of ZRMS: [The study is accepted, however is should be noted that formulation in the study is

EC while in the proposed GAP SC.

Reference: KCP 6.3/05

Report Determination of Prothioconazole-desthio (sum of isomers) Residues in
Oilseed rape Following One Foliar application with CHR/F/PROTIO 250 EC
under Field Conditions in Northern Europe in 2019, J. Diebold, Study code:
B9150

Guideline(s): Regulation (EC) No. 1107/2009

Deviations: No

GLP: Yes

Acceptability: Yes
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The objective of the study was to determine the residue levels of prothioconazole-desthio (sum
of isomers) in oilseed rape raw agricultural commodity after one foliar application of the
formulated product CHR/F/PROTIO 250 EC (250 g prothioconazole/L), at the rate of 0.8 L/ha.
The study consisted of two phases: the field phase and the analytical phase. The study was
conducted under field conditions at 1 site in Germany. The trial was sampled frequently to
monitor the decline of residues shortly after the treatment and at harvest. One plot was treated
once with CHR/F/PROTIO 250 EC at the application rate of 0.8 L/ha (200 ¢
prothioconazole/ha). The application was made at BBCH 67 and 55 days before harvest. One
plot remained untreated. Sampling was performed just before application in the untreated plot,
just after application in the treated plot, then 14, 32, 42 and 55 days after the application (at
maturity of the crop) in both plots. Prothioconazole-desthio (sum of isomers) residues were
analysed in samples harvested during the field phase.
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Storage and identification of specimens



CHR/F/PROTAZO / CLARO 375 SC, KAJMAN 375 SC
Part B — Section 7 - Core Assessment
Applicant version

Page 118 /184

Field specimens were collected, frozen and dispatched to ANADIAG laboratory for residue analysis by
the persons in charge of the field trials.

The specimens were treated according to ANADIAG SOPs for receipt, identification and storage.
Analytical references and storage time are summarized in the following table:

TRIAL No. B9150 BW1

Analytical . Harvegt / Extraction SForage Analysis S.torage
Sample No. Field Sample No. Sampling Date time of date time of
Date samples* extracts**

B9150 01 01 B9150 BW1/UO/A 24/05/2019 | 16/07/2019 53 16/07/2019 0
B9150 01 02 B9150 BW1/T0/A 24/05/2019 | 16/07/2019 53 16/07/2019 0
B9150 01 03 B9150 BW1/U1/A 07/06/2019 | 16/07/2019 39 16/07/2019 0
B9150 01 04 B9150 BW1/T1/A 07/06/2019 | 16/07/2019 39 16/07/2019 0
B9150 01 05 B9150 BW1/U2/A 25/06/2019 | 16/07/2019 21 16/07/2019 0
B9150 01 06 B9150 BW1/T2/A 25/06/2019 | 16/07/2019 21 16/07/2019 0
B9150 01 07 B9150 BW1/U3/A 05/07/2019 | 16/07/2019 11 16/07/2019 0
B9150 01 08 B9150 BW1/T3/A 05/07/2019 | 16/07/2019 11 16/07/2019 0
B9150 01 09 B9150 BW1/UH /A 18/07/2019 | 08/08/2019 21 08/08/2019 0
B9150 01 10 B9150 BW1/TH/A 18/07/2019 | 08/08/2019 21 08/08/2019 0

*Storage time of samples at < -18°C from sampling to extraction (days)
**Storage time of final extracts at < -18°C, from extraction to analysis (days)

Storage stability of extracts

After extraction, samples were analyzed within 24 hours. Results of storage stability of extracts in
ANADIAG validation study No. B9154 entitled “Validation of the Analytical Method for the Analysis of
Prothioconazole-desthio (sum of isomers) in Oilseed rape (Whole Plant and Seeds)” showed good
stability of prothioconazole-desthio residues in oilseed rape whole plant and seeds for at least 14 days of
frozen storage.

Specimen preparation

The specimens were prepared according to ANADIAG SOPs. The specimen was blended with dry ice
and placed for at least 12 hours at T < -18°C for sublimation of dry ice. The amount required by the
analytical method (5 g) was weighed from this homogeneous matrix.

Specimen analysis

Samples were extracted and analysed using an in-house method validated under ANADIAG study No
B9154 entitled “Validation of the Analytical Method for the Analysis of Prothioconazole-desthio (sum of
isomers) in Oilseed rape (Whole Plant and Seeds)”.

Outline of ANADIAG method:

Residues are extracted with acetonitrile in the presence of water, magnesium sulfate and sodium
chloride. The extract obtained after centrifugation is purified, filtered and analyzed by liquid
chromatography with MS/MS detection. ANADIAG References (French version) of the method are

for the preparation and extraction of the samples: SOP MP 630

for the analysis of extracts and for the calibration: SOP MA 1490

Details of the analytical conditions are described in Appendix IIl.
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Limits of detection and quantification

LOD

The limit of detection is the lowest measurable standard concentration estimated at 3 times the
background noise under the analytical conditions used.

LOQ

The limit of quantification has been validated by fortifications at this level.

Analyte Method Matrix LOD (mg/kg) LOQ (mg/kg)
Prothioconazole-desthio | MA1490-01 Oilseed rape 0.003 0.01
(seeds and whole plant)

Preparation of standard solutions
Calibration and spiking solutions were prepared by dilution of a stock solution resulting from a commercial

reference item.

. Storage Expiry date
Solvent Concentration .
conditions | (preparation + ...)
Stock solutions Acetonitrile 1 mg/mL <-18°C 6 months
Spiking solutions Acetonitrile 500 and 5000 ng/mL <-18°C 1 month
. Inte.rmedlate. Acetonitrile 15 to 600 ng/mL <-18°C 1 month
calibration solutions
Matrix-matched o
calibration solutions Control extract 1.5 to 60 ng/mL <-18°C 2 weeks

Calibration curves

Aliquots of the calibration solutions were injected into the analytical system using the same conditions as
the specimens. Peak areas obtained from chromatograms were plotted versus concentrations and the
calibration functions were determined by least square fit. Number and concentrations of standards used,
as well as acceptability criteria (correlation coefficient for a curve (r)> 0.990) are described in ANADIAG
SOPs.

Fortification procedure

Fortifications were performed by adding known amounts of the spiking solutions to control specimens just
prior to the extraction step (spiking solutions were added to the control specimens, before mixing with the
extraction solvent). During the residue analysis, control samples were fortified, extracted and stored
together with field samples until analysis. These fortified extracts were run during the analysis of the other
extracts.

Fortification 0 .

. . % Extraction
Analytical Sample No. Matrix level
Recovery date
(mg/kg)
B9150 01 07 AA Whole plant 0.01 77.8% 16/07/2019
B9150 01 07 BA D5 Whole plant 0.50 92.7% 16/07/2019
B9150 01 09 AA Seeds 0.01 89.6% 08/08/2019
B9150 01 09 BA Seeds 0.10 75.0% 08/08/2019
Summary of fortifications
Standard Relative standard Number of spiked

Matrix Mean % recovery

deviation % deviation % samples
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Whole plant 85.3% - - 2
Seeds 82.3% - - 2
All matrices 83.8% 8.7% 10.4% 4
Results
The analytical results obtained are summarized in the table(s) below.
Table 1 TRIAL No. B9150 BW1
Prothioconazole-
S'::nag:(':\lac:. Field sample No. Treatment Matrix Timing resigszghflgund
(mg/kg)
B9150 01 01 | B9150 BW1/U0/A - Whole plant | 0 DBA NDR
B915001 02 | B9150BW1/TO/A CHR/F/PROTIO 250 EC | Whole plant | 0 DAA 0.46
B9150 01 03 | B9150 BW1/Ul1/A - Whole plant | 14 DAA NDR
B915001 04 | B9150BW1/T1/A CHR/F/PROTIO 250 EC | Whole plant | 14 DAA 0.10
B915001 05 | B9150 BW1/U2/A - Whole plant | 32 DAA NDR
B915001 06 | B9150BW1/T2/A CHR/F/PROTIO 250 EC | Whole plant | 32 DAA <LOQ
B9150 01 07 | B9150 BW1/U3/A - Whole plant | 42 DAA NDR
B9150 01 08 | B9150 BW1/T3/A CHR/F/PROTIO 250 EC | Whole plant | 42 DAA <LOQ
B915001 09 | B9150 BW1/UH/A - Seeds 55 DAA NDR
B915001 10 | B9150BW1/TH/A CHR/F/PROTIO 250 EC Seeds 5&2:‘? <LOQ

DBA: Days before application

DAA: Days after application

NCH: Normal Commercial Harvest

< LOQ: residues between LOQ and LOD

NDR: No detectable residues (residues below the limit of detection)
LOD =0.003 mg/kg

LOQ = 0.01 mg/kg

A2136 Study 6
Comments of ZRMS: |Not accepted.
The study does not support the proposed use. The proposed PHI (56) is shorter
than DALA in the study (64). No residue results for seeds for PHI56.
Reference: KCP 6.3/06
Report Determination of Prothioconazole-desthio (sum of isomers) Residues in
Oilseed rape Following One Foliar application with CHR/F/PROTIO 250 EC
under Field Conditions in Northern Europe in 2019, J. Diebold, Study code:
B9151
Guideline(s): Regulation (EC) No. 1107/2009
Deviations: No
GLP: Yes
Acceptability: Yes
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The objective of the study was to determine the residue levels of prothioconazole-desthio (sum
of isomers) in oilseed rape raw agricultural commodity after one foliar application of the
formulated product CHR/F/PROTIO 250 EC (250 g prothioconazole/L), at the rate of 0.8 L/ha.
The study consisted of two phases: the field phase and the analytical phase. The study was
conducted under field conditions at 1 site in Czech Republic. The trial was sampled frequently to
monitor the decline of residues shortly after the treatment and at harvest. One plot was treated
once with CHR/F/PROTIO 250 EC at the application rate of 0.8 L/ha (200 ¢
prothioconazole/ha). The application was made at BBCH 65-67 and 63 days before harvest. One
plot remained untreated. Sampling was performed just before application in the untreated plot,
just after application in the treated plot, then 14, 30, 46 and 63 days after the application (at
maturity of the crop) in both plots. Prothioconazole-desthio (sum of isomers) residues were
analysed in samples harvested during the field phase.



Page 122 /184

CHR/F/PROTAZO / CLARO 375 SC, KAJMAN 375 SC

Part B — Section 7 - Core Assessment

Applicant version

SO ISR DAL DD SHEEN D IS Spnpu R STy fh

[PaER PSRRI = [Hd 1]

P proud S EETL S0 0 S LI PUCo |Eoeed sepun agssnd SUDREEoe 0 SQUINL WL ELL PUR LITULIND @y ) {4

uDEEp e jo @ B UDSRaS U0 ORI el sy Supnpu {p7 ol 00 IRRE NES] 1eWpEE EE | SLE)4 0 sing e cuieSounpyg 140 R ) wewsm e i abie s gusoosy i

76 By b

PREDIpL ag S pe sn ewdnbe jo od g - sued oy uveasgag Jued Erprpe woo fudeds mee 9sopeg JRasn B puny iyh

@ Yump “Bupmnp Supeads fiudeds swnee so) Sodeds swnom gy s pogayy ()]

pRUR|ths S0 BN PR SUDERRASINRE [y ]

BEG L T N yoefiouny FRIapal Gy - SR0D Ad0D =)

(i anuel {0 3) amEE 1D aEeysnua | 40 Speod apemas Ga 1]

spaaw “16ung 1eyny sreEn wogos sEewn Guspns e Bupg -Ba 1]

() v ey soopu o | o uonETdde asnoEsEE Y 4) 550 pEE D JoOpng igh
{mpones eyl o vopefiung f5) pequDsep a0 gNOYS LONETS @50 ] JUusan oSy “pasn af pRogs | o)) UDIEDESSEL) TapnT) pUE [F @ Sinon ing ) cEyEumE

B e s jjrm@a]
SR LS DD
SEEpnug
ng ook -0 noe L ! =0 Buderds swngs wnpayy | w6 5 23 1By 4 i P
(g ] {upu} k] n lu-} L[] {#0} {21 ] (&}
{zceur) i (ekep}
Syaail EUST IREM {eew) ewued suonepdde| CEw-upw U0 B 5% punY pouaN TE - P OUOD
{sheg) ussmeq | 1equnu | F ebeg g smoud 10 I & ad ; UD R ENE
b IHd [LLE I 1o dnosl 198934 ypue doun
M jEed
weugean ied el uo)ENMdy uo peRdy LI B LN
Fl ElL Zl L ok [ ] £ -] g ¥ E S L

LBERES sl
oo fun apafuy spoimesw £ s uRpy
29 66T OLLOMW &/ iIHD AR auRuape)
A=) BN B
BCCUNT) LU RO Agunogy L 5 -3 O LA 2L WA 1is) swe vowuen)  |S) spoiEs g
L afieg O TS R Hnd Jonprod RIDHLILCD J0 5N P S
SOLE _.H._.gmn._ 100G 28 ° EU...___.?__ ol G - ST uﬂﬂ.ﬂ.ﬁﬂ “ElLEL mr__lﬂ.ah g A—uuﬂ UI_H.H.HHW
(edosa resmma g oy pue (esnyn sube ve voy exdd W
£35N ADLLESd HOd $IMLOVHA TWHNLINI MDY 000D 40 A YIRINN S
GLOZ Sanpl =y ORF oS RnuayT Hd




Page 123 /184

CHR/F/PROTAZO / CLARO 375 SC, KAJMAN 375 SC

Part B — Section 7 - Core Assessment

Applicant version

100713 mopRg) S2NpE= HYERSIER U HON

PPN SUE SSUPOE]SUU DI LD UCIJELUG LI DUE Dy Hﬁ_u___“._.m__._.m. 0 SR ”.m_..n___._ PC THIELUIETy M_u_.__u.:_.___.p.m__t SWEWSY .““m..“.
wonenddy 158 =yE StE] (WTw0 @
¥ EFIE-EEE-E NBS! IBw0EE ' Le51 "Sued jo s=bag ymas, ydeibouoy HO B8 {=)
PEUSHPUN 20 IS JES), L]
@2 Bugsnp 'Bupesuds 'Hudeds sumpe mof 1o iy {2}
wesE AuD {a
pEsn = PNUE (1Poq) WHIENISSEL X=poD pue 533 o Bupuoooy L] SREWEY
= BN ;=g ELOTHONE 01
BB = WO (e oy Buviesds g | SHIZLOME (£ it
000 =001 [ B0 JuEd HouMA ELOTEONTE o BELLE
Eiog e ¥l mo Jued Spoup Buteds ELOTA0ME0 (T  IMSUHDWY /) |EWUgopF PEU EUREIS
100 = DO o Lo |wedspouw | egrio | SL0ZS0AEL Lo LOE Y0z | Swme wnpsy | sl0ggoEs (1| sdEy peEsi0 E2 151E8
[(:] 1] e} [E] =] 2] fal =
10 Ep qused (eur1) eyse B
EMHE J3El pU® A FEan e (g 2pa7) [EBO 4
Jp—— (sep) BySw) | paskjeue se| (shuaugean waugeay | Buuamoy (z Rauepy BuIPNBUI UOKESST
¥1va sanpEay | uowog e aBex | J9ONR {lergaE) 40 poLEp Bunued (3 fypounuo : op-peday
[Fhusugeany)  weugean sad sl vogesyddy o 3Eq
i I
7] ol E 2 L 7 [ ¥ T F4 1
onjsap-poTeneIongodd By fw SE [EIENIED SN0SSY janposd (Bl ey Jweu) 1onpod FEDRLALGT
(SIS PUE SUEL LGLLLLIGT) 3 Agm B3} wonepunog
- UCEPLLG W S E B0 16 T {6 1o Boyb) =ouelsgns aaoE o WEQUED
JODEND LI D PN S ST SE RS, I DPL opgndeyy Y3z funany
=nueny TYNINDYH 00548 {s==ppe sweu}
Ere THrE T 5 e 5 T :Bunpcd=s sy Apoq pqisucdssy
pEEs] D EEY :dinouli dowgydiouy
‘o7 ds pwEY HNd anpoud FEEISILILICD | & JSnpold OIEFP-S0TEL0IH LI 4 uesp=fiu ooy
[sdaun |eimnaip oy pue (Rinynab e vo uogexddy)
(A YWINS ) 5 1YL 03518405 WO AHYWINNS Y10 53ndIs3y
E10T =nprsay 007 95 WMD) HNJ

Storage and identification of specimens

Field specimens were collected, frozen and dispatched to ANADIAG laboratory for residue analysis by

the persons in charge of the field trials.
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The specimens were treated according to ANADIAG SOPs for receipt, identification and storage.
Analytical references and storage time are summarized in the following table:

TRIAL No. B9150 BW1

Analytical . Harve§t / Extraction S‘Forage Analysis S.torage
sample No. Field Sample No. Sampling Date time of date time of
Date samples* extracts**

B9151 01 01 B9151 CZ1/U0/A 16/05/2019 | 16/09/2019 123 16/09/2019 0
B9151 01 02 B9151 CZ1/T0/A 16/05/2019 | 16/09/2019 123 16/09/2019 0
B9151 01 03 B9151 CZ1/U1/A 30/05/2019 | 16/09/2019 109 16/09/2019 0
B9151 01 04 B9151 CZ1/T1/A 30/05/2019 | 16/09/2019 109 16/09/2019 0
B9151 01 05 B9151 CZ1/U2/A 15/06/2019 | 16/09/2019 93 16/09/2019 0
B9151 01 06 B9151 CZ1/T2/A 15/06/2019 | 16/09/2019 93 16/09/2019 0
B9151 01 07 B9151 CZ1/U3/A 01/07/2019 | 16/09/2019 77 16/09/2019 0
B9151 01 08 B9151 CZ1/T3/A 01/07/2019 | 16/09/2019 77 16/09/2019 0
B9151 01 09 B9151 CZ1/UH/A 18/07/2019 | 09/08/2019 22 09/08/2019 0
B9151 01 10 B9151 CZ1/TH/A 18/07/2019 | 09/08/2019 22 09/08/2019 0

*Storage time of samples at < -18°C from sampling to extraction (days)

Storage stability of extracts

After extraction, samples were analyzed within 24 hours. Results of storage stability of extracts in
ANADIAG validation study No. B9154 entitled “Validation of the Analytical Method for the Analysis of
Prothioconazole-desthio (sum of isomers) in Oilseed rape (Whole Plant and Seeds)” showed good
stability of prothioconazole-desthio residues in oilseed rape whole plant and seeds for at least 14 days of
frozen storage.

Specimen preparation
The specimens were prepared according to ANADIAG SOPs. The specimen was blended with dry ice

and placed for at least 12 hours at T < -18°C for sublimation of dry ice. The amount required by the
analytical method (5 g) was weighed from this homogeneous matrix.

Specimen analysis

Samples were extracted and analysed using an in-house method validated under ANADIAG study No
B9154 entitled “Validation of the Analytical Method for the Analysis of Prothioconazole-desthio (sum of
isomers) in Oilseed rape (Whole Plant and Seeds)”.

Outline of ANADIAG method:

Residues are extracted with acetonitrile in the presence of water, magnesium sulfate and sodium
chloride. The extract obtained after centrifugation is purified, filtered and analyzed by liquid
chromatography with MS/MS detection. ANADIAG References (French version) of the method are

SOP MP 630
SOP MA 1490

for the preparation and extraction of the samples:
for the analysis of extracts and for the calibration:

Details of the analytical conditions are described in Appendix IIl.

Limits of detection and quantification
LOD
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The limit of detection is the lowest measurable standard concentration estimated at 3 times the
background noise under the analytical conditions used.

LOQ
The limit of quantification has been validated by fortifications at this level.

Analyte Method Matrix LOD (mg/kg) LOQ (mg/kg)
Prothioconazole-desthio | MA1490-01 Oilseed rape 0.003 0.01
(seeds and whole plant)

Preparation of standard solutions

Calibration and spiking solutions were prepared by dilution of a stock solution resulting from a commercial
reference item.

. Storage Expiry date
Solvent Concentration .
conditions | (preparation + ...)
Stock solutions Acetonitrile 1 mg/mL <-18°C 6 months
Spiking solutions Acetonitrile 500 and 5000 ng/mL <-18°C 1 month
. Inte_rmedlate_ Acetonitrile 15 to 600 ng/mL <-18°C 1 month
calibration solutions
Matrix-matched o
calibration solutions Control extract 1.5 to 60 ng/mL <-18°C 2 weeks

Calibration curves

Aliquots of the calibration solutions were injected into the analytical system using the same conditions as
the specimens. Peak areas obtained from chromatograms were plotted versus concentrations and the
calibration functions were determined by least square fit. Number and concentrations of standards used,
as well as acceptability criteria (correlation coefficient for a curve (r)> 0.990) are described in ANADIAG
SOPs.

Fortification procedure

Fortifications were performed by adding known amounts of the spiking solutions to control specimens just
prior to the extraction step (spiking solutions were added to the control specimens, before mixing with the
extraction solvent). During the residue analysis, control samples were fortified, extracted and stored
together with field samples until analysis. These fortified extracts were run during the analysis of the other
extracts.

Fortification .
. . % Extraction
Analytical Sample No. Matrix level
Recovery date
(mg/kg)
B9151 01 07 AA Whole plant 0.01 88.1% 16/09/2019
B9151 01 07 BA d10 Whole plant 1.0 89.5% 16/09/2019
B9151 01 09 AA Seeds 0.01 70.4% 09/08/2019
B9151 01 09 BA Seeds 0.10 71.0% 09/08/2019
Summary of fortifications
. Standard Relative standard Number of spiked
Matrix Mean % recovery o -
deviation % deviation % samples
Whole plant 88.8% - - 2
Seeds 70.7% - - 2




CHR/F/PROTAZO / CLARO 375 SC, KAJMAN 375 SC
Part B — Section 7 - Core Assessment

Applicant version

Page 126 /184

All matrices

79.8%

10.5%

13.1%

Results

The analytical results obtained are summarized in the table(s) below.

Table 1 TRIAL No. B9150 BW1
Prothioconazole-

sgr:napl))llg(lz\lac:. Field sample No. Treatment Matrix Timing resigjzghflgund

(mg/kg)
B915101 01 | B9151CZ1/U0/A - Whole plant | 0 DBA <LOQ
B9151 0102 | B9151 CZ1/T0/A CHR/F/PROTIO 250 EC | Whole plant | 0 DAA 0.71
B915101 03 | B9151 CZ1/Ul/A - Whole plant | 14 DAA NDR
B91510104 | B9151 CZ1/T1/A CHR/F/PROTIO 250 EC | Whole plant | 14 DAA 0.62
B915101 05 | B9151CZ1/U2/A - Whole plant | 30 DAA NDR
B915101 06 | B9151CZ1/T2/A CHR/F/PROTIO 250 EC | Whole plant | 30 DAA 0.03
B9151 01 07 | B9151CZ1/U3/A - Whole plant | 46 DAA NDR
B915101 08 | B9151CZ1/T3/A CHR/F/PROTIO 250 EC | Whole plant | 46 DAA 0.02
B915101 09 | B9151 CZ1/UH/A - Seeds 63 DAA NDR
B915101 10 | B9151 CZ1/TH/A CHR/F/PROTIO 250 EC Seeds 63 DAA NDR

DBA: Days before application
DAA: Days after application

NCH: Normal Commercial Harvest

< LOQ: residues between LOQ and LOD
NDR: No detectable residues (residues below the limit of detection)
LOD =0.003 mg/kg
LOQ =0.01 mg/kg

A21l4

A2141

Magnitude of residues in livestock

Livestock feeding studies

No new studies was performed.

A215

Magnitude of residues in processed commodities (Industrial Processing

and/or Household Preparation)

No new studies was performed.

A216

Magnitude of residues in representative succeeding crops

No new studies was performed.

A217

Other/Special Studies

No new studies was performed.
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A22 Azoxystrobin

A221 Stability of residues

No new studies was performed.

A222 Nature of residues in plants, livestock and processed commodities

No new studies was performed.

A223 Magnitude of residues in plants
A2231 Study 1
Comments of zZRMS: [The study is accepted, however is should be noted that formulation in the study is

SE while in the proposed GAP SC. The Applicant has provided bridging studies
showing that the residue levels will not be higher when used in the formulation

proposed in the GAP for CHR/F/PROTAZO 375 SC.

Reference:
Report

Guideline(s):

Deviations:
GLP;:
Acceptability:

KCP 6.3/15

Generation of Field Specimens for the determination of Azoxystrobin
Residues in Oilseed Rape Following Foliar application with
AZOXYSTROBIN 250 SE under Field Conditions in Czech Republic in
2018, C. Ertus, Study Code: B8186

Regulation (EC) No 1107/2009

No
Yes
Yes
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SUMMARY OF GOOD AGRICULTURAL PRACTICES FOR PESTICIDE USES
ication on and crops)

Responsible body for reporting {(name, address): ANADIAG - 16 rue Ampére, 67500 Haguenau, France

Producer of commercial product: PUH Chemirol sp. z.o.0. Page: n
Pesticide (s) (common name (s)): azoxystrobin Country: Northern Europe
CCPR No (s)
Trade name(s): AZOXYSTROBIN 250 SE
Main uses e.g. insecticide, fungicide: Insecticide
Use Pattern
1 2 3 4 5 6 7 8 9 10 11 12 13 14
Pasis Formulation Application Application rate per treatment
Crop andlor group of interval
Y F.Gorl
situation pests 2 growth stage & | number | between Fiilduys) | Remarks
Type Conc. of a.s.| Method kind = 4 JnL
controlled season min-max |applications g a.sJha (max) water L/ha | 925
(days) (max)
(a) (b) (©) (c-f) (M (-h) o (k) (min) [ (m)
Oilseed rape F Biting and SE 250 g/t Medium volume spraying - 1 250 300 83.3 35
sucking Suspo-
insects emulsion
Overall spraying
Remarks: (a) For crops, the EU and Codex Classification (both) should be used; where relevant, the use situation should be described (e.g. fumigation of the structure)
(b) Outdoor or field use (F), gk (G) er indoor i (U}
(c) e.g. biting and sucking insects, soilbom insects, foliar fungi, weeds
[()} e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR)
(e) GCPF Codes ~ GIFAP Technical Monograph N° 2, 1989
f All abbreviations used must be explained
(g) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench, etc.
(h) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type of equipment used must be indicated
(i) gfkg or g/l
1)) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at ime of application
(k) The minimum and maximum number of applications possible under practical conditions of use must be provided
{0y PHI = Pre-harvest interval
(m) Remarks may include: Extent of use/economic importance/restrictions

The objective of the study was to generate specimens of oilseed rape raw agricultural commodity after
one foliar application of the formulated product AZOXYSTROBIN 250 SE (250 g azoxystrobin /L) at the
rate of 1 L/ha.

The following pattern was designed for the treatments and the samplings:

Application Application
App. _ Rate of the Rate of the Spray
Plot Test ftem No. | Tar@etTiming |\ o rnulated active volume
Product substance
u Untreated - -- - - -
300 L'ha
T AZOXYSTROEIN 250 SE T1 35 (£3) DEH 1U/ha 250 g/ha (£10%)

DBH: Days before harvest

1.1.2 Location of the trial _
The trial was performed on soil type and under cultural practices typical for oilseed rape production and
on typical cultivar of the regional commercial production.
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] Principal Type of | European .
Trial No. Investigator Crop trial area Region, country
] Hradec Kralove,
B8186 CZ1 lva SIMEK Oilseed rape DC North Czech Republic
DC: Decline curve
Location
DE]@.-{.PA]?K
._* P IHE [ |.: i
' WETHERLANDS
UNITES Smanone N
e e ) s \ FOLAND hl
L, ‘._. 1
s ) OERMANY ke
| B Oz *—— 1
B 1 | REPIIRLIC A
e T —
. | HUNGARY
! FHAMNCE i s F
X oAl
| ° | -
|
=PAIH
) 4 OREECE
{ P :
1 Trial BB186 CZ1
1.2.2 Crop and soil Information
: . : - Sowing p Organic
Trial No. Crop Variety Sowing density date Soil type pH matter (%)
B8186 CZ1 | Oilseed rape | Rescator 4 kg/ha 28/08/2017 | Clay loam 59 1.6

1.2.4 Sampling of specimens
The samplings were carried out according to ANADIAG SOPs and to the specifications of the study plan).

Sampling summary

Trial No | Sampling AS;:':' Ag:f' Ac‘““'{gg’c“:? Stage
1 14/06/2018 D 77-79
2 28/06/2018 14 85
B8186 CZ1 3 03/07/2018 19 87

4 13/07/2018 29 87-89
b 20/07/2018 36 59

DAA: Days after application

Reference: KCP 6.3/07

Report DETERMINATION OF AZOXYSTROBIN IN OILSEED RAPE AFTER

APPLICATION OF AZOXYSTROBIN 250 SE IN CZECH REPUBLIC —
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2018, J. Kicinska, Study Code: ZBBZ-2018/11/DPL/1CZ

Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament and of the
Council of 21-Oct-2009 concerning the placing of plant protection products
on the market and repealing council Directives 79/117/EEC and 91/414/EC
EU Guidance Document SANCO/3029/99 rev. 4
EU Guidance Document SANCO/825/00 rev. 8.1

Deviations: No
GLP: Yes
Acceptability: Yes

The objective of this study was to determine the decline and the magnitude of residues Azoxystrobin in
Oilseed rape (pods and seeds) samples taken from the field trial, after applications of AZOXYSTROBIN
250 SE, under open field conditions. To achieve the objective, appropriate analytical method for
determination of Azoxystrobin was validated in accordance to the guidance documents SANCO/825/00,
rev. 8.1. and SANCO/3029/99, rev. 4 of the European Commission and to meet residue regulatory
requirements. The validation data were presented in the Final Report No. ZBBZ-2018/11/DPL/1. The
validated limit of quantification is 0.01 mg/kg.

EXPERIMENTAL SECTION

Test system, Specimen Origin, Preparation and Storage

The samples were delivered from field study conducted by ANADIAG France 16 rue Ampére, 67500
HAGUENAU - France

Field study title: Generation of field specimens for the determination of Azoxystrobin Residues in
Oilseed Rape Following Foliar application with AZOXYSTROBIN 250 SE under Field Condition in Czech
Republic — 2018.

Field study number for Oilseed rape: B8186

Untreated and treated specimens from field trial were supplied by and under Sponsor responsibility.
Provided samples were thoroughly homogenized in a knife mill with dry ice. Each of the processed
sample was divided into four subsamples (three analytical and one archival) and was transferred to
polyethylene bags. Sub-samples were stored at the temperature < -18 °C in the dark (allowing the dry
ice to sublime) until extraction. Final specimen extracts were stored at 5 + 4 °C in the dark until analysis.
The extracts were analyzed within 24 hours and were not frozen.
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Tahle 3: Detailed list of samples
Crop - .
, GLP sample code Sample description sampling date Lab. Sample ID
(matrix)

B8186 CZ1/U0/A Untreated 0 DAA® /U 18/11/DPL/1CZ/1

B8186 CZ1/TO/A Treated (AZOXYSTROBIN 250 SE) ODAAJT 18/11/DPL/1CZ/2

Dilsead rape B28136 CZ1/U14/A Untreated 14 (£1) DAA S U 18/11/DPL/1CZ/3

(pods) B8186 CZ1/T14/A Treated (AZOXYSTROBIN 250 SE) 14(#1) DAAJT 18/11/DPL/1CZ/4

B28186 CZ1/U21/A Untreated 21(#2)DAA S U 18/11/DPL/1CZ/5

B8186 CZ1/T21/A Treated (AZOXYSTROBIN 250 SE) 21 (¥2)DAAST 18/11/DPL/1CZ/6

Dilseed rape | B8186 CZ1/U28/A Untreated 28({#2)DAAJ U 18/11/DPL/1CZ/7

(s2eds) B8186 CZ1/T28/A Treated (AZOXYSTROBIN 250 SE) 28(¥2)DAAST 18/11/DPL/1CZ/8

Dilseed rape | B8186 CZ1/U35/A Untreated 35 [£3) DAA, NCH** /U 18/11/DPL/1CZ/9

(seeds) B8186 CZ1/T35/A | Treated (AZOXYSTROBIN 250SE) | 35 (+3) DAA, NCH /T 18/11/DPL/1CZ/10

Additional sample information
Lab. Sample ID Date of reception Date of extraction Date of GC-MS/MS
analyses

18/11/DPL/1CZ/1 24,07.2018 09.11.2018 10.11.2018
18/11/DPL/1CZS2 24,07.2018 08.11.2018 09.11.2018
18/11/DPL/1CZ/3 24.07.2018 09.11.2018 10.11.2018
18/11/DPL/1CZ/4 24.07.2018 08.11.2018 09.11.2018
18/11/DPL/1CZ/5 24.07.2018 09,11.2018 10.11.2018
18/11/DPL/1CZ/E 24.07.2018 08.11.2018 09.11.2018
18/11/DPL/1CZ/7 24.07.2018 13,11.2018 13,11.2018
18/11/DPL/1CZ/E 24,07.2018 08.11.2018 08.11.2018
18/11/DPL/1CZ/9 24.07.2018 13.11.2018 14.11.2018
18/11/DPL/1CZ/10 24.07.2018 13.11.2018 14.11.2018

Stability of Analytes in Standard Solutions
Working solutions used for preparation calibration samples were stored in refrigerator at 5 + 4°C during
study. At the end of experimental phase, the solution used for preparation calibration level at LOQ was
reanalysed by thrice injection and compared to freshly prepared. One (1) ion mass transition was used
for evaluation and the other ion mass transition was monitored for confirmation purpose only.
Difference between stored and newly prepared solution is < 10%. The results indicated that
Azoxystrobin working solutions prepared in acetonitrile were stable during study under refrigerated

conditions.
Calibration Date of - RSD Difference
. Working .

Level preparation <olution ID Relative peak area

{pg/ml) (dd.mm.yy) (%) (%)

Azoxystrobin
lon Mass Transition 344.0-»172.0 (Quantification)

0.005 06.11.2018 151W7 18168/19095/17888/18439/17243 3.8 20
(Loaq) 13.11.2018 151W12 19014/17532/17635/17006,/16999 47 ’

DETAILED RESULTS FROM FIELD TRIALS
Following table presents detailed results of Azoxystrobin residues analyses in Oilseed rape (pods and

seeds).
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Azoxystrobin
Variant GLP Sample code sampling data Lab. Sample ID Residues Mean
(mg/kg] Residues
[mg/ke]
18/11/DPL/1CZ/1A < 10D
B8186 CZ1/U0/A 0DAA* [ U 18/11/DPL/1CZ/18 < 10D <L0D
18/11/DPL/1CZ/1C < 10D
18/11/DPL/1CZ/2A 5.3
B8186 CZ1,/TO/A ODAAJT 18/11/DPL/1CZ/2B 5.7 54
18/11/DPL/1CZ/2C 3.2
18/11/DPL/ICZ/3A < LOD
BS186 CZ1/U14/A 14 (£1) DAAJ U 18/11/DPL/1CZ/3B <LOD < LoD
Oilseed rape 18/11/DPL/1CZ/3C <10D
(pods) 18/11/DPL/1CZ/AA 3.6
B2186 CZ1,/T14/A 14 (+1) DAA ST 18/11/DPL/1CZ/4B 3.9 3.8
18/11/DPL/1CZ/4C EX:
18/11/DPL/1CZ/5A < 10D
B3186 CZ1/U21/A 21 (£2)DaA U 18/11/DPL/1CZ/5B <LOD <LOoD
18/11/DPL/1CZ/5C < 10D
18/11/DPL/1CZ/6A 45
BR186 CZ1,/T21/A 21 (+2) DAA /T 18/11/DPL/1CZ/6B 48 47
18/11/DPL/1CZ/aC 4.7
18/11/DPL/ICZ/TA <LOD
BS186 CZ1/U28/A 28 (£2) DAAJS U 18/11/DPL/1CZ/TB <LOD < LoD
Oilseed rape 18/11/DPL/1CZ /7C <LOD
(seeds) 18/11/DPL/1CZ/8A 0.029
B8186 CZ1/T28/A 28 (£2) DAA ST 18/11/DPL/1CZ/8B 0.025 0.026
18/11/DPL/1CZ/EC 0.023
LOD (limit of detection) — 0.002 mg/kg for Oilseed rape (pods and seeds)
LoQ (limit of quantification) — 0.01 m_g,f’kg
Azoxystrobin
Variant GLP Sample code Sampling data Lab. Sample ID Residues Mean
img/kg] Residues
[mg/ke]
18/11/DPL/1CZ 9A <LOD
B8186 CZ1/U35/A 35 (£3) DAA, NCH** f U 18/11/DPL/1CZ/ 9B <LOD < LoD
Cilseed 18/11/DPL/1CZ/SC <LOD
{SFSESSJ 18/11/DPL/1CZ/10A 0.032
B8186 CZ1/T35/A 35 (3) DAA, NCH /T 18/11/DPL/1CZ/108 0.034 0.032
18/11/DPLf1CZ{10C 0.030

LOD (limit of detection) — 0.002 mg/kg for Oilseed rape (pods and seeds)
LOQ, {limit of quantification) — 0.01 mg/kg

CONCLUSIONS

The method was shown to be highly selective, as it includes two parent-daughter ion transitions for
Azoxystrobin and it yields accurate and repeatable results. The limit of quantification (LOQ) was
established at 0.01 mg/kg for all analytes, interfering signals in control specimen were negligible, and
thus the limit of detection (LOD) is 0.002 mg/kg for Oilseed rape (pods and seeds).
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It is concluded that method fulfils the requirements as defined in EC Guidance document on residue
analytical methods (SANCO/3029/99, rev. 4 and SANCO/825/00, rev. 8.1.) and is, applicable as
enforcement and data generation method for determination of Azoxystrobin in Oilseed rape after
application of AZOXYSTROBIN 250 SE.

A2232 Study 2

Comments of ZRMS: [The study is accepted, however is should be noted that formulation in the study is
SE while in the proposed GAP SC. The Applicant has provided bridging studies
showing that the residue levels will not be higher when used in the formulation
proposed in the GAP for CHR/F/IPROTAZO 375 SC.

Reference: KCP 6.3/20

Report Generation of field specimens for the determination of Azoxystrobin
residues in Oilseed rape following foliar application with AZOXYSTROBIN
250 SE under field Conditions in Poland in 2019, C. Ertus, Study Code:

SUMMARY OF GOOD AGRICULTURAL PRACTICES FOR PESTICIDE USES
i on and horti crops)
Responsible body for reporting (name, address) ANADIAG - 16 rue Ampeére, 67500 Haguenau, France
gﬂ;!l:c:r ol]m(mmsrcnal product PUH Chemirol sp. z0.0 Page: 1m
= e (s) (common name (s)) azoxysirobin J
COPRNo (). ys! Country: Northemn Europe
Trade name(s): AZOXYSTROBIN 250 SE
Main uses ¢.g. msecticide, fungicide Fungicide
Use Pattern
i 2 3 4 5 8 7 8 9 10 11 12 13 14
Peslor Formulation Application Application rate per treatment
C'"OD and/or F.Gorl group of interval
tuation g ts FHit{o
conp:rsuuee Type Conc. of a.s. Method kind growth stage & r\?mr betwesn. | e .
season min-max | applications | g a.s./ha (max) water Una | 92s/hL
(days) {mant)
(@) (o) (€) () 0] (f-h) [0} &) (min) U] (m)
Ollseed rape F Foliar fungi SE 250 gL Medium volume spraying = BBCH 79-81 1 - 250 300 833 35
Suspo- :
emulsion
Overall spraying
Remarks: (a) For crops, the EU and Codex Classification (both) should be used; where relevant, the use situation should be (eg ion of the
()] Outdoor or field use (F), glasshouse application (G) or indoor application (1)
c) €.9. biling and sucking insects, sodbom insects, foliar fungi, weeds
(d) €.9. wellable powder (WP), emulsifiable concentrate (EC), granule (GR)
(e) GCPF Codes ~ GIFAP Technical Monograph N* 2, 1889
(U] A used must be
9 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench, elc.
gh‘, Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the piants - type of equipment used must be indicated
i) glkg or g/l
[(}] Growth stage at last treatment (S8BCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of application
(k) The minimum and maximum number of applications possible under practical conditions of use must be provided
(0] PHI = Pre-harvest Interval
(m) Remarks may include: Extent of impor

The objective of the study was to generate specimens of oilseed rape raw agricultural commodity after
one foliar application of the formulated product AZOXYSTROBIN 250 SE (250 g azoxystrobin /L) at the
rate of 1 L/ha.

The following pattern was designed for the treatments and the samplings:
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Applicant version
Application Application
App. . Rate of the Rate of the Spray
Plot Testltem No. Target Timing Formulated active volume
Product substance
U Untreated - -- - - -
T | AZOXYSTROBIN 250 SE | T1 | 35(+3)DBH 1Uha 250 gha 3&"5;??

DBH: Days before harvest

1.1.2 Location of the trial
The trial was performed on soil type and under cultural practices typical for oilseed rape production and

on typical cultivar of the regional commercial production.
. Principal Type of European .
Trial No. Investigator trial Crop area Region, Country
B321& PL1 Krzysztof MOWAK. | RH Oilseed rape | North Lodzkie, Poland
RH: Residue at harvest
Location
DB{F.I.MI!K
THE.
HETHERLAHDS
AMITED ‘KIMGDOO
’ ! POLAND
N 5—-—-—_._, 1
- CERNIANY
Emu_”.' STCZECH
_  REFIELIC
HUHOARY
FRANCE
ITALY
EFAIN -
' OREECE
1 Trial B9216 PL1
1.2.2 Crop and soil Information
. - . . Sowing - COrganic
Trial No. Crop Variety Sowing density i Soil type pH matter (%)
Bo216 PL1 | Cise=d Tajfun 25kgha | 20mampis| Sandy 8.5 1.0
rape loam

1.2.4 Sampling of specimens
The samplings were carried out according to ANADIAG SOPs and to the specifications of the study plan)

- - Actual Actual Actual Growth Stage
Trial Mo Sampling Date DAA (BBCH)
B3216 PL1 1 pefoF201e ar ag

DaA: Days after application
*See Deviation Mo.190715
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Reference: KCP 6.3/08

Report DETERMINATION OF AZOXYSTROBIN IN OILSEED RAPE AFTER
APPLICATION OF AZOXYSTROBIN 250 SE IN POLAND - 2019, J.
Kicinska, Study Code: 19/FSL/12/1PL

Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament and of the
Council of 21-Oct-2009 concerning the placing of plant protection products
on the market and repealing council Directives 79/117/EEC and 91/414/EC
EU Guidance Document SANCO/3029/99 rev. 4
EU Guidance Document SANCO/825/00 rev. 8.1

Deviations: No
GLP: Yes
Acceptability: Yes

The objective of this study was to determine the decline and the magnitude of residues Azoxystrobin in
Oilseed rape (seeds) samples taken from the field trial, after applications of AZOXYSTROBIN 250 SE,
under open field conditions. To achieve the objective, appropriate analytical method for determination of
Azoxystrobin was validated in accordance to the guidance documents SANCO/825/00, rev. 8.1. and
SANCO/3029/99, rev. 4 of the European Commission and to meet residue regulatory requirements. The
validation data were presented in the Final Report No. ZBBZ-2018/11/DPL/1. The validated limit of
quantification is 0.01 mg/kg.

EXPERIMENTAL SECTION

Test system, Specimen Origin, Preparation and Storage

The samples were delivered from field study conducted by ANADIAG SAS, Sadowa 16/22 Str., 95-100
Zgierz (ANADIAG France 16 rue Ampeére, F-67500 HAGUENAU — France)

Field study title: Generation of field specimens for the determination of Azoxystrobin residues in Oilseed
rape following foliar application with AZOXYSTROBIN 250 SE under Field Condition in Poland in
2019Field study number for Qilseed rape: B9216

Untreated and treated specimens from field trial were supplied by and under Sponsor responsibility.
Provided samples were thoroughly homogenized in a knife mill with dry ice. Each of the processed
sample was divided into four subsamples (three analytical and one archival) and was transferred to
polyethylene bags. Sub-samples were stored at the temperature < -18 °C in the dark (allowing the dry
ice to sublime) until extraction. Final specimen extracts were stored at 5 + 4 °C in the dark until analysis.
The extracts were analyzed within 24 hours and were not frozen.

Crur_: GLP sample code Sample description Sampling date Lab. Sample ID
{matrix)
Dilseed rape | B9216 PLI/UH/A Untreated 35 (+3) DAA, NCH /U 19/F5L/12/1PL/1
[seeds) B9216 PL1/TH/A Treated (AZOXYSTROBIN 250 SE) 35(+3)DAA NCH/T 15/FSL/12/1PL /2
Additional sample information
Lab. Sample ID Date of reception Date of extraction LTEEf A
analyses
19/FsL/12/1PL/1 01.08.2019 16.09.2019 16.09.2019
19/FSL/12/1PL /2 01.08.2019 16.05.2019 17.09.2019

Stability of Analytes in Standard Solutions

Working solutions used for preparation calibration samples were stored in refrigerator at 5 + 4°C during
study. At the end of experimental phase, the solution used for preparation calibration level at LOQ was
reanalysed by thrice injection and compared to freshly prepared. One (1) ion mass transition was used
for evaluation and the other ion mass transition was monitored for confirmation purpose only.
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Difference between stored and newly prepared solution is < 10%. The results indicated that
Azoxystrobin working solutions prepared in acetonitrile were stable during study under refrigerated
conditions.

)

Calibration Date of . RSD Difference
. Working .
Level preparation solution ID Relative peak area
{pg/ml) {dd.mm.yy) (%) (%)
Azoxystrobin
lon Mass Transition 344.0-172.0 (Quantification)
0.005 11.05.2019 151W7 16529 / 15764 / 14889 5.2
-7.8
(Loq) 16.09.2019 151wW12 17622 / 18168 / 15393 8.6

DETAILED RESULTS FROM FIELD TRIALS
Following table presents detailed results of Azoxystrobin residues analyses in Qilseed rape (seeds).

TEMIE AW LA LG DD UILT ) A Y IL IR DI LY D IR DL L

Azoxystrobin
Variant GLP Sample code sampling data Lab. Sample ID Residues Mean
Residues

19/FSL/12/1PL/1A <LOD

B9216 PL1/UH/A 35 (+3) DAA, NCH /U 19/FSL/12/1PL/1B <LOD <LOD
Oilseed 19/FSL/12/1PL/1C <LOD

rape - e

(seads) 19/FSL/12/1PL/2A 0.033

B9216 PLL/TH/A 35 (+3) DAA, NCH /T 19/F5L/12/1PL/2B 0.03% 0.035
19/FSL/12/1PL/2C 0.033

LOD (limit of detection) — 0.002 mg/kg for Oilseed rape (seeds)
LOQ, (limit of guantification) — 0.01 mg/kg

CONCLUSIONS

The method was shown to be highly selective, as it includes two parent-daughter ion transitions for
Azoxystrobin and it yields accurate and repeatable results. The limit of quantification (LOQ) was
established at 0.01 mg/kg for all analytes, interfering signals in control specimen were negligible, and
thus the limit of detection (LOD) is 0.002 mg/kg for Oilseed rape (seeds).

It is concluded that method fulfils the requirements as defined in EC Guidance document on residue
analytical methods (SANCO/3029/99, rev. 4 and SANCO/825/00, rev. 8.1. ) and is, applicable as
enforcement and data generation method for determination of Azoxystrobin in Oilseed rape after
application of AZOXYSTROBIN 250 SE.

A 2233 Study 3

Comments of ZRMS: [The study is accepted, however is should be noted that formulation in the study is
SE while in the proposed GAP SC. The Applicant has provided bridging studies
showing that the residue levels will not be higher when used in the formulation
proposed in the GAP for CHR/F/PROTAZO 375 SC

Reference: KCP 6.3/17

Report Generation of Field Specimens for the determination of Azoxystrobin
Residues in Oilseed Rape Following Foliar application with
AZOXYSTROBIN 250 SE under Field Conditions in Germany in 2018, C.
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Guideline(s):

Deviations:
GLP:
Acceptability:

Ertus, Study Code: B8188

Regulation (EC) No 1107/2009

No
Yes
Yes

SUMMARY OF GOOD AGRICULTURAL PRACTICES FOR PESTICIDE USES
i i and

(# on ag crops)

Responsible body for reporting (name, address):

ANADIAG - 16 rue Ampeére, 67500 Haguenau, France

Producer of commercial product: PUH Chemirol sp. 20.0 Page: 11
Pesticide (s) (common name (s)) azoxystrobin Country: Northern Europe
CCPR No (s).
Trade name(s) AZOXYSTROBIN 250 SE
Main uses e.g. insecticide, fungicide Fungicide
Use Pattemn
1 2 3 4 5 6 7 8 9 10 11 12 13 14
o Formulation Application Application rate per treatment
Crop andior group of U
F,Gorl interval
situation $ ts owth betweel PHI (days) | Remarks
w:::o"“ Type Conc. of a.s. Method kind ar s8¢ 8 ( number n as/hL
season min-max | applications g a.s./ha (max) water Lha | 9%
(days) (max)
(a) (b) (c) (d-0) 0] (f-h) 0] (k) (min) m (m)
Oiiseed rape F Foliar fungi SE 250 g/L Medium volume spraying - 1 250 300 833 35
Suspo-
emulsion
Overall spraying
Remarks. (@) For crops, the EU and Codex Classification (both) shouki be used; where relevant, the use situalion should be {eq g3 of the
(b) Outdoor or field use (F), {G) or indoor ication (1)
(c) e.g. biting and sucking insects, soilborn insects, follar fungl, weeds
(C)] e.g. wettable powder (WP), emuisifiable concentrate (EC), granule (GR)
(&) GCPF Codes — GIFAP Technical Monograph N* 2, 1889
) All abbrevialions used must be explaned
()] Method, e.g. high volume spraying, low volume spraying, spreading. dusting, drench, elc
n Kind, .g. overall, broadcast, aerial spraying, row, individual piant, between the plants - type of equipment used must be indicated
0] okg or gl
] Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwed, ISBN 3-8263-3152-4), including where relevant. Information on sesson at time of apphication
(k) The minimum and maximum number of applications possitle under practical conditions of use must be provided
o PHI = Pre-harvest interval
(m) Remarks may include: Extent of

The objective of the study was to generate specimens of oilseed rape raw agricultural commodity after
one foliar application of the formulated product AZOXYSTROBIN 250 SE (250 g azoxystrobin /L) at the

rate of 1 L/ha.

The following pattern was designed for the treatments and the samplings:

Application Application
App. _— Rate of the Rate of the Spray
Plot Test Item No. | TargetTiming | c o ulated active volume
Product substance
U Unireated - - - - -
300 Lha
T AZOXYSTROEBIN 250 SE Ti 35 (£3) DBH 1L/ha 250 g/ha (£10%)

DBEH: Days before harvest

1.1.2 Location of the trial

The trial was performed on soil type and under cultural practices typical for oilseed rape production and
on typical cultivar of the regional commercial production.
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; Principal Type of | European .
Trial No. Investigator Crop trial area Region, country
i Baden-Wurttemberg,
BB8188 BW1 | Audrey MEYER Qilseed rape DC Morth Germany
DC: Decline curve
Location
e THE
Y : HETHERLANLE
- DNITED MmN ""\\ A
[ Bsnl
| L __J
o I-_'- HUMGARY
e A, W
| TRANCE g1, et F
) ITALY ,
[ | . TN e
| '-":. _J.-.
OPATH - e
| GREECE
7 > A
1 Trial BE188 BW1
1.2.2 Crop and soil Information
; " : : Sowing : Organic
Trial No. Crop Variety Sowing density date Soil type pH matter (%)
B8188 EW1 | Oilseed rape | Aristoteles 3.0 kg/ha 18/09/2017 Slggri}f =7.0 20-23

1.2.4 Sampling of specimens
The samplings were carried out according to ANADIAG SOPs and to the specifications of the study plan).

TrialNo | Sampling A;;';':' Ag;f' Act"“';;g’é’:"; Stage
1 05/06/2018 0 80-82
2 19/06/2018 14 83-85
B8188 BW1 3 26/06/2018 21 89
4 Mot taken™® * *
5 Not taken* . .

DAA: Days after application
*See deviation No. 180626
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Reference: KCP 6.3/09

Report DETERMINATION OF AZOXYSTROBIN IN OILSEED RAPE AFTER
APPLICATION OF AZOXYSTROBIN 250 SE IN GERMANY - 2018, J.
Kicinska, Study Code: ZBBZ-2018/11/DPL/1DE

Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament and of the
Council of 21-Oct-2009 concerning the placing of plant protection products
on the market and repealing council Directives 79/117/EEC and 91/414/EC
EU Guidance Document SANCO/3029/99 rev. 4
EU Guidance Document SANCO/825/00 rev. 8.1

Deviations: No
GLP: Yes
Acceptability: Yes

The objective of this study was to determine the decline and the magnitude of residues
Azoxystrobin in Oilseed rape (pods and seeds) samples taken from the field trial, after
applications of AZOXYSTROBIN 250 SE, under open field conditions. To achieve the
objective, appropriate analytical method for determination of Azoxystrobin was validated in
accordance to the guidance documents SANCO/825/00, rev. 8.1. and SANCO/3029/99, rev. 4 of
the European Commission and to meet residue regulatory requirements. The validation data were
presented in the Final Report No. ZBBZ-2018/11/DPL/1. The validated limit of quantification is
0.01 mg/kg.

EXPERIMENTAL SECTION

Test system, Specimen Origin, Preparation and Storage

The samples were delivered from field study conducted by ANADIAG France 16 rue Ampére, 67500
HAGUENAU - France

Field study title: Generation of field specimens for the determination of Azoxystrobin Residues in
Oilseed Rape Following Foliar application with AZOXYSTROBIN 250 SE under Field Condition in Germany
-2018

Field study number for Oilseed rape: B8188

Untreated and treated specimens from field trial were supplied by and under Sponsor responsibility.
Provided samples were thoroughly homogenized in a knife mill with dry ice. Each of the processed
sample was divided into four subsamples (three analytical and one archival) and was transferred to
polyethylene bags. Sub-samples were stored at the temperature < -18 °C in the dark (allowing the dry
ice to sublime) until extraction. Final specimen extracts were stored at 5 + 4 °C in the dark until analysis.
The extracts were analyzed within 24 hours and were not frozen.
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Cm;.: GLP sample code Sample description Sampling date Lab. Sample ID
{matrix)
BE188 BWI1/UD/A Untreated 0DAA* /U 18/11/DPL/1DE/1
Oilsead rape BE18S BW1/TO/A Treated (AZOXYSTROBINM 250 SE) ODAAST 18/11/DPL/1DE/2
(pods) BE18S BW1,/U14/A Untreated 14 (#1) DAA /U 18/11/DPL/1DE/3
B2188 BWL1/T14/A | Treated (AZOXYSTROBIN 250 SE) 14 (+1) DAA /T 18/11/DPL/1DE/4
Dilseed rape | B8188 BW1/U21/A Untreated 21({#2) DAA/ U 18/11/DPL/1DE/S
(seeds) B8188 BWL1/T21/A | Treated (AZOXYSTROBIN 250 SE) 21 (£2)DAAJT 18/11/DPL/1DE/B
Additional sample information
Lab. Sample ID Date of reception Date of extraction Date of GC-MS/MS
analyses
18/11/DPL/1DE/1 24.07.2018 09.11.2018 10.11.2018
18/11/DPL/1DE/2 24.07.2018 08.11.2018 09.11.2018
18/11/DPL/1DE/3 24.07.2018 09,11.2018 10.11.2018
18/11/DPL/1DE/4 24.07.2018 08.11.2018 09.11.2018
18/11/DPL/1DE/5 24.07.2018 13.11.2018 13.11.2018
18/11/DPL/1DE/6 24.07.2018 13,11.2018 14,11.2018

Stability of Analytes in Standard Solutions

Working solutions used for preparation calibration samples were stored in refrigerator at 5 + 4°C during
study. At the end of experimental phase, the solution used for preparation calibration level at LOQ was
reanalysed by thrice injection and compared to freshly prepared. One (1) ion mass transition was used
for evaluation and the other ion mass transition was monitored for confirmation purpose only.
Difference between stored and newly prepared solution is < 10%. The results indicated that
Azoxystrobin working solutions prepared in acetonitrile were stable during study under refrigerated
conditions.

s

Calibration Date of

. RSD Difference
. Working ,
Level preparation solution 1D Relative peak area
{pg/mi) (dd.mm.yy) {26) (%)
Azaxystrobin
lon Mass Transition 344.0-»172.0 (Quantification)
0.005 06.11.2018 151wW7 18168/19035/17888/18433/17243 3.8
3.0
(Loq) 13.11.2018 151W12 19014/17532/17635/17006/1699% 4.7

DETAILED RESULTS FROM FIELD TRIALS

Following table presents detailed results of Azoxystrobin residues analyses in Oilseed rape (pods and
seeds).
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Azoxystrobin
Variant GLP Sample code Sampling data Lab. Sample ID Residues o
[mg/kg] Residues
[mg/ke]
18/11/DPL/IDESLA 0.012
B8188 BW1/UO/A 0DAA* /U 18/11/DPL/1DE/1B 0.013 0.012
18/11/DPL/1DE/1C 0.012
18/11/DPL/1DE/2A 2.9
B3188 BW1/TO/A ODAA/T 18/11/DPL/1DE/2B 6.1 6.1
Dilseed rape 18/11/DPL/1DEf2C 6.3
(pods) 18/11/DPL/1DE/3A <LOD
B2188 BW1/Ul4/A 14 (1) DaA S U 18/11/DPL/1DE/3B <LOD < LOD
18/11/DPL/1DE/3C <LOD
18/11/DPL/1DE/4A 0.74
BR188 BW1/T14/A 14 (+1) DAA /T 18/11/DPL/1DE/4B 0.74 0.75
18/11/DPL/1DE/AC 0.75
18/11/DPL/1DE/SA <L0D
B8188 BW1/U21/A 21(+2) DAA /U 18/11/DPL/1DE/58 <L0D <10D
Oilseed rape 18/11/DPL/1DE/SC <LOD
(seeds) 18/11/DPL/1DE/6A 0.039
B2128 BW1/T21/A 21 (£2) DAAST 18/11/DPL/1DE/GB 0.036 0.036
18/11/DPL/1DE/BC 0.033

LOD (limit of detection) — 0.002 mg/kg for Qilseed rape [pods and seeds)
LOQ (limit of quantification) — 0.01 mg/kg

CONCLUSIONS

The method was shown to be highly selective, as it includes two parent-daughter ion transitions for
Azoxystrobin and it yields accurate and repeatable results. The limit of quantification (LOQ) was
established at 0.01 mg/kg for all analytes, interfering signals in control specimen were negligible, and
thus the limit of detection (LOD) is 0.002 mg/kg for Oilseed rape (pods and seeds).

It is concluded that method fulfils the requirements as defined in EC Guidance document on residue
analytical methods (SANCO/3029/99, rev. 4 and SANCO/825/00, rev. 8.1.) and is, applicable as
enforcement and data generation method for determination of Azoxystrobin in Oilseed rape after
application of AZOXYSTROBIN 250 SE.

A2234 Study 4

Comments of ZRMS: [The study is accepted, however is should be noted that formulation in the study is
SE while in the proposed GAP SC. The Applicant has provided bridging studies
showing that the residue levels will not be higher when used in the formulation
proposed in the GAP for CHR/F/PROTAZO 375 SC.

Reference: KCP 6.3/16

Report Generation of Field Specimens for the determination of Azoxystrobin
Residues in Oilseed Rape Following Foliar application with
AZOXYSTROBIN 250 SE under Field Conditions in Poland in 2018, C.
Ertus, Study Code: B9187
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Guideline(s): Regulation (EC) No 1107/2009

Deviations: No
Acceptability: Yes
SUMMARY OF GOOD AGRICULTURAL PRACTICES FOR PESTICIDE USES
on agri and crops)
Responsible body for reporting (name, address): ANADIAG - 16 rue Ampére, 87500 Haguenau, France
Producer of commercial product: PUH Chemirol sp. z.0.0. Page: "
Pesticide (s) (common name (s)). azoxystrobin Country: Northern Europe
CCPR No (s).
Trade name(s) AZOXYSTROBIN 250 SE
Main uses e.g. insecticide, fungicide: Inseclicide
Use Pattem
1 2 3 4 5 6 7 8 9 10 1 12 13 14
oA Formulation Application Application rate per treatment
Crop andior group of interval
= F,Gorl "
situation L pests growth stage & | number between Pt tonys) e -
Type Conc. of a.s. Method kind & JhL
controlled season min-max | applications g a.s/ha (max) water Uha | 9 2%
(days) ke
(a) {b) (€) (a-f) 0 (f-h) o x) (min) n (m)
Qilseed rape F Biting and SE 250 gL Medium volume spraying - 1 - 250 300 833 35
sucking Suspe-
insects emuision
Overall spraying
Remarks: (a) For crops, the EU and Codex Classification (both) should be used; where relevant, the use situation should be (eg. of the
(®) Outdoor or field use (F), ication (G) or indoor n
(c) €.g. biting and sucking insects, sollbom insects, foliar fungi, weeds
(d) €.g. wettable pawder (WP), emulsifiabie concentrate (EC), granule (GR)
(e} GCPF Codes — GIFAP Technical Monograph N° 2, 1989
) All used must be
(g) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench, efc.
(h) Kind, e.g. overall, broadcast, aenial spraying, row, individual plant, between the plants - type of equipment used must be indicated
(i) gkg orgll
) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8263-3152-4), Including where relevant, information on season at time of application
(k) The minimum and maximum number of applications possible under practical conditions of use must be provided
(U] PHI = Pre-harvest interval
(m) Remarks may include: Extent of

The objective of the study was to generate specimens of oilseed rape raw agricultural commodity after
one foliar application of the formulated product AZOXYSTROBIN 250 SE (250 g azoxystrobin /L) at the
rate of 1 L/ha.

The following pattern was designed for the treatments and the samplings:

Application Application
App. _— Rate of the Rate of the Spray
Plot Testltem No. | TargetTiming | o uiated active volume
Product substance
U Untreated - - - - -
300 Lha
T AZOXYSTROEBIN 250 SE T1 35 (£3) DBH 1L/ha 250 g/ha (£10%)

DEH: Days before harvest

1.1.2 Location of the trial
The trial was performed on soil type and under cultural practices typical for oilseed rape production and
on typical cultivar of the regional commercial production.
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] Principal Type of | European -
Trial No. Investigator Crop trial area Region, country
B8187 PL1 | Krzysztof NOWAK Oilseed rape DC MNorth Lodzkie, Poland
DC: Decline curve
Location
.":' e\ THE
b : HETHERLANLE
SMITES nanon "".\ ™ .
s =  cEsMany
ST g ~zmn 1
_ £ N | REPUBLIC T
- | _ e -
QP | HUNGARY
A e, % _ . .
) FRAHCE o A f-$ & T
. '|I ITALY . __|_-
TPAIH e
| GREECE
1 Trial BE187 PL1
1.2.2 Crop and soil Information
: : : ; Sowing : Organic
Trial No. Crop Variety Sowing density date Soil type pH matter (%)
B8187 PL1 | Qilseed rape Visby 32 kgha 28/08/2017 Sgggy 6.5 15

1.2.4 Sampling of specimens
The samplings were carried out according to ANADIAG SOPs and to the specifications of the study plan).

TrialNo | Sampling fomal Aol A“”“'{‘;ng"; Stage
1 08/06/2018 0 75-76
2 21/06/2018 13 81-82
B&187 PL1 3 28/06/2018 20 82-83
4 04/07/2018 26 85-86
5 09/07/2018 31 89

DAA: Days after application
*See deviation No. 180709



CHR/F/PROTAZO / CLARO 375 SC, KAJMAN 375 SC Page 144 /184
Part B — Section 7 - Core Assessment
Applicant version

Reference: KCP 6.3/10

Report DETERMINATION OF AZOXYSTROBIN IN OILSEED RAPE AFTER
APPLICATION OF AZOXYSTROBIN 250 SE IN POLAND - 2018, J.
Kicinska, Study Code: ZBBZ-2018/11/DPL/1PL

Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament and of the
Council of 21-Oct-2009 concerning the placing of plant protection products
on the market and repealing council Directives 79/117/EEC and 91/414/EC
EU Guidance Document SANCO/3029/99 rev. 4
EU Guidance Document SANCO/825/00 rev. 8.1

Deviations: No
GLP: Yes
Acceptability: Yes

The objective of this study was to determine the decline and the magnitude of residues
Azoxystrobin in Oilseed rape (pods and seeds) samples taken from the field trial, after
applications of AZOXYSTROBIN 250 SE, under open field conditions. To achieve the
objective, appropriate analytical method for determination of Azoxystrobin was validated in
accordance to the guidance documents SANCO/825/00, rev. 8.1. and SANCO/3029/99, rev. 4 of
the European Commission and to meet residue regulatory requirements. The validation data were
presented in the Final Report No. ZBBZ-2018/11/DPL/1. The validated limit of quantification is
0.01 mg/kg.

EXPERIMENTAL SECTION

Test system, Specimen Origin, Preparation and Storage

The samples were delivered from field study conducted by ANADIAG France 16 rue Ampeére, 67500
HAGUENAU - France

Field study title: Generation of field specimens for the determination of Azoxystrobin Residues in
Oilseed Rape Following Foliar application with AZOXYSTROBIN 250 SE under Field Condition in Poland -
2018

Field study number for Oilseed rape: B8187

Untreated and treated specimens from field trial were supplied by and under Sponsor responsibility.
Provided samples were thoroughly homogenized in a knife mill with dry ice. Each of the processed
sample was divided into four subsamples (three analytical and one archival) and was transferred to
polyethylene bags. Sub-samples were stored at the temperature < -18 °C in the dark (allowing the dry
ice to sublime) until extraction. Final specimen extracts were stored at 5 + 4 °C in the dark until analysis.
The extracts were analyzed within 24 hours and were not frozen.
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Cm;? GLP sample code Sample description Sampling date Lab. Sample ID
{matrix)

B8187 PL1/UD/A Untreated 0 DAA* /U 18/11/DPL/1PL/1

B8187 PL1/TO/A | Treated (AZOXYSTROBIN 250 SE) DDAAJST 18/11/DPL/1PL/2

Dilsead rape | B8187 PL1/U14/A Untreated 14 [+1) DAA/ U 18/11/DPL/1PL/3

(pods) B3187 PL1/T14/A Treated (AZOXYSTROBIN 250 SE) 14(+1) DAAJT 18/11/DPL/1PL/4

BS187 PL1/U21/A Untreated 21(x2)DAAS U 18/11/DPL/1PL/S

BE187 PLL/T21/A Treated (AZOXYSTROBIN 250 SE) 21(+2)DAAJT 18/11/DPL/1PL/6

Dilsead rape BE187 PL1/U2E/A Untreated 28 (£2) DAA S U 18/11/DPL/1PLST

[seeds) B2187 PL1/T28/A Treated (AZOXYSTROBIN 250 SE) 28 (12) DAAJT 18/11/DPL/1PL/B

Dilsead rape B8187 PL1/U35/A Untreated 35 (13) DAA, NCH™™ /U 18/11/DPL/1PL/9

{seeds) B2187 PL1/T35/A | Treated (AZOXYSTROBIN 250SE) | 35 (#3) DAA, NCH/T 18/11/DPL/1PL/1D

Additional sample information
Lab. Sample ID Date of reception Date of extraction Date of GC-MS/MS
analyses

18/11/DPL/1PLS 24,07.2018 09,11.2018 10.11.2018
18/11/DPL/1PLS2 24,07.2018 08,11.2018 08.11.2018
18/11/DPL/1PL/3 24,07.2018 09,11.2018 10.11.2018
18/11/DPL/1PL/4 24,07.2018 08,11.2018 08.11.2018
18/11/DPL/1PL/5S 24,07.2018 09,11.2018 10.11.2018
18/11/DPL/1PL/6 24.07.2018 08.11.2018 08.11.2018
18/11/DPLf1PLS7 24.07.2018 09.11.2018 10.11.2018
18/11/DPL/1PL/B 24.07.2018 08.11.2018 08.11.2018
18/11/DPL/1PLSS 24.07.2018 13.11.2018 13.11.2018
18/11/DPL/1PL/10 24.07.2018 13.11.2018 14.11.2018

Stability of Analytes in Standard Solutions

Working solutions used for preparation calibration samples were stored in refrigerator at 5 + 4°C during
study. At the end of experimental phase, the solution used for preparation calibration level at LOQ was
reanalysed by thrice injection and compared to freshly prepared. One (1) ion mass transition was used
for evaluation and the other ion mass transition was monitored for confirmation purpose only.

Difference between stored and newly prepared solution is < 10%. The results indicated that
Azoxystrobin working solutions prepared in acetonitrile were stable during study under refrigerated
conditions.

i [

Date of

Calibration - RSD Difference
. Working :
Level preparation solution ID Relative peak area
{pg/mi) (dd.mm.yy) (%) (%)
Azoxystrobin
lon Mass Transition 344.0-»172.0 (Quantification)
0.005 06.11.2018 151W7 18168/19035/17888/18435/17243 3.8
3.0
(Loq) 13.11.2018 151W12 19014/17532/17635/17006/165999 47

DETAILED RESULTS FROM FIELD TRIALS

Following table presents detailed results of Azoxystrobin residues analyses in Qilseed rape (pods and
seeds).
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Aroxystrobin
Variant GLP Sample code Sampling data Lab. Sample ID Residues e
[mg/kg] Residues
[mg/kg]
18/11/DPL/1PL/1A <LOD
B8187 PL1/UO/A 0 DAA* [ U 18/11/DPL/1PL/1B <LOD <10D
18/11/DPL/1PL/1C <LOD
18/11/DPL/1PL/2A 9.9
B8187 PL1/TO/A ODAAST 18/11/DPL/1PL/2B 9.9 9.3
18/11/DPL/1PL/2C 8.1
18/11/DPL/1PL/3A < LOD
B8187 PLL/U14/A 14 (11) DAA S U 18/11/DPL/1PL/3B <LOD <LOD
18/11/DPL/1PL/3C <LOD
18/11/DPL/1PL/4A 4.7
BE187 PL1/T14/A 14 (1) DAAST 18/11/DPL/1PL/4B 5.0 4.7
Oilseed rape 18/11/DPL/1PL/AC 4.6
(pods) 18/11/DPL/1PL/5A <LOD
B2187 PL1/U21/A 21({#2)DAAfU 18/11/DPL/1PL/5B < LOD < LOD
18/11/DPL/1PL/5C < LOD
18/11/DPL/1PL/6A 1.5
BE187 PL1/T21/A 21(+2) DAA/T 18/11/DPL/1PL/6B 1.4 1.4
18/11/DPL/1PL/EC 1.4
18/11/DPL/1PL/7A <LOD
BE187 PL1/U2&/A 28 (+2) DAA /U 18/11/DPL/1PL/TB <LOD <10D
18/11/DPL/1PL/TC <LOD
18/11/DPL/1PL/8A 17
BE187 PL1/T28/A 28(+2) DAA/T 18/11/DPL/1PL/SB 1.6 1.7
18/11/DPL/1PL/BC 1.7
LOD (limit of detection) —0.002 mg/kg for Oilseed rape (pods and seeds)
LOQ, (limit of quantification) —0.01 mg/kg
Azoxystrobin
Variant GLP Sample code sampling data Lab. Sample ID Residues Mean
[mg/kg] Residues
[mg/kgl
18/11/DPL/1PL/9A <LOD
BS187 PLI/U35/A | 35 (+3) DAA, NCH** /U 18/11/DPL/1PL/9B <LOD <LOD
Oilseed 18/11/DPL/1PL/IC <10D
{Sr'ff;s] 18/11/DPL/1PL/10A 0.044
BE187 PL1/T35/A 35 (£3) DAA, NCH /T 18/11/DPL/1PL/10B 0.039 0.042
18/11/DPL/1PL/10C 0.042

LOD (limit of detection) — 0.002 mg/kg for Oilseed rape (pods and seeds)
LOQ (limit of quantification) — 0.01 mg/kg

CONCLUSIONS
The method was shown to be highly selective, as it includes two parent-daughter ion transitions for
Azoxystrobin and it yields accurate and repeatable results. The limit of quantification (LOQ) was
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established at 0.01 mg/kg for all analytes, interfering signals in control specimen were negligible, and
thus the limit of detection (LOD) is 0.002 mg/kg for QOilseed rape (pods and seeds).

It is concluded that method fulfils the requirements as defined in EC Guidance document on residue
analytical methods (SANCO/3029/99, rev. 4 and SANCO/825/00, rev. 8.1. ) and is, applicable as

enforcement

and data generation method for determination of Azoxystrobin in Oilseed rape after

application of AZOXYSTROBIN 250 SE.

A 2235

Study 5

Comments of ZRMS: [The study is accepted, however is should be noted that formulation in the study is

SE while in the proposed GAP SC. The Applicant has provided bridging studies
showing that the residue levels will not be higher when used in the formulation
proposed in the GAP for CHR/F/PROTAZO 375 SC.

Reference:
Report

Guideline(s):

KCP 6.3/18

Generation of Field Specimens for the determination of Azoxystrobin
Residues in Oilseed Rape Following Foliar application with
AZOXYSTROBIN 250 SE under Field Conditions in Northern France in
2018, C. Ertus, Study Code: B8190

Regulation (EC) No 1107/2009

Deviations: No
GLP: Yes
Acceptability: Yes

SUMMARY OF GOOD AGRICULTURAL PRACTICES FOR PESTICIDE USES
(Application on agricultural and horticultural crops)

Responsible body for reporting (name, address): ANADIAG - 16 rue Ampeére, 67500 Haguenauy, France
Producer of commercial product: PUH Chemirol sp. 20,0 Page: 11
Pesticide (s) (common name (s)): azoxystrobin Country: Northemn Ex
CCPR No (s) ountry: urope
Trade name(s): AZOXYSTROBIN 250 SE
Main uses e.g. inseclicide, fungicide: Fungicide
Use Pattem
1 2 3 4 5 6 7 8 9 10 1 12 13 14
Pestor Formulation Application Application rate per treatment
Crop andlor group of | i days Rem:
S0t F,Gorl interval
situation pests < growth stage & | number between Ll ) Sl
Type Conc. of a.s. Method kind
controlled season min-max | applications g a.5.ma (max) water Lha | 923/
(days) (max)
(2) ®) (c) (d-0) o (f-h) (0] (k) (min) 0 (m)
Oilseed rape Folkar fungi SE 250 g/L Medium volume spraying - 1 - 250 300 833 35
Suspo-
emulsion
Overall spraying
|
|
Remarks: (a) For crops, the EU and Codex Classification (both) shouldl be used; where relevant, the use situation should be {eg g3 of the structure)

Qutdoor or field use (F), (G) or indloor 0]

e.g. biting and sucking insects, soilborn insects, foliar furgl, weeds

e.g. wettable powder (WP), emuisifiable concentrate (EC), granule (GR)

GCPF Codes — GIFAP Technical Monograph N* 2, 1889

Al ions used must be exp!

Method, .g. high volume spraying, low volume spraying, spreading, dusting, drench, etc

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

arkg or g

Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwedl, ISBN 3-8263-3152-4), including where relevant, Information on season at time of apphcation

The minimum and maximum number of appiications possidle under practical conditions of use must be provided
PHI = Pre-harvest interval
Remarks may include: Extent of

The objective of the study was to generate specimens of oilseed rape raw agricultural commodity after
one foliar application of the formulated product AZOXYSTROBIN 250 SE (250 g azoxystrobin /L) at the
rate of 1 L/ha.

The following pattern was designed for the treatments and the samplings:
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Application Application
App. . Rate of the Rate of the Spray
Flot Test Item No. Target Timing Formulated active volume
Product substance
U Untreated - - - - -
T | AZOXYSTROBIN 250 SE | T1 | 35(+3)DBH 1Uha 250 gha 3&"5;??
DBH: Days before harvest

1.1.2 Location of the trial

The trial was performed on soil type and under cultural practices typical for oilseed rape production and
on typical cultivar of the regional commercial production.

] Principal Type of | European -
Trial No. Investigator Crop trial area Region, country
B8190 MA1 Benoit BOYETTE | Oilseed rape DC North Grand-Est, France
DC: Decline curve

Location

. | '\ : \ PCLAND =

- | HUNGARY
5 FRANCE :”'._.'i'lr-} ..‘ ._||. T
i L e L ITALY o .
FPAIN L ' ' LT (e
_ | GREECE
) " L n
1 Trial B8190 MA1
1.2.2 Crop and soil Information
; : : . Sowing . Organic
Trial No. Crop Variety | Sowing density date Soil type pH matter (%)
B2190 MA1 | Oilseed rape Dariot 1.5-20kg/ha |20/08/2017 Clay 8 3

1.2.4 Sampling of specimens

The samplings were carried out according to ANADIAG SOPs and to the specifications of the study plan).
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TrialNo | Sampling Ag;'i':' Ag:f' Ac‘"“'{‘;’;“:"ﬁ? Stage
1 31/05/2018 0 69-71
2 14/06/2018 14 75
B8130 MA1 3 22/06/2018 22 75-85

4 26/06/2018 26 81-87
3 02/0772018 32 89

DAA: Days after application

Reference: KCP 6.3/11

Report DETERMINATION OF AZOXYSTROBIN IN OILSEED RAPE AFTER

APPLICATION OF AZOXYSTROBIN 250 SE IN NORTHERN FRANCE
- 2018, J. Kicinska, Study Code: ZBBZ-2018/11/DPL/1FR2

Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament and of the
Council of 21-Oct-2009 concerning the placing of plant protection products
on the market and repealing council Directives 79/117/EEC and 91/414/EC
EU Guidance Document SANCO/3029/99 rev. 4
EU Guidance Document SANCO/825/00 rev. 8.1

Deviations: No
GLP: Yes
Acceptability: Yes

The objective of this study was to determine the decline and the magnitude of residues Azoxystrobin in
Oilseed rape (pods and seeds) samples taken from the field trial, after applications of AZOXYSTROBIN
250 SE, under open field conditions. To achieve the objective, appropriate analytical method for
determination of Azoxystrobin was validated in accordance to the guidance documents SANCO/825/00,
rev. 8.1. and SANCO/3029/99, rev. 4 of the European Commission and to meet residue regulatory
requirements. The validation data were presented in the Final Report No. ZBBZ-2018/11/DPL/1. The
validated limit of quantification is 0.01 mg/kg.

EXPERIMENTAL SECTION

Test system, Specimen Origin, Preparation and Storage

The samples were delivered from field study conducted by ANADIAG France 16 rue Ampeére, 67500
HAGUENAU - France

Field study title: Generation of field specimens for the determination of Azoxystrobin Residues in
Oilseed Rape Following Foliar application with AZOXYSTROBIN 250 SE under Field Condition in Northern
France - 2018

Field study number for Oilseed rape: B8190

Untreated and treated specimens from field trial were supplied by and under Sponsor responsibility.
Provided samples were thoroughly homogenized in a knife mill with dry ice. Each of the processed
sample was divided into four subsamples (three analytical and one archival) and was transferred to
polyethylene bags. Sub-samples were stored at the temperature <-18 °C in the dark (allowing the dry
ice to sublime) until extraction. Final specimen extracts were stored at 5 + 4 °C in the dark until analysis.
The extracts were analysed within 24 hours and were not frozen. If the sequence is longer than 24
hours, the confirmation of stability of analyte in samples is to use SST (suitability system test). The use of
injections of standards at LOQ level in triplicate at the beginning and at the end of the sequence to
insure integrity of the analytical sequence sufficiently demonstrate the stability of analyte in the final
dilution.
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{;:‘;I ELP sample code cample dascription sampling date Lab. Sample ID

BELS0 MAL/LOJA Untreated DDAA* /U 18/11/DPL/1FR2/1

BE190 MAL/TO/A | Treated [AZOXYSTROBIN 250 SE) DDA /T 18/11/DPL/1FRZ/2

Dilseed rape | B3l90 MAL/ULYA Untreated 14 [*1) DAA/ U 18/11/DPL/1FR2/3

{pads] BE100 MAL/T14/A | Treated [AZOWYSTROBIN 250 SE) 14 [H) DAA S T 18/11/DPL/1FRZ/4

BE190 MAL/UZL/A Untreated 21 [+2) DAA/ U 18/11/DPL/1FRZ/5

BE190 MAL/TZL/A | Treated [AZOWYSTROBIN 250 SE) 21 [22) DBA S T 18/11/DPL/1FRZ/6

Dilsead rape | BS190 MAL/UZE/A Untreated 3E [+2) DAA/ U 18/11/DPL/1FR2/7

[saads) BE190 MAL/T2E/A | Treated [ATOXYSTROBIN 250 SE| 28 [£2) DEA S T 18/11/DPL/1FRZ/B

Dilsead rape | BA190 MAL/U3S/A Untreated 35 [+3) DAS, NCH/ U 18/11/DPL/1FR2/D

[s=eds) BE100 MAL/T35/A | Treated [AZOXYSTROBIN 250SE) | 35 [23) DAA, NCH/T | 18/11/0PL/IFRZ/10

additional sample information

Lzb. sample ID Date of reception Date of extraction e e
analyses
18/11/DPL/ 1FRZ/1 24.07 2013 09.11.2018 1111208
18/11/DPL/1FRZ,2 24.07 2013 08112018 09.11.2018
18/11/DFL/ 1FRZ,3 24.07 2013 09.11.2018 1111208
18/11/DPL/ 1FRZ4 24.07 2013 D8.11.2018 09.11.2018
18/11/ DL/ 1FR2/5 24.07 2018 09112018 11112008
18/11/DPL/1FRZ/5 24.07.2013 08.11.2018 09.11.2018
18/11/DPL/ 1FRZ,7 24.07 2013 09.11.2D18 11112018
18/11/DFL/ 1FRZ/3 24.07 2013 08112018 09.11.2018
18/11/DFL/ 1FAZ,3 24.07 2013 1311018 11112018
15/11/DPL/1FRZ/10 24.07 2013 13.11.2018 11.11.2018

Stability of Analytes in Standard Solutions
Working solutions used for preparation calibration samples were stored in refrigerator at 5 + 4°C during
study. At the end of experimental phase, the solution used for preparation calibration level at LOQ was
reanalysed by thrice injection and compared to freshly prepared. One (1) ion mass transition was used
for evaluation and the other ion mass transition was monitored for confirmation purpose only.

Difference between stored and newly prepared solution is < 10%. The results indicated that

Azoxystrobin working solutions prepared in acetonitrile were stable during study under refrigerated

conditions.
calibration Date of - RSD Difference
. Waorking -
Lewel preparation - Relative peak area
solution 1D
(ng/mL)y (dd.mm.yy) (%] (%]
Azpuystrobin
lon Mass Transition 34401720 [Quantification)

0005 06.11.2018 1S1W7 18168,/19095/17888,/18439/17243 3.8
. 3.0
iLoq) 13112018 151wz 19014,/17532,/17635,/17006,/16939 a7

DETAILED RESULTS FROM FIELD TRIALS
Following table presents detailed results of Azoxystrobin residues analyses in Oilseed rape (pods and

seeds).
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Azoxystrobin
Variant GLP sample code sampling data Lab. sample Iz R S
[meke] Residuss
[mg/kg]
18/11/DPL/1FRZ 1A <100
BE100 MAL/UD/A ODAA* S U 18/11/DPL/1FAZ 18 LoD <L0D
18/11/DPL/1FRZ1C LoD
18/11/DPL/LFRZ/24 6.9
BE190 MALTH/A 0DaA ST 18/11/DPL/1FR2/2B 7.4 7.0
18/11/DPL/1FR2/2C 6.8
18/11/DPL/1FRZ 34 <LOD
EE100 MAL/UL/A 14 (+1) DAA S U 18/11/DPL/1FAZ/3B <100 <L0D
18/11/DPL/1FRZIC 10D
18/11/DPL/LFRZ A4 0.50
BE190 MALT14/A 14 {£1) DAA [ T 18/11/DPL/1FAZ/ 18 0.50 050
Gilsesd rape 18/11/DPL/FRZAC 0.51
[pods] 18/11/DPL/1FRZ/5A <LoD
BELO0 MALUZL A 21(x2)DAA U 18/11/DPLAAFR2/58 < LoD < LoD
18/11/DPL/1FR2/SC <LOD
18/11/DPL/1IFR2 64 032
BE190 MAL/TZL/A N {x2)DAAST 18/11/DPLFAFR2/ 6B 0.34 0.34
18/11/DPL/1FRIEC 034
18/11/DPL/LFRZ TA <100
EB190 MAL/UZE A 28 (£2) DAA U 18/11/DPL/1FRZ/TE LoD <L0D
18/11/DPL/1FRZTC LoD
18/11/DPL/1FRZ/84 0.29
BE190 MAL/T2E/A 28 (2} DAAS T 18/11/DPL/1FR2/EB 0.30 0.29
18/11/DPL/1FR2/BC 0.29
LOD {limit of detection) — 0.002 me/kg for Dilseed rape (pods and seeds)
Lo (limit of quantification) — 0L01 mg/kg
Azowystroebin
Variant GLP Sample code sampling data Lab. S5ample I Residues e
[meske] Residuss
[mg/kg]
18/11/DPL/1FRZ 98 < 10D
BI190 MAL/U3S/A | 35 (3] DAa, NCH** fU 18/11/DPL/1FR2 8 £10D £L0D
Cilseed 18/11/DPL/AFR2 0C < 10D
[EEP;] 18/11/0PL/1FR2/10A oy
BA190 MALTIS A 35 (43) DAA, NCH /T 18/11/0PL/ 1FR2/108 0.045 0046
18/11/DPL/ 1FR2/10C 0.043

LOD (limit of detection) — 0.002 mg/kg for Dilseed rape (pods and seeds)
LOQ (limit of quantification) — 0.01 mg/kg

CONCLUSIONS
The method was shown to be highly selective, as it includes two parent-daughter ion transitions for
Azoxystrobin and it yields accurate and repeatable results. The limit of quantification (LOQ) was
established at 0.01 mg/kg for all analytes, interfering signals in control specimen were negligible, and
thus the limit of detection (LOD) is 0.002 mg/kg for Oilseed rape (pods and seeds).
It is concluded that method fulfils the requirements as defined in EC Guidance document on residue
analytical methods (SANCO/3029/99, rev. 4 and SANCO/825/00, rev. 8.1. ) and is, applicable as
enforcement and data generation method for determination of Azoxystrobin in Qilseed rape after
application of AZOXYSTROBIN 250 SE.

A223.6

Study

6
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Comments of zZRMS: [The study is accepted, however is should be noted that formulation in the study is
SE while in the proposed GAP SC. The Applicant has provided bridging studies
showing that the residue levels will not be higher when used in the formulation
proposed in the GAP for CHR/F/IPROTAZO 375 SC.

Reference: KCP 6.3/14

Report Generation of field specimens for the determination of Azoxystrobin

residues in Oilseed rape following foliar application with AZOXYSTROBIN
250 SE under field Conditions in Hungary in 2018, C. Ertus, Study Code:
B8178

Guideline(s): Regulation (EC) No 1107/2009

Deviations: No

GLP: Yes

Acceptability: Yes

SUMMARY OF GOOD AGRICULTURAL PRACTICES FOR PESTICIDE USES
and 3

on agr l crops)
Responsidle body for reporting (name, acdress) ANADIAG - 16 rue Ampire, 87500 Haguenau, France
Producer of commercial product PUH Chemirol sp. z.0.0. Page m
Pesticide (s) (common name (s)) azoxystrobn Country. Northern Europe
CCPR No {s).
Trade name(s). AZOXYSTROBIN 250 SE
Main uses e g. insecticide, fungicide; Fungicide
Use Patlern
1 2 3 N 5 8 7 8 9 10 11 12 13 14
- Formuilation . Application | Application rate per treatment I
Crop andlor group of Interval
situation ol pests rowth stage & be: betweel
T A g ge number n
| controlled we Foac ot s hiog season | min-max |applications | g 8.2 ha (max)
| (days)
(2) {b) (<) [Call i) {f-h) 0 () (mmin)
Oliseed rape F Folar flungi SE 250 gL Mecium volume spraying . 1 B 250
Suspo-
| emuision
| Overal sgraying ‘
|
‘ — Il I
Remarks. (a) For crops, the EU and Codex Classification (both) should ba used, where relevant, the use situation should be {eg g of e structure)
(b) Outdoor or fieid use (F), giasshouse application (G) or indoor appiication (1)
(c) £.g. biting and sucking nsects, soliborn insects, foliar fungl, weeds
(@) 8 g. wettable powder (WFP), emulsifiable concentrate (EC), granule (GR)
e) GCPF Codes ~ GIFAP Technical Monograph N* 2, 1888
(U] Al used must be
(9] Method, ¢.9. high volume spraying, low volume spraying, spreading, dusting, drench, eic
(] Kind, e.g. overall. broadcast, aerial spraying, row, individual plant, betwsen the plants - type of equipment used must be indicated
0] 9/g orgh
(1] Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell ISBN 3-8263-3152-4), including where relevanl, information on season at time of application
(k) The minimum and maximum number of applicalions possible under practical conditions of use must be provided
m PHI = Pre-harves! interval
(m) Remarks may incude: Extent of Iimportar

The objective of the study was to generate specimens of oilseed rape raw agricultural commodity after
one foliar application of the formulated product AZOXYSTROBIN 250 SE (250 g azoxystrobin /L) at the

rate of 1 L/ha.
The following pattern was designed for the treatments and the samplings:

Application Application
App. _ Rate of the Rate of the Spray
Plot Test ftem No. | Tar@etTiming |\ o rnulated active volume
Product substance
u Untreated - -- - - -
300 L'ha
T AZOXYSTROEIN 250 SE T1 35 (£3) DEH 1U/ha 250 g/ha (£10%)

DBH: Days before harvest

1.1.2 Location of the trial
The trial was performed on soil type and under cultural practices typical for oilseed rape production and
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on typical cultivar of the regional commercial production.

| S
, Principal Type of | European
Trial No. Investigator Crop trial Sl Region, country
B8178 HU1 | Monika PETUS | Oilseedrape | DC North Cantral Tranadanubla,
Hungary
DC: Decline curve
Location
DENMARK
: THE
NETHERLANDS
UNITED KINGDOM ,
* POLAND
= ‘ OERMANY )
e e CZECH | 1
REPUBLIC
| HUNGARY
FRANCE N G,
ITALY 2
SPAIN
GREECE
1 Trial B8178 HU1
1.2.2 Crop and soil Information
: Sowing Organic
Trial No. c Vari 9
rop ariety Sowing density date Soil type pH matter (%)
B8178 HU1 | Oilseed rape | GK Reka 5.0 kg/ha 18/08/2017 | Clay loam 8.2 2T

1.2.4 Sampling of specimens
The samplings were carried out according to ANADIAG SOPs and to the specifications of the study plan).

TrialNo | Sampling |  AStual rall (gg’(‘;ﬁ')‘ Stage
| 22/05/2018 0 75
2 04/06/2018 13 77
B8178 HU1 3 12/06/2018 21 80-81
4 19/06/2018 28 87
5 26/06/2018 35 89

DAA: Days after application
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Reference: KCP 6.3/12

Report DETERMINATION OF AZOXYSTROBIN IN OILSEED RAPE AFTER
APPLICATION OF AZOXYSTROBIN 250 SE IN HUNGARY - 2018, J.
Kicinska, Study Code: ZBBZ-2018/11/DPL/1HU

Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament and of the
Council of 21-Oct-2009 concerning the placing of plant protection products
on the market and repealing council Directives 79/117/EEC and 91/414/EC
EU Guidance Document SANCO/3029/99 rev. 4
EU Guidance Document SANCO/825/00 rev. 8.1

Deviations: No
GLP: Yes
Acceptability: Yes

The objective of this study was to determine the decline and the magnitude of residues Azoxystrobin in
Oilseed rape (pods and seeds) samples taken from the field trial, after applications of AZOXYSTROBIN
250 SE, under open field conditions. To achieve the objective, appropriate analytical method for
determination of Azoxystrobin was validated in accordance to the guidance documents SANCO/825/00,
rev. 8.1. and SANCO/3029/99, rev. 4 of the European Commission and to meet residue regulatory
requirements. The validation data were presented in the Final Report No. ZBBZ-2018/11/DPL/1. The
validated limit of quantification is 0.01 mg/kg.

EXPERIMENTAL SECTION

Test system, Specimen Origin, Preparation and Storage

The samples were delivered from field study conducted by ANADIAG France 16 rue Ampeére, 67500
HAGUENAU - France

Field study title: Generation of field specimens for the determination of Azoxystrobin Residues in
Oilseed Rape Following Foliar application with AZOXYSTROBIN 250 SE under Field Condition in Hungary -
2018Field study number for Qilseed rape: B8178

Untreated and treated specimens from field trial were supplied by and under Sponsor responsibility.
Provided samples were thoroughly homogenized in a knife mill with dry ice. Each of the processed
sample was divided into four subsamples (three analytical and one archival) and was transferred to
polyethylene bags. Sub-samples were stored at the temperature <-18 °C in the dark (allowing the dry
ice to sublime) until extraction. Final specimen extracts were stored at 5 + 4 °C in the dark until analysis.
The extracts were analyzed within 24 hours and were not frozen.
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{r:;:r':x: ELP sample code cample description sampling date Lab. Sample ID

BELTE HUL/UD/A Untreated DDAA" /U 18/11/DPL/IHU L

BE178 HUL/TO/A | Treated [AZONYSTROBIN 250 SE] DDAS/ T 18/11/DPL/THL/ 2

Dilseed rape | BS178 HUL/U14/A Untreated 14 [+1) DAA/ U 18/11/DPL/THL/ 3

{pods) BELTE HUL/T14/A | Trested |AZONYSTROBIN 250 SE) 14 [H1) DSA/ T 18/11/DPL/THL/4

BE178 HUL/UZL/A Untreated 21 [£2) DAA/ U 18/11/DPL/THL/S

BELTE HUL/TZ1/A | Treated |AZONYSTROBIN 250 SE) 21 [F2) DEAS T 18/11/DPL/1HU/ G

Dilsead rape | B3178 HUL/UZE/A Untreated 2 [£2) DAA/ U 18/11/DPL/THL/ 7

[seeds) BELTE HUL/TZE/A | Treated |AZONYSTROBIN 250 SE) 28 [£2) DEAS T 18/11/DPL/1HL/E

Dilseed rape | B3178 HUL/U3S/A Untreated 35 [£3) DAL, NCH** /U | 18/11/DPL/IHL/D

[s=eds) BELTE HUL/T35/A | Treated [AZOWYSTROBIN 250 SE] | 35 [#3) DAA MCH/T | 15/11/DPL/IHW/I0

additional sample information

Lzb. sample ID Date of reception Date of extraction e L s
analyses
18/11/DPL/1HU,/1 24072013 09.11.2018 10.11.2008
18/11/DPL/1HU,2 2407 2013 08112018 09.11.2018
18/11/DPL/1HL,S 24.07.2013 09.11.2018 1011208
18/11/DPL/1HU/4 24.07.2013 08.11.2018 09.11.2018
18/11/DPL/IHU/S 2407 2018 09.11.2018 10.11.2018
18/11/DPL/1HU/E 2407 2013 08.11.2018 09.11.2018
18/11/DPL/1HU,T 24.07 2018 13117018 13.11.2008
18/11/DPL/1HU/E 24.07.2013 13.11.2018 14.11.2m8
18/11/DPL/1HU,D 2407 2013 13112018 14.11.2008
18/11/DPL/IHU/10 2407 2018 13.11.2018 14.11.2018

Stability of Analytes in Standard Solutions

Working solutions used for preparation calibration samples were stored in refrigerator at 5 + 4°C during
study. At the end of experimental phase, the solution used for preparation calibration level at LOQ was
reanalysed by thrice injection and compared to freshly prepared. One (1) ion mass transition was used
for evaluation and the other ion mass transition was monitored for confirmation purpose only.

Difference between stored and newly prepared solution is < 10%. The results indicated that

Azoxystrobin working solutions prepared in acetonitrile were stable during study under refrigerated

conditions..
calibration Date of - RSO Difference
. Working -
Lewel preparation - Relative peak area
solution ID
(ng/mL) (dd.mm.yy] (%) (%]
Apoxystrobin
lon Mass Transition 34401720 (Quantification)

0,005 D6.11.2018 1SIWT 18168,19005/17888,/18435/17243 38
" io
{Loa) 13.11 2018 151wz 19014,/17532/17635/17006/16999 47

DETAILED RESULTS FROM FIELD TRIALS

Following table presents detailed results of Azoxystrobin residues analyses in Oilseed rape (pods and

seeds).
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Azowystrobin
Variant GLP Sample code sampling data Lab. 5ample ID Residues =
[me/ie] Residues
[mg/kg]
18/11/DPL/IHU/1A < LOD
BEATE HUL/UDVA ODAA* fU 18/11/DPL/1HU/1E £ L0D £L0D
18/14/DPL/IHU/IC < LOD
18/11/DPLIAHU/ZA 8.0
BE1TE HULTO/ A 0DAAST 18/11/DPL/1HU/2E 8.6 8.2
18/14/DPL/1HL/2C B.1
18/11/DPL/IHU/3A < LoD
BE178 HUL/U14/A 14 (+1) DAA S U 18/11/DPL/1HU/3B < LoD <LOD
pilsead rape 18/114/DPL/1HLU/3C < LOD
[pods] 18/11/DPL/IHU/AA 11
BEATE HUL/T14/A 14 (1} DAAS T 18/11/DPL/1HU/ 4B 11 11
18/114/DPL/IHU/AC 0.00
18/11/DPL/AHU/SA < LoD
BE178 HUL/UZ1/A 21 (+2) DAA S U 1B/ 11/ DPLFIHUYSE < LoD <LOD
18/14/DPL/IHLYSC < LoD
18/11/DPL/1HU/EA 039
BE178 HUL/TZ1/A 21{x2)DAAST 18/11/DPLFIHU, 6B 0.35 0.38
18/11/DPL/IHU/EC 0.40
18/11/DPL/IHU/TA < LOD
BE17E HUL/UZE/A 28 (+2) DAA S U 18/11/DPL/1HU/TE £ L0D £L0D
gilsesd rape 18/114/DPL/IHL/TC < LOD
(seads) 18/11/DPL/IHU/BA 0.071
BE17E HUL/T2E/A 28 (£2) DAA S T 18/11/DPL/1HU/EE 0.067 0.069
18/14/DPL/1HU/EC 0.069
LODC (limit of detection) —0.002 mg/kg for Qilseed rape (pods and seeds)
LOQ (limit of quantification) — 0.01 mg/kg
RSN A A ot A8 E A ot AR 4§ el AR 8 P ] et 08§ e e et e
Azoxystrobin
variant GLP Sample code sampling data Lab. sample Iz Frsadus =
[me/ke] Residues
[mg/fleg]
1B8/11/DPL/AHU/DA <LOD
BEL7TEHUL/U3S/A | 35 (3] DAA, NCH** U 18/11/DPL/1HU 98 < LOD <LOD
Dilseed 1B/11/DPL/IHU/IC < LOD
[;P;] 18/11/DPL/IHU 104 o022
BE17E HUL/T35/A 35 (£3) DA, NCH /T 18/11/DPL/1HU/ 106 0.026 0.026
18,/11/DPL/1HU/10C 0.024

LOD {limit of detection) — 0.002 mg/ kg for Dilseed rape {pods and seeds)
LD (limit of quantification) — 0.01 mg/kg

CONCLUSIONS
The method was shown to be highly selective, as it includes two parent-daughter ion transitions for
Azoxystrobin and it yields accurate and repeatable results. The limit of quantification (LOQ) was
established at 0.01 mg/kg for all analytes, interfering signals in control specimen were negligible, and
thus the limit of detection (LOD) is 0.002 mg/kg for Oilseed rape (pods and seeds).
It is concluded that method fulfils the requirements as defined in EC Guidance document on residue
analytical methods (SANCO/3029/99, rev. 4 and SANCO/825/00, rev. 8.1. ) and is, applicable as
enforcement and data generation method for determination of Azoxystrobin in Oilseed rape after
application of AZOXYSTROBIN 250 SE.

A 2237

Study 7
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Comments of ZRMS: [The study is accepted, however is should be noted that formulation in the study is
SE while in the proposed GAP SC. The Applicant has provided bridging studies
showing that the residue levels will not be higher when used in the formulation
proposed in the GAP for CHR/F/PROTAZOQO 375 SC.
Reference: KCP 6.3/15
Report Generation of field specimens for the determination of Azoxystrobin
residues in Oilseed rape following foliar application with AZOXYSTROBIN
250 SE under field Conditions in Czech Republic in 2019, C. Ertus, Study
Code: B9215
Guideline(s): Regulation (EC) No 1107/2009
Deviations: No
GLP: Yes
Acceptability: Yes

SUMMARY OF GOOD AGRICULTURAL PRACTICES FOR PESTICIDE USES
on

and hor

Responsible body for reporting (name, address):

crops)

ANADIAG - 16 rue Ampére, 67500 Haguenau, France

Producer of commercial product: PUH Chemirol sp. z.0.0. Page: "
Pesticide (s) (commen name (s)) azoxystrobin Count Northern Euroj
CCPR No (s) & &
Trade name(s): AZOXYSTROBIN 250 SE
Main uses e.g. insecticide, fungicide: Fungicide
Use Paltern
1 2 3 4 5 ] 7 a8 9 10 11 12 13 14
Pt Formulation Application Application rate per treatment
Crop andlor group of '
e F,Gorl interval
situation pests o growth stage & | number between Pl (dayn) i
controlled Type Conc. of a.s. Methad kind % asJ/hl
season min-max | applications g a.s5./ha (max) water Liha | 925
(days) (max)
(a) (o) (©) (d-f) [0 (f-h) [0} (k) (min) 0] (m)
Oilseed rape Folar fungi SE 250 g/l Medium volume spraying = BBCH 79-81 1 250 300 83 35
Suspo-
emulsion
Overall spraying
Remarks. (a) For creps, the EU and Codex Classification (both) should be used: where relevant, the use situation should be described (e.g. fumigation of the structure)
[(} Outdoor or field use (F), glasshouse apphication (G) or indoor application (1)
(c) e.g. biting and sucking insecls, soilbom insects, foliar fung:, weeds
(d) ©.g, wettable powder (WP), emulsifiable concentrate (EC), granule (GR)
(e) GCPF Codes - GIFAP Technical Monograph N° 2, 1889
(f) All lons used must be
(9) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench, etc
(h) Kind, ®.9. overall, broadcast, aerial spraying, row, Individual plant, between the plants - type of equipment used must be Indicated
(0] kg or gl
()] Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-8283-3152-4), including where relevant, infermation on season at time of application
(k) The minimum and maximum number of applications possible under practical condilions of use must be provided
(U] PHI = Pre-narvest interval
(m) Remarks may inciude: Extent of usefeconcmic importancelrestrictions

The objective of the study was to generate specimens of oilseed rape raw agricultural commodity after
one foliar application of the formulated product AZOXYSTROBIN 250 SE (250 g azoxystrobin /L) at the

rate of 1 L/ha.

The following pattern was designed for the treatments and the samplings:

Application Application
App. S Rate of the Rate of the Spray
Plot Test tem No. Target Timing Formulated active volume
Product substance
U Untreated -- - - - --
T | AZOXYSTROBIN 250 SE | T1 | 35 (:3)DBH 1Una 250 giha B{iﬁ'tﬂf

DBH: Days before harvest

1.1.2 Location of the trial
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The trial was performed on soil type and under cultural practices typical for oilseed rape production and
on typical cultivar of the regional commercial production.

. Principal Type of European .
Trial No. Investigator trial Crop area Region, Country
Oilseed Hradec Kralove,
B9215 CZ1 Iva SIMEK RH rape North Czech Republic
RH: Residue at harvest
Location
) LENIAARE
e | RS
b WETHERLANDS .
- IITES Bmiamot N —l™
Y . FOLAND 7
: A - _ 1
_oEReeL ) GERMANY
BELGULL Gy A
) REPUELIC ST
.- ) e - .I .
s | HUNGARY
e N
) FR&NCE 1 s gl
. | ITALY
3PAIN _ :
- ' GREEZE,
- "‘_. | ! y
1 Trial B9215 CZ1
1.2.2 Crop and soil Information
: . : - Sowing ; Organic
Trial No. Crop Variety Sowing density date Soil type pH matter (%)
B9215 CZ1 0:':5:” Architect 33kgha |28/08/2018| Loam 53 a1

1.2.4 Sampling of specimens

The samplings were carried out according to ANADIAG SOPs and to the specifications of the study plan).

. , Actual Actual Actual Growth Stage
Trial No Sampling Date DAA (BBCH)
B9215 CZ1 1 30/07/2019 35 89

DAA: Days after application
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Reference: KCP 6.3/13

Report DETERMINATION OF AZOXYSTROBIN IN OILSEED RAPE AFTER
APPLICATION OF AZOXYSTROBIN 250 SE IN CZECH REPUBLIC -
2019, J. Kicinska, Study Code: 19/FSL/12/1CZ

Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament and of the
Council of 21-Oct-2009 concerning the placing of plant protection products
on the market and repealing council Directives 79/117/EEC and 91/414/EC
EU Guidance Document SANCO/3029/99 rev. 4
EU Guidance Document SANCO/825/00 rev. 8.1

Deviations: No
GLP: Yes
Acceptability: Yes

The objective of this study was to determine the decline and the magnitude of residues Azoxystrobin in
Oilseed rape (seeds) samples taken from the field trial, after applications of AZOXYSTROBIN 250 SE,
under open field conditions. To achieve the objective, appropriate analytical method for determination of
Azoxystrobin was validated in accordance to the guidance documents SANCO/825/00, rev. 8.1. and
SANCO/3029/99, rev. 4 of the European Commission and to meet residue regulatory requirements. The
validation data were presented in the Final Report No. ZBBZ-2018/11/DPL/1. The validated limit of
guantification is 0.01 mg/kg.

EXPERIMENTAL SECTION

Test system, Specimen Origin, Preparation and Storage

The samples were delivered from field study conducted by ANADIAG SA, CZ osp, Chleny 46, 517 45
CHLENY CZECH REPUBLIC (ANADIAG France 16 rue Ampére, F-67500 HAGUENAU — France)

Field study title: Generation of field specimens for the determination of Azoxystrobin Residues in
Oilseed Rape Following Foliar application with AZOXYSTROBIN 250 SE under Field Condition in Czech
Republic - 2019

Field study number for Oilseed rape: B9215

Untreated and treated specimens from field trial were supplied by and under Sponsor responsibility.
Provided samples were thoroughly homogenized in a knife mill with dry ice. Each of the processed
sample was divided into four subsamples (three analytical and one archival) and was transferred to
polyethylene bags. Sub-samples were stored at the temperature < -18 °C in the dark (allowing the dry
ice to sublime) until extraction. Final specimen extracts were stored at 5 £ 4 °C in the dark until analysis.
The extracts were analyzed within 24 hours and were not frozen.

le? GLP sample code Sample description Sampling date Lab. Sample ID
{matrix)
Dilsead rape B9215 CZ1/UH/A Untreated 35 (+3) DAA, NCH /U 19/FSL/12/1C7Z{1
(s2eds) B9215 CZ1/TH/A Treated (AZOXYSTROBIN 250 SE) 35 (+£3) DAA, NCH /T 19/FSL/12/1CZ/2
Additional sample information
Lab. Sample ID Date of reception Date of extraction LI EE s
analyses
19/FSL/12/1CZ/1 01.08.2019 16.05.2019 17.09.2019
19/F5L/12/1CZ/2 01.08.2019 16.09.2019 17.09.2019

Stability of Analytes in Standard Solutions
Working solutions used for preparation calibration samples were stored in refrigerator at 5 £ 4°C during
study. At the end of experimental phase, the solution used for preparation calibration level at LOQ was
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reanalysed by thrice injection and compared to freshly prepared. One (1) ion mass transition was used
for evaluation and the other ion mass transition was monitored for confirmation purpose only.
Difference between stored and newly prepared solution is < 10%. The results indicated that
Azoxystrobin working solutions prepared in acetonitrile were stable during study under refrigerated

conditions.

)

Calibration Date of . RSD Difference
\ Working .
Level preparation solution ID Relative peak area
{pg/ml) (dd.mm.yy) (%) (%)
Azoxystrobin
lon Mass Transition 344,0-172.0 (Quantification)
0.005 11.09.2019 151W7 16529 / 15764 [ 14889 5.2
-1.8
Loq) 16.09.2019 151W12 17622 /18168 f 15393 8.6

DETAILED RESULTS FROM FIELD TRIALS
Following table presents detailed results of Azoxystrobin residues analyses in Oilseed rape (seeds).

Azoxystrobin
Variant GLP Sample code Sampling data Lab. Sample ID Residues Mean
[mgfke] Residues
[mg/kgl
19/FSL/12/1CZ 1A < LoD
B9215 CZ1/UH/A 35(13) DAA, NCH /U 19/F5L/12/1CZ/1B <LOD < LoD
Dilseed rape 19/FSL/12/1CZ f1C <LoD
(seeds) 19/FSL/12/1CZ/2A 0.094
B9215 CZ1/TH/A 35(13) DAA, NCH/T 19/FSL/12/1CZ/2B 0.0590 0.092
19/FSL/12/1CZ/2C 0.11

LOD (limit of detection) — 0.002 mg/kg for Qilseed rape (seeds)
LOQ (limit of quantification) —0.01 mg/kg

CONCLUSIONS

The method was shown to be highly selective, as it includes two parent-daughter ion transitions for
Azoxystrobin and it yields accurate and repeatable results. The limit of quantification (LOQ) was
established at 0.01 mg/kg for all analytes, interfering signals in control specimen were negligible, and
thus the limit of detection (LOD) is 0.002 mg/kg for Oilseed rape (seeds).

It is concluded that method fulfils the requirements as defined in EC Guidance document on residue
analytical methods (SANCO/3029/99, rev. 4 and SANCO/825/00, rev. 8.1. ) and is, applicable as
enforcement and data generation method for determination of Azoxystrobin in Qilseed rape after
application of AZOXYSTROBIN 250 SE

IComments of zZRMS: [The study is accepted.

A223.8 Study 8
Reference: KCP 6.3/21
Report Magnitude of the residue of azoxystrobin in Qil Seed Rape (Raw Agriculture

Commodity) after one application of CHR/F/AZX — one harvest trial in
Poland - 2020, T. Peda, Study Code: 20SGS10

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
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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 in September 2009)

SANCO/825/00, rev. 8.1; 16/11/2010

SANCO0/3029/99, rev. 4; 11/07/2000

Deviations: No
GLP: Yes
Acceptability: Yes

One harvest study trial (HS) was established in Poland. 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.

One typical for fungicide application was performed in trial with boom sprayer on the treated plots at the
target dose rate of 1,0 I/ha. The reported dose rate actually ranged 0,953 I/ha.

The target spray volume was 300 litres per hectare according to Good Agricultural Practices. The
reported spray volume was actually 286,0 I/ha.

Application was performed in BBCH 69 (foliar).

The spray mixture volume remaining after application was measured and the volume applied to the
treated plot was calculated to verify delivery rates. The calculations and the delivery rates were verified
by the Study Director.

Deviations to the target rates were all between + 5% as requested in the study plan.

In harvest trial (HS), RAC specimens for analyses (whole plants, seeds) were collected at:

S1-35(x1) DALA (whole plants)

S2 — CH — Commercial harvest (seeds)

Quality control measures were taken to maintain specimen integrity and to avoid contamination at the
trial sites.

Sampling dates and weights of collected specimens are presented in Table 15 — Sampling procedures and
shipment of RAC specimens.

RAC specimens were put in deep freezing conditions at a target temperature of <-18° C on the day of
sampling, within 12 hours after sampling.

All specimens remained deep frozen during storage at the test site, during shipment to The SGS Polska
Sp. z 0. 0. Environmental Laboratory
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The following residues concentration was determined in the field samples analyzed on 16.12.2020:

Table 12 Residue concentrations of acetamiprid detected in analyzed field samples (Study MNo.:
205G510, Trial No.: 20SG510-01 Harvest Study)

Sample number
. Study sample ; Result
T f
No iming code Type of commodity glgfsgrggu trl;re [ma/kg]
OSR (whole plant
1 205GS10-0141 : DPL/
1 = 35(1) without root) 183/2020/01U <LOD A
DALA* OSR (whole plant
2 205!3510-0.1_-_?‘ ithout root) DPL/193/2020/02T <L0Qq
3 205GS510-01-3 OSR (seeds) DPL/193/2020/03U =LOD
52 =CH" ——— — =]
4 205G510-01-4 OSR (seeds) DPL/193/2020/04T <LOD

*DALA - Days Afler Last Application. CH — Commercial Harvest

Residues are not corrected for procedural recoveries;
Calculation based on unrounded values, LOD = 0.003 mg/kg, LOQ = 0.01 mgkg

CONCLUSION

This study was fully performed as anticipated, in accordance with the study plan and the amendments
issued. The collected specimens were suitable for the purpose of the study and the residue values can
therefore be considered as representative of the crop and of the application timing(s) and rate(s). Method
of determination by LC-MS fulfils the requirements as defined in EC Guidance document on residue
analytical methods (SANCO/825/00, rev. 8.1. and SANCO/3029/99, rev. 4) and is applicable as
enforcement and data generation method for determination of azoxystrobin in oil seed rape after one
application of CHR/F/AZX. Residues of azoxystrobin were not detected (<LOD) in any of the untreated
samples.

A224 Magnitude of residues in livestock

A224.1 Livestock feeding studies

No new studies was performed.

A225 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation)

No new studies was performed.

A226 Magnitude of residues in representative succeeding crops

No new studies was performed.

A227 Other/Special Studies

No new studies was performed.
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A23 Both active substance — Prothioconazole and Azoxystrobin

A231 Stability of residues

No new studies was performed.

A23.2 Nature of residues in plants, livestock and processed commodities

No new studies was performed.

A233 Magnitude of residues in plants
A2331 Study 1

A234 Magnitude of residues in livestock
A234.1 Livestock feeding studies

No new studies was performed.

A235 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation)

No new studies was performed.

A 236 Magnitude of residues in representative succeeding crops

No new studies was performed.

A23.7 Other/Special Studies

A23.7.1 Study 1

IComments of zZRMS: [The study is accepted.

Reference: KCP 6.3/22

Report Determination of Prothioconazole and Azoxystrobin Residues in Honey and
Pollen Following Foliar application on Phacelia with CHR/F/PROTAZO 375
SC under semi field Conditions in Northern Europe in 2020, A. PERNY,
Study Code: C0277

Guideline(s): Regulation (EC) No 1107/2009
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Deviations: No
GLP: Yes
Acceptability: Yes

The objective of the study was to determine the residue levels of prothioconazole , prothioconazole-
desthio and azoxystrobin in honey and pollen from bees foraging on Phacelia following one foliar
application at flowering stage of the formulated product CHR/F/PROTAZO 375 SC (175 ¢
prothioconazole/L + 200 g azoxystrobin /L), under semi-field conditions.

The study consisted of 2 phases: the field phase, and the analytical phase.

The study was conducted under semi-field conditions at one site in Northern Europe

On the site, 2 tunnels covered with anti-insect nets were used: Phacelia was grown under both tunnels. At
flowering of the crop one tunnel was treated once with CHR/F/PROTAZQO 375 SC at the rate of 1.25 L
product/ha (219 g prothioconazole/ha + 250 g azoxystrobin /ha) The second tunnel was kept untreated.
One honeybee colony was installed under each tunnel and bees foraging was restricted to the tunnels.
Honey and pollen were sampled (at commercial maturity), and the residue level of prothioconazole ,
prothioconazole-desthio and azoxystrobin analysed in the samples.

SUMMARIZED RESULTS

Residues in honey control samples were non-detectable or below the limit of quantification, except for
azoxystobin residues in control honey that were above the limit of quantification. The residue results for
azoxystrobin, prothioconazole and prothioconazole-desthio in the treated specimens are summarized
below:

Azoxystrobin Prothioconazole -
- - Prothioconazole-
Trial - residues residues desihio
No. e (mg/kg) (mg/kg) residues (mg/kg)
at maturity at maturity at maturity
PL1 Pollen 12.91 6.86 1.54

DALA: Days after last application

< LOQ: Residues between LOD and LOQ

NDR: No detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg

LOQ =0.01 mg/kg

The following pattern was designed for the treatments and the samplings:

Application details

Application
App. Target Rate of the Application Rate of
el MESHIEn No. Timing Formulated | the active substance Spray volume
Product
U Untreated -- -- -- -- --
Prothioconazole: 219
CHR/F/PROTAZO - g/ha 200-400 L/ha
Li 375SC 1 | Fullflowering | 1.25L/ha Azoxystrobin: 250 (£10%)
g/ha
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Location of the trial

- Principal Type of European -
Trial No. .p yp Crop P Country, Region
Investigator trial area
C0277 PL1 Krzysztof NOWAK Semi-field Phacelia North Poland, L.odzkie
Location
1
— POLAND
— HE Y ‘CZECHI T
_C T~ \REPUBLIC > J '
\ ./ ‘___ ___.-- — -I ...ﬁ_.l.—-—-_. ._.
'\..l i ,_.;' HUNGARY
| FRANCE A aradiza P
| “_: I — ..i
. L - ALY :
[y [ N &
| b |
SPAIN
_.":' v ! - ) P].
1 Trial C0277 PL1
Crop and soil Information
- Sowing / -
. . Crop density . . Organic
Trial No. Crop Variety (kg/ha) Planting | Soil type pH matter (%)
date
C0277 PL1 | Phacelia Stala 10 21/04/2020 L:;:;y 7.4 1.36

Sampling of specimens

The samplings were carried out according to ANADIAG SOPs and to the specifications of the study plan
(see details for min. weight in section 1.1.1 Objective).

Sampling summary

Actual Actual

Trial No Sampling Date DALA

Actual Growth Stage (BBCH)
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C0277 PL1 il

14/07/2020
17/07/2020 (U)

14

Commercial maturity

Results

The analytical results obtained are summarized in the table(s) below.

Table 1 TRIAL No. C0277 PL1
Azoxystrobin
Analytical Field sample No. Treatment Matrix DAA EESRRE
sample No. found
(mg/kg)
0.02 Mean
C0277 01 01 C0277 PLL/UH/ A - Honey - 0.01 0.02
C0277 01 03 C0277 PLL/UP /A - Pollen - NDR
C0277 01 02 C0277 PLL/TH/A CHR/EIPROTAZO Honey 14 <LOQ
375 SC
C0277 01 04 C0277 PLL/ TP/ A CHR/EBROTAZO Pollen 14 12.91
375 SC
- Prothioconazole-
Analytical Brothioconazols desthio
y Field sample No. Treatment Matrix DAA residues found -
sample No. i residues found
(mg/kg)
C020717 bl C0277PL1/UH/A = Honey - NDR NDR
C020737 - C0277 PL1/UP /A - Pollen - NDR NDR
C0277 01 CHR/F/PROTAZO
02 C0277 PL1/TH/A 375 SC Honey 14 NDR NDR
C0277 01 CHR/F/PROTAZO
04 C0277 PLL/TP/A 375 SC Pollen 14 6.86 1.54

DAA: Days after application

< LOQ: Residues between LOD and LOQ

detection)

LOD =0.003 mg/kg

LOQ =0.01 mg/kg

NDR: No detectable residues (residues below the limit of
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IComments of zZRMS: [The study is accepted.

A23.7.2 Study 2
Reference: KCP 6.3/25
Report Determination of Prothioconazole and Azoxystrobin Residues in Honey and

Pollen Following Foliar application on Phacelia with CHR/F/PROTAZO 375
SC under semi field Conditions in Northern Europe in 2020, A. Perny, Study

Code: C0239
Guideline(s): Regulation (EC) No. 1107/2009
Deviations: No
GLP: Yes
Acceptability: Yes

The objective of the study was to determine the residue levels of prothioconazole, prothioconazole-
desthio and azoxystrobin in honey and pollen from bees foraging on Phacelia following one foliar
application at flowering stage of the formulated product CHR/F/PROTAZO 375 SC (175 ¢
prothioconazole/L + 200 g azoxystrobin /L), under semi-field conditions.

The study consisted of 2 phases: the field phase, and the analytical phase.

The study was conducted under semi-field conditions at one site in Northern Europe

On the site, 2 tunnels covered with anti-insect nets were used: Phacelia was grown under both tunnels. At
flowering of the crop one tunnel was treated once with CHR/F/PROTAZQO 375 SC at the rate of 1.25 L
product/ha (219 g prothioconazole/ha + 250 g azoxystrobin /ha) The second tunnel was kept untreated.
One honeybee colony was installed under each tunnel and bees foraging was restricted to the tunnels.
Honey and pollen were sampled (at commercial maturity), and the residue level of prothioconazole,
prothioconazole-desthio and azoxystrobin analysed in the samples.

SUMMARIZED RESULTS

Residues in honey control samples were non-detectable or below the limit of quantification, except for
azoxystobin residues in control honey that were above the limit of quantification. The residue results for
azoxystrobin, prothioconazole and prothioconazole-desthio in the treated specimens are summarized
below:

Azoxystrobin Prothioconazole -
- - Prothioconazole-
Trial Matri residues residues desthio
No. e (mg/kg) (mg/kg) residues (mg/kg)
at maturity at maturity at maturity
C0239 Honey < LOQ NDR < LOQ
MA1 Pollen 0.50 0.22 0.50

DALA: Days after last application

< LOQ: Residues between LOD and LOQ

NDR: No detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg

LOQ =0.01 mg/kg

The following pattern was designed for the treatments and the samplings:

Application details
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Application
App. Target Rate of the Application Rate of
et eSHLEm No. Timing Formulated | the active substance SRK2YAY0 e
Product
U Untreated -- -- - - --
Prothioconazole: 219
CHR/F/PROTAZO - g/ha 200-400 L/ha
T T1 Full fl 1.25L/h -
375 SC ull flowering SLha | A oxystrobin: 250 (£10%)
g/ha
Location of the trial
: Principal Type of European :
Trial No. .p )_/p Crop P Country, Region
Investigator trial area
C0239 MA1 Benoit BOYETTE Semi-field Phacelia North France, Grand Est

Location

THE

SPAIN

1 Trial C0239 MA1

Crop and soil Information
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Crop density Sowing / Organic
Trial No. Crop Variety (kg/ha) Planting | Soil type pH matter (%)
date
C0239 MAL | Phacelia Stala 10 21/04/2020 ";’;rgy 74 1.36

Sampling of specimens
The samplings were carried out according to ANADIAG SOPs and to the specifications of the study plan
(see details for min. weight in section 1.1.1 Objective).

Sampling summary

- 2 Actual Actual
Trial No Sampling Date DALA Actual Growth Stage (BBCH)
C0239 MA1 1 16/07/2020 12 DALA Commercial maturity
Results

The analytical results obtained are summarized in the table(s) below.

Table 1 TRIAL No. C0239 MA1 — Azoxystrobin results
Azoxystrobin
Analytical . . residues
sample No. Field sample No. Treatment Matrix DAA found
(mg/kg)
C0239 01 01 C0239 MAL1/UH /A - Honey - NDR
C0239 01 03 C0239 MA1/UP/A - Pollen - NDR
C0239 01 02 C0239 MAL1/TH/A CHR/géZRSOCTAZO Honey 12 <LOQ
C0239 01 04 C0239 MAL1/TP/A CHR/géZRSOCTAZO Pollen 12 0.50

DALA: Days after last application
< LOQ: Residues between LOD and LOQ
NDR: No detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg
LOQ =0.01 mg/kg

Table 2 TRIAL No. C0239 MA1 - Prothioconazole and prothioconazole desthio results
Prothioconazol | Prothioconazole-
ATEDEE] Field sample No. Treatment Matrix | DAA i .deSth'O
sample No. residues found | residues found
(mg/kg) (mg/kg)
C023901 01 | C0239 MAL1/UH/A - Honey - NDR NDR
C023901 03 | C0239 MAL1/UP/A - Pollen - NDR NDR
C023901 02 | C0239 MAL/TH/A CHR/;;ZRSOCTAZO Honey 12 NDR <LOQ
C02390104 | C0239 MAL/TP/A CHR/;;ZRSOCTAZO Pollen 12 0.22 0.50

DAA: Days after application
< LOQ: Residues between LOD and LOQ
NDR: No detectable residues (residues below the limit of detection)
LOD =0.003 mg/kg
LOQ = 0.01 mg/kg
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A23.73

Reference:
Report

Guideline(s):
Deviations:
GLP:
Acceptability:

Study 3

KCP 6.3/23

Determination  of  Prothioconazole,

Prothioconazole-desthio  and

Azoxystrobin Residues in Honey and Pollen Following Foliar application on
Phacelia with CHR/F/PROTAZO 375 SC under semi field Conditions in

Southern Europe in 2020, A. Perny, Study Code: C0278

Regulation (EC) No. 1107/2009
No
Yes
Yes

The objective of the study was to determine the residue levels of prothioconazole , prothioconazole-
desthio and azoxystrobin in honey and pollen from bees foraging on Phacelia following one foliar

application at flowering stage of the formulated product CHR/F/PROTAZO 375 SC (175 g

prothioconazole/L + 200 g azoxystrobin /L), under semi-field conditions.
The study consisted of 2 phases: the field phase, and the analytical phase.

The study was conducted under semi-field conditions at one site in Southern Europe

On the site, 2 tunnels covered with anti-insect nets were used: Phacelia was grown under both tunnels. At
flowering of the crop one tunnel was treated once with CHR/F/PROTAZQO 375 SC at the rate of 1.25 L
product/ha (219 g prothioconazole/ha + 250 g azoxystrobin /ha) The second tunnel was kept untreated.
One honeybee colony was installed under each tunnel and bees foraging was restricted to the tunnels.
Honey and pollen were sampled (at commercial maturity), and the residue level of prothioconazole ,
prothioconazole-desthio and azoxystrobin analysed in the samples.

SUMMARIZED RESULTS

Residues in honey control samples were non-detectable or below the limit of quantification, except for
azoxystobin residues in control honey that were above the limit of quantification. The residue results for
azoxystrobin, prothioconazole and prothioconazole-desthio in the treated specimens are summarized

below:
Azoxystrobin Prothioconazole -

: - Prothioconazole-

Trial - residues residues desthio

atrix
No. (mg/kg) (mg/kg) residues (mg/kg)
at maturity at maturity at maturity
C0278 Honey <LOQ NDR NDR
EF1 Pollen 1164 752 0.92

DALA: Days after last application

< LOQ: Residues between LOD and LOQ
NDR: No detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg
LOQ =0.01 mg/kg

The following pattern was designed for the treatments and the samplings:
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Application details

Application
App. Target Rate of the Application Rate of
el liesHlEm No. Timing Formulated | the active substance Spray volume
Product
U Untreated -- -- -- -- --
Prothioconazole: 219
CHR/F/PROTAZO . g/ha 200-400 L/ha
i 375 SC T1 | Fullflowering | 1.25L/ha Azoxystrobin: 250 (£10%)
g/ha
Location of the trial
. Principal Type of European .
Trial No. .p )_/p Crop P Country, Region
Investigator trial area
C0278 EF1 Sandra LEGAL Semi-field Phacelia South EfanceNotvelle:
Aquitaine
Location

THE
HETHERLANDS

7 DONITED KINGDOM I )
= / Ty vy J POLAND h

-

SPAIN

1 Trial C0278 EF1
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Crop and soil Information

Crop density SOiEl Organic
Trial No. Crop Variety (kg/ha) Planting | Soil type pH matter (%)
date
C0278 EF1 Phacelia Stala 10 17/04/2020 | Silty loam 7.1 1.45

Sampling of specimens
The samplings were carried out according to ANADIAG SOPs and to the specifications of the study plan
(see details for min. weight in section 1.1.1 Objective).

Sampling summary

- - Actual Actual
Trial No Sampling Date DALA Actual Growth Stage (BBCH)
C0278 EF1 1 06/07/2020 17 Commercial maturity
Results

The analytical results obtained are summarized in the table(s) below.

Table 1 TRIAL No. C0278 EF1
Azoxystrobin
Analytical . . residues
sample No. Field sample No. Treatment Matrix DAA found
(mg/kg)
C0278 01 01 C0278 EF1/UH /A = Honey - NDR
C0278 01 03 C0278 EF1/UP /A - Pollen - NDR
C0278 01 02 C0278 EF1/TH/A CHR/;;F;RS%TAZO Honey 17 <LOQ
C0278 01 04 CO0278 EF1/ TP/ A Uil PO 20 Pollen 11.64
375 SC
: Prothioconazole-
Analytical . - Prot_h|0c0nazole desthio
Field sample No. Treatment Matrix | DAA | residues found .
sample No. (ma/kg) residues found
(mg/kg)
C0278 01 01 C0278 EFL/UH/A - Honey - NDR NDR
C0278 01 03 C0278 EF1/UP/A - Pollen - NDR NDR
co2780102 | Cozr8EF1/TH/A | CHREIBROTAZO | honey | 17 NDR NDR
C0278 01 04 CO0278 EF1/TP/A CHR/;;ZRSOCTAZO Pollen 7.52 0.92

DAA: Days after last application
< LOQ: Residues between LOD and LOQ
NDR: No detectable residues (residues below the limit of detection)

LOD = 0.003

mg/kg

LOQ = 0.01 mg/kg

IComments of zZRMS: [The study is accepted.

A23.7.4

Study 4
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Reference: KCP 6.3/24

Report Determination of Prothioconazole and Azoxystrobin Residues in Honey and
Pollen Following Foliar application on Phacelia with CHR/F/PROTAZO
375 SC under semi field Conditions in Southern Europe in 2020, A. Perny,
Study Code: C0279

Guideline(s): Regulation (EC) No. 1107/2009
Deviations: No
GLP: Yes
Acceptability: Yes

The objective of the study was to determine the residue levels of prothioconazole , prothioconazole-
desthio and azoxystrobin in honey and pollen from bees foraging on Phacelia following one foliar
application at flowering stage of the formulated product CHR/F/PROTAZO 375 SC (175 g
prothioconazole/L + 200 g azoxystrobin /L), under semi-field conditions. The study consisted of 2
phases: the field phase, and the analytical phase. The study was conducted under semi-field conditions at
one site in Southern Europe

On the site, 2 tunnels covered with anti-insect nets were used: Phacelia was grown under both tunnels. At
flowering of the crop one tunnel was treated once with CHR/F/PROTAZQO 375 SC at the rate of 1.25 L
product/ha (219 g prothioconazole/ha + 250 g azoxystrobin /ha) The second tunnel was kept untreated.

One honeybee colony was installed under each tunnel and bees foraging was restricted to the tunnels.
Honey and pollen were sampled (at commercial maturity), and the residue level of prothioconazole ,
prothioconazole-desthio and azoxystrobin analysed in the sample.

SUMMARIZED RESULTS

Residues in honey control samples were non-detectable or below the limit of quantification, except for
azoxystobin residues in control honey that were above the limit of quantification. The residue results for
azoxystrobin, prothioconazole and prothioconazole-desthio in the treated specimens are summarized
below:

Azoxystrobin Prothioconazole -
: - Prothioconazole-
Trial Matri residues residues desthio
No. e (mg/kg) (mg/kg) residues (mg/kg)
at maturity at maturity at maturity
C0279 Honey Maturity NDR NDR
PH1 Pollen Maturity 3.28 1.89

DALA: Days after last application

< LOQ: Residues between LOD and LOQ

NDR: No detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg

LOQ = 0.01 mg/kg

The following pattern was designed for the treatments and the samplings:

Application details



CHR/F/PROTAZO / CLARO 375 SC, KAJMAN 375 SC
Part B — Section 7 - Core Assessment

Page 174 /184

Applicant version
Application
App. Target Rate of the Application Rate of
el iesHitem No. Timing Formulated | the active substance Spray volume
Product
U Untreated -- -- - - --
Prothioconazole: 219
CHR/F/IPROTAZO - g/ha 200-400 L/ha
T T1 Full fl 1.25L/h -
375SC ull flowering SUha 1 A oxystrobin: 250 (£10%)
g/ha
Location of the trial
- Principal Type of European -
Trial No. .p )_/p Crop P Country, Region
Investigator trial area
Elisabeth — - France, Nouvelle-
C0279 PH1 SERVAJEAN Semi-field Phacelia South Bquitaine
Location
THE
POLAND Bl
e
e g \ REPUBLIC ~ T
e / --.:F B —— ] -_.,—'—-_. __
{ !
1 ’\,.1 o ,.'5' HUNGARY

1 Trial C0279 PH1

FEANCE

LN
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Crop and soil Information

Crop density Sowing / Organic
Trial No. Crop Variety (kg/ha) Planting | Soil type pH matter (%)
date
C0279 PHL | Phacelia NATRA 10 11/04/2020 L‘C’;r;'y 6.1 2.78

Sampling of specimens

The samplings were carried out according to ANADIAG SOPs and to the specifications of the study plan
(see details for min. weight in section 1.1.1 Objective).

Sampling summary

: : Actual —
Trial No Matrix Date Timing
Honey 09/07/2020 Commercial maturity
— Pollen EioI28/06/2020](0 Commercial maturit
09/07/2020 y
Results

The analytical results obtained are summarized in the table(s) below.

Table 1 TRIAL No. C0279 PH1
Azoxystrobin | Prothioconazol | Prothioconazole-
Analytical - - residues e desthio
sample No. Field sample No. IiEatment — DACA found residues found residues found
(mg/kg) (mg/kg) (mg/kg)
C0279 01 01 C0279 PH1/UH/A - Honey - NDR NDR NDR
C027901 03 | CO0279 PH1/UP/A - Pollen - NDR NDR <LOQ
CHR/F/PROTA -
C0279 01 02 CO0279 PH1/TH/A 70375 SC Honey | Maturity NDR NDR NDR
CHR/F/IPROTA -
C0279 01 04 CO0279 PH1/TP/A 70 375 SC Pollen | Maturity 3.28 1.89 0.73

DALA: Days after last application
< LOQ: Residues between LOD and LOQ
NDR: No detectable residues (residues below the limit of detection)
LOD =0.003 mg/kg
LOQ =0.01 mg/kg
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Appendix 3  Pesticide Residue Intake Model (PRIMOo)

A3l TMDI calculations
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ol

kS Efsa-

Prothioconazole-desthio

LOQs (mg/kg) range from:

to:

Toxicological reference values

Input values

Details - chronic risk
assessment

Supplementary results -
chronic risk assessment

ADI (mg/kg bw/day): 0.01 ARfD (mg/kg bw): 0.01
European Food Safety Authority Source of ADL: rsa |source of ARID: Details acute' risk Details - acute risk
- ! ) assessment/children assessment/adults
EFSA PRIMo revision 3.1; 2019/03/19 Year of evaluation: Year of evaluation:
Comments:
No of diets exceeding the ADI : - Exposure resulting from
MRLs set | commodities not
Calculated Expsoure | Highest contributor 2nd contributor to 3rd contributor to atthe LOQ under
exposure (Hg/kg bw to MS diet Commodity/ MS diet Commodity / MS diet Commodity / (in 9% of zzs;s;rr:&t)
(% of ADI) MS Diet per day) (in % of ADI) group of commodities (in% of ADI) _|group of commodities (in % of ADI) group of commodities ADI)
8% GEMS/Food G11 0.81 7% Soyabeans 0.4% Wheat 0.2% Sunflower seeds
8% GEMS/Food G10 0.79 % Soyabeans 0.5% Sunflower seeds 0.4% Rapeseeds/canola seeds
6% GEMS/Food G08 0.62 4% Soyabeans 1.0% Sunflower seeds 0.5% Rapeseeds/canola seeds
6% GEMS/Food GO7 0.57 4% Soyabeans 0.8% Rapeseeds/canola seeds 0.8% Sunflower seeds
6% GEMS/Food G15 0.55 3% Soyabeans 1% Sunflower seeds 0.5% Wheat
4% GEMS/Food G06 0.37 2% Soyabeans 0.7% Wheat 0.5% Sunflower seeds
3% DK child 0.32 3% Rye 0.4% Wheat 0.0% Rapeseeds/canola seeds
= 3% NL toddler 0.30 1% Rapeseeds/canola seeds 0.6% Sunflower seeds 0.4% Wheat
%_ 2% NL child 0.23 0.7% Sunflower seeds 0.7% Rapeseeds/canola seeds 0.4% Soyabeans
g 2% RO general 0.18 1% Sunflower seeds 0.5% Wheat
2 2% PT general 0.16 0.6% Soyabeans 0.6% Sunflower seeds 0.4% Wheat
3 1% NL general 0.13 0.4% Sunflower seeds 0.4% Rapeseeds/canola seeds 0.3% Soyabeans
3 1% DE child 0.11 0.4% Wheat 0.4% Rye 0.2% Sunflower seeds
% 1% FR child 315 yr 0.10 0.5% Sunflower seeds 0.5% Wheat 0.1% Soyabeans
2 0.9% IT toddler 0.09 0.7% Wheat 0.2% Other cereals 0.0% Sunflower seeds
§ 0.7% DE general 0.07 0.3% Rye 0.2% Wheat 0.1% Sunflower seeds
g 0.7% LT adult 0.07 0.5% Rye 0.1% Wheat 0.1% Sunflower seeds
.g 0.7% |E adult 0.07 0.4% Sunflower seeds 0.2% Wheat 0.1% Rye
3 0.7% DE women 14-50 yr 0.07 0.2% Rye 0.2% Wheat 0.1% Sunflower seeds
\_.2‘; 0.7% FR toddler 2 3 yr 0.07 0.3% Wheat 0.3% Sunflower seeds 0.1% Soyabeans
S 0.7% ES child 0.07 0.4% Wheat 0.2% Sunflower seeds 0.0% Soyabeans
E 0.6% FI3yr 0.06 0.3% Rye 0.1% Rapeseeds/canola seeds 0.1% Wheat
§ 0.5% IT adult 0.05 0.4% Wheat 0.1% Other cereals 0.0% Sunflower seeds
S 0.5% FI6yr 0.05 0.3% Rye 0.1% Wheat 0.1% Rapeseeds/canola seeds
E 0.5% ES adult 0.05 0.2% Wheat 0.2% Sunflower seeds 0.0% Barley
E 0.5% FR adult 0.05 0.2% Wheat 0.2% Sunflower seeds 0.0% Soyabeans
% 0.5% SE general 0.05 0.3% Wheat 0.1% Rye
E 0.5% Fl adult 0.05 0.4% Rye 0.0% Soyabeans 0.0% Wheat
E 0.4% UK toddler 0.04 0.4% Wheat 0.0% Rye 0.0% Barley
0.4% DK adult 0.04 0.3% Rye 0.1% Wheat
0.3% UK infant 0.03 0.3% Wheat Grapefruits
0.2% UK vegetarian 0.02 0.2% Wheat 0.0% Rye 0.0% Barley
0.2% UK adult 0.02 0.2% Wheat 0.0% Rye 0.0% Barley
0.1% FR infant 0.01 0.1% Wheat 0.0% Sunflower seeds 0.0% Soyabeans
0.1% |E child 0.01 0.1% Wheat 0.0% Barley
0.0% PL general 0.00 0.0% Sunflower seeds 0.0% Soyabeans 0.0% Poppy seeds
Conclusion:
The estimated long-term dietary intake (TMDI/NEDI/IEDI) was below the ADI.
The long-term intake of residues of Prothioconazole-desthio is unlikely to presenta public health concern.
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Input values

P : Azoxystrobin
x LOQs (mg/kg) range from: to: Details - chronic risk Supplementary results -
T e Sa - Toxicological reference values assessment chronic risk assessment
ADI (mg/kg bw/day): 0.2 ARfD (mg/kg bw): not necessary
European Food Safety Authority Source of ADL: rsa |source of ARID: Details - acute' risk Details - acute risk
- ) A assessment/children assessment/adults
EFSA PRIMo revision 3.1; 2019/03/19 Year of evaluation: 2010 Year of evaluation:
Comments:
No of diets exceeding the ADI : - Exposure resulting from
MRLs set | commodities not
Calculated Expsoure | Highest contributor 2nd contributor to 3rd contributor to atthe LOQ under
exposure (Hg/kg bw to MS diet Commodity/ MS diet Commodity / MS diet Commodity / (in 9% of zzs;s;rr:&t)
(% of ADI) MS Diet per day) (in % of ADI) group of commodities (in% of ADI) _|group of commodities (in % of ADI) group of commodities ADI)
2% GEMS/Food G11 4.89 0.9% Soyabeans 0.9% Wheat 0.6% Barley
2% GEMS/Food G08 4.78 1% Wheat 0.7% Barley 0.5% Soyabeans
2% GEMS/Food G10 4.72 1.0% Wheat 0.8% Soyabeans 0.4% Barley
2% GEMS/Food G15 4.68 1% Wheat 0.6% Barley 0.4% Soyabeans
2% GEMS/Food G06 4.47 2% Wheat 0.3% Soyabeans 0.1% Sunflower seeds
2% GEMS/Food GO7 4.37 1% Wheat 0.5% Barley 0.4% Soyabeans
2% IT toddler 3.35 2% Wheat 0.0% Barley 0.0% Sunflower seeds
= 1% NL toddler 2.93 1.0% Wheat 0.2% Rapeseeds/canola seeds 0.1% Barley
%_ 1% RO general 2.87 1% Wheat 0.2% Sunflower seeds
g 1% NL child 2.59 1% Wheat 0.1% Rapeseeds/canola seeds 0.1% Sunflower seeds
2 1% FRchild 315 yr 2.46 1% Wheat 0.1% Sunflower seeds 0.0% Soyabeans
3 1% PT general 2.30 1.0% Wheat 0.1% Soyabeans 0.1% Sunflower seeds
3 1% ES child 228 1% Wheat 0.0% Sunflower seeds 0.0% Barley
% 1% DK child 221 1% Wheat 0.0% Rapeseeds/canola seeds
2 1% DE child 2.20 1% Wheat 0.0% Sunflower seeds 0.0% Soyabeans
§ 1% IT adult 2.09 1% Wheat 0.0% Barley 0.0% Sunflower seeds
g 1.0% UK toddler 1.98 1.0% Wheat 0.0% Barley
.g 1.0% ES adult 1.96 0.6% Wheat 0.4% Barley 0.0% Sunflower seeds
3 0.9% DE general 176 0.5% Wheat 0.4% Barley 0.0% Sunflower seeds
\_.2‘; 0.9% NL general 171 0.5% Wheat 0.2% Barley 0.1% Rapeseeds/canola seeds
S 0.8% FR toddler 2 3 yr 1.64 0.8% Wheat 0.0% Sunflower seeds 0.0% Soyabeans
E 0.8% SE general 1.60 0.8% Wheat Grapefruits
§ 0.7% DE women 14-50 yr 141 0.5% Wheat 0.1% Barley 0.0% Sunflower seeds
S 0.7% UK infant 1.31 0.7% Wheat Grapefruits
E 0.6% IE adult 1.27 0.6% Wheat 0.0% Sunflower seeds 0.0% Barley
E 0.6% FR adult 1.18 0.6% Wheat 0.0% Sunflower seeds 0.0% Soyabeans
% 0.5% UK vegetarian 1.05 0.5% Wheat 0.0% Barley
E 0.4% UK adult 0.88 0.4% Wheat 0.0% Barley
E 0.4% FI3yr 0.74 0.3% Wheat 0.0% Barley 0.0% Rapeseeds/canola seeds
0.3% LT adult 0.64 0.3% Wheat 0.0% Barley 0.0% Sunflower seeds
0.3% FI6yr 0.61 0.2% Wheat 0.0% Barley 0.0% Rapeseeds/canola seeds
0.3% |E child 0.59 0.3% Wheat 0.0% Barley
0.3% DK adult 0.56 0.3% Wheat Grapefruits
0.2% FR infant 0.41 0.2% Wheat 0.0% Sunflower seeds 0.0% Soyabeans
0.1% Fl adult 0.21 0.1% Wheat 0.0% Barley 0.0% Soyabeans
0.0% PL general 0.00 0.0% Sunflower seeds 0.0% Soyabeans 0.0% Poppy seeds
Conclusion:
The estimated long-term dietary intake (TMDI/NEDI/IEDI) was below the ADI.
The long-term intake of residues of Azoxystrobin is unlikely to present a public health concern.
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kS Efsa-

Prothioconazole-desthio

LOQs (mg/kg) range from:

to:

Toxicological reference values

Input values

Details - chronic risk
assessment

Supplementary results -
chronic risk assessment

ADI (mg/kg bw/day): 0.01 ARfD (mg/kg bw): 0.01
European Food Safety Authority Source of ADL: rsa |source of ARID: Details acute' risk Details - acute risk
- ! ) assessment/children assessment/adults
EFSA PRIMo revision 3.1; 2019/03/19 Year of evaluation: Year of evaluation:
Comments:
No of diets exceeding the ADI : - Exposure resulting from
MRLs set | commodities not
Calculated Expsoure | Highest contributor 2nd contributor to 3rd contributor to atthe LOQ under
exposure (Hg/kg bw to MS diet Commodity/ MS diet Commodity / MS diet Commodity / (in 9% of zzs;s;rr:&t)
(% of ADI) MS Diet per day) (in % of ADI) group of commodities (in% of ADI) _|group of commodities (in % of ADI) group of commodities ADI)
8% GEMS/Food G11 0.81 7% Soyabeans 0.4% Wheat 0.2% Sunflower seeds
8% GEMS/Food G10 0.79 % Soyabeans 0.5% Sunflower seeds 0.4% Rapeseeds/canola seeds
6% GEMS/Food G08 0.62 4% Soyabeans 1.0% Sunflower seeds 0.5% Rapeseeds/canola seeds
6% GEMS/Food GO7 0.57 4% Soyabeans 0.8% Rapeseeds/canola seeds 0.8% Sunflower seeds
6% GEMS/Food G15 0.55 3% Soyabeans 1% Sunflower seeds 0.5% Wheat
4% GEMS/Food G06 0.37 2% Soyabeans 0.7% Wheat 0.5% Sunflower seeds
3% DK child 0.32 3% Rye 0.4% Wheat 0.0% Rapeseeds/canola seeds
= 3% NL toddler 0.30 1% Rapeseeds/canola seeds 0.6% Sunflower seeds 0.4% Wheat
%_ 2% NL child 0.23 0.7% Sunflower seeds 0.7% Rapeseeds/canola seeds 0.4% Soyabeans
g 2% RO general 0.18 1% Sunflower seeds 0.5% Wheat
2 2% PT general 0.16 0.6% Soyabeans 0.6% Sunflower seeds 0.4% Wheat
3 1% NL general 0.13 0.4% Sunflower seeds 0.4% Rapeseeds/canola seeds 0.3% Soyabeans
3 1% DE child 0.11 0.4% Wheat 0.4% Rye 0.2% Sunflower seeds
% 1% FR child 315 yr 0.10 0.5% Sunflower seeds 0.5% Wheat 0.1% Soyabeans
2 0.9% IT toddler 0.09 0.7% Wheat 0.2% Other cereals 0.0% Sunflower seeds
§ 0.7% DE general 0.07 0.3% Rye 0.2% Wheat 0.1% Sunflower seeds
g 0.7% LT adult 0.07 0.5% Rye 0.1% Wheat 0.1% Sunflower seeds
.g 0.7% |E adult 0.07 0.4% Sunflower seeds 0.2% Wheat 0.1% Rye
3 0.7% DE women 14-50 yr 0.07 0.2% Rye 0.2% Wheat 0.1% Sunflower seeds
\_.2‘; 0.7% FR toddler 2 3 yr 0.07 0.3% Wheat 0.3% Sunflower seeds 0.1% Soyabeans
S 0.7% ES child 0.07 0.4% Wheat 0.2% Sunflower seeds 0.0% Soyabeans
E 0.6% FI3yr 0.06 0.3% Rye 0.1% Rapeseeds/canola seeds 0.1% Wheat
§ 0.5% IT adult 0.05 0.4% Wheat 0.1% Other cereals 0.0% Sunflower seeds
S 0.5% FI6yr 0.05 0.3% Rye 0.1% Wheat 0.1% Rapeseeds/canola seeds
E 0.5% ES adult 0.05 0.2% Wheat 0.2% Sunflower seeds 0.0% Barley
E 0.5% FR adult 0.05 0.2% Wheat 0.2% Sunflower seeds 0.0% Soyabeans
% 0.5% SE general 0.05 0.3% Wheat 0.1% Rye
E 0.5% Fl adult 0.05 0.4% Rye 0.0% Soyabeans 0.0% Wheat
E 0.4% UK toddler 0.04 0.4% Wheat 0.0% Rye 0.0% Barley
0.4% DK adult 0.04 0.3% Rye 0.1% Wheat
0.3% UK infant 0.03 0.3% Wheat Grapefruits
0.2% UK vegetarian 0.02 0.2% Wheat 0.0% Rye 0.0% Barley
0.2% UK adult 0.02 0.2% Wheat 0.0% Rye 0.0% Barley
0.1% FR infant 0.01 0.1% Wheat 0.0% Sunflower seeds 0.0% Soyabeans
0.1% |E child 0.01 0.1% Wheat 0.0% Barley
0.0% PL general 0.00 0.0% Sunflower seeds 0.0% Soyabeans 0.0% Poppy seeds
Conclusion:
The estimated long-term dietary intake (TMDI/NEDI/IEDI) was below the ADI.
The long-term intake of residues of Prothioconazole-desthio is unlikely to presenta public health concern.
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Input values

P : Azoxystrobin
x LOQs (mg/kg) range from: to: Details - chronic risk Supplementary results -
T e Sa - Toxicological reference values assessment chronic risk assessment
ADI (mg/kg bw/day): 0.2 ARfD (mg/kg bw): not necessary
European Food Safety Authority Source of ADL: rsa |source of ARID: Details - acute' risk Details - acute risk
- ) A assessment/children assessment/adults
EFSA PRIMo revision 3.1; 2019/03/19 Year of evaluation: 2010 Year of evaluation:
Comments:
No of diets exceeding the ADI : - Exposure resulting from
MRLs set | commodities not
Calculated Expsoure | Highest contributor 2nd contributor to 3rd contributor to atthe LOQ under
exposure (Hg/kg bw to MS diet Commodity/ MS diet Commodity / MS diet Commodity / (in 9% of zzs;s;rr:&t)
(% of ADI) MS Diet per day) (in % of ADI) group of commodities (in% of ADI) _|group of commodities (in % of ADI) group of commodities ADI)
2% GEMS/Food G11 4.89 0.9% Soyabeans 0.9% Wheat 0.6% Barley
2% GEMS/Food G08 4.78 1% Wheat 0.7% Barley 0.5% Soyabeans
2% GEMS/Food G10 4.72 1.0% Wheat 0.8% Soyabeans 0.4% Barley
2% GEMS/Food G15 4.68 1% Wheat 0.6% Barley 0.4% Soyabeans
2% GEMS/Food G06 4.47 2% Wheat 0.3% Soyabeans 0.1% Sunflower seeds
2% GEMS/Food GO7 4.37 1% Wheat 0.5% Barley 0.4% Soyabeans
2% IT toddler 3.35 2% Wheat 0.0% Barley 0.0% Sunflower seeds
= 1% NL toddler 2.93 1.0% Wheat 0.2% Rapeseeds/canola seeds 0.1% Barley
%_ 1% RO general 2.87 1% Wheat 0.2% Sunflower seeds
g 1% NL child 2.59 1% Wheat 0.1% Rapeseeds/canola seeds 0.1% Sunflower seeds
2 1% FRchild 315 yr 2.46 1% Wheat 0.1% Sunflower seeds 0.0% Soyabeans
3 1% PT general 2.30 1.0% Wheat 0.1% Soyabeans 0.1% Sunflower seeds
3 1% ES child 228 1% Wheat 0.0% Sunflower seeds 0.0% Barley
% 1% DK child 221 1% Wheat 0.0% Rapeseeds/canola seeds
2 1% DE child 2.20 1% Wheat 0.0% Sunflower seeds 0.0% Soyabeans
§ 1% IT adult 2.09 1% Wheat 0.0% Barley 0.0% Sunflower seeds
g 1.0% UK toddler 1.98 1.0% Wheat 0.0% Barley
.g 1.0% ES adult 1.96 0.6% Wheat 0.4% Barley 0.0% Sunflower seeds
3 0.9% DE general 176 0.5% Wheat 0.4% Barley 0.0% Sunflower seeds
\_.2‘; 0.9% NL general 171 0.5% Wheat 0.2% Barley 0.1% Rapeseeds/canola seeds
S 0.8% FR toddler 2 3 yr 1.64 0.8% Wheat 0.0% Sunflower seeds 0.0% Soyabeans
E 0.8% SE general 1.60 0.8% Wheat Grapefruits
§ 0.7% DE women 14-50 yr 141 0.5% Wheat 0.1% Barley 0.0% Sunflower seeds
S 0.7% UK infant 1.31 0.7% Wheat Grapefruits
E 0.6% IE adult 1.27 0.6% Wheat 0.0% Sunflower seeds 0.0% Barley
E 0.6% FR adult 1.18 0.6% Wheat 0.0% Sunflower seeds 0.0% Soyabeans
% 0.5% UK vegetarian 1.05 0.5% Wheat 0.0% Barley
E 0.4% UK adult 0.88 0.4% Wheat 0.0% Barley
E 0.4% FI3yr 0.74 0.3% Wheat 0.0% Barley 0.0% Rapeseeds/canola seeds
0.3% LT adult 0.64 0.3% Wheat 0.0% Barley 0.0% Sunflower seeds
0.3% FI6yr 0.61 0.2% Wheat 0.0% Barley 0.0% Rapeseeds/canola seeds
0.3% |E child 0.59 0.3% Wheat 0.0% Barley
0.3% DK adult 0.56 0.3% Wheat Grapefruits
0.2% FR infant 0.41 0.2% Wheat 0.0% Sunflower seeds 0.0% Soyabeans
0.1% Fl adult 0.21 0.1% Wheat 0.0% Barley 0.0% Soyabeans
0.0% PL general 0.00 0.0% Sunflower seeds 0.0% Soyabeans 0.0% Poppy seeds
Conclusion:
The estimated long-term dietary intake (TMDI/NEDI/IEDI) was below the ADI.
The long-term intake of residues of Azoxystrobin is unlikely to present a public health concern.
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A 3.3 IESTI calculations - Raw commodities

Details - acute risk assessment /children Details - acute risk assessment/adults

The acute risk assessmentis based on the ARD.
The calculation is based on the large portion of the most critical consumer group.

£ |Results for children Results for adults
g [No.of commardites for which ARID/ADI is No. of commodities for which ARfD/ADI is
£ |exceeded (EsT): — __|exceeded (ESTI:
8
3 |EsT |iEsTt
a MRL /input MRL /input
g Highest % of for RA Exposure Highest % of for RA Exposure
= ARTD/ADI C (mgkg)  (ug/kg bw) ARID/ADI C (mgkg) (ug/kg bw)
5 6% Sunflower seeds 02/0.2 0.64 11% Soyabeans 02/02 11
5% Soyabeans 02/0.2 046 2% Rye 0.05/0.05 024
3% Rye 005/005 032 2% Sunflower seeds 02/02 020
2% Rapeseeds/canola 0.15/0.15 021 0.8% Wheat 0.01/0.01 0.08
1% Wheat 0.01/0.01 0.14 0.8% Rapeseeds/canola seeds 0.15/0.15 0.08
0.9% Mustard seeds 0.09/0.09 0.09 0.6% Poppy seeds 0.09/0.09 0.06
06% Barley 001/001 006 06% Poppy seeds 009/009 006
0.5% Barley 0.01/0.01 0.05
list
| Total number of commodities exceeding the ARfD/ADI in
children and adult diets
IESTI i
14 Results for children Results for adults
No of processed commodites for which No of processed commodities for which
2 |ARIDIADIis exceeded (IESTI): — ___|ARiDIADIis exceeded (IESTI)
g [IESTI IESTI
B MRL /input MRL /input
ﬁ Highest % of for RA Exposure Highest % of for RA Exposure
g ARID/ADI Proces: i (mg/kg)  (uglkg bw) ARID/ADI P i (mgkg)  (uglkg bw)
g 8% Soyabeans /soya drink 02/02 0.84 0.7% Barley/beer 0.01/0 0.07
5% Sunflower seeds / oils 02/04 047 0.4% Wheat/ bread/pizza 0.01/0.01 0.04
3% Soyabeans / boiled 02/0.08 029 0.4% Wheat/ pasta 001/001 004
2% Rye / boiled 0.05/0.05 0.18 0.3% Wheat/ bread 0.01/0.01 0.03
2% Rye / milling (wholemeal)-| 0.05/0.05 018 #LICZBA! #LICZBA! #LICZBA! #LICZBA!
1% Wheat/ milling (flour) 0.01/0.01 0.12 #LICZBA! #LICZBA! #LICZBA! #LICZBA!
0.9% Rapeseeds / oils 0.15/0.3 0.09 #LICZBA #LICZBA! #LICZBA! #LICZBA!
0.6% Wheat/ milling 0.01/0.01 0.06 #LICZBA #LICZBA #LICZBA! #LICZBA!
0.4% Barley/ cooked 0.01/0.01 0.04 #LICZBA! #LICZBA! #LICZBA! #LICZBA!
02% Barley/ milling (flour) 001/001 002 #LICZBA #LICZBA! #LICZBAI  #LICZBA
#LICZBA #LICZBA #LICZBAI #LICZBAI #LICZBA #LICZBA #LICZBA! #LICZBA!
#LICZBA! #LICZBA #LICZBAI #LICZBA #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA #LICZBA #LICZBAI #LICZBA #LICZBA! #LICZBA! #LICZBA! #LICZBA!

#LICZBA! #LICZBA! #LICZBAl  #LICZBA! #LICZBA! #LICZBA! #LICZBAl _ #LICZBA!
list
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A34 IESTI calculations - Processed commodities

Details - acute risk assessment /children Details - acute risk assessment/adults
The acute risk assessmentis based on the ARD.
The calculation s based on the large portion of the most critical consumer group.
8
= |Resutts for children Results for adults
g |No.of commadities for which ARIDIADI is No. of commadities for which ARMD/ADI is
£ [exeeded (EST): —|exceeded (EST):
3
3 |EsT |iESTI
2 MRL /input MRL /input
S Highest % of forRA  Exposure |  Highest% of forRA  Exposure
5 ARMDIADI ___ C it (mg/kg) _ (ughkg bw) ARMDIADI G it (mgkg) _ (ughkg bw)
S 6% Sunflower seeds 0.2/0.2 0.64 11% Soyabeans 02/02 11
5% Soyabeans 02/02 0.46 2% Rye 0.05/0.05 0.24
3% Rye 0.05/0.05 0.32 2% Sunflower seeds 0.2/02 0.20
2% Rapeseeds/canola 015/015 021 08% Wheat 001/001 008
1% Wheat 001/001 014 08% Rapeseeds/canola seeds 0.15/0.15  0.08
0.9% Mustard seeds 009/009  0.09 06% Poppyseeds 009/009  0.06
0.6% Barley 001/001 006 06% Poppyseeds 009/008  0.06
0.5% Barley 0.01/0.01 0.05
list
Total number of commodities exceeding the ARIDIADI in
children and adult diets
IESTI calculation;
2 [Results for children Results for adults
2 [No of processed commodities for which No of processed commodities for which
S |ARIDADI is exceeded (IESTI): —__ |ARMDIADI s exceeded (ESTI):
S |esn ESTI
4 MRL /input MRL /input
; Highest % of for RA Exposure Highest % of for RA Exposure
8 ARMIADI ___Processed commodities _(mglky kg bw, ARMDIADI ___Processed commodities _(mgrk kg bw,
g 8% Soyabeans / soya drink 02/02 0.84 0.7% Barley/beer 0.01/0 0.07
5% Sunflower seeds / oils 02704 047 04% Wheat/ bread/pizza 001/001 004
3% Soyabeans / boiled 02/0.08 029 0.4% Wheat/ pasta 001/001 004
2% Rye / boiled 0.05/0.05 018 0.3% Wheat /bread 0.01/0.01 0.03
2% Rye / milling (wholemeal)-| 0.05/0.05 0.18 #LICZBA! #LICZBA! #LICZBA! #LICZBA!
1% Wheat / milling (flour) 0.01/0.01 012 #LICZBA! #LICZBA! #LICZBA! #LICZBA!
0.9% Rapeseeds / oils 0.15/0.3 0.09 #LICZBA! #LICZBA! #LICZBA! #LICZBA!
0.6% Wheat/ milling 0.01/0.01 0.06 #LICZBA! #LICZBA! #LICZBA! #LICZBA!
0.4% Barley/ cooked 001/001 004 #LICZBA #LICZBA #LICZBA  #LICZBA
0.2% Barley/milling (flour) 0.01/0.01 0.02 #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!
list
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Appendix 4 Additional information provided by the applicant



