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

Changes made by zZRMS after increasing the MRL value for acetamiprid in honey are marked in orange.

New and additional data added in February 2024 was highlighted in green.

New and additional data added in JUIi 2024 was hic';hlic';hted in blue.

7 Metabolism and residue data (KCA section 6)

In the following document, data for active substance deltamethrin 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 Bayer (AgroEvo).

In November 30th, 2009r Decis 2.5 EC 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 December, 1st 2019).

7.1 Summary and zZRMS Conclusion

Acetamiprid

As of the assessment date, the applicable MRLs were included in the Regulation (EU) 2019/88. A new
version of the regulation will soon come into force. However, SANTE 11278/2021 does not change the
MRL values for sugar beet, wheat and rapeseed.

Please note that in May 2024, EFSA published Statement on the toxicological properties and maximum
residue levels of acetamiprid and its metabolites. EFSA Journal, 22(5), e875. It is recommended:

. To modify the residue definition for risk assessment in leafy and fruit crops as follows:
‘sum of acetamiprid and N- desmethyl-acetamiprid (IM-2-1), expressed as acetamiprid’.
. To require additional supervised residue trials analysing simultaneously for acetamiprid and N-

desmethyl-acetamiprid (IM-2-1), supporting existing and any new intended uses on leafy and fruit
crops.

. To derive robust conversion factors (CF) from enforcement to risk assessment. Robust
CFs for each plant commodity should be derived based on supervised residue trials compliant with
authorised or intended GAPs and analysing simultaneously for acetamiprid and N-desmethyl-acetamiprid
(IM-2-1).

A risk for consumer has been identified for 38 MRLs currently in place in the EU Regulation.
Consequently, it is recommended to lower the existing MRLs for these commaodities. This does not apply
to crops under consideration for CHR/I/ADEL 280 SC.

The available monitoring data indicate that metabolite IM-2-1 may be a relevant component of the
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residues in some commodities belonging to the fruit and leafy crop groups and, very unlikely in
pulses and oilseeds crops. No major differences were found between unprocessed and processed
commodities.

Pulses/oilseeds:

The overall average for the metabolite IM-2-1 in pulses and oilseeds is below 0.01 mg/kg. Metabolite IM-
2-1 is below the LOQ in 903 out of the 914 available samples available on pulses and oilseeds. The 11
samples in which metabolite IM-2-1 was quantified correspond to beans with pods (7), peas with pods (2)
and peas without pods (2). Therefore, there are no pulses and oilseeds commaodities in the short-listed
commodities where metabolite IM-2-1 was quantified in more than 10 samples. The quantified values
ranged between 0.001 and 0.012 mg/kg. In all samples, the calculated ratio was below the value of 1,
meaning that the concentration of IM-2-1 was always lower than the one of acetamiprid. Overall, it is
concluded that the metabolite IM-2-1 is not a relevant component of the residues in pulses and
oilseeds, based to the available monitoring samples.

Regarding pulses/oilseeds, root crops and cereals, the collected monitoring data do not reveal a significant
occurrence of IM-2-1 in commaodities belonging to these categories. Therefore, it is not proposed to
modify the residue definition for risk assessment in pulses/oilseeds, root crops and cereals, which
therefore remains acetamiprid. Regarding the residue definition for enforcement, the available data do
not indicate a need to modify the existing definition because acetamiprid is still a sufficient marker of the
residues in all crop groups.

The existing toxicological reference values (ADI =0.025 mg/kg bw per day; ARfD =0.025 mg/kg
bw) for acetamiprid were derived in the framework of the EU pesticides peer review (European
Commission, 2018). However, in the framework of the present mandate, EFSA derived new toxicological
reference values for acetamiprid. The newly derived toxicological reference values are lower than the
existing ones: ADI = 0.005 mg/kg bw per day; ARfD = 0.005 mg/kg bw.

Furthermore, for honey (0.3 mg/kg), it was concluded that risk for consumers was still unlikely for the
new MRLs proposed in SANTE/11278/2021. For these crops, risk managers can therefore implement the
MRLs proposed in SANTE/11278/2021.

Metabolism in rotational crops

According to the EFSA Journal 2016;14(11):4610: Having regard to the low persistence of acetamiprid in
soil (highest field period required for 90% dissipation (DT90) 43 days and 20°C lab DT90 54 days),
confined rotational crop studies were not conducted with the active substance and the metabolism in
rotational crops was investigated using the more persistent soil metabolite IM-1-5 (period required for
50% dissipation (DT50) 319-663 days) at a single plant back interval of 0 days. In the different rotational
crops investigated (wheat, turnip, spinach), IM-1-5 was shown to remain the main component of the
radioactive residues accounting in mature plant at harvest for 77-94% TRR. Additional field rotational
crop studies conducted in northern and southern EU with acetamiprid applied onto the bare soil at ca. 300
g/ha, confirmed that acetamiprid, IM-1-4 and IM-1-5 residues are not expected to be present in rotational
crops.

However, the study: Hobbs, G., Inns, L., 2012: 14C]-IM-1-5: Uptake and Metabolism of Soil Residues in
Confined Rotational Crops, Report no . RD-02391assessed in RAR is still protected.

A new study on the nature of residues in rotational crops was conducted for data matching purposes.
Metabolism in succeeding crops was investigated with the IM-1-5. [14C]-IM-1-5 was applied on bare
soil, supplied as [pyridyl-2,6-14C] decyano-acetamiprid hydrochloride, at a nominal rate of 0.266 kg/ha.
The application rate of the study presented in the RAR (The Netherlands, 2015, 2016) was with the same
dose 266 g a.s./ha. The seed used for this study was spring wheat, turnip and spinach. Minor uptake of
IM-1-5 was observed for spinach and wheat grain. IM-1-5 residues within these sample types were below
the 0.01 mg/kg. Some notable uptake of the test item was observed for wheat forage hay and straw.
Residues were also detected in turnips above the 0.01 mg/kg. 24.68 % of the total radioactive residues
remained bound to wheat hay and 22.26 % bound to wheat straw. However, uptake into the wheat hay,
22.26 % only represented 0.005 mg/kg. Only limited metabolism of IM-1-5 is observed in the crops and
therefore no metabolic pathway is proposed. However, the study used sandy loam soil and not calcareous
soil. It should be noted that according to the EFSA Journal 2016;14(11):4610 formation of metabolite IM-
1-5 occurred only in the soils stated to be calcareous.

The Applicant did not provide a metabolism study taking into account alkaline soils. However, it should
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be noted that the residue definition covers only active substances and does not include any metabolites. It
is the same for main and rotational crops. The results obtained from the Hobbs, G., Inns, L. (2012) study
did not change the end points in this area. In addition in Poland only 9% of soils are alkaline. Therefore, it
seems that registration of CHR/I/ADEL 280 SC is possible in Poland with the reservation in the
label that the product cannot be used on alkaline soils. However, the final decision should be made
by risk managers.

Metabolism in livestock

According to the EFSA Journal 2016;14(11):4610: Metabolism studies on livestock conducted on animals
dosed with 14 C-acetamiprid at 10 mg/kg dry matter (DM) over 7 (goat) or 17 (poultry) consecutive days
were submitted. Most of the radioactivity was excreted in urine and faeces and only 2% of the
administrated radioactivity was recovered in organs, tissues, blood and milk or eggs. Acetamiprid was
extensively metabolised and not detected in any animal matrices except in milk. The major component
was identified as the N-desmethyl metabolite(IM-2-1) representing 50-89% TRR in all animal matrices,
except goat muscle (10% TRR) where residues were mainly composed of the metabolite 1M-2-2
accounting for 50% TRR (0.03 mg eq/kg).The metabolic profile was confirmed by the feeding studies on
cow and poultry where IM-2-1 was detected as the most abundant component in all animal matrices.
Acetamiprid was not present in poultry and only detected in significant levels in milk at all feeding levels
and at the highest feeding level in the other matrices. Based on these studies, the residue definition was
proposed as ‘IM-2-1 expressed as acetamiprid’ for monitoring and as ‘the sum of acetamiprid and
IM-2-1, expressed as acetamiprid’ for risk assessment. Conversion factors (CF) of 1.3 and 1.1 were
derived for milk and other mammalian products, respectively. CF values were concluded to be
unnecessary for poultry products. It is highlighted that RMS expressed its disagreement on the livestock
residue definition for risk assessment and proposes to include IM-2-1 compound only.

Animal residue definition for monitoring currently implemented in the EU legislation (Reg. (EU)
2019/88) is sum of acetamiprid and N-desmethyl-acetamiprid (IM-2-1), expressed as acetamiprid.

Stability study

The Applicant should indicate access to the study Netzband, D. J. 2003.

The Applicant provided a stability study for acetamiprid in cereal grain and whole plant. Stability has
been demonstrated for spring cereal plant and spring cereal grain to cover up to 157 and 149 days freezer
storage, respectively. The presented stability studies do not cover the storage time of sample
collection to analysis shown in the residue studies.

Magnitude of residues in plants

Wheat

EU GAP, EFSA Journal 2016;14(2):4385:

2 appl., interval 14 days, BBCH 51-79, max appl. rate per treatment 42 g a.s./ha, PHI-28 days, SL
formulation

Intended GAP: 1 appl., BBCH 37-75, max appl. rate 40 g a.s./ha, SC formulation

The Applicant provided 5 studies performed for the SE formulation and 4 for the SC formulation. Most of
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them (all but two studies for SE formulation) are not covered by stability studies for wheat grain. The
storage period ranges from 155 to 192 days for wheat grain, while stability studies were performed for a
maximum of 149 days in this matrices. Taking the above into account, the results of the presented studies
cannot support the proposed use in wheat.

The proposed uses on wheat and triticale are not accepted.

Sugar beet
Intended GAP
1 appl., BBCH 12-19, max appl. rate 40 g a.s./ha, SC formulation

The Applicant provided 4 studies performed for the SE formulation and 4 for the SC formulation. All
presented studies were performed in accordance with the proposed GAP in terms of the number of
applications, application rate and growth stage of crop during application. All studies showed no
acetamiprid residues above LOD in both leaves and roots.

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

The use is considered acceptable.

Rapeseed

GAP assessed at EU level:

EFSA Journal 2011;9(7):2328: formulation SG,

1 appl., BBCH 75-81, max appl. rate 50 g a.s./ha, PHI-28,

Residues of acetamiprid in seeds harvested at the PHI: 3 x <0.01; 0.03; 0.04; 2 x 0.08; 0.1 (STMR 0.035
mg/kg)

EFSA Journal 2016;14(2):4385:

2 app., 1% appl. BBCH 59, 2" appl. BBCH 80, max appl. rate per treatment 42 g a.s./ha, PHI- n.r.,

two different formulations were investigated (SL and SG) and the highest residue level from these two
formulations was selected for MRL calculation.

Residues of acetamiprid in seeds harvested at the PHI ranging from 26 to 43 days: < 0.01; 2 x 0.02;
0.021; 0.036; 0.05; 0.11; 0.20 (STMR 0.036 mg/kg)

Intended cGAP: formulation SC, 1 appl., BBCH 30-70, max appl. rate 40 g a.s./ha

The Applicant provided 8 studies performed for the SE formulation. All presented studies were performed
in accordance with the proposed GAP in terms of the number of applications, application rate and growth
stage of crop during application.

Residues of acetamiprid in seeds harvested at the PHI 39-45: 2 x <0.012; 0.014; 0.015; 0.045; 0.087;
0.089; 0.093 (STMR 0.03 mg/kg).

The data submitted show that no exceedance of the MRL will occur. However, it should be noted
that the Applicant did not provide field studies with SC formulation. Taking into account that the
STMR values from the studies presented for the SE formulation are very close to the results from
studies assessed at EU level for the SG and SL formulations and that the residue results are much
lower (HR 0.093 mg/kg) than the applicable MRL value (0.4 mg/kg, Reg. (EU) 2019/88), the MRL
in force should not be expected to be exceeded also for SC formulation. In the opinion of zZRMS,
authorisation based on the data provided is therefore possible, but the final decision should be
made by risk managers. Please indicate PHI equal to 45 days.
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Processing studies

According to the EFSA Journal 2016;14(2):4385: The effect of processing on the nature of acetamiprid
residues was investigated and the results indicated that acetamiprid is hydrolytically stable under standard
hydrolysis conditions (Greece, 2001; EFSA, 2011). Thus, residue definitions proposed for primary crops
are also applicable for processed commaodities.

Some residue trials on olives and gherkins were performed at exaggerated dose rates (10x and 5x,
respectively) to generate samples for processing studies (Greece, 2015b). Olives were processed into
canned olives or raw oil; the relevant intermediate products — cake and brine — were also analysed for
residues. Gherkins were canned; in two trials, washed gherkins and brine were also analysed for residues.
However, no details of the processing conditions were provided. A reduction of residues is observed in all
processed edible commodities: canned olives, raw olive oil and canned gherkins.

According to Regulation (EU) 283/2013 processing studies are required if residues in plants to be
processed are >0.1 mg/kg. If the level of residues is <0.1 mg/kg, processing studies shall be carried out if
the contribution of the commodity under consideration to the theoretical maximum daily intake (TMDI) is
>10% of the ADI or if the estimated daily intake is >10% of the ARfD for any European consumer group
diet.

Wheat

No residues above 0.1 mg/kg were found and TMDI is <10% of the ADI and IESTI is < 10% (6%)of
ARTD. Therefore, processing studies are not required as they are not expected to affect the outcome of the
risk assessment significantly.

Oilseed rape

No residues above 0.1 mg/kg (HR = 0.093 mg/kg) were found and TMDI is <10% of the ADI and IESTI
is < 10% of ARFD. Therefore, processing studies are not required as they are not expected to affect the
outcome of the risk assessment significantly.

Sugar beet

No residues above 0.1 mg/kg were found and TMDI is <10% (0.2%) of the ADI and IESTI is < 10% of
ARTFD. Therefore, processing studies are not required as they are not expected to affect the outcome of the
risk assessment significantly.

Field rotational crop studies

According to the EFSA Journal 2018;16(5):5262: Field studies in NEU and SEU conducted at ca 300
g/ha on bare soil showed that no residues are expected in rotational crops.

Considering that the conditions of application of the representative uses assessed during the renewal and
in the new provided by the Applicant study cover the intended use of acetamiprid in CHR/I/ADEL 280
SC, this conclusion is still relevant in the framework of the present assessment.

Honey

Based on the study provided by the Applicant, it can be concluded that residues in honey would lead to a
calculated MRL of 0.2 mg/kg by using the new EU MRL calculator of 2015. One of the results exceeds
the currently applicable MRL value, i.e. 0.05 mg/kg.

In accordance with Article 6 of Regulation (EC) No 396/2005, the Nufarm Europe Gmbh submitted a
request to the competent national authority in Austria to modify the existing maximum residue levels
(MRLs) for acetamiprid in honey.

According to the EFSA Journal 2022;20(8):7535: EFSA proposes to amend the existing MRL for honey.
Risk Managers are given the options to either set an MRL for honey of 2 mg/kg based on the four residue
trials provided with the current application (despite the deviation of not having control samples for two
trials) or merge two data sets to derive an MRL of 0.3 mg/kg based on six residue trials performed in
accordance with the requirements of the honey guidelines. Risk for consumers unlikely for both MRLs
proposed.

Based on EFSA opinion, a draft regulation (SANTE/11278/2021) amending the MRL value for honey is
now available.

In line with EFSA Journal, 22(5), e8759 which proposed lowering toxicological reference values (ADI
and ARTD): For honey, it was concluded that risk for consumers was still unlikely for the new MRLs (0.3
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mg/kg), proposed in SANTE/11278/2021. Risk managers can therefore implement the MRLs proposed in
SANTE/11278/2021.
Until the MRL value for acetamiprid in honey is raised, uses on oilseed rape are not supported.

According to the Reg. (EU) 2025/1212 (applicable from 20/08/2025), the MRL value for acetamiprid in
honey has been raised to 0.3 mg/kg.

Deltamethrin
Stability study
Stability of residues in plants according to EFSA Journal 2015;13(11):4309:

Plant products Category Commodity T (°C) Stability (months)
High water | Lettuce -20 26
content Cabbage -20 34
Tomato -20 24
High oil content Cotton seed -12 30
Dry/High starch Cereals grain -12 9

Studies cover also the stability of the isomers included in the residue definition.
Result from the storage stability study on tomatoes (borderline between highwater
and acidic commodity) are extrapolated to the acidic commodities. Sources:
Sweden, 1998, 2002; FAO, 2002.

Data are sufficient to cover the trials supporting intended GAPs of CHR/I/ADEL 280 SC.

Metabolism in crops

The metabolism of deltamethrin in primary crops belonging to the groups of fruits (apples and tomatoes),
pulses and oilseeds (cotton seed) and cereals (maize) was investigated in the framework of the MRL
review (EFSA, 2015). The metabolism studies after foliar and local treatment showed that the metabolic
pathway is similar in all crop groups investigated. Deltamethrin was the main component of residues (up
to 77% of the total radioactive residue (TRR)) with alpha-R-isomer and trans-isomer accounting for
approximately 30-40% of the TRR.

For the intended uses on oilseed rape, wheat and sugar beet, the metabolic behaviour in primary crops is
sufficiently addressed.

Deltamethrin is proposed to be used on wheat, oilseed rape and sugar beet which can be grown in rotation
with other crops. A rotational crop metabolism study is available and was assessed in the framework of
the MRL review (EFSA Journal 2015;13(11):4309). EFSA concluded that the metabolism in rotational
crops was comparable to that in primary crops.

For the intended uses, the metabolic behaviour in rotational crops is sufficiently addressed and no further
information is required.

The effect of processing on the nature of deltamethrin has been investigated in the framework of
Directive 91/414/EEC (Sweden, 2002) and in the framework of the MRL review (EFSA Journal
2015;13(11):4309). It was concluded that deltamethrin is hydrolytically stable under conditions
simulating pasteurisation and brewing, baking and boiling. Under sterilisation conditions, significant
degradation of deltamethrin in two main metabolites was observed, which were considered during the
peer review as well-known plant metabolites with no toxicological relevance, and therefore, this evidence
base was accepted during the MRL review (EFSA Journal 2015;13(11):4309). In the MRL review, it was
outlined that in the hydrolysis studies, residues were reported as deltamethrin however it was not clear
whether the analytical method used analysed for the sum of all isomers.

Residue definition:

For enforcement: deltamethrin (cis-deltamethrin), Reg. (EU) 2018/832 and not yet applicable Reg. (EU)
2024/1342;

For risk assessment: sum of deltamethrin ant its alpha-R isomer and trans-isomer (tentative), EFSA
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Journal 2015;13(11):4309

Metabolism in livestock

According to the EFSA Journal 2015;13(11):4309: Metabolism of deltamethrin in ruminants and poultry
was investigated in the framework of Directive 91/414/EEC (Sweden, 1998, 2002).

Cows were dosed for three consecutive days with 10 mg/kg body weight (bw) per day (labelled on both
the benzyl- and dimethyl-rings, one cow for each label). Deltamethrin was the major compound in all
tissues accounting for up to 90% of the TRR in fat. Metabolites Br2CA andPB acid were present at the
same level as parent in liver and kidney (23 and 33% of the TRR, respectively).

Hens were dosed for three consecutive days with 5 mg/kg bw per day (also labelled on both rings). In
poultry tissues and eggs, deltamethrin was the main compound found (19-65% of the TRR), except in
kidney where, apart for deltamethrin (25-28% TRR), metabolites c-Br2CA and c/t-COOH-c-Br2CA
(together 22% TRR), and ¢c-CH20H-c-Br2CA and t-COOH-c-CH20H-c-Br2CA-lactone (together 15-
22% TRR) were also identified.

As metabolic pathways are expected to be similar in ruminants and rodents, the results of the cow
metabolism study could be extrapolated to pigs.

Residue definition:

For enforcement: deltamethrin (cis-deltamethrin), Reg. (EU) 2018/832 and not yet applicable Reg. (EU)
2024/1342;

For risk assessment: sum of deltamethrin ant its alpha-R isomer and trans-isomer, EFSA Journal
2015;13(11):4309

Magnitude of residues in plants

Wheat

EU GAP, EFSA Journal 2016;14(2):4385:

3 appl., interval 14 days, BBCH n.a., max appl. rate per treatment 7.5 g a.s./ha, PHI-30 days, EC
formulation

Intended GAP: 1 appl., BBCH 37-75, max appl. rate 4.8 g a.s./ha, SC formulation

The Applicant provided 4 adequate independent studies performed for the SC formulation. All of them
are covered by stability studies for wheat grain. The studies were performed in accordance with the
proposed GAP in terms of the number of applications, application rate and growth stage of crop during
application. All studies showed no deltamethrin residues above LOQ in grain. Straw residue results were
found in the range 0.1 mg/kg — 0.46 mg/kg (STMR - 0.155 mg/kg).

The data submitted show that no exceedance of the MRL (1 mg/kg, according to Reg. (EU) 2018/832 and
not yet applicable Reg. (EU) 2024/1342) will occur.

The proposed uses on wheat and triticale are accepted.

Oilseed rape

EU GAP, EFSA Journal 2015;13(11):43009:

4 appl., interval 14 days, BBCH n.a., max appl. rate per treatment 6.25 g a.s./ha, PHI-45 days, EC
formulation

Intended cGAP: 1 appl., BBCH 30-70, max appl. rate 4.8 g a.s./ha, SC formulation

The Applicant provided 4 adequate independent studies performed for the SC formulation. All of them
are covered by stability studies for wheat grain. The studies were performed in accordance with the
proposed GAP in terms of the number of applications, application rate and growth stage of crop during
application. All studies showed no deltamethrin residues above LOQ in seeds.

The data submitted show that no exceedance of the MRL (0.2 mg/kg according to Reg. (EU) 2018/832
and not yet applicable Reg. (EU) 2024/1342) will occur.

The proposed uses of deltamethrin on oilseed rape are accepted.

Sugar beets

EU GAP, EFSA Journal 2015;13(11):43009:

3 appl., BBCH n.a., max appl. rate per treatment 10 g a.s./ha, PHI-3 days, EC formulation
Intended cGAP: 1 appl., BBCH 12-19, max appl. rate 4.8 g a.s./ha, SC formulation
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The Applicant provided 5 adequate independent studies performed for the SC formulation. All of them
are covered by stability studies. The studies were performed in accordance with the proposed GAP in
terms of the number of applications, application rate and growth stage of crop during application.

All studies showed no deltamethrin residues above LOD in roots. One sample of leaves with tops
contained deltamethrin at a level of 0.01 mg/kg. No residues above LOD were found in the remaining
samples of leaves.

The data submitted show that no exceedance of the MRL (0.02 mg/kg according to Reg. (EU) 2018/832
and 0.01 mg/kg for sugar beet roots in not yet applicable Reg. (EU) 2024/1342) will occur.

The proposed use of deltamethrin on sugar beets is accepted.

Honey

Sugar beet, wheat and triticale have no melliferous capacity therefore magnitude of residues in honey are
not necessary. For oilseed rape application new magnitude of residues in honey were provided.

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

All studies showed no deltamethrin residues above LOD in honey.

Samples were analysed 15 days after sampling. Storage stability data are not normally required for
samples extracted and analysed within 30 days from sampling.

The data submitted show that no exceedance of the MRL (0.05 mg/kg for honey according to Reg. (EU)
2018/832 and not yet applicable Reg. (EU) 2024/1342) will occur.

Processing studies

According to the EFSA Journal 2015;13(11):4309: Studies investigating the magnitude of residues in
processed commodities of apples, tomatoes, pulses, sunflower seeds, rape seeds, cotton seed, olive,
barley, maize, rice (Sweden, 1998, 2002), potatoes (EFSA, 2010) and strawberries (Italy, 2015) were
reported. In these studies, residues were always reported as 'deltamethrin’ and it is not clear if an
analytical method covering all the isomers has been used. Consequently, no robust processing factors for
enforcement and risk assessment could be derived. The processing factors should therefore be considered
as indicative only.

Residues in succeeding crops

According to the EFSA Journal 2015;13(11):4309: The results of the confined rotational crop study is
confirmed by a field rotational crop study analysing residues in spinach, carrots and radishes planted in
soil treated once at 0.12 kg a.s./ha. Considering that deltamethrin was applied to a bare soil (interception
of active substance by the plants is expected in practice), it can be concluded that residue levels in
rotational commodities are not expected to exceed 0.01 mg/kg provided that deltamethrin is used
according to the GAPs assessed in the present review.

Studies evaluated at EU level represent a much worse scenario, the dose proposed in the intended GAP is
significantly lower. Residue levels in rotational commodities are not expected to exceed 0.01 mg/kg
provided that deltamethrin is used according to the intended GAPs.

The proposed uses of deltamethrin and acetamiprid in the formulation CHR/I/ADEL 280 SC do not
represent unacceptable acute and chronic risks for the consumer.

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/I/ADEL
280 SC are presented in Table 7.1-1. They have been selected from the individual GAPs in the zone for
winter oilseed rape, winter wheat and sugar beets. A list of all intended uses within the zone is given in
Part B, Section 0.
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The critical GAP was selected from the worst case use on winter oilseed rape, winter wheat, winter
triticale and sugar beets of plant protection product CHR/I/ADEL 280 SC and highest maximum rate of
0.04 kg/ha of Acetamiprid and 0.0048 kg/ha of deltamethrin.

Overall conclusion

The data available are considered sufficient for risk assessment. An exceedance of the current MRL of
0.4 mg/kg for Acetamiprid and 0.2 mg/kg for Deltamethrin in winter oilseed rape, 0.1 mg/kg for
Acetamiprid and 1mg/kg for Deltamethrin in Winter wheat, 0.01 mg/kg for Acetamiprid and 0.02 mg/kg
for Deltamethrin in sugar beets as laid down in Regulation (EU) 2019/88 and Regulation (EU) 2018/832
is not expected.

The chronic and the short-term intakes of acetamiprid and deltamethrin residues are unlikely to present a

intended use{s}.
The product cannot be used on alkaline soils - [EHfialdecisSionsnouldIDeImadeIbyAriSKImanagers

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

According to the Reg. (EU) 2025/1212 (applicable from 20/08/2025), the MRL value for acetamiprid in
honey has been raised to 0.3 mg/kg.

Data gaps

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

1 2 3 4 5 6 7 8 9 15 11 12 13 14 15
Use- | Membe |[Cropand/ |F, |Pestsor Group Application Application rate PHI |Remarks: |ZRMs Conclusion
No. ituati Fn, |of pest . . d
(e)o gtate(s) — an 2or?tersolsled Method | Timing / Max. | Min. kgor L gor kg as/ha | Wate (days) e.9. g

(crop G /Kind | Growth number | interval product / r L/ha safener/sy
destination Gh, (additionally: stage of a) per bet\/\{een_ id ) T it : nergist per
/purpose | Gpn | developmental crop & use applications | a) max. per appl. min / ha
of crop) or |stages of the pest season b) per | (days) rate per b) max. total | max ®
| or pest group) crop/ appl. rate per
season b) max. crop/season

total rate

per

crop/season
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1 2 3 4 5 6 7 8 9 15 11 12 13 14 15

Use- | Membe |Cropand/ |F, |Pestsor Group Application Application rate PHI |Remarks: | ZRMs Conclusion

2!0' gtate(s) onsitliation Egn gcf)r?:rsglsled Method | Timing/ | Max. | Min. kg or L g or kg as/ha | Wate (days) eg. g
(crop G, /Kind |Growth number | interval product / r L/ha safener/sy
destination |Gn, | (additionally: stage of ) per betvs{een_ ha a) max. rate - nergist per
/ purpose | Gpn | developmental crop & use applications | a) max. per appl. min / |
of crop) or |stages of the pest season b) per | (days) rate per b) max. total | max @

I or pest group) crop/ appl. rate per
season b) max. crop/season
total rate
per
crop/season

Zonal uses (field or outdoor uses, certain types of protected crops)

1 PL Winter F Aphids: Spray, |Autumn a)l n/a a) 0.16 a) (0.04 kg 200- |nfa Exceeding-the
Oilseed Brevicoryne medium | BBCH 10- |b)1 L/ha a.s/ha 300 |45 apphcable MRL for
rape brassicae, Myzus |sprayer |21 b) 0.16 A+0.0048 kg acetamiprid-in-heney
(BRSNW) persicae, L/ha a.s/ha D) Unti-the-MRE-value
(0401060) Athalia/Athalia b) (0.04 kg foracetamipridin

rosae a.s/ha heney-israised,-uses-on
A+0.0048 kg OSR-are-notsupperted:
a.s/ha D) According to the Reg.
(EV) 2025/1212
(applicable from
20/08/2025), the MRL
value for acetamiprid
in honey has been
raised to 0.3 mg/kg.

2 PL Winter F Ceutorhynchus | Spray, |Spring a)l n/a a) 0.16 a) (0.04 kg 200- |nfa Exceeding——the
Oilseed quadridens, syn. |medium|BBCH 30- |b)1 L/ha a.s/ha 300 |45 applicable —MRLE—for
rape C. pallidactylus, |sprayer |70 b) 0.16 A+0.0048 kg acetamiprid-in-heney.
(BRSNW) Ceutorhynchus L/ha a.s/ha D) Untilthe MRLvalue
(0401060) napi, b) (0.04 kg for—acetamiprid—in

Brassicogethes a.s/ha honey-israised-tses-on
aeneus syn. A+0.0048 kg OSR-are-notsupported.
Meligethes a.s/ha D) According to the Reg.
aeneus, (EV) 2025/1212
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1 2 3 4 5 6 7 8 9 15 11 12 13 14 15
Use- | Membe |Cropand/ |F, |Pestsor Group Application Application rate PHI |Remarks: | ZRMs Conclusion
No. ituati Fn, f L - .

(e)o gtate(s) — an gor?frsolsled Method | Timing / Max. | Min. kg or L g or kg as’/ha | Wate (days) e.g.g
in rowt number | interva product r L/ha
(crop G IKind |G h ber | i I duct / L/ safener/sy
destination |Gn, | (additionally: stage of ) per betvx{een_ ha a) max. rate - nergist per
/purpose | Gpn | developmental crop & use applications | a) max. per appl. min / |
of crop) or |stages of the pest season b) per | (days) rate per b) max. total | max @
I or pest group) crop/ appl. rate per
season b) max. crop/season

total rate

per

crop/season

Ceutorhynchus

assimilis,
Dasineura
brassicae

(applicable

from

20/08/2025), the MRL
value for acetamiprid

in honey has

been

raised to 0.3 mg/kg.
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1 2 3 4 5 6 7 8 9 15 11 12 13 14 15
Use- | Membe |Cropand/ |F, |Pestsor Group Application Application rate PHI |Remarks: | ZRMs Conclusion
2!0' gtate(s) SrlsIbation Egn ::)cf)r?tersglsled Method | Timing/ | Max. | Min. kg or L g or kg as/ha | Wate (days) eg. g

(crop G, /Kind |Growth number | interval product / r L/ha safener/sy
destination |Gn, | (additionally: stage of ) per betvs{een_ ha a) max. rate - nergist per
/ purpose | Gpn | developmental crop & use applications | a) max. per appl. min / |
of crop) or |stages of the pest season b) per | (days) rate per b) max. total | max @
I or pest group) crop/ appl. rate per
season b) max. crop/season

total rate

per

crop/season

3 PL Winter F Sitobion avenae, |Spray, |Spring a)l n/a a) 0.16 a) (0.04 kg 200- |Afa
wheat Thrips sp. medium | BBCH 37- |b)1 L/ha a.s/ha 300 |35
(TRZAW) sprayer |75 b) 0.16 A+0.0048 kg
(0500090) L/ha a.s/ha D)

b) (0.04 kg
a.s/ha
A+0.0048 kg
a.s/ha D)

4 PL Winter F Sitobion avenae, |Spray, |Spring a)l n/a a) 0.16 a) (0.04 kg 200- |nfa
triticale Thrips sp. medium | BBCH 37- |b)1 L/ha a.s/ha 300 |35
(TTLWI) sprayer |75 b) 0.16 A+0.0048 kg
(0500090) L/ha a.s/ha D)

b) (0.04 kg
a.s/ha
A+0.0048 kg
a.s/ha D)

5 PL Sugar beet |F Aphis sp.: Aphis | Spray, |Spring a)l n/a a) 0.16 a) (0.04 kg 200- [n/a
(BEAVA) fabae, Pegomya |medium|BBCH 12- |b)1 L/ha a.s/ha 300
(900010) hyoscyami sprayer |19 b) 0.16 A+0.0048 kg

L/ha a.s/ha D)
b) (0.04 kg
a.s/ha
A+0.0048 kg
a.s/ha D)
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1 2 3 4 5 6 7 8 9 15 11 12 13 14 15
Use- | Membe |Cropand/ |F, |Pestsor Group Application Application rate PHI |Remarks: | ZRMs Conclusion
No. ituati Fn, f L - .

(e)o gtate(s) e an 2or?frsolsled Method | Timing / Max. | Min. kg or L g or kg as’/ha | Wate (days) e.g.g
in rowt number | interva product r L/ha
(crop G IKind |G h ber | i I duct / L/ safener/sy
destination |Gn, | (additionally: stage of ) per betvl\{een_ ha a) max.lrate in/ nergist per
/ purpose | Gpn | developmental crop & use applications | a) max. per appl. min e
of crop) or |stages of the pest season b) per | (days) rate per b) max. total | max @
I or pest group) crop/ appl. rate per
season b) max. crop/season

total rate

per

crop/season

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)

2

8

Minor uses according to Article 51 (zonal uses)

9

10

Minor uses according to Article 51 (interzonal uses)

11

12

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

and non-professional greenhouse use, I: indoor application
Explanation for Column 11 “Conclusion”
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/I/ADEL 280 SC is composed of Acetamiprid and Deltamethrin.

Table 7.1-2: Toxicological reference values for the dietary risk assessment of Acetamiprid
and deltamethrin
Reference Source Year Value Study relied upon Safety factor
value
Acetamiprid - Parent compound [fSHSESIOMCRNANIIISANONCANACOGtaBIEs)!
ADI EFSA Journal 2016 0.025 mg/kg 2 year rat 100
2016;14(11):4610 2024 bw/day
0.005
ARfD EFSA Journal 2016 0.025 mg/kg 2 year rat 100
2016;14(11):4610 bw
0.005
Deltamethrin - Parent compound
ADI Deltamethrin, DAR, 2002 0.01 mg/kg 1 year dog 90 days dog 100
List of endpoints bw/d
ARfD Deltamethrin, DAR, 2002 0.01 mg/kg - 100
List of endpoints bw/d (As the
ADI)

zZRMS comments:

According to the EFSA Journal. 2024;22:e8759: the EFSA WG proposed to lower the acceptable daily
intake (ADI) and acute reference dose (ARfD) from 0.025 to 0.005 mg/kg body weight (per day).

The new reduced values were also taken into account in the assessment.

7.1.2.1 Summary for acetamiprid
Table 7.1-3: Summary for acetamiprid
Sample
storage Chronic | Acute risk
. PIant_ Sufficient PHI covered MRL risk for for
Use-No.* | Crop | metabolism i ials? sufficiently b I
coveredr |residue trials? supported? y  |compliance | consumers | consumers
' " | stability identified? | identified?
data?
1 Winter | Yes Yes (8 for SE |Yes Yes Yes Yes
oilseed instead SC No
rape formulation) Yes
2 Winter | Yes Yes (5 for SE | Yes Yes Yes No Yes
wheat and No
4 for SC




CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC
Part B — Section 7 - Core Assessment
Applicant version

Page 20 /365

Sample
storage Chronic | Acute risk
. PIant. Sufficient PHI covered MRL risk for for
Use-No.* | Crop | metabolism i ials? sufficiently b i
coveredo |residue trials? supported? y | compliance | consumers | consumers
' " | stability identified? | identified?
data?
formulation)
4 Sugar |Yes Yes Yes Yes Yes ¥Yes
beets (4 for SE and No
4 for SC
formulation)
Not Honey | Not Yes (4) Not Yes Ne No
applicable applicable applicable Yes

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

Conclusions

Four field studies (Northern France, Poland) were carried on determination of Acetamiprid residues in
winter oilseed rape, one plot was treated once with APIS 200 SE at the application rate of 0.25 L/ha (50 g
acetamiprid/ha). The application was made 45 days before harvest. One plot remained untreated.
Samplings were performed at 0, 15, 29, 34 days after the application (DAA) and 45 DAA at BBCH 89 (at
maturity of the grain). Residue levels were in range from 0.003 — 0.093 mg/kg, therefore residue levels
for all trials are below MRL.

Three field studies (Poland, Germany, Hungary) were carried on determination of acetamiprid residues in
winter wheat, the target dose was 40 g a.s. /ha of acetamiprid, foliar applications were performed in
BBCH 75 (first application) and BBCH 77 (second application). Samples were collected at commercial
harvest. Residue levels were in range from 0.003 — 0.047 mg/kg, therefore residue levels for all trials are
below MRL.

Two field studies were carried (Poland) on determination of acetamiprid residues in sugar beet, the target
dose was 40 g a.s. /ha of acetamiprid. Application was performed in BBCH 19 (foliar). Specimens for
analyses were collected 14 days before harvest and at commercial harvest (BBCH 49) Residue levels are
below 0.003 mg/kg, therefore residue levels for all trials below MRL.

4 additional residue studies in sugar beet and winter cereals was performed on formulation ADEL 280 SC
to prove that formulation SC will generate residues on similar levels to formulation SE. Data on
formulations SC can be classified as bridging studies. Considering provided evidence there is no need to
present any further data for oilseed winter rape, in applicant’s opinion.

ZRMS comments:

ZRMS does not agree with the presented by the Applicant opinion. According to the SANTE/2019/12752
Rev01: 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. More detailed
information can be found in MacLachlan and Hamilton (2010) and in the OECD Guidance Document on
crop field trials.

Bridging studies should be generated for at least three major crop groups (one crop per group), e.g. a fruit,
a leafy crop, a root crop, a cereal/grass crop, pulses and oilseeds, etc. It has proved sufficient to carry out
four comparative trials on each crop selected. Trials should preferably be carried out on crops that would
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be expected to show high levels of residues.

Acetamiprid is stable under standard hydrolysis conditions. Pasteurisation, boiling and sterilisation are
unlikely to result in any significant metabolites according to EFSA Journal 2016;14(11):4610.

Residues in succeeding crops have been sufficiently investigated taking into account the specific
circumstances of the cGAP uses being considered here (Palau 1., 2021, ACI19-002). It is very unlikely
that residues will be present in succeeding crops.

Considering dietary burden and based on the intended uses, according to live stock feeding studies from
EFSA Journal 2016;14(11):4610 , no significant modification of the intake was calculated for livestock.
Further investigation of residues as well as the modification of MRLs in commodities of animal origin is
therefore not necessary.

According to the Reg. (EU) 2025/1212 (applicable from 20/08/2025), the MRL value for acetamiprid in
honey has been raised to 0.3 mg/kg.

7.1.2.2 Summary for Deltamethrin
Table 7.1-4: Summary for Deltamethrin
Sample
- storage Chronic | Acute risk
Plant_ Suff!ment PHI covered MRL risk for for
Use-No.* | Crop | metabolism residue sufficiently :
covered? trials? supported? by compliance | consumers | consumers
; ; PPOTEC? | stability identified? | identified?
data?
1 Winter |Yes Yes (5) Yes Yes Yes ¥Yes
oilseed No
rape
2 Winter |Yes Yes (4) Yes Yes Yes ?il%s Yes
wheat No
4 Sugar |Yes Yes (5) Yes Yes Yes Yes
beets No
Not Honey | Not Yes (4) Not Yes Yes No
applicable applicable applicable
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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

Four field studies (France, Germany, Hungary, United Kingdom) were carried on determination of
Deltamethrin residues in winter oilseed rape. In each trial one plot was treated once with DELCAPS at
the application rate of 0.1 L/ha (5 g deltamethrin/ha). The application was made at BBCH 59, 90 (£5)
days before harvest. One plot remained untreated. In two trials 4 samplings were performed between
BBCH 81 and 89, the last sampling being made at 90-95 days after application (DAA). In two trials 5
samplings were performed between BBCH 81 and 89, the last sampling being made at 86-93 DAA.
Residue levels were below 0.003 mg/kg, therefore residue levels for all trials are below MRL.

Four field studies (Poland, Czech Republic, Hungary, Netherlands) were carried on determination of
Deltamethrin residues in winter wheat. The samplings were performed between BBCH 83 and 97.
Residue levels were in range from 0.003 — 0.0046 mg/kg, therefore residue levels for all trials are below
MRL.

Four field studies (Poland, Czech Republic, Hungary, Netherlands) were carried on determination of
Deltamethrin residues in spring barley. The samplings were performed between BBCH 83 and 97.
Residue levels were in range from 0.003 — 0.016 mg/kg, therefore residue levels for all trials are below
MRL.

According to EU regulation 283/2013 studies for substances with a water solubility < 0.01 mg/L are not
required. Solubility of Deltamethrin in water is 0.0002 mg/l according to deltamethrin DAR final list of
endpoints.

Residues in succeeding crops have been sufficiently investigated taking into account the specific
circumstances of the cGAP uses being considered here (Krebs, Eickhoff, and Raquet, 1986). It is very
unlikely that residues will be present in succeeding crops.

Considering dietary burden and based on the intended uses, according to live stock feeding studies from
EFSA Journal 2015;13(11):4309, no significant modification of the intake was calculated for livestock.
Further investigation of residues as well as the modification of MRLs in commodities of animal origin is
therefore not necessary.

7.1.2.3 Summary for CHR/I/ADEL 280 SC
Table 7.1-5: Information on CHR/I/ADEL 280 SC (KCA 6.8)
PHI for PHI/ Withholding period* PHI for
CHR/I/ADEL |sufficiently supported for CHR/I/ADEL zRMS Comments
Crop 280 SC 280 SC (if different PHI
proposed by Acetamiprid Deltamethrin proposed by proposed)
applicant ZRMS
Winter |24-60 24-37 27-60-35 35 PHI 35 is supported by
wheat |n/a data
Winter |27-95 27-41 45 86-95 45 PHI 45 is supported by
oilseed |n/a data
rape
Spring | 27-31 NR 27-31 - Barley is not indicated in
barley |n/a the proposed GAP
Sugar |66-96 66-96 NR - -
beets |n/a
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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 Acetamiprid

General data on acetamiprid are summarized in the table below (last updated 2017/12/13)

Table 7.2-1:  General information on acetamiprid

Active substance (ISO Common Name) Acetamiprid
IUPAC (E)-N1-[(6-Chloro-3-pyridyl)methyl]-N2-cyano-N1-

methylacetamidine
Chemical structure CHs

,K.‘ AN
i = N~ N7
|
= CH4
Cli N

Molecular formula C10H11CINg
Molar mass 222.68
Chemical group Neonicotinoids, IRAC group 4A
Mode of action (if available) single site mode of action at the nicotinic acetylcholine

receptor
Systemic Yes
Company Nisso Chemical Europe GmbH
Rapporteur Member State (RMS) Netherland
Approval status Approved

Date of 24/01/2018 and reference to decision Reg. (EU)

2018/113
Restriction Reg. (EU) 2018/113

he ris} - e ! ot

arthropods;

h ricl el | -

—the risk-to-consumers;

—therisk-to-operators:

‘ hall include risk rmiticati ,

where-appropriate.
Review Report SANCO/10502/2017 —rev. 4

13/12/2017
Current MRL regulation Re(I;uIation iECi No 2019/88

Reg. (EU) 2025/1212 — Applicable from 20/08/2025
Peer review of MRLs according to Article 12 of Reg No | Yes
396/2005 EC performed
EFSA Journal : Conclusion on the peer review EFSA Journal 2016;14(11):4610
EFSA Journal: conclusion on article 12 Yes, EFSA Journal 2011;9(7):2328
Current MRL applications on intended uses N/A — MRL already set



http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1520336385887&uri=CELEX:32018R0113
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1520336385887&uri=CELEX:32018R0113
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1520336385887&uri=CELEX:32018R0113
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7.2.1

7211

Available data

Stability of Residues (KCA6.1)

Stability of residues during storage of samples

New stability of residues 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 Acceptable
Matrix the Maximum Reference
matrix Storage duration

Data relied on in
EU

Plant products

Apple

High water content

18 12 months

Tomato

High water content

18 12 months

Goller G. 1999, Stability Study of NI-25
(Acetamiprid) in apple and tomato samples after
storage in freezer at or below -18 °C -
Fortification experiments with active ingredient
The Netherlands, 2015

Greece, 2001, 2002

Report No RPA/NI-25/97051

EFSA, 2016a

Fodder pea

High water protein
content

12 months

Jean-Baptiste C. 2009 Frozen Storage Stability
of Residues of Acetamiprid in Fodder Pea.
The Netherlands, 2015, 2016

Report No A7125

EFSA, 2016a

EFSA 20163
Covered by data protection

Oilseed-rape
Cotton seed, cotton
oil, orange oil

High oil content

12 months

EFSA Journal 2016;14(11):4610
The Netherlands, 2015, 2016
Gieseke L.D., 1999

Report No 10201

EFSA, 2016a

New Data

Furnip

High-starch-content

156-days

Samples-Generated-in-Study-Number ACI19-002

Spring cereal, plant

High water content

157 days

Turnbull, G., 2021, FR/000938-10

Spring cereal, grain

High starch content

149 days

Turnbull, G., 2021, FR/000938-10

Honey

37 days

Faessel, V., 2022, C1310




CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC Page 26 /365
Part B — Section 7 - Core Assessment
Applicant version

Characteristics of Acceptable
Matrix the Maximum Reference
matrix Storage duration
Wheat, grain High starch content 200 days Niewelt, S., 2021, DPL/01/2021

New presented storage stability study in wheat grains (Niewelt, S., 2021, DPL/01/2021) was already
evaluated and accepted in the dossier of CHR/I/ACE 200 SE.

Conclusion on stability of residues during storage

zZRMS comments:

The Applicant should indicate access to the study Netzband, D. J. 2003.

The Applicant provided a stability study for acetamiprid in cereal grain and whole plant. Stability has
been demonstrated for spring cereal plant and spring cereal grain to cover up to 157 and 149 days freezer
storage, respectively. The presented stability studies do not cover the storage time of sample collection to
analysis shown in the residue studies.

The Applicant also provided a stability study of acetamiprid in honey. Results shows that residues are
stable over the period of 37 days.

7.2.1.2 Stability of residues in sample extracts (KCA 6.1)

The time between extraction and analysis was always less than 24 hours.

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

Conclusion on stability of residues in sample extracts
Not relevant

zZRMS comments:
The stability of the analytes through the analytical procedures is adequately demonstrated by the
procedural recoveries.

7.2.2 Nature of residues in plants, livestock and processed commodities

7.2.2.1 Nature of residue in primary crops (KCA 6.2.1)

Available data
No new data submitted in the framework of this application.
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Table 7.2-3: Summary of plant metabolism studies
Application and sampling details
Label
Crop Group Crop position |Method, |Rate No |[Sampling | Remarks Reference
For G (a) |(ga.s./ha) (DAT)
EU data
Fruits and Eggplant |Pyridine- |dottingto [9.5 1 7,14 Saito, H.
fruiting 2,6-14C the leaf 1997( 3) NI-
vegetable surface, G 25
[Pyridine-
2,6-14C] -
Nature of
the Residue
in Eggplants
EFSA 2016
Apple Pyridine- |dottingto |208 1 0,7, 14, Saito, H.
2,6-1C the leaf 28, 90 1997( 1) NI-
surface,G 25
104 g,214, 28, [Pyridine-
2,6-14C] -
Nature of
the Residue
in Apples
EFSA 2016
Leafy vegetables | Cabbage Pyridine- |Foliar 302 1 0, 14, 28, Saito, H.;
2,6-1C treatment, 63 1997; NI-25
G [Pyridine-
) 2,6-14C) -
g?o”lication 5940 ;,814 and Nature of
Gpp ’ the Residue
in Cabbage
plants
EFSA 2016
Cyano-1“C | Foliar 299 0,7, 14, Kawai,T.;
treatment, 28, 63 1995;
G Metabolism
of 14C-
Acetamiprid
(CN label)
in Cabbages
EFSA 2016
Root and tuber |Carrot Pyridine- |Foliar 100 2 14 McMillan-
vegetables 2,6-14C treatment, Staff, S.L.,
F Austin, D.J.
and
Lingwood,
A. (1997):
[14C]-NI-
25:
Metabolism
in Carrots
EFSA 2016
Pulses and Cotton Pyridine- |Foliar 4x127 4 14 and 28 Miller N.
oilseeds 2,6-1C treatment, 1999
F Foliarly
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applied 4C-
acetamiprid:
Metabolic
fate and
distribution
in cotton
(Gossypium
hirsutum).
EFSA 2016

Summary of plant metabolism studies reported in the EU

Acetamiprid main component of residues (almost 50 to 99 % TRR), except in cabbage head and cotton
seeds after foliar application where metabolite 1C-0 (6- chloronicotinic acid) was detected as major (ca.
46 and 24 % TRR respectively). 1C-0 was also present in carrot root at 26% TRR but in this case parent
was the major residue.

Conclusion on metabolism in primary crops

The metabolism in primary crops presented in Acetamiprid, RAR, annex B, B.7 Residue (unprotected
study), covers use of CHR/I/ADEL 280 SC on winter oilseed rape, winter wheat and sugar beets. No new
studies are necessary.

zZRMS comments:

No new studies were conducted since the metabolism of acetamiprid was investigated in the studies
presented in the RAR (The Netherlands, 2015). Since acetamiprid was identified by far, as the major
component of the residues in almost all plant matrices and since the toxicity of the 1C-0 metabolite was
concluded to be covered by the toxicity of the parent acetamiprid, the plant residue definitions for
monitoring and risk assessment were limited to acetamiprid. However, in May 2024, EFSA published a
position paper (EFSA Journal, 22(5), e8759) in which it indicated that: The available studies investigating
the metabolism of acetamiprid in plants gave an indication that the metabolite IM-2-1 is formed at
relatively low levels in edible parts of fruit crops and leafy crops (between 2% and 8% of the TRR; up to
0.3 mg/kg in fruits; up to 1.25 mg/kg in leafy). In inedible leafy matrices, however, this metabolite occurs
at higher proportions related to the parent compound, IM-2-1 representing up to 32% of the parent
compound (16% of the TRR) in apple leaf at longer preharvest intervals. The monitoring data on the
metabolite IM-2-1 confirmed its occurrence in several commodities belonging to the groups of leafy and
fruit commodities. In these crop groups, the median proportion of metabolite IM-2-1 compared to the
parent compound was found to be significant in fruit and leafy crops (median ratio 1M-2-1/acetamiprid
accounting for 21%-44%, respectively). It was therefore proposed to include metabolite IM-2-1 in the
residue definition of risk assessment for leafy and fruit crops, which is currently limited to the parent
acetamiprid. A revised residue definition for risk assessment was proposed for leafy and fruit crops as
sum of acetamiprid and N-desmethyl-acetamiprid (IM-2-1), expressed as acetamiprid. Regarding
pulses/oilseeds, root crops and cereals, the new data received under ToR 2a did not indicate a need
to modify the existing residue definition for risk assessment, which therefore remains as parent
acetamiprid. Regarding the residue definition for enforcement, the available data do not indicate a
need to modify the existing definition because acetamiprid is still a sufficient marker of the residues
in all crop groups.

7.2.2.2 Nature of residue in rotational crops (KCA 6.6.1)

Available data

New nature of residue in rotational crops performed in the framework of this application.
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Table 7.2-4: Summary of metabolism studies in rotational crops
Application and sampling details
Crop group Crop qu.el Method, |Rate Sowing |Harvest |Remarks Reference
position int Is
ForG* |(ga.s./ha) |'Ntervals | (gBCH)
(DAT)
New data
Leafy vegetables | Spinach [ “C]- Spray, G | 266 0 49 Rooney P.,
IM-1-5 2019, [ “C]-
([pyridyl- IM-1-5
2,6- 14C] Metabolism
Root and tuber | Turnip [ “C]- Spray, G | 266 0 49 grg{ostatlonal
vegetables IM-1-5 ER /800939
([pyridyl-
2,6- 4C]
Cereals Wheat [ “C]- Spray, G | 266 0 30, 69,
IM-1-5 89
([pyridyl-
2,6- 14C]

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

Summary of plant metabolism studies reported in the EU

The only [**C]-residue found in the crop commodities was IM-1-5 accounting for the entire extractable
radioactive residue (= 76.8% TRR). No other metabolites or unidentified residues were observed in any
crop commodity. In all RACs the PES fraction was less than 8.3% TRR. Thereby, the residue had been
sufficiently described and acetamiprid metabolite IM-1-5 is the only relevant residue for risk assessment
in rotational crops sown 0 days after treatment of the soil.

The metabolism study in rotational crop (Rooney, P., 2019) was not evaluated in the applicant’s finalised
data matching table, but the study was designed to be equivalent to study presented by notifier in RAR
(Hoobs, G., Inns, L., 2012). For illustrative purpose applicant decided to include comparison that
demonstrate equivalence of the mentioned studies:

Aspect of the study | Hobbs, G, Inns, L., 2012, RD- | Rooney, P., 2019, Comment
02391 FR/000939

Guideline OECD 502 OECD 502 Both studies were
designed based on
the same
guideline.

Analytical standard | [Pyridyl-**C]-IM-1-5 [Pyridyl-**C]-IM-1-5 The same
analytical standard
was applied.

Application dose

Metabolite IM-1-5 was
applied on bare soil with rate
of 266 g/ha.

Metabolite IM-1-5 was
applied on bare soil with
rate of 266 g/ha.

In both studies the
same amount of
IM-1-5 was applied
on bare soil.

Rotational crops

Wheat, spinach, turnip were
sown just after application of
the metabolite IM-1-5.

Wheat, spinach, turnip
were sown just after
application of the
metabolite IM-1-5.

The same crops
were sown just
after application of
the metabolite.
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Samplings Samplings where gathered: Samplings where In both studies
- in BBCH 49 for spinach and gathered: similar sampling
turnip -in BBCH 41-43 and BBCH | points were
-in BBCH 30 in seedlings and | 49 for spinach and turnip, | chosen.
in BBCH 89 for seeds and - in BBCH 22-32 for
straw of wheat seedling, in BBCH 55-65 in

straw and in BBCH 89 for
wheat seeds

Soil on which There is no information on EU | Study was performed on It should be

metabolite was level, but as confirmed the sandy loam soil as assumed that both

applied study was conducted in requested by OECD 502. tests were

accordance to OECD 502. The
guideline require to perform
the study on sandy loam soil.

performed on the
same type of soil.
Otherwise the
study presented
by notifier would
not be accepted

on EU level.
Extraction method Samples were extracted by Samples were extracted The same
mixture of water and by mixture of water and extraction method
acetonitrile (1:1). acetonitrile (1:1). was applied.
Conclusion based on | Metabolite IM-1-5 is the only | Metabolite IM-1-5 is the Convergent
results relevant analyte in rotational | only relevant analyte in conclusion.

crops with > 10% TRR.

rotational crops with >
10% TRR.

As proven study presented by applicant (Rooney, P., 2019, FR/000939) can be considered as equivalent
to study presented on EU level by notifier of the active substance (Hobbs, G., Inns, L., 2012, RD-02391).
Based on that fact in applicant’s opinion product can be applied on all soil despite its pH.

Conclusion on metabolism in rotational crops

ZRMS comments:

The metabolism in rotational crops presented in Acetami

prid, RAR, annex B, B.7

Residue (unprotected

aYaYa) A alalV)
ool > N A"

According to the EFSA Journal 2016;14(11):4610: Having regard to the low persistence of acetamiprid in
soil (highest field period required for 90% dissipation (DTg) 43 days and 20°C lab DTg 54 days),
confined rotational crop studies were not conducted with the active substance and the metabolism in
rotational crops was investigated using the more persistent soil metabolite IM-1-5 (period required for
50% dissipation (DTsp) 319-663 days) at a single plant back interval of 0 days. In the different rotational
crops investigated (wheat, turnip, spinach), IM-1-5 was shown to remain the main component of the
radioactive residues accounting in mature plant at harvest for 77-94% TRR. Additional field rotational
crop studies conducted in northern and southern EU with acetamiprid applied onto the bare soil at ca. 300
g/ha, confirmed that acetamiprid, IM-1-4 and IM-1-5 residues are not expected to be present in rotational
crops.

However, the study: Hobbs, G., Inns, L., 2012: 14C]-IM-1-5: Uptake and Metabolism of Soil Residues in
Confined Rotational Crops, Report no . RD-02391assessed in RAR is still protected.

A new study on the nature of residues in rotational crops was conducted for data matching purposes.
Metabolism in succeeding crops was investigated with the IM-1-5. [**C]-1IM-1-5 was applied on bare soil,
supplied as [pyridyl-2,6-**C] decyano-acetamiprid hydrochloride, at a nominal rate of 0.266 kg/ha. The
application rate of the study presented in the RAR (The Netherlands, 2015, 2016) was with the same dose
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266 g a.s./ha. The seed used for this study was spring wheat, turnip and spinach. Minor uptake of IM-1-5
was observed for spinach and wheat grain. IM-1-5 residues within these sample types were below the
0.01 mg/kg. Some notable uptake of the test item was observed for wheat forage hay and straw. Residues
were also detected in turnips above the 0.01 mg/kg. 24.68 % of the total radioactive residues remained
bound to wheat hay and 22.26 % bound to wheat straw. However, uptake into the wheat hay, 22.26 %
only represented 0.005 mg/kg. Only limited metabolism of IM-1-5 is observed in the crops and therefore
no metabolic pathway is proposed. However, the study used sandy loam soil and not calcareous soil. It
should be noted that according to the EFSA Journal 2016;14(11):4610 formation of metabolite IM-1-5
occurred only in the soils stated to be calcareous.

The Applicant did not provide a metabolism study taking into account alkaline soils. However, it should
be noted that the residue definition covers only active substances and does not include any metabolites. It
is the same for main and rotational crops. The results obtained from the Hobbs, G., Inns, L. (2012) study
did not change the end points in this area. In addition in Poland only 9% of soils are alkaline. Therefore, it
seems that registration of CHR/I/ADEL 280 SC is possible in Poland with the reservation in the
label that the product cannot be used on alkaline soils. However, the final decision should be made
by risk managers.

7.2.2.3

Nature of residues in processed commodities (KCA 6.5.1)

Available data

No new data submitted in the framework of this application.

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

Conditions (Duration, Temperature, pH)

Identified compound(s) (%)

Reference

EU data

Pasteurisation (20 minutes, 90°C, pH 4)

Acetamiprid (0.1 mg/kg)
95.6% of the initial acetamiprid
concentration

Acetamiprid (1.0 mg/kg)
93.3% acetamiprid only

Baking, boiling, brewing
(60 minutes, 100°C, pH 5)

Acetamiprid (0.1 mg/kg)
95.1% of the initial acetamiprid
concentration

Acetamiprid (1.0 mg/kg)
95.6% acetamiprid only

Sterilisation (20 minutes, 120°C, pH 6)

Acetamiprid (0.1 mg/kg)
98.1% of the initial acetamiprid
concentration

Acetamiprid (1.0 mg/kg)
97.6% acetamiprid only

McMillan-Staff,
Austin, D.J. 1997
[**C]-NI-25
Investigation of the
Nature of the Potential
Residue in the
Products of Industrial
Processing or
Household
Preparation.
(unprotected study)

The Netherlands,
2015, 2016
Greece, 2001
EFSA 2016




CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC Page 32 /365
Part B — Section 7 - Core Assessment
Applicant version

Conclusion on nature of residues in processed commodities
Acetamiprid is stable under standard hydrolysis conditions. Pasteurisation, boiling and sterilisation are
unlikely to result in any significant metabolites.

ZRMS comments:
The residue definitions proposed for primary crops are also applicable for processed commodities.

7224 Conclusion on the nature of residues in commodities of plant origin
(KCA6.7.1)

Table 7.2-6: Summary of the nature of residues in commodities of plant origin

Endpoints

Plant groups covered Fruits and fruiting vegetable (Eggplant, Apple)

Leafy vegetables (Cabbage)
Root and tuber vegetables (Carrot)
Pulses and oilseeds (Cotton)

Rotational crops covered Leafy vegetables (Spinach)
Root and tuber vegetables (Turnip)
Cereals (Wheat)

Metabolism in rotational crops similar to metabolism | The only [**C]-residue found in the crop commodities was

in primary crops? IM-1-5 accounting for the entire extractable radioactive
residue (> 76.8% TRR). No relevant metabolite was observed
in any nature of residues in primary crop study.

Processed commaodities N/R Acetamiprid is stable under standard hydrolysis
conditions.

Residue pattern in processed commodities similar to | Yes Pasteurisation, boiling and sterilisation are unlikely to

pattern in raw commodities? result in any significant metabolites.

Plant residue definition for monitoring Acetamiprid (EFSA Journal 2016;14(11):4610), EFSA

Journal, 22(5), 8759, Reg. (EU) 2019/88 and not yet
aiilicable SANTE/11278/2021

Reg. (EU) 2025/1212-applicable from 20/08/2025

Plant residue definition for risk assessment Acetamiprid (EFSA Journal 2016;14(11):4610)
EFSA Journal, 22(5), e8759:

— Fruit crops: sum of acetamiprid and N-desmethyl
acetamiprid (IM-2-1), expressed as acetamiprid

— Leafy crops: sum of acetamiprid and N-desmethyI-
acetamiprid (IM-2-1), expressed as acetamiprid

— Pulses/oilseeds: acetamiprid

— Root crops: acetamiprid

— Cereals: acetamiprid

Conversion factor from enforcement to RA not applicable (EFSA Journal 2016;14(11):4610)
EFSA Journal, 22(5), e8759:

Leafy crops: 1.44

Fruit crops: 1.21

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

Available data

No new data submitted in the framework of this application.




CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC
Part B — Section 7 - Core Assessment
Applicant version

Page 33 /365

Table 7.2-7: Summary of animal metabolism studies
Application details Sample details
. Label | No of . . .
Group Species position | animal Rate Duration |Commodity Time of Reference
(mg/kg bw/d) | (days) samp-
ling
EU data
Lactating |Goat Pyridine- |2 1and 10 7 Milk twice (1997): 4C-
ruminants 2,6-14C daily NI-25
- - (Acetamiprid):
Urine and faeces |daily Absorption,
Tissues at Distribution,
sacrifice | Metabolism
and Excretion
after Repeated
Oral
Administration
to Lactating
Goats.
(unprotected
study)
The
Netherlands,
2015, 2016
Greece, 2001
EFSA 2016
Laying Hens Pyridine- | 10 1and 10 14 Eggs daily (1997): 4C-
poultry 2,6-1C _ NI-25
Excreta daily (Acetamiprid):
: Absorption,
Tissues gzt;\crifice Distribution,
Metabolism

and Excretion
after Repeated
Oral
Administration
to Laying
Hens.
(unprotected
study)

The
Netherlands,
2015, 2016
Greece, 2001
EFSA 2016

Summary of plant metabolism studies reported in the EU

Acetamiprid main component of residues (almost 50 to 99 % TRR), except in cabbage head and cotton
seeds after foliar application where metabolite IC-0 (6- chloronicotinic acid) was detected as major (ca.
46 and 24 % TRR respectively). 1C-0 was also present in carrot root at 26% TRR but in this case parent
was the major residue.
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Conclusion on metabolism in livestock

Since metabolism in rats and ruminants was demonstrated to be similar, the findings in ruminants can also
be extrapolated to pigs.

Extensive elimination in the excreta (more than 95% of administered radioactivity) was observed for the
two species. Acetamiprid extensively metabolised and only detected in milk. In all matrices residues
identified as IM-2-1, except in goat muscle, where IM-2-2 was predominant, but at low levels (0.03 mg

eq/kg)

zZRMS comments:

According to the EFSA Journal 2016;14(11):4610: Metabolism studies on livestock conducted on animals
dosed with 14 C-acetamiprid at 10 mg/kg dry matter (DM) over 7 (goat) or 17 (poultry) consecutive days
were submitted. Most of the radioactivity was excreted in urine and faeces and only 2% of the
administrated radioactivity was recovered in organs, tissues, blood and milk or eggs. Acetamiprid was
extensively metabolised and not detected in any animal matrices except in milk. The major component
was identified as the N-desmethyl metabolite(IM-2-1) representing 50-89% TRR in all animal matrices,
except goat muscle (10% TRR) where residues were mainly composed of the metabolite 1M-2-2
accounting for 50% TRR (0.03 mg eq/kg).The metabolic profile was confirmed by the feeding studies on
cow and poultry where IM-2-1 was detected as the most abundant component in all animal matrices.
Acetamiprid was not present in poultry and only detected in significant levels in milk at all feeding levels
and at the highest feeding level in the other matrices. Based on these studies, the residue definition was
proposed as ‘IM-2-1 expressed as acetamiprid’ for monitoring and as ‘the sum of acetamiprid and
IM-2-1, expressed as acetamiprid’ for risk assessment. Conversion factors (CF) of 1.3 and 1.1 were
derived for milk and other mammalian products, respectively. CF values were concluded to be
unnecessary for poultry products. It is highlighted that RMS expressed its disagreement on the livestock
residue definition for risk assessment and proposes to include IM-2-1 compound only.

7.2.2.6 Conclusion on the nature of residues in commodities of animal origin
(KCA6.7.1)
Table 7.2-8: Summary on the nature of residues in commaodities of animal origin
Endpoints
Animals covered Lactating goats
Laying hens
Time needed to reach a plateau 1-3 days to reach a steady state in milk

concentration 4-8 days to reach a steady state in eggs

Animal residue definition for monitoring Metabolite IM-2-1 (N-desmethyl-acetamiprid), expressed as
acetamiprid EFSA Journal 2016;14(11):4610,

Reg. (EU) 2019/88 and not yet applicable SANTE/11278/2021:

Sum of acetamiprid and N-desmethyl-acetamiprid (IM-2-1), expressed
as acetamiprid

Animal residue definition for risk Sum of acetamiprid and metabolite IM-2-1 (N-desmethyl-
assessment acetamiprid), expressed as acetamiprid EFSA Journal
2016;14(11):4610

Conversion factor Milk-13

| e :

Not necessary
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Metabolism in rat and ruminant similar Yes

Fat soluble residue No

* 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

ZRMS comments:

Animal residue definition for monitoring currently implemented in the EU legislation (Reg. (EU)
2019/88) is sum of acetamiprid and N-desmethyl-acetamiprid (IM-2-1), expressed as acetamiprid.

During the peer review for the renewal of the active substance acetamiprid (Journal 2016;14(11):4610), it
was proposed to limit the residue definition for enforcement in animal commaodities to metabolite IM-2-1
only, but this proposal was not further implemented in the MRL legislation.
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7.2.3

7.2.3.1

Magnitude of residues in plants (KCA 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. These studies are summarized in the Table
below. The detailed assessment of these studies is presented in Appendix 2.

Table 7.2-9: Summary of EU reported and new data supporting the intended uses of CHR/I/ADEL 280 SC and conformity to existing MRL
zi]séd(l,ile_ Evaluation Unrounded | =yrrent
GAP OECD MRL
. EU, S- - STMR HR EU MRL .
Commodity Source EU. EU Residue Iev_els (mg/kg) _ o (ma/kg) (ma/kg) calculator (mg/kg) compliance
out’side, E= accordlng to enfprcement residue .deflnltlo.n. _ MRL N
EU) RA = according to risk assessment residue definition (mg/kg)

Winter Paszek G., NEU New studies GAP: 1 application, BBCH: 69-79, 0.05 kg as/ha, 0.015 0.093 0194 0.4 Yes
oilseed rape |2018, PHI: 27-41 days, SE formulation 0.197

DPL/68/2018 E: 2x<0.012, 0.014, 0.015, 0.045, 0.087, 0.089, 0.093

Paszek G., RA: 2x<0.012, 0.014, 0.015, 0.045, 0.087, 0.089, 0.093

2018,

DPL/70/2018

Paszek G.,

2018,

DPL/67/2018

Paszek G.

2020,

DPL/131/2019

A. Augstynek,

2017, Study

code:

DPL/03/2017
Winter Peda T., NEU Grain: New studies GAP: 2 applications, BBCH: 75, BBCH 83, <0.003 <0.01 0.021 0.1 -
wheat Jedrusik M. 0.04 kg as/ha, PHI: 24-37

2021 . 4x<0003, <001
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20SGS13 RA: 4x<0.003, <0.01

Peda T.,

Jedrusik M.
2021
20SGS15
Peda T,
Jedrusik M.
2021
20SGS12

K. Wanczyk,
21SGS33

K. Wanczyk,
21SGS32

Straw: New studies GAP: 2 applications, BBCH: 75, BBCH 83, 0.047 0.29 - - -
0.04 kg as/ha, PHI: 24-37
E: 5x< 0.003

RA: 5 < 0.003

0.093 0.26 I I I
Sugar beet Peda NEU Roots: New Studies GAP: 1 application, BBCH 19, 2 x 40g a.s./ha, | <0.003 <0.003 0.009 0.01 Yes
T.,Paszek G. PHI 66, 96 0.003

2021 E: 4 x <0.003
20SGS29 RA:4 x <0.003
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Peda T., Leaves: : New Studies GAP: 1 application, BBCH 19, 2 x 40g <0.003 <0.003 -
Paszek G. a.s./ha, PHI 66, 96

2021 E: 4 x <0.003

20SGS30 RA:4 x <0.003

Wanczyk, K.

21SGS26

Wanczyk, K.

21SGS27

<0.001 <0.001  |0:003 Yes
0.001
<0.001 <0.001 |- I
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K
Py |~ [

*  Source of EU MRL: Regulation (EU) 2019/88,
Regulation (EU) 2025/1212 applicable from 20/08/2025
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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 winter oilseed rape, [NifiietICerealand sugar beets
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:
Acetamiprid

Wheat

EU GAP, EFSA Journal 2016;14(2):4385:

2 appl., interval 14 days, BBCH 51-79, max appl. rate per treatment 42 g a.s./ha, PHI-28 days, SL
formulation

Intended GAP: 1 appl., BBCH 37-75, max appl. rate 40 g a.s./ha, SC formulation

The Applicant provided 5 studies performed for the SE formulation and 4 for the SC formulation.

Sugar beet
Intended GAP
1 appl., BBCH 12-19, max appl. rate 40 g a.s./ha, SC formulation

The Applicant provided 4 studies performed for the SE formulation and 4 for the SC formulation. All
presented studies were performed in accordance with the proposed GAP in terms of the number of
applications, application rate and growth stage of crop during application. All studies showed no
acetamiprid residues above LOD in both leaves and roots.

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

The use is considered acceptable.

Rapeseed

GAP assessed at EU level:

EFSA Journal 2011;9(7):2328: formulation SG,

1 appl., BBCH 75-81, max appl. rate 50 g a.s./ha, PHI-28,

Residues of acetamiprid in seeds harvested at the PHI: 3 x <0.01; 0.03; 0.04; 2 x 0.08; 0.1 (STMR 0.035
mg/kg)

EFSA Journal 2016;14(2):4385:

2 app., 1%t appl. BBCH 59, 2" appl. BBCH 80, max appl. rate per treatment 42 g a.s./ha, PHI- n.r.,

two different formulations were investigated (SL and SG) and the highest residue level from these two
formulations was selected for MRL calculation.

Residues of acetamiprid in seeds harvested at the PHI ranging from 26 to 43 days: < 0.01; 2 x 0.02;
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0.021; 0.036; 0.05; 0.11; 0.20 (STMR 0.036 mg/kg)

Intended cGAP: formulation SC, 1 appl., BBCH 30-70, max appl. rate 40 g a.s./ha

The Applicant provided 8 studies performed for the SE formulation. All presented studies were performed
in accordance with the proposed GAP in terms of the number of applications, application rate and growth
stage of crop during application.

Residues of acetamiprid in seeds harvested at the PHI 39-45: 2 x <0.012; 0.014; 0.015; 0.045; 0.087;
0.089; 0.093 (STMR 0.03 mg/kg).

The data submitted show that no exceedance of the MRL will occur. However, it should be noted that the
Applicant did not provide field studies with SC formulation. Taking into account that the STMR values
from the studies presented for the SE formulation are very close to the results from studies assessed at EU
level for the SG and SL formulations and that the residue results are much lower than the applicable MRL
value, the MRL in force should not be expected to be exceeded also for SC formulation. In the opinion of
zZRMS, authorisation based on the data provided is therefore possible, but the final decision should be
made by risk managers. Please indicate PHI equal to 45 days.

7.2.4 Magnitude of residues in livestock

7.24.1 Dietary burden calculation

Input values for the dietary burden calculation (considering the uses
authorized within the uses under consideration)

Table 7.2-10:
Median dietary burden Maximum dietary burden

Feed Commodity

oo | comme RIS conmen
Residue definition: Acetamiprid
Sugar beet, tops 0.003 STMR/HR N/A
e R T
m—_— e T
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New calculations were presented below in Animal model 2017.

Animal burden caleulation Acetamiprid
According to: TODECD Guidance Document, Series on testing and assessment No 64 and Zeries on pesticides No 327 and
"0ECD Guidance Document on Residues ivestock, Beries on Pesticides No T3"
Maxi Cattle Sheep
aximum
Intake Beef 5‘12 :: Dairy E:; :: RamEwe ;: :: Lamb T: ::
[maikg bwid) 00054  mglkgbwidi % 00030 mglkgbwidi % 00147 matkgbwidi % 00044 maikgbwid: %
Cantributar 1] Wheat Forage 20 ['wheat Forage 20 | wheat forage 40 [ wheat Forage A0
Contributeor 2] Beet, sugar enziled pule 25 | Beet, sugar enziled pule 40 | Beet, sugar dried pulp : 40 [ Beet, sugar dried pulp 40
Contributor 3{ Triticale qrain 40 | Triticale qrain 40 | Triticale grain 20| Triticale qrain a0
Contributor 4
Median intak 00022 malkg bwid 00033 malkg bwid 00055 mglkg bwid 00053 malkg bwid
Mastimum Swine Intakes 10,004 mglkg bwd are highlighted
Intake Breeding 260 ba Finishing 100 b
& ka 3 ka
[rrgfk.g bwtd] 0005  malkgbwidi = 0.001  makgbwid] %
Contribuker 1] Wheat forage 20 ['wheat milled bypdé 50
Contributor 2 Wheat milled bypdf B0 | Triticale qrain =11
Contributar 3| Triticale qrain a0
Contributor 4
Median intak 0.002 maikyg bwid 0.001 maikg bwid
Maximum Poulry
Intake Broiler 0_11'; :: Laver 0_11'2 :: Turkey D.: ::
[maikg bwid) 0.001 malkg bwidi % 0008  malkgbwid % 0.001 malkg bwidi %
Contribuker 1] Wheat milled bypde 20 | wheat Forage 10 [ ‘wWheat milled bypdE 20
Cantributor 2] Wheat qrain 70 ['wWheat milled bypde 20 | Wheat grain 1)
Contributer 3 ‘e at qrain ri
Cantributar 4
Median intak 0.0m mag'kg bw 0,003 mag'kg bw 0.0Mm mgikg bw
Intakes expressed on the dry mater basis [mglkg O]
mglkg OM Cattle Sheep Swine
Eeef Dlairy FamiEwe Lamb Ereeding Finizhing
Maximum 02252 023 0.44 0.34 023 0.0z
Median 0.0916 1010 017 10.14 0.0 0.0z
Poultry
BEirailer Layer Turk.ey Intake >0.1 mglkg DM
Maximum 0.01 012 0.01 in red characters
Median 0.01 005 0.01
7.2.4.2 Livestock feeding studies (KCA 6.4.1-6.4.3)

Available data

Three groups of lactating cows, each consisting of three animals, were dosed for 28 days with acetamiprid
at levels of 0.21, 0.63 and 2.13 mg acetamiprid/kg bw/day. The samples were analyzed for parent
acetamiprid and IM-2-1. IM-2-1 was the dominant residue in all tissues and in whole milk. Both parent
compound and IM-2-1 metabolite were highly dose-dependent in all tissues collected at day 28. In whole
milk, IM-2-1 reached a plateau by the seventh day of dosing. For poultry, no livestock feeding study is
available but the metabolism study in laying hens was performed at dose levels of approximately 12
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mg/kg feed.

Residues from livestock feeding studies (EFSA Journal 2016;14(11):4610)

MRL calculations Ruminant Pig/Swine Poultry Fish
Highest expected Beef cattle 0.001 Ram/Ewe 0.002 Breeding 0.001 Broiler 0.001 Carp Not required
intake Dairy cattle 0.002 Lamb 0.001 Finishing 0.001 Layer 0.000 Trout Not required
(markg bwy/d) eh T
(mafkg DM for fish) Turkey 0.001 Fish intake >0.1 mg/kg DM
Intake >0.004 mg/kg bw No No No No N/A
Feeding study submitted Yes, Yes, N/A

Lactating cow, 28-day Laying hens, 28-day

Overview of the values derived from the livestock feeding studies

Commodity Dietary burden Results of the livestock feeding study Median Highest MRL CF for RA
Med. Max. Dose No Result for enf. Result for RA residuc residuc proposal
(mg/kg (mg/kg Level (mg/kg) | (mg/kg) | (mg/kg)
bw/d) bw/d) (mg/kg Mean Max. Mean Max.
bwid) (mg/kg) | (mg/kg) | (mgkg) | (mg/kg)
Residue definition for enforcement and risk assessment: sum of acetamiprid and N-desmethyl-acetamiprid (IM-2-1), expressed as acetamiprid
Pig meat 0.007 0.024 0.21 3 0.05 0.05 See results for 0.02 0.02 0.02* 1.00
0.63 3 0.18 020 cnfur;‘i?;;ﬁ:::udut (tentative)
2.13 3 0.97 1.11
Pig fat 0.21 3 0.03 0.06 0.02 0.02 0.02* 1.00
0.63 3 0.07 0.15 (tentative)
2.13 3 0.36 0.71
Pig liver 0.21 3 0.15 0.15 0.10 0.10 0.1* 1.00
0.63 3 045 0.64 (tentative)
2.13 3 2.29 2.65
Pig kidney 0.21 3 0.24 0.25 0.10 0.10 0.1% 1.00
0.63 3 0.70 0.86 (fentative)
2.13 3 239 2.54
Ruminant meat 0.034 0.088 0.21 3 0.05 0.05 0.02 0.02 0.05 1.00
0.63 3 0.18 0.29 (tentative)
2.13 3 0.97 1.11
Ruminant fat 0.21 3 0.03 0.06 0.02 0.03 0.05 1.00
0.63 3 0.07 0.15 (tentative)
Commodity Dietary burden Results of the livestock feeding study Median Highest MRL CF for RA
3 residue residue roposal
(::;r]i{.g {rr:;l;)ln‘.g ]]jl:::l No Result for enf. Result for RA (mg/kg) (mg/kg) r;mé:’kg]
bwid) bw/d) (me/kg Mean Max. Mean Max.
bw/d) (mg/kg) | (mg/kg) | (mg/kg) | (mg/kg)
2.13 3 0.36 0.71
Ruminant liver 0.21 3 0.15 0.15 0.10 0.10 0.1* 1.00
0.63 3 0.45 0.64 (tentative)
2.13 3 229 2.65
Ruminant kidney 0.21 3 0.24 0.25 0.10 0.11 0.2 1.00
0.63 3 0.70 0.86 (tentative)
2,13 3 2.39 2.54
Milk 0.016 0.075 0.21 n.p. 0.08 n.a. 0.02 0.03 0.05 1.00
0.63 np. | 037 na. (tentative)
2.13 n.p. 1.30% na.

n.a.: not applicable — only the mean values are considered for calculating MRLs in milk
n.p.: not precised

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

(a): mean residue level from day -1 until day 27 (3 cows, 11 sampling days)

No new data were submitted in the framework of this application.
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Conclusion on feeding studies

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

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

Data/information on processing studies was reviewed during the approval of active substance(s) and were
considered acceptable.

7.25.1 Available data for all crops under consideration

No new data regarding magnitude of residues in processed commodities is considered necessary, because
residue level in all studies does not exceed 0.1 mg/kg.

Table 7.2-11: Overview of the available processing studies
Processed comodity Number of | Median PF | Median CF Comments Reference
studies * *x
EU data
Not required

* The median processing factor is obtained by calculating the median of the individual processing factors of each processing
study.

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

7.25.2 Conclusion on processing studies
Not required

ZRMS comments:

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

According to the EFSA Journal 2016;14(2):4385: The effect of processing on the nature of acetamiprid
residues was investigated and the results indicated that acetamiprid is hydrolytically stable under standard
hydrolysis conditions (Greece, 2001; EFSA, 2011). Thus, residue definitions proposed for primary crops
are also applicable for processed commaodities.

Some residue trials on olives and gherkins were performed at exaggerated dose rates (10x and 5x,
respectively) to generate samples for processing studies (Greece, 2015b). Olives were processed into
canned olives or raw oil; the relevant intermediate products — cake and brine — were also analysed for
residues. Gherkins were canned; in two trials, washed gherkins and brine were also analysed for residues.
However, no details of the processing conditions were provided. A reduction of residues is observed in all
processed edible commodities: canned olives, raw olive oil and canned gherkins.

According to Regulation (EU) 283/2013 processing studies are required if residues in plants to be
processed are >0.1 mg/kg. If the level of residues is <0.1 mg/kg, processing studies shall be carried out if
the contribution of the commaodity under consideration to the theoretical maximum daily intake (TMDI) is
>10% of the ADI or if the estimated daily intake is >10% of the ARfD for any European consumer group
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diet.

Wheat

No residues above 0.1 mg/kg were found and TMDI is <10% of the ADI and IESTI is < 10% of ARTD.
Therefore, processing studies are not required as they are not expected to affect the outcome of the risk
assessment significantly.

Oilseed rape

No residues above 0.1 mg/kg (HR = 0.093 mg/kg) were found and TMDI is <10% of the ADI and IESTI
is < 10% of ARfD. Therefore, processing studies are not required as they are not expected to affect the
outcome of the risk assessment significantly.

Sugar beet

No residues above 0.1 mg/kg were found and TMDI is <10% of the ADI and IESTI is < 10% of ARTD.
Therefore, processing studies are not required as they are not expected to affect the outcome of the risk
assessment significantly.

7.2.6 Magnitude of residues in representative succeeding crops
The crops under consideration can be grown in rotation.
Data dealing with magnitude of residues in succeeding crops are have been submitted and are

summarized hereafter.

7.26.1 Field rotational crop studies (KCA 6.6.2)

Available data

New studies for residues in succeeding crops have been submitted by the applicant in the framework of
this application. These studies are summarized in the table below. The detailed results are presented in
Appendix 2.

Table 7.2-12: Summary of available studies in field rotational crops
Rate (kg a.s/ha) Residue levels in succeeding crops
Primary crop | (GS at ag&l:cation Succeeding Succeeding Sowing intervals Reference /
or PHI) crop group crop (DAT) Remarks
New data
Bare soil 300 g a.s./ha Leafy Spinach 30+2 Palau I., 2021,
vegetables 70+3 FIELD
12043 ROTATIONAL
36515 CROP STUDY
300 g a.s./ha Root and tuber | Turnip 30+2 E:SISISIIEQE
vegetables o, SPINACH AND
365;5 TURNIPS)
- WITH A SUSPO
EMULSION
- FORMULATION
300 g a.s./ha P_ulses and Spring cereal 30£2 CONTAINING
oilseeds 70£3 200 G/L
120+3 ACETAMIPRID
3655 APPLIED TO
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Rate (kg a.s./ha) Residue levels in succeeding crops

Primary crop | (GS at agﬂication Succeeding Succeeding Sowing intervals Reference /
or PHI) crop group crop (DAT) Remarks

BARE SOIL AT
365, 120, 70
AND 30 DAYS
PRIOR TO
PLANTING THE
ROTATIONAL
CROPS IN THE
UNITED
KINGDOM AND
SPAIN,
2019/2020 AC19-
002

Conclusion on rotational crops studies

Residues of acetamiprid and IM-1-5 were less than the LOQ in all crop matrices for both trial sites.
Residues of IM-1-4 were less than the LOQ in all crop matrices in Spain, except in one spring cereal
sample (at 0.024 mg/kg) and one turnip sample (0.010 mg/kg). Residues of IM-1-4 were less than the
LOQ in all crop matrices in the United Kingdom, except one spinach sample (at 0.011 mg/kg) and seven
turnip samples which ranged from 0.012 — 0.021 mg/kg.

zZRMS comments:

According to the EFSA Journal 2018;16(5):5262: Field studies in NEU and SEU conducted at ca 300
g/ha on bare soil showed that no residues are expected in rotational crops.

Considering that the conditions of application of the representative uses assessed during the renewal and
in the new provided by the Applicant study cover the intended use of acetamiprid in CHR/I/ADEL 280
SC, this conclusion is still relevant in the framework of the present assessment.

7.2.7 Other / special studies (KCA®6.10, 6.10.1)
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EU 0.03  0.09 . 03*  |Yes
005 [Ne
0%
03 |Ves

FEFSA Journal2022;20(8):7535 Reg.(EU) 2019/88 , Reg. (EU) 2025/1212

zZRMS comments:

Based on the study provided by the Applicant, it can be concluded that residues in honey would lead to a
calculated MRL of 0.2 mg/kg by using the new EU MRL calculator of 2015. One of the results exceeds
the currently applicable MRL value, i.e. 0.05 mg/kg.

In accordance with Article 6 of Regulation (EC) No 396/2005, the Nufarm Europe Gmbh submitted a
request to the competent national authority in Austria to modify the existing maximum residue levels
(MRLs) for acetamiprid in honey.

According to the EFSA Journal 2022;20(8):7535: EFSA proposes to amend the existing MRL for honey.
Risk Managers are given the options to either set an MRL for honey of 2 mg/kg based on the four residue
trials provided with the current application (despite the deviation of not having control samples for two
trials) or merge two data sets to derive an MRL of 0.3 mg/kg based on six residue trials performed in
accordance with the requirements of the honey guidelines. Risk for consumers unlikely for both MRLs
proposed.

Based on EFSA opinion, a draft regulation (SANTE/11278/2021) amending the MRL value for honey is
now available.

In line with EFSA Journal, 22(5), e8759 which proposed lowering toxicological reference values (ADI
and ARfD): For honey, it was concluded that risk for consumers was still unlikely for the new MRLs (0.3
mg/kg), proposed in SANTE/11278/2021. Risk managers can therefore implement the MRLs proposed in
SANTE/11278/2021.

According to the Reg. (EU) 2025/1212 (applicable from 20/08/2025), the MRL value for acetamiprid in
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honey has been raised to 0.3 mg/kg.

\l

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

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

7.2.8.1 Input values for the consumer risk assessment

Table 7.2-13: Input values for the consumer risk assessment

e
FEEPERRPENE |
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Chronic risk assessment Acute risk assessment

Commodity
" Conment | MRS | commen

L WL
IEDI/IESTI
Rapeseeds/canola seeds I I 0.015 STMR
Wheat I I 0.003 STMR
Other cereals I I 0.003 STMR
Sugar beet roots I I 0.003 STMR
Rapeseed, oils I I 0.03 STMR x PF
Wheat, bread (wholemeal) I I 0.003 STMR
Wheat, bread/ pizza I I 0.003 STMR
Wheat, pasta I I 0.003 STMR
F I I 0.003 STMR
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Chronic risk assessment Acute risk assessment
Commodity
kg Comen "RLGT | conmen

Equine: Liver 0.020 STMR 0.030 HR

Equine: Kidney 0.020 STMR 0.040 HR

Milk: Cattle 0.02 STMR I I

Milk: Sheep 0.02 STMR | |

Milk: Goat 0.02 STMR I I

Milk: Horse 0.02 STMR I I

Milk: Others 0.02 STMR | |
F 0.03 STMR 0.09 HR

7.2.8.2 Conclusion on consumer risk assessment

Extensive calculation sheets are presented in Appendix 3.

Table 7.2-14: Consumer risk assessment

il

* include raw and processed commodities if both values are required for PRIMo

The proposed uses of Acetamiprid in the formulation do not represent unacceptable acute and chronic
risks for the consumer.
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zZRMS comments:
In addition, TMDI calculation was performed taking into account the applicable EU MRLs (Reg. (EU)
2019/88) for the intended crops and all products of animal origin, except for honey, where the new
proposed MRL have been considered.

x ¥

Input values

M Acetamiprid
x LOQs (mglkg) range from: to: Details - chronic risk Supplementary results -
o e S a - Toxicological reference values assessment chronic risk assessment
[ADI (mg/kg bwiday) 0025 [ARID (mgjkg bw): 0025
European Food Safety Authority E— S — Details - atc/u;e.llrjlsk Details - act\;tedn;k
EFSA PRIMo revision 3.1; 2021/01/06 @ity e e hatai SoemenveEEn SSemenEene
Comments:
Chronic risk assessment: JMPR methodology (IEDI/TMDI)
INo of diets exceeding the ADI ‘ Exposure resulting from
MRLs setat | commodies not
the LOQ | uder assessment
Expsoure | Highest contributor to 2nd contributor to 3rd contributor o MS| (%o AD)|  (1%01AD)
Calculated exposure (gl bw per WS diet Commodity MSdiet |Commodity / diet (Commodiy /
(holAD) __ MS Diet day) R T (in% of ADI) _|group of commodities (in% of ADI) _|group of commodities
56% NL toddier 1411 8% ik: Cat 2% Bovine: Musclelmeat 2% Swine: Musclelmeat
36% UK infant 897 31% ik Cattl 2% Bovine: Musclelmeat 1% Iwheat
30% FR toddler 23 yr 7,60 23% Vilk: Cattle 2% Bovine: Muscle/meat 2% Swine: Muscle/meat
27% FR Child 3 15 yr 685 18% Milk: Cattle 3% Bovine: Musclelmeat % Swine: Musclelmeat
27% NL child 683 20% ik Cat 2% uscle/meat 2% Bovine: Musclelmeat
21% UK toddler 533 7% Vilk: Cattle % Bovine: Musclelmeat 2% IWheat
20% SE general 502 10% Milk: Cattle 9% Bovine: Musclelmeat 1% IWheat
z 20% DK child 404 10% Milk: Cattle % Swine: Musclefmeat % Bovine: Musclelmeat
£ 20% DE child 490 16% Milk: Catlle 2% [wheat 1% Swine: Muscle/meat
£ 18% ES child 458 10% Vilk: Cattle 3% Bovine: Muscle/meat 2% Swine: Muscle/meat
3 15% PR nant fred 13% Vil Catte 0m%  [swine: Muscleimeat 0m%  [Bovine: Muscleimeat
g 15% RO general 364 9% Wik Cattl 2% Swine: Musclelmeat 2% heat
E 14% DE general 357 10% Vilk: Cattle 2% Swine: Musclelmeat 08% Bovine: Musclelmeat
£ 14% DE women 14-50 yr 346 10% Milk: Cattle 2% Swine: Musclefmeat 09% IWheat
-3 14% GEMS/Food GO7 340 5% Milk: Cat 2% Swine: Muscle/meat 2% Bovine: Muscle/meat
5 13% GEMS/Food G15 327 6% Wik Cattle 3% Swine: Musclelmeat 2% IWheat
8 12% GEMS/Food G11 3,09 6% Mik: Catle 2% Swine: Muscle/meat 1% |Wheat
5 12% GEMS/Food G08 308 2% Milk: Catlle 2% Swine: Muscle/meat 2% [ wheat
B 12% NL general 296 % Milk: Catile 2% Swine: Muscle/meat 1% Bovine: Musclelmeat
g 1% GEMS/Food G10 2,70 % Milk: Cattle 2% Bovine: Musclelmeat 2% Swine: Muscle/meat
< 9% ES adult 217 % Milk: Cattle 1% Bovine: Musclelmeat 1% Swine: Musclelmeat
£ 9% IE aduit 247 % Milk: Cattl 09% 09% Sheep: Liver
3 8% OK adult 2,05 % Vilk: Cattle 2% Swine: Musclelmeat 1% Bovine: Musclelmeat
- 8% FR adult 197 % Milk: Cattle 1% Swine: Musclefmeat 1% Bovine: Musclelmeat
a % GEMS/Food GO6 167 3% | Wheat 2% i e 05% Bovine: Musclefmeat
g 6% LT adult 160 % Vilk: Cattle 2% Swine: Musclelmeat 05% Bovine: Musclelmeat
2 5% UK adult 115 2% Milk: Cattle 1% Bovine: Musclelmeat 07%
2 % IE child 1,00 3% wilk: Cattle 0s% Wheat 03% Swine: Musclelmeat
[ % UK vegetarian 088 3% Milk: Catlle 08% [wheat 00% Eggs: Chicken
Z 3% IT toddler 066 3% Wheat FRUIT AND TREE NUTS
2% 1T aduit 041 2% [wheat FRUIT AND TREE NUTS
2% PT general 039 2% [wheat FRUIT AND TREE NUTS
0% FI3yr 015 05% Wheat 0.1% Rapeseeds/canola seeds. 0.0% Honey and other apiculture products
05% FI6yr 012 04% Wheat 0.1% Rapeseeds/canola seeds. 0.0% Honey and other apiculture products
0.1% Fl adult 0,03 0.1% Wheat 0.0% Rapeseeds/canola seeds.
Column7 FRUIT AND TREE NUTS FRUIT AND TREE NUTS
Conclusion:
| The estimated long-term dietary intake (TMDUNEDVIEDI) was below the ADI.
The long-term intake of residues of Acetamiprid is unlikely 1o present a public health concern,
DISCLAIMER: Dietary data from the UK were included in PRIMO when the UK was a member of the European Union

For IESTI calculation the current EU MRLs were used for the intended crops, except for honey, where
the new proposed MRL have been considered.

Acute risk assessment /children

Details - acute risk assessment /children

Acute risk assessment / adults / general population

Details - acute risk assessment/adults

Acute risk assessment /children

Hide IESTI new calculations

Acute risk assessment / adults / general population

Show IESTI new calculations

The acute risk assessment is based on the ARD. DISCLAIMER: Dietary data from the UK were included in PRIMO when the UK was a member of the European U

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

IESTI new calculations:
=

factor (PF)

s p the MRL and the
(CF). For case 2a, 2b and 3 calcul

) taking into account the residue in the edible portion and/or the conversion factor for the
is used. tbased the

results are considered as indicative only.

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

g IESTI new IESTI new
£ [Results for children Results for adults Results for children Results for adults
8 |No. of commodites for which ARIDIADI i No. of commdities for which ARDIADIis exceeded [No. of commocities for which ARTD/ADI is No. of commodites for which ARID/ADI is exceeded (IESTI
£ |exceeded (EST) — lesTy Inew) — lnew)
< |Eesn iEsTi ESTinew ESTI new
8 MRL/ input MRL/ input MRL/ input MRL/ input
8 Highest % of for RA Exposure Highest % of for RA Exposure Highest % of for RA Exposure Highest % of for RA Exposure
g ARMD/ADI___ Commodities (roka)  (ualka bw) ARIDIADI___ Commodies (malkg)  (uglkg bw) ARIDIADI___ Commodities (mafka)  (ugikg bw) ARIDIADI___ Commodities (mgkka)  (ugikq bw)
E 6% Wheat 01101 14 3% Wheat 01701 084 6% Wheat 0.1/01 14 3% Wheat 01701 084
2% Rapeseedsicanola seeds  0,4/0.4 055 0% Rapeseedsicanolaseeds  0.4/04 021 2% Rapeseedsicanola seeds  0,4/0.4 055 08% Rapeseeds/canola seeds 04104 021
[ Total number of commodities exceeding the ARIDIADI in Total number of commodities found exceeding the
children and adult diets ARID/ADI in children and adult diets
(EST! calculation) (ESTI new calculation)
g [Results for children Results for adults [Results for children Results for adults
= |No of processed commadities for which ARD/ADI No of processed commoxies for which ARTD/ADI is [No of processed commoiies for which ARID/ADI INo of processed commodtes for which ARTD/ADI is
8l exceeded (EST) —lexceeded (ESTY: —|isexceeded (ESTInew): - lexceeded (ESTI new):
£ |Eesn IESTI IESTI new IESTI new
& MRL 7 nput MRL [ input MRL /input MRL /input
g Highest % of for RA Highest % of forRA  Exposure Highest % of for RA ure Highest % of for RA ure
g ARIDIADI____Processed commodities (roka)  (ualkg bw) ARIDIADI (malkg)  (ug/kg bw) ARIDIADI ___Processed commodities (mafka)  (ugikg bw) ARID/ADI (mgkka) (ugikq bw)
8 5% Wheat / milling (flour) 0.170,1 12 2% Wheat / bread/pizza 0.1/01 0,44 5% Wheat / miling (flour) 0.1/01 2 2% ‘Wheat / bread/pizza 0170.1 044
& 4% ‘Sugar beets (root) / sugar  0,01/0,12 11 2% Sugar beets (root) / sugar  0,01/0,12 044 4% Sugar beets (root) / sugar  0,01/0,12 11 2% Sugar beets (root) / sugar 0,01/0,12 044
2% Wheat / miling (wholemeal)-  0,1/0,.1 055 2% Wheat/ pasta 1101 038 2% Wheat / millng (wholemeal)-  0,1/0,1 055 2% Wheat/ pasta 01/01 038
09% Rapeseeds / oils 04108 024 1% Wheat / bread (wholemeal) _ 0,1/0.1 035 09% Rapeseeds / olls 04108 024 1% Wheat / bread (vholemeal) 01/01 035
[ #uczea LczeA " #Liczeal " #uczea [ #LCzZBA! 4 Z8) #iczea " #iczea [ #LICZBA " #LICZBA! " uuczea " #uczea [ #LICZBA! s #LICZBA! 7 suczeal " #LICZBA!
[ #uczea Lz " #Liczeal " #uczea [ #LczeAl 4 LicZBA! #iczea " #iczea [ #LICZBA! " #LICZBA! " aLczBAl " #UczBA [ #LICZBA! 4 #LICZBA! ” #LczBAl T #LICZBA!
[ wiczea LiczeA " siczea " wuczen [ suczea 4 H#LICZBA! "uuczea " suczea [ suczea 7 H#LICZBA! "wiczea " suczea [ wmiczea 7 #LICZBA! 7 miczea ¥ #LCZBA!
[ wczea Liczea " siczea " wuczem [ suczea 4 H#LICZBA! "uuczea " ruczear [ osuczea 7 #LICZBA! "wiczea " suczem [ wiczea 7 #LICZBA! 7 miczea T #LUCZBA!
[ #czea Liczea " siczea " wuczem [ suczea 4 H#LICZBA! "uuczea ¥ ruczear [ suczea 7 #LICZBA! "wiczea " suczea [ wmiczea 7 #LICZBA 7 miczea ¥ #UCZBA!
[ #uczea LiczeA #uczea 7 suczea | #LCzBA 4 H#LICZBA! "auczea " suczear [ osuczea 7 #LICZBA! "wiczea " suczea [ wiczea 7 #LICZBA! 7 #iczea ¥ #UCZBA!
[ wuczea LiczeA #uczea 7 suczea | #LCzBA! 4 HLICZBA! "uuczea " ruczear [ suczea 7 #LICZBA! "uiczea " suczea [ wiczea 7 #LICZBA! 7 piczea ¥ #UCZBA!
[ wiczea LiczBA " siczea " wuczea [ #uczea 4 H#LICZBA! wiczea ¥ puczear [ suczea 7 H#LICZBA! "uiczea " suczea [ wmiczea 7 #LICZBA 7 piczea ¥ #LICZBA!
[ wuczea LiczBA! " siczea " wuczea [ #uczea 4 H#LICZBA! "uuczea ¥ ruczear [ suczea 7 #LICZBA! "uiczea " wuczea [ wmiczea 7 #LICZBA! 7 miczea ¥ #LCZ
[ #uczea LiczBA " siczea " wuczea [ #uczea 4 H#LICZBA! "uuczea " ruczear [ suczea 7 H#LICZBA! "uiczea " wuczea [ wiczea 7 #LICZBA! 7 piczea T #LCZBA!
[ wiczea LICZBA! Y siczea " wiczen I suczea 4 #LICZBA! " usuczea " suczea I wuczea 7 #LICZBA! "wiczea " siczen I wmiczea 7 #LICZBA! Y miczea ¥ suczea
it
Conclusion:
the tosicological idenified for any
A short term intake of residues of Acetamiorid is unlikelv o bresent a oublic health isk.
For processed commodities, the
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TMDI (% ADI) according to EFSA PRIMo 3.1 56% for milk (based on NL toddler)

7% for wheat (based on GEMS/Food G06)

99% for milk cattle (based on children)

5% for wheat, milling (wholemeal) (based on children)

IESTI (% ARTD) according to EFSA PRIM03.1 6% wheat

2% rapeseeds

Processed commodities
5% whet/milling (flour)
4% sugar beets (root)/sugar
0.9% rapeseeds/oils

The proposed uses of Acetamiprid in CHR/I/ADEL 280 SC do not represent unacceptable acute and
chronic risks for the consumer.

Calculations were also made taking into account the reduced ADI and ARfD values proposed in EFSA
Journal, 22(5), e875.

The chronic risk assessment was performed taking into account the applicable EU MRLs (Reg. (EU)
2019/88) for the intended crops, except for honey, where the new proposed MRL have been considered
and STMR values given in EFSA Journal 2018;16(5):5262 for products of animal origin.

o
Acetamiprid £
©

x
e LOQs (mgfkg) range from: Details - chronic risk Supplementary results -
* e S a - Toxicological reference values assessment chronic risk assessment
[ADI (mg/kg bwiday). 0,005 [ARID (mgjkg bw). 0,005
European Food Safety Authority vt [——— Details - acute risk Details - acute risk
assessment/children assessment/adults
EFSA PRIMo revision 3.1; 2021/01/06 [z EiE T [eziEalE

Comments:
Normal mode
Chronic risk assessment: JMPR methodology (IEDI/TMDI)
oo s eceeing e 01 \ Exposue resuting tom
MRLs setal
the LOQ
Expsoure | Highest contributor to 2nd contributor to 3rd contributor to MS| @09 of AD)
Calculated exposure (kg bw per WS diet Commodity / MSdiet |Commodiy / diet Commoity /
of D) MS Diet day) (in%of AD) _|group of commodtes (in%of AD) _|group of commoiiies (in %o AD) _|group of commodites
3% NL toddler 213 2% Mik: Cattle 8% [Wheat 8% Rapeseedsicanola seeds
25% NL child 126 10% Milk: Cattle 8% IWheat % Rapeseedsicanola seeds
23% UK infant 116 15% Milk: Cattle 5% Wheat 0s% Eqgs: Chicken
22% FR child 315 yr 112 9% Wheat 9% wilk: Cattle 0% Sugar beet roots
219% FRtoddler 23 yr 104 12% Milk: Cattle 6% IWheat 0% Sugar beet roots
18% DE child 001 8% Wheat 8% ik Catte 0% Honey and other apiculture products
18% UK toddler 001 8% wilk: Cattle 8% Wheat 0,6% Sugar beet roots
z 17% GEMS/Food Go7 087 8% Wheat % Rapeseeds/canola seeds. % wik: Cattle
2 17% ES child 085 9% Wheat 5% Milk: Catle 08% Other farmed animals: Muscle/meat
g 17% GEMS/Food Go§ 084 14% Wheat 10% wilk: Cattle 03% Sugar beet roots
2 16% RO general 082 10% Wheat 5% wilk: Cattle 05% Swine: Muscle/meat
H 16% DK child 081 9% Wheat 5% ik Cattle 0.9% Swine: Musclelmeat
2 15% GEMS/Food G15 o7 % Wheat % wilk: Cattle 2% Rapesecdsicanola seeds
£ 15% GEMS/Food Gog 074 8% Wheat 3% Rapeseeds/canola seeds 2% wik: Cattle
3 14% GEMS/Food G10 0,69 8% [ Wheat 2% Milk: Catlle 2% Rapeseeds/canola seeds
5 14% SE general 068 6% Wheat 5% ik Cattle 2% Bovine: Musclelmeat
& 13% T toddler 0,66 13% Wheat FRUIT AND TREE NUTS
3 12% GEMS/Food G11 059 % Wheat 3% ik Cattle 05% Swine: Muscle/meat
E 1% DE women 14-50 yr o057 5% ik Cattle % Wheat 0.0% Sugar beet roots
2 1% NL general 056 % Wheat % wilk: Cattle 2% Rapeseedsicanola seeds
= 1% DE general 055 5% Milk: Cattle 4% [wheat 08% Sugar beet roots
£ 06 Eadun 052 % wheat by Other farmed nimals: Musclemest 2 |k catie
E % FRinfant 047 % Milk: Cattle 2% Wheat 03% Other farmed animals: Musclelmeat
k 9% ES adult 043 5% Wheat 2% wilk: Cattle 0% Other farmed animals: Muscle/meat
s 8% 1T adut 041 8% Wheat FRUIT AND TREE NUTS
] 8% FR adult 041 % Wheat 2% ik Cattle 0s% Other farmed animals: Muscle/meat
3 8% PT general 039 8% Wheat FRUIT AND TREE NUTS
2 6% UK vegetarian 028 % Wheat 1% wilk: Cattle 01% Eqgs: Chicken
E 5% DK adult 027 2% Wheat 2% Milk: Catle 0,4% Swine: Muscle/meat
S 5% UK adult 027 3% Wheat 1% wilk: Cattle 03% Bovine: Musclelmeat
5% LT adult 023 2% Wheat 2% wilk: Cattle 04% Swine: Muscle/meat
% IE child 020 2% Wheat 1% ik Cattle 01% Swine: Musclelmeat
% Fiayr 015 2% Wheat 0% Rapeseedsicanola seeds 01% Honey and other apiculture products
2% FI6yr 012 2% Wheat 04% Rapeseedsicanola seeds 0.0% Honey and other apiculture products|
0% Fladult 003 0% heat 00% Rapeseedsicanola seeds
Column7 FRUIT AND TREE NUTS FRUIT AND TREE NUTS
Conclusion:
The estimated long-term dietary intake (TMDUNEDVIED) was below the ADL
| The long:term intake of residues of Acetamiprid is unlikely to present a public health concern.
DISCLAIMER: Dietary data from the UK were included in PRIMO when the UK was a member of the European Union.

The acute risk assessment was performed taking into account the applicable EU MRLs (Reg. (EU)
2019/88) for the intended crops, except for honey, where the new proposed MRL have been considered.

ADI 0.005 mg/kg bw per day

ARTD 0.005 mg/kg bw

IEDI (% ADI) according to EFSA PRIMo 3.1 43% (based on NL toddler)
9% (based on FR child)

IESTI (% ARfD) according to EFSA PRIMo3.1 29% wheat

11% rapeseeds

Processed commodities
25% whet/milling (flour)
22% sugar beets (root)/sugar
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5% rapeseeds/oils

Acute risk assessment /children

Details - acute risk assessment /children

Acute risk assessment / adults / general population

Details - acute risk assessment/adults

Acute risk assessment /children

Hide IESTI new calculations

Acute risk assessment / adults / general population

Show IESTI new calculations

‘The acute risk assessment is based on the ARID. DISCLAIMER: Dietary data from the UK were included in PRIMO when the UK was a member of the European U

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

IESTI new calculations:
i is p the MRL and the
(CF). For case 2a, 2b and 3 calcul

results are considered as indicative onl

factor (PF), taking into account the residue in the
variabilty factor of 3 s used. not

edible portion and/or the conversion factor for the
based the

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

IESTInew

o pr
Ashort term intake of residues of Acetamiorid is unlikelv 1o present a public health risk.

For processed commodies. the

g IESTI new
Results for children Results for adults Results for children Results for adults
8 |No. of commoiites for which ARIDIADI i f commdities for which ARID/ADIis exceeded [No. of commoxities for which ARTD/ADI is No. of commdities for which ARID/ADI is exceeded (IESTI
£ |exceeded (ESTI) (ESTI): Inew):
8 = = o i
2 MRL/ input MRL/ input MRL /input MRL/ input
g Highest 96 of for RA Exposure Highest % of for RA Exposure Highest % of for RA Exposure Highest % of for RA. Exposure
g /ADI___ Commoies (rokg)  (uglkg bw) ARfD/ADI___ Commodies (mglkg)  (ug/kg bw) ARID/ADI___ Commodiies (mglkg)  (uglkg bw) ARIDIADI___ Commodies (mgika)  (uglkq bw)
£ 20% Wheat 01101 14 17% eat 01701 084 20% Wheat 01701 14 1% Wheat 01701 084
1% Rapeseedsicanola seeds 04104 055 % Rapeseedsicanolaseeds  0.4/04 021 1% Rapeseedsicanolaseeds  04/04 055 % Rapeseedsicanola seeds. 04104 021
list
ITotal number of commadities 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)
Resuls for children Results for adults [Results for children Results for adults
INo of processed commodities for which ARIDIADI No of processed commodites for which ARMD/ADI is [N of processed commoities for which ARD/ADI INo of processed commoites for which ARTD/ADI is
is exceeded (ESTI) ~|exceeded (ST - |is exceeded (ESTInew): - |exceeded (ESTInew):
iEsTI IESTI IESTI new ESTI new
MRL / nput MRL / input MRL /input MRL /nput
Highest % of forRA  Exposure Highest % of forRA  Exposure Highest % of forRA  Exposure Highest % of for RA Exposure
ARMD/ADI__ Processed commoes (rokg) _ (uglkg bw) D) Processed commodities (mglkg)  (ug/kg bw) ARID/ADI i (mglkg)  (uglkg bw) D/ADI (mgik)  (uglkg bw)
24% Wheat / miling (flour) 01701 12 ‘Wheat | breadipizza 01701 044 2a% Wheat  miling (flour) 01101 12 % Wheat | breadipizza 01701 044
22% Sugar beets (root)/sugar  001/0,12 11 9% Sugar beets (oo /sugar  0.01/012 044 229 ‘Sugar beets (1o0t) /sugar  0,01/0,12 11 9% Sugar beets (1o01) | sugar 0017012 044
1% Wheat/ milling (wholemeal)-  0,1/0.1 055 8% Wheat / pasta 01701 038 1% Wheat / milng (wholemeal)-  0,1/0,1 055 8% Wheat/ pasta 01701 038
5% Rapeseeds / ois 04108 24 % Wheat / bread (wholemeal)  0,1/0,1 035 5% Rapeseeds / oils 04108 024 7% Wheat / bread (wholemeal) 01701 035
[ siczem %iLiczBA T auczea ¥ suczea [ #uczea 4 #LICZBA! Y auczea 7 #iczem [ #LiczZBA v #LICZBA! 7 auczea " suczea o #LICZBA r #LICZBA! Fuliczea " #LICZBA
[ siczem %iLiczBA T auczea ¥ suczea o #LczeA 4 #LICZBA! Y auczea ” #iczem [ #LICZBA v #LICZBA! 7 aiczea " suczea o #LICZBA r #LICZBA! FuLiczea ¥ #LICZBA
[ #iczem %iLiczBA iczea " suiczea o #LICZBAY 4 #LICZBA! Y auczea ” #iczem [ #LICZBA v #LICZBA! 7 auczea " suczea o #LCzZBA 4 #LICZBA! T siczea ¥ #LICZBA
[ siczem %iLiczBA ¥ aiczea " suczea IcZBA! 4 LICZBA! Y auczea 7 osiczem [ #LCZBA v #LICZBA! T uaiczea 7 suczea LICZBA! r LICZBA! T siczea ¥ #LICZBA
[ siczem %LiczBA T auczea " suczea I suczeA 4 #LICZBA! Y auczea 7 osiczem [ #LczeA v #LICZBA! Taczea " suczear o #LICZBA 4 #LICZBA! T siczea T sLICZBA
[ siczem %iLiczea iczea 7 suiczea o #LiczBA 4 #LICZBA! Tauczea 7 osiczem [ #LCZBA r #LICZBA! Tuiczea " suczea [ #LICZBA 4 #LICZBA! Y siczea T sLICZBA
[ siczem %Liczea Y aiczea " suczea IczBA 4 LicZBA! Tauczea " osuczem [ #LiczeA r #LICZBA! T uaiczen 7 suczea LICZBA! " LICZBA! T sCZBAI T #LICZBA
[ #uczea TLczZBA Y #uczea " suczea [ #LICZBA v #LICZBA! T uiczea " #iczea [ #LICZBA! " #LICZBA! Tsuczea " sliczea o sLczea " #LICZBA! T sLICZBAI T HLICZBA
[ #uczea TLczea iczear " #uczea [T #LICZBA v #LICZBA! Tuiczea " #iczea [ #LICZBA! " #LICZBA! Tsuczea " sliczea o sLczea " #LICZBA! T sLICZBAI T HLICZBA
[ #iczea TLiczea Y #uczea ” suczea [ LICZBA! v LICZBA! Tuiczea " #iczea [ #LICZBA! " #LICZBA! Y suczea 7 suczea [ LICZBA! " LICZBA! T sLCZBAI 7 #LICZBA
[ #iczea TLiczen Y #uczea " suiczea [T #iczBA T #LICZBA T uiczea " #iczea I #LICZBA " #LICZBA Y suczea " siczemn P #iczen T #LICZBA! 7 #ICZBAI 7 #LICZBA
Conclusion:

The proposed uses of Acetamiprid in CHR/I/ADEL 280 SC do not represent unacceptable

chronic risks for the consumer.

acute and
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7.3 Deltamethrin

General data on Deltamethrin are summarized in the table below (last updated 2002/10/17)

Table 7.3-1:  General information on Deltamethrin

Active substance (ISO Common Name)

Deltamethrin

IUPAC

(S)-a-cyano-3-phenoxybenzyl (1R,3R)-3-(2,2-
dibromovinyl)-2,2-dimethylcyclopropane carboxylate

Chemical structure

Molecular formula

Cx2H19BraNO3

Molar mass

505.2

Chemical group

Pyrethroid, IRAC MoA group 3

Mode of action (if available)

It prevents the transmission of nervous impulses in
harmful organisms thereby disrupting their nervous
system

Systemic No

Company (ies) Hoechst Schering AgrEvo GmbH, Aventis CropScience
Rapporteur Member State (RMS) Austria

Approval status Approved

Date of (01/11/2003) Reg. (EU) No 540/2011

Restriction

Reg. (EU) No 540/2011
Only uses as insecticide may be authorised

-must pay particular attention to the operator safety and
must ensure that the conditions of authorisation include
appropriate protective measures,

-must pay particular attention to the protection of aquatic
organisms, bees and non-target arthropods and must
ensure that the conditions of authorisation include risk
mitigation measures, where appropriate.

-should observe the acute dietary exposure situation of
consumers in view of future revisions of maximum
residue levels

Review Report

Deltamethrin 6504/\V1/99-final
17/10/2002

Current MRL regulation

Reg—{(EU)-2018/832
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Reg.(EU) 2024/1342

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

Yes

EFSA Journal : Conclusion on the peer review

No

EFSA Journal: conclusion on article 12

Yes, EFSA Journal 2015;13(11):4309

Current MRL applications on intended uses

N/A — MRL already set

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

7.3.1

7.3.11

Available data

Stability of Residues (KCA6.1)

Stability of residues during storage of samples

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)

Matrix

Characteristics of the
matrix

Acceptable Maximum
Storage duration

Reference

Data relied on in EU

Plant products

lettuce

High water content

stable for 8 months at -
15+5°C

Grigor, 1990, Storage
stability study for
combined residues of
tralomethrin, deltamethrin
and trans-deltamethrin in
lettuce in a freezer stability
study.

Hops and beer

High water content

stable for 5.5 months at -
20°C

Fuchsbichler, 1990, Hoe
032640 (Deltamethrin)
Storage stability in hops and
beer (storage interval 5 %2
months)

Ginned cotton seeds

High oil content

stable for at least 38
months at -12°C to -27°C

crude cotton oil and
soapstock

High oil content

stable for 24 months at -
12°Cto -27°C

cotton hull

High oil content

stable for 13 months at -
12°C to -27°C

McKinney and Clayton,
19953, Stability of
Tralomethrin, cis-
Deltamethrin and trans-
Deltamethrin in Cottonseed
Under Freezer Storage
Conditions with alpha-R-
Deltamethrin and Stability in
Processed Commodities
(Cottonseed Fractions)

corn, rice, sorghum and
wheat grain

High starch content

stable for at least 9 months
at-23°Cto -27°C

McKinney, F.R.; Crotts, D.G
1993b, Determination of cis-
Deltamethrin, trans-
Deltamethrin and alpha-R-
Deltamethrin in Various
Grain, Grain Fractions and
Grain Dusts Under 20°C,
30°C, and Frozen Storage
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Matrix

Characteristics of the
matrix

Acceptable Maximum
Storage duration

Reference

Conditions

Animal Products

eggs egg stable for at least 13
months at -12°C to -27°C

fat fat stable for at least 12
months at -23°C to -27°C

muscle muscle stable for at least 9 months

at-23°Cto -27°C

McKinney, 1994c,
Determination of Freezer
Residue Stability for
deltamethrin(Alpha-R, and
Trans) and Tralomethrin in
Poultry Tissue

Conclusion on stability of residues during storage

Under deep frozen conditions below -12°C to -27°C, there was no significant degradation (>30%) of
deltamethrin in any of the fortified samples.

ZRMS comments:

Stability of residues in plants according to EFSA Journal 2015;13(11):43009:

Plant products Category Commaodity T (°C) Stability (months)
High water | Lettuce -20 26
content Cabbage -20 34
Tomato -20 24
High oil content Cotton seed -12 30
Dry/High starch Cereals grain -12 9

Studies cover also the stability of the isomers included in the residue definition.
Result from the storage stability study on tomatoes (borderline between highwater
and acidic commodity) are extrapolated to the acidic commaodities. Sources:
Sweden, 1998, 2002; FAO, 2002.

Data are sufficient to cover the trials supporting intended GAPs of CHR/I/ADEL 280 SC.

7.3.1.2

Stability of residues in sample extracts (KCA 6.1)

The time between extraction and analysis was always less than 24 hours.

Available data

No new data submitted in the framework of this application.

Conclusion on stability of residues in sample extracts

Not relevant

ZRMS comments:

The stability of the analytes through the analytical procedures is adequately demonstrated by the
procedural recoveries.
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7.3.2 Nature of residues in plants, livestock and processed commodities

7.3.2.1 Nature of residue in primary crops (KCA 6.2.1)

Available data

No new data submitted in the framework of this application.

Table 7.3-3: Summary of plant metabolism studies

Application and sampling details

Crop Group Crop |Label position|Method, |Rate No |Sampling|Remarks | Reference
ForG (a) |(kg (DAT)
a.s./ha)
EU data
Fruits and Apple [14C- Spray, F | 0.06 2 |28 Periasamy, R.;
fruiting dimethyl]- and gime?ly Ella
.; Toia,
vegetable [14C-benzyl]- Robert E
deltamethrin 19944,
Metabolism of
[*C-Acid]-
and [*C-
Alcohol] Decis
(Deltamethrin)
in Apples
Tomato | [*C-gem Spray, G |0.05 1 |4,14,28 Merricks and
dimethyl] and North, 1985b
[**C-benzyl] - Identification
deltamethrin of the residues
of *4C-labelled
deltamethrin,
Decis, in the
tomato plant.
Syringe; G | 0:6425 4 | 72428
Leafy Cotton [14C- applied 3-15 1 (14,42 Ruzo and
vegetables leaves dibromovinyl]- | topically, G | mg/kg per Casida, 1979
Pulses/Qilseeds | (1) , [14C-benzyl]- |and F leaf Degradation of
Studies | and 11 and [14C- decamethrin
on cotton cover cyano]- 0:1 cotton
the metabolism deltamethrin plants
in leafy
vegetables. Cotton | [*C-gem- Spray, F |0.224 2 |4,10,28 O’ Grodnick
Study on cotton | plants dimethyl]- or and Larson
(1) performed in | (111) [“4C-benzyl]- 1990
open field and in deltamethrin 1C-
glasshouse. Deltamethrin:
Study on cotton Nature of the
(Ilinvestigated residue in
translocation. cotton.
Sources: :
Sweden, 1998, | Cotton [**C-gem- Foliar 0.009 2 (1,3,7 Larson 1991

plants dimethyl]- or mg/plant

14c_
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2002; FAO, @ [**C-benzyl]- |Soail 0.18 Deltamethrin:
2002 deltamethrin mg/plant nature of the
residue in
cotton
(Analytical
phase -
Supplements
number 1 and
2)

Hydroponic | 6.7
mg/plant

Cereals Field corn | [14C- Spray, G [0.110 2 |0,14,42 Periasamy et

dimethyl]- and al., 1994b
[14C-benzyl]- Metabolism of

; [**C-Acid]-
deltamethrin and [%C-

Alcohol] Decis
(Deltamethrin)
in Field Corn

Summary of plant metabolism studies reported in the EU

The following studies showed that parent deltamethrin was the main metabolite and that the degradation
was similar in these crops: Field studies at exaggerated GAP (apple, field corn, and tomato); Cotton
leaves in glasshouse and in field. These studies are concluded to be representative for the crop categories
fruits, cereals and oilseeds.

The major identified products of deltamethrin metabolism in plants are analogous to those in mammals
but differ in the conjugating moieties involved. The proposed degradation pathway consists of
isomerisation, hydrolysis, ester cleavage, reduction, oxidation and hydroxylation.

It is concluded that the submitted studies give sufficient information to propose a definition of the residue,

in plants, as deltamethrin.

Conclusion on metabolism in primary crops

The metabolism of deltamethrin in primary crops following foliar treatment has been investigated in fruits
and fruiting vegetables (apples and tomatoes), pulses and oilseeds (cotton seed and leaves) and cereals
(corn). Deltamethrin was the predominant compound in all the crops tested accounting for up 77% total
radioactive residue (TRR) (forage corn). In the studies analysing for the single isomers (apples, corn and
cotton), the alpha-R-isomer and the trans-isomer accounted for up 34% TRR (apple) and for up to 19%
TRR (apples), respectively. In all crops investigated, residues of metabolite 3-phenoxybenzylaldehyde
(mPB aldehyde) were found but their levels were never relevant compared to parent and its isomers.

ZRMS comments:

The metabolism of deltamethrin in primary crops belonging to the groups of fruits (apples and tomatoes),
pulses and oilseeds (cotton seed) and cereals (maize) was investigated in the framework of the MRL
review (EFSA, 2015). The metabolism studies after foliar and local treatment showed that the metabolic
pathway is similar in all crop groups investigated. Deltamethrin was the main component of residues (up
to 77% of the total radioactive residue (TRR)) with alpha-R-isomer and trans-isomer accounting for
approximately 30-40% of the TRR.

For the intended uses on oilseed rape, wheat and sugar beet, the metabolic behaviour in primary crops is
sufficiently addressed.
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7.3.2.2 Nature of residue in rotational crops (KCA 6.6.1)
Available data

No new data submitted in the framework of this application.

Table 7.3-4: Summary of metabolism studies in rotational crops
Application and sampling details
Crop group Crop La_b_el Method, |Rate Sowing |Harvest |Remarks | Reference
position int I
For G* |(kg Intervals | Intervals
a.s./ha) (DAT) |(DAT)
EU data
Leafy lettuce [**C- Spray, F |10 x 0.045 |30, 120 |Harvested Erstfeld,
vegetables benzyl]- at half Larson, and
deltamethrin nad full Lange, 1991
Root agld tuber |carrots maturity C-14
vegetables deltamethrin:
Confined
Cereals barley Accumulation
In Rotational
Crops 30 And
120 Day
Experiment.

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

Summary of plant metabolism studies reported in the EU
With the exception of barley straw (~0.2 mg/kg at >2X), no significant residues (>0.01 mg/kg) were

found in edible parts of succeeding crops.

Conclusion on metabolism in rotational crops

Following treatment of a bare soil at 10 x 0.45 kg a.s./ha, residues in rotational crops at harvest were
generally found to be below 0.01 mg eq/kg, except in barley straw and foliage where residues amounted
to 0.023 and 0.016 mg eqg/kg, respectively. Consequently, considering the overdosing factor of the
confined study (86N), no significant residues are expected in crops grown in rotation and a specific
residue definition for rotational crops is not required.

ZRMS comments:

Deltamethrin is proposed to be used on wheat, oilseed rape and sugar beet which can be grown in rotation
with other crops. A rotational crop metabolism study is available and was assessed in the framework of
the MRL review (EFSA Journal 2015;13(11):4309). EFSA concluded that the metabolism in rotational
crops was comparable to that in primary crops.

For the intended uses, the metabolic behaviour in rotational crops is sufficiently addressed and no further
information is required.

7.3.2.3 Nature of residues in processed commodities (KCA 6.5.1)

Available data
No new data submitted in the framework of this application.
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Table 7.3-5: Nature of the residues in processed commodities
EU data:
The mean distribution of radioactivity for each of the hydrolysis processes:
Process Rate | Deltamethrin | 3-phenoxy (1R,3R)-3-(2,2- Deltamethrin Unknown
benzylaldehyde | dibromovinyl)- 2,2- amide
dimethyl-
cyclopropanecarbox
ylic acid (Br2CA)
mg! | % applied % applied % applied 9 applied % applied
L
Pasteurisation 0.1* | 95.6 2.2
90°C, pH 4,20 [ 1+ | 94 0.9
mins
Baking 0.1* | 913 5.2
100°C, pH 5, | 1* 96.6 5
60 mins
Sterilisation 0.1* [ 21.3 749 - 2.9
120°C. pH 6, [ 1 | 298 59.1 - 3.4 -
20 mins 0.17 | 23.8 - 47.0 5.1 12.6
17 425 - 393 -

=) - Benzyl deltamethrin
| Ye | “Gemdimethyl deltamethrin

Conclusion on nature of residues in processed commodities

After pre-harvest applications, cooking and peeling of fruits and vegetables eliminated 15-66% of the
residues. Roasting of coffee beans eliminated all residues. There was a concentration of residues when
making ketchup from tomatoes and jam from fruits. No detectable residues were found in tea made from
treated leaves or in beer made from treated hops.

After post-harvest applications more than 80% of the residues were eliminated when transforming wheat
to flour or bread, and when polishing rice. In malt and beer made from treated barley, no residues were
detected. Residues from treated maize were concentrated in the maize oil. Cooking pulses (>1h)
eliminated 90% of the residues. Peeling potatoes eliminated all residues. Besides that, according to EU
regulation 283/2013 studies for substances with a water solubility < 0,01 mg/L are not required.
Solubility of Deltamethrin in water is 0.0002 mg/l according to deltamethrin DAR final list of endpoints.

zZRMS comments:

The effect of processing on the nature of deltamethrin has been investigated in the framework of
Directive 91/414/EEC (Sweden, 2002) and in the framework of the MRL review (EFSA Journal
2015;13(11):4309). It was concluded that deltamethrin is hydrolytically stable under conditions
simulating pasteurisation and brewing, baking and boiling. Under sterilisation conditions, significant
degradation of deltamethrin in two main metabolites was observed, which were considered during the
peer review as well-known plant metabolites with no toxicological relevance, and therefore, this evidence
base was accepted during the MRL review (EFSA Journal 2015;13(11):4309). In the MRL review, it was
outlined that in the hydrolysis studies, residues were reported as deltamethrin however it was not clear
whether the analytical method used analysed for the sum of all isomers.

7.3.24 Conclusion on the nature of residues in commodities of plant origin
(KCA6.7.1)
Table 7.3-6: Summary of the nature of residues in commodities of plant origin

Endpoints
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Plant groups covered

Fruits and fruiting vegetable (Apple, Tomato)
Leafy vegetables (Cotton leaves, Cotton plants)
Cereals (Field corn)

Pulses/oilseeds (cotton)

Rotational crops covered

Leafy vegetables ( lettuce)
Root and tuber vegetables ( carrots)
Cereals ( barley)

Metabolism in rotational crops similar to metabolism
in primary crops?

Yes

Processed commodities

stable under pasteurisation and baking/boiling /brewing
conditions and not stable under sterilisation conditions

Residue pattern in processed commodities similar to
pattern in raw commaodities?

- lati ! ;
Pasteurization: yes
baking/brewing/boiling: yes
Sterilisation: No

Plant residue definition for monitoring

Deltamethrin (tentative) EFSA Journal 2015;13(11):4309
Delthametrin (cis-delthametrin), Reg. (EU) 2024/1342

Plant residue definition for risk assessment

sum of deltamethrin ant its alpha-R isomer and trans-isomer
(tentative) EFSA Journal 2015;13(11):4309

Conversion factor from enforcement to RA

1.25

EFSA Journal 2015;13(11):4309 : A reliable CF for risk
assessment can be calculated only for radishes and asparagus.
For all other crops, a tentative conversion factor of 1.25 for
risk assessment is derived considering that,according to the
RMS, results from 263 residue samples showed that the
combined contribution of both the trans- and alpha R-isomers
would not exceed 20% of the residue

* 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.

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

Available data

No new data submitted in the framework of this application.

Table 7.3-7: Summary of animal metabolism studies
Application details Sample details
Group |Species La_b_el Np of Rate Duration | Commodity | Time of Reference
position [animal li
(mg/kg | (days) sampling
bw/d)
EU data
Lactating |Cow |¥C- 2 e 3 Milk twice a Struble C.B and Singh H,
ruminants gem- benzyl: day 1990, Metabolism of C-
dimethyl 1.64 Uri 4 ltwi benzyl-tralomethrin and
or ¥C- fine an Wik a  114c_gem-dimethyl-
faeces day
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benzyl ¥C-gem- Tissues at tralomethrin in lactating
dimethyk sacrifice | dairy cattle and storage
1.58 stability of tralomethrin
and deltamethrin in cow
10 milk and tissues.
Laying Hens |YC- 4 75 3 Eggs daily Akhtar et al., 1985e
poultry gem- 5 Metabolism, distribution and
dimethyl Excreta daily excretion of deltamethrin by
or 4C- - Leghorn hens
Tissues at
benzyl sacrifice

Summary of plant metabolism studies reported in the EU

Deltamethrin was the predominant compound in all the crops tested accounting for up 77% total
radioactive residue (TRR) (forage corn). In the studies analysing for the single isomers (apples, corn and
cotton), the alpha-R-isomer and the trans-isomer accounted for up 34% TRR (apple) and for up to 19%
TRR (apples), respectively. In all crops investigated, residues of metabolite 3-phenoxybenzylaldehyde
(mPB aldehyde) were found but their levels were never relevant compared to parent and its isomers.

Conclusion on metabolism in livestock
The definition of the residue in the monograph, is confirmed.

7.3.2.6 Conclusion on the nature of residues in commodities of animal origin
(KCA6.7.1)
Table 7.3-8: Summary on the nature of residues in commodities of animal origin
Endpoints
Animals covered Lactating cows
Laying hens
Time needed to reach a plateau No information available for milk.

concentration 2 days (eggs)

Animal residue definition for monitoring Deltamethrin (tentative) EFSA Journal 2015;13(11):4309
Deltamethrin (cis-delthametrin), Reg. (EU) 2024/1342

Animal residue definition for risk sum of deltamethrin ant its alpha-R isomer and trans-isomer (tentative)
assessment EFSA Journal 2015;13(11):4309

Conversion factor Data do not allow to derive CFs.

Metabolism in rat and ruminant similar yes

Fat soluble residue Yes (log Pow = 4.6)

* 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 (KCA 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. These studies are summarized in the Table
below. The detailed assessment of these studies is presented in Appendix 2.

Table 7.3-9: Summary of EU reported and new data supporting the intended uses of CHR/I/ADEL 280 SC and conformity to existing MRL
Residue
zone |Evaluation Unrounded | ~/rrent MRL
_ (N-EU, GAP STMR HR OECD EU MRL \
Commodity Source S-EU, |Residue levels (mg/kg) (ma/kg) (ma/kg) calculator (mg/kg) compliance
EU, |E =according to enforcement residue definition 9/kg 9/kg MRL -
outside | RA = according to risk assessment residue definition (ma/kg)
EU)
Winther Kicinska J. 2018, NEU : : ; 0-003 0.0046 0-009 1 yes
wheat ZBBZ-
2017/05/DPL/1
It is not indicated
whether trans- and B ea - - -
alpha-R-
deltamethrin is
determined by this
method, therefore
the  results are
informative  only.
Results do  not
support the
proposed use.
Spring Kicinska J. 2018, NEU ; ; ; 0.010 0016 0.033 2 yes
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Barley ZBBZ- g-astha
2017/06/DPL/1 E:-0-0096,-0-01,-0-0086,-0-016
The study has not RA:-0.0096.-0.01,-0.0086,-0.016

been evaluated and . - -
does not support the : g g g 7

proposed use on ME 5'15 0.10-0.052 011
wheat. E.! _'; 1’5.E I’E '; 2512 '; 11
According to the TS T ey
SANTE/2019/12752

Rev01, barley study
results can be
extrapolated to
wheat before
forming of the
edible part. In case
of cereals "before
forming of the
edible part" must be
intended as before
stage BBCH 51.

Proposed in
intended GAP, max
BBCH for wheat
and triticale is 75.
Formulation SC
. <0.002 <0.01 |Be2 o Yes
0.01 1

3 x <0.006, <0.03
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Oilseed rape | E. Thomas-Delille, |NEU Seeds: New Studies GAP, 1 application, BBCH 72, 5 g a.s./ha <0.003 <0.003 <0.003 0.2 yes
Study code: E: 5x <0.003
C1179 RA: 5x%<0:003 5x < 0.009
C1180
C1181
C1182
C1183
Sugar beet | E. Thomas-Delille, |N-EU | New studies GAP, 1 applicatiom, BBCH 37, 5 g as/ha: <0.003 <001 - 0.02 yes
Study code: E: 0.003 0.003
C1147 Roots: 5x <0.003
C1148 Leaves with top: 4x <0.003, x<06:61 1x 0.01
C1149
C1150 RA
C1151 Roots: 5%<0:003 5 x <0.009

Leaves with top: 4x <0.003, £x<6-01 4 x <0.009, 1 x 0.07

r <0.003 <0.003 |- 005 |yes
0.009

* Source of EU MRL: Reg. (EU) 2018/832
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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 Winter wheat, spring barley, oilseeds rape and sugar
beets are considered acceptable, for both indoor and outdoor uses.

The uses are considered acceptable.

ZRMS comments:
Deltamethrin

Wheat

EU GAP, EFSA Journal 2016;14(2):4385:

3 appl., interval 14 days, BBCH n.a., max appl. rate per treatment 7.5 g a.s./ha, PHI-30 days, EC
formulation

Intended GAP: 1 appl., BBCH 37-75, max appl. rate 4.8 g a.s./ha, SC formulation

The Applicant provided 4 adequate independent studies performed for the SC formulation. All of them
are covered by stability studies for wheat grain. The studies were performed in accordance with the
proposed GAP in terms of the number of applications, application rate and growth stage of crop during
application. All studies showed no deltamethrin residues above LOQ in grain. Straw residue results were
found in the range 0.1 mg/kg — 0.46 mg/kg (STMR - 0.155 mg/kg).

The data submitted show that no exceedance of the MRL (1 mg/kg, according to Reg. (EU) 2018/832 and
not yet applicable Reg. (EU) 2024/1342) will occur.

The proposed uses on wheat and triticale are accepted.

Oilseed rape

EU GAP, EFSA Journal 2015;13(11):43009:

4 appl., interval 14 days, BBCH n.a., max appl. rate per treatment 6.25 g a.s./ha, PHI-45 days, EC
formulation

Intended cGAP: 1 appl., BBCH 30-70, max appl. rate 4.8 g a.s./ha, SC formulation

The Applicant provided 4 adequate independent studies performed for the SC formulation. All of them
are covered by stability studies for wheat grain. The studies were performed in accordance with the
proposed GAP in terms of the number of applications, application rate and growth stage of crop during
application. All studies showed no deltamethrin residues above LOQ in seeds.

The data submitted show that no exceedance of the MRL (0.2 mg/kg according to Reg. (EU) 2018/832
and not yet applicable Reg. (EU) 2024/1342) will occur.

The proposed uses of deltamethrin on oilseed rape are accepted.

Sugar beets

EU GAP, EFSA Journal 2015;13(11):43009:

3 appl., BBCH n.a., max appl. rate per treatment 10 g a.s./ha, PHI-3 days, EC formulation

Intended cGAP: 1 appl., BBCH 12-19, max appl. rate 4.8 g a.s./ha, SC formulation

The Applicant provided 5 adequate independent studies performed for the SC formulation. All of them
are covered by stability studies. The studies were performed in accordance with the proposed GAP in
terms of the number of applications, application rate and growth stage of crop during application.

All studies showed no deltamethrin residues above LOD in roots. One sample of leaves with tops
contained deltamethrin at a level of 0.01 mg/kg. No residues above LOD were found in the remaining
samples of leaves.

The data submitted show that no exceedance of the MRL (0.02 mg/kg according to Reg. (EU) 2018/832
and 0.01 mg/kg for sugar beet roots in not yet applicable Reg. (EU) 2024/1342) will occur.

The proposed use of deltamethrin on sugar beets is accepted.

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

All studies showed no deltamethrin residues above LOD in honey.

Samples were analysed 15 days after sampling. Storage stability data are not normally required for
samples extracted and analysed within 30 days from sampling.

The data submitted show that no exceedance of the MRL (0.05 mg/kg for honey according to Reg. (EU)
2018/832 and not yet applicable Reg. (EU) 2024/1342) will occur.

7.3.4 Magnitude of residues in livestock
7.34.1 Dietary burden calculation
Table 7.3-10: Input values for the dietary burden calculation (considering the uses
authorized within the zone and the uses under consideration,
2017)
Median dietary burden Maximum dietary burden
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Table 7.3-10: Results of the dietary burden calculation
Animal burden calculation Deltamethrin
According to: “ODECD Gueidance Docament, Series on testing and assessment No 64 and Series on pesticides Ho 327 and
T“OECD Guidance Docament on Residues in livestock, Series on Pecticides No T37
Masi Cattle Sheep
aximum
Intake Beef 5D12 :g Dairy EZ‘; :g RamFwe ;: :: Lamh :'_DT :g
[miafk.g bwid) D.0092  mglkgbwid: X% 00151 matkgbwd: X% 00254  maikgbwidi % | 00245 molkgbwidi %
Contributar 1] Wheat forage 20 | wWheat forage 20 | wheat farage 40 | 'wheat forage a0
Cantributar 2| Beet, sugar enziled pulg 25 | Beet, sugar ensiled pulg 40 | Beet, sugar dried pulp i 40 | Beet, sugar dried pulp 40
Cantributer 3] Triticale qgrain 40 | Triticale qgrain 40 | Triticale qrain 20| Tritic.ale qrain a0
Cantributar 4
Median intak 00034 matkgbwid 00057 matkg bwid 000535 malkgbwid 00030 moikg bwid
Masimum Swine Intakes = 0.004 mgikg bwtd are highlighted
Intake Breeding 260 kq Finishing 100 g
6 kg 3 kg
[madkg bwid] 0.003 malkg bwid | X 0.000  makgbwrd} %
Contributor 1] Wheat forage 20 | Eeet, sugar dried pulp ¢ 20
Cantributer 2| Beet, sugar dried pulp § 20 | Wheat qgrain 70
Cantribuker 3] Triticale qrain B0
Conkributor 4
Median intak 0.003 matkg bwid 0.000 malkyg bwld
Mazximum Poultry
Intake Broiler 011; :3 Laver 0112 :3 Turkey D.; ::
[madk.g bwid] 0000 malkg bwid | % 0.013 maikg bwidi % 0.000 mglkgbwidi %
Contributor 1] Wheat milled bypde 20 | Wheat forage 0 | wWheat milled bypdé 20
Cantributer 2] 'Wheat qgrain T0 | wWheat milled bypde 20 | 'wWheat qrain 0
Cantribukor 3 wiheat qgrain 7
Cantributar 4
Median intak 0.000 malkg bw 0.005 malkg bw 0,000 malkg bw
Intakes expressed on the dry mater basis [maglkg DM]
mgikg DM Cattle Sheep Swine
= Clairy FamiEwe Lamb Ereeding Finizhing
M azimum 0.3833 0.33 0. 76 0.58 0.36 0.01
Median 01394 .15 0.25 0.21 .14 .01
Poultry
Erailer Layer Turkey Intake >0.1 mglkg DM
Mazximum Q.00 013 0.a0 in red characters
Median 0.00 0.av 0.00
7.3.4.2 Livestock feeding studies (KCA 6.4.1-6.4.3)

Available data

According to EFSA Journal 2015;13(11):4309 Livestock feeding studies on lactating cows dosed with
deltamethrin at 0.052 and 0.26 mg/kg bw per day during 28 days and on laying hens dosed with a mixture
of tralomethrin and deltamethrin (1:1) at 0.093, 0.275 and 0.927 mg deltamethrin/kg bw per day during
28 days were evaluated during the peer review (Sweden, 1998, 2002). According to the additional
information received during the completeness check, the analytical method used in the livestock feeding
studies analyse for the sum of isomers. However, since a detailed evaluation report is not available, EFSA
could not verify this information and it was not possible to derive CFs for risk assessment
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Residues from livestock feeding studies

Ruminants Commodity Residues at closest Estimated value MRL CF
[ feeding level at1iN (ma/kg) @
. "
glg:est feeding level Mean Highest = STMRy, HRyo
-26 mg/kg bw K kg)™® (]
2.4 N rate (beef) (mg/kg) | (ma/kg) | (mg/kg) (mag/kg)
2.6 N rate (dairy) Muscle <0.027 <0.027 0.02 0.02 0.02+"
(tentative)
Fat 0.202 0.266 0.08 0.11 0.15" -
(tentative)
Liver | <0.027 <0.027 0.02 0.02 0.02+" -
(tentative)
Kidney - - . - - -
Milk 0.026 n.a. 0.02 0.02 0.02+" -
(tentative)
Poultry Commodity Residues at closest Estimated value MRL CF
feeding level at 1N (mg/kg) )
i (&)
g'gﬁesﬂwfgﬁ”&e”e' Mean | Highest = STMRy,  HRu,
" ) ¢
2.4 N rate (ma/kg) | (mg/kg) | (mg/ka) (ma/ka)
Muscle <0.02 <0.02 0.02 0.02 0.02+" -
(tentative)
Fat 0.140 0.258 0.04 0.08 0.08" -
(tentative)
Liver <0.02 <0.02 0.02 0.02 0.02+" -
(tentative)
Eggs = <0.015 0.018 0.02 0.02 0.02*" -
(tentative)
Pig'® Commodity = Residues at closest Estimated value MRL CF
feeding level at iN {ma/ka) @
g'ggenfg‘:fef!f‘é‘g level Mean  Highest = STMRy,  HRu,
" (b} [c)
29N rate (ma/kg) | (mg/kg) | (mg/ka) (ma/ka)
Muscle <0.027 <0.027 0.02 0.02 0.02+" -
(tentative)
Fat 0.202 0.266 0.06 0.09 0.09" -
(tentative)
Liver <0.027 <0.027 0.02 0.02 0.02+" -
(tentative)
Kidney - - - - - -

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

n.a. not applicable

(a): Closest feeding level and N dose rate related to the maximum dietary burden.

(b): Mean residue level according to the residue definition for monitoring, recalculated at the 1N rate for the median dietary
burden.

(c): Highest residue level for tissues and eggs and mean residue level for milk, all according to the residue definition for
monitoring, recalculated at the LN rate for the maximum dietary burden.

(d): A conwversion factor for risk assessment could not be derived in the absence of a feeding study investigating simultaneously
residue definitions for enforcement and risk assessment.

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

(f): In the absence of adequate feeding studies, all MRL proposals for commaodities of animal origin are considered tentative.
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Conclusion on feeding studies

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

ZRMS comments:

No exceedance of the MRLs for animal commodities (Reg. (EU) 2018/832 is expected.

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

7.35.1 Available data for all crops under consideration

According to EFSA Journal 2015;13(11):4309 no new data were submitted in the framework of this
application.

Table 7.3-11: Overview of the available processing studies
Processed commodity Number Processing Factor (PF) CF"
ctuing® Individual values Median PF

Indicative processing factors (limited dataset and/or residues not analysed according to the
proposed residue definitions)

Paotatoes, unpeeled and boiled 4 0.22; 0.27; 0.19; 0.34 0.26 1.25
Potatoes, fried 4 0.03; 0.03; 0.04; 0.04 0.04 1.25
Apples, juice 1 0.01 0.01 1.25
Apples, wet pomace 1 5.70 5.70 1.25
Strawberries, canned 1 0.65 0.65 1.25
Tomatoes, paste 1 0.40 0.40 1.25
Tomatoes, ketchup 1 1.00 1.00 1.25
Tomatoes, juice 1 1.00 1.00 1.25
Dry pulses, cooked 1 0.10 0.10 1.25
Sunflower seed, crude oil 1 10 10 1.25
Rape seed, crude oil 1 10 10 1.25
Cotton seed, crude oil 1 0.02 0.0z 1.25
Olives, crude oil after warm press 1 1.60 1.60 1.25
Barley, beer 1 0.02 .02 1.25
Maize, crude oil 1 20 20 1.25
Rice, polished 1 0.20 0.20 1.25

(a): Studies with residues in the RAC at or close to the LOQ were disregarded (unless concentration may ocour)
(b): Tentative conversion factor for risk assessment in the processed commeadity is the same as derived from the raw
commodities.

7.3.5.2 Conclusion on processing studies

The effect of processing on the nature of deltamethrin was investigated in the framework of the peer
review (Sweden, 2002). Studies were conducted simulating representative hydrolytic conditions for
pasteurisation (20 minutes at 90°C, pH 4), boiling/brewing/baking (60 minutes at 100°C, pH 5) and
sterilisation (20 minutes at 120°C, pH 6). Under simulated pasteurisation and brewing, baking and
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boiling, deltamethrin is stable and only small quantities (0.9 to 5.2% of applied radioactivity) of the plant
metabolite 3-phenoxybenzylaldehyde (mPB aldehyde) were detected. Following sterilisation process,
deltamethrin represented 21-48% of the applied radioactivity (AR) and it was degraded mainly into two
metabolites: mPB aldehyde (59-75% of the AR) and (1R,3R)-3-(2,2-dibromovinyl)-2,2-dimethyl-
cyclopropanecarboxylic acid (Br2CA) (39-47% of AR). During the peer review these two substances
were considered well known plant metabolites with no toxicological relevance. Although their
toxicological relevance may be reconsidered during the renewal of the approval of the active substance,
the conclusions derived during the initial peer review were applied in the framework of this MRL review.
It is also noted that in the hydrolysis studies, residues were always reported as deltamethrin and it is not
clear if the analytical method used analysed for the sum of all isomers.

ZRMS comments:

According to the EFSA Journal 2015;13(11):4309: Studies investigating the magnitude of residues in
processed commodities of apples, tomatoes, pulses, sunflower seeds, rape seeds, cotton seed, olive,
barley, maize, rice (Sweden, 1998, 2002), potatoes (EFSA, 2010) and strawberries (Italy, 2015) were
reported. In these studies, residues were always reported as 'deltamethrin' and it is not clear if an
analytical method covering all the isomers has been used. Consequently, no robust processing factors for
enforcement and risk assessment could be derived. The processing factors should therefore be considered
as indicative only.

7.3.6 Magnitude of residues in representative succeeding crops
The crops under consideration can be grown in rotation.
Data dealing with magnitude of residues in succeeding crops are available and are summarized hereafter.

7.3.6.1 Field rotational crop studies (KCA 6.6.2)

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

Table 7.3-12: Summary of available studies in field rotational crops

Rate (Kg a.s./ha) Residue levels in succeeding crops

Primary crop | (GS at agﬂl:cation Succeeding | Succeeding Sowing intervals Reference /
or PHI) crop group crop (DAT) Remarks
EU data
Bare soil 0.1175 Leafy Spinach 28 Krebs, Eickhoff,
vegetables 42 and Raquet, 1986

Deltamethrin -
Bestimmung von

Root and tuber | Carrot 106 Rueckstaenden in
vegetables 133 Gemuesekulturen
Radishes 28 nach Aufnahme
42 aus

kontaminiertem
Boden
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Conclusion on rotational crops studies

The results of the confined rotational crop study is confirmed by a field rotational crop study analysing
residues in spinach, carrots and radishes planted in soil treated once at 0.12 kg a.s./ha. Considering that
deltamethrin was applied to a bare soil (interception of active substance by the plants is expected in
practice), it can be concluded that residue levels in rotational commodities are not expected to exceed
0.01 mg/kg provided that deltamethrin is used according to the GAPs.

zZRMS comments:

According to the EFSA Journal 2015;13(11):4309: The results of the confined rotational crop study is
confirmed by a field rotational crop study analysing residues in spinach, carrots and radishes planted in
soil treated once at 0.12 kg a.s./ha. Considering that deltamethrin was applied to a bare soil (interception
of active substance by the plants is expected in practice), it can be concluded that residue levels in
rotational commodities are not expected to exceed 0.01 mg/kg provided that deltamethrin is used
according to the GAPs assessed in the present review.

Studies evaluated at EU level represent a much worse scenario, the dose proposed in the intended GAP is
significantly lower. Residue levels in rotational commodities are not expected to exceed 0.01 mg/kg
provided that deltamethrin is used according to the intended GAPs.

7.3.7 Other / special studies (KCA®6.10, 6.10.1)

E

t)g
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ZRMS comments:

Sugar beet, wheat and triticale have no melliferous capacity therefore magnitude of residues in honey are
not necessary. For oilseed rape application new magnitude of residues in honey were provided.

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

All studies showed no deltamethrin residues above LOD in honey.

Samples were analysed 15 days after sampling. Storage stability data are not normally required for
samples extracted and analysed within 30 days from sampling.

The data submitted show that no exceedance of the MRL (0.05 mg/kg for honey according to Reg. (EU)
2018/832 and not yet applicable Reg. (EU) 2024/1342) will occur.

Additional studies are not required,

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

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

7.3.8.1 Input values for the consumer risk assessment
Table 7.3-13: Input values for the consumer risk assessment
Chronicrisk-assessment
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Chronic risk assessment  Acute risk assessment
T AR e | SR o
Othercereals CON gee2  |STMR
Sugar beet roots CHR 0002 STMR
Wheat-bread(wholemea) |1 @ |1 gee2  |STMR
Wheat breadd pizza - - 0002 STMR
FII gee2  |STMR
Wheat milling (flowry - - 0002  STMR
FII <0003  |STMR

ZRMS comments:

zZRMS does not agree with the assessment made by the Applicant.

Input values used for the dietary exposure are summarized in Table below. The conversion factor of 1.25
was not applied for residues arising from the intended uses in wheat, sugar beet and oilseed rape. The
samples from supporting residue trials were analysed according to the new residue definition for risk
assessment: sum of deltamethrin ant its alpha-R isomer and trans-isomer.

Commodity

Chronic risk assessment

Acute risk assessment

Input value
(mg/kg)

Comment

Input value
(mg/kg)

Comment

Residue definition: sum of deltamethrin ant its alpha-R isomer and trans-isomer

Citrus fruits 0.01 STMRMo x CF -
(EFSA, 2015)

Tree nuts 0.03 STMRMo x CF -
(EFSA, 2015)

Pome fruits 0.04 STMRMo x CF -
(EFSA, 2015)

Apricot 0.03 STMRMo x CF -

Acute risk assessment
undertaken only with

regard to crops under

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

(EFSA, 2015)

Cherries 0.04 STMRMo x CF -
(EFSA, 2015)

Peaches 0.03 STMRMo x CF -
(EFSA, 2015)

Table and wine grapes 0.08 STMRMo x CF -
(EFSA, 2015)

Strawberries 0.03 STMRMo x CF -
(EFSA, 2015)

Cane fruit 0.03 STMRMo x CF -
(EFSA, 2015)

Other small fruits and berries 0.10 STMRMo x CF -
(EFSA, 2015)

Figs 0.06 STMRMo x CF -
(EFSA, 2015)

Table olives 0.26 STMRMo x CF -
(EFSA, 2015)

Kiwi 0.03 STMRMo x CF -
(EFSA, 2015)

Potatoes 0.02 STMRMo x CF -
(EFSA, 2015)

Other root and tuber vegetables |0.03 STMRMo x CF -
(EFSA, 2015)

Garlic 0.03 STMRMo x CF -
(EFSA, 2015)

Onions 0.03 STMRMo x CF -
(EFSA, 2015)

Shallots 0.03 STMRMo x CF -
(EFSA, 2015)

Spring onions 0.07 STMRMo x CF -
(EFSA, 2015)

Tomatoes 0.03 STMRMo x CF -
(EFSA, 2015)

Peppers 0.04 STMRMo x CF -
(EFSA, 2015)

Aubergines (egg plants) 0.07 STMRMo x CF -
(EFSA, 2015)

Cucurbits edible peel 0.03 STMRMo x CF -
(EFSA, 2015)

Cucurbits inedible peel 0.03 STMRMo x CF -
(EFSA, 2015)

Sweet corn 0.03 STMRMo x CF -
(EFSA, 2015)
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Chronic risk assessment Acute risk assessment
Sele Input value Input value
Comment Comment
(mg/kg) (mg/kg)

Flowering brassica 0.03 STMRMo x CF -
(EFSA, 2015)

Brussels sprouts 0.01 STMRMo x CF -
(EFSA, 2015)

Head cabbage 0.03 STMRMo x CF -
(EFSA, 2015)

Chinese cabbage 0.02 STMRMo x CF -
(EFSA, 2015)

Kale 0.05 STMRMo x CF -
(EFSA, 2018)

Kohlrabi 0.01 STMRMo x CF -
(EFSA, 2015)

Lamb’s lettuce 0.43 STMRMo x CF -
(EFSA, 2015)

Lettuce 0.19 STMRMo x CF -
(EFSA, 2015)

Scarole 0.04 STMRMo x CF -
(EFSA, 2015)

Cress 0.43 STMRMo x CF -
(EFSA, 2015)

Land cress 0.43 STMRMo x CF -
(EFSA, 2015)

Rocket rucola 0.43 STMRMo x CF -
(EFSA, 2015)

Red mustard 0.43 STMRMo x CF -
(EFSA, 2015)

Leaves and sprouts of Brassica  |0.33 STMRMo x CF -

spp (EFSA, 2015)

Spinach and similar leaves 0.43 STMRMo x CF -
(EFSA, 2015)

Witloof 0.03 STMRMo x CF -
(EFSA, 2015)

Herbs 0.43 STMRMo x CF -
(EFSA, 2015)

Beans (fresh, with pods) 0.02 STMRMo x CF -
(EFSA, 2015)

Beans (fresh, without pods) 0.03 STMRMo x CF -
(EFSA, 2015)

Peas (fresh, with pods) 0.02 STMRMo x CF -
(EFSA, 2015)

Peas (fresh, without pods) 0.02 STMRMo x CF -
(EFSA, 2015)

Lentils (fresh) 0.02 STMRMo x CF -
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Chronic risk assessment

Acute risk assessment

Sele Input value Input value
Comment Comment
(mg/kg) (mg/kg)
(EFSA, 2015)-
Asparagus 0.02 STMRMo x CF -
(EFSA, 2015)
Celery 0.08 STMRMo x CF -
(EFSA, 2017)
Florence fennel 0.08 STMRMo x CF -
(EFSA, 2017)
Rhubarb 0.08 STMRMo x CF -
(EFSA, 2017)
Globe artichokes 0.07 STMRMo x CF -
(EFSA, 2015)
Leek 0.07 STMRMo x CF -
(EFSA, 2015)
Cultivated fungi 0.03 STMRMo x CF -
(EFSA, 2015)
Pulses 0.25 STMRMo x CF -
(EFSA, 2015)
Linseed 0.03 STMRMo x CF -
(EFSA, 2015)
Poppy seed 0.06 STMRMo x CF -
(EFSA, 2015)
Sesame seed 0.01 STMRMo x CF -
(EFSA, 2015)
Sunflower seed 0.06 STMRMo x CF -
(EFSA, 2015)
Rape seed 0.01 STMR-RA (LOQ) 0.01 HR-RA (LOQ)
Mustard seed 0.06 STMRMo x CF - Acute risk assessment
(EFSA, 2015) undertaken only with
Cotton seed 0.01 STMRMo x CF - (r:t(?)?zg t;t;)a;:iroonps el
(EFSA, 2015)
Pumpkin seed 0.01 STMRMo x CF -
(EFSA, 2015)
Safflower 0.01 STMRMo x CF -
(EFSA, 2015)
Borage 0.06 STMRMo x CF -
(EFSA, 2015)
Gold of pleasure 0.06 STMRMo x CF -
(EFSA, 2015)
Hempseed 0.06 STMRMo x CF -
(EFSA, 2015)
Castor bean 0.06 STMRMo x CF -
(EFSA, 2015)
Olives for oil production 0.26 STMRMo x CF -
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Chronic risk assessment

Acute risk assessment

Sele Input value Input value
Comment Comment
(mg/kg) (mg/kg)
(EFSA, 2015)
Barley grain 0.56 STMRMo x CF -
(EFSA, 2015)
Buckwheat grain 0.63 STMRMo x CF -
(EFSA, 2015)
Maize grain 0.56 STMRMo x CF -
(EFSA, 2015)
Millet grain 0.63 STMRMo x CF -
(EFSA, 2015)
Oats grain 0.63 STMRMo x CF -
(EFSA, 2015)
Rice grain 0.56 STMRMo x CF -
(EFSA, 2015)
Rye grain 0.56 STMRMo x CF -
(EFSA, 2015)
Sorghum grain 0.63 STMRMo x CF -
(EFSA, 2015)
Wheat grain 0.01 STMR-RA (LOQ) 0.01 HR-RA (LOQ)
Herbal infusions (dried flowers) |1.31 STMRMo x CF Acute risk assessment
(EFSA, 2015) undertaken only with
Herbal infusions (dried leaves) |1.31 STMRMo x CF (r:(i)?]a;rlg t;[;)a;:iroonps IeLs?
(EFSA, 2015)
Herbal infusions (dried roots) 0.09 STMRMo x CF
(EFSA, 2015)
Spices (seeds) 0.06 EU MRL x CF
(EFSA, 2015)
Spices (fruits and berries) 1.31 STMRMo x CF
(EFSA, 2015)
Spices (roots and rhizome) 0.09 STMRMo x CF
(EFSA, 2015)
Spices (buds) 1.31 STMRMo x CF
(EFSA, 2015)
Spices (flower stigma) 1.31 STMRMo x CF
(EFSA, 2015)
Sugar beet (root) 0.01 STMR-RA (LOQ) 0.01 HR-RA (LOQ)
Chicory roots 0.01 STMRMo x CF - Acute risk assessment
(EFSA, 2015) undertaken only with
regard to crops under
consideration
Swine meat 0.03 0.8 x STMRMo 0.03 0.8 x STMRMo
muscle+ 0.2 x muscle+ 0.2 x
STMRMo fat STMRMo fat

(EFSA, 2015)

(EFSA, 2015)
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Chronic risk assessment

Acute risk assessment

Ul 137 Input value Input value
Comment Comment
(mg/kg) (mg/kg)
Swine fat (free of lean meat) 0.06 STMRMo 0.09 HRMo (EFSA 2015)
(EFSA, 2015)
Swine liver 0.02 STMRMo 0.02 HRMo (EFSA 2015)
(EFSA, 2015)
Swine kidney 0.03 EU MRL 0.03 EU MRL
(EFSA 2015) (EFSA 2015)
Ruminant meat 0.03 0.8 x STMRMo 0.04 0.8 x HRMo muscle+
muscle+ 0.2 x 0.2 x HRMo fat
STMRMo fat (EFSA, 2015)
(EFSA, 2015)
Ruminant fat 0.08 STMRMo 0.11 HRMo (EFSA 2015)
(EFSA, 2015)
Ruminant liver 0.02 STMRMo 0.02 HRMo
(EFSA, 2015) (EFSA, 2015)
Ruminant kidney 0.03 EU MRL 0.03 EU MRL
(EFSA 2015) (EFSA 2015)
Poultry meat 0.02 0.9 x STMRMo 0.03 0.8 x HRMo muscle+
muscle+ 0.1 x 0.2 x HRMo fat
STMRMo fat (EFSA, 2015)
(EFSA, 2015)
Poultry fat 0.04 STMRMo 0.08 HRMo
(EFSA, 2015) (EFSA, 2015)
Poultry liver 0.02 STMRMo 0.02 HRMo
(EFSA, 2015) (EFSA, 2015)
Ruminant milk 0.02 STMRMo 0.02 HRMo
(EFSA, 2015) (EFSA, 2015)
Birds’eggs 0.02 STMRMo 0.02 HRMo

(EFSA, 2015)

(EFSA, 2015)

CF: Conversion factor (tentative). For all crops except asparagus, a tentative CF of 1.25 has been proposed for risk

assessment (EFSA, 2015)

EFSA, 2015: EFSA Journal 2015;13(11):4309. Review of the existing maximum residue levels for deltamethrin
according to Article 12 of Regulation (EC) No 396/2005.

7.3.8.2

Conclusion on consumer risk assessment

Extensive calculation sheets are presented in Appendix 3.

Table 7.3-14: Consumer risk assessment
Table 7.3-15: Consumer risk assessment for delthamethrin
TMDBI9%-ADP-according to EFSA-PRIMg 81 9% forwheat-(based-on-1Ttoddler)
144% forwheat (based-on-children)
T T I il
IEDH%-ADD-according-to-EFSA-PRIMeo 0-2-% for-wheat-(based-on-1T-toddler)
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* include raw and processed commodities if both values are required for PRIMo

An ADI of 0.01 mg/kg bw/d and an ARfD of 0.01 mg/kg bw were used as toxicological reference values
(EC, 2002; EFSA Journal 2015;13(11):4309).

TMDI (% ADI) according to EFSA PRIMo Not conducted, please refer to IEDI

IEDI (% ADI) according to EFSA PRIMo Rev. 3.1 |78 % (based on NL toddler)

IESTI (% ARTD) according to EFSA PRIMo Rev. 3.1 | Unprocessed commodities (based on children)
Cattle milk: 25%

Wheat: 1%

Processed commodities (based on children)
Sugar beets (root)/sugar: 11%
Wheat/mailing/(flour): 1%

Rapeseeds/oils: 0.1%

Input values

Details - chronic risk Supplementary results -
assessment chronic risk assessment

*
x Deltamethrin
=

[LOQs (mgkg) range from:

Toxicological reference values

"~ efsam

European Food Safety Authority

[ADI (mg/kg bwiday):

Source of ADI:

001 [ARID (mg/kg bw):

EC  |Source of ARMD:

EC

Details - acute risk

Details - acute risk
P assessment/children

EFSA PRIMo revision 3.1; 2021/01/06 [y @ ety R CESCEETETCES
Comments:
Chronic risk assessment: JMPR methodology (IEDI/TMDI)
N of i the ADI [ Exposure resuling from
MRLS set at | commodities not
. . the LOQ
Expsoure | Highest contrbutor to 2nd contributor to 3rd contributor to MS| (n%%of Aby|  (nskciADY
Calculated exposure (ughkg bw per WS diet Commodity / WS diet Commoity / diet Commodity /
(%0fAD) S Diet day) (in % of AD) _|group of commodities (in%of AD) _|group of commodities (in% of AD) _|group of commodities
78% NL toddler 7.76 39% Maizelcorn 12% Mik: Catlle % [Apples:
3% DK child 430 31% Rye % Milk: Cattle 2% oat
27% DE child 267 5% |Apples % Rye % wik: Cattle
27% GEMS/Food G06 266 9% Rice 7% Maizelcorn 1% ITomatoes
25% GEMS/Food G10 245 7% Rice % Maizelcorn 3% Barley
24% GEMS/Food GoB 240 5% Barley % Rye 2% Maizelcorn
24% UK infant 238 8% wik: Cattle % Maizelcorn % Rice
2 21% GEMS/Food G15 206 % Barley % Maizelcorn 2% Rice
= 19% NL child 191 5% Milk: Cattle 2% Apples 2% Maizelcom
g 18% GEMS/Food GO7 181 3% Barley 2% Rice 2% Maizelcorm
2 18% FR child 315 yr 179 5% Milk: Cattle 2% Rice 2% Maizelcom
H 18% GEMS/Food G11 178 % Barley 2% Rice 2% ik Cattle
2 17% FR toddler 23 yr 170 6% ik Cattle % Rice 1% |Apples
£ 16% RO general 164 5% Maizelcorn 2% Milk: Cattle 1% Rice
3 16% ES child 156 3% Rice 2% Milk: Catlle 2% Olives for oil production
§ 15% IE adul 155 2% Buckwheat and other pseudo-cereals 1% Rice 1% Maizelcorn
& 15% PT general 154 2% ice 3% Maize/com 2% | Wine grapes
5 15% DE general 153 3% Rye 3% Barley 2% Milk: Catlle
B 15% Fi3yr 149 4% oat 4% Rye 3% Rice
g 14% UK toddler 144 % Milk: Cattle 3% Rice 2% Beans
= 13% DE women 14-50 yr 133 3% Rye 2% Milk: Cattle 1% Barley
£ 13% LT adult 132 6% 1% Buckwheat and other pseudo-cereals. 1% Rice
3 13% SE general 130 2% wik: Cattle 2% Rice 2% Rye
3 129% ES adult 121 3% Barley 1% Rice 1% Olives for oi production
2 129 FIsyr 116 % Rye 2% Rice 2% o:
I} 1% NL general 108 2% wik: Cattle 2% Barley 0% Rice
8 8% FRinfant 084 3% ik Cattle 1% spinaches 01% |Apples
z 8% DK adult 080 3% Rye 1% Milk: Cattle 0% [Wine grapes
s 8% FR adult 078 2% IWine grapes 09% Milk: Cattle 09% Rice
3 8% Fl adult 077 % Rye 0% oat 0% Rice
7% UK vegetarian 074 2% Rice 0.9% Beans 07% ik Catte
6% UK adult 064 2% Rice 0% I Wine grapes 0% wik: Cattle
6% IT toddler 058 % Rice 0% [wheat 0% Lettuces
5% T adut 055 1% Rice 0% Lettuces 04% Wheat
3% IE child 035 2% Rice 0% Vilk: Cattle 0.1% |Apples.
3% PL general 031 g% |Apples 07% Potatoes 03% [Tomatoes
Canclusion
The estimated long-term dietary intake (TMDUNEDIIEDI) was below the AD
| The long-term intake of residues of Deltamethrin s unlikely to present a public health concern
DISCLAIMER: Dietary data from the UK were included in PRIMO when the UK was a member of the European Union.
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The acute risk assessment s based on the ARID. DISCLAMER: Dietary data from the UK were included in PRIMO when the UK was a member of the European Un|
[ESTI new calculations:

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

Show results for all crops

g IESTI new IESTI new

£ [Results for children Results for adults Results for children Results for adults

8 |No. of commodities for which ARIDIADI is No. of commodities for which ARIDIADI is exceeded INo. of commodities for which ARIDIADI is No. of commdities for which ARD/ADI is exceeded (IESTI

E  [exceeded (ESTY) (EST)): lexceeded (ESTI new) new)

5 |Esn iESTI IESTInew IESTInew

8 MRL /input MRL/ input MRL/ input MRL/ input

4 Highest % of orRA | Exposure Highest % of forRA  Exposure |  Highest%of forRA  Exposure |  Highest%of i B

g ARIDIADI__ Commotites matke) (kg bw) ARIDIADI__ Commotities (mg) | (akabw) ARIDIADI__Commodites (mgkg) (g bw) ARIDIADI__Commotites (ngkg) (kg bw)

5 25% Wik Cattle 0021002 25 8 Wik Cattle 002/002 077 25% Wik: Cattle 0,02/0,02 25 Wik Cattle 002/0,02 077
5% Poultry: Muscle/meat 0031003 051 % Wik Goat 002/002 037 5% Poultry: Musclelmeat 003/003 051 % Wik Goat 002/0,02 037
5% Wik Goat 002/002 048 % Poultry: Muscle 003/003 035 5% Milk: Goat. 002/002 048 % Poulty: Muscle 003/0,03 035
% Swine: Musclelmeat 0031003 036 3% Wik Sheep 002/002 030 % Swine: Muscle/meat 003/003 036 3% Milk: Sheep 0021002 030
3% Bovine: Musclelmeat 0041004 029 2% Bovine: Muscle 004/004 023 a% Bovine: Musclelmeat 004/004 029 2% Bovine: Muscle 004/0,04 023
2% Eggs: Chicken 0021002 025 2% Equine: Musclelmeat 004/004 019 2% Eggs: Chicken 002/002 025 2% Equine: Muscle/meat 004/0,04 019
2% Equine: Musclelmeat 0041004 024 2% Sheep: Muscle/meat 004/004 019 2% Equine: Musclelmeat 004/004 024 2% Sheep: Musclefmeat 004/0,04 019
2% Bovine: Fat tissue 011/011 023 2% Swine: Fat tissue 009/009 018 2% Bovine: Fat tissue 011/011 023 2% Swine: Fat tissue 009/0,09 018
2% Sheep: Musclelmeat 0041004 022 1% Swine: Musclelmeat 003/003 015 2% Sheep: Musclemeat 0041004 022 1% Swine: Musclelmeat 003/0,03 015
2% Bovine: Liver 002/002 016 1% Bovine: Fat tissue oi/ou  ou 2% Bovine: Liver 002/002 016 1% Bovine: Fat tissue 011/011 o011
2% Swine: Fat tissue 009/000 015 09% Poulty: Liver 002/002 009 2% Swine: Fat tissue 009/000 015 09% Poulty: Liver 002/0,02 009
1% Wheat 001/001 014 0,9% Eggs: Chicken 0021002 009 1% Wheat 001/001 014 09% Eggs: Chicken 002/0,02 009
1% Bovine: Kidney 003/003 011 0% Wheat 001/001 008 1% Bovine: Kidney 003/003 011 08% Wheat 001/001 008
0% Milk: Sheep 002/002 007 0% Bovine: Liver 002/002 008 07% Mik: Sheep 002/002 007 08% Bovine: Liver 0021002 008
0% Swine: Kidney 0031003 004 0% Swine: Kidney 003/003 007 04% Swine: Kidney 003/003 004 0,7% Swine: Kidney 0,03/003 007

list

ITotal number of commadities exceeding the ARID/ADI in Total number of commadities 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, [Results for children Results for adults
£ |Noof processed commodities for which ARD/ADI No of processed commodiies for which ARIDIADI is INo of processed commocies for which ARID/ADI INo of processed commodities for which ARID/ADI is
8 [ exceeded (EST) ~lexceeded (ESTI) - |is exceeded (ESTI new): - lexceeded (ESTI new)
g |Eesn IESTI IESTI new IESTI new
g MRL [ input MRL [ input MR [ input MR [ input
g Highest % of for R Exposure Highest % of forRA  Exposure Highest % of forRA  Exposure Highest % of for RA Exposure
g ARID/ADI . ARIDIADI (mglkg) _ (uglkg bw) ARMD/ADI___Processed commodities (mglkg) __ (ug/kg bw) ARID/ADI (mg/ka) __(ugikg bw)
s 1% ‘Sugar beets (root) /sugar  0,01/0,12 11 4% Sugar beels (root) [ sugar  0,01/0,12 044 11% ‘Sugar beets (fool) / sugar  0,01/0,12 11 ‘Sugar beets (root) / sugar 001/0,12
= 1% Wheat / miling (flour) 001/001 012 04% Wheat ! breadipizza 001/001 004 1% ‘Wheat / miling (flour) 001/001 012 04% Wheat / breadipizza 001/0,01 004
6% Wheat / millng (wholemeal)! 001/001 0,06 04% Wheat | pasta 001/001 004 0% ‘Wheat / millng (wholemeal)- 0,01/001 006 04% Wheat / pasta. 001/001 004
, Rapeseeds / oils 001/002 001 03% Wheat / bread (vholemeal)  001/001 0,03 0,06% Rapeseeds / oils 001/002 001 03% Wheat / bread (wholemeal) 001/001
#UCZBA  #LICZBA #LUCZBAI  #LICZBA #LICZBA #LICZBA FLCZBA  #LICZBA! #LICZBA #LICZBAl #LUCZBAI  HLICZBA #LICZBA #LICZBA #LICZBA  #LICZBA!
#UCZBA  #LICZBA HLUCZBAI  HLICZBA #LICZBA #LICZBA FLCZBA  #LICZBA! #LICZBA #LICZBAI #LUCZBAI  #LICZBA #LICZBA #LICZBA #LCZBA  #LICZBA!
#ICZBA  #LCZBA #UCZBAI  #LICZBA #LICZBA #LICZBA LICZBA  #LICZBA! #LICZBA #LICZBAI #UCZBAI  #LICZBA #LICZBA #LICZBA #LCZBA  #LICZBA!
#ICZBA  #LICZBA HUCZBAI  #LICZBA iczBA! #LICZBA HICZBA  #LICZBA! #LICZBA #LICZBA #UCZBAI  #LICZBA #LICZBA #LICZBA H#LCZBA  #LICZBA!
#ICZBA  HLICZBA HUCZBAI  #LICZBA iczBA! #LICZBA HLICZBA  #LICZBA! #LICZBA #LICZBAI #UCZBAI  #LICZBA #LICZBA #LICZBA H#LCZBA  #LICZBA!
#UCZBA  #LICZBA HUCZBAI  HLICZBA iczBA! #LICZBA HLICZBA  #LICZBA! #LICZBA #LICZBAl HUCZBAI  H#LICZBA #LICZBA #LICZBA H#LCZBA  #LICZBA!
#ICZBA  #LICZBA HUCZBAI  #LICZBA iczBA! #LICZBA LICZBA  HLICZBA! #LICZBA #LICZBAI #UCZBAI  H#LICZBA #LICZBA #LICZBA #UCZBAI  #LICZBAI

[ suczea iLiczea "auczea " #iczea [ #LCZBA 4 #LCZBA "auczea " wuczen [ #LcZBA 4 #LICZBAI "auczea ” #iczem [ #LczeA 4 #LICZBAI #LICZBA! #LICZBAI

[ #uczea TiLiczea Tauczea " #iczea [ #LCZBA 4 #LCZBA " auczea " #uczen [ #LICZBA Y #LICZBAI T suczea 7 #iczem [ #LczeA Y #LICZBAI #LICZBA! #LICZBAI

[ #uczea iLiczea " suczea " #iczen [ #LCZBA 4 #LCZBA Y #uczea " wuczen [ #LCZBA " #LICZBAI " suczea ¥ #iczem [ #Lczea 4 #LICZBAI #LICZBA! #LICZBAI

[ siczea iLiczBA " siczea " #iczen [T #iczea 4 #LICZBA ¥ #uczea " wiczen [T #iczen r #LICZBA " siczea " #iczen P #iczen r #LICZBAI #LICZBA #LICZBAI

st

Conclusion:

No exceedance of the toxicological reference value was identifid for any unprocessed commodt.

Ashortterm intake of residues of is uniikely to present a public health risk.

For processed commodites, no the ARID/ADI was ideniifed.

The proposed uses of deltamethrin in the formulation CHR/I/ADEL 280 SC do not represent
unacceptable acute and chronic risks for the consumer.

7.4 Combined exposure and risk assessment

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

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

zZRMS comments:
Additional information/calculation are not required.

7.4.1 Acute 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.

7.4.2 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.
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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

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

Turnbull, G.

2021

Completion of Analysis of Samples Generated in Study Number ACI119-002
Study No.: FR/000938-10

Fera Science Ltd., York, United Kingdom

GLP

Unpublished

Chemirol

KCA 6.1

Niewelt, S.

2021

Acetamiprid in cereal grain - stability study
DPL/01/2021

SGS Polska Sp. z o. o.

GLP

Unpublished

Chemirol

KCP 6.3

Corinne Ertus

2018

Generation of Field Specimens for the determination of Acetamiprid Residues in Oilseed Rape Following
Foliar application with APIS 200 SE under Field Conditions in Poland in 2018

B8177

ANADIAG 16, rue Ampére 67500 HAGUENAU France

GLP

Unpublished

Chemirol

KCP 6.3

Corinne Ertus

2018

Generation of Field Specimens for the determination of Acetamiprid Residues in Oilseed Rape Following
Foliar application with APIS 200 SE under Field Conditions in Northern France in 2018
B8183

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

ANADIAG 16, rue Ampére 67500 HAGUENAU France
GLP
Unpublished

KCP 6.3 |Corinne Ertus 2018 |Generation of Field Specimens for the determination of Acetamiprid Residues in Oilseed Rape Following N Chemirol
Foliar application with APIS 200 SE under Field Conditions in Northern France in 2018
B8185

ANADIAG 16, rue Ampeére 67500 HAGUENAU France

GLP

Unpublished

KCP 6.3 |Corinne Ertus 2019 |Generation of Field Specimens for the determination of Acetamiprid Residues in Oilseed Rape Following N Chemirol
Foliar application with APIS 200 SE under Field Conditions in Czech Republic in 2019
Study No. B9219
Anadiag, France

GLP
Unpublished
KCP 6.3 |Tomasz Peda, 2021 |Magnitude of the residue of acetamiprid in Winter wheat (Raw agricultural Commodity) after two N Chemirol
Monika Jedrusik applications of CHR/I/ACE 200 SE with Asystent+ (adjuvant) — one decline curve trial in Poland — 2020
20SGS12
SGS Poland Sp. z 0. 0. ul. Jana Kazimierza 3, 01-248 Warszawa Polska
GLP
Unpublished
KCP 6.3 |Tomasz Peda, 2021 |Magnitude of the residue of acetamiprid in Winter wheat (Raw agricultural Commodity) after two N Chemirol
Monika Jedrusik applications of CHR/I/ACE 200 SE with Asystent+ (adjuvant) — one decline curve trial in Germany- 2020
20SGS13
SGS Poland Sp. z 0. 0. ul. Jana Kazimierza 3, 01-248 Warszawa Polska
GLP
Unpublished
KCP 6.3 |Tomasz Peda, 2021 | Magnitude of the residue of acetamiprid in Sugar beet (Raw agricultural Commodity) after two N Chemirol

Grzegorz Paszek applications of CHR/I/ACE 200 SE with Asystent+ (adjuvant) — one semi decline curve trial in Poland-
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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

2020

20SGS29

SGS Poland Sp. z 0. 0. ul. Jana Kazimierza 3, 01-248 Warszawa Polska
GLP

Unpublished

KCP 6.3 |Tomasz Peda, 2021 |Magnitude of the residue of acetamiprid in Winter wheat (Raw agricultural Commodity) after two N Chemirol
Monika Jedrusik applications of CHR/I/ACE 200 SE with Asystent+ (adjuvant) — one harvest trial in Hungary— 2020
20SGS15

SGS Poland Sp. z 0. 0. ul. Jana Kazimierza 3, 01-248 Warszawa Polska

GLP

Unpublished

KCP 6.3 |Tomasz Peda, 2021 |Magnitude of the residue of acetamiprid in Sugar beet (Raw agricultural Commodity) after two N Chemirol
Grzegorz Paszek applications of CHR/I/ACE 200 SE with Asystent+ (adjuvant) — one semi decline curve trial in Poland-
2020

20SGS30

SGS Poland Sp. z 0. 0. ul. Jana Kazimierza 3, 01-248 Warszawa Polska

GLP

Unpublished

KCP 6.3 |Grzegorz Paszek 2018 |Determination of residues of Acetamiprid in Oilseed Rape (OSR), following foliar application of APIS N Chemirol
200 SE under field condition Northern France 2018
DPL/68/2018

SGS Polska Sp. z 0. o.

Ul. Cieszynska 52A, 43-200 Pszczyna

GLP

Unpublished

KCP 6.3 |Grzegorz Paszek 2018 |Determination of residues of Acetamiprid in Oilseed Rape (OSR), following foliar application of APIS N Chemirol
200 SE Poland 2018

DPL/67/2018

SGS Polska Sp. z 0. o.

UL Cieszynska 52A, 43-200 Pszczyna
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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

GLP
Unpublished

KCP 6.3 |Grzegorz Paszek 2018 |Determination of residues of Acetamiprid in Oilseed Rape (OSR), following foliar application of APIS N Chemirol
200 SE under field condition Northern France 2018
DPL/70/2018

SGS Polska Sp. z 0. o.

Ul. Cieszynska 52A, 43-200 Pszczyna

GLP

Unpublished

KCP 6.3 |Grzegorz Paszek 2020 |Final REPORT Determination of Acetamiprid Residues in Oilseed Rape Following Foliar application with N Chemirol.
APIS 200 SE under Field Conditions in Czech Republic and Germany in 2019
Study Plan No.: DPL/131/2019

SGS Polska Sp. z o.0. , ul cieszynska 52A, 43-200 Pszczyna

GLP

Unpublished

KCA 6.3 |Joanna Kicinska 2018 |DETERMINATION OF RESIDUES OF DELTAMETHRIN IN WINTER WHEAT APPLIED AS N Chemirol
“DELCAPS 050 CS” AND “DELTAMETHRIN 100 SC” IN NORTHERN EUROPE IN 2017
ZBBZ-2017/05/DPL/1

Food Safety Laboratory Research Institute of Horticulture 18 Pomologiczna Street, 96-100 Skierniewice
POLAND

GLP

Unpublished

KCA 6.3 |Corinne Ertus 2017 |Generation of Field Specimens for the determination of Deltamethrin residues in Winter Wheat Following N Chemirol
Foliar application with DELCAPS 050 CS and Deltamethrin 100 SC under field conditions in Northern
Europe in 2017

B7143

ANADIAG 16 rue Ampere 67500 HAGUENAU France

GLP

Unpublished

KCA 6.3 |Corinne Ertus 2017 |Generation of Field Specimens for the determination of Deltamethrin residues in Spring Barley Following 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

Foliar application with Deltamethrin 100 SC under field conditions in Northern Europe in 2017
B7144

ANADIAG 16 rue Ampere 67500 HAGUENAU France

GLP

Unpublished

KCA 6.3 |Joanna Kicinska 2018 |DETERMINATION OF RESIDUES OF DELTAMETHRIN IN SPRING BARLEY APPLIED AS N Chemirol
“DELTAMETHRIN 100 SC” IN NORTHERN EUROPE IN 2017

ZBBZ-2017/06/DPL/1

Food Safety Laboratory Research Institute of Horticulture 18 Pomologiczna Street, 96-100 Skierniewice
POLAND

GLP

Unpublished

KCA 6.3 |Agnes Perny 2017 |Determination of Deltamethrin Residues in Oilseed rape Following Foliar application with DelCaps under N Chemirol
Field Conditions in Northern Europe in 2017

B7022

ANADIAG 16, rue Ampeére 67500 HAGUENAU France
GLP

Unpublished

KCA 6.3 |Agnes Perny 2018 |Validation of the analytical Method for the Analysis of Deltamethrin in Oilseed rape seeds N Chemirol
B7023

ANADIAG 16, rue Ampére 67500 HAGUENAU France
GLP

Unpublished

KCP 6.3 |A. Augustynek 2017 |Final Report Determination of residues of acetamiprid in oilseed rape N Chemirol
Study No.: DPL/03/2017

SGS Polska Sp. z 0.0. , ul cieszyniska 52A, 43-200 Pszczyna
GLP

Unpublished

KCP 6.3 |K.Wanczyk 2022 | Magnitude of the residue of Acetamiprid in sugar beet (Raw Agricultural Commaodity) after one N Chemirol
application of CHR/I/ACE 200 SE - one single harvest trial in Northern France — 2021
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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 No.: 21SGS27

SGS Polska Sp. z 0.0., ul. Jana Kazimierza 3, 01-248 Warszawa, Poland
GLP

Unpublished

KCP 6.3 |K.Wanczyk 2022 | Magnitude of the residue of Acetamiprid in sugar beet (Raw Agricultural Commodity) after one N Chemirol
application of CHR/I/ACE 200 SE — one single harvest trial in Germany — 2021
Study No.: 21SGS26

SGS Polska Sp. z 0.0., ul. Jana Kazimierza 3, 01-248 Warszawa, Poland

GLP

Unpublished

KCP 6.3 |K.Wanczyk 2021 |Magnitude of the residue of Acetamiprid in winter wheat (Raw Agricultural Commaodity) after two N Chemirol
applications of CHR/I/ACE 200 SE with adjuvant Asystent+ — one harvest study in Hungary — 2021
Study No.: 21SGS33

SGS Polska Sp. z 0.0., ul. Jana Kazimierza 3, 01-248 Warszawa, Poland

GLP

Unpublished

KCP 6.3 |K.Wanczyk 2022 | Magnitude of the residue of Acetamiprid in winter wheat (Raw Agricultural Commaodity) after two N Chemirol
applications of CHR/I/ACE 200 SE with adjuvant Asystent+ — one semi decline curve study in Poland —
2021

Study No.: 21SGS32

SGS Polska Sp. z 0.0., ul. Jana Kazimierza 3, 01-248 Warszawa, Poland

GLP

Unpublished

KCP 6.3 |E. Thomas-Delille 2021 |Determination of Deltamethrin and its alpha-Risomer and trans-isomer Residues in Oilseed Rape N Chemirol
Following Foliar application with CHR/I/DEL 100 SC under Field Conditions in Northern Europe in
2021

C1179

ANADIAG, 16, rue Ampére, 67500 HAGUENAU, France

GLP

Unpublished
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Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study owner
GLP or GEP status Y/N
Published or not

KCP 6.3 |E. Thomas-Delille 2021 |Determination of Deltamethrin and its alpha-Risomer and trans-isomer Residues in Oilseed Rape N Chemirol
Following Foliar application with CHR/I/DEL 100 SC under Field Conditions in Northern Europe in
2021

C1180

ANADIAG, 16, rue Ampére, 67500 HAGUENAU, France

GLP

Unpublished

KCP 6.3 |E. Thomas-Delille 2021 |Determination of Deltamethrin and its alpha-Risomer and trans-isomer Residues in Oilseed Rape N Chemirol
Following Foliar application with CHR/I/DEL 100 SC under Field Conditions in Northern Europe in
2021

C1181

ANADIAG, 16, rue Ampére, 67500 HAGUENAU, France

GLP

Unpublished

KCP 6.3 |E. Thomas-Delille 2021 |Determination of Deltamethrin and its alpha-Risomer and trans-isomer Residues in Oilseed Rape N Chemirol
Following Foliar application with CHR/I/DEL 100 SC under Field Conditions in Northern Europe in
2021

C1182

ANADIAG, 16, rue Ampére, 67500 HAGUENAU, France

GLP

Unpublished

KCP 6.3 |E. Thomas-Delille 2021 |Determination of Deltamethrin and its alpha-Risomer and trans-isomer Residues in Oilseed Rape N Chemirol
Following Foliar application with CHR/I/DEL 100 SC under Field Conditions in Northern Europe in
2021

C1183

ANADIAG, 16, rue Ampére, 67500 HAGUENAU, France

GLP

Unpublished

KCP 6.3 |E. Thomas-Delille 2022 |Determination of Deltamethrin and its alpha-Risomer and trans-isomer Residues in Sugar Beet Following N Chemirol
Foliar application with CHR/I/DEL 100 SC under Field Conditions in Northern Europe in 2021
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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

Cl1147

ANADIAG, 16, rue Ampére, 67500 HAGUENAU, France
GLP

Unpublished

KCP 6.3 |E. Thomas-Delille 2022 |Determination of Deltamethrin and its alpha-Risomer and trans-isomer Residues in Sugar Beet Following N Chemirol
Foliar application with CHR/I/DEL 100 SC under Field Conditions in Northern Europe in 2021
C1148

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France

GLP

Unpublished

KCP 6.3 |E. Thomas-Delille 2022 |Determination of Deltamethrin and its alpha-Risomer and trans-isomer Residues in Sugar Beet Following N Chemirol
Foliar application with CHR/I/DEL 100 SC under Field Conditions in Northern Europe in 2021
C1149

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France

GLP

Unpublished

KCP 6.3 |E. Thomas-Delille 2022 |Determination of Deltamethrin and its alpha-Risomer and trans-isomer Residues in Sugar Beet Following N Chemirol
Foliar application with CHR/I/DEL 100 SC under Field Conditions in Northern Europe in 2021
C1150

ANADIAG, 16, rue Ampére, 67500 HAGUENAU, France

GLP

Unpublished

KCP 6.3 |E. Thomas-Delille 2022 |Determination of Deltamethrin and its alpha-Risomer and trans-isomer Residues in Sugar Beet Following N Chemirol
Foliar application with CHR/I/DEL 100 SC under Field Conditions in Northern Europe in 2021
Cl151

ANADIAG, 16, rue Ampere, 67500 HAGUENAU, France

GLP

Unpublished
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GLP or GEP status Y/N

Published or not
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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
KCP6.3 |Peda, T., Glowiak, K. N Chemirol
KCP 6.3 |Peda, T., Glowiak, K. N Chemirol
KCP 6.3 r N Chemirol
KCP 6.3 r N Chemirol
KCA6-6-1 | Philip-Reoney 2019 | [*C]-IM-1-5-Metabolism-in-Rotational-Crops N Chemirel
FR/000939
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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

KCA 6.6.2 | Gordon Turnbull 2021 |Completion of Analysis of Samples Generated in Study Number AC119-002 N Chemirol
FR/000938-10
Fera Science Limited Centre for Chemical Safety & Stewadship Sand Hutton York YO41 1LZ UK

GLP

Unpublished
KCA6.10 | Lefebvre, C. N Chemirol
KCA6.10 | Lefebvre, C. N Chemirol
KCA6.10 | Lefebvre, C. N Chemirol
KCA6.10 | Lefebvre, C. N Chemirol




CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC Page 104 /365
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
KCA6.10 | Lefebvre, C. N Chemirol
KCA6.10 | Lefebvre, C. N Chemirol
KCA6.10 | Lefebvre, C. N Chemirol
KCA6.10 | Lefebvre, C. N Chemirol




CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC

Part B — Section 7 - Core Assessment

Applicant version

Page 105 /365

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

KCA 6.1

Goller G.

1999

Stability Study of NI-25 (Acetamiprid) in apple and tomato samples after storage in freezer at or below -
18 °C - Fortification experiments with active ingredient

Nippon-Soda Document No. RD-00340 A.D.M.E. —

Bioanalyses, France, Report No. RPA/NI-25/97051, 97- 75

GLP, Not published

Nippon Soda

KCA 6.1

Gieseke, L.D.

1999

NI-25 (acetamiprid): Freezer storage stability of acetamiprid residues in various raw agricultural
commodities and processing fractions (plant matrices).

Report No. 10201, Document No. RD-00270

Horizon Laboratories, Inc

GLP, not published

Nippon Soda

KCA 6.1

Jean-Baptiste C

2009

Frozen Storage Stability of Residues of Acetamiprid in Fodder Pea.
Anadiag Laboratories. Report No. A7125, Document No. RD-01936.
GLP, not published

Nippon Soda

KCA 6.1

Netzband, D. J

2003

Stability study of Acetamiprid in potatoes during frozen storage, USA, 2002 in freezer at or below -18°C
02Y535566, RD-00243; Doc No. 645-002,

Test facility: Bayer CropScience, Residue Chemistry Department, Research Triangle Park, North
Carolina, USA

GLP, self-certified

Nippon Soda

KCA6.2.1

Saito, H.

1997

NI-25 [Pyridine-2,6-1%C] - Nature of the Residue in Eggplants
Generated by:Nisso Chemical Analysis Service Co, Ltd
Report/file:NCAS N°-2- 92 Amended Report N° EC-391-3
Source: Nippon Soda Date:Novembert 17, 1997

GLP, GEP : Yes Not published

Nippon Soda

KCA6.2.1

Saito, H.

1997

NI-25 [Pyridine-2,6-1“C] - Nature of the Residue in Apples
Generated by:Nisso Chemical Analysis Service Co, Ltd
Report/file:NCAS N°:2- 98 Amended Report-742-1
Source : Nippon Soda

GLP, GEP : Yes Date : November 10, 1997 Not published

Nippon Soda
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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

KCA6.2.1

Saito, H.

1997

NI-25 [Pyridine-2,6-1“C) - Nature of the Residue in Cabbage plants
Generated by:Nisso Chemical Analysis Service Co, Ltd
Report/file:NCAS N°:2- 111 Amended Report EC-743-1

Source: Nippon Soda Date: November 10, 1997

GLP, GEP : Yes Not published

Nippon Soda

KCA6.2.1

Kawai,T.

1995

Metabolism of **C-Acetamiprid (CN label) in Cabbages plants
Generated by:Nisso Chemical Analysis Service Co, Ltd
Report/file:NCAS N°:2- 137 NG Amended Report EC-617-1
Source: Nippon Soda

GLP, GEP : Yes Date:October 23, 1997 Not published

Nippon Soda

KCA6.2.1
KCA6.5.1

McMuillan-Staff, S.L.,
Austin, D.J. and
Lingwood, A.

1997

[ **C]-NI-25 Investigation of the Nature of the Potential Residue in the Products of Industrial Processing
or Household Preparation.

Generated by: Rhéne-Poulenc Agriculture Ltd

Report/file:RPAL Study 13442 S

ource: Nippon Soda

Date: October 09, 1997 Not published

Nippon Soda

KCA6.2.1

Miller N.

1999

Foliarly applied **C-acetamiprid: Metabolic fate and distribution in cotton (Gossypium hirsutum).
Rhone-Poulenc Ag Company.

Report No. EC-97-367,

Document No. RD-00741

GLP, not published

Nippon Soda

KCA
6.2.2-6.2.5

1997

14C-NI1-25 (Acetamiprid): Absorption, Distribution, Metabolism and Excretion after Repeated Oral
Administration to Lactating Goats.

Source: Nippon Soda

GLP, GEP : Yes Date: May 23, 1997 Not published

Nippon Soda

KCA
6.2.2-6.2.5

1997

14C-NI1-25 (Acetamiprid): Absorption, Distribution, Metabolism and Excretion after Repeated Oral
Administration to Laying Hens

Source: Nippon Soda

GLP. GEP : Yes Date: July 3, 1997 Not published

Nippon Soda
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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

KCA 6.1

Grigor

1990

Storage stability study for combined residues of tralomethrin, deltamethrin and trans-deltamethrin in
lettuce in a freezer stability study.

Report No. A753531 (80401)

ChemAilysis Inc., Washington, MD

Aventis

KCA 6.1

Fuchsbichler, G.

1990

Hoe 032640 (Deltamethrin) Storage stability in hops and beer (storage interval 5 % months)

Generated by: Bayerische Hauptversuchsanstalt fiir Landwirtschaft der Technischen Universitat Minchen,
Weihenstephan, 8050 Freising 1, Germany

Company file No: HVA489

GLP, Unpublished

Aventis

KCA 6.1

McKinney and
Clayton

1995a

Stability of Tralomethrin, cis-Deltamethrin and trans-Deltamethrin in Cottonseed Under Freezer Storage Conditions
with alpha-R-Deltamethrin and Stability in Processed Commaodities (Cottonseed Fractions)

Generated by: EN-CAS Analytical Laboratories, 2359 Farrington Point Drive, Winston-Salem, NC 27107, USA
Company file No: 890011

GLP, Unpublished

AgrEvo

KCA 6.1

McKinney, F.R.; Crotts,
D.G

1993b

Determination of cis-Deltamethrin, trans-Deltamethrin and alpha-R-Deltamethrin in Various Grain, Grain Fractions
and Grain Dusts Under 20°C, 30°C, and Frozen Storage Conditions

Generated by: EN-CAS Analytical Laboratories, 2359 Farrington Drive, Winston-Salem, NC27107, USA
Company file No: 910009

GLP, Unpublished

AgrEvo

KCA 6.1

McKinney

1994c

Determination of Freezer Residue Stability for deltamethrin(Alpha-R, and Trans) and Tralomethrin in Poultry Tissue
Generated by: EN-CAS Analytical Laboratories, 2359 Farrington Point Drive, Winston-Salem, NC 27107, USA
Company file No: 9300121

GLP, Unpublished

AgrEvo

KCA6.2.1

Periasamy, R.; Kimmel,
Ella C.; Toia, Robert F

1994a

Metabolism of [**C-Acid]- and [**C-Alcohol] Decis (Deltamethrin) in Apples
Generated by: PTRL West, Inc. 4123-B Lakeside Drive, Richmond, CA 94806 USA
Company file No: US305W1

GLP, Unpublished

AgrEvo

KCA6.2.1

Merricks and North

1985b

Identification of the residues of *“C-labelled deltamethrin, Decis, in the tomato plant.

Generated by: Agrisearch Incorporated, 13456 Old Annapolis Road, MT. AIRY, Maryland 21771 USA
Borriston Laboratories, Inc. 5050 Beach Place, Temple Hills Maryland 20748 USA for the analytics.
Company file No: US4620

AgrEvo
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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

GLP, Unpublished

KCA 6.2.1 | Ruzo and Casida, 1979 | Degradation of decamethrin on cotton plants N AgrEvo
Generated by: Pesticide Chemistry and Toxicology Laboratory, Department of Entomological Sciences, University of
California, Berkeley, California 94720

J. Agric. Food Chem., Vol.27, No. 3, 1979, p. 572 - 575

Company file No: US572P

Non-GLP, Published

KCA 6.2.1 | O’Grodnick and 1990 |'“C-Deltamethrin: Nature of the residue in cotton. N AgrEvo
Larson Report No. A71094

Hoechst-Roussel Agri-Vet Company Mississippi Research Farm, Arcola, MS Hazelton Laboratories
America Madison Wisconsin

GLP, Unpublished

KCA 6.2.1 | Larson 1991 |4C-Deltamethrin: nature of the residue in cotton (Analytical phase — Supplements number 1 and 2) N AgrEvo
Report No. A71095

Hazelton Laboratories America, Madison, Wisconsin
GLP, Unpublished

KCA 6.2.1 | Periasamy et al. 1994b | Metabolism of [**C-Acid]- and [**C-Alcohol] Decis (Deltamethrin) in Field Corn N AgrEvo
Generated by: PTRL West, Inc. 4123-B Lakeside Drive, Richmond, CA 94806 USA
Company file No: US306W1

GLP, Unpublished

KCA 6.6.1 | Erstfeld, Larson, and 1991 |C-14 deltamethrin: Confined Accumulation In Rotational Crops 30 And 120 Day Experiment N AgrEvo
Lange, Generated by: Pan-Agricultural Laboratories, Inc., California, USA, Hazleton Laboratories, Inc., Wisconsin, USA
Company file No: US87116

GLP, Unpublished

KCA XXXXXXX 1990 |Metabolism of “C-benzyl-tralomethrin and *4C-gem-dimethyl-tralomethrin in lactating dairy cattle and Y Aventis
6.2.2-6.2.5 storage stability of tralomethrin and deltamethrin in cow milk and tissues.

Report No. A70045 (Project no. HLA 6187-113 and HR-01-88)

XXXXXXXXXXXXXX
KCA XXXXXXXX 1985e | Metabolism, distribution and excretion of deltamethrin by Leghorn hens Y AgrEvo

6.2.2-6.2.5 XXXXXXXXXKXXXKXXXKXXXKXXX




CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC Page 109 /365
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

XXXXXXXXXXXX
Non-GLP, Published

KCA XXXXXX 1988 | Feeding study of a mixture of tralomethrin and deltamethrin in dairy cows and magnitude of the combined Y Aventis
6.2.2-6.2.5 residues of tralomethrin, deltamethrin and trans-deltamethrin in milk and tissues of dairy cattle

Report includes Trial Nos.: HRAV Proj. #87-0123 HRAV Project No. 87-0123

GLP
KCA XXXXXXXX 1992 | Deltamethrin residues in milk and tissues of lactating dairy cows Y AgrEvo
6.2.2-6.2.5 A70892

Non GLP
KCA XXXXXXXX 2000 |Calculation of the 1x dosage rate for deltamethrin in a ruminant livestock feeding study Y Aventis
6.2.2-6.2.5 C009557

Non GLP
KCA XXXXXXXXX 2001 |Survey of Reports on Analysis for Deltamethrin in Milk from Cows and Humans Y Aventis
6.2.2-6.2.5 B003480

Non GLP
KCA Klein E H-J 2001g | Decline of residues in tea and processed fractions South East Asia 200/2001 Deltemethrin AE F032640 N Aventis
6.5.2-6.5.3 emulsifiable concentrate (EC) 2.81 % w/w (=25 g/L)

Raport No. C016591
Aventis CropScience, Residues and Human exposure, Frankfurt, Germany
GLP, Unpublished

KCA Klein E H-J and 2000e |Residues at harvest in olives and processed fractions European Union, Southern zone 1997 Deltamethrin N Aventis
6.5.2-6.5.3 | Martens R AE F032640 Emulsifiable granule (EG) 6,25 % w/w

Report No. C010147

Aventis Crop Science GmbH, Residues and human Expousre Frankfurt Germany
GLP, Unpublished

KCA Brady SS 1999a | Magnitude of Deltamethrin Residues in or on Tomatoes and Processed Tomato Commodities Resulting N AgrEvo
6.5.2-6.5.3 from six applications of Decis Insecticide
USA, 1998

Report No. C002859
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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

AgrEvo USA Company, Pikevile, North Carolina

KCA
6.5.2-6.5.3

Maurer T.

2001

Investigation of the Nature of the potential residue in products of Industrial processing or Household
Preparation.

Report No. C017397

Aventis CropScience, Fraknfurt am Main Germany

Aventis

KCA 6.6.2

Krebs, Eickhoff, and
Raquet

1986

Deltamethrin - Bestimmung von Rueckstaenden in Gemuesekulturen nach Aufnahme aus kontaminiertem
Boden

Generated by: Hoechst AG, Landwirtschaftliche Entwicklungsabteilung, Frankfurt, Germany
Company file No: DE34266

Non-GLP, Unpublshed

Aventis

List of data submitted by the applicant and not relied on

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

KCA 6.6.1

Philip Rooney

2019

[ **C]-IM-1-5: Metabolism in Rotational Crops

FR/000939

Fera Science Limited Centre for Chemical Safety & Stewadship Sand Hutton York YO41 1L.Z UK
GLP

Unpublished

Chemirol
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List of data relied on and not submitted by the applicant but necessary for evaluation

Title
Company Report No. Vertebrate

Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not

KCP XX | Author YYYY |Title Y/N Owner
Company Report No
Source

GLP/non GLP/GEP/non GEP
Published/Unpublished
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Appendix 2  Detailed evaluation of the additional studies relied upon

A2l Acetamiprid
A2l1 Stability of residues
A2111 Stability of residues during storage of samples

A21111 Storage stability of residues in plant products

Comments of zZRMS:

Freezer storage stability experiments were initially conducted in study ACI19-
002, Phase FR/000938 with the final time points being completed in the current
study. For each time point, duplicate samples were fortified at 0.1 mg/kg (10 X
LOQ).

The freezer storage stability time point for spring cereal plant and spring cereal
grain was analysed, extending the data for spring cereal plant and spring cereal
grain to cover up to 157 and 149 days freezer storage, respectively.

In the description of the study, the Applicant quotes tables that are not included in
the description of the study available below, they are available only in the report.
The study is accepted.

Reference:
Report

Guideline(s):

Deviations:
GLP:
Acceptability:

KCP 6.1

Completion of Analysis of Samples Generated in Study Number ACI19-002,
2021, Gordon Turnbull, Study Number: FR/000938-10

The study was conducted in compliance with the United Kingdom Good
Laboratory Practice Regulations 1999 Statutory Instrument No. 3106 and the
2004 codification amendment Statutory Instrument 994. These regulations
are in accordance with the Organisation for Economic Co-operation and
Development (OECD) Principles of Good Laboratory Practice 1997
[ENV/MC/CHEM (98) 17] which are accepted by regulatory authorities
throughout the European Community, The United States of America (United
States Environment Protection Agency, FIFRA, Title 40 CFR Part 160) and
Japan (Ministerial Ordinance on Good Laboratory Practice for Agricultural
Chemicals [Ordinance of the Ministry of Agriculture, Forestry and Fisheries
No. 76, 2018]) on the basis of intergovernmental agreements.

No
Yes
Yes

Study ACI19-002 presented freezer storage stability data for spring cereal plant and spring cereal grain
covering up to 135 and 83 days, respectively. An additional time point for each of these commodities was
analysed in the current study, extending the data for spring cereal plant and spring cereal grain to cover up
to 157 and 149 days, respectively. These data are presented in the table below. For crop samples, the time
points cover the maximum freezer storage periods for all commodities in study ACI19-002.

The maximum freezer storage period for soil field trial samples analysed in study ACI19-002 and the
current study was 371 days. Study ACI119-002 presented storage stability data for soil up to 347 days. An
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additional time point for soil was analysed in the current study, extendlng the data for soil to cover up to

The data +n—'Fables—9—and—LO suggest that acetamlprld IM-1-4 and IM-1- 5 are stable in the frozen
commodities over the time periods tested. Some recovery values in the final time point of the stored
samples tend to be high (> 120%). This could be due to slow desiccation of the sample matrix and/or
changes in matrix effects on extended storage of the samples.

Recovery in freezer storage  Procedural recovery for
stability sample (%, range  freshly spiked control

Commaodity Analyte Storage period (days) plus mean) sample (%)
acetamiprid 157 130, 148 (143) 103
Spring cereal, plant * IM-14 157 80, 85 (84) 91
IM-1-5 157 111, 113 (112) 109
acetamiprid 149 141, 141 (141) a5
Spring cereal, grain ** IM-1-4 149 88, 91 (90) 99
IN-1-5 143 117, 122 (120) 108
Reference: KCA 6.1
Report Acetamiprid in cereal grain - stability study, 2021, Niewelt, S., Study
Number: DPL/01/2021
Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament and of the

Council of 21 October 2009

concerning the placing of plant protection products on the market and
repealing Council Directives

79/117/EEC and 91/414/EEC

Guidance for generating and reporting methods of analysis in support of pre-
registration data

requirements for Annex Il (part A, Section 4) and Annex |1 (part A, Section
5) of Directive 91/414,

SANCO/3029/99 rev. 4, 11/07/2000

Guidance document on pesticide residue analytical methods, SANCO/825/00
rev. 8.1, 16/11/2010

Guidance Document on Pesticide Analytical Methods for Risk Assessment
and Post-approval Control

and Monitoring Purposes, SANTE/2020/12830, Rev.1

Deviations: No
GLP: Yes
Acceptability: Yes

Blank and fortification samples

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural

recoveries upon applying the test method.

One sample blank matrix and two procedural recoveries at the level of 0.10 mg/kg per analytical set of
respective matrix were analyzed during each of the sequence.

The following results for fortified samples were obtained during analysis.
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Table 10 Guality confrol samples

Sample Name Commaodity Result (mg'kg) | Recovery (%)
DPL-01-2021, PD.ed wheat grain <LOD -
DPL-01-2021, PK1 0,10 mg-kg.led wheat grain 0.10 100.3
DPL-01-2021, PK2 0,10 mg-kg.led wheat grain 0.10 104.3

"he following results for fortified samples were obtained during analysis on 10.09.2021:
Table 11 Quality control samples

Sample Name Commaodity Result (mg'kg) | Recovery (%)
DPL-01-2021, PD.cd wheat grain <LoD -
DPL-01-2021, PK1 0,10 mg-kg.led wheat grain 010 103.6
DPL-01-2021, PK2 0,10 mg-kg.led wheat grain 0.10 102.0

Residue Level
in Freezer Procedural
Storage Residue Level in Storage Recovery for
Period Freezer Storage | Stability Sample Freshly
c v frsine d Stability Sample | (% of nominal Spiked
(=) (mg/kg) spiking level) Control
{range plus Sample (%)
miearn)
ji iori 100.3
wheat grain acetamiprid i} - -
° > 104.3
0.092 917 GG
wheat grain acetamiprid 200 0.052 022 10
0.091 o0
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A21112 Storage stability of residues in animal products

Comments of ZRMS: [The study is accepted. Results shows that residues of acetamiprid are stable over
the period of 37 days.

.“

Mo. | Study sample code Sample type ggggm:z: Ext[r;:iéinn AI}?ﬁ:is
1 20-002258-01 1 sweet peppers 28102020 13.11.2020 13.11.2020
2 20-00223-01 2 sweet peppers 28.10.2020 13.11.2020 | 13.11.2020
3 20-00228-01 3 sweet peppers 28102020 13.11.2020 13.11.2020
4 20-00225-01 4 sweet peppers 28.10.2020 13.11.2020 | 13.11.2020
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Matrix | Storage AMADIAG Hominal | Amount found % of Average of % of | Procedural
Time Sample Mo. value [1=]] nominal nominal value TeCOovVery
{days) (A) Acetamiprid value Acetamiprid
(wgikg) (pgika) (BIA)
o C131001 02 11 101.18 102.41 101.2% 98.1% 99 1%
C131001 03 11 101.18 3617 95.0%
Heney —— 7 Ciziooror 11 | w0118 100.97 99.8% a7.2% o5 1%
C131001 08 11 101.18 9566 94.5% )

A212

A2121

Nature of residues in plants, livestock and processed commaodities

Nature of residue in plants

No new studies submitted

A21211

Nature of residue in primary crops

No new studies submitted

A21212

A212121

Nature of residue in rotational crops

Study 1
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Comments of zZRMS: [The study was not evaluated in the framework of this assessment. It has been
previously evaluated and accepted in the dRR part B7 for extension of
authorization for CHR/I/ACE (zRMS PL, finalisation date 08/03/2022).

Reference: KCA 6.6.1

Report [**C]-IM-1-5 Metabolism in Rotational Crops, Philip Rooney, 2019,
FR/000939

Guideline(s): OECD 502: Metabolism in Rotational Crops (2007)

Deviations: Yes

GLP: Yes

Acceptability: Yes

Materials and methods

The field phase of the study was conducted indoors at AgroChemex, Manningtree, Essex. The soil for use
in this study was obtained by the Test Site. A sample of soil was characterised by Bailey’s of Norfolk.
The sample of soil was characterised for particle size distribution. The results are included in appendix 5
and was conducted outside of the scope of this study. A single application was made to soil containers,
pre-filled with the soil (FERA ACE18-173-0- 1). The actual rate of application was 0.311 kg/ha and at a
spray volume of 280 L/ha. The application was made using a spray device based on a single cone nozzle.
A water rinse of the spray equipment was applied immediately following application to the soil. A
detailed description of spraying apparatus is available in appendix 6. The containers were enclosed within
closed spray chambers lined with polyethylene sheeting during application which took place on the 18th
December 2018. The spray apparatus and plastic sheeting were returned to the test facility and the amount
of radioactive residues were measured confirming successful application of the test item application
solutions. On the day of application, following the application, Wheat, turnip and spinach crops were
planted in separate treated tubs. Following growth, the planted crops were sampled and shipped to the test
facility for analysis. Samples were stored frozen prior to analysis. When required crops were removed
from storage, homogenised and a sub-sample was taken and oxidised to determine total recovered
radioactivity. If more than 0.01 mg Kg-1 was determined from the sample oxidiser process, then the
sample type was taken for radioactive characterisation via extraction and liquid scintillation counting
(LSC), an potentially high pressure liquid chromatography connected to ultra violet detection coupled to a
beta radioactivity analysis module (HPLC-UV-BRAM) or thin layer chromatography (TLC) analysis.

Deviations:
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Reguirement

Deviation

Impact on integrity of study

Chemical name of test item
was noted as MN-((6-
chloropyridin-3-yl)methyl-
N-methylactetimamide
within the study plan.

The supplied test item was N-[{(6-
chloro-3-[pyridy-2,6-"“C])methyl-N-
methyl acetamidine hydrochloride. It is
also noted that the position of the C14
isotopes had deviated from the study
plan.

Whilst discrepancies were noted and a deviation
from the study plan has occurred, none of the
discrepancies are critical.

Test item was supplied as a hydrochloride salt to
aid solubility when prepared in solution. If the
application solution had been made with either the
hydrochloride salt or the free base form
referenced in the study plan, the test item in either
of these forms would have existed as the same
state in solution.

The discrepancy noted between relative molecule
mass is due to the inclusion of the hydrochloride
salt in the final test item supplied.

Section 6.1, If the CV
obtained from the analysis
is <10% the results will be
considered satisfactory.

The detail within the study plan
contradicts the standard operating
procedure in error. A relative standard
deviation of <20% was used to assess
the validity of the combustion process
for triplicate aliquots taken for a
sample.

Whilst the standard operating procedure used has
a more lenient validity criteria than the study plan,
see section 6.1 there is no scientific basis for the
< 10 % CV requirement. The combustion process
is subject to variability due to the nature of the
apparatus. This deviation has had no notable
impact on the validity of the study.

Soil will be sent for analysis
at a separate facility. This
will be performed and
reported in a separate
study.

A sample of soil was sent to Baileys of
MNorfolk, only the particle size
distribution assessment was performed
in error. No assessment of specific clay
or silt content was performed. A
combined clay and silt content was
determined.

The textural class was determined in study using
the Soil texture triangle diagram. The soil was
either a sandy loam or sandy clay loam. pH,
organic matter were to be performed and reported
in a separate study. As these parameters are not
critical there has been no impact on this study.

The radiochemical purity of

The application solution was assessed
in duplicate prior to application and the
mean result was 96.48%. This result is
below the instruction within the study
plan.

The requirement stated within the study plan is
over and above the requirement stated within the
OECD 502 (2007) guidance document that this
study has been conducted in accordance with.
The guidance requires that justification of test item
used below 95% purity needs to be explained.
However, in this case the test item remained
above 95% prior to and post application.
Therefore the SD is confident that the study has
not been negatively impacted.

the test item sent to
AgroChemex for
application will be
measured
chromatographically and
should be =97%.

To identify major

components (metabolites)
of the TRR =0.05 ppm or
>10% TRR and
characterise those
between 0.01 — 0.05 ppm
as appropriate.

For Wheat Hay, 24.68 % of the total
radioactive residues remained bound to
the post extraction residues. However,
this accounts for only 0.005 mg Kg™ of
test item which is below the trigger
value detailed in the OECD 502 (2007)
guidance document.

Whilst, 24.68 % is above the % TRR trigger level,
a minor amount of radioactivity would be liberated
during any further extraction making the analysis
overly complex and unreliable. This deviation from
the study plan has not had a notable impact on the
outcome of the study.

Results and discussion

Minor residues were detected within the application apparatus therefore there is no concern regarding the
application process and deemed satisfactory. Determination of radioactive residues within Wheat Forage,
Hay, Grain and Leaves, Turnip leaves and Roots, and mature and immature spinach was performed.
Wheat forage, hay and straw, turnip leaves and roots demonstrated radioactive residues above 0.01 mg
Kg -1 . These sample types were taken forward for extraction and analysis. Further extraction and
analysis was performed on Wheat Straw as more than 0.01 mg Kg-1 remained within the post extraction
residues. After reliable HPLC-UV-BRAM analysis all radioactivity was shown to be parent, IM-1-5.

Table A 1: Mean total radioactivity recovered from Wheat, spinach and turnip.
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Raw Total Radioactivity Recovered ® Trigger for further
Crop Agricultural analysis (OECD
Commodity 502, 2007)
MBq kg™ Mg Kg™*

Forage 0.058 0.018 YES
Hay 0.059 0.018 YES
Wheat Grain 0.026 0.008 NO
Straw 0.321 0.098 YES
. Leaves 0.155 0.047 YES
Tumip Roots 0.337 0.102 YES
. Immature 0.013 0.004 NO
Spinach Mature 0.028 0.009 NO

a — Mean of the total radioactivity calculated from triplicate aliquots taken of the homogenised sample type.

Table A 10: Summary of the mean extracted and bound residues after stage one extraction

Extraction Number 1 Post Extraction Solids
Raw (PES)
Cro Agricultural Mass Balance
P Commodity
(RAC)
% TRR Mg Kg*' % TRR Mg Kg"' (% of TRR)
Forage 86.37 0.015 8.19 0.002 94.55
Wheat Hay 82.32 0.015 24.68 0.005 107.00
Straw ® 83.28 0.082 22.26 0.022 105.53
Turni Leaves 110.14 0.052 2.09 0.001 112.22
i Roots * 94.51 0.097 0.98 0.001 95.50

a — Mean of the total radioactivity calculated from six aliquots taken of the homogenised sample type.

Table A 2: HPLC-UV-BRAM mean summary data for RAC’s, Extract 1
Raw Largest RT of Total
Crop | Agricultural Parent IM-1-4 T:t: l!l ;"k:.?:;s Unknown largest :'J'I nr:solve?j Recovered
Commodity | (% TAR) | (% TRR) % T;R] <10 % of TAR | unknown | °2C (9,;;’”" Radioactivity
(RAC) (% TAR) {mm:ss) (%)
Forage * 85.20 ND ND ND NA 429 89.49
Wheat Hay ® 87.58 ND 13.37 3.21 16:50 4.40 105.35
Straw 77.15 ND 1.51 2.31 14:30 4.08 83.28
Leaves 105.22 ND ND ND NA 4.95 110.17
Turnip
Roots 92.25 ND ND ND NA 4.76 97.02

MNA — Not applicable as analysis not conducted or not valid, ND — No radioactivity residues defected. a — Due fo the formation of
an experimental artefact, see section 3.2, value is based on one replicate only.
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Table A 3: Summary of stage 2 extraction and post extraction solid analysis.

Raw PES Extraction Number | Extraction Number 3
Crop | Agricultural (Stage 1) 2 (Acidic Reflux) (Basic) PES (Stage 2)
Commodity
% TRR %TRR | MgKg® | %TRR | MgKg® | %TRR | MgKg"
Wheat |  Straw® 22.26 117 | 0.011 3.05 0.003 4.44 0.004

a — Mean of the total radioactivify calculated from six ca. 25 g aliguots taken of the homogenised sample type.

Figure A 1: Proposed Metabolic route of IM-1-5 in rotational crops

All radioactive residues detected via HPLC-UV-BRAM within each crop and sample type co-eluted with
an IM-1-5 analytical reference material. Therefore, no metabolism pathway can be deduced.

Conclusions

IM-1-5 is the primary metabolite present in soil after the application of its parent, acetamiprid.
Immediately after application, crops were planted into the treated soil. [ **C]-IM-1-5 remained the only
observed component within all HPLC-UV-BRAM and TLC analyses. Minor uptake of IM-1-5 was
observed for spinach and Wheat grain. IM-1-5 residues within these sample types were below the 0.01
mg Kg -1 trigger. Some notable uptake of the test item was observed for Wheat Forage Hay and Straw.
Residues were also detected in turnips above the 0.01 mg Kg -1 trigger. Radioactive residues were
extracted successfully from all RACs and after HPLC-UV-BRAM were determined to be parent IM-1-5
which was determined via co-elution with an analytical standard. After the initial extraction using
acetonitirile:water (1:1 v/v), 24.68 % of the total radioactive residues remained bound to Wheat Hay and
22.26 % bound to Wheat Straw. However, due to low amount of uptake into the Wheat Hay, 22.26 %
only represented 0.005 mg Kg -1 , therefore further extraction processes were terminated for this RAC
type. Wheat Straw was further extracted using a harsher extraction technique which included an acidic
reflux and basic extraction. An additional 11.17 % was removed from the PES using the reflux and 3.05
% using the basic extraction. Due to the low level of radioactivity, analysis of the acidic reflux was
conducted using TLC, however no detection of the radioactivity was possible. No further analysis of the
stage 2 PES was conducted as only 4.44 % of the Total Radioactive residues remained bound. It is
assumed that the remaining radioactive residues have been incorporated into biomolecules such as
cellulose or lignin which are key structural components within the fibrous material of plant tissues.

A212122 Study 2

Comments of zZRMS: [The study was not evaluated in the framework of this assessment. It has been
previously evaluated and accepted in the dRR part B7 for extension of
authorization for CHR/I/ACE (zRMS PL, finalisation date 08/03/2022).

Reference: KCA 6.6.2

Report FIELD ROTATIONAL CROP STUDY (SPRING CEREAL, SPINACH
AND TURNIPS) WITH A SUSPO EMULSION FORMULATION
CONTAINING 200 G/L ACETAMIPRID APPLIED TO BARE SOIL AT
365, 120, 70 AND 30 DAYS PRIOR TO PLANTING THE ROTATIONAL
CROPS IN THE UNITED KINGDOM AND SPAIN, 2019/2020, Ignacio
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Palau, 2021, Report Number: ACI119-002

Guideline(s): OECD guideline for the testing of chemicals No. 509, “Crop Field Trial”
(07/09/2009). OECD gquideline for the testing of chemicals No. 504,
“Residues in Rotational Crops (Limited Field Studies)” (08/01/2007).
Guidance document SANCO/3029/99 rev.4 (11/07/00). OECD Series on
Testing and Assessment No. 72 and Series on Pesticides No. 39 “Guidance

document on pesticide residue analytical methods”,
ENV/IM/MONO(2007)17 (13/08/2007)

Deviations: Yes

GLP: Yes

Acceptability: Yes

Method and results:

The rotational crops were planted at nominal intervals of 365+5, 120+3, 70+3 and 30%2 days after a
single application to bare soil at a nominal rate of 300 g a.s./ha of a 200 g/L SE formulation of
acetamiprid. Raw agricultural commodity samples were generated from spring cereal, spinach and turnips
harvested from treated and non-treated plots as soon as sufficient plant material was available (BBCH 13
to 15), hay sampling (spring cereal only), at the earliest possible commercial harvest (spinach and turnips
only) and at normal commercial harvest of the crops. Crop samples taken as soon as sufficient plant
material was available consisted of whole plants (=500 g for spinach and turnips and >1 kg for cereal) cut
above the soil. Cereal samples taken for hay (=500 g) consisted of whole plants cut above the soil (BBCH
75) and field dried to a moisture content of 10 to 20%. Cereal samples taken at normal commercial
harvest consisted of grain (>1.0 kg) and straw (=500 g) obtained from at least 12 different areas within
each plot. The straw was cut approX. 15 cm above the soil. The samples were collected using a small plot
combine (UK) or manual threshing (Spain). Spinach samples taken at earliest commercial harvest and
commercial harvest consisted of at least 12 spinach plants (>1 kg). The plants were cut above the soil.
Turnip samples taken at earliest commercial harvest and normal commercial harvest consisted of at least
12 turnips (>2 kg). The tops/leaves were separated from the roots and analysed separately. Soil samples
for residue analysis were taken on the day of application (within 3 hours of application), on the day of
planting the rotational crop, as soon as sufficient plant material was available (BBCH 13 to 15) and at
normal commercial harvest of each rotational crop. Each sample consisted of 10 cores (>500 g) taken to a
depth of 20 cm. However, to meet the reporting schedule for the regulatory submission deadline, the
analysis of the soil samples was terminated at the request of the Sponsor since the soil analysis is not a
strict requirement within the OECD guidelines for the conduct of field rotational crop studies. The soil
analysis data already generated for the soil samples is presented in the analytical phase report (appendix
5), but will not be discussed further. Each sample was taken in duplicate (‘ship’ and ‘retain’). The ‘ship’
samples were sent to the analytical laboratory and arrived in good frozen condition. The remaining
‘retain’ samples were not required for analysis. All samples were shipped using dry ice or in a freezer
truck. The analysis was conducted using analytical methods previously developed and validated by Fera
Science Ltd. as part of this study. Details of the analytical methods are provided in appendix 4 of the
analytical phase report (see appendix 5). The limit of quantification (LOQ) was 0.01 mg/kg for
acetamiprid, IM-1-4 and IM-1-5 for all crop matrices. The spiked samples (procedural recoveries)
analysed along with the crop samples gave mean recoveries within the acceptable range of 70 to 110%
and demonstrate the accuracy of the method on the days of analyses. Residues of acetamiprid and IM-1-5
were less than the LOQ in all crop matrices for both trial sites. Residues of IM-1-4 were less than the
LOQ in all crop matrices in Spain, except in one spring cereal sample (at 0.024 mg/kg) and one turnip
sample (0.010 mg/kg). Residues of IM-1-4 were less than the LOQ in all crop matrices in the United
Kingdom, except one spinach sample (at 0.011 mg/kg) and seven turnip samples which ranged from
0.012 - 0.021 mg/kg.
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Deviations:

The following deviations were documented, which have no impact on the integrity of the study: 1. Trial
ACI19-002/1 (UK): Due to the wet field conditions in part of the field on the day of the application the
length of plot 4 had to be reduced from 30 m to 20 m, therefore the total plot area was reduced from 225
m2 to 150 m2 . 2. For both trials the initial soil characterisation analyses did not include the parameters
pH (CaCl2) and moisture capacity. Therefore, new soil characterisation samples were taken from non-
treated areas for both trials at the end of the field sampling phase to determine these missing parameters.
The sampling was performed following the same procedure as for the soil characterisation samples taken

before the first application.

Results:

ACI19-002/1 (United Kingdom) Spring cereal

Acetamiprid (mg/ka) IM-1-4 {mg/kg) IM-1-5 (mag/ka)
Plant  Grain _Straw | Plant Grain _ Straw | Plant  Grain__ Straw
Nominal pre-planting interval 302 days
Sufficient plant’ =L0Q =L0oQ =L0OQ
Hay? =L0Q =L0Q =L0Q
Commercial harvest® <L0Q <L0Q <L0Q <LOQ <LOQ <LOQ
Nominal pre-planting interval 70£3 days
Sufficient plant’ <LOQ <LOoQ <LOQ
Hay* <LOC <LOQ <LOC
Commercial harvest® <L0Q <L0OQ <LOQ <LOoQ <LOQ <LOQ
Nominal pre-planting interval 120£3 days
Sufficient plant’ <LOQ <LOQ <LOQ
Hay? =L0Q =L0Q =L0Q
Commercial harvest® =L00Q =L00Q =L0Q =L0Q =L0Q =100
Nominal pre-planting interval 3655 days
Sufficient plant’ =L0Q =L0oQ =L0OQ
Hay= =L0Q =L0Q =L0Q
Commercial harvest® <L0Q <L0Q <L0Q <LOQ <LOQ <LOQ

! Sufficient plant material available (BBCH 13-15)

2 Hay (BBCH 75)

* Commercial harvest (BBCH 89)
< LOQ - less than the limit of quantification of 0.01 mg/kg

AC119-002/2 (Spain) Spring cereal

Acelamiprid (mg/kg) IM-1-4 (mg/kg) IM-1-5 (mg/kg)
Plant Grain _ Straw | Plant Grain Straw | Plant Grain__ Straw
Nominal pre-planting interval 30£2 days
Sufficient plant’ <LOQ <LOoQ <LOQ
Hay? <LOQ <LOQ <LOQ
Commercial harvest® <L0Q =L0Q =LDQ <LOQ <L0Q =L0Q
Nominal pre-planting interval 70£3 days
Sufficient plant’ =L0Q =L0oQ =L0OQ
Hay? =L0Q <L0Q =LOQ
Commercial harvest® <L0Q <L0Q <L0Q <LOQ <L0Q <LOQ
Nominal pre-planting interval 120£3 days
Sufficient plant’ <LOQ 0.024 <LOQ
Hay* <LOQ <LOQ <LOQ
Commercial harvest? <L0Q <LOQ <L0Q <LOQ <LOQ <LOQ
Nominal pre-planting interval 3655 days
Sufficient plant? <LOQ <LOQ <LOQ
Hay? =L0Q <L0Q =LOQ
Commercial harvest® <L0Q =L0Q =LDQ <LOQ <L0Q =L0Q

1 Sufficient plant material available (BBCH 13)

2 Hay (BBCH 75)

* Commercial harvest (BBCH 89)
< LOQ - less than the limit of quantification of 0.01 mg/kg
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ACI19-002/1 (United

Kingdom) Spinach

Acetamiprid (ma'kg) IM-1-4 {ma/kg) IM-1-5 (mag/ka)

Plant Plant Plant
Nominal pre-planting interval 3012 days
Sufficient plant® =L0OQ =L0OQ =L0OQ
E. commercial harvest? =LOQ =LOQ =LOQ
Commercial harvest? =L00Q =L00Q =L00Q
Nominal pre-planting interval 70£3 days
Sufficient plant® =L0OQ =L0OQ =L0OQ
E. commercial harvest® <LOQ 0.011 <LOQ
Commercial harvest® <LOQ <LOQ <LOQ
Nominal pre-planting interval 120£3 days
Sufficient plant® <LOG <LOC <L0Q
E. commercial harvest2 <LOQ <L0Q <L0Q
Commercial harvest® =L0Q =L0Q =L0Q
Nominal pre-planting interval 36515 days
Sufficient plant® =L0OQ =L0OQ =L0OQ
E. commercial harvest? =LOQ =LOQ =LOQ
Commercial harvest® <LOQ <LOQ <LOQ
1 Sufficient plant material available (BBCH 13-15)
2 Earliest commercial harvest (BBCH 18-43)
* Commercial harvest (BBCH 48-49)
= LOQ - less than the limit of quantification of 0.01 mg/kg
ACI19-002/2 (Spain) Spinach

Acetamiprid (mg/kg) IM-1-4 (mglkg) IM-1-5 (mg/kg)

Plant Plant Plant
Nominal pre-planting interval 3012 days
Sufficient plant? <LOG <LOC <L0Q
E. commercial harvest? =LOQ =LOQ =LOQ
Commercial harvest? =L00Q =L00Q =L00Q
Nominal pre-planting interval 70£3 days
Sufficient plant® =L0OQ =L0OQ =L0OQ
E. commercial harvest® <LOQ <LOQ <LOQ
Commercial harvest® <LOQ <LOQ <LOQ
Nominal pre-planting interval 120£3 days
Sufficient plant® <LOG <LOC <L0Q
E. commercial harvest2 <LOQ <L0OQ <L0Q
Commercial harvest® =L0Q =L0Q =L0Q
Nominal pre-planting interval 36515 days
Sufficient plant® =L0OQ =L0OQ =L0OQ
E. commercial harvest? =LOQ =LOQ =LOQ
Commercial harvest? =L00Q =L00Q =L00Q

T Sufficient plant material available (BBCH 15)

2 Earliest commercial harvest (BBCH 45)
* Commercial harvest (BBCH 49)
= LOQ - less than the limit of quantification of 0.01 mg/kg
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ACI19-002/1 (United Kingdom) Turnip

Acetamiprid (ma/ka) IM-1-4 (mg/kg) IM-1-5 (mg/ka)
Plant Rools Leaves| Plant Roots Leaves| Plant Rools lLeaves
Nominal pre-planting interval 302 days
Sufficient plant® =L0OQ =L0Q =L0Q
E. commercial harvest? =L0Q =L0Q =L0Q =L0Q =L0Q <=LOQ
Commercial harvest® <L0Q <LOQ <L0Q <LOQ <LOQ <LOQ
Nominal pre-planting interval 70£3 days
Sufficient plant” <LOQ 0.012 <LOQ
E. commercial harvest® <L0OQ <LOQ <LOQ 0.017 <L0Q <LOQ
Commercial harvest® <L0Q <LOQ <LOQ 0.013 <L0Q <LOQ
Nominal pre-planting interval 120£3 days
Sufficient plant” <LOQ 0.012 <LOQ
E. commercial harvest? =L0Q =L0Q =L0Q 0.021 =L0Q <=LOQ
Commercial harvest® =L0Q =L00Q =L0Q 0012 =00 <=L00Q
Nominal pre-planting interval 3655 days
Sufficient plant® =L0OQ =L0Q =L0Q
E. commercial harvest? =L0Q =L0Q =L0Q 0.014 =L0Q <=LOQ
Commercial harvest® <L0Q <LOQ <L0Q <LOQ <LOQ <LOQ

! Sufficient plant material available (BBCH 15)

? Earliest commercial harvest (BBCH 48-49)

* Commercial harvest (BBCH 49)

= LOQ - less than the limit of quantification of 0.01 mg/kg

ACI19-002/2 (Spain) Turnip

Acetamiprid (ma/ka) IM-1-4 (mg/kg) IM-1-5 (mg/ka)
Plant Rools Leaves| Plant Roots Leaves| Plant Rools lLeaves
Nominal pre-planting interval 302 days
Sufficient plant® =L0OQ 0.010 =L0Q
E. commercial harvest? =L0Q =L0Q =L0Q =L0Q =L0Q <=LOQ
Commercial harvest? =L0Q =L00Q =L0Q =L0Q =00 <=L00Q
Nominal pre-planting interval 70£3 days
Sufficient plant® =L0OQ =L0Q =L0Q
E. commercial harvest® <L0OQ <LOQ <L0Q <LOQ <LOQ <LOQ
Commercial harvest® <L0Q <LOQ <L0Q <L0OQ <LOQ <LOQ
Nominal pre-planting interval 120£3 days
Sufficient plant” <LOQ <LOQ <LOQ
E. commercial harvest? =L0Q =L0Q =L0Q =L0Q =L0Q <=LOQ
Commercial harvest® =L0Q =L00Q =L0Q =L0Q =00 <=L00Q
Nominal pre-planting interval 3655 days
Sufficient plant® =L0OQ =L0Q =L0Q
E. commercial harvest? =L0Q =L0Q =L0Q =L0Q =L0Q <=LOQ
Commercial harvest® <L0Q <LOQ <L0Q <LOQ <LOQ <LOQ

! Sufficient plant material available (BBCH 15)

? Earliest commercial harvest (BBCH 45)

* Commercial harvest (BBCH 49)

= LOQ - less than the limit of quantification of 0.01 mg/kg

Method of application:

Each application was made with a research boom sprayer. Prior to the application, the sprayer was
calibrated using a catch time of 30 seconds. Output was determined by measuring the delivered volume
from each nozzle using a graduated cylinder. The output data was used to calculate the speed required to
walk in the plots to give the nominal application volume according to the study plan. Actual application
volumes and rates were determined by measuring the start volume and the final volume of spray solution
in the spray tank

Sampling:

Non-treated samples were collected prior to taking samples in the treated plots. Gloves were worn and
changed between each plot and any sampling equipment was cleaned between each plot. ‘Ship’ and
‘retain’ samples were collected from each plot. The retain samples were a back-up in case of problems
during sample shipment for the ‘ship” samples. The ‘retain’ samples were not required for analysis. Soil
samples Soil samples were taken on the following occasions: - On the day of application (treated samples
within 3 hours after application) - On the day of planting the rotational crop - As soon as sufficient plant
material was available for sampling - At normal commercial harvest of the rotational crop On each
sampling occasion, 10 soil cores (>500 g) were taken from each plot with a closed-face soil corer to a
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depth of 20 cm. The cores from each plot were combined and thoroughly mixed. This procedure was
repeated to provide ‘ship’ and ‘retain” samples. Crop samples Crop samples were taken on the following
occasions: - As soon as sufficient plant material was available for sampling - Hay sampling (spring cereal
only) - At earliest commercial harvest of the rotational crop (spinach and turnip only) - At normal
commercial harvest of the rotational crop Each crop sample was placed into a polyethylene bag and
subsequently double bagged prior to freezing. The samples taken “as soon as sufficient plant material was
available” were taken at BBCH 13 to 15. Each sample consisted of whole plants excluding roots (=1 kg
for cereal and >500 g for spinach and turnips), cut above the soil. Spring cereal samples taken for hay
(>500 g) consisted of whole plants cut above the soil (BBCH 75). The plants for hay were dried naturally
to a moisture content of 10 to 20% (hay fractures easily; snaps easily when twisted; juice difficult to
extract). The drying process took approximately 8 days in the United Kingdom and approximately 3 days
in Spain. Each sample was taken from at least 12 different areas within each plot. Spring cereal samples
taken at normal commercial harvest consisted of >1.0 kg grain and >0.5 kg straw obtained from at least
12 different areas within each plot. The straw was cut approximately 15 cm above the soil. The spinach
samples taken at earliest commercial harvest and normal commercial harvest consisted of at least 12
spinach plants (>1.00 kg). The plants were cut above the soil and any adhering soil was removed by
gentle brushing, if required. Any outer decaying/damaged leaves were removed during sampling. The
turnip samples taken at earliest commercial harvest and normal commercial harvest consisted of at least
12 turnips (>2.00 kg). The tops/leaves were removed from the roots and each fraction was weighed and
sampled separately. Any adhering soil was removed by gentle brushing, if required. Any diseased, poorly
developed or injured crop was not sampled. Samples were taken randomly from across the plots,
excluding the outer rows. Sample identification labels specified the type of sample, sample identification
number and experiment information. Treated and non-treated samples were placed in separate containers
for transport to the freezer. All samples were placed into freezer storage within 3 hours after the end of
sampling. All sampling equipment, including gloves and bags were dry to avoid unwanted moisture. The
sampling was conducted when the crop was dry.

ANALYTICAL PHASE DETAILS

The analysis was conducted using analytical methods previously developed and validated by Fera Science
Ltd. as part of this study. Details of the analytical methods are provided in appendix 4 of the analytical
phase report (see Appendix 5). The limit of quantification (LOQ) was 0.01 mg/kg for acetamiprid, IM-1-4
and IM-1-5 for all crop matrices. The spiked samples (procedural recoveries) analysed along with the
crop samples gave mean recoveries within the acceptable range of 70 to 110% and demonstrate the
accuracy of the method on the days of analyses. In order to meet the reporting schedule for the regulatory
submission deadline, the duration of the storage stability data within this study does not cover the longest
storage duration for the field samples. However, the Sponsor has informed the study director that storage
stability has been established for acetamiprid in various crops in a previous study for approximately one
year: Souvignet I, Goller G, Duchene P, 1999, Stability study of NI-25 (acetamiprid) in apple and tomato
samples after storage in the freezer at or below -18°C. A.D.M.E. Bioanalysis Report No. RPA/NI-
25/97051, Document No. RD 00340. In order to meet the reporting schedule for the regulatory
submission deadline, the analysis of the soil samples was terminated at the request of the Sponsor since
the soil analysis is not a strict requirement within the OECD guidelines for the conduct of field rotational
crop studies.

Conclusion:

No residues of acetamiprid, IM-1-4 or IM-1-5 above the limit of quantification of 0.01 mg/kg were
detected in any sample analysed from the non-treated plots
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A2121.23 Study 3

Comments of ZRMS: [The study was not evaluated in the framework of this assessment. It has been
previously evaluated and accepted in the dRR part B7 for extension of
authorization for CHR/I/ACE (zRMS PL, finalisation date 08/03/2022).

Reference: KCA 6.6.2

Report Completion of Analysis of Samples Generated in Study Number ACI119-002,
2021, Gordon Turnbull, Study Number: FR/000938-10

Guideline(s): The study was conducted in compliance with the United Kingdom Good

Laboratory Practice Regulations 1999 Statutory Instrument No. 3106 and the
2004 codification amendment Statutory Instrument 994. These regulations
are in accordance with the Organisation for Economic Co-operation and
Development (OECD) Principles of Good Laboratory Practice 1997
[ENV/MC/CHEM (98) 17] which are accepted by regulatory authorities
throughout the European Community, The United States of America (United
States Environment Protection Agency, FIFRA, Title 40 CFR Part 160) and
Japan (Ministerial Ordinance on Good Laboratory Practice for Agricultural
Chemicals [Ordinance of the Ministry of Agriculture, Forestry and Fisheries
No. 76, 2018]) on the basis of intergovernmental agreements.

Deviations: No
GLP: Yes
Acceptability: Yes
Results:

The results of an additional validation experiment at 1 mg/kg in the 3 study soil types are presented in
Tables 1 — 3. Acetamiprid met the SANCO/3029/99 rev.4 criteria in all 3 soils and IM-1-4 and IM-1-5
met the criteria in at least one of the soil types. The maximum acetamiprid residue found in a soil sample
was 0.71 mg/kg for spinach (after application) in trial 1 (UK) in the 69 DBP plot. The maximum IM-1-4
residue found in a soil sample was 0.18 mg/kg for spring cereal (day of planting) in trial 1 (UK) in the
119 DBP plot. The maximum IM-1-5 residue found in a soil sample was 0.16 mg/kg for spring cereal
(when sufficient plant available) in trial 2 (Spain) in the 68 DBP plot . An additional freezer storage
stability time point was analysed for spring cereal plant and spring cereal grain covering up to 157 and
149 days, respectively. An additional freezer storage stability time point for soil was analysed in the
current study, extending the data for soil to cover up to 452 days storage.

Study samples:

Study field trial samples were received at Fera from 23 April 2019, with the final shipment being received
on 18 August 2020. All samples were received frozen and were transferred to freezer storage on the day
of arrival.

Analytical Methods
Method M2V2 was used to analyse soil field trial samples. Method M3V1 was used to analyse spring
cereal (whole plant and grain) freezer storage stability samples.

Validation:
In study ACI19-002 the analytical method for soil had been validated at the LOQ (0.004 mg/kg) and at 10
x LOQ. Some residues from the soil field trial samples were > 10 x LOQ, therefore an additional

validation level of 1 mg/kg for all 3 analytes in all 3 soil types was conducted in the current study. The
results of the validation experiment at 1 mg/kg are presented in Tables 1 — 3. Acetamiprid met the
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SANCO/3029/99 rev.4 criteria in all 3 soils and IM-1-4 and IM-1-5 met the criteria in at least one of the
soil types. Some of the high recovery values seen for IM-1-4 and IM-1-5 could be due to slow desiccation
of the sample matrix and/or changes in matrix effects on extended storage of the control samples used for
the validation experiment.

Sample analysis:

Field trial soil samples not analysed in study ACI19-002 were analysed in the current study. The
maximum acetamiprid residue found in a soil sample was 0.71 mg/kg for spinach (after application) in
trial 1 (UK) in the 69 DBP plot. The maximum IM-1-4 residue found in a soil sample was 0.18 mg/kg for
spring cereal (day of planting) in trial 1 (UK) in the 119 DBP plot. The maximum IM-1-5 residue found
in a soil sample was 0.16 mg/kg for spring cereal (when sufficient plant available) in trial 2 (Spain) in the
68 DBP plot

Conclusion:

The remaining soil field trial samples from study ACI19-002 have been analysed and an additional
validation level of 1 mg/kg for all 3 analytes was conducted in 3 soil types. Acetamiprid met the
SANCO0/3029/99 rev.4 criteria in all 3 soils and IM-1-4 and IM-1-5 met the criteria in at least one of the
soil types. The maximum acetamiprid residue found in a soil sample was 0.71 mg/kg for spinach (after
application) in trial 1 (UK) in the 69 DBP plot. The maximum IM-1-4 residue found in a soil sample was
0.18 mg/kg for spring cereal (day of planting) in trial 1 (UK) in the 119 DBP plot. The maximum IM-1-5
residue found in a soil sample was 0.16 mg/kg for spring cereal (when sufficient plant available) in trial 2
(Spain) in the 68 DBP plot (ACI119-002 data, see Appendix 5). An additional freezer storage stability time
point for spring cereal plant and spring cereal grain was analysed in the current study, extending the data
for spring cereal plant and spring cereal grain to cover up to 157 and 149 days freezer storage,
respectively. An additional freezer storage stability time point for soil was analysed in the current study,
extending the data for soil to cover up to 452 days freezer storage.

A21213 Nature of residues in processed commodities

No new studies submitted

A2122 Nature of residues in livestock

No new studies submitted

A213 Magnitude of residues in plants
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Cereals summary for SE formulation:

Report-No. Commodity Date of: Application rate per Dates of Growth Portion | Residues | PHI Remarks
Location 1) Sowing or planting | treatment treatments | stage at analysed | (mg/kg) | (days)
2) Harvest Kg Water Kg or no. of last
a.i/ha I/ha a.i/nl treatment treatment
and last or date
date
20SGS15, Winter wheat 1) 12.10.2019 0.0388 | 290 0.0134 | 08.06.2020 | BBCH 75 | Grain <0.003 24 LOQ =0.010 mg/kg
Nyirtelek, 2) 08.07.2020
Hungary The study results were not used
in the evaluation.
Max. storage interval between
0.0404 | 303.3 0.0133 | 14.06.2020 | BBCH 77 | Straw <0.01 sampling and analysis: about 7
months. Stability studies cover
only 149 days for grains.
20SGS13, Winter wheat 1) 25.10.2019 0.0414 | 206.7 0.0200 | 22.06.2020 | BBCH 75 | Grain <0.01 28 LOQ =0.010 mg/kg
Germany 2) 27.07.2020
(Brandenburg) The study results were not used
in the evaluation.
0.0386 | 193.3 0.0200 | 29.06.2020 | BBCH 83 | Straw 0.29 Max. storage interval between
sampling and analysis: about 6
months. Stability studies cover
only 149 days for grains.
20SGS12, Winter wheat 1) 24.09.2019 0.0404 | 303.3 0.0133 | 22.06.2020 | BBCH 75 | Grain <0.003 37 LOQ =0.010 mg/kg
Poland, 2) 06.08.2020
Kujawsko- The study results were not used
Pomorskie in the evaluation.
0.0412 | 309.1 | 0.0133 | 30.06.2020 | BBCH 77 | Straw 0.047 Max. storage interval between
sampling and analysis: about 6
months. Stability studies cover
only 149 days for grains.
21SGS33/ H- | Winter 1) 13.10.2020 1) 1)310 | 1) 1) 1) BBCH | Grain <LOD 30 The study results for grain were
3387, Maklar, | wheat/Genius 2.- 0.0413 0.133 16.06.2021 | 75 used in the evaluation. Max.
Heves, 3.23.07.2021 2)303.3 2) storage interval between
Hundary/2020 2) 2)0.133 | 23.06.2021 | 2)BBCH sampling and analysis: about 3
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0.0404 77 Straw 0.52 months. Stability studies cover

149 days for grains.

Grain: 1 x < 0.003 mg/kg
21SGS32/55- | Winter 1. 05.11.2020 1) 1) 1) 1) 1) BBCH | Grain <LOD 33 The study results for grain were
216, wheat/JULIUS 2. 09.08.2021 0.0404 | 302.7 0.133 01.07.2021 | 75 used in the evaluation. Max.
Piskoréwek, storage interval between
Dolnoslaskie, 2) 2) 2) 2) 2) BBCH sampling and analysis: about 3
Poland/2020 0.0396 | 297.3 0.133 07.07.2021 | 77 months. Stability studies cover

149 days for grains.

Grain: 1 x < 0.003 mg/kg

Straw 0.066
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ZRMS comments:

Comparison of intended and critical EU GAPs:

Type of GAP

Number of
applications
(interval between

appl.)

Growth stage at
last appl.

App. rate per
treatment
(kg a.s./ha)

PHI (days)

Wheat (code 0500090)

cGAP EU
EFSA Journal
2016;14(2):4385

BBCH 51-79 2 (14 days) 0.042 28

Intended GAP
(major use No 3,
wheat)

BBCH 37-75 0.04 n/a

Intended GAP
(major use No 4,
triticale)

BBCH 37-75 0.04 n/a

A21311

Study 1

Comments of zZRMS:

One trial was established in Hungary. Two applications were performed on the
treated plots at the target dose rate of 0.2 I/ha CHR/I/ACE 200 SE (equivalent to
40 g acetamiprid /ha) + 0.1 I/ha Asystent+ in BBCH 75 (first application) and
BBCH 77 (second application). Specimen extraction and determination of]
residues of acetamiprid were performed according to the multi-residue
QUEChERS method. Quantification was performed by use of LC-MS/MS
detection (extracts were analysed on the same day after extraction procedure). The
limit of detection (LOD) and quantification (LOQ) of the analytical method for,
wheat was 0.003 mg/kg and 0.01 mg/kg respectively.

Residues of acetamiprid were below LOQ in all samples (wheat grain and straw).
The study was performed with a different formulation (SE formulation instead off
SC proposed in the intended GAP), two applications instead of one and with the
addition of an adjuvant.

Reference:
Report

Guideline(s):

Deviations:

KCA 6.3

Magnitude of the residue of acetamiprid in Winter wheat (Raw Agricultural
Commodity) after two applications of CHR/I/ACE 200 SE with Asystent+
(adjuvant) — one harvest trial in Hungary — 2020. Tomasz Peda, 2021,
20SGS15

OECD Guidline Document 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

Yes
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GLP: Yes
Acceptability: Yes
Deviations:

Calibration runs during the first and second application were shorter than 30 sec. This deviation did not
have an impact on the final result.

Materials and Method:

Field trial was established on representative for winter wheat production, grown in a typical way in the
test countries. Trial consisted of one untreated plot U and one treated plot T. Plots were of sufficient size
to generate the desired specimen quantities. For untreated and treated plots they consisted of minimum
30m? for harvest trial. Around the treated and untreated plots a buffer zone (zone where no forbidden
products are applied) of at least 10m was set up. The untreated plot was separated by a buffer zone of at
least 10 m from treated plot.

The application equipment consisted of boom sprayer.

The foliar applications closely simulated commercial-type treatments.

Calibrations of the spray equipment at the trial site were accomplished by using the volume/time method
for liquid applications.

Before each application, the spray equipment and the sprayer speed were calibrated to deliver an average
volume of spray mixture per unit time at a given pressure resulting in the desired spray volume per
hectare.

CHR/I/ADEL 200 SE was mixed with water and adjuvant asystent+ (0.1 I/ha) which was added to the
spray mixture. The target dose rate of the test item for the study was 0.2 I/ha of formulated product (FP)

per application, equivalent to 40 a.s./ha of acetamiprid. Applications were made at a target water volume
of 200-300 I/ha of mixture according to good agricultural practice.

Specimen collection:

131



CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC
Part B — Section 7 - Core Assessment
Applicant version

Page 132 /365

In harvest study trial (Harvest Study — HS), RAC specimens were collected following the

target schedule below:

Plot : Specimen Minimum Storage
number Spacimenid SANpEIgECEason type sample size Condition
U 20SGS15-01 1 1kg frozen
u 20SGS15-01 1R 1kg frozen
Grain
T 208GS15-01 2 1 kg frozen
T 20SGS15-01 2R 1kg frozen
§1=CH* —-
u 20SGS15-01 3 0,5 kg frozen
u 205GS15-01 3R 0.5 kg frozen
Straw
T 208GS15-01 4 0,5kg frozen
T 208GS15-01 4R 0,5kg frozen
*CH = Commercial Harvest -
RAC specimens were collected from the central parts of the plots.
Residues concentration detected in analysed field samples:
Residues
g o - Laboratory
Sample name Timing Matrix [mg/kg]
sample code acetamiprid
20SGS15-011 DPL/105/2020/01U <LOD
Grain
20SGS15-01 2 DPL/105/2020/02T <LOD
S1=CH*
20SGS15-01 3 DPL/105/2020/03U <LOD
Straw
20SGS15-01 4 DPL/105/2020/04T <LOQ I

*CH — Commercial Harvest
Residues are not corrected for procedural recoveries;
Calculation based on unrounded values, LOD = 0.003 mg/kg, LOQ = 0.01 mg/kg
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Blank and fortification samples:

Quality control samples (grain}

Sample Name

Result [mg/kg]

Recovery [%]

sample blank.led <LOD -
PK1 0,010 mg-kg.lcd 0.0089 89.1
PK1 0,10 mg-kg.lcd 0.10 100.8
PK2 0,010 mg-kg.lcd 0.0090 90.2
PK2 0,10 mg-kg.lcd 0.11 106.6

LOD = 0.003 mg/kg, LOQ = 0.010 mg/kg

Quality control samples (straw)

Sample Name

Result [mg/kg]

Recovery [%]

sample blank.lcd <LOD -
PK1 0,010 mg-kg.lcd 0.0088 88.8
PK1 0,10 mg-kg.lcd 0.10 99.7
PK2 0,010 mg-kg.lcd 0.0088 88.1
PK2 0,10 mg-kg.led 0.11 107.6

LOD = 0.003 mg/kg, LOQ = 0.010 mg/kg

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 (SANCQO/825/00, rev. 8.1. and SANCO/3029/99 rev. 4 ) and is applicable as
enforcement and data generation method for determination of acetamiprid in winter wheat after two
applications of CHR/I/ACE 200 SE. Residues of active ingridients acetamiprid were not detectable

(<LOD) in any of the untreated samples.

133



CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC Page 134 /365
Part B — Section 7 - Core Assessment
Applicant version

A2131.2 Study 2

Comments of ZRMS: |One trial was established in Germany in 2020. Two applications were performed
on the treated plots at the target dose rate of 0.2 I/ha CHR/I/ACE 200 SE
(equivalent to 40 g acetamiprid /ha) + 0.1 I/ha Asystent+ in BBCH 75 (first
application) and BBCH 83 (second application). Specimen extraction and
determination of residues of acetamiprid were performed according to the multi-
residue QUEChERS method. Quantification was performed by use of LC-MS/MS
detection (extracts were analysed on the same day after extraction procedure). The
limit of detection (LOD) and quantification (LOQ) of the analytical method for,
wheat was 0.003 mg/kg and 0.01 mg/kg respectively.

Grain, straw and whole plant samples of treated and untreated wheat from the
field trials were analysed for residues of acetamiprid. In the decline studies,
residues in grain were below the LOQ of 0.01 mg/kg and 0.29 mg/kg in straw. No
residues above the LOD were detected in any of the untreated specimens.

The study was performed with a different formulation (SE formulation instead off
SC proposed in the intended GAP), two applications instead of one and with the
addition of an adjuvant.

Reference: KCA 6.3

Report Magnitude of the residue of acetamiprid in Winter wheat (Raw Agricultural
Commodity) after two applications of CHR/I/ACE 200 SE with Asystent+
(adjuvant) — one decline curve trial in Germany — 2020. Tomasz Peda, 2021,
20SGS13

Guideline(s): OECD Guidline Document 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

Materials and Method:

Field trial was established on representative for winter wheat production, grown in a typical way in the
test countries. Trial consisted of one untreated plot U and one treated plot T. Plots were of sufficient size
to generate the desired specimen quantities. For untreated and treated plots they consisted of minimum
45m? for decline curve trial. Around the treated and untreated plots a buffer zone (zone where no
forbidden products are applied) of at least 10m was set up. The untreated plot was separated by a buffer
zone of at least 10 m from treated plot.

The application equipment consisted of boom sprayer.
The foliar applications closely simulated commercial-type treatments.
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Calibrations of the spray equipment at the trial site were accomplished by using the volume/time method
for liquid applications.

Before each application, the spray equipment and the sprayer speed were calibrated to deliver an average
volume of spray mixture per unit time at a given pressure resulting in the desired spray volume per
hectare.

CHR/I/ADEL 200 SE was mixed with water and adjuvant asystent+ (0.1 I/ha) which was added to the
spray mixture. The target dose rate of the test item for the study was 0.2 I/ha of formulated product (FP)
per application, equivalent to 40 a.s./ha of acetamiprid. Applications were made at a target water volume
of 200-300 I/ha of mixture according to good agricultural practice.
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Specimen collection:

Plot " " . Specimen Minimum Storage
number Specimen il Sampling occasion type sample size Condition
U 2058GS13-01 1 12 units, 0,5 kg frozen
u 205GS13-01 1R s R %ole plant 12 units, 0,5 kg frozen
T 20SGS13-01 2 without root | 42 ynits, 0,5 kg frozen
T 208GS13-01 2R 12 units, 0,5 kg frozen
i 3 208GS13-01 3 12 units, 0,5 kg frozen
T 20SGS13-01 3R wildoutreot | 12 units, 0,6 kg frozen
T 208GS813-01 4 12 units, 0,5 kg frozen
$3 = 14(21) DALA* Mﬁ'e i
T 20SGS13-01 4R without root | 43 ynits, 0,5 kg frozen
T 205GS13-01 5 12 units, 0,5 kg frozen
S4 = 21(+1) DALA* ‘"Tr?"" lp'a;':
T 20SGS13-01 5R WHEIREES 12 units, 0,5 kg frozen
U 205GS13-01 6 1kg frozen
u 20SGS13-01 6R 1kg frozen
Grain
T 20SGS13-01 7 1kg frozen
T 205GS13-01 7R 1kg frozen
S5=CH"
u 20SGS13-01 8 0,5 kg frozen
U 20SGS13-01 8R 0.5kg frozen
Straw
T 205GS13-01 9 0,5kg frozen
T 208GS13-01 9R 0,5 kg frozen
*CH - Commercial Harvest
*DALA - Days After Last Application
RAC specimens were ¢ellected from the central parts of the plots
Residues concentration detected in analysed field samples:
Residues
Sample name Timing Matrix Laboratory sample [mglkg]
code :
acetamiprid
20SGS13-01 1 G DPL/103/2020/01U <LOD
$1=0DALA* | ;r’“e
20SGS13-012 P DPL/103/2020/02T 1,0
20SGS13-01 3 S2 = 7(+1) DALA* ”gg?f'f DPL/103/2020/03T 0,30
20SGS13-014 | S3=14(t1) DALA* '""p"l';i‘f DPL/103/2020/04T 0.15
20SGS13-015 S4 = 21(x1) DALA* ":I';‘r’]‘f DPL/103/2020/05T 0417
20SGS13-016 DPL/103/2020/06U <LOD
Grain
20SGS13-01 7 DPL/103/2020/07T <Loq
S5 = CH*
20SGS13-018 DPL/103/2020/08U <LOD
Straw
20SGS13-019 DPL/103/2020/09T 0,29

*DALA - Days After 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 mg/kg
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PYRIFOS ADE 280 SC

Blank and fortification samples:

Quality control samples (grain)

Sample Name Result [mglkg) Recovery [Ya]
sample blank. lcd =LOD -
PK1 0,010 mg-kg.led 0 IDUB;; 891
PK1 0,10 mg-kg.lcd 0.10 100.8
PK2 0,010 mg-kg.lcd 0.0090 0.2
PK2 0,10 mg-kg.lcd 0.11 106.6 i

LOD = 0.003 mgikg, LOQ = 0.010 mg/kg

Quality control samples (whale

plant without root)

Sample Name ;;n;[mg!kg] Recovery [%:]
sample blank.lcd < LOD -
P-b.(l 0,010 mg-kg lcd 0.0097 96.8
PE1 0,10 mg-kg.lcd 0.11 107.5
PK2 0,010 mg-kg.led 0.0097 87.5
PK2 0,10 mg-kg.lcd II} 11 107.3

LOD = 0.003 mg/kg, LOQ = 0.010 mgkg

Quality control samples (straw)

LUL = 0,003 mgikg, LOG = 0.010 mgikg

Conclusion:

Sample Name Result [mg/kg] | Recovery [%]
sample blank.lcd = LoD -
. PK1 0,010 mg-;.lcd 0.0088 88.8
PK1 0,10 mg-kg.led 0.10 99.7
PK2 0,010 mg-kg.lcd 0.0088 BE.1
_ - -PKI 0,10 mg-kg.lcd 0.11 1&!?.5
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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
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enforcement and data generation method for determination of acetamiprid in winter wheat after two
applications of CHR/I/ACE 200 SE.

A213.13 Study 3

Comments of ZRMS: |One trial was established in Poland in 2020. Two applications were performed on
the treated plots at the target dose rate of 0.2 I/ha CHR/I/ACE 200 SE (equivalent
to 40 g acetamiprid /ha) + 0.1 I/ha Asystent+ in BBCH 75 (first application) and
BBCH 77 (second application). Specimen extraction and determination of]
residues of acetamiprid were performed according to the multi-residue
QUEChERS method. Quantification was performed by use of LC-MS/MS
detection (extracts were analysed on the same day after extraction procedure). The
limit of detection (LOD) and quantification (LOQ) of the analytical method for
wheat was 0.003 mg/kg and 0.01 mg/kg respectively.

Grain, straw and whole plant samples of treated and untreated wheat from the
field trials were analysed for residues of acetamiprid. Residues in grain were
below the LOD and at the level of 0.047 mg/kg in straw. No residues above the
LOD were detected in any of the untreated specimens.

The study was performed with a different formulation (SE formulation instead of|
SC proposed in the intended GAP), two applications instead of one and with the
addition of an adjuvant.

Reference: KCA 6.3

Report Magnitude of the residue of acetamiprid in Winter wheat (Raw Agricultural
Commodity) after two applications of CHR/I/ACE 200 SE with Asystent+
(adjuvant) — one decline curve trial in Poland — 2020. Tomasz Peda, 2021,
20SGS12

Guideline(s): OECD Guidline Document for the testing of chemicals on Crop Field Trial
(TG 509 published in September 2009)
SANCO/825/00, rev. 8.1; 16/11/2010
SANCO/3029/99, rev. 4; 11/07/2000

Deviations: No
GLP: Yes
Acceptability: Yes

Materials and Methods:

Field trial was established on representative for winter wheat production, grown in a typical way in the
test countries. Trial consisted of one untreated plot U and one treated plot T. Plots were of sufficient size
to generate the desired specimen quantities. For untreated and treated plots they consisted of minimum
45m? for decline curve trial. Around the treated and untreated plots a buffer zone (zone where no
forbidden products are applied) of at least 10m was set up. The untreated plot was separated by a buffer
zone of at least 10 m from treated plot.

The application equipment consisted of boom sprayer.
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The foliar applications closely simulated commercial-type treatments.

Calibrations of the spray equipment at the trial site were accomplished by using the volume/time method
for liquid applications.

Before each application, the spray equipment and the sprayer speed were calibrated to deliver an average
volume of spray mixture per unit time at a given pressure resulting in the desired spray volume per
hectare.

CHR/I/ADEL 200 SE was mixed with water and adjuvant asystent+ (0.1 I/ha) which was added to the
spray mixture. The target dose rate of the test item for the study was 0.2 I/ha of formulated product (FP)
per application, equivalent to 40 a.s./ha of acetamiprid. Applications were made at a target water volume
of 200-300 I/ha of mixture according to good agricultural practice.

139



CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC Page 140 /365
Part B — Section 7 - Core Assessment
Applicant version
Specimen Collection:
Plot . . : Specimen Minimum Storage
number Spstiwsn d Sy (g st type sample size Condition
u 205GS512-01 1 12 units, 0,5 kg frozen
u 20681201 | 1R S1-0DALar | Whole plant | 12 units, 0.5 kg frozen
T 205GS12-01 2 without root | 4 ynits, 0,5 kg frozen
T 205GS12-01 2R 12 units, 0,5 kg frozen
T 205GS12-01 3 12 units, 0,5 kg frozen
$2=7(+1) DALA® | "hole plant
T 20SGS12-01 3R WIthOUt root | 42 ynits, 0,5 kg frozen
T 205GS12-01 4 12 units, 0,5 kg frozen
$3=14(21) DALA® | |[o'e Plant
T 20SGS12-01 4R WIOUT root | 12 units, 0,5 kg frozen
T 205GS12-01 5 12 units, 0,5 kg frozen
S4 = 21(x1) DALA* W:‘t:"et"m
T 20SGS12-01 5R NTIETIE 12 units, 0,5 kg frozen
u 205GS12-01 6 1kg frozen
u 208GS512-01 6R 1kg frozen
Grain
T 208GS12-01 7 1kg frozen
T 208GS12-01 7R 1kg frozen
85=CH* —
u 208GS12-01 8 0,5 kg frozen
U 205GS12-01 8R 0,5 kg frozen
Straw
T 205GS12-01 9 0,5 kg frozen
T 2056812-01 9RrR 0,5kg frozen

*CH - Commercial Harvest
*DALA — Days After Last Application
RAC specimens were collected from the central parts of the plots.
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Residues concentration detected in analysed field samples:
Plot . . : Specimen Minimum Storage
number Spstiwsn d Sy (g st type sample size Condition
U 205GS512-01 1 12 units, 0,5 kg frozen
u 20681201 | 1R S1-0DALar | Whole plant | 12 units, 0.5 kg frozen
T 205GS12-01 2 without root | 4 ynits, 0,5 kg frozen
T 205GS12-01 2R 12 units, 0,5 kg frozen
T 205GS12-01 3 - a Whole plant 12 units, 0,5 kg frozen
52 = 7(+1) DALA without root
T 205GS12-01 3R 12 units, 0,5 kg frozen
T 205GS12-01 4 12 units, 0,5 kg frozen
$3=14(21) DALA® | |[o'e Plant .
T 205GS12-01 4R 12 units, 0,5 kg frozen
T 205GS12-01 5 12 units, 0,5 kg frozen
S4=21(21) DALA* | [hoe Plant :
T 205GS12-01 5R 12 units, 0,5 kg frozen
u 205GS12-01 6 1kg frozen
u 208GS512-01 6R 1kg frozen
Grain -
T 20SGS12-01 7 1kg frozen
T 208GS12-01 7R 1kg frozen
u 208GS12-01 8 0,5 kg frozen
u 205GS12-01 8R 0,5 kg frozen
Straw
T 205GS12-01 9 0,5 kg frozen
T 205GS12-01 9rR 0,5kg frozen
*CH — Commercial Harvest
*DALA - Days After Last Application
RAC specimens were collected from the central parts of the plots.
Blank and fortification samples:
Quality control samples (grain)
Sample Name Result [mg/kg] | Recovery [%]
sample blank.lcd <LOD -
PK1 0,010 mg-kg.lcd 0.0089 89.1
PK1 0,10 mg-kg.led 0.10 100.8
PK2 0,010 mg-kg.lcd 0.0090 80.2
PK2 0,10 mg-kg.lcd 0.1 106.6

LOD = 0.003 mg/kg, LOQ = 0.010 ma/kg
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Quality control samples (whole plant without root)

Sample Name Result [mglkg] | Recovery [%)]
sample blank.lcd <LOD -
PK1 0,010 mg-kg.lcd 0.0097 86.8
PK1 0,10 mg-kg.lcd 0.11 107.5
PK2 0,010 mg-kg.lcd 0.0097 9?5
PK2 0,10 mg-kg.lcd 0.11 107.3

LOD = 0.003 mg/kg, LOG = 0.010 mg/kg

Quality control samples (straw)

Sample Name

Result [mg/kg]

Recovery [%]

sample blank.lcd <LOD -
PK1 0,010 mg-kg.lcd 0.0088 88.8
PK1 0,10 mg-kg.lcd 0.10 89.7
PK2 0,010 mg-kg.lcd 0.0088 88.1
PK2 0,10 mg-kg.lcd 0.1 107.6

LOD = 0.003 mg/kg, LOQ = 0.010 mg/kg

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 acetamiprid in winter wheat after two

applications of CHR/I/ACE 200 SE.
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A21314 Study 4

Comments of zZRMS: |One trial was established in Hungary in 2021. Two applications were performed
on the treated plots at the target dose rate of 0.2 I/ha CHR/I/ACE 200 SE
(equivalent to 40 g acetamiprid /ha) + 0.1 I/ha Asystent+ in BBCH 75 (first
application) and BBCH 77 (second application). Specimen extraction and
determination of residues of acetamiprid were performed according to the multi-
residue QUEChERS method. Quantification was performed by use of LC-MS/MS
detection (extracts were analysed on the same day after extraction procedure). The
limit of detection (LOD) and quantification (LOQ) of the analytical method for,
wheat was 0.003 mg/kg and 0.01 mg/kg respectively.

Grain, straw and whole plant samples of treated and untreated wheat from the
field trials were analysed for residues of acetamiprid. Residues in grain were
below the LOD and at the level of 0.52 mg/kg in straw. No residues above the
LOD were detected in any of the untreated specimens.

The study was performed with a different formulation (SE formulation instead off
SC proposed in the intended GAP), two applications instead of one and with the
addition of an adjuvant.

The study results for grain were used in the evaluation. Max. storage interval
between sampling and analysis: about 3 months. Stability studies cover 149 days
for grains.

Grain: 1 x <0.003 mg/kg

Reference: KCA 6.3

Report Magnitude of the residue of acetamiprid in Winter wheat (Raw Agricultural
Commodity) after two applications of CHR/I/ACE 200 SE with Asystent+
(adjuvant) — one harvest study in Hungary — 2021. K. Wanczyk, 2021,
20SGS33

Guideline(s): OECD Guidline Document for the testing of chemicals on Crop Field Trial
(TG 509 published in September 2009)
SANTE/2020/12830 rev.1, 24/02/2021

Deviations: No
GLP: Yes
Acceptability: Yes

Materials and Methods:

One harvest trial (HS) was established in Hungary. Trial consisted of one untreated plot U and one treated
plot T.

Environmental conditions did not alter the normal growth, development and maturity of the crop at the
trial sites to such a degree as to have negative impact on the integrity and validity of this study.

Two typical for insecticide applications were performed in trial with boom sprayer on the treated plots at
the target dose rate of 0.2 1/ha (CHR/I/ACE 200 SE) + 0.1 1/ha (Asystent+). For the test item
CHR/I/ACE 200 SE the reported dose rate was 0,207 L/ha and 0.202 L/ha. For adjuvant Asystent+ the
reported dose rate was 0.104 L/ha and 0.101 L/ha.

The target spray volume was 300 litres per hectare according to Good Agricultural Practices. The
reported spray volume was actually 310 1/ha and 303.3 1/ha.

Foliar applications were performed in BBCH 75 (first application) and BBCH 77 (second application).
The spray mixture volumes remaining after applications were measured and the volumes applied to the
treated plot were calculated to verify delivery rates. The calculations and the delivery rates were verified
by the Study Director.
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Deviations to the target rates were all between + 5% as requested in the study plan (actually it was +3,5 %
and +1 %).

In harvest trial (HS), RAC specimens for analyses (grain, straw) were collected at: S1 - Commercial
Harvest (grain, straw)

Quality control measures were taken to maintain specimen integrity and to avoid contamination at the
trial site.

RAC specimens were put in deep freezing conditions at a target temperature of s -180 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.

Table 1 Identification of the field trials
| Trial number Study | gy zone Country (region) | Trial site ‘I Zip code
L : e Ki | H-3387
| 21sGs3z01 | MS North Hungary (Heves) Maklar
Table2  Test system information
.
] owing |Row spacing spa?:?rtig Crop density
Trial number Crop Variety daie (cm) i (ha)
23072021 |
Winter 13/10/2020 15,4 | 1,18 5.500.000 seeds | 20.072021-2
215GS33- wheat ‘ Genius I

Specimen Collection:
Table 15 Sampling procedures and shipment of RAC specimens

L

Commercial Harvest Date

I

[
| | Starti . " Target
’7 Actual Minimum | Weight “:W‘E? Time | Conditions | 2 Shipment
Plot ctua Growth | Sampling Actual Matri ample specimen : during - age L
Specimen number sampling Stagel! event DALA atrix | sampl speciman| i | ISy mp.a
© date t 9 size (o) collection| G
I 1
I | | ! | 1kg 1123,81 13:45 l 19:40 | ambient =-18 16.08.2021
215GS33-01 1 ) |
u Grain
1kg 1203,24 13:45 19:40 ambient =-18
21SG833-01 1R “ | .
.07.2021 &9 S1
= l 0,5kg 538,56 13:45 ‘ 19:40 ambient =-18 16.08,2021
215G833-01 2 | y | |
Straw ‘ I
05kg 506,43 13:45 | 19:40 ambient =-18 -
|2 $GS33-01 2R | I
| |
| | ‘ <‘ 1kg 1109,17 15:20 | 19:44 ambient ‘ =-18 16.08.2021
218GS33-01 3 ‘
— T | Grain
| 1kg 107040 15:20 19:44 ambient <-18
215GS33-01 3R |
r— .07.2021 89 S1 30 T
® 0,5 kg 639,51 15:20 | 19:44 ambient <-18 16.08.2021
218GS33-01 4 o ;|
w
| ' 0,5 kg 561,40 15:20 | 19:44 | amblent <-18
215GS33-01 4R | | J

H See BBCH crop growth scale in appendix B ! )
E{% %E-‘I:y'—; p:;c;g:gsisc?m;mm‘;lpped %spﬂ?her part are spare specimens that wera retalned deep-frozen, unless required for analysis.

Residues concentration detected in analysed field samples:
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Table 10. Residue concentrations of acetamiprid detected in analyzed field samples {Study No..
215GS33, Trial No.: 215GS33-01 Harvest Study)

Sponsor's Sample number

. Type of Result
Timing sample . given by the

No identification commodity laboratory [mg/kal

$1 = Commercial

Harvest 215GS33.01 1 | wheat (grain) | DPL/03/2021/01U | <LOD

1781 = Commercial
S:::;;fmal 218GS33-012 | wheat (straw) DPL/03/2021/02U <LOD

S$1 = Commercial
Harvest

t.-)|l\‘.l|—t

218GS33-013 | wheat (grain) DPL/03/2021/03T < LOD

Harvest

51 = Commercial
4 mmerclal | 21sGs33-01 4 | wheat (straw) | DPLI03/2021/04T | 052

*DALA — Days After Last Application, *DELA- Days Before Last Application
Residues are nat corrected for procedural recoveries;
Calculation based on unrounded values, LOD = 0.003 mg/kg, LOQ = 0.010 maglkg
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Blank and fortification samples:

Grain

5 g of the homogenized untreated sample were weighed into a 50 ml centrifuge tube. Appropriate
active substance standard solution was added (see Table 2 for amounts a.nd section 6.2.6 for
information on solution preparation), and the sample was extracted as described in 6.2.2.

Table 2. Preparation of fortification and control samples {grain)

o Amount of standard solution | Amount of standard solution
Fortification level 1.1 added [ul] 1.2 added [yl]
Matrix blank -
PK 0.010 mg/kg (LOQ) . 50.0
|_ PK 0.10 malkg {10xLOQ) 50.0 - |

Straw

2 g of the homogenized untreated sample were weighed into a 50 ml centrifuge tube: Appropriate
active substance standard solution was added (see Table 3 for amourﬂs alnd section 6.2.6 for
information on solution preparation), and the sample was extracted as described in 6.2.2.

Table 3. Preparation of fortification and control samples (straw)

Arﬁount of standard solution | Amount of standard solution
Fortification level 1.4 added [pl] 1.2 added [ul]
Matrix blank - -
il 20.0
PK 0.010 mg/kg (LOQ) -
| PK 0.10 mg/kg (10xLOQ) 20.0 -

Extraction of all field samples (treated and untreated), as well as control and fortified sampk:? w-:lls
performed on 20.10.2021 (grain) and 22.10.2021 (straw) and after that the samples were directly
employed for LC-MS/MS analysis, that was started on the same day.

Conclusion:

The study was conducted using analytical method validated according to SANCO/825/00, rev. 0 and
SANCO/3029/99 guidelines. The limit of detection and quantification of the method was established at
0.003 and 0.010 mg/kg for wheat, respectively. The performance of the method during the analytical
study complies with SANTE/2020/12830 REV.1 criteria (accuracy in the range 70 -120%). There was no

interfering signals at retention time of analysed compound in examined control matrix.

146



CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC Page 147 /365
Part B — Section 7 - Core Assessment
Applicant version

A213.15 Study 5

Comments of zZRMS: |One trial was established in Poland in 2021. Two applications were performed on
the treated plots at the target dose rate of 0.2 I/ha CHR/I/ACE 200 SE (equivalent
to 40 g acetamiprid /ha) + 0.1 I/ha Asystent+ in BBCH 75 (first application) and
BBCH 77 (second application). Specimen extraction and determination off
residues of acetamiprid were performed according to the multi-residue
QUEChERS method. Quantification was performed by use of LC-MS/MS
detection (extracts were analysed on the same day after extraction procedure). The
limit of detection (LOD) and quantification (LOQ) of the analytical method for,
wheat was 0.003 mg/kg and 0.01 mg/kg respectively.

Grain, straw and whole plant samples of treated and untreated wheat from the
field trials were analysed for residues of acetamiprid. Residues in grain were
below the LOD and at the level of 0.066 mg/kg in straw. No residues above the
LOD were detected in any of the untreated specimens.

The study was performed with a different formulation (SE formulation instead off
SC proposed in the intended GAP), two applications instead of one and with the
addition of an adjuvant.

The study results for grain were used in the evaluation. Max. storage interval
between sampling and analysis: about 3 months. Stability studies cover 149 days
for grains.

Grain: 1 x <0.003 mg/kg

Reference: KCA 6.3

Report Magnitude of the residue of acetamiprid in Winter wheat (Raw Agricultural
Commodity) after two applications of CHR/I/ACE 200 SE with Asystent+
(adjuvant) — one semi decline curve study in Poland — 2021. K. Wanczyk,
2021, 20SGS32

Guideline(s): OECD Guidline Document for the testing of chemicals on Crop Field Trial
(TG 509 published in September 2009)
SANCO/825/00, rev. 8.1; 16/11/2010
SANCO/3029/99, rev. 4; 11/07/2000

Deviations: No
GLP: Yes
Acceptability: Yes

Materials and Methods:

One semi decline curve trial (SDCS) 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 sites to such a degree as to have negative impact on the integrity and validity of this study.

Two typical for insecticide applications were performed in 'trial with boom sprayer on the treated plots at
the target dose rate of 0/2 1/ha (CHR/I/ACE 200 SE) + 0, 1 1/ha (Asystent+). For the test item
CHR/I/ACE 200 SE the reported dose rate was 0202 1/ha and 01198 Vha. For adjuvant Asystent+ the
reported dose rate was 0, 101 1/ha and 0,099 1/ha The target spray volume was 300 litres per hectare
according to Good Agricultural Practices. The reported spray volume was actually 302,7 1/ha and 297,3
1/ha.  Foliar applications were performed in BBCH 75 (first application) and BBCH 77 (second
application). The spray mixture volumes remaining after applications were 'measured and the volumes
applied to the treated plot were calculated to verify delivery rates. The calculations and the delivery rates
were Verified by the Study Director.
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Deviations to the target rates were all between + 5% as requested in the study plan (actually it was +1 %
and -1,0 0/0). In semi decline curve trial (SDCS), RAC specimens for analyses (whole plants without
root, grain, straw) were collected at: Sl - O Days after application (whole plant without root)

S2 - Commercial Harvest (grain, straw)

Quality control measures were taken to maintain specimen integrity and to avoid contamination at the
trial site. RAC specimens were put in deep freezing conditions at a target temperature of s -180 C on the
day of sampling, within 12 hours after sampling. All specimens remained deep frozen during storage at
the test site, dufing shipment to The SGS Polska Sp. z 0. 0. Environmental Laboratory

Residues concentration detected in analysed field samples:

\ . \
. Actual . Minimum Weight Starting Ti iti | Target
Specimen Plot - Growth mpl . 9 ime | Conditions i
number | 10 | SAmRng | Gl | Svent © | DALA* | Matx | sample | specimen | MST | in | duing Siorage | Shipment
date size {g) cglrecll on freezer| transport emp;eeg ure date
2186832-01 1 Whole | 1.0kg 1156 7:21 9:24 s-18 5-18 15.08.2021
u 7 0 plantw/o | 12 units
218683201 1R foats :
07.07 2021 - s1 M21 721 9:24 =-18 £-18
2156S32-01 2 Whole | o, 1232 8:33 9:24 <-18 <-18 15.08.2021
T 77 0 |plantwio| .0 -
|
218683201 2R roots 1114 8:33 9:24 <-18 <-18
215Gs32-01 3 1116 16:03 18:47 =-18 =-18 15.09.2021
— u Grain 1.0 kg -
215GS32-01 3R 1076 1603 18:47 =-18 <-18 =
09.08.2021 89 33
215G532-01 4 518 16:31 16:47 <-18 =-18 15.09.2021
u Straw 0,5kg
2156532-01 4R 52 515 16:31 18:47 =-18 <-18
218GS32-01 5 T 1168 16:48 18:47 =-18 | =-18 15.09.2021
Grain 1.0 kg !
215G532-01 5R | 1048 16:48 18:47 =-18 | =-18
— 09.08.2021 89 33 ;
218G532-01 & T 533 17:12 18:47 =-18 =-18 15.08.2021
Straw 05kg [—
218GS32-01 6R 529 17:12 18:47 =-18 J =-18

(1) BBCH — according BBCH stage, See BBCH crop growth scale inappendix D,
{2) Only a part of the specimens were shipped. The other part are spare specimens that were retained deep-frozen, unless required for analysis.

Blank and fortification samples:
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Table 11. Quality control samples {grain)

Sample Name Result [mg/kg] | Recovery [%]
seeds matrix blank.lcd <LOD -
seeds PK1 0,01 mg-kg.lcd 0.010 101.3 |
seeds PK1 0,10 mg-kg.lcd 0.10 100.3
seeds PK2 0,01 mg-kg.lcd 0.010 104.1
seeds PK2 0,10 mg-kg.led 0.10 100.8
B seeds cal 100 ppb'.lcd 0.10 - ]

LOD = 0.003 mg/kg, LOQ = 0.010 mg/kg
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Table 12. Quality control samples (whole plant)
i [
Sample Name Result [mg/kg] | Recovery [%]
plant matrix blank.led < LOD - B
plant PK1 0,01 mg-kg.lcd 0.010 101.4
plant PK1 0,10 mg-kg.lcd 0.099 98.7
plant PK2 0,01 mg-kg.led 0.0098 97.9
B plant PK2 0,10 mg-kg.lcd 0.097 96.6
plant cal 100 ppb'.led 0.099 -
LOD = 0.003 mgfkg, LOQ = 0.010 mg/kg
Table 13. Quality control samples (straw)
Sample Name Result [mg/kg] | Recovery [%]
straw matrix blank.lcd <|LOD -
straw PK1 0,01 mg-kg.led 0.011 107.2
B straw PK1 0,10 mg-kg.lcd 0.1 L Eﬁ_ﬂ- R
- ;Lra:F‘KZ 0,01 mg-k;cd_ 0.011 108.4
straw PK2 0,10 mg-kg.led 0.11 105.5
straw cal 100 ppb'.lcd 0.095 -

LOD = 0.003 mg/kg, LOQ = 0.010 mglkg

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 (SANTE/2020/12830 Rev.1) ) and is applicable as enforcement and data

generation method for determination of acetamiprid in winter wheat after two applications of CHR/I/ACE
200 SE.
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ZRMS comments:

Comparison of intended and critical EU GAPs for deltamethrin:

(major use No 4, triticale)

Type of GAP Growth stage at last appl. Number of applications App. rate per treatment PHI (days)
(interval between appl.) (g a.s./ha)
Wheat (code 0500090)
cGAP EU n.a. 3 (14 days) 7.5 30
EFSA Journal 2015;13(11):4309
Intended GAP BBCH 37-75 1 4.8 n/a
(major use No 3, wheat)
Intended GAP BBCH 37-75 1 4.8 n/a

e

i

| 0040 ACE |
r

P P
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: 015 0.20 2

| Grain | <LOQ <LOD 84 -
Stability
studies for

| Straw 0.26 0.46 7] deltamethrin

cover storage
time

| 0.04L ACE |
r-_

Stability
studies for
deltamethrin
cover storage
time
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l
l
Grain <LOQ <LOQ Stability
studies for
deltamethrin
| Straw 0.086 0.10 cover storage
time
| Hungary | Winterwheat | 1-28/09/22 ' 19/06/2023 | Grain | <LOQ <LOD
oot N
= )

Stability
studies for
deltamethrin
cover storage
time
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Comments of zRMS: [Theistudyiis acceptea

One decline study trial was established in Poland in 2023. One application was
performed on the treated plots at the target dose rate of 0.16 I/ha CHR/I/ADEL|
280 SC (equivalent to 40 g acetamiprid /ha and 4.8 g/ha deltamethrin) in BBCH
79.

Acetamiprid

Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure). The limit of detection (LOD) and quantification (LOQ) off
the analytical method for wheat was 0.001 mg/kg for plant and grain, 0.0015
mg/kg for straw and 0.005 mg/kg for grain, plant and straw respectively.

Grain, straw and whole plant samples of treated and untreated wheat from the
field trials were analysed for residues of acetamiprid and acetamiprid-N-
desmethyl. Taken into account that the residue definition for monitoring and risk
assessment for all plant products was establish as acetamiprid only, the
acetamiprid results were used for further evaluation.

Residues in grain were 0.0053 mg/kg and 0.26 mg/kg in straw. No residues above
the LOD were detected in any of the untreated specimens. It should be noted that
the results indicated below by the Applicant differ slightly from the results
indicated in the study report, were only results below the LOQ are in the grain.

Deltamethrin

Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after,
extraction procedure). The limit of quantification (LOQ) of the analytical method
was 0.01 mg/kg for deltamethrin (cis-deltamethrin and its alpha-R-isomer and
trans-isomer) in wheat (plant, grain, strain). The limit of detection for
deltamethrin (cis-deltamethrin and its alpha-R-isomer and trans-isomer) in grain
and plant was 0.002 mg/kg and 0.0025 mg/kg for straw.

Residues in grain were below LOD and 0.46 mg/kg in straw. No residues above
the LOD were detected in any of the untreated specimens. Stability studies for
deltamethrin cover storage time.
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Result [mg'kg]
- - o
= o g ] s
o n El 2 =
. Tvne « Sample number q & o _3 B
No | Timing Sthlgci;;r-’.ale ﬂ-::m:fﬂzfty given by the E 2 2 2 g3 2
- - aboratory ga B B 3 =
a3 3 = : =4
Zz & 2 =
=z g 3 g
wheat (whole ) ) -
1 2356835011 | | e eot) | DPLT7202301U | <LoD | <toD | <toD [ <LoD | <Lop | <LoD <L0D
0 DALA
2 235Gs3s.012 | Wheatiwhole | pp) goppsypor | 0e2 | oois | 0o 012 | <LOD | <LOD 012
plant without root)
3 | 5DALA | 235GSas013 | Wheatlwhle | pp) oopnoapsr | 027 | 042 040 | o081 | <loa | <Lop 0.081
plant without root)
wheat (whole
4 | 7oA | 238635014 | i RCS | DPUTTR02304T | 0012 | 0011 | 0024 [ <loa | <o | <LoD <L0D
21(x1) wheat (whole
5 | DaLa | 2356835015 | e reot) | DPL7I2023005T | 015 | 0.10 0.28 019 | 0.014 | <LoQ 0.20
8 CH | 235GS35-016 | wheat (grain) | DPL/77/202306U | <LoD | <Lob | <Lop | <Lop | <Lob | <Lob <L0D
7 235G535017 |  wheat (straw) | DPL77R02307U | <top | <on | <o | <wop | <iop | <wop <LOD
8 235GS35.018 |  wheat (grain) | DPLF7/202308T | 00053 | noo7e | 0043 | <Lop | <Lop | <Lob <LOD
g 235GS35-018 |  wheat (straw) | DPLF7/202309T | 026 | o2 0.39 042 | 0024 | 0047 0.46

sum of acetamiprid and M-desmethyl-acetamiprid (IM-2-1), expressed as acetamiprid
JALA-Days After Las Application; CH-Commercial Harvest
Jesidues are not comected for procedural recoveries;

Zalculation based on unrounded values,

_0D = 0.001 mgfkg (grain, plant)’ 0.0015 (straw) for acetamiprid; = 0.001 mg/kg (grain, plant)’ 0.0015 (straw]} for acetamiprid-MN-desmethyl
-G = 0.005 mg'kg for acetamiprid: LOC= 0.005 mg/kg for acetamiprid-M-desmethyl; LOQ = 0.01 mgkg for sum of acetamiprid and acetamiprid-MN-desmethyl

-0D=0.002 mg'kg (grain, planty 0.0025 (straw). LOQ = 0.010 mg'kg for deltamethrin (cis-Deltamethrin and its alpha-R-isomer and trans-iscmer)

7.2

7211

WHEAT PLANT

Table 17. Quality control samples

Acetamiprid

Analysis of samples 25.01.2024 - acetamiprid and acetamiprid-N-desmthyl in wheat plant:

Sample Hame

Result [mgkg]

Recovery [%]

plant sample blank. lcd =LOD -
plant PK1 0,005 mg-kg.led 0.0050 993
plant PK1 0,05 mg-kg_lcd 0.052 103.5
plant PK2 0,005 mg-kg_led 0.0052 104.5
plant PK2 0,05 mag-kg_lcd 0.053 106.4

LOD =0.001 mg'kg, LOG = 0.005 mgikg

157



CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC
Part B — Section 7 - Core Assessment

Applicant version

Page 158 /365

Acetamiprid-N-desmethyl

Table 18. Quality control samples

Sample Name Result [mg/kg] Recovery [%o]
plant sample blank.lcd =LOD -
plant PK1 0,005 mg-kg.led 0.0045 §9.2
plant PK1 0,05 mg-kg.lcd 0.050 100.4
plant PK2 0,005 mg-kg.lcd 0.0040 79.8
plant PK2 0,05 mg-kg.lcd 0.049 98.1

LOD = 0.001

7212 Analysis of samples 25.01.2024 — Deltamethrin (cis-Deltamethrin and its alpha-R-isomer and trans-

mg'kg. LOGQ = 0.005 mg/kg

isomer) in wheat plant:

Cis - Deltamethrin

Table 19. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
plant, sample blank =LOD -
plant, PK1 0,010 mg-kg 0.0098 98.3
plant, PK1 0,10 mg-kg 0.10 103.2
plant, PK2 0,010 mg-kg 0.0095 94.9
plant, PK2 0,10 mg-kg 0.10 999

LOD = 0.002 mg'kg. LOQ = 0.010 mo/kg
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Deltamethrin trans isomer

Table 20. Quality control samples

Sample Mame Rezult [mg/kg] Recovery [%]
plant, sample blank <LOD -
plant, PK1 0,010 mg-kg 0.0097 96.9
plant, PK1 0,10 mg-kg 010 103.1
plant, PK2 0,010 mg-kg 0.0095 95.3
plant, PK2 0,10 mg-kg 0.098 98.1
LOD = 0.002 mgfkg, LOG = 0.010 mg/kg
Deltamethrin alpha R isomer
Table 21. Quality control samples
Sample Mame Rezult [mg/kg] Recovery [%]
plant, sample blank <LOD -
plant, PK1 0,010 mg-kg 0.0094 94 1
plant, PK1 0,10 mg-kg 0.096 96.3
plant, PK2 0,010 mg-kg 0.010 103.9
0.094 936

plant, PK2 0,10 mg-kg

LOD = 0.002 mg'kg. LOG = 0.010 mo/kg
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7.2.2 WHEAT GRAIN

7221 Analysis of samples 26.01.2024 — acetamiprid and acetamiprid-N-desmthyl in wheat grain:

Acetamiprid

Table 22. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
grain sample blank_lcd <LOD -
grain PK1 0,005 mg-kg.lcd 0.0045 85,9
grain PK1 0,05 mg-kg led 0.051 102.4
grain PK2 0,005 mg-kg.led 0.0053 105.4
grain PK2 0,05 mg-kg led 0.051 1026
LOD = 0.001 mglkg. LOG = 0.005 mg/kg
Acetamiprid-N-desmethyl
Table 23. Quality control samples
Sample Name Rezult [mg/kg] Recovery [%]
grain sample blank_lcd <LOD -
grain PK1 0,005 mg-kg_led 0.0046 916
grain PK1 0,05 mg-kg.lcd 0.054 107.6
grain PK2 0,005 mg-kg.lcd 0.0047 4.1
0.052 104.0

grain PK2 0,05 mg-kg.led

LOD = 0.001 mg'kg. LOG = 0.005 mo/kg
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Cis - Deltamethrin

Table 24. Quality control samples

Sample Name

Result [mg/kg]

BCOV

ery [%u]

grain, sample blank <L oD -
grain, PK1 0,010 mg-kg 0.010 99.9
grain, PK1 0,10 mg-kg 010 101.6
grain, PK2 0,010 mg-kg 0.011 107.7
grain, PK2 0,10 mg-kg 0.10 103.7
LOD = 0.002 mgfkg, LOG = 0.010 mg/kg
Deltamethrin trans isomer
Table 25. Quality control samples
Sample Name Result [mg/kg] ecovery [%]
grain, sample blank =L oD -
grain, PK1 0,010 mg-kg 0.010 105.0
grain, PK1 0,10 mg-kg 010 102.1
grain, PK2 0,010 mg-kg 0.011 107.2
grain, PK2 0,10 mg-kg 0.11 105.5

LOD = 0.002 mg/kg. LOG = 0.010 mg/kg
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Deltamethrin alpha R isomer

Table 26. Quality control samples

Sample Name Result [mgfkal Recovery [%]
grain, sample blank =LOD -
grain, PK1 0,010 mg-kg 0.010 1006
grain, PK1 0,10 mg-kg 0.10 101.5
grain, PK2 0,010 mg-kg 0.012 116.9
grain, PK2 0,10 mg-kg 0.11 1091

LOD = 0.002 mglkg. LOG = 0.010 mg/kg

Analysis of samples 26.01.2024 — acetamiprid and acetamiprid-N-desmthyl in wheat straw:

Acetamiprid

Table 27. Quality control samples

Sample Name Result [mgfkag] Recovery [%]
siraw sample blank_lcd =L0OD -
straw PK1 0,005 mg-kg.led 0.0050 100.0
straw PK1 0,05 mg-kg.lcd 0.046 92.3
sfraw PK2 0,005 mg-kg.led 0.004& 551
straw PK2 0,05 mg-kg.lcd 0.052 103.9

LOD = 0.0015 mg/kg, LOG = 0,005 mg'kg
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Acetamiprid-N-desmethyl

Table 28. Quality control samples

Sample Hame Result [mg/kag] Recovery [Yo]
straw sample blank lcd =L0OD -
straw PK1 0,005 mg-kg.lcd 0.0054 108.0
siraw PK1 0,05 mg-kg.led 0.045 96.9
straw PK2 0,005 mg-kg.lcd 0.0059 177
straw PK2 0,05 mg-kg.led 0.050 100.9

LOD = 0.0015 mg/kg. LOG = 0.005 mg/kg

1.2 Analysis of samples 26.01.2024 — Deltamethrin (cis-Deltamethrin and its alpha-R-isomer and trans-

isomer):

Cis - Deltamethrin

Table 23. Quality control samples

Sample Hame Result [mg/kg] Recovery [%]
straw, sample blank <LOD -
straw, PK1 0,010 mg-kg 0.0088 8749
siraw, PK1 0,10 mg-kg 0.10 100.0
straw, PK2 0,010 mg-kg 0.0089 9.0
siraw, PK2 0,10 mg-kg 0.10 102.2

LOD = 0.0025 mg/kg, LOC = 0.010 mg'kg
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Deltamethrin trans isomer

Table 30. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
straw, sample blank =LOD -
straw, PK1 0,010 mg-kg 0.0088 BT.7T
straw, PK1 0,10 mg-kg 0.10 9.8
straw, PK2 0,010 mg-kg 0.0090 801
straw, PK2 0,10 mg-kg 0.098 992

LOD = 0.0025 mg/kg. LOQ = 0.010 mg/kg

Deltamethrin alpha R isomer

Table 31. Quality control samples

Sample Name Result [mg/kg] Recovery [%:]
straw, sample blank =LOD -
straw, PK1 0,010 mg-kg 0.011 106.4
straw, PK1 0,10 mg-kg 0.11 106.9
straw, PK2 0,010 mg-kg 0.011 108.8
straw, PK2 0,10 mg-kg 0.12 1157

LOD = 0.0025 mg/kg. LOG = 0.010 mglkg
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Comments of zRMS: [Theistudyiis acceptea

One trial was established in Northern France in 2023. One application was
performed on the treated plots at the target dose rate of 0.16 I/ha CHR/I/ADEL,|
280 SC (equivalent to 40 g acetamiprid /ha and 4.8 g/ha deltamethrin) in BBCH
77-79.

Acetamiprid

Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure). The limit of detection (LOD) and quantification (LOQ) off
the analytical method for wheat was 0.001 mg/kg for plant and grain, 0.0015
mg/kg for straw and 0.005 mg/kg for grain, plant and straw respectively.

Grain, straw and whole plant samples of treated and untreated wheat from the
field trials were analysed for residues of acetamiprid and acetamiprid-N-
desmethyl. Taken into account that the residue definition for monitoring and risk
assessment for all plant products was establish as acetamiprid only, the
acetamiprid results were used for further evaluation.

Residues in grain were below LOQ and were at the level of 0.1 mg/kg in straw.
No residues above the LOD were detected in any of the untreated specimens.

Deltamethrin

Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure). The limit of quantification (LOQ) of the analytical method
was 0.01 mg/kg for deltamethrin (cis-deltamethrin and its alpha-R-isomer and
trans-isomer) in wheat (plant, grain, strain). The limit of detection for
deltamethrin (cis-deltamethrin and its alpha-R-isomer and trans-isomer) in grain
and plant was 0.002 mg/kg and 0.0025 mg/kg for straw.

Residues in grain were below LOD and 0.15 mg/kg in straw. No residues above
the LOD were detected in any of the untreated specimens.

Stability studies for deltamethrin cover storage time.
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Result [mg/kg]
= w 2 O 3 Za % )
Sampl b = 22 238 i z 328
. Study sample . , ample number g & & SaEH % & e =43
Mo Timing identification Type of commaodity given by th.r: o § 3 33 3c F & cg¥sa
laboratory ] a5 (8533 | 3 & 22582
g |23 |g2zs| & | 3 3=%33
= “z |F£8% 4 S Sp5E
: Ta 5 3 V2§
1 2355G537-011 wheat (grain) DPL/MD42023/01U <LoD =L0OD =LOD =L0OD =LOD =L0OD =LOoD
2 BECH 82/ 235G537-012 wheat (straw) DPLM04/2023/02U <LoD =LOD =LOD =LOD =LOD =LOD =LOD
CH
3 235G537-013 wheat (grain) DFLA04/2023/03T L0 =LOQ =L0a <LOD <=LOD <LOD <L LoD
4 235G537-014 wheat (straw) DPLAM04/2023/04T 0.10 0.050 0.15 D.13 D.013 0.011 0.15

“sum of acetamiprid and M-desmethyl-acetamiprid (IM-2-1), expressed as acetamiprid
DALA-Days After Las Application; CH-Commercial Harvest
Residues are not commected for procedural recoveres;
Calculation based on unrcunded values,

LOD = 0.001 mg'kg (grain)' 0.0015 (straw) for acetamiprid: LOD = 0.001 mg/kg (grain) 0.0015 (straw) for acetamiprid-M-desmethyl

Lo = 0.005 mg'kg for acetamiprid; LOQ = 0.005 mg'kg for acetamiprid-M-desmethyl; LOQ = 0.01 mg'kg for sum of acetamiprid and acetamiprid-N-desmethyl
LOD= 0.002 mg'kg (grain) 0.0025 (straw), LOQ = 0.010 mg/kg for deltamethrin (cis-Deltamethrin and its alpha-R-isomer and trans-isomer)

WHEAT GRAIN

721

7211

Analysis of samples 26.01.2024 — acetamiprd and acetamiprid-N-desmethyl in wheat grain:

Acetamiprid

Table 17. Quality control samples

Sample Hame Result [mgikg] Recovery [%o]
grain sample blank. led =LO0 -
grain PK1 0,005 mg-kg.led 0.0048 959
grain PK1 0,05 mg-kg.led 0.051 102.4
grain PK2 0,005 mg-kg.led 0.0053 105.4
grain PK2 0,05 mg-kg_lcd 0.051 102.6

LOD = 0.001 mg'kg, LOQ = 0.005 mg/kg
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Acetamiprid-N-desmethyl

Table 18. Quality control samples

Sample Name Result [mg'kg] Recovery [%]
grain sample blank_lcd =La0 -
grain PK1 0,005 mg-kg.led 0.0046 916
grain PK1 0,05 mg-kg.lcd 0.054 107.6
grain PK2 0,005 mg-kg.led 0.0047 94 1
grain PK2 0,05 mg-kg.led 0.052 104.0

LOD = 0.001 mgfkg, LOG = 0.005 mgikg

2 Analyszis of samples 26.01.2024 — Deltamethrin (cis-Deltamethrin and its alpha-R-isomer and
trans-izomer) in wheat grain:

Cis - Deltamethrin

Table 19. Quality control samples

Sample Name Result [mg/kg] Recovery [%]
grain, sample blank =La0b -
grain, PK1 0,010 mg-kg 0.010 99.9
grain, PK1 0,10 mg-kg 0.10 101.6
grain, PK2 0,010 mg-kg 0.011 107.7
grain, PK2 0,10 mg-kg 0.10 103.7

LOD = 0.002 mg'kg. LOG = 0.01 mg/kg
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Deltamethrin trans isomer

Table 20. Guality control samples

Sample Name Rezult [mg/kg] Recovery [%]
grain, sample blank =LOD -
grain, PK1 0,010 mg-kg 0.010 105.0
grain, PK1 0,10 mg-kg 0.10 1021
grain, PK2 0,010 mg-kg 0.011 107.2
grain, PK2 0,10 mg-kg 0.11 105.5
LOD = 0.002 mgfkg. LOQ = 0.01 mg/kg
Deltamethrin alpha R isomer
Table 21. Quality control samples
Sample Name Reszult [mgikg] Recovery [%]
grain, sample blank =LaD -
grain, PK1 0,010 mg-kg 0.010 100.6
grain, PK1 0,10 mg-kg 0.10 101.5
grain, PK2 0,010 mg-kg 0.012 116.9
grain, PK2 0,10 mg-kg 0.11 108.1

LOD = 0.002 mg'kg. LOG = 0.01 mg/kg
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7.2.2 WHEAT STRAW

7.2.21 Analysiz of samples 26.01.2024 - acetamiprd and acetamiprid-N-desmthyl in wheat straw:

Acetamiprid

Table 22. Quality control samples

Sample Name Result [mg/kg] Recovery [%o]
straw sample blank. lcd =L.OD -
straw PK1 0,005 mg-kg.led 0.0050 100.0
straw PK1 0,05 mg-kg.led 0.046 923
straw PK2 0,005 mg-kg_.lcd 0.0048 951
straw PK2 0,05 mg-kg.lcd 0.052 103.9

LOD = 0.0015 mg/kg, LOG = 0.005 mg/kg

Acetamiprid-N-desmethyl

Table 23. Quality control samples

Sample HName Result [mg/kg] Recovery [%]
straw sample blank. lcd =L.OD -
straw PK1 0,005 mg-kg.lcd 0.0054 108.0
straw PK1 0,05 mg-kg.lcd 0.048 96.9
straw PK2 0,005 mg-kg_ led 0.0059 117.7
straw PK2 0,05 mg-kg.lcd 0.050 100.9

LOD = 0.0015 mgikg, LOG = 0.005 mglkg
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Cis - Deltamethrin

Table 24. Quality control samples

Sample Hame Result [mglkg] Recovery [Yo]
straw, sample blank =L 00 -
straw, PK1 0,010 mg-kg 0.0088 ara
straw, PK1 0,10 mg-kg 0.10 100.0
straw, PE2 0,010 mg-kg 0.0089 89.0
straw, PE2 0,10 mg-kg 0.10 102.2
LoD = 0.0025 mg/kg, LOGQ = 0.01 mgikg
Deltamethrin trans isomer
Table 25. Quality control samples
Sample Name Result [mglkg] Recovery [%o]
straw, sample blank =LOD -
straw, PK1 0,010 mg-kg 0.0088 ar.7
astraw, PK1 0,10 mg-kg 0.10 99.8
straw, PK.2 0,010 mg-kg 0.0090 90.1
straw, PK2 0,10 mg-kg 0.099 992
LOD = 0.0025 mg/kg, LOQ = 0.01 mgikg
Table 26. Guality control samples
Sample Hame Result [mg'kg] Recovery [%]
siraw, sample blank <LaD -
straw, PK1 0,010 mg-kg 0.011 106.4
straw, PK1 0,10 mg-kg 0.11 106.9
straw, PE2 0,010 mg-kg 0.011 10&8.8
straw, PK2 0,10 mg-kg 0.12 1157

LOD = 0.0025 mg/kg, LOGQ = 0.01 mgikg
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Comments of ZRMS: [THeISIUGYAIS aceepteds

One decline study trial was established in Germany in 2023. One application was
performed on the treated plots at the target dose rate of 0.16 I/ha CHR/I/ADEL
280 SC (equivalent to 40 g acetamiprid /ha and 4.8 g/ha deltamethrin) in BBCH
79.

Acetamiprid

Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure).

The limit of detection (LOD) of the analytical method for wheat was 0.001 mg/kg
for plant and grain, 0.0015 mg/kg for straw; limit of quantification (LOQ) was
0.005 mg/kg for wheat grain, plant and straw.

Grain, straw and whole plant samples of treated and untreated wheat from the
field trials were analysed for residues of acetamiprid and acetamiprid-N-
desmethyl. Taken into account that the residue definition for monitoring and risk
assessment for all plant products was establish as acetamiprid only, the
acetamiprid results were used for further evaluation.

Residues in grain were below LOQ and at the level of 0.086 mg/kg in straw. No

residues above the LOD were detected in any of the untreated specimens.

Deltamethrin

Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure). The limit of quantification (LOQ) of the analytical method
was 0.01 mg/kg for deltamethrin (cis-deltamethrin and its alpha-R-isomer and
trans-isomer) in wheat (plant, grain, strain). The limit of detection for
deltamethrin (cis-deltamethrin and its alpha-R-isomer and trans-isomer) in grain
and plant was 0.002 mg/kg and 0.0025 mg/kg for straw.

Residues in grain were below LOQ and 0.10 mg/kg in straw. No residues above
the LOD were detected in any of the untreated specimens. Stability studies for

deltamethrin cover storage time.
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Residues concentration detected in analysed field samples:

Result [mg/kg]
Sample number 2 _’EG = £ £ E | Ea =
) = =g B2 ] £ = =5 SE
No Timing Study sample Type of commodity given by the = SEE g PR & s s 2 28
code - = - = =} o8 @5 =@
laboratory =) SE=E = = E = E E = a.3
] AgE 3 £ == | £5 s 2
< 58 pt 3 g |gksE2g
1 238GS3g.011 | “Wheat(wholepiant | po) pinsp02301y | <loD | <loD | <op | <lop | <Lop | <Lop <LOD
without root)
ODALA heat (whole plant
] wheat (whole plan
2 235Gs3g-12 without root) DPLM05/2023/02T 0.77 =L0Q 0.77 0.095 =LOD =LOD 0.095
] wheat (whole plant
3 5 DALA 235G538-013 without roat) DPLM05/2023/03T 0.074 0.035 011 0.068 =LOD =LOD 0.068
_ wheat (whole plant
4 T DALA 235G538-014 without roat) DPLAM05/2023/04T 0.068 0.033 0.10 0.065 =L0Q =LOD 0.065
21(£1) wheat (whole plant
5 DALA 238G538-015 without root) DFLM05/2023/05T 0.095 0.041 0.14 0.088 =LOQ =LOD 0.088
6 235G538-116 wheat (grain) DPLM05/2023/06U =<LOD =LOD =L0OD <LOD =LOD =LOD =LOD
T 235G83g-M17 wheat (straw) DFLM05/2023/07U =LOD =L0OD =L0D =LOD =LOD =LOD =LOD
CH
8 235G538-018 wheat (grain) DPLM05/2023/08T =00 0.0054 {:6851) =L0OG =LOD =LOD =L0Oa
9 235G338-019 wheat (straw) DPLM05/2023/00T 0.086 0.054 0.14 0.10 =L0Q =LOD 0.10

“sum of acetamiprid and N-gesmethyl-acetamiprid (IM-2-1), expressed as acetamiprid
DALA-Days After Las Application; CH-Commercial Harvest
Residues are not corracted for procedural recoveries;

Calculation based on unrounded values,

LOD = 0.001 ma/kg (grain, plant)y/ 0.0015 (straw) for acetamiprid; LOD = 0.001 mg/kg (grain, plant) 0.0015 (straw) for acetamiprid-M-desmethyl

LOQ = 0.005 mg/kg for acetamiprid: LOQ= 0.005 ma/kg for acetamiprid-N-desmethyl; LOQ = 0.01 ma/kg for sum of acetamiprid and acetamiprid-N-gdesmethyl

LOD= 0.002 mg/kg (grain, plant)/ 0.0025 (straw), LOQ = 0.010 mg/kg for deltamethrin (cis-Deltamethrin and its alpha-R-isomer and trans-isomer)
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Blank and fortification samples:

Acetamiprid

Table 17. Guality control samples

Sample Name Result [mg/kg] Recovery [%]
plant sample blank.lcd =LOD -
plant PK1 0,005 mg-kg.led 0.0050 99.3
plant PK1 0,05 mg-kg.lcd 0.0s2 103.5
plant PK2 0,005 mg-kg.lcd 0.0052 104.5
plant PK2 0,05 mg-kg.lcd 0.053 106.4
LOD = 0.001 mgfkg, LOG = 0.005 mgikg
Acetamiprid-N-desmethyl
Table 18. Quality control samples
Sample Hame Result [mg/kg] Recovery [%]
plant sample blank. lcd =L0OD -
plant PK1 0,005 mg-kg.led 0.0045 892
plant PK1 0,05 mg-kg.lcd 0.0s0 100.4
plant PK2 0,005 mg-kg.lcd 0.0040 79.8
plant PK2 0,05 mg-kg.lcd 0.049 9.1

LOD = 0.001 mghkg, LOG = 0.005 mgikg

2 Analysis of samples 25.01.2024 — Deltamethrin (cis-Delamethrin and its alpha-R-isomer and trans-

isomer) in wheat plant:

Cis - Deltamethrin

Table 19. Guality control samples

Sample Name Result [mg/kg] | Recovery [%]
plant, sample blank =LOD -
plant, PK1 0,010 mg-kg 0.0098 953
plant, PK1 0,10 mg-kg 0.10 103.2
plant, PK2 0,010 mg-kg 0.0085 949
plant, PK2 0,10 mg-kg 0.10 999

LOD = 0.002 mg'kg. LOG = 0.010 mg/kg
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Deltamethrin trans isomer

Table 20. Quality control samples

Sample Mame Result [mg/kg] | Recovery [%]
plant, sample blank =LOD -
plant, PK1 0,010 mg-kg 0.0087 95.9
plant, PK1 0,10 mg-kg 010 103.1
plant, PK2 0,010 mg-kg 0.0085 953
plant, PK2 0,10 mg-kg 0.098 981

LOD = 0.002 ma'kg. LOG = 0.010 mg/kg

Deltamethrin alpha R isomer

Table 21. Quality control samples

Sample Name Result [mglkag) Recovery [%]
plant, sample blank =LOD -
plant, PK1 0,010 mg-kg 0.0094 o4 1
plant, PK1 0,10 mg-kg 0.096 96.3
plant, PK2 0,010 mg-kg 0.010 103.9
plant, PK2 0,10 mg-kg 0.094 938

LOD = 0.002 mg'kg. LOQ = 0.010 mg/kg
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WHEAT GRAIN

Analysis of samples 28.01 2024 — acetamiprid and acetamiprid-N-desmthyl in wheat grain:

Acetamiprid

Table 22. Quality control samples

Sample Name Rezsult [mg/kg] Recovery [%]
grain sample blank.lcd =LOD -
grain PK1 0,005 mg-kg_led 0.0045 859
grain PK1 0,05 mg-kg led 0.051 1024
grain PK2 0,005 mag-kg.led 0.0053 105.4
grain PK2 0,05 mg-kg led 0.051 1026
LOD = 0.001 mgikg. LOG = 0.005 mg/kg
Acetamiprid-N-desmethyl
Table 23. Quality control samples
Sample Name Result [mg/kg] Recovery [%]
grain sample blank lcd =LOD -
grain PK1 0,005 mg-kg_lcd 0.0045 916
grain PK1 0,05 mg-kg.lcd 0.054 107.6
grain PK2 0,005 mg-kg_led 0.0047 o4 1
grain PK2 0,05 mg-kg led 0.052 104.0

LOD = 0.001 mg'kg. LOG = 0.005 mg/kg

177



CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC

Part B — Section 7 - Core Assessment
Applicant version

Page 178 /365

2

Analysis of samples 26.01.2024 — Deltamethrin (cis-Deltamethrin and its alpha-R-isomer and

isomer) in wheat grain:

Cis - Deltamethrin

Table 24. Quality control samples

Sample Mame Result [mg'ka] | Recovery [%]
grain, sample blank =LOD -
grain, PK1 0,010 mg-kg 0.010 999
grain, PK1 0,10 mg-kg 0.10 101.6
grain, PK2 0,010 mg-kg 0.011 107.7
grain, PK2 0,10 mg-kg 0.10 103.7
LOD = 0.002 mg/kg, LOG = 0.010 mg/kg
Deltamethrin trans isomer
Table 25. Quality control samples
Sample Name Result [mg/ka] Recovery [%
grain, sample blank =LOD -
grain, PK1 0,010 mg-kg 0.010 105.0
grain, PK1 0,10 mg-kg 0.10 1021
grain, PK2 0,010 mg-kg 0.011 107.2
grain, PK2 0,10 mg-kg 0.11 105.5

LOD = 0.002 mglkg. LOG = 0.010 mgikg

178



CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC

Part B — Section 7 - Core Assessment
Applicant version

Page 179 /365

Table 26. Quality control samples

Sample Name

Reszult [mgfkag] Recovery [%:]
grain, sample blank =LOD -
grain, PK1 0,010 mg-kg 0.010 100.6
grain, PK1 0,10 mg-kg 010 101.5
grain, PK2 0,010 mg-kg 0.012 116.9
grain, PK2 0,10 mg-kg 011 109.1

LOD = 0.002 mgtkg. LOG = 0.010 mg/kg

3  WHEAT STRAW

LY

3.1

Acetamiprid

Table 27. Quality control samples

Analysis of samples 26.01.2024 — acetamiprid and acetamiprid-N-desmthyl in wheat straw:

Sample Name Result [mgfkg] | Recovery [%]
siraw sample blank_lcd =<LOD -
straw PK1 0,005 mg-kg.led 0.0050 100.0
straw PK1 0,05 mg-kg.led 0.046 823
straw PK2 0,005 mg-kg.led 0.004& 851
straw PK2 0,05 mg-kg.lcd 0.052 103.9

LOD = 0.0015 mg/kg, LOG = 0,005 mglkg
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Acetamiprid-N-desmethyl

Table 28. Quality control samples

Sample Name

Result [mg/kag] Recovery [%]
straw sample blank lcd <L oD -
siraw PK1 0,005 mg-kg.lcd 0.0054 108.0
straw PK1 0,05 mg-kg.led 0.048 96.9
straw PK2 0,005 mg-kg.lcd 0.0058 117.7
siraw PK2 0,05 mg-kg.lcd 0.050 100.9

LOD = 0.0015 mg/kg, LOG = 0,005 mg'kg

332 Analysis of samples 26.01.2024 — Deltamethrin (cis-Deltamethrin and its alpha-R-isomer and trans-

isamer):

Cis - Deltamethrin

Table 29. Quality control samples

Sample Name

Result [mg/kag] Recovery [%]
straw, sample blank =LOD -
straw, PK1 0,010 mg-kg 0.0085 a7.a
straw, PK1 0,10 mg-kg 0.10 100.0
straw, PK2 0,010 mg-kg 0.0089 9.0
siraw, PK2 0,10 mg-kg 0.10 102.2

LOD = 0.0025 mg/kg, LOG = 0.010 mg'kg

180



CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC Page 181 /365
Part B — Section 7 - Core Assessment
Applicant version

Deltamethrin trans isomer

Table 30. Quality control samples

Sample Hame Result [mg'kg] | Recovery [%]
straw, sample blank =<LOD -
straw, PK1 0,010 mg-kg 0.0088 B7.7
siraw, PK1 0,10 mg-kg 0.10 99.5
straw, PK2 0,010 mg-kg 0.0080 90.1
straw, PK2 0,10 mg-kg 0.099 992

LOD = 0.0025 mg/kg, LOG = 0.010 mglkg

Deltamethrin alpha R isomer

Table 31. Quality control samples

Sample Hame Result [mg'kg] | Recovery [%]
straw, sample blank =<LOD -
straw, PK1 0,010 mg-kg 0.011 106.4
siraw, PK1 0,10 mg-kg 0.11 106.9
straw, PK2 0,010 mg-kg 0.011 108.8
straw, PK2 0,10 mg-kg 0.12 1157

LOD = 0.0025 mg/kg, LOG = 0.010 mglkg
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Comments of zRMS: [Theistudyiis acceptea

One decline study trial was established in Hungary in 2023. One application was
performed on the treated plots at the target dose rate of 0.16 I/ha CHR/I/ADEL|
280 SC (equivalent to 40 g acetamiprid /ha and 4.8 g/ha deltamethrin) in BBCH
79.

Acetamiprid

Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure).

The limit of detection (LOD) of the analytical method for wheat was 0.001 mg/kg
for plant and grain, 0.0015 mg/kg for straw; limit of quantification (LOQ) was
0.005 mg/kg for wheat grain, plant and straw.

Grain, straw and whole plant samples of treated and untreated wheat from the
field trials were analysed for residues of acetamiprid and acetamiprid-N-
desmethyl. Taken into account that the residue definition for monitoring and risk
assessment for all plant products was establish as acetamiprid only, the
acetamiprid results were used for further evaluation.

Residues in grain were below LOQ and at the level of 0.076 mg/kg in straw. No
residues above the LOD were detected in any of the untreated specimens.

Deltamethrin

Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure). The limit of quantification (LOQ) of the analytical method
was 0.01 mg/kg for deltamethrin (cis-deltamethrin and its alpha-R-isomer and
trans-isomer) in wheat (plant, grain, strain). The limit of detection for
deltamethrin (cis-deltamethrin and its alpha-R-isomer and trans-isomer) in grain
and plant was 0.002 mg/kg and 0.0025 mg/kg for straw.

Residues in grain were below LOD and 0.16 mg/kg in straw. No residues above
the LOD were detected in any of the untreated specimens. Stability studies for
deltamethrin cover storage time.
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Result [mglikg]
B o @ Q 3 Fusd
b & al o & 7 Samgh
- Sample number o gaq & o & & B es 2
N Timing .Stud,l samlple Type of commodity given by the = 3 2 == ; g - = 3 5 W 5:
o identification ) o 3 3 23535 & -3 fn
laboratory 3 @5 ao%8 3 = = 3 5:‘__‘ =4
T |3 Eaz%| B 2 T
= = ‘x5 Ed = )
. o =1 E _:1 P
1 235G538-011 wheat (grain} DPL/88/2023/M1U =LoD =LoD =LOD =LoD =LOD =LOD =LOD
2 e 235G538-01 2 wheat (straw) DFL/88/2023/02U =LoD =L0o0D =LOD =L0a =LOD =LOD <LOQ
CH
3 235G338-013 wheat (grain) DPL/aB/2023/03T <LOQ <L00 <L0a <LoD =LOD <LOD <LOD
4 235G538-01 4 wheat (straw) DPL/88/2023/04T 0.076 0.052 0.13 0.13 =L0Q 0.031 0.16

“sum of acatamiprid and M-desmethyl-acetamiprid (IM-2-1). expressed as acetamiprid
DALA-Days After Las Application; CH-Commercial Harvest
Residues are not comected for procedural recovernies;

Calculation based on unrounded values,
LOD = 0.001 ma/kg (grain}/ 0.0015 (straw) for acetamiprid; LOD = 0.001 mgikg (grain)’ 0.0015 (straw) for acetamipnd-MN-desmethyl

LOQ = 0.005 mg'kg for acetamiprd; LOGQ = 0.005 mg'kg for acetamiprid-N-desmethyl; LOQ = 0.01 mg/kg for sum of acetamiprid and acetamiprid-M-desmethyl
LOD= 0.002 mg'kg (grain)/ 0.0025 (straw), LOC = 0,010 mg'kg for deltamethnn (cis-Deltamethrin and its alpha-R-isomer and trans-isomer)

WHEAT GRAIN

r.2.1

7211

Analysis of samples 26.01_2024 — acetamiprd and acetamiprid-N-desmethyl in wheat grain:

Acetamiprid

Table 17. Guality control samples

Sample Name Result [mglkg] Recovery [%]
grain sample blank.lcd =LCOD -
grain PK1 0,005 mg-kg.lcd 0.0048 959
grain PK1 0,05 mg-kg.led 0.051 102.4
grain PK2 0,005 mg-kg.led 0.0053 105.4
grain PK2 0,05 mg-kg.lcd 0.051 102.6

LOD = 0.001 mg/kg, LOQ = 0.005 mg/kg
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Acetamiprid-N-desmethyl

Table 18. Quality control samples

Sample Hame Result [mgikg] Recovery [%]
grain sample blank.lcd =<LOD -
grain PK1 0,005 mg-kg.led 0.0046 916
grain PK1 0,05 mg-kg.lcd 0.054 107.6
grain PK2 0,005 mg-kg.led 0.0047 941
grain PK2 0,05 mg-kg.lcd 0.052 104.0

LOD = 0.001 mglkg, LOG = 0.005 mg/kg

! Analysiz of samples 26.01_2024 — Deltamethrin (cis-Deltamethrin and its alpha-R-isomer and

trans-izomer) in wheat grain:

Cis - Deltamethrin

Table 19. Quality control samples

Sample Name Result [mglkg] Recovery [%o]
grain, sample blank =La0 -
grain, PK1 0,010 mg-kg 0.010 99.9
grain, PK1 0,10 mg-kg 010 101.6
grain, PK2 0,010 mg-kg 0.011 107.7
grain, PK2 0,10 mg-kg 010 1037

LOD = 0.002 mg'kg. LOG = 0.01 mg/kg
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Deltamethrin trans isomer

Table 20. Quality control samples

Sample Hame Result [mglkg] Recovery [Ya]
grain, sample blank =LaD -
grain, PK1 0,010 mg-kg 0.010 105.0
grain, PK1 0,10 mg-kg 0.10 102.1
grain, PK2 0,010 mg-kg 0.011 107.2
grain, PK2 0,10 mg-kg 0.11 105.5

LOD = 0.002 mg/kg. LOG = 0.01 mg/kg

Deltamethrin alpha R isomer

Table 21. Quality control samples

Sample Hame Result [mglkg] Recovery [Ya]
grain, sample blank =LaD -
grain, PK1 0,010 mg-kg 0.010 100.6
grain, PK1 0,10 mg-kg 0.10 101.5
grain, PK2 0,010 mg-kg 0.012 116.9
grain, PK2 0,10 mg-kg 0.11 109.1

LOD = 0.002 mglkg, LOG = 0.01 mg/kg
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WHEAT STRAW

Analysis of samples 26.01.2024 — acetamiprd and acetamiprid-M-desmthyl in wheat straw:

Acetamiprid

Table 22. Quality control samples

Sample Hame Result [mg'kg] Recovery [%]
straw sample blank.lcd =LoD -
straw PK1 0,005 mg-kg.led 00050 100.0
straw PK1 0,05 mg-kg.lcd 0.046 923
straw PK2 0,005 mg-kg.lcd 0.0045 951
straw PK2 0,05 mg-kg.led 0.052 102.9
LOD = 0.0015 mgikg, LOG = 0.005 mg/kg
Acetamiprid-N-desmethyl
Table 23. Quality control samples
Sample Name Reszult [mg/kg] Recovery [%:]
straw sample blank.lcd =LaD -
straw PK1 0,005 mg-kg.led 00054 108.0
straw PK1 0,05 mg-kg_lcd 0.048 96.9
straw PK2 0,005 mg-kg_lcd 0.0059 1177
straw PK2 0,05 mg-kg.led 0.050 100.9

LOD = 0.0015 mg/kg, LOQ = 0.005 mglkg
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Analysis of samples 26.01.2024 — Deltamethrin (cis-Deltamethrin and its alpha-R-isomer and
frans-isomer):

Cis - Deltamethrin

Table 24. Quality control samples

Sample Name Result [mg/kg] Recovery [%:]
siraw, sample blank <D -
straw, PK1 0,010 mag-kg 0.0083 §7.9
straw, PK1 0,10 mg-kg 0.10 100.0
straw, PK2 0,010 mag-kg 0.0089 89.0
straw, PK2 0,10 mg-kg 0.10 102.2

LoD = 0.0025 mgikg, LOQ = 0.01 mg'kg

Deltamethrin trans isomer

Table 25. Quality control samples

Sample Name Result [mg/kg] Recovery [%:]
straw, sample blank <L oD -
straw, PK1 0,010 mag-kg 0.008& B7.7
atraw, PK1 0,10 mg-kg 0.10 998
straw, PK2 0,010 mg-kg 0.0090 0.1
straw, PK2 0,10 mg-kg 0.099 992

LOD = 0.0025 mgikg, LOGQ = 0.01 mg/kg

Deltamethrin alpha R isomer

Table 26. Quality control samples

Sample Name Result [mgikg] Recovery [%o]
straw, sample blank <L 0D -
straw, PK1 0,010 mag-kg 0.011 106.4
atraw, PK1 0,10 mg-kg 0.11 106.9
straw, PK2 0,010 mg-kg 0.011 108.8
straw, PK2 0,10 mg-kg D.12 1187

LoD = 0.0025 mgikg, LOQ = 0.01 mg/kg
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A213.2

Sugar beet summary for SE formulation:

Sugar beet (acetamiprid)

Report-No. Commodity | Date of: Application rate per Dates of Growth | Portion | Residues | PHI Remarks
Location 1) Sowing or treatment treatments | stage at | analysed | (mg/kg) | (days)
planting Kg Water | Kg or no. of last
2) Harvest a.ilha I/ha a.i./nl | treatment | treatment
and last or date
date
20SGS29, Sugar beet 1) 09.05.2020 0.041 307.1 | 0.0134 | 01.07.2020 | BBCH Leaves | <0.003 |66 LOQ=0.01
Poland, 2) 06.10.2020 19 mg/kg
Dolnoslaskie LOD:
0.003
Roots <0:03 mg/kg
<0.003
21SGS26, Sugar beet 1) 15.04.2021 0.03912 | 293.3 | 0.0133 | 10.06.2021 | BBCH Leaves | <0803 |95 LOQ=0.01
Germany, 2) 23.08.2021- 19 mg/kg
Branderburg, 19.09.2021 <0.003 LOD:
Stoofin Roots <0.003 0.003
mg/kg
21SGS27, Sugar beet 1) 26.03.2021 0.0392 | 343.3 | 0..0114 | 10.06.2021 | BBCH Leaves | <0.01 84 LOQ=0.01
France, 2) 01.09.2021- 19 mg/kg
Ground-East, 02.09.2021 LOD:
Aumenancourt 0.003
Roots <0.003 mg/kg
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20SGS30 0.0404 | 302.9 | 0.0134 | 16.06.2020 | BBCH Leaves | <LOQ LOQ=0.01
Poland 19 <0.003 mg.kg
Mi . Sugar beet/ | 1.2.05.2020 LOD:
lastowice, . :
Northern zone Ll o Roots <E0Q 0.003
! 3.20.10.2020 0.003
2020 3) <0 mg/kg
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ZRMS comments:

Comparison of intended and critical EU GAPs:

Type of GAP Growth stage at Number of App. rate per PHI (days)
last appl. applications treatment
(interval between (kg a.s./ha)
appl.)

Sugar beet roots (code 0900010)
GAP EU - - - -
Intended GAP BBCH 12-19 1 0.04 n/a
(major use No 5)
A21321 Study 1

Comments of zZRMS:

One semi decline study trial was established in Poland in 2020 (trial site
Miastowice, zip code 88-240). One application was performed on the treated plots
at the target dose rate of 0.2 I/ha CHR/I/ACE 200 SE (equivalent to 40 g
acetamiprid /ha) in BBCH 19.

The study was performed with a different formulation (SE formulation instead off
SC proposed in the intended GAP). The Applicant provided bridging studies.
Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure).

The limit of detection (LOD) of the analytical method was 0.003 mg/kg; limit of
quantification (LOQ) was 0.01 mg/kg.

Sugar beet roots and leaves samples from the field trials were analysed for
residues of acetamiprid. Residues in all analysed samples were below LOD.

Max. storage interval between sampling and analysis: about 2 months. Stability]
studies cover 12 months for high water matrices.

The study is accepted.

The study results used in the evaluation:

sugar beet, roots: 1 x < 0.003 mg/kg

sugar beet, leaves: 1 x < 0.003 mg/kg

Reference:
Report

Guideline(s):

Deviations:

GLP:
Acceptability:

KCA 6.3

Magnitude of the residue of acetamiprid in Sugar beet (Raw Agricultural
Commodity) after one applications of CHR/I/ACE 200 SE one semi decline
curve trial in Poland — 2020. Tomasz Peda, 2021, 20SGS30

OECD Guidline Document for the testing of chemicals on Crop Field Trial
(TG 509 published in September 2009)

SANCO/825/00, rev. 8.1; 16/11/2010

SANCO/3029/99, rev. 4; 11/07/2000

No
Yes
Yes

Materials and Methods:
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Field trial was established on sugar beet production, grown in a typical way in the test country. Trial
consisted of one untreated plot U and one treated plot T. Plots were of sufficient size to generate the
desired specimen quantities. For untreated and treated plots they consisted of minimum 45m? for semi
decline curve study. Around the treated and untreated plots a buffer zone (zone where no forbidden
products are applied) of at least 10m was set up. The untreated plot was separated by a buffer zone of at
least 10 m from treated plot.

The application equipment consisted of boom sprayer.

The foliar applications closely simulated commercial-type treatments.

Calibrations of the spray equipment at the trial site were accomplished by using the volume/time method
for liquid applications.

Before each application, the spray equipment and the sprayer speed were calibrated to deliver an average
volume of spray mixture per unit time at a given pressure resulting in the desired spray volume per
hectare.

CHR/I/ADEL 200 SE was mixed with water , no adjuvant was added to the spray mixture. The target
dose rate of the test item for the study was 0.2 I/ha of formulated product (FP) per application, equivalent

to 40 a.s./ha of acetamiprid. Applications were made at a target water volume of 300-400 I/ha of mixture
according to good agricultural practice.

Specimen collection:
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Trial number: 20SGS30-01
Plot i i Specimen Minimum Storage
number Specimen Id Sampling occasion type sample size Condition
U 205GS30-01 1 12 units; 1 kg frozen
Leaves
u 205GS30-01 1R 12 units; 1 kg frozen
U 205GS30-01 2 12 units; 1 kg frozen
Roots
1) 20SGS30-01 2R 12 units; 1 kg frozen
$1=14(x1)DBH
T 20SGS30-01 3 12 units; 1 kg frozen
Leaves
T 208GS30-01 3R 12 units; 1 kg frozen
T 205GS30-01 4 12 units; 1 kg frozen
Roots
T 20SGS30-01 4R 12 units; 1 kg frozen
u 205GS30-01 5 12 units; 1 kg frozen
Leaves
u 20SGS30-01 5R 12 units; 1 kg frozen
u 20SGS30-01 5] 12 units; 1 kg frozen
Roaots
u 205GS30-01 BR 12 units; 1 kg frozen
52 =BBCH 49
T 205GS30-01 7 12 units; 1 kg frozen
Leaves
T 205GS30-01 7R 12 units; 1 kg frozen
T 205GS30-01 8 12 units; 1 kg frozen
Roots
T 205GS30-01 8R 12 units; 1 kg frozen
*DBH - Days Before Harvest
Residues concentration detected in analysed field samples:
Trial 20SGS30-01
. Type of Sample number given Residues of
s Timing commodi by the laboratory acetamiprid {[mg/kg]
20SGS30-011 Leaves DPL/198/2020/1U <LOD
208GS30-01 2 Roots DPLM98/2020/2U <LOD
S1 = 14(1) DBH*
205GS30-01 3 Leaves DPL/198/2020/3T <LOD
205GS30-01 4 Roots DPL/198/2020/14T <LOD
208GS30-015 Leaves DPL/198/2020/5U <LOD
205GS30-016 Roots DPL/198/2020/6U <LOD
52 =BBCH 49
20SGS30-017 Leaves DPL/M98/2020/7T <LOD
208GS30-018 Roots DPL/198/2020/8T <LOD

*<.OD - lower than the Limit of Detection (LOD = 0.003 mg/kg).
*<LOQ - lower than the Limit of Quantification (LOQ = 0.01 mg/kg)

*DBH - Days Before Harvest

Blank and fortification samples:
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Quality control samples - leaves

Sample Name Result [mg/kg] | Recovery [%]
leaves matrix blank.lcd <LOD -
leaves PK1 0,01 mg-kg.led 0.0089 83.0
leaves PK1 0,10 mg-kg.lcd 0.090 89.8
leaves PK2 0,01 mg-kg.lcd 0.0091 91.1
leaves PK2 0,10 mg-kg.lcd 0.097 97.3

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

Quality control samples - roots

Sample Name Result [mg/kg] | Recovery [%]
roots matrix blank.lcd <LOD -
roots PK1 0,01 mg-kg.lcd 0.0098 87.9
roots PK1 0,10 mg-kg.lcd 0.096 96.1
roots PK2 0,01 mg-kg.lcd 0.0085 954
roots PK2 0,10 mg-kg.lcd 0.097 96.9

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

Conclusion:

This study was fully performed as anticipated, in accordance with the study plan and the amendment
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).

A21322 Study 2

Comments of zZRMS:

One semi decline study trial was established in Poland in 2020 (trial site
Chwastnica, zip code 55-216). One application was performed on the treated plots
at the target dose rate of 0.2 I/ha CHR/I/ACE 200 SE (equivalent to 40 g
acetamiprid /ha) in BBCH 19.

The study was performed with a different formulation (SE formulation instead of|
SC proposed in the intended GAP). The Applicant provided bridging studies.
Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure).

The limit of detection (LOD) of the analytical method was 0.003 mg/kg; limit off
quantification (LOQ) was 0.01 mg/kg.

Sugar beet roots and leaves samples from the field trials were analysed for
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residues of acetamiprid. Residues in all analysed samples were below LOD.

Max. storage interval between sampling and analysis: about 3 months. Stability,
studies cover 12 months for high water matrices.

The study is accepted.

The study results used in the evaluation:

sugar beet, roots: 1 x <0.003 mg/kg

sugar beet, leaves: 1 x < 0.003 mg/kg

Reference: KCA 6.3

Report Magnitude of the residue of acetamiprid in Sugar beet (Raw Agricultural
Commodity) after one applications of CHR/I/ACE 200 SE one semi decline
curve trial in Poland — 2020. Tomasz Peda, 2021, 20SGS29

Guideline(s): OECD Guidline Document 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

Materials and Methods:

Field trial was established on sugar beet production, grown in a typical way in the test country. Trial
consisted of one untreated plot U and one treated plot T. Plots were of sufficient size to generate the
desired specimen quantities. For untreated and treated plots they consisted of minimum 45m? for semi
decline curve study. Around the treated and untreated plots a buffer zone (zone where no forbidden
products are applied) of at least 10m was set up. The untreated plot was separated by a buffer zone of at
least 10 m from treated plot.

The application equipment consisted of boom sprayer.

The foliar applications closely simulated commercial-type treatments.

Calibrations of the spray equipment at the trial site were accomplished by using the volume/time method
for liquid applications.

Before each application, the spray equipment and the sprayer speed were calibrated to deliver an average
volume of spray mixture per unit time at a given pressure resulting in the desired spray volume per
hectare.

CHR/I/ADEL 200 SE was mixed with water , no adjuvant was added to the spray mixture. The target
dose rate of the test item for the study was 0.2 I/ha of formulated product (FP) per application, equivalent

to 40 a.s./ha of acetamiprid. Applications were made at a target water volume of 300-400 I/ha of mixture
according to good agricultural practice.

Specimen collection:
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Trial number: 205GS$29-01
Plot . . Specimen Minimum Storage
number Specimen i Sampling occasion type sample size Condition
u 205GS29-01 1 12 units; 1 kg frozen
Leaves
u 205GS529-01 1R 12 units; 1 kg frozen
U 205G529-01 2 12 units; 1 kg frozen
Roots
U 205G529-01 2R 12 units; 1 kg frozen
$1 = 14(x1)DBH
T 205GS529-01 3 12 units; 1 kg frozen
Leaves
L 205G528-01 3R 12 units; 1 kg frozen
i 208GS29-01 4 12 units; 1 kg frozen
Roots
T 205GS29-01 4R 12 units; 1 kg frozen
U 205Gs29-01 5 12 units; 1 kg frozen
Leaves
U 208GS28-01 5R 12 units; 1 kg frozen
U 208GS29-01 6 12 units; 1 kg frozen
Roots
U 208GSs29-01 B6R 12 units; 1 kg frozen
S2 =BBCH 49
T 208GS29-01 7 12 units; 1 kg frozen
Leaves
T 205GS28-01 7R 12 units; 1 kg frozen
T 205GS29-01 8 12 units; 1 kg frozen
Roots
T 208GS29-01 B8R 12 units; 1 kg frozen
*DBH ~ Days Before Harvest
Residues concentration detected in analysed field samples:
Trial 20SGS29-01
Sample Timing Type of Sample number given by Residues of
name commodity the laboratory acetamiprid [mg/kg]
205G529-011 Leaves DPLMS7/2020/01U <LOD
20SGS29-012 Roats DPL/197/2020/02U <LOD
S1 = 14(x1) DBH*
205GS29-01 3 Leaves DPL/197/2020/03T <LOD
205GS529-01 4 Roots DPL/M197/2020/04T <LOD
205GS29-015 Leaves DPL/M97/2020/05U <LOD
205GS29-016 Roots DPL/M197/2020/06U <LOD
52 =BBCH 49
20SGS29-017 Leaves DPL/197/2020/07T <LOD
205GS29-018 Roots DPL/197/2020/08T <LOD

*<LOD - lower than the Limit of Detection (LOD = 0,03 mg/kg).
*<LOQ — lower than the Limit of Quantification (LOQ = 0,01 mg/kg)

*DBH - Days Before Harvest

Blank and fortification samples:
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Quality confrol samples - leaves

Sample Name Result [mg/kg] | Recovery [%]
leaves matrix blank.lcd < 10D -
leaves PK1 0,01 mg-kg.lcd 0.0089 89.0
leaves PK1 0,10 mg-kg.led 0.090 89.8
leaves PK2 0,01 mg-kg.lcd 0.0091 81.1
leaves PK2 0,10 mg-kg.lcd 0.097 97.3

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

Quality control samples - roots

Sample Name

Result [mg/kg] | Recovery [%]

roots matrix blank.lcd <LOD -
roots PK1 0,01 mg-kg.lcd 0.0098 87.9
roots PK1 0,10 mg-kg.led 0.096 86.1
roots PK2 0,01 mg-kg.lcd “ 0.0095 85.4 .

roots PK2 0,10 mg-kg.lcd 0.097 96.9

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

Conclusion:

This study was fully performed as anticipated, in accordance with the study plan and the amendment
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).

A21323

Study 3

Comments of zZRMS:

One trial was established in Germany in 2021. One application was performed on
the treated plots at the target dose rate of 0.2 I/ha CHR/I/ACE 200 SE (equivalent|
to 40 g acetamiprid /ha) in BBCH 19.

The study was performed with a different formulation (SE formulation instead off
SC proposed in the intended GAP). The Applicant provided bridging studies.
Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure).

The limit of detection (LOD) of the analytical method was 0.003 mg/kg; limit off
quantification (LOQ) was 0.01 mg/kg.

Sugar beet roots and leaves samples from the field trials were analysed for
residues of acetamiprid. Residues in all analysed samples were below LOD.

Max. storage interval between sampling and analysis: about 5 months. Stability,

studies cover 12 months for high water matrices.
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The study is accepted.

The study results used in the evaluation:
sugar beet, roots: 1 x <0.003 mg/kg
sugar beet, leaves: 1 x <0.003 mg/kg

Reference: KCA 6.3

Report Magnitude of the residue of Acetamiprid in sugar beet (Raw Agricultural
Commodity) after one application of CHR/I/ACE 200 SE - one single
harvest trial in Germany - 2021. Katarzyna Wanczyk, 2022, 21SGS26

Guideline(s): Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
1107/2009 of the European Parliament and of the Council of 21 October
2009 concerning the placing of plant protection products on the market and
repealing Council Directives 79/117/EEC and 91/414/EEC
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)
SANTE/2020/12830 rev.1, 24/02/2021

Deviations: No
GLP: Yes
Acceptability: Yes

Materials and Methods:

One harvest trial (HS) was established in Germany. 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 sites to such a degree as to have negative impact on the integrity and validity of this study.

One typical for insecticide application was performed in trial with boom sprayer on the treated plots at the
target dose rate of 0,2 I/ha (CHR/I/ACE 200 SE) .For the test item CHR/I/ACE 200 SE the reported dose
rate was 0,196 I/ha.

The target spray volume was 300 litres per hectare according to Good Agricultural Practices. The
reported spray volume was actually 293,3 I/ha.

Foliar applications were performed in BBCH 19.

The spray mixture volume remaining after application was measured and the volumes applied to the
treated plot were calculated to verify delivery rates. The calculations and the delivery rate was verified by
the Study Director.

Deviation to the target rates were between + 5% as requested in the study plan (actually it was -2,2).

In harvest trial (HS), RAC specimens for analyses (Leaves with top and roots) were collected at:

S1 - Commercial Harvest

Quality control measures were taken to maintain specimen integrity and to avoid contamination at the
trial site.

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.

Specimen collection:
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Startin
— gtime| o-. | Conditi | Target
- Pl | Actual S Sampli g MY Weight of T'.m ons storage | Shipme
il ot | sampli 0 ng al S A specime | specim S during | tempera | nt date
number Stag DAL iXx |sample freez )
ID | ng date @ | event i . n(g) en transpo ture
e A size .| er o
collecti rt (°C)
on
21SGS26 . 10:2 28.10.20
01 1 Leave ) 9217,2 | 08:37 8 <-18 <-18 21
... |12 units,
U s with 1,0kg
- top | ™ 6961,2 | 08:37 | 02| <8 | <18 '
-01 R 8
13.09.2
215GS26 oz | ¥ % 12 units, 10:2 28.10.20
01 2 1,0kg | 2310,8 | 08:37 9 <-18 <-18 21
u Roots
21SGS26 2 . 10:2
01 R s1 2300 08:37 9 <-18 <-18 -
12 units .
21SGS26 i . 10:3 28.10.20
01 3 . Leave | 1.0kg | 91180 | 09:18 1 <-18 <-18 21
s with
2ISCo%6 £ top 80052 | 09:18 |03 | <18 | <.18 '
-01 R 1
13.09.2
215GS26 o1 | % % 12 units, 10:3 28.10.20
4 1,0kg | 22214 09:18 ] <-18 <-18 -
-01 T h 2 21
Roots
21SGS26 4 . 10:3
o1 R 2106,0 | 09:18 2 <-18 <-18 -
Residues concentration detected in analysed field samples:
Sample nama Timing Matrix La-hnratnr_.r sample E[:'T;?l:d;]‘
P code acetamiprid
218GS2E-01 1 u':f;ﬁ”;; DPLAZBR2121 0L <LOD
215652601 2 Fools DPL26/2021/02U <LOD
| 51=BBGH 48/CH* o
H5G526-01 3 wnm‘;: DPLIZG/2029/03T =LoD
B 215G526-01 4 Rols DPLI28/2021104T <LOD
"GH-chmerm Harvast ]
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Blank and fortification samples:

Table 11. Quality contrel samples - roots

Sample Name Result [mg/kg] Recovery [%]
roots matrix blank.led < LoD
roots PK1 0,01 mg-kg.led 0.0085 ) L6
roots PK1 0,10 mg-kg led - 0,096 SE6.1
roots PK2 0,01 mg-kg lod 00005 | 04,7
roots PR2 0,10 mg-kg.led 0.10 99,6
roofs cal 100 ppb'’led 011

La0 = 0,003 mgkg, LOQ = 0.010 mgikg

Table 11. Quality control samplas - leaves

R Sample Name Result [mg/kg] Recowery [Y)
leaves matrix blank.lod < LOD
leaves PK1 0,01 mg-ka.lcd 0.011 105.8
leaves PK1 0,10 mg-kg.lcd 010 103.5
e leavas PHZ 0,01 mg-kg.lcd 0.0099 99.2
leaves PKZ 0,10 mg-ka.lod 0.088 ' 57.9
leaves cal 100 ppb'.lcd 0.098

LOD = 0.003 mg'kg, LOQ = 0,070 mgkg

Conclusion:

The method was validated according to SANCO/3029/99, rev. 4 guidelines. The limit of detection and
quantification of the method was established at 0.003 and 0.010 mg/kg for sugar beet, respectively. There
were no interfering signals at retention time of analyzed compound in examined control matrix. The
analytical method for determining the residues of acetamiprid meets the criteria of
SANTE/2020/12830,Rev.1 in terms of precision, accuracy and ucertainty.

A21324 Study 4

Comments of ZRMS: [One trial was established in Northern France in 2021. One application was
performed on the treated plots at the target dose rate of 0.2 I/ha CHR/I/ACE 200
SE (equivalent to 40 g acetamiprid /ha) in BBCH 19.

The study was performed with a different formulation (SE formulation instead off
SC proposed in the intended GAP). The Applicant provided bridging studies.
Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure).

The limit of detection (LOD) of the analytical method was 0.003 mg/kg; limit off
quantification (LOQ) was 0.01 mg/kg.

Sugar beet roots and leaves samples from the field trials were analysed for
residues of acetamiprid. Residues in roots samples were below LOD, residues in
leaves samples were below LOQ..
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Max. storage interval between sampling and analysis: about 5 months. Stability,
studies cover 12 months for high water matrices.

The study is accepted.

The study results used in the evaluation:

sugar beet, roots: 1 x < 0.003 mg/kg

sugar beet, leaves: 1 x < 0.01 mg/kg

Reference: KCA 6.3

Report Magnitude of the residue of Acetamiprid in sugar beet (Raw Agricultural
Commodity) after one application of CHR/I/ACE 200 SE - one single
harvest trial in Northern France — 2021, Katarzyna Wanczyk, 2022,
21SGS27

Guideline(s): Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
1107/2009 of the European Parliament and of the Council of 21 October
2009 concerning the placing of plant protection products on the market and
repealing Council Directives 79/117/EEC and 91/414/EEC
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)
SANTE/2020/12830 rev.1, 24/02/2021

Deviations: No
GLP: Yes
Acceptability: Yes

Materials and Methods:

One harvest trial (HS) was established in Northern France. 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 sites to such a degree as to have negative impact on the integrity and validity of this study.

One typical for insecticide application was performed in trial with boom sprayer on the treated plots at the
target dose rate of 0,2 I/ha (CHR/I/ACE 200 SE) .For the test item CHR/I/ACE 200 SE the reported dose
rate was 0,196 I/ha.

The target spray volume was 300 litres per hectare according to Good Agricultural Practices. The
reported spray volume was actually 343,3 I/ha.

Foliar applications were performed in BBCH 19.

The spray mixture volume remaining after application was measured and the volumes applied to the
treated plot were calculated to verify delivery rates. The calculations and the delivery rate was verified by
the Study Director.

Deviation to the target rates were between + 5% as requested in the study plan (actually it was - 2,0).

In harvest trial (HS), RAC specimens for analyses (Leaves with top and roots) were collected at:

S1 - Commercial Harvest

Quality control measures were taken to maintain specimen integrity and to avoid contamination at the
trial site.

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
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Specimen collection:

Startin
— gtime| o-. | Conditi | Target
: Pl | Actual clre Sampli g BAigind Weight of T|_m ons storage | Shipme
Specimen . | wth al Matr m : .| ein .
ot | sampli ng - specime | specim during | tempera | nt date
number Stag DAL ix |sample freez 2
ID | ngdate | ) | event Iy ; n(g) en transpo | ture @
e A size .| er o
collecti rt (°C)
on
21SGS27 . 09:3 26.10.20
01 1 Leave . 3998 08:17 0 Frozen | <-18 21
.. |12 units,
U s with 1,0 kg
- = top | ™ 4152 | 0817 | 993 | Frozen | <-18 '
-01 R 0
02.09.2
215GS27 o1 | ¥ o 12 units, 09:3 26.10.20
01 2 1,0 kg 2978 08:17 0 Frozen <-18 21
u Roots
21SGS27 2 . 09:3
01 R s1 3120 08:17 0 Frozen <-18 -
12 units .
21SGS27 : . 09:3 26.10.20
01 3 = Leave | 1.0kg 3680 08:37 0 Frozen <-18 21
s with
- =l top 4000 | 08:37 | 993 | Frozen | <-18 '
-01 R 0
13.09.2
021 ad & 12 units
2 SieRy 4 1,0 kg | 3142 08:37 0= Frozen <-18 AL
-01 T ! 0 21
Roots
21SGS27 4 . 09:3
01 R 3342 08:37 0 Frozen <-18 -
Residues concentration detected in analysed field samples:
Residues
Sample name Timing Matrix Ly sa(;nple [mg/kg]
ks acetamipri
d
21SGS27-01 1 Leaves DPL/27/2021/01U <LOD
21SGS27-01 2 Roots DPL/27/2021/02U <LOD
S1 =BBCH 49 CH*
21SGS27-01 3 Leaves DPL/27/2021/03T <LOQ
21SGS27-01 4 Roots DPL/27/2021/04T <LOD

Blank and fortification samples:
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Table 11. Quality control samples - roots

Sample Name Result [malkyd] Recovery [%]
roots matrix blank.lcd < LOD -
rools PK1 0,01 mg-kg.lcd 0.0095 94.6
B roots PK1 0,10 mg-kg.lcd 0.096 96.1
roots PK2 0,01 mg-kg.lcd 0.0095 94.7 }
B roots PK2 0,10 mg-kg.lcd 0.10 _ 99.6
B roots cal 100 ppb'lcd 0.1 -

[
LOD = 0.003 mg/kg, LOQ = 0.010 ma'kg

Table 12. Quality control samples - leaves

Sample Name Result [ma/kg] | Recovery [%o]
leaves matrix blank.lcd < LOD -
B leaves PK1 0,01 mg-kg.lcd 0.011 105.8
leaves PK1 0,10 mg-kg.led 0.10 103.5
leaves PK2 0,01 mg-kg.lcd 0.0099 99.2
i leaves PK2 0,10 mg-kg.lcd U.I‘.‘IBS_ s 9r7.9
L leaves cal 1(Fppb‘.lcd 0.098 - - J

LOD = 0.003 mgfkg, LOQ = 0.010 mog/kg

Conclusion:

The method was validated according to SANCO/3029/99, rev. 4 guidelines. The limit of detection and
guantification of the method was established at 0.003 and 0.010 mg/kg for sugar beet, respec-tively.
There were no interfering signals at retention time of analyzed compound in examined con-trol matrix.

The analytical method for determining the residues of acetamiprid meets the criteria of
SANTE/2020/12830,Rev.1 in terms of precision, accuracy and uncertainty.
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‘Roots | <0.001
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Comments of zZRMS:

One trial was established in Poland in 2023. One application was performed on
the treated plots at the target dose rate of 0.16 I/ha CHR/I/ADEL 280 SC
(equivalent to 40 g acetamiprid/ha and 4.8 g of deltamethrin) in BBCH 19.
Acetamiprid

Root, leaves and whole plant samples of treated and untreated sugar beets from
the field trials were analysed for residues of acetamiprid and acetamiprid-N-
desmethyl. Taken into account that the residue definition for monitoring and risk
assessment for sugar beets was establish as acetamiprid only, the acetamiprid
results were used for further evaluation.

Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection.

The limit of detection (LOD) of the analytical method was 0.001 mg/kg; limit off
guantification (LOQ) was 0.005 mg/kg.

Residues in roots and leaves samples were below LOD.

Max. storage interval between sampling and analysis: about 4 months. Stability]
studies cover 12 months for high water matrices.

The study is accepted.

The study results used in the evaluation:

sugar beet, roots: 1 x < 0.001 mg/kg

sugar beet, leaves: 1 x < 0.001 mg/kg
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Sample number Result [mg/kg]

- Study sample § -

No Timing identification Type of commodity given by the Acstamiprid | Peetamiprid-N- | Sum of acetamiprid and
laboratory cetamipn desmethyl acetamiprid-N-desmethyi*
1 2356540011 sugar beet (whole plant) DPLT22023/01U <LOD <LOD <LOD
0 DALA
2 235G540-01 2 sugar beet (whole plant) DPL/T2/2023/02T 0.74 i ] 074
3 5 DaLA 2356540013 sugar beet (whole plant) DPLT22023/03T 0.27 0.012 0.28
4 | 14(+1)DALA | 235G540-014 | sugar beet (whole plant) | DPLT2/2023004T 0.074 0.0088 0.083
5 BBCH a7 235GE540-01 5 sugar beet (whole plant) DPLT2/2023/05T 0.029 0.0058 0.035
1] 235G540-01 6 sugar beet (root) DPL72/2023/0860U =LOD =LOD =LOD
7 235GS40.017 | Sugarbestleaveswith | o) Gopgaan7u <LOD <LOD <LoD
BBCH 49/ tops)

CH
B 2356540018 sugar beet (root) DPLT2202308T <LOD <LOD <LOD
9 235GS40019 | Sugarbeet ""]“"'E’ with | ppL72r202308T <LOD <LOD <LOD

'Sum of acetamipnd and N-ossmethyi-acetamipna (IM-2-1), expressed as acstamipna

DALA — Days After Last Application, BECH — According to BECH scale

Residues are not corrected for procedural recoveries;

Calculation based on unrounded values,

LOD = 0.001 mg'kg for acetamiprid, LOD =0.001 mg'kg for acetamiprid-M-desmetiny
LOGQ = 0.005 mg'kg for acetamiprid; LOGQ= 0.005 mg'kg for acetamiprid-N-desmethyl
LOG = 0.01 mg'kg for sum of acetamiprid and acetamiprid-N-desmethyl

208



CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC Page 209 /365
Part B — Section 7 - Core Assessment
Applicant version

Table 9. Quality confrol samples — Acetamiprid (whole plant)

Sample Mame Rezult [mg/kag] Recovery [%]
sample blank lcd < LoD -
whole plant, PK1 0,005 mg-kg lcd 0.0047 94.8
whole plant, PK1 0,05 mg-kg.led 0.056 1129
whole plant, PK2 0,005 mg-kg lcd 0.0050 1001
whole plant, PK2 0,05 mg-kg_led 0.050 991

LOD = 0.001 mgikg, LOQ = 0.005 mglkg

Table 10. Quality control samples — Acetamiprid-N-desmethyl (whole plant)

Sample Hame Result [mg/kag] Recovery [Yd]
sample blank.lcd < LOD -
whole plant, PK1 0,005 mg-kg.led 0.0048 955
whole plant, PK1 0,05 mg-kg.led 0.056 1115
whole plant, PK2 0,005 mg-kg lcd 0.0042 B34
whole plant, PK2 0,05 mg-kg_lcd 0.053 105.2

LoD = 0.001 mgikg, LOG = 0.005 mglkg
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Table 11. Guality control samples — Acetamiprid (whole plant)

Sample Name Result [mg'kal Recovery [%]
sample blank. led < LoD -
whole plant, PK1 0,005 mg-kg.led 0.0052 104.1
whole plant, PK1 0,05 mg-kg_lcd 0.054 107.3
whole plant, PK2 0,005 mg-kg.led 0.0053 105.1
whole plant, PK2 0,05 mg-kg_lcd 0.053 1056

LOD = 0.001 mglkg, LOG = 0.005 mglkg

The following results for matrix blank and fortified samples were obtained during analysia of treated

samples 12.07 2023:

Table 12. Guality control samples — Acetamiprid (whole plant)

Sample Name Result [mg'kal Recovery [%]
sample blank.lcd = LoD -
whole plant, PK1 0,005 mg-kg.led 0.0050 992
whole plant, PK1 0,05 mg-kg_lcd 0.050 997
whole plant, PK2 0,005 mg-kg.led 0.004% a7.2
whole plant, PK2 0,05 mg-kg_lcd 0.048 95.3

LOD = 0.001 mglkg, LOG = 0.005 mglkg
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Table 13. Guality control samples — (whole plant)

Sample Hame

Result [mgkg]

' PIpp—— T
RECOVENY | Yol

sample blank.lcd = LOD -
whole plant, PK1 0,005 mg-kg.led 0.0045 BO.7
whole plant, PK1 0,05 mg-kg.led 0.050 992
whole plant, PE2 0,005 mg-kg.lcd 0.0044 88.2
whole plant, PK2 0,05 mg-kg.led 0.046 91.5

LoD = 0.001 mgkg. LOQ = 0.005 mglkg

The following results for matrix blank and fortified samples were obtained during analysis of treated

samples 26.10.2023:

Table 14. Quality control samples — Acetamiprid (roots)

Sample Mame Result [mgkag) Recovery [%]
roots, sample blank.lcd < LOD -
roots, PK1 0,005 mg-kg.led 0.004% 97.8
roots, PK1 0,05 mg-kg.led 0.051 102.5
roots, PK2 0,005 mg-kg.led 0.0052 103.3
roots, PK2 0,05 mg-kg.led 0.051 102.8

LOD = 0.001 mglkg, LOG = 0.005 mglkg
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Table 15. Guality control samples — Acetamiprid-N-desmethyl (roots)

Sample Mame Reszult [mgkg] Recovery [%]
roots, sample blank.lcd < LOD -
roots, PK1 0,005 mg-kg.lcd 0.0051 1025
roots, PK1 0,05 mg-kg.led 0.051 1011
roots, PK2 0,005 mg-kg.led 0.0051 102.2
rocts, PK2 0,05 mg-kg.led 0.051 103.0

LOD = 0.001 mgikg, LOG = 0.005 mgkg

Table 16. Guality control samples — Acetamiprid (leaves)

Sample Mame Result [mgkag) Recovery [%]
leaves, sample blank_lcd < LOD -
leaves, PK1 0,005 mg-kg_lcd 0.050 1009
leaves, PK1 0,05 mg-kg.lcd 0.050 996
leaves, PK2 0,005 mg-kg_lcd 0.0049 97 4
leaves, PK2 0,05 mg-kg.lcd 0.052 103.2

LOD = 0.001 mgikg, LOG = 0.005 mglkg

Table 17. Guality control samples — Acetamiprid-N-desmethyl (leaves)

Sample Mame Result [mgkag) Recovery [%]
leaves, sample blank. lcd = LoD -
leaves, PK1 0,005 mg-kg.led 0.0047 945
leaves, PK1 0,05 mg-kg.lcd 0.051 102 4
leaves, PK2 0,005 mg-kg.lcd 0.004% 97.9
leaves, PK2 0,05 mg-kg.lcd 0.052 103.2

LOD = 0.001 mgikg, LOG = 0.005 mgikg
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Comments of ZRMS: [One trial was established in Northern France in 2023. One application was
performed on the treated plots at the target dose rate of 0.16 I/ha CHR/I/ADEL|
280 SC (equivalent to 40 g acetamiprid/ha and 4.8 g of deltamethrin) in BBCH
19.
Acetamiprid
Root, leaves and whole plant samples of treated and untreated sugar beets from
the field trials were analysed for residues of acetamiprid and acetamiprid-N-
desmethyl. Taken into account that the residue definition for monitoring and risk
assessment for sugar beets was establish as acetamiprid only, the acetamiprid
results were used for further evaluation.
Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection.
The limit of detection (LOD) of the analytical method was 0.001 mg/kg; limit of
guantification (LOQ) was 0.005 mg/kg.
Residues in roots and leaves samples were below LOD.
Max. storage interval between sampling and analysis: about 1 month. Stability,
studies cover 12 months for high water matrices.
The study is accepted.
The study results used in the evaluation:
sugar beet, roots: 1 x < 0.001 mg/kg
sugar beet, leaves: 1 x < 0.001 mg/kg

Reference: KCA 6.3

Report

Guideline(s):

Deviations:

GLP:

Acceptability:
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Sample number Result [mg/kg]
Timin: Study sample T of commaodi given by the
Ho 4 identification ¥pe ty ¥ Acetamiprid Acetamiprid-N- Sum of acetamiprid and
labaoratory P desmethyl acetamiprid-N-desmethyl*

1 235G542011 sugar beet (root) DPLT4/2023/01U <LOD <LOD <LOD

2 BECH 49 235G34201 2 sugar beet (leaves with tops) DPLT42023/021U =LOD =LOD =LOD

3 /CH 235G542-01 3 sugar beet (root) DPL742023/03T <LOD <LOD <LOD

4 235G542-01 4 sugar beet (leaves with tops) DPL742023/04T <LOD <LOD <LOD

"sum of acetamipnd and M-desmethyl-acetamiprid (IM-2-1), expressed as acetamipnd
BBCH - According to BBCH scale; CH — Commencial Haneest
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Table 9. Quality confrol samples — Acetamiprid (roots)

Sample Mame Reszsult [mgkag) Recovery [%]
roots, sample blank.lcd < LOD -
roots, PK1 0,005 mg-kg.lcd 0.004% 97.8
roots, PK1 0,05 mg-kg.led 0.051 1025
roots, PK2 0,005 mg-kg.lcd 0.0052 103.3
roots, PK2 0,05 mg-kg.led 0.051 1028

LOD = 0.001 mgikg, LOG = 0.005 mglkg

Table 10. Guality control samples — Acetamiprid-N-desmethyl (roots)

Sample Mame Reszsult [mgkag) Recovery [%]
rocts, sample blank.lcd < LoD -
roots, PK1 0,005 mg-kg.lcd 0.0051 1025
roots, PK1 0,05 mg-kg.led 0.051 1011
roots, PK2 0,005 mg-kg.led 0.0051 1022
rocts, PK2 0,05 mg-kg.led 0.051 103.0

LOD = 0.001 mgikg, LOG = 0.005 mglkg

Table 11. Quality contrel samples — Acetamiprid (leaves)

Sample Name Result [malkg] Recovery [%]
leaves, sample blank_lcd = LoD -
leaves, PK1 0,005 mg-kg_lcd 0.050 100.9
leaves, PK1 0,05 mg-kg.lcd 0.050 996
leaves, PK2 0,005 mg-kg_lcd 0.0045 974
leaves, PK2 0,05 mg-kg.lcd 0.052 103.2

LoD = 0.001 mg'kg. LOG = 0.005 mg/kg

Table 12. Guality control samples — Acetamiprid-N-desmethyl (leaves)

Sample Hame Result [ma'kg] Recovery [%]
leaves, sample blank_lcd < LOD -
leaves, PK1 0,005 mg-kg_led 0.0047 945
leaves, PK1 0,05 mg-kg.lcd 0.051 102.4
leaves, PR2 0,005 mg-kg_lcd 0.0049 979
leaves, PK2 0,05 mg-kg.led 0.052 103.2

LOD = 0.001 mg'kg. LOG = 0.005 mg'kg

Conclusion:
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Comments of ZRMS: (One trial was established in Germany in 2023. One application was performed on
the treated plots at the target dose rate of 0.16 I/ha CHR/I/ADEL 280 SC
(equivalent to 40 g acetamiprid/ha and 4.8 g of deltamethrin) in BBCH 19.
Acetamiprid
Root, leaves and whole plant samples of treated and untreated sugar beets from
the field trials were analysed for residues of acetamiprid and acetamiprid-N-
desmethyl. Taken into account that the residue definition for monitoring and risk
assessment for sugar beets was establish as acetamiprid only, the acetamiprid
results were used for further evaluation.
Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection.
The limit of detection (LOD) of the analytical method was 0.001 mg/kg; limit of
guantification (LOQ) was 0.005 mg/kg.
Residues in roots and leaves samples were below LOD.
Max. storage interval between sampling and analysis: about 1 month. Stability,
studies cover 12 months for high water matrices.
The study is accepted.
The study results used in the evaluation:
sugar beet, roots: 1 x < 0.001 mg/kg
sugar beet, leaves: 1 x < 0.001 mg/kg

Reference: KCA6.3

Report

Guideline(s):

Deviations:

GLP:
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The following residues concentration was determined in the fisld samples analyzed on 09.11.2023:

Table & Residue concentrations of acetamiprid and acetamiprid-N-desmethyl detected in analyzed field samples [Study No_-235GS543, Trial No_: 235G543-01)

Sample number Result [mg/kg]
Timin, Study sample T of commaodi given by the
No 9 identification ¥pe ty ¥ Acetamiprig | Acetamiprid-N- [ Sum of acetamiprid and
laboratory P desmethyl acetamiprid-N-desmethyl*

1 2356543011 sugar beet (root) DPLTS202301U <LOD <LOD <LOD

2 BECH 49 23565431 2 sugar beet (leaves with tops) DPLTS2023/020 =L0D =Lo0 =LoD

3 /CH 23565431 3 sugar beet (roat) DPL/TS2023/03T =L0OD =LOo0D =L0o0D

4 23556543014 sugar beet (leaves with tops) DPL/TSI2023/04T <LOD <LOD <LOD

*sum of acetamipnd and N-desmethyi-acetamiprid (IM-2-1), expressed as acetamiprid
BECH — According to BECH scale; CH — Commencial Harvest

Residues are not corrected for procedural recoveries:

Calculation based on unrounded values,

LOD = 0.001 mg'kg for acetamiprid: LOD = 0.001 mg'kg for acetamiprid-MN-desmethyl
LOG = 0.005 mgkg for acetamiprid; LOG= 0.005 mgfkg for acetamiprid-N-desmethyl
LOQ = 0.01 mg'kg for sum of acetamiprid and acetamiprid-MN-desmethyl
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Blank and fortification samples:

Table 9. Quality control samples — acetamiprid in roots

Sample Name Result [mafkg] Recovery [%]
rocts, sample blank.led = LoD -
roots, PK1 0,005 mg-kg.led 0.004% 971
roots, PK1 0,05 mg-kg.lcd 0.054 108.1
roots, PK2 0,005 mg-kg.led 0.0051 102.0
roots, PK2 0,05 mg-kg.lcd 0.055 110.9
LOD = 0.001 mgfkg, LOQ = 0.005 mgfkg
Table 10. Guality control samples — acetamiprid-M-desmethyl in roots
Sample Hame Result [ma'kg] Recovery [%]
rocts, sample blank.led = LoD -
roots, PK1 0,005 mg-kg.led 0.0051 102.8
rocts, PK1 0,05 mg-kg.lcd 0.051 102.7
roots, PE2 0,005 mg-kg.led 0.0047 945
rocts, PE2 0,05 mg-kg.led 0.055 109.7
LOD = 0.001 mgfkg, LOGQ = 0.005 mgfkg
Table 11. Quality control samples — acetamiprid in leaves
Sample Hame Result [mgkag] Recovery [%]
leaves, sample blank. lcd < LOD -
leaves, PK1 0,005 mg-kg_lcd 0.0045 904
leaves, PK1 0,05 mg-kg.lcd 0.050 99.8
leaves, PK2 0,005 mg-kg_lcd 0.0051 1022
leaves, PK2 0,05 mg-kg.lcd 0.048 96.3
LOD = 0.001 mgtkg, LOQ = 0.005 mgikg
Table 12. Guality control samples — scetamiprid-M-desmethyl in leaves
Sample Hame Result [mgkag] Recovery [%]
leaves, sample blank. lcd = LoD -
leaves, PK1 0,005 mg-kg_lcd 0.0047 93.0
leaves, PR1 0,05 mg-kg.lcd 0.051 101.9
leaves, PE2 0,005 mg-kg_lcd 0.0050 100.5
leaves, PK2 0,05 mg-kg.led 0.051 1022

LOD = 0.001 mgkg. LG = 0.005 mglkg
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Comments of ZRMS: (One trial was established in Hungary in 2023. One application was performed on
the treated plots at the target dose rate of 0.16 I/ha CHR/I/ADEL 280 SC
(equivalent to 40 g acetamiprid/ha and 4.8 g of deltamethrin) in BBCH 19.
Acetamiprid
Root, leaves and whole plant samples of treated and untreated sugar beets from
the field trials were analysed for residues of acetamiprid and acetamiprid-N-
desmethyl. Taken into account that the residue definition for monitoring and risk
assessment for sugar beets was establish as acetamiprid only, the acetamiprid
results were used for further evaluation.
Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection.
The limit of detection (LOD) of the analytical method was 0.001 mg/kg; limit of
guantification (LOQ) was 0.005 mg/kg.
Residues in roots and leaves samples were below LOD.
Max. storage interval between sampling and analysis: about 4 months. Stability,
studies cover 12 months for high water matrices.
The study is accepted.
The study results used in the evaluation:
sugar beet, roots: 1 x < 0.001 mg/kg
sugar beet, leaves: 1 x < 0.001 mg/kg

Reference: KCA6.3

Report

Guideline(s):

Deviations:

GLP:
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The following residues concentration was determined in the field samples analyzed on 04.07.2023, 05.07.2023, 12.07.2023 and 13.10.2023:

Table 8. Residue concentrations of acetamiprid and acetamiprid-N-desmethyl detected in analyzed field samples (Study No_-235GS544, Trial No.: 235G544-01)

Study sample Sample number Result [ma/kgl
Ho Timing identification Type of commaodity given by the Acetamiprid Acetamiprid-M- Sum of acetamiprid and
laboratory P desmethyl acetamiprid-N-desmethyl®
1 2353544011 | sugar best (whole plant) | DPL7&/202301U <LOD <LOD <LOD
0 DALA

2 2353544012 | sugar best (whole plant) | DPLTS/2023/02T 112 <L0a 112

3 5 DALA 235G544.013 | sugar best (whole plant) | DPLT8/2023/03T 0.14 <L0Q 0.14

4 | 14(z1)DALA | 235GS44-014 | sugarbeet (whole plant) | DPLT&2023/04T D.088 0.0074 0.096

5 BECH 37 2353544015 | sugar best (whole plant) | DPLT8/2023/05T 0.0097 <L0Q <L0Q

6 235G544-01 6 sugar best (root) DPLITE/2023/06U <L0OD <L0D <L0D

7 235Gs44 g1 7 | Svgarbestlleaveswih | o oeomoagry <LOD <LOD <LOD

BECH 49/ tops)
CH
8 235354401 8 sugar beet (root) DPL/T6I2023/08T <LOD <LOD <LOD
9 23SGs4qprg | Sugarbest “B]a"'es With | by 7er202308T <LOD <LOD <LOD

md’mdmd”dsnﬁ*mwrﬂ[“&ﬂmsedasmﬂlpnd
DALA — Days After Last Application, BECH — According to BECH scal
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Residues are not comected for procedural recoveries;

Calculation based on unrounded values,

LOD = 0,001 mg'kg for acetamiprid; LOD = 0.001 mg'kg for acetamiprid-M-desmethyl
LOG = 0.005 mg'kg for acetamiprid; LOG= 0.005 mg'kg for acetamiprid-N-desmethyl
Lo = 0.01 mg'kg for sum of acetamiprid and acetamiprid-N-desmethyl

Table 5. Quality control samples — Acetamiprid (whole plant)

Sample Mame Result [mg/kg] Recovery [%:]
sample blank.led = LOD -
whole plant, PK1 0,005 mg-kg.led 0.0047 94.8
whole plant, PK1 0,05 mg-kg.lcd 0.056 112.9
whole plant, PK2 0,005 mg-kg.led 0.0050 100.1
whole plant, PK2 0,05 mg-kag.led 0.050 991

LOD = 0.001 mgikg. LOG = 0.005 mglkg

Table 10. Guality control samples — Acetamiprid-M-desmethyl (whole plant)

Sample Mame Result [mg/kg] Recovery [%o]
sample blank lcd < LOD -
whole plant, PK1 0,005 mg-kg.led 0.0048 955
whole plant, PK1 0,05 mg-kg.lcd 0.056 111.5
whole plant, PK2 0,005 mg-kg.led 0.0042 834
whole plant, PK2 0,05 mg-kg_lcd 0.053 105.2

LOD = 0.001 mgikg, LOG = 0.005 mglkg
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The following results for matrix blank and fortified samples were obtained during analysis of diluted
sample 05.07.2023:

Table 11. Guality control samples — Acetamiprid (whole plant)

Sample Hame Result [mgkag] Recovery [Ya]
sample blank. led = L0OD -
whole plant, PK1 0,005 mg-kg.led 0.0052 1041
whole plant, PK1 0,05 mg-kg_led 0.054 107.3
whole plant, PK2 0,005 mg-kg.led 0.0053 105.1
whole plant, PK2 0,05 mg-kg_led 0.053 1056

LOD = 0001 mgikg, LOG = 0.005 mglkg

The following results for matrix blank and fortified samples were obtained during analysia of treated
samples 12.07 2023:

Table 12. Guality control samples — Acetamiprid (whole plant)

Sample Name Result [mg'kal Recovery [%:]
sample blank. led < LoD -
whole plant, PK1 0,005 mg-kg.led 0.0050 992
whole plant, PK1 0,05 mg-kg_lcd 0.050 997
whole plant, PK2 0,005 mg-kg.led 0.004% a7.2
whole plant, PK2 0,05 mg-kg_lcd 0.048 95.3

LOD = 0.001 mgikg, L0 = 0.005 mgikg
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Table 13. Guality control samples — Acetamiprid-N-desmethyl (whole plant)

Sample Mame Result [mgkag] Recovery [%]
sample blank.lcd < LOD -
whole plant, PK1 0,005 mg-kg.led 0.0045 BO.T
whole plant, PK1 0,05 mg-kg.led 0.050 992
whole plant, PK2 0,005 myg-kg_led 0.0044 88.2
whole plant, PE2 0,05 mg-kg.lcd 0.046 91.5

LOD = 0.001 mgkg, LOG = 0.005 mglkg

The following results for matrix blank and fortified samples were obtained during analysis of treated

samples 13.10.2023:

Table 14. Guality control samples — Acetamiprid (roots)

Sample Mame Result [mgkag] Recovery [%
roots, sample blank.led < LOD -
roots, PK1 0,005 mg-kg.led 0.0055 110.2
roots, PK1 0,05 mg-kg.led 0.054 107.0
rocts, PK2 0,005 mg-kg.led 0.0050 100.7
roots, PK2 0,05 mg-kg.led 0.052 103.8

LOD = 0.001 mgfkg, LOQ = 0.005 mglkg
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Table 15. Guality control samples — Acetamiprid-N-desmethyl (roots)

Sample Hame

Reszult [mg'kag]

Recovery [%]

roots, sample blank.lcd < LoD -
roots, PK1 0,005 mg-kg.led 0.0052 103.3
roots, PK1 0,05 mg-kg.led 0.054 1085
roots, PK2 0,005 mg-kg.led 0.0049 a7.8
roots, PK2 0,05 mg-kg.led 0.053 105.6

LOD = 0.001 mglkg, L0 = 0.005 mg/kg

Table 16. Quality control samples — Acetamiprid (leaves)

Sample Hame

Reszult [mgkag]

Recovery [%a]

leaves, sample blank lcd < LOD -
leaves, PK1 0,005 mg-kg_lcd 0.0054 107.2
leaves, PK1 0,05 mg-kg.lcd 0.049 98.2
leaves, PK2 0,005 mg-kg_lcd 0.0048 96.4
leaves, PK.2 0,05 mg-kg.lcd 0.052 1037

LOD = 0.001 mglkg, LOG = 0.005 mg/kg

Table 17. Guality control samples — Acetamiprid-N-desmethyl (leaves)

Sample Hame

Result [mg'kg]

Recovery [%a]

leaves, sample blank. lcd = L0OD -
leaves, PK1 0,005 mg-kg.led 0.0040 B0.3
leaves, PK1 0,05 mg-kg.lcd D.042 835
leaves, PK2 0,005 mg-kg_lcd 0.0040 80.4
leaves, PK.2 0,05 mg-kg.lcd 0.044 586

LOD = 0.001 mglkg, LOG = 0.005 mg/kg
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A2133 Oilseed rape (acetamiprid)

Oilseed rape summary:

Report- Commodity | Date of: Application rate per Dates of | Growth Portion | Residues (mg/kg) | PHI Remarks
No. 1) Sowing or | treatment treatments | stage at analysed (days)
Location planting Kg Water | Kg orno.of | last
2) Harvest a.i/ha | I/ha a.i./nl | treatment | treatment
and last or date
date

B8177/ 95- Oilseed rape/ 1. 25.08.2017 51.7 310 16.67 01.06.2018 BBCH 72-73 59 0.093 acetamiprid for 39 Foliar application
061 Dmosin, FREDDY 2.— seeds Date of reception: 35.07.2018
Nadolna- 3.10.07.2018 0.9 acetamiprid for pods Date of extraction and analysis:
Kolonia, 17.09.2018
Lodzkie, Max. Interval: 175 days
Poland/ 2018 LOD: 0.003 mg/kg

LOQ: 0.012 mg/kg
B8183/ 57810 | Oilseed 1. 20.08.2017 48.3 290 16.66 31.05.2018 BBCH 69-71 59 0.087 acetamiprid for seed | 41 Foliar application
Donnelay, rape/Dariot 2. Date of reception: 25.07.2018
Grand-Est, 3.11.07.2018 0.115 acetamiprid for pods Date of extraction and analysis:
France/ 2018 17.09.2018

Max. Interval: 175 days

LOD: 0.003 mg/kg

LOQ: 0.012 mg/kg
B8185/ 49430 | Oilseed rape/ 1.21.08.2017 52.8 317 16.67 30.05.2018 BBCH 78 59 0.089 acetamiprid for 27 Foliar application
Durtal, Pays Extenso 2.- seeds Date of reception: 25.07.2018
de la Loire, 3.26.06.2018 1.13 acetamiprid for pods Date of extraction: 13.09.2018
France/ 2018 Max. Interval: 175 days

LOD: 0.003 mg/kg

LOQ: 0.012 mg/kg
B7241/ Oilssed rape/ 1. 25.08.2016 47.2 283 16.67 26.06.2017 BBCH 79 5¢ <LOQ acetamiprid for 37 Foliar application
56125 Atora 2.- seed Date of reception: 17.08.2017
Rudoltice, 3.02.082017 Date of extraction: 13.11.2018
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Pardubice, <LOQ acetamipride for Max. Interval: 175 days
Czech pods LOD: 0.003 mg/kg
Republic/ LOQ: 0.012 mg/kg
2017
B7241/ 59253 | Oilseed rape/ 1. 20.09.2016 52.2 313 16.67 08.06.2017 BBCH 74 59 0.045 acetamiprid for seed | 36 Foliar application
La Gorgue, EXCEPTION 2.— Date of reception: 17.08.2017
Hauts-de- 3.14.07.2017 0.086 acetamipride for Date of extraction and analysis:
France, pods 25.08.2017
France/ 2017 Max. Interval: 175 days

LOD: 0.003 mg/kg

LOQ: 0.012 mg/kg
B7241/ 95001 | Oilseed rape/ 1. 25.08.2016 48.7 292 16.67 08.06.2017 BBCH 76-77 5¢g 0.014 acetamiprid for seed | 42 Foliar application
Biala, NK TECHNIC 2. Date of reception: 17.08.2017
Lodzkie, 3.20.07.2017 0.1 acetamipride for pods Date of extraction and analysis:
Poland/ 2017 25.08.2017

Max. Interval: 175 days

LOD: 0.003 mg/kg

LOQ: 0.012 mg/kg
B7241/ 2921 Oilseed rape/ 1.09.2016 47.3 284 16.66 12.06.2017 BBCH 79 59 <LOQ acetamiprid for 39 Foliar application
Komarom, GK REKA 2.— seed Date of reception: 17.08.2017
Komarom- 3.21.07.2017 Date of extraction and analysis:
Esztergom, <LOQ acetamipride for 25.08.2017
Hungary/ pods Max. Interval: 175 days
2017 LOD: 0.003 mg/kg

LOQ: 0.012 mg/kg
B9219/51756 | Oilseedrape/ 1.28.08.2018 50.5 303 16.67 14.06.2019 BBCH 72 5¢ <LODforseed 45 Foliar application
Slatina nad Architect 2. 0.015 for seed Date of reception: 05.09.2019
Zdobnici, 3.01.08.2019 Date of extraction and analysis:
Hradec 0.06 for pods 20.12.2019
Kralove, Max. Interval: 175 days
Czech LOD: 0.003 mg/kg

Republic/2019

LOQ: 0.01
mg/kg
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ZRMS comments:

Comparison of intended and critical EU GAPs:

Type of GAP Growth stage at Number of App. rate per PHI (days)
last appl. applications treatment
(interval between (kg a.s./ha)
appl.)
Rapeseed (code 0401060)
cGAP EU 1st appl.: 2(n.r) 0.042 n.r.
EFSA Journal BBCH 59
2016;14(2):4385 2nd appl.:
BBCH 80
Intended GAP BBCH 10-21 1 0.04 n/a
(major use No 1)
Intended GAP BBCH 30-70 1 0.04 n/a
(major use No 2)

A21331

Study 1

Comments of zZRMS:

Analytical part of the B8185 (A 2.1.3.3.6) field study.

The study was performed with a different formulation (SE formulation instead of
SC proposed in the intended GAP).

Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure).

The limit of quantification (LOQ) was 0.012 mg/kg.

The presence of residues in OSR seed samples was found to be 0.089 mg/kg

Max. storage interval between sampling and analysis: about 4 months. Stability,
studies cover 12 months for high oil matrices.
The study is accepted.

Reference:
Report

Guideline(s):

KCA 6.3

Determination of residue of acetamiprid in Oilseed rape (OSR) following
foliar applications of APIS 200 SE under field condition Northern France
2018, Grzegorz Paszek, 2018, DPL/70/2018

Regulation (EC) No 1107/2009 of the European Parliament and of the
Council of 21 October 2009 concerning the placing of plant protection
products on the market and repealing Council Directives 79/117/EEC and
91/414/EEC

Guidance for generating and reporting methods of analysis in support of pre-
registration data requirements for annex Il (part A, Section 4) and annex Il
(Part A section 5) of Directive 91/414, SANCO/3029/99 rev. 4, 11/07/2000
Guidance document on pesticide residue analytical methods SANCO/825/00,
rev. 8.1; 16/11/2010

Regulation (EU) 2017/626 of 31 March 2017 amending annexes Il and 11 to
regulation (EC) No 396/2005 of the European Parliament and of the council
as regards maximum residue levels for acetamiprid, cyantraniliprole,
cypermethrin, cyprodinil, difenoconazole, ethephon, fluopyram, flutriafol,
fluxapyroxad, imazapic, imazapyr, lambda-cyhalothrin, mesotrione,
profenofos, propiconazole, pyrimethanil, spirotetramat, tebuconazole,
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triazophos, and trifloxystrobin in or on certain products (Text with EEA

relevance.)
Deviations: No
GLP: Yes
Acceptability: Yes

Method:
LC-MS/MS Settings:

Instrument settings:

Liquid Chromatograph LCMS-8050 Shimadzu consists of:

Degazer DGU-20AXR

Two pumps LC-20ADXR (Nexera)

Autosampler SIL-20ACXR

Column oven CTO-20AC

Compresor, generator Peak Genius 1051

HPLC column — Synergi™ 4um Fusian-RP 80 A, 100 x 2 mm (Phenomenex)

Pumps:

Mode — Binary gradient

Total Flow — 0,25 ml/min

Mobile phase A —5 mmol ammonium acetate solution in deionized water
Mobile Phase B — 5 mmol ammonium acetate solution in acetonitrile

A conc - 80%

B Conc - 20%

Cooler temp -4°C

Oven temp. 40 °C

Interface: ESI

Interface heater: on
Interface temp: 300°C

DL temperature: 250 °C
Nebulizing Gas Flow: 3,00 L/min
Heating gas: on

Heating gas flow: 10,0 I/min
Heat block 400°C

Drying gas: on

Drying gas flow: 10,0 L/min

Residue concentrations detected in analysed field samples:
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, Sample number
Sponsor’s sample . L Result
No | Country identification Commodity given by the —
laboratory

Northern
1 France B8185 BM1 /U0 /A OSR (pods) DPL/70/2018/01U <LOQ
p | Northem | o185 BM1/TO/A OSR

France (pods) DPL/70/2018/02T | 3,39

Northern
3 | France | BB169BM1/U14/A OSR (pods) DPL/70/2018/03U | <LOQ
4 | Nothem | gg1g5 BM1/T14/ A OSR (pods) DPL/70/2018/04T | 1,13
5 | oMM | pa1gs BM1/U28/ A OSR (seed) DPL/70/2018/05U | <LOQ
g | Northem | posos BM1/T28/ A OSR (seed

France (seed) DPL/70/2018/06T 0,089

Residues are not corrected for procedural recoveries:

Calculation based on unrounded values, LOQ = 0,012 mg/kg
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Blank and fortification samples:

Quality control samples (pods)

Sample Name Result (mg/kg) | Recovery (%)
DPL-69&70-2018 P matrix blank.lcd <LOQ
DPL-69&70-2018 P PK1 0,010 mg-kg.lcd 0,012 116
DPL-69&70-2018 P PK1 0,10 mg-kg.lcd 0,119 119
DPL-69&70-2018 P matrix blank'.lcd <LOQ
DPL-69&70-2018 P PK2 0,010 mg-kg.lcd 0,0093 92,8
DPL-69&70-2018 P PK2 0,10 mg-kg.lcd 0,113 113

All recovery values at fortification levels of 0,010 mg/g and 0,10 mg/kg comply with the standard
acceptance criteria of the guidance document SANCO/3029/99 rev. 4.

In addition, the recovery values for PK2 0,010 mg/kg and PK2 0,10 mg/kg (in the range of 70 — 120%)
confirms the active substance stability during the analytical procedure.

Conclusion:
The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70-120% and RSD < 20% for average recovery.

The limit of quantification of the method was established at 0.012 mg/kg for oilseed rape pods and seeds.
There were no interfering signals at retention time of analysed compound in examined control matrix.
The validated analytical method used for determination of acetamiprid residues in oilseed rape (pods and
seeds) fulfils criteria of acceptance restricted by SANCO/825/00 rev. 8.1 document

A 21332 Study 2

Comments of zZRMS: |Analytical part of the B8177 (A 2.1.3.3.5) field study.

The study was performed with a different formulation (SE formulation instead of]
SC proposed in the intended GAP).

Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure).

The limit of quantification (LOQ) was 0.012 mg/kg.

The presence of residues in OSR seed samples was found to be 0.093 mg/kg

Max. storage interval between sampling and analysis: about 4 months. Stability|
studies cover 12 months for high oil matrices.

The study is accepted.

Reference: KCA 6.3
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Report

Guideline(s):

Deviations:
GLP:
Acceptability:

Method:

LC-MS/MS Settings:

Instrument settings:

Determination of residue of acetamiprid in Oilseed rape (OSR) following
foliar applications of APIS 200 SE Poland 2018, Grzegorz Paszek, 2018,
DPL/67/2018

Regulation (EC) No 1107/2009 of the European Parliament and of the
Council of 21 October 2009 concerning the placing of plant protection
products on the market and repealing Council Directives 79/117/EEC and
91/414/EEC

Guidance for generating and reporting methods of analysis in support of pre-
registration data requirements for annex Il (part A, Section 4) and annex Il
(Part A section 5) of Directive 91/414, SANCO0/3029/99 rev. 4, 11/07/2000
Guidance document on pesticide residue analytical methods SANCO/825/00,
rev. 8.1; 16/11/2010

Regulation (EU) 2017/626 of 31 March 2017 amending annexes Il and 111 to
regulation (EC) No 396/2005 of the European Parliament and of the council
as regards maximum residue levels for acetamiprid, cyantraniliprole,
cypermethrin, cyprodinil, difenoconazole, ethephon, fluopyram, flutriafol,
fluxapyroxad, imazapic, imazapyr, lambda-cyhalothrin, mesotrione,
profenofos, propiconazole, pyrimethanil, spirotetramat, tebuconazole,
triazophos, and trifloxystrobin in or on certain products (Text with EEA
relevance.)

No
Yes
Yes

Liquid Chromatograph LCMS-8050 Shimadzu consists of:

Degazer DGU-20AXR

Two pumps LC-20ADXR (Nexera)

Autosampler SIL-20ACXR
Column oven CTO-20AC

Compresor, generator Peak Genius 1051
HPLC column — Synergi™ 4um Fusian-RP 80 A, 100 x 2 mm (Phenomenex)

Pumps:

Mode — Binary gradient
Total Flow — 0,25 ml/min

Mobile phase A —5 mmol ammonium acetate solution in deionized water
Mobile Phase B — 5 mmol ammonium acetate solution in acetonitrile

A conc — 80%
B Conc — 20%

Cooler temp -4°C
Oven temp. 40 °C

Interface: ESI

Interface heater: on
Interface temp: 300°C
DL temperature: 250 °C

Nebulizing Gas Flow: 3,00 L/min
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Heating gas: on

Heating gas flow: 10,0 I/min
Heat block 400°C

Drying gas: on

Drying gas flow: 10,0 L/min
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The results for treated and untreated samples:

) | b
No | Country sp;z;.lei(:irfisc:t?;pie Commodity SZE#EE'-EEJ ?I;eer [ﬁ"lzs;:;:l
1 Poland B8177 PL1/UD/ A OSR (pods) DPL/67/2018/01U < LOQ
2 | Poland B8177 PL1/TO/ A OSR (pods) DPL/67/2018/02T 2,80
3 | Poland B8177 PL1/U14 /A OSR (pods) DPL/67/2018/03U < LOQ
4 | Poland B8177 PL1/T14/ A OSR (pods) DPL/67/2018/04T 0,71
5 | Poland B8177 PL1/U28 /A OSR (pods) DPL/67/2018/05U | <LOQ
6 | Poland B8177 PL1/T28/A OSR (pods) DPL/67/2018/06T 0,51
7 | Poland B8177 PL1/U33/A OSR (pods/seeds) DPL/67/2018/07U < LOQ
g8 | Poland B8177 PL1/T33/A OSR (pods/seeds) DPL/67/2018/08T 0,80
9 | Poland B8177 PL1/U45/ A OSR (seeds) DPL/67/2018/08U < LOQ
10 | Poland B8177 PL1/T45/ A OSR (seeds) DPL/67/2018/10T 0,093

Residues are not corrected for procedural recoveries;

Calculation based on unrounded values, LOQ = 0,012 mg/kg
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Blank and fortification samples:
Quality control samples (seeds)

Sample Name Result (mg/kg) | Recovery (%)
DPL-67 & 68-2018 S matrix blank.lcd <L0Q -
DPL-67 & 68-2018 S PK1 0,010 mg-kg.lcd 0,011 108
DPL-67 & 68-2018 S PK1 0,10 mg-kg.lcd 0,112 112
DPL-67 & 68-2018 S matrix blank'.led <LOQ =
DPL-67 & 68-2018 S PK2 0,010 mg-kg.lcd 0,010 104
DPL-67 & 68-2018 S PK2 0,10 mg-kg.led 0,108 108

Quality control samples (pods)

Sample Name Result (mg/kg) | Recovery (%)
DPL-67 & 68-2018 P matrix blank.lcd <LOQ -
DPL-67 & 68-2018 P PK1 0,010 mg-kg.lcd 0,0080 80,0
DPL-67 & 68-2018 P PK1 0,10 mg-kg.led 0,120 120
DPL-87 & 68-2018 P matrix blank'.Icd <LOQ -
DPL-67 & 68-2018 P PK2 0,010 mg-kg.led 0,0091 91,3
DPL-67 & 68-2018 P PK2 0,10 mg-kg.lcd 0,104 104

All recovery values at fortification levels of 0,010 mg/g and 0,10 mg/kg comply with the standard
acceptance criteria of the guidance document SANC0O/3029/99 rev. 4.

In addition, the recovery values for PK2 0,010 mg/kg and PK2 0,10 mg/kg (in the range of 70 — 120%)
confirms the active substance stability during the analytical procedure.

Conclusion:
The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70-120% and RSD < 20% for average recovery.

The limit of quantification of the method was established at 0.012 mg/kg for oilseed rape pods and seeds.

There were no interfering signals at retention time of analysed compound in examined control matrix.
The validated analytical method used for determination of acetamiprid residues in oilseed rape (pods and
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seeds) fulfils criteria of acceptance restricted by SANCO/825/00 rev. 8.1 document

A 21333 Study 3

Comments of zZRMS:

Analytical part of the B8183 (A 2.1.3.3.4) field study.

The study was performed with a different formulation (SE formulation instead of
SC proposed in the intended GAP).

Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure).

The limit of quantification (LOQ) was 0.012 mg/kg.

The presence of residues in OSR seed samples was found to be 0.087 mg/kg

Max. storage interval between sampling and analysis: about 4 months. Stability|
studies cover 12 months for high oil matrices.

The study is accepted.

Reference:
Report

Guideline(s):

Deviations:
GLP:
Acceptability:

Method:

LC-MS/MS Settings:

KCA 6.3

Determination of residue of acetamiprid in Oilseed rape (OSR) following
foliar applications of APIS 200 SE under field condition Northern France
2018, Grzegorz Paszek, 2018, DPL/68/2018

Regulation (EC) No 1107/2009 of the European Parliament and of the
Council of 21 October 2009 concerning the placing of plant protection
products on the market and repealing Council Directives 79/117/EEC and
91/414/EEC

Guidance for generating and reporting methods of analysis in support of pre-
registration data requirements for annex Il (part A, Section 4) and annex Il
(Part A section 5) of Directive 91/414, SANCO0/3029/99 rev. 4, 11/07/2000
Guidance document on pesticide residue analytical methods SANCO/825/00,
rev. 8.1; 16/11/2010

Regulation (EU) 2017/626 of 31 March 2017 amending annexes Il and 111 to
regulation (EC) No 396/2005 of the European Parliament and of the council
as regards maximum residue levels for acetamiprid, cyantraniliprole,
cypermethrin, cyprodinil, difenoconazole, ethephon, fluopyram, flutriafol,
fluxapyroxad, imazapic, imazapyr, lambda-cyhalothrin, mesotrione,
profenofos, propiconazole, pyrimethanil, spirotetramat, tebuconazole,
triazophos, and trifloxystrobin in or on certain products (Text with EEA
relevance.)

No
Yes
Yes
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Instrument settings:

Liquid Chromatograph LCMS-8050 Shimadzu consists of:

Degazer DGU-20AXR

Two pumps LC-20ADXR (Nexera)

Autosampler SIL-20ACXR

Column oven CTO-20AC

Compresor, generator Peak Genius 1051

HPLC column — Synergi™ 4um Fusian-RP 80 A, 100 x 2 mm (Phenomenex)

Pumps:

Mode — Binary gradient

Total Flow — 0,25 ml/min

Mobile phase A —5 mmol ammonium acetate solution in deionized water
Mobile Phase B — 5 mmol ammonium acetate solution in acetonitrile

A conc - 80%

B Conc - 20%

Cooler temp -4°C

Oven temp. 40 °C

Interface: ESI

Interface heater: on
Interface temp: 300°C

DL temperature: 250 °C
Nebulizing Gas Flow: 3,00 L/min
Heating gas: on

Heating gas flow: 10,0 I/min
Heat block 400°C

Drying gas: on

Drying gas flow: 10,0 L/min

The results for treated and untreated samples
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No | couny | SPgIeTESIe | commady | guamivine | et
1| Nomhem | Bg1a3 a1 /U0 /A OSR (pods) DPL/68/2018/01U | <LOQ
2 | homem | pa1g3 MA1/T0/ A OSR (pods) DPL/68/2018/02T | 2,23
3 Ng;:g;” B8183 MA1/U14/A OSR (pods) DPL/68/2018/03U | <LOQ
4 N;gzg;” B8183 MA1 / T14/ A OSR (pods) DPL/68/2018/04T 0,48
5 ”F"rg:g;" B8183 MA1/U28 / A OSR (pods) DPL/68/2018/05U | <LOQ
6 N;;:g;" B8183 MA1 / T28/ A OSR (pods) DPL/68/2018/06T 0,43
7 ”F"r:gg;“ B8183 MA1/U33/A | OSR (pods/seeds) | DPL/68/2018/07U | <L0Q
8 NF‘JSREL” B8183 MA1/T33/A | OSR (pods/seeds) | DPL/68/2018/08T 0,115
9 N;;_ggg;“ B8183 MA1 / U45 / A OSR (seeds) DPL/68/2018/09U | <LOQ
10 NForgzg;” B8183 MA1 / T45 / A OSR (seeds) DPL/68/2018/10T | 0,087

Residues are not corrected for procedural recoveries;
Calculation based on unrounded values, LOQ = 0,012 mg/kg

Blank and fortification samples:
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Quality control samples (seeds)

Sample Name Result (mg/kg) | Recovery (%)
DPL-67 & 68-2018 S matrix blank.lcd < LOQ -
DPL-67 & 68-2018 S PK1 0,010 mg-kg.lcd 0,011 109
DPL-67 & 68-2018 S PK1 0,10 mg-kg.lcd 0,112 112
DPL-67 & 68-2018 S matrix blank'.lcd <L0Q =
DPL-67 & 68-2018 S PK2 0,010 mg-kg.lcd 0,010 104
DPL-67 & 68-2018 S PK2 0,10 mg-kg.lcd 0,108 108

Quality control samples (pods)

Sample Name Result (mg/kg) | Recovery (%)
DPL-67 & 68-2018 P matrix blank.lcd <L0Q -
DPL-67 & 68-2018 P PK1 0,010 mg-kg.lcd 0,0080 80,0
DPL-67 & 68-2018 P PK1 0,10 mg-kg.led 0,120 120
DPL-67 & 68-2018 P matrix blank'.lcd <LOQ -
DPL-67 & 68-2018 P PK2 0,010 mg-kg.led 0,0091 91,3
DPL-67 & 68-2018 P PK2 0,10 mg-kg.lcd 0,104 104

All recovery values at fortification levels of 0,010 mg/g and 0,10 mg/kg comply with the standard
acceptance criteria of the guidance document SANCO/3028/99 rev. 4.

In addition, the recovery values for PK2 0,010 mg/kg and PK2 0,10 mg/kg (in the range of 70 — 120%)
confirms the active substance stability during the analytical procedure.

Conclusion:
The results acquired during validation of the analytical method (accuracy and repeatability) were in the

range of 70-120% and RSD < 20% for average recovery.
The limit of quantification of the method was established at 0.012 mg/kg for oilseed rape pods and seeds.

There were no interfering signals at retention time of analysed compound in examined control matrix.
The validated analytical method used for determination of acetamiprid residues in oilseed rape (pods and
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seeds) fulfils criteria of acceptance restricted by SANCO/825/00 rev. 8.1 document

A21334 Study 4

Comments of zZRMS: [The objective of the study was to generate specimens of oilseed rape raw
agricultural commodity after one foliar application of the formulated product
APIS 200 SE (200 g/L acetamiprid) at the rate of 0.25 L/ha (50 g acetamiprid/ha).
The application was made 41 days before harvest.

The study consisted of the field phase which was conducted under field conditions
in Northern France.

Samplings were performed at 0, 14, 26, 30 days after the application (DAA) and
41 DAA at BBCH 89 (at maturity of the grain).

The study is accepted.

Reference: KCA 6.3

Report Generation of Field Specimens for the determination of Acetamiprid
Residues in Oilseed Rape Following Foliar application with APIS 200 SE
under Field Conditions in Northern France in 2018, Corinne Ertus, 2018,

B8183
Guideline(s): Regulation (EC) No. 1107/2009
Deviations: No
GLP: Yes
Acceptability: Yes

Method and results:

The objective of the study was to generate specimens of oilseed rape raw agricultural commodity after
one foliar application of the formulated product APIS 200 SE (200 g/L acetamiprid) at the rate of 0.25
L/ha. The study consisted of the field phase which was conducted under field conditions at one site in
Northern France. One plot was treated once with APIS 200 SE at the application rate of 0.25 L/ha (50 g
acetamiprid/ha). The application was made 41 days before harvest. One plot remained untreated.
Samplings were performed at 0, 14, 26, 30 days after the application (DAA) and 41 DAA at BBCH 89 (at
maturity of the grain). Samples generated during this study were sent for Acetamiprid residues analysis to
SGS Polska Sp Z.0.0. laboratory.
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Application details

Application .
Plot Test It App. Target Rate of the Apal:iatlor:_Rate s |
o est ltem No. Timing Formulated of the active pray volume
substance
Product
u Untreated -- - - - -
T APIS 200 SE T1 45 (+4) DBH 0.25 L/ha 50 g/ha 300 L/ha (+10%)
DBH: Days before harvest
Sampling Details
Decline curve trial
Sampling Plot Timing Matrix Min. .
event Sample size
S1 urT 0 DAA Pods 0.2kg
S2 urT 14 (+1) DAA Pods 05kg
S3 urT 28 (£2) DAA Pods 05kg
S4 urT 33 (£3) DAA Pods or seeds” 0.5kg
S5 urT 45 (+4) DAA Seeds 05kg

DAA : Days after application
*If maturity was reached seeds had to be taken, if crop was still immature, pods had to be taken.

Sampling summary

Trial No Sampling AS;'::' Angl Actual [gr;é:'; Stage
1 31/05/2018 0 69-71
2 14/06/2018 14 75
B8183 MA1 3 26/06/2018 26 75-85
4 30/06/2018 30 87-89
5 11/07/2018 41 89

DAA: Days after application

Application details:
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(3)

PLOT T
Application No. 1
Date 31/05/2018
Time 9:45
L T 41 Days before
Application timing harvest
Growth stage (BBCH) 69-71
Air temperature (*C) 19.8
Soil temperature at 10 cm depth
o 17.5
(°C)
Relative humidity (%) 75
Cloud cover (%) 100
Wind speed (m/s) 0
Wind direction -
Soil condition Damp
Leaf condition Dry
Specific conditions of the application

Application No. 1
Average flow rate of the sprayer

dm (L/min) 3.87
Amount of test item mixed with water

2.22

Q+ (9)
Prepared volume

VOL+ (L) 2.50
Volume used

Vact (L) 1.74
Target volume
Actual volume sprayed

La(Uha) (1) 290
Target rate a.s.

d (gha) 50.0
Actual rate a.s.

da (g/ha) (2) 48.3
Deviation (%) from target rate 33

A 21335 Study 5

in Poland.

Comments of ZRMS: [The objective of the study was to generate specimens of oilseed rape raw
agricultural commodity after one foliar application of the formulated product
APIS 200 SE (200 g/L acetamiprid) at the rate of 0.25 L/ha (50 g acetamiprid/ha).
The application was made 39 days before harvest.

The study consisted of the field phase which was conducted under field conditions

Samplings were performed at 0, 13, 27, 33 days after the application (DAA) and
39 DAA at BBCH 89 at maturity of the seeds.
The study is accepted.
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Reference: KCA 6.3

Report Generation of Field Specimens for the determination of Acetamiprid
Residues in Oilseed Rape Following Foliar application with APIS 200 SE
under Field Conditions in Poland in 2018, Corinne Ertus, 2018, B8177

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

Deviations: Yes

GLP: Yes

Acceptability: Yes

Deviation(s):

Deviation No. 180711 Due to exceptional weather conditions (dry and warm), the crop reached the
maturity earlier than usual. Then, the last sampling was done 39 days after application (DAA) instead of
45 (x4) DAA as required in the study plan. The deviation has no impact because the sampling was done
before the scheduled date; it is a worst case situation. Moreover, the deviation from the target date
remained within the range of +25% (Guidance Document SANCO 7525/V1/95 rev. 9).

Method and results:

The objective of the study was to generate specimens of oilseed rape raw agricultural commodity after
one foliar application of the formulated product APIS 200 SE (200 g/L acetamiprid) at the rate of 0.25
L/ha. The study consisted of the field phase which was conducted under field conditions at one site in
Poland. One plot was treated once with APIS 200 SE at the application rate of 0.25 L/ha (50 g
acetamiprid/ha). The application was made 39 days before harvest (deviation No. 180711). One plot
remained untreated. Samplings were performed at 0, 13, 27, 33 days after the application (DAA) and 39
DAA at BBCH 89 at maturity of the seeds (deviation No. 180711).

Application details

Application L
Plot Test It App. Target Rate of the Apal;iatlor:_Rata s |
o est Item No. Timing Formulated of the active pray volume
Product substance
u Untreated -- - - - -
T APIS 200 SE T 45 (+4) DBH 0.25 L/ha 50 g/ha 300 L/ha (£10%)
DBH: Days before harvest
Sampling Details
Decline curve trial
Sampling Plot Timing Matrix Min. .
event Sample size
51 uT 0 DAA Pods 0.2 kg
S2 uT 14 (+1) DAA Pods 0.5 kg
S3 uT 28 (£2) DAA Pods 0.5 kg
S4 uT 33 (£3) DAA Pods or seeds” 0.5 kg
S5 uT 45 (14) DAA Seeds 0.5 kg
DAA : Days after application

*If maturity was reached seeds had to be taken, if crop was still immature, pods had to be taken.
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Sampling summary

Trial No Sampling A;;'::I Anczfl Actual tgrﬂoa':l; Stage
1 01/06/2018 0 72-73
2 14/06/2018 13 76-77
B8177 PL1 3 28/06/2018 27 81-82
4 04/07/2018 33 85-86
5 10/07/2018 39* 89

DAA: Days after application
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Application details: B
PLOT T

Application No. 1
Date 01/06/2018
Time 9:05
Application timing 39 a::r.'vsegtte‘fcre
Growth stage (BBCH) 72-73
Air temperature (°C) 223
Soil temperature at 10 cm depth 195
(°C)

Relative humidity (%) 56
Cloud cover (%) 15
Wind speed (m/s) 0
Wind direction -

Soil condition Dry
Leaf condition Dry

Specific conditions of the application

Application No. 1
Average flow rate of the sprayer
dm (L/min) 5.18
Amount of test item mixed with water 337
Q+ (9) ]
Prepared volume
VOL+ (L) 3.80
Volume used
Vact (L) 279
Target volume
Actual volume sprayed 310
La(L/ha) (1)
Target rate a.s.
d (g/ha) 50.0

Actual rate a.s.
da(glha) (2)
Deviation (%) from target rate

(3)

51.7

+3.3
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A 21336 Study 6

Comments of ZRMS: [The objective of the study was to generate specimens of oilseed rape raw
agricultural commodity after one foliar application of the formulated product
APIS 200 SE (200 g/L acetamiprid) at the rate of 0.25 L/ha (50 g acetamiprid/ha).
The application was made 27 days before harvest.

The study consisted of the field phase which was conducted under field conditions
in Northern France.

Samplings were performed at 0, 14 days after the application (DAA) and 27 DAA
at BBCH 89 (at maturity of the grain).

The study is accepted.

Reference: KCA 6.3

Report Generation of Field Specimens for the determination of Acetamiprid
Residues in Qilseed Rape Following Foliar application with APIS 200 SE
under Field Conditions in Northern France in 2018, 2018, B8185

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

Deviation(s):

Due to exceptional weather conditions (dry and warm), the crop reached the maturity earlier than usual.
Both last samplings at 33 (£3) and 45 (+4) days after the application (DAA) were not collected. The third
(and last) sampling was done at 27 DAA and at BBCH 89. Then, seeds were collected instead of pods.
There is no impact on the study as the amount of residues are comparable with the amount of residues
found in the other trials

Method and results:

The objective of the study was to generate specimens of oilseed rape raw agricultural commodity after
one foliar application of the formulated product APIS 200 SE (200 g/L acetamiprid) at the rate of 0.25
L/ha. The study consisted of the field phase which was conducted under field conditions at one site in
Northern France. One plot was treated once with APIS 200 SE at the application rate of 0.25 L/ha (50 g
acetamiprid/ha). The application was made 27 days before harvest instead of 45 (+4) days before harvest
(see deviation 180626). One plot remained untreated. Samplings were performed at 0, 14 days after the
application (DAA) and 27 DAA at BBCH 89 (at maturity of the grain). A deviation occurred during the
field phase, the harvest was anticipated (see deviation 180626).
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Application details

Application s
Plot Test It App. Target Rate of the Ap|:|f||t1;:1at|or;.Rate s |
o est ltem No. Timing Formulated of the active pray volume
substance
Product
u Untreated -- - - - -
T APIS 200 SE T1 45 (+4) DBH 0.25 L/ha 50 g/ha 300 L/ha (+10%)
DBH: Days before harvest
Sampling Details
Decline curve trial
Sampling Plot Timing Matrix Min. .
event Sample size
S1 urT 0 DAA Pods 0.2 kg
52 urT 14 (+1) DAA Pods 0.5kg
83 urT 28 (£2) DAA Pods 0.5kg
S4 urT 33 (£3) DAA Pods or seeds” 0.5 kg
S5 urT 45 (+4) DAA Seeds 0.5kg

DAA : Days after application
*If maturity was reached seeds had to be taken, if crop was still immature, pods had to be taken.

Sampling summary

Trial No Sampling AS;'::' Angl Actual [gr;;t_i'; Stage
1 30/05/2018 0 78
2 13/06/2018 14 81
B8185 BM1 3 26/06/2018 27 89
4 * - -
5 * - -

DAA: Days after application

Application details:
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PLOT T
Application No. 1
Date 30/05/2018
Time 15:20
N I 27 Days before
Application timing harvest*
Growth stage (BBCH) 78
Air temperature (°C) 23.0
Soil temperature at 10 cm depth
o 18.9
(°C)
Relative humidity (%) 66
Cloud cover (%) 80
Wind speed (m/s) 0.9
Wind direction SW
Soil condition Damp
Leaf condition Dry
Specific conditions of the application

Application No. 1
Average flow rate of the sprayer

dm (L/min) 3.39
Amount of test item mixed with water 177

Q+ (9) ]
Prepared volume

VOL+ (L) 2.00
Volume used

Vact (L) 114
Target volume
Actual volume sprayed 347

La(L/ha) (1)
Target rate a.s.

d (g/ha) 50.0
Actual rate a.s.

da (ghha) (2) 528
Deviation (%) from target rate +5.7

(3) ]

*See deviation 180626

A 21337

Study 7

Comments of zZRMS:

Analytical part of the B9219 CZ and B9220 DE field studies.

The study was performed with a different formulation (SE formulation instead of
SC proposed in the intended GAP).

Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure).

The limit of quantification (LOQ) was 0.01 mg/kg, the limit of detection (LOD)
was 0.003 mg/kg.

The presence of residues in OSR seed samples from Czech Republic were found
to be 0.015 mg/kg.
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Max. storage interval between sampling and analysis: about 6 months. Stability|
studies cover 12 months for high oil matrices.

The Applicant provided field part of the study conducted in Czech Republic only
(Report No B9219).

The objective of the study was to generate specimens of oilseed rape raw
agricultural commodity after one foliar application of the formulated product
APIS 200 SE (200 g/L acetamiprid) at the rate of 0.25 L/ha (50 g acetamiprid/ha).
The application was made 48 days before harvest.

Samplings were performed at O day before the application on untreated plot (plot
U), 0 day after the application on treated plot (plot T) and at 14, 26, 33 and 48
days after the application on both treated and untreated plots.

The study is accepted.

Reference:
Report

Guideline(s):

Deviations:
GLP:

Acceptability:

Field phase

Reference:
Report

KCA 6.3/03

Final Report Determination of Acetamiprid Residues in Oilseed Rape
Following Foliar application with APIS 200 SE under Field Conditions in
Czech Republic and Germany in 2019, 2020, G. Paszek, Study No.:
DPL/131/2019,

Regulation (EC) No 1107/2009 of the European Parliament and of the
Council of 21 October 2009 concerning the placing of plant protection
products on the market and repealing Council Directives 79/117/EEC and
91/414/EEC

Residues: Guidance for generating and reporting methods of analysis in
support of pre-registration data requirements for Annex Il (part A, Section 4)
and Annex Il (part A, Section 5) of Directive 91/414, SANCO/3029/99 rev.
4, 11/07/2000

Guidance document on pesticide residue analytical methods, SANCO/825/00
rev. 8.1, 16/11/2010

Commission Regulation (EU) No 617/2014 of 3 June 2014 amending
Annexes Il and Il to Regulation (EC) No 396/2005 of the European
Parliament and of the Council as regards maximum residue levels for
ethoxysulfuron, metsulfuron-methyl, acetamiprid, prosulfuron, rimsulfuron,
sulfosulfuron and thifensulfuron-methyl in or on certain products Text with
EEA relevance

No
Yes
Yes

KCA 6.3/09

Generation of Field Specimens for the determination of Acetamiprid
Resideues in Oilseed Rape Following Foliar application with APIS 200 SE
under Field Conditions in Czech Republic in 2019, C. ERTUS, 2019, Study
code: B9219
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Guideline(s): Regulation (EC) No 1107/2009
Deviations: No

GLP: Yes

Acceptability: Yes

e £

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

Respansitle body fof reporing (name, address): ANADIAG - 16 rue Ampéare, 67500 Haguenau, France
;:;:E ?I’Tmarclal product: PUH Chemirol 2p. z.o.0. Pags: "
g} [common name {3)) acelamipsid H rope:
COPR o {: Counlry: HNorthem Eureg
Tra.ue neme(sf APIS 200 3E
Main uses e.g. insecticide, fungicide: Insacticide
LUse Pallem
1 2 3 4 ] ] 7 8 ] i0 11 12 13 14
Post or Fermulation | Application Apglication rate per treatment
G:Iw a.n:.fnor F.Gorl gruu|:.od' [ interval —
controliea | Type  [Conc.ofas. Method kind Powioategesy:| nBdp: | \Imbaman e} | Romars
| season min-max | applications g a.5.Mha (max} water Lng | 928/l
| {days) {max)
(a) k) (=) () (i} (1=h) | L] K} (min) o (m)
Dilseed rape F Biting and 5E 200 gil Medium wolme speaying = 1 = 50 |
sucking Suspo- e i -
insects emulsion
Overall spraying
|
Remarks (a) For crops, the EU and Codex Classification (Beth) should be used; where relevant, the use situation shauld be described (&g, fumigation of the siruciune)
(b Quidoor or field use (F). glasshouse application (&) or Indoor appication (1)
(e} £.9. biling and sucking insects, sollbom insects, foliar fungi, weeds
(o) 8.9 wettable powder (WP), emulsifiable concentrate [EC), granula (GR)
(&) GCPF Codes — GIFAP Technical Managraph N° 2, 1989
if) All abbreviabions used must be explained
g Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench, &l
1’!;5 'ﬁkrﬁ. e.g. overall, broadcast, aerial spraying, row, ingividual plant, batween the plants - lype of equipment used must be indicaled
g kg or gl
1] Growmh stage at last treatment {BBCH Monograph, Growth Stapes of Planis, 1997, Blackwel, ISBN 3-8263-3152-4), incluging where relevant, information on season at tima of application
(3] The minifiam and maximum nurmber of applications possible under practical conditions of use must be provided
)] PHI = Pre-hamves! imerval
{m) Remarks may inclsde: Exlent of useleconomic importance/resiriclions

The aim of the study is to evaluate the residue levels of acetamiprid Oilseed Rape Following Foliar
application with APIS 200 SE under Field Conditions in Czech Republic and Germany in 2019. Samples
will originate from the study performed in Czech Republic (B9219) and Germany (B9220). The results of
the study will be used for registration of the plant protection product. Specimen extraction and
determination of residues of acetamiprid were performed according to the multi-residue QUEChERS
method. Quantification was performed by use of LC-MS/MS detection. The limit of quantification (LOQ)
of the analytical method was 0.010 mg/kg.

THE RESULTS FOR TREATED AND UNTREATED SAMPLES

The following residues concentration was determined in the field samples analyzed on 30.07.2019:
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Table 11 Residue concentrations of acetamiprid detected in analyzed field samples
(STUDY NUMEER B9219 — Decline Trial No. B9219 CZ1)

cnr'e Sample number _
- Sponsor's sample - o R Result
N ning Ficen'ifi*ﬁtic-ﬁp ype of commodity given by the [mg/kg]
s laboratory - =
1 B9219 CZ1/UD/A OSR (pods) DPLM31/2019/01U = LOD
0 DAA*
2 BO219 CZ1UTO/A OSR (pods) DPL/M131/2019/02T 0,64
3 B9219 CZ1/U14/A OSR (pods) DPL/M31/2019/03U < LOD
14 (£1) DAA
4 BO9219 CZ1/T14/A OSR (pods) DPL/131/2019/04T 0,39
5 B9219 CZ1/U28/A OSR (pods) DPL/M31/2019/05U < LOD
28 (£2) DAA
6 B9219 CZ1/T28/A OSR (pods) DPL/131/2019/06T 042
7 B9219 CZ1/U33/A OSR (pods) DPL/M31/2019/07U < LOD
33 (£3) DAA
8 B9219 CZ1/T33/A OSR (pods) DPL/131/2019/08T 0,38
9 B9219 CZ1/U45/A OSR (seeds) DPL/M31/2019/08U < LOD
45 (+4) DAA
10 B9219 CZ1/T45/A OSR (seeds) DPL/M131/201910T 0,015

Residues are not corrected for procedural recoveries;

Calculation based on unrounded values, LOD = 0.003 mg/kg; LOQ = 0.010 mg/kg

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by

fortification of untreated test portions of the respective matrix and subsequent determination of
the procedural recoveries upon applying the test method. Procedural recoveries were handled and
stored in the same way and for the same time period as the samples extracts that were generated
within the same analytical set. Four of the fortification samples (LOQ and 10 x LOQ) were run at
each of analytical sequence (at the beginning and at the end of field samples) in order to ensure
the active substance stability during the analytical method workflow.
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Table 13 Quality control samples (seed)

Sample Name [E‘?E;] Recovery [%]
s DPL-131-2019 matrix blank < LOD -
s DPL-131-2019 PK1 0,010 mg-kg 0,009 a7.4
s DPL-131-2019 PK1 0,10 mg-kg 0,091 90,9
s DPL-131-2019 matrix blank' =LOD -
s DPL-131-2019 PK2 0,010 mg-kg 0,011 105
s DPL-131-2019 PK2 0,10 mg-kg 0,108 108
LOD = 0.003 mg/kg
Table 10 Quality control samples (plants)
Sample Name [:IZE_’_E;] Recovery [%]
p DPL-131-2019 matrix blank < LOD -
p DPL-131-2019 PK1 0,010 mg-kg 0,011 108
p DPL-131-2019 PK1 0,10 mg-kg 0,110 110
p DPL-131-2019 matrix blank’ =LOD -
p DPL-131-2019 PK2 0,010 mg-kg 0,008 75,0
p DPL-131-2019 PK2 0,10 mg-kg 0,073 732

LOD = 0.003 mg/kg

All recovery values at fortification levels of 0.010 mg/g and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance documents to SANCO/3029/99 and SANCO/825/00 rev. 8.1,
16/11/2010. The stability of the analytes in the final extracts was proven by the corresponding procedural
recovery samples, which were stored under the same conditions together with the extracts of the
specimens for residue analysis. The recovery values for PK2 0.010 mg/kg and PK2 0.10 mg/kg (in the
range of 70 — 120%) confirms the active substance stability during the analytical procedure. The duration
of the extraction process was about 2 hours, the duration of the chromatographic analysis was about 432
min for plants (7.2 h) and 288 min for seeds (4.8 h). The total analytical procedure, from sample
extraction till analysis, was performed and completed within 1 day (14 h). Extract stability is not
considered to be an issue, since working standard that were used for quantification were always prepared
on the same day as the work up of the specimen for residue analysis took place.

CONCLUSIONS
The method was validated according to SANCO/3029/99, rev. 4 guidelines and SANCO/825/00 rev. 8.1.,

16/11/2010 guidelines. The results acquired during validation of the analytical method (accuracy and
repeatability) were in the range of 70 — 120% and RSD < 20% for average recovery. The limit of
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quantification of the method was established at 0.010 mg/kg for seed and plants. There were no
interfering signals at retention time of analyzed compound in examined control matrix. The analytical
method for determining the residues of acetamiprid in OSR (plant and seeds) meets the criteria of
SANCO/3029/99, rev. 4 guidelines and SANCO/825/00 rev. 8.1., 16/11/2010 guidelines in terms of
precision, accuracy and uncertainty.

A21338 Study 8

Comments of zZRMS: |Analytical part of the B7241 field studies.

The study was performed with a different formulation (SE formulation instead of
SC proposed in the intended GAP).

Specimen extraction and determination of residues of acetamiprid were performed
according to the multi-residue QUEChERS method. Quantification was performed
by use of LC-MS/MS detection (extracts were analysed on the same day after
extraction procedure).

The limit of quantification (LOQ) was 0.012 mg/kg.

The presence of residues in OSR seed samples found to be: 0.014 mg/kg, 0.045
mg/kg, and 2 x < LOQ

Max. storage interval between sampling and analysis: about 4 months. Stability|
studies cover 12 months for high oil matrices.

The Applicant provided field part of the study conducted in Czech Republic,
North France, Poland and Hungary (Report No B7241).

The objective of the study was to generate specimens of oilseed rape raw
agricultural commodity after one foliar application of the formulated product
APIS 200 SE (200 g/L acetamiprid) at the rate of 0.25 L/ha (50 g acetamiprid/ha).
The application was made 36-42 days before harvest.

Samplings were performed at 0, 14, 27-28, 31-34 and 36-42 days after the
application.

The study is accepted.

Reference: KCA 6.3/02

Report Final Report Determination of residues of acetamiprid in oilseed rape, 2017,
A. Augustynek, Study Plan No.: DPL/03/2017,

Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament and of the

Council of 21 October 2009 concerning the placing of plant protection
products on the market and repealing Council Directives 79/117/EEC and
91/414/EEC

Residues: Guidance for generating and reporting methods of analysis in
support of pre-registration data requirements for Annex Il (part A, Section 4)
and Annex Il (part A, Section 5) of Directive 91/414, SANCO/3029/99 rev.
4, 11/07/2000

Guidance document on pesticide residue analytical methods, SANCO/825/00
rev. 8.1, 16/11/2010
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Deviations:
GLP:
Acceptability:

Field phase

Reference:
Report

Guideline(s):
Deviations:
GLP:
Acceptability:

No
Yes
Yes

KCA 6.3/12

Determination of Acetamiprid Residues in Oilseed Rape Seeds Following
Foliar application with Apis 200 SE under Field Conditions in Northern
Europe in 2017, A. Perny, 2018, Study code: B7241

Regulation (EC) No 1107/2009

No
Yes
Yes

SUMMARY OF GOOD AGRICULTURAL PRACTICES FOR PESTICIDE USES

Rasponsibie body for reportng (Nem. aidress)

crops)

ANADIAG - 10 rue Ampére, 07500 Haguenau, France

Producer of commercial product PUH Chemirol sp. 2 0.0 Page: /
Pesticide (s} (common name [s)) Acetamiprid Caouniry Morthem Europe
CCPR Nao (s)
Trade name{<): APIS 200 SE
Main usos & g insectcile, fungicre Inseciicide
Use Patiom
1 2 3 4 [:] 4 ] a 10 11 12 13 4
F lation Appli treatment
Pl aé o Application cation rate per
Crop andior | group of interval | R
siuntion | 1O pusts & T e growth stage & | number | between | P (i) s
controlled »e At BOaSOn min-max | sppllcations g a.5/ha (max) wator Lima | 988ML
| | (daysm) | {emax)
wW | m () () [0 i) 1] M | (mim | U] (mh
QCilseed rage | F insects 5E 200 gl Mediium volume spraying | 30 days before 1 50 300 1667 k]
| Suspo- narvest |
emulsion |
I Broadcas! spraying |
| |
l I
Rarmaks im) Far crops, the EU and Codex Classification (both| should be used, whis relevanl, the use stuabon shaould ba described (e.g. fumigntion of the struciure)
ib) Outdoor or field usa (F). glasshouse apolication (G) or indoor appiicaton (1)
ic} 8.0, bibng ANd Sucking INsects. solbom neacts, follar fungi, weeds
() ® (g, wottablo powdar (W), pmulsfinble concanirate (EC), grenuy (GR)
) GCPF Codes - GIFAP Techmecal Monogragh N* 2, 1880
i Al sbbrevialions used mus! be explaned
i@ Melhod, e.g. high volurme spraying, low volume spraying. spreatng. dusling, drench. elc
ihy Kind, e.g overall, broadcas], serial spraying, row, ndwvidual plan, betwesn fhe plands - fype of equipment used must be indicated
0} gl or gt
(1] Growth stage af sl reatment (BBCH Monograph, Growth Stages of Plants. 1097, Backwel, (SBN 3-8203-1152-4), nchuding whers relevan!, nformabon on season af time of appication
ik} The minmum and maximum nember of applications possibie under practical conditons of wse must be provided
(1] PH| = Pre-harves! interval
im) Ramarks may include: Extent of uvsaleconomic importancadresirichons

The aim of the study was to evaluate the residue levels of acetamiprid in oilseed rape (pods and seeds)
after applications of a product containing acetamiprid. The results of the study will be used for
registration of the plant protection product. Maximum residue level for acetamiprid oil seed rape is 0.010
mg/kg (Commission Regulation {EU) 2019/88 amending Annexes Il and Il to Regulation (EC) No
396/2006). Specimen extraction and determination of residues of acetamiprid were performed according
to the multi-residue QUEChERS method. Quantification was performed by use of LC-MS/MS detection.
The limit of quantification (LOQ) of the analytical method was 0.012 mg/kg.
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THE RESULTS FOR TREATED AND UNTREATED SAMPLES

The following residues concentration was determined in the field samples analyzed on 25.08.2017

No | Country Spi';:fﬁl';;:tai:::lple Commodity S&gr;;;;lﬁ t':;l :.":12“ [':1:;:;:]
laboratory
1 Paland B7241 PL1/U0/J A oilseed rape - pods DPL/03/2017/01U =< LOQ
2 Poland B7241 PL1/TO/A oilseed rape - pods DPLIO3/2017/02T 0,42
3 Poland B7241 PL1 U147 A oilseed rape - pods DPL/03/2017/03U ¢: LOQ
A4 Poland B72Z41 PL1/ T4/ A oilseed rape - pods DPL/03/2017/04T 0.16
5 Poland B7241 PL1 IUZB!A oilseed rape - pods DPI-JDSIZGWIOSU = LO-(s_
g Foland BY2141 PL1/T28/ A -.ui-r;ac:cd rapc = poda DI"Lr‘D.'ﬂEM 06T 0.10
7 Poland B7241 PL1 /U333 /A oilseed ra;pe - seeds DPL/03/2017/07U < LOQ
8 Poland B7241 PL1 [T33TA oilseed rape‘— seeds DPL/03/2017/08T 0.061
9 F'Aoi.-—tmd B7241 PL1 J-US'.:;’f I A oilseed rape - seed; DPL/O3/2017/09U = L0OQ
10 Foland ! BTa2d41 FL1/T39/ A .uilseeu ldpE - seeds DPLO32017110T U4
1 France BY241 ND1/UD /A oilseed rape - pods DPL/03/2017/11U = LOQ
12 France B7241 I';ID1-J TOA vilseed rape —Ipods DPL/O3/2017M12T 0.56
13 F.rl:a-lnce B7241 ND1/ U‘14TIA oilseed rape - pods DPL/03/2017/13U = LOQ
14 | France B/241 NU1J |.14 TA oilseed rape - pods DPL/03/201714T 0.055
15 France B7241 ND1 /U287 A oilseed rape - pods DPL/03/2017/15U =100
16 France B7241 Nﬁ1 FT281 A oilseed rape ~. ﬁods DPL/O3/2017M6T 0.086
17 France B7241 ND1/U33 /A | oilseed rape - seeds DPLfI03!201?f1?U < L0OQ
18 France -8?241 ND1/T33/A Dils-&.".*-i-a.d-rape - seeds DPL/03/2017M8T 0.32
*19 France B7241 ND% TU38 /A | oilseed rape - see_c.Is DPL/03/2017/18U =< L0Q
20 France B7241 ND1/T39/ A | cilseed rape - seeds DPL/03/201 ?féDT 0.045
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Sponsor’s field study Type of Result
No | Country number commodity group Type of test sample [markg]
21 Hungary B7241 HUT/UD S A ollseed rape - pods DPL/D3f2017/210 = LOQ
22 Hungary B7241 HU1/TO/ A oilseed rape - pods DPL/D3/2017/22T 0.21
23 | Hungary B7241 HU1/ U147/ A vilseed rape - pods DPL/03/2017/23U < L0Q
24 | Hungary B7241HU1/T14 [ A oilseed rape - pods DPL/03/2017/24T 0.39
25 | Hungary B7241 HU1/U28 /A oilseed rape - seeds DPL/O3/2017125U <L0Q
26 | Hungary B7Z41 HU1/T28/ A cilseed rape - seeds DPLID3/2017/126T =L0o0
27 | Hungary B7241 HU1/U33/A | cilseed rape - seeds | DPL/03/2017/27U =L0Q
28 Hungary B7241 HU1/T33 7 A oilseed rape - seeds DPL/03/2017/28T =L00
29 | Hungary B7241 HU1 /U39 /A | oilseed rape - seeds | DPL/03/2017/29U = LOQ
30 | Hungary B7241 HU1/T39/A | oilseed rape - seeds | DPL/03/2017/30T = LOQ
31| O | poosicz1ruoiA | osoed d B
Republic ollseed rape - poas DPL/OZ/Z2017/310 < LOQ
32 | Czech B7241 CZ1/TO/ A il “H.".t;'l__ cl
| Republic Olisesd rape - pous DPLI03/2017/32T 0.022
33 | SN [ Brou1cz11Ut4/A | cilseed rape - pod
Republic ollseed rape - pods DPL/03/2017/33U = LOQ
a4 | C2o0h B7241 G711 T14/ A iIseed d
) Republic ollseed rape - pods DPL/03/2017/34T 0.024
] Czech . .
35 R . B7241 CZ17 U281 A oilseed rape - pods DPL/03/2017/360 = LOO
epublic
Czech L .
36 R ) BY241 CZ1/T28/1 A oilseed rape - pods DPL/O3/2017/36T < LOQ
epublic
a7 | ©Zeh B7241CZ1/U33/A | oiseed g -
Republic Oliseed rape - seeds DPLO32017/370 < LOQ
s | 07 B7241CZ1/T33/A | ollseed rape - seed
Republic 04 i rape - seeds | DPL/03/2017/38T = LOQ
Czech o R ]
39 ) B7241 CZ1/U39/ A oilseed rape - seeds DPL/03/2017/39U =L0OQ
Republic |
a0 | C°N | groa1021/739/A | oiisced - ——
Republic cllseed rape - seeds | DPL/03/2017/40T < LOQ

Residues are not corrected for prdcedural recoveries;
Calculation based on unrounded values, LOQ = 0,012 mg/kg

BLANK AND FORTIFICATION SAMPLES (QC SAMPLES)

For each analytical set the method’s applicability in terms of accuracy was assessed by fortification of
untreated test portions of the respective matrix and subsequent determination of the procedural
recoveries upon applying the test method. Procedural recoveries were handled and stored in the same
way and for the same time period as the samples extracts that were generated within the same analytical
set. Two of the fortification samples (LOQ and 10 x LOQ) were run at each of analytical sequence (at the
beginning and at the end of field samples) in order to ensure the active substance stability during the
analytical method workflow
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Recovery (%)

Sample Name Result (mg/kg)

DPL-03-2017 5 matrix blank < LOG
DPL-DS-:EG'I?-S PK1 0,010 mgfkg | 0.012 102.1
DPL-03-2017 S PK2 0,010 mgikg O:_CI‘IS 109.8
DPL-03-2017 S PK1 0,10 ma/kg 0.1 15." 98.9
DPL-03-2017 S PK2 0,10 ma/kg | 0.105 - 90.8

DF'LEE—EG‘I? P matrix blank < LOQ -
DPL-03-2017 P PK1 G,C-!;amg,fkg 0.0084 2.6
DPL-03-2017 P PK.Z 0,010 mg-fhg 0.0087 ;:’;.B
DPL-03-2017 F; PK1 U,1C.I .Fr;émg 0.109 93..3_—
DPL-EPE-?GW P PK2 0,10 mgikg {}126 108.8

S =seeds, P =pods, LOQ = 0.012 mg/kg

All recovery values at fortification levels of 0.010 mg/kg and 0.10 mg/kg comply with the standard
acceptance criteria of the guidance document SANCO/3029/99 rev.4. In addition, the recovery values of
PK2 0.010 mg/kg and PK2 0.10 mg/kg (in the range of 70 -120%) confirms the active substance stability

during the analytical procedure.

CONCLUSIONS

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70-120% and RSD < 20% for average recovery. The limit of quantification of the method was
established at 0.01 mg/kg. There were no interfering signals at retention time of analysed compound in
examined control matrix. The validated analytical method used for determination of acetamiprid in
oilseed rape (pods and seeds) fulfitlls criteria of acceptance restricted by SANCO/825/00 rev.8.1

document..

256



CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC Page 257 /365
Part B — Section 7 - Core Assessment
Applicant version

A21l4 Magnitude of residues in livestock

A214.1 Livestock feeding studies

No new studies submitted

A215 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation)

A2151 Distribution of the residue in peel/pulp

No new studies submitted

A2152 Processing studies on a core set of representative processes

No new studies submitted

A216 Magnitude of residues in representative succeeding crops

A217 Other/Special Studies

Comments of ZRMS:  [The study is accepted.
Storage time of samples at <-18°C from sampling to extraction (days) — 35 days.
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Analyte Method Matrix LOD (mglkg) LOG (mgikg)
Haney 0.003 0.01
Acetamiprid MA1011-01
Pallen 0.003 0.01
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Analytical - . residues
ple No. Field sample No. Treatment Matrix | Timimg ﬁ "
(mglkg) |
CO2B00101 | CO2BOPL1/UHMA - Honey - = L0Q
CO2B0 0103 | CO2E0PL1/UPTA - Pallen - NDR
CO2B0 0102 | COZB0OPL1FTHIA APIS 200 SE | Honey | Maturity = L0Q

CO280 0104 | CO2BOPLY Y TPIA APIS 200 5E | Pollen | Maturity 148

= LOQ: Residues between LOD and LOG

NDR: Mo detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg

LOG = 0.01 mgikg

Comments of zZRMS: [The study is accepted.
Storage time of samples at <-18°C from sampling to extraction (days) — 19 days.
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Analyte Method Matrix LOD (mglkg) LOG (mg/kg)
Haney 0.003 0.01
Acetamiprid MA1011-01
Pallen 0.003 0.01

—

Acetamiprid
Analytical - - . residues
sample No. Field sample No. Treatment Matrix | Timing found
(makg) |

CO2B10101 | COZB1EF1/UHIA - Honey - HDR
CO2B101 03 | CO231 EF1/UPTA - Pallen - HDR
CO2B10102 | CO231EF1/TH/A | APIS200 SE | Honey | Maturity 0
CO2E10104 | CO2B1EF1/TP/A | APIS200SE | Pollen | Maturity 4

NDR: Mo detectable residues (residues below the limit of detection)
LoD = 0.003 mg'kg
LOG = 0.01 mg/kg
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Comments of zZRMS: [The study is accepted.
Storage time of samples at <-18°C from sampling to extraction (days) -17 days.
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. Croo’
Matrix (ngimL) LOD img/kg) **
Honey 0.75 0.003 ma'kg
Pollen 0.35 0.003 mg'kg

* corresponds to the lowest matrix-matched calibration standard (after venfication that peak height
(=ignal)/peak height (noise) ratio = 3).
**equivalent in samples in mgikg (rounded to 30% of the LOG).

—
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Analytical Acetamiprid
Field sample No. Treatment Matrix Timing | residues found
sample No.
(mg'kg)

C108301 1 CIDE3PHIFUH /A - Honey - MNDR
C1083 01 02 CI1DE3IPH1/TH/ A APIS 200 SE Honey Maturity 0.09
C1082 01 03 CIDE3PHI/UPIA - Pallen - MDR
C1063 01 4 C1083 PHI /TP A APIS 200 SE Pallen Maturity 0.68

NDR: Mo detectable residues (residues below the limit of detection)
LOD = 0.003 mg'kg
LOG = 0.01 mgikg

Comments of zZRMS: [The study is accepted.
Storage time of samples at <-18°C from sampling to extraction (days) — 25 days.
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. Cron’
Matrix (ngimL) LOD img/kg) **
Honey 0.75 0.003 ma'kg
Pollen 0.35 0.002 ma'kg

* coresponds to the lowest matrix-matched calibration standard (after venfication that peak height
(signal)fpeak height (noise) ratio = 3).
**equivalent in samples in mgikg (rounded to 30% of the LOG).
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—

- Acetamiprid
ytical Field sample No. Treatment Matrix Timing | residues found
sample No.
(mg'kg)

C1084 01 01 C1084 MAT /UH T A - Honey - NDR
C1084 01 02 C1064 MATSTH /A APIS 200 SE Honey Maturity 0.05
C1084 01 03 C1064 Ma1 FUP 1A - Pallen - MDR
C1084 01 04 CI064 MAT /TP /A APIS 200 SE Pallen Maturity 0.7

MDR: Mo detectable residues (residues below the limit of detection)
LOD = 0.003 mg'kg
LOG = 0.01 mg/kg
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N 1

IIII1
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A22 Deltamethrin
A221 Stability of residues
A2211 Stability of residues during storage of samples

A22111 Storage stability of residues in plant products

No new studies submitted

A2211.2 Storage stability of residues in animal products

No new studies submitted

A222 Nature of residues in plants, livestock and processed commodities

A2221 Nature of residue in plants

No new studies submitted

A2221.1 Nature of residue in primary crops

No new studies submitted

A2221.2 Nature of residue in rotational crops

No new studies submitted

A22213 Nature of residues in processed commodities

No new studies submitted

A2222 Nature of residues in livestock

No new studies submitted

A223 Magnitude of residues in plants
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A2231

Spring barley

Spring barley summary:

Report- Commodity/Variety | Date of: Application rate per Dates of Growth | Portion | Residues | PHI Remarks
No. 1) Sowing or treatment treatments | stage at | analysed | (mg/kg) | (days)
Location planting Kg Water | Kg or no. of last
2) Harvest a.i/ha | I/ha a.i./hl treatment | treatment

and last or date

date
B7144 Spring Barley / 1) 16/03/2017 0.0055 | 218 0.0025 | 16/06/2017 | BBCH Grain 0.0096 |31 LOQ =
N1, IRINA 2) 2)17/07/2017 75 0.01
France, mg/kg
Hauts de
France Straw 0.15
B7144 Spring Barley / 1) 13/03/2017 0.0053 | 319 0.00166 | 14/06/2017 | BBCH Grain 0.018 29 LOQ =
HU1, SCARLETT 2) 13/07/2017 75 0.01
Hungary, mg/kg
Komarom
Esztegrom
County

Straw 0.10
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B7144 Spring Barley / 1) 28/03/2017 0.0051 | 405 0.00126 | 27/06/2017 | BBCH Grain 0.0086 32 LOQ =
PL1, SOLDO 2) 29/07/2017 75 0.01
Poland, mg/kg
Lodzkie

Straw 0.052
B7144 Spring Barley / 1) 31/03/2017 0.0048 | 290 0.00165 | 12/07/2017 | BBCH Grain 0.016 27 LOQ =
CZz1, AZIT 2) 08/08/2017 75 0.01
Czech mg/kg
Republic,
Hradec
Kralowe Straw 0.11
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A22311 Study 1

Comments of zZRMS: [The study has not been evaluated and does not support the proposed use on wheat.
According to the SANTE/2019/12752 Rev0l, barley study results can be
extrapolated to wheat before forming of the edible part. In case of cereals "before
forming of the edible part" must be intended as before stage BBCH 51.

Proposed in intended GAP BBCH for wheat and triticale is 37-75.

Reference: KCA 6.3

Report DETERMINATION OF RESIDUES OF DELTAMETHRIN IN SPRING
BARLEY APPLIED AS “DELTAMETHRIN 100 SC” IN NORTHERN
EUROPE IN 2017, 2018, Joanna Kicinska, ZBBZ-2017/06/DPL/1

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 Directive 96/46/EC Amending Directive 91/414/EEC, Annex Il, section
4 of Part A EU Guidance Document SANCO/3029/99 rev. 4 EU Guidance
Document SANCO/825/00 rev. 8.1

Deviations: No
GLP: Yes
Acceptability: Yes
Methods:

Quantification was performed by use of highly selective gas chromatography coupled with tandem mass
spectrometry (GC-MS/MS). Two selected ion mass transitions were evaluated in order to demonstrate
that the method achieves a high level of selectivity. The retention times of analyte in extracts corresponds
to that of the calibration standards with a tolerance of < + 0.1 min. Also, confirmation ratios for
Deltamethrin in all samples were within £ 30 % of the average found for the standards. No significant
interference above 30 % of LOQ was detected in any of the reagent blanks or control specimen extracts
for Spring Barley matrix, so that a highly level of selectivity was demonstrated and an additional
confirmatory method is not necessary.

Matrix effects:

Matrix effects on the detection of Deltamethrin in extracts of Spring Barley were found to be significant
(> 20 %). Thus matrix-matched standards were used for quantification.

Linearity

The correlation between the injected concentration of analyte standard and detector response was
demonstrated to be linear by single determination of matrix-matched calibration standards at seven
concentration levels ranging from 0.0015 pg/mL to 0.2 pg/mL for Spring Barley (ears, grain) and nine
concentration levels ranging from 0.0005 pg/mL to 0.2 pg/mL for Spring Barley (rest of plants and
straw). Those ranges correspond from 0.003 mg/kg to 0.4 mg/kg for Spring Barley (ears, grain) and 0.002
mg/kg to 0.8 mg/kg for Spring Barley (rest of plants and straw) thus covers the range from no more than
30 % of the LOQ and at least + 20 % of the highest analyte concentration level detected in samples. The
calibration curves obtained for both ion mass transitions of Deltamethrin were linear with the coefficients
of correlation (R) greater than 0.99. Linear regression was performed with 1/x weighting.

Accuracy and precision:
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Accuracy was determined by fortification of control samples with known amounts of the reference item
and subsequent determination of the recoveries when applying the extraction procedure. Precision was
determined by repeatability (relative standard deviation — RSD). The mean recovery values at the
fortification levels of 0.01 mg/kg and 0.1 mg/kg for both ion mass transitions were all in the range 70 —
110 % and thus comply with the standard acceptance criteria of the guidance document SANCO/825/00
rev. 8.1 and SANCO0/3029/99, rev. 4. All precision values at the fortification levels of 0.01 mg/kg and 0.1
mg/kg for both ion mass transitions were < 20%.

summary of recovery results

Fortification Mean Overall Overall
3 RSD Mean
Analyte Matrix Level Recovery (%) n S RSD
(mg/kg) (%) (%) (%)
lon Mass Transition 252.9-2172.0 (Quantification)
Spring Barley 0.01* 93 36 5 %0 0
(ears) 0.1 88 10 | 5 '
lon Mass Transition 250.9->172.0 (Confirmation)
Spring Barley 0.01* a5 3.8 5 91 4.9
(ears) 0.1 88 10 | 5 '
lon Mass Transition 252.9-2172.0 (Quantification)
Spring Barley 0.01* 96 38 | 5 91 8
(rest of plants) 0.1 85 22 | 5 '
lon Mass Transition 250.9-»172.0 (Confirmation)
Spring Barley 0.01* 92 23 5 a8 6.1
(rest of plants) 0.1 83 43 | 5 '
Deltamethrin
lon Mass Transition 252.9-2172.0 (Quantification)
Spring Barley 0.01* 78 3.0 5 29 -
(straw) 0.1 80 27 | 5 '
lon Mass Transition 250.9-172.0 (Confirmation)
Spring Barley 0.01* 77 7.2 5 28 <4
(straw) 0.1 80 20 | 5 '
lon Mass Transition 252.9—2172.0 (Quantification)
i 0.01* 100 7.6 5
Spring [Tlarley 102 6.2
(grain) 0.1 105 3.9 5
lon Mass Transition 250.9->172.0 (Confirmation)
i 0.01* 102 7.4 5
Spring [?larIE\.r 103 56
(grain) 0.1 105 37 | 5

*-Limit of quantification, defined by the lowest validated fortification level

Limit of Quantification (LOQ) and Limit of Detection (LOD):

The limit of quantification (LOQ) is the lowest validated fortification level and was thus successfully
established at 0.01 mg/kg for both ion mass transitions of Deltamethrin in Spring Barley matrix. The limit
of detection (LOD) for Deltamethrin was set at 0.002 mg/kg for tested matrix, which is < 30% of the
LOQ. The limit of detection (LOD) for Deltamethrin was set at 0.003 mg/kg for tested matrix, which is <
30% of the LOQ.

Results obtained for the analysis of Spring Barley:
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Summary of results from residue analysis of §

pring Barley

Field trial sample code — description Re Mean Residues
Crop (matrix) / Treatment (U-Untreated, Lab. Sample ID P- of Deltamethrin
T-Treated) [mg/kg]
Spring Barley B7144 ND1/U1G /A 17/06/DPL/1/1 3 <L0D
(ears) B7144 ND1/T1G /A 17/06/DPL/1/2 3 0.044
Spring Barley B7144 ND1/U1S /A 17/06/DPL/1/3 3 <L0D
(rest of plants) B7144 ND1/T15 /A 17/06/DPL/1/4 3 0.062
Spring Barley B7144 ND1/ U2G /A 17/06/DPL/1/5 <L0D
(ears) B7144 ND1/T2G /A 17/06/DPL/1/6 3 0.049
Spring Barley B7144 ND1/U2S /A 17/06/DPL/1/7 3 <L0D
(rest of plants) B7144 ND1/T25/ A 17/06/DPL/1/8 3 0.057
Spring Barley B7144 ND1/UHS / A 17/06/DPL/1/9 <L0D
(straw) B7144 ND1/THS / A 17/06/DPL/1/10 0.15
Spring Barley B7144 ND1/UHG / A 17/06/DPL/1/11 3 <L0D
(grain) B7144 ND1/THG /A 17/06/DPL/1/12 3 0.0096
Spring Barley B7144 HUL / U1G /A 17/06/DPL/1/13 3 0.0024
(ears) B7144 HU1/T1G /A 17/06/DPL/1/14 3 0.10
Spring Barley B7144 HU1 fU1S /A 17/06/DPL/1/15 3 0.0028
(rest of plants) B7144 HU1/T1S /A 17/06/DPL/1/16 3 0.033
spring Barley B7144 HU1/U2G /A 17/06/DPL/1/17 3 0.0021
(ears) B7144 HU1 /T2G /A 17/06/DPL/1/18 3 0.099
spring Barley B7144 HU1/U2S /A 17/06/DPL/1/19 3 0.0042
(rest of plants) B7144 HU1 /U25/ A 17/06/DPL/1/20 3 0.045
spring Barley B7144 HU1 / UHS / A 17/06/DPL/1/21 3 <LOD
(straw) B7144 HU1 / THS / A 17/06/DPL/1/22 3 0.10
spring Barley B7144 HU1 / UHG / A 17/06/DPL/1/23 3 <LOD
(grain) B7144 HU1/THG / A 17/06/DPL/1/24 3 0.018
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Summary of results from residue analysis of Spring Barley (cont.)

Field trial sample code - description

Rep.

Mean Residues

Crop (matrix) [ Treatment (U-Untreated, Lab. Sample ID of Deltamethrin
T-Treated) [mg/kg
B7144 PL1/ U1G /A 17/06/DPL/1/25 3 <LOD
Spring Barley (ears)
B7144 PL1/T1G/ A 17/06/DPL/1/26 3 0.045
Spring Barley B7144 PL1/U1S/ A 17/06/DPL/1/27 3 <LOD
(grain) B7144 PL1/B1S/A 17/06/DPL/1/28 3 0.035
B7144 PL1/ U2G /A 17/06/DPL/1/29 3 <LOD
Spring Barley (ears)
B7144 PL1/T2G/ A 17/06/DPL/1/30 3 0.064
Spring Barley (rest B7144 PL1/U25/ A 17/06/DPL/1/31 3 < 10D
of plants) B7144 PL1/T25/A 17/06/DPL/1/32 3 0.046
Spring Barley B7144 PL1/ UHS / A 17/06/DPL/1/33 3 < 10D
(straw) B7144 PL1/THS [ A 17/06/DPL/1/34 3 0.052
Spring Barley B7144 PL1/UHG /A 17/06/DPL/1/35 3 < 10D
(grain) B7144 PL1/THG / A 17/06/DPL/1/36 3 0.0086
B7144 CZ1/U1G /A 17/06/DPL/1/37 3 < 10D
Spring Barley (ears)
B7144 CZ1/T1G /A 17/06/DPL/1/38 3 0.059
Spring Barley (rest B7144 CZ1/U1S/ A 17/06/DPL/1/39 3 < 10D
of plants) B7144 CZ1/T1S/A 17/06/DPL/1/40 3 0.14
B7144 CZ1/U2G/ A 17/06/DPL/1/41 3 < 10D
Spring Barley (ears)
B7144 CZ1/T2G /A 17/06/DPL/1/42 3 0.029
Spring Barley (rest B7144 CZ1/U2S/ A 17/06/DPL/1/43 3 < 10D
of plants) B7144 CZ1/T25/ A 17/06/DPL/1/44 3 0.098
Spring Barley B7144 CZ1 / UHS /A 17/06/DPL/1/45 3 < 10D
(straw) B7144 CZ1/THS/ A 17/06/DPL/1/46 3 011
Spring Barley B7144 CZ1/ UHG / A 17/06/DPL/1/47 3 < 10D
(grain) B7144 CZ1 /THG / A 17/06/DPL/1/48 3 0.016
Conclusion:

The method was shown to be highly selective, as it includes two parent-daughter ion transitions for

Deltamethrin, and it yields accurate and repeatable results. The limit of quantification (LOQ) was
established at 0.01 mg/kg for Deltamethrin, interfering signals in control specimen were negligible, and

thus the limit of detection (LOD) is 0.002 mg/kg for Spring Barley (rest of plants and straw) and 0.003

mg/kg for Spring Barley (ears and grain). It is concluded that method fulfils the requirements as defined
in EC Guidance document on residue analytical methods (and SANCO/825/00, rev. 8.1.
SANCO/3029/99, rev. 4) and is, applicable as enforcement and data generation method for determination
of Deltamethrin in Spring Barley after application of and “DELTAMETHRIN 100 SC”
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A22312 Study 2

Comments of zZRMS: [The study has not been evaluated and does not support the proposed use on wheat.
According to the SANTE/2019/12752 Rev0l, barley study results can be
extrapolated to wheat before forming of the edible part. In case of cereals "before
forming of the edible part" must be intended as before stage BBCH 51.

Proposed in intended GAP BBCH for wheat and triticale is 37-75.

Reference: KCA 6.3

Report Generation of field specimens for the determination of deltamethrin residues
in spring barley following foliar application with DELTAMETHRIN 100
SC under field conditions in Northern Europe in 2017, 2017, Corinne Ertus,

B7144
Guideline(s): Regulation (EC) No 1107/2009
Deviations: Yes
GLP: Yes
Acceptability: Yes

Methods:

The objective of the study was to generate specimens of spring barley raw agricultural commodity after
one foliar application of the formulated product DELTAMETHRIN 100 SC (100g deltamethrin/L) at the
rate of 0.05 L/ha.

The study consisted of one single phase: the field phase.

The study was conducted under field conditions at 4 sites in northern Europe. All the trials were sampled
three times to monitor the decline of residues between the treatment and the harvest. In each trial one plot
was treated one with DELTAMETHRIN 100 SC at the application rate of 0.05 L F.P./ha (equivalent to
5g/ha as deltamethrin). The application of DELTAMETHRIN 100 SC was made at BBCH 75 and 30 +/-
3 days before the harvest.

One plot remained untreated.

In each trail, sampling was performed at BBCH 83, at BBCH 85-87 and at maturity of the crop (30 +/- 3
days after the application)

Samples generated during this study were sent to be analysed to INSTYTUT OGRODNICTWA

Deviation

Deviation No. 170828

Trial B7144 CZ1.

The samples were shipped to the wrong laboratory. Mistake in the delivery addressee. The specimens
were kept frozen by the first delivered laboratory and shipped under dry ice conditions by the Field
Principal investigator herself to the right laboratory. Dry ice was still present at receipt.
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Application details

Application ]
App. - Rate of the | Application Rate of Spray
i Test item No. Target Timing Formulated active substance volume
Product
u Untreated - e = i
DELTAMETHRIN BBCH 75 : Eia =t
T 100 SC T1 and 30 (+3) DBH 0.05L/ha | 5 g deltamethrin /ha {522&]
DBH: Days before harvest
Sampling Details
Sampling " ; Min.
e Plot Timing Matrix Sample size
Rest of plants 0.5 kg from = 12 plants
S1 urT BBCH 83 Ears 15kg
» Rest of plants 0.5 kg from = 12 plants
s2 LE-T BBCH 85 - 87 Ears 1.5kg
BBCH 89 - 97
S3 urT (normal harvest) and gt;::': 0.5kg fm;" =12 plants
30 (+3) DAA kg
DAA: Days after application
Application data
Summary of the actual application(s) data
Deviation from
: Spray Growth
Trial No. | Plot | APPlication | as. rate the intended volume Date stage
No. (g/ha) application rate (Lha) (BBCH)
(%)
B7144 ND1 1] 1 55 +9.0 218 16/06/2017 75
B7144 HU1 T 1 53 +6.3 319 14/06/2017 75
B7144 PL1 T 1 5.1 +1.3 405 27/06/2017 75
B7144 CZ1 il 1 48 -3.3 290 12/07/2017 75

Sampling summary:
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Sampling summary

Trial No Sampling Ag;;’: ' A;:: : Aoty (gggﬁ? Suge
1 30/06/2017 14 83
B7144 ND1 2 07/07/2017 21 85
3 17/07/2017 3 89
1 22/06/2017 8 83
B7144 HU1 2 27/06/2017 13 87
3 13/07/2017 29 89
1 17/07/2017 20 83
B7144 PL1 2 24/07/2017 27 85-87
3 29/07/2017 32 89
1 19/07/2017 7 83
B7144 CZ1 2 25/07/2017 13 ar
3 08/08/2017 27 89-92

DAA: Days after application
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zZRMS comments:
Comparison of intended and critical EU GAPs for deltamethrin:
Type of GAP Growth stage at last appl. Number of applications App. rate per treatment PHI (days)
(interval between appl.) (g a.s./ha)
Wheat (code 0500090)
cGAP EU n.a. 3 (14 days) 7.5 30
EFSA Journal 2015;13(11):4309
Intended GAP BBCH 37-75 1 4.8 n/a
(major use No 3, wheat)
Intended GAP BBCH 37-75 1 4.8 n/a
(major use No 4, triticale)

A2232

Winter Wheat

Winter wheat summary (It is not indicated whether trans- and alpha-R-deltamethrin is determined by this method, therefore the results are informative only):

Report- Commodity/Variet | Plo | Date of: Application rate per Dates of Growth | Portion | Mean PHI Remark
No. y t 1) Sowing or treatment treatments | stageat | analyse | Residue | (days | s
Location planting Kg Wate | Kg or no. of last d S )
2) Harvest ai/ha |rl/ha | a.i/hl treatment | treatmen (mg/kg)

and last t or date

date
B7143 Winter Wheat / B 1) 28/10/2016 0.005 | 210 0.0025 | 31/05/201 | BBCH Grain NDR 48 LOQ =
ND1, BODECOR 2) 18/07/2017 3 7 59 0.01
France, ma/kg
Hauts de Straw 0.0177
France

C 0.005 | 215 0.0025 | 15/06/201 BBCH | Grain NDR 33
4 7 79
Straw 0.247
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B7143 Winter Wheat / GK 1) 19/10/2016 0.005 | 325 0.0016 | 20/05/201 | BBCH Grain NDR 60 LOQ =
HU1, BERENY 2) 19/07/2017 4 6 7 59 0.01
Hungary, mg/kg
Komarom Straw 0.0362
Esztegro
m County
0.005 | 315 0.0016 | 20/06/201 | BBCH Grain 0.0019 29
3 6 7 79
Straw 0.124
B7143 Winter Wheat / 1) 14/10/2016 0.005 | 298 0.0016 | 09/06/201 | BBCH Grain NDR 56 LOQ =
PL1, TONACJA 2) 04/08/2017 6 7 79 0.01
Poland, Straw 0.0200 mg/kg
L.odzkie
0.005 | 298 0.0016 | 06/07/201 | BBCH Grain 0.0026 29
6 7 79
Straw 0.252
B7143 Winter Wheat / 1) 14/11/2016 0.005 | 327 0.0016 | 05/06/201 | BBCH Grain NDR 57 LOQ =
CZ1, HERMANN 2) 01/08/2017 5 6 7 59 0.01
Czech mg/kg
Republic, Straw | 0.0917
Hradec
Kralowe
0.004 | 283 0.0016 | 05/07/201 | BBCH Grain 0.0046 27
7 6 7 77-83
Straw 0.101

Plot B: Treated with DELCAPS 050 CS

Plot C: treated with DELTAMETHRIN 100 SC
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A2232.1 Study 1

Comments of ZRMS: [The study covers only the analytical part. The relevant field part of the study is
described in report No B7143.

The objective of this study was to determine the decline and the magnitude of
residues of deltamethrin in winter wheat samples taken from the field trials
following application of DELCAPS 050 CS and DELTAMETHRIN 100 SC.

In accordance with the proposed GAP, part of the study regarding the use off
DELTAMETHRIN 100 SC was performed and only the results from this part off
the study can be included in the assessment.

The general principles of the analytical procedure were based on the normalized
method EN 15662:2008. Quantification was performed by use of highly selective
gas chromatography coupled with tandem mass spectrometry (GC-MS/MS).

The limit of quantification (LOQ) was successfully established at 0.01 mg/kg for
Deltamethrin. The limit of detection (LOD) was 0.002 mg/kg for wheat (rest off
plants and straw) and 0.003 mg/kg for wheat (ears and grain).

Stability studies for deltamethrin cover storage time.

It is not indicated whether trans- and alpha-R-deltamethrin is determined by this
method, therefore the results are informative only.

Reference: KCA 6.3

Report DETERMINATION OF RESIDUES OF DELTAMETHRIN IN WINTER
WHEAT APPLIED AS “DELCAPS 050 CS” AND “DELTAMETHRIN
100 SC” IN NORTHERN EUROPE IN 2017, 2018, Joanna Kicinska,
ZBBZ-2017/05/DPL/1

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 Directive 96/46/EC Amending Directive 91/414/EEC, Annex I, section
4 of Part A EU Guidance Document SANCO/3029/99 rev. 4 EU Guidance
Document SANCO/825/00 rev. 8.1

Deviations: No
GLP: Yes
Acceptability: Yes
Methods:

Quantification was performed by use of highly selective gas chromatography coupled with tandem mass
spectrometry (GC-MS/MS). Two selected ion mass transitions were evaluated in order to demonstrate
that the method achieves a high level of selectivity. The retention times of analyte in extracts corresponds
to that of the calibration standards with a tolerance of < + 0.1 min. Also, confirmation ratios for
Deltamethrin in all samples were within £ 30 % of the average found for the standards. No significant
interference above 30 % of LOQ was detected in any of the reagent blanks or control specimen extracts
for Winter Wheat matrix, so that a highly level of selectivity was demonstrated and an additional
confirmatory method is not necessary.

Matrix Effects:
Matrix effects on the detection of Deltamethrin in extracts of Winter Wheat were found to be significant
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(> 20 %). Thus matrix-matched standards were used for quantification.

Linearity:

The correlation between the injected concentration of analyte standard and detector response was
demonstrated to be linear by single determination of matrix-matched calibration standards at seven
concentration levels ranging from 0.0015 pg/mL to 0.2 pg/mL for Winter Wheat (ears, grain) and nine
concentration levels ranging from 0.0005 pg/mL to 0.2 pg/mL for Winter Wheat (rest of plants and
straw). Those ranges correspond from 0.003 mg/kg to 0.4 mg/kg for Winter Wheat (ears, grain) and 0.002
mg/kg to 0.8 mg/kg for Winter Wheat (rest of plants and straw) thus covers the range from no more than
30 % of the LOQ and at least + 20 % of the highest analyte concentration level detected in samples. The
calibration curves obtained for both ion mass transitions of Deltamethrin were linear with the coefficients
of correlation (R) greater than 0.99. Linear regression was performed with 1/x weighting.

Accuracy and Precision:

Accuracy was determined by fortification of control samples with known amounts of the reference item
and subsequent determination of the recoveries when applying the extraction procedure. Precision was
determined by repeatability (relative standard deviation — RSD). The mean recovery values at the
fortification levels of 0.01 mg/kg and 0.1 mg/kg for both ion mass transitions were all in the range 70 —
110 % and thus comply with the standard acceptance criteria of the guidance document SANCO/825/00
rev. 8.1 and SANCO/3029/99, rev. 4. All precision values at the fortification levels of 0.01 mg/kg and 0.1
mg/kg for both ion mass transitions were < 20%.
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Summary of recovery results
Fortification Mean 2ol Overall
. RSD Mean
Analyte Matrix Level Recovery (%) n e— RSD
(mg/kg) (%) (%) (%)
lon Mass Transition 252.9-172.0 (Quantification)
i 0.01* 103 6.0 5
Winter Wheat 106 54
(ears) 0.1 110 28 | 5
lon Mass Transition 250.9->172.0 (Confirmation)
. *
Winter Wheat 0.01 104 2.8 5 105 3.0
(ears) 0.1 106 33 | 5
lon Mass Transition 252.9-2172.0 (Quantification)
Winter Wheat 0.01* 90 75 | 5 26 91
(rest of plants) 0.1 83 9.7 | 5 )
lon Mass Transition 250.9-»172.0 (Confirmation)
Winter Wheat 0.01* 87 7.3 5 83 29
(rest of plants) 0.1 79 56 | 5 ’
Deltamethrin
lon Mass Transition 252.9-172.0 (Quantification)
Winter Wheat 0.01* 76 6.6 5
78 6.1
(straw) 0.1 81 44 | 5
lon Mass Transition 250.9-»172.0 (Confirmation)
i 0.01* 77 5.8 5
Winter Wheat 30 6.6
(straw) 0.1 83 61 | 5
lon Mass Transition 252.9-»172.0 (Quantification)
i 0.01* 106 2.4 5
Winter Wheat 104 37
(grain) 0.1 102 3.8 | 5
lon Mass Transition 250.9-»172.0 (Confirmation)
i 0.01* 104 5.8 5
Winter Wheat 102 55
(grain) 0.1 101 52 | 5

*_Limit of quantification, defined by the lowest validated fortification level

Limit of Quantification (LOQ) and Limit of Detection (LOD):
The limit of quantification (LOQ) is the lowest validated fortification level and was thus successfully
established at 0.01 mg/kg for both ion mass transitions of Deltamethrin in Winter Wheat matrix. The limit
of detection (LOD) for Deltamethrin was set at 0.002 mg/kg for tested matrix, which is < 30% of the
LOQ. The limit of detection (LOD) for Deltamethrin was set at 0.003 mg/kg for tested matrix, which is <

30% of the LOQ.

Results obtained for the analysis of Winter Wheat:
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Summary of results from residue analysis of Winter Wheat

. Field trial sample code — description Rep. Mean Resir.lue-s
Crop (matrix) / Treatment (U-Untreated, Lab. Sample ID of Deltamethrin
B,C-Treated) [mg/kg]
B7143 ND1/U1G /A 17/05/DPL/1/1 3 <LOD
Win;;:reat B7143 ND1/B1G /A 17/05/DPL/1/2 3 <LOD
B7143ND1/C1G/A 17/05/DPL/1/3 3 0.0639
B7143 ND1/U1S /A 17/05/DPL/1/4 3 <LOD
[::_i;ts; :‘;:::’:} 87143 ND1/B1S /A 17/05/DPL/1/5 3 0.0060 <LOQ
B7143 ND1/C15/ A 17/05/DPL/1/6 3 0.242
B7143 ND1/U2G /A 17/05/DPL/1/7 3 <LOD
Wi”;:;:;mat B7143 ND1/B2G /A 17/05/DPL/1/8 3 <LOD
B7143 ND1/C2G /A 17/05/DPL/1/9 3 0.0550
B7143 ND1/U2S /A 17/05/DPL/1/10 3 <LOD
[:':;t; ;;‘:?:} B7143 ND1/B25/ A 17/05/DPL/1/11 3 0.0337
B7143 ND1/C25/ A 17/05/DPL/1/12 3 0.286
B7143 ND1/ UHS /A 17/05/DPL/1/13 3 0.0019 < LOQ
Wi”t;:"r'a‘;:?eat B7143 ND1/BHS/ A 17/05/DPL/1/14 3 0.0177
B7143 ND1/CHS /A 17/05/DPL/1/15 3 0.247
B7143 ND1/ UHG / A 17/05/DPL/1/16 3 <LOD
Wi”{;ﬁ;:‘;‘eat B7143 ND1/ BHG / A 17/05/DPL/1/17 3 <LOD
B7143 ND1/CHG /A 17/05/DPL/1/18 3 <LOD
B7143 HU1/U1G / A 17/05/DPL/1/19 3 <LOD
Wi”;:;:;mat B7143 HU1/B1G/A 17/05/DPL/1/20 3 0.0050 <LOQ
B7143 HUL/C1G /A 17/05/DPL/1/21 3 0.141
B7143 HU1/U1S /A 17/05/DPL/1/22 3 0.0065 < LOQ
[‘:';i;t; :’;2::} B7143 HU1/B1S/A 17/05/DPL/1/23 3 0.0472
B7143 HU1/C1S/A 17/05/DPL/1/24 3 0.149
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Summary of results from residue analysis of Winter Wheat (cont.)

) Field trial sample code - description Rep. Mean Rﬁidu%
Crop [matrix) [ Treatment (U-Untreated, Lab. Sample ID of Deltamethrin
B,C-Treated) [mg/kg
BT143 HU1/U2G [ A 17/05/DPL/1/25 3 <L0D
w"'?:_;:‘:;h“t B7143 HUL /B2G [ A 17/05/DPL/1/26 3 0.0048 <L0Q
B7143HUL/C2G /A 17/05/DPL/1/27 E! 0184
B7143 HUL/U25/ A 17/05/DPL/1/28 3 0.0048<1L0Q
Wi"L; ;Ml;f:':] [rest B7143 HU1 /B25 /A 17/05/DPL/1/29 3 0.0413
B7143 HU1 /C25/ A 17/05/DPL/1/30 3 00701
B7143HUL/ UHS /A 17/05/DPL/1/31 3 <LOD
Wi";:::';“t B7143 HU1 /BHS / A 17/05/DPL/1/32 3 L0362
B7143 HUL /CHS/ A 17/05/DPL/1/33 3 0.124
B7143 HU1/ UHG [ A 17/05/DPL/1/34 3 <L0D
Wi";:r'a'i':r“t B7143 HU1 / BHG / A 17/05/DPL/1/35 3 < 10D
B7143 HU1 / CHG [ A 17/05/DPL/1/36 E! 0.0019<10Q
B7143 PL1/UIG [ A 17/05/DPL/1/37 3 <LOD
Wi"i;:':;h“t B7143PL1/B1G /A 17/05/DPL/1/38 3 <LOD
B7143PL1/CI1G /A 17/05/DPL/1/39 3 00341
B7143PL1/UIS /A 17/05/DPL/1/40 3 <LOD
Wi";:r'a‘i':r“t B7143 PL1/BIS/A 17/05/DPL/1/41 3 L0143
B7143PL1/CIS/A 17/05/DPL/1/42 3 0.0574
B7143 PLL /U2G /A 17/05/DPL/1/43 3 <L0D
w"'?:_;:‘:;h“t B7143 PL1/B2G [ A 17/05/DPL/1/44 3 < 10D
B7143PL1/C2G /A 17/05/DPL/1/45 E! 0.0662
B7143PL1/U25/A 17/05/DPL/1/46 3 <LOD
Wi"L; ;Ml;f:':] [rest B7143PL1/B25/A 17/05/DPL/1/47 3 0.0131
B7143PL1/C25/A 17/05/DPL/1/48 3 0.0801
B7143 PLL/UHS /A 17/05/DPL/1/49 3 <LOD
Wi";:::';“t B7143 PL1/EHS /A 17/05/DPL/1/50 3 L0200
B7143 PLL [ CHS / A 17/05/DPL/1/51 3 0.252
B7143 PL1/UHG / A 17/05/DPL/1/52 3 <L0D
Wi";:r'a'i':r“t B7143 PL1/BHG /A 17/05/DPL/1/53 3 < 10D
B7143 PL1/CHG [ A 17/05/DPL/1/54 E! 0.0026 <LOg
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Summary of results from residue analysis of Winter Wheat (cont.)

Field trial sample code — description Mean Residues
. Rep. -
Crop (matrix) [ Treatment [U-Untreated, Lab. Sample ID of Deltamethrin
B,C-Treated) [mg/kg]
B7143 (Z1/ UG / A 17/05/DPL/1/55 3 <10D
W'"i:;:‘:"l““‘ B7143CZ1/BIG /A 17/05/0PL/1/56 3 <10D
B7143CZ1/CIG /A 17/05/DPL/1/57 3 00392
B7143 CZ1 / U1S/ A 17/05/DPL/1/58 3 <10D
Winter Wheat B7143CZ1/B1S/ A 17/05/DPL/1/59 3 0.0247
{rest of plants) e
B7143CZ1/C15/A 17/05/DPL/1/60 3 L0726
B7143 CZ1/ U2G / A 17/05/DPL/1/61 3 <1lOD
Winter Wheat
'"[:;“l e B7143CZ1/B2G /A 17/05/0PL/1/62 3 <10D
B7143Z1/C2G /A 17/05/DPL/1/63 3 0.0553
B7143 CZ1 / U25 /A 17/05/DPL/1/64 3 <10D
Winter wheat B7143CZ1/B25/ A 17/05/0PL/1/65 3 0.206
{rest of plants) —
B7143CZ1/C25 /A 17/05/DPL/1/66 3 0.0425
B7143 CZ1/ UHS /A 17/05/DPL/1/67 3 <10D
Winter Wheat B7143 (Z1 /BHS /A 17/05/DPL/1/68 3 0.0917
(straw)
B7143 CZ1 /CHS /A 17/05/DPL/1/69 3 0101
B7143 CZ1 / UHG [ A 17/05/DPL/1/70 3 <10D
Winter Wheat
'"[;;i“l'e‘i B7143 CZ1/ BHG / A 17/05/0PL/1/71 3 <10D
B7143 CZ1/ CHG [ A 17/05/DPL/1/72 3 0.0046 <LO
Conclusions

The method was shown to be highly selective, as it includes two parent-daughter ion transitions for
Deltamethrin, and it yields accurate and repeatable results. The limit of quantification (LOQ) was
established at 0.01 mg/kg for Deltamethrin, interfering signals in control specimen were negligible, and
thus the limit of detection (LOD) is 0.002 mg/kg for Winter Wheat (rest of plants and straw) and 0.003
mg/kg for Winter Wheat (ears and grain). It is concluded that method fulfils the requirements as defined
in EC Guidance document on residue analytical methods (and SANCO/825/00, rev. 8.1.
SANCO/3029/99, rev. 4) and is, applicable as enforcement and data generation method for determination
of Deltamethrin in Winter Wheat after application of “DELCAPS 050 CS” AND “DELTAMETHRIN

100 SC”

A22322

Study 2

Comments of zZRMS: [The report covers only the field part of the study. The relevant analytical part i

described in report No ZBBZ-2017/05/DPL/1.

The study was conducted under field conditions at 4 sites in Northern Europe
(France, Hungary, Poland and Czech Republic).

In accordance with the proposed GAP, part of the study regarding the use ofi
DELTAMETHRIN 100 SC was performed and only the results from this part off
the study were included in the assessment.

The one application of 0.05 L/ha (5g deltamethrin) of DELTAMETHRIN 100 SC
was made at BBCH 79, PHI was 30 days.

The field part of the study is accepted.

Reference:
Report

KCA 6.3

Generation of Field specimens for the determination of Deltamethrin
residues in winter wheat following foliar application with DELCAPS 050 CS
and DELTAMETHRIN 100 SC under Field conditions in Northern Europe

285



CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC Page 286 /365
Part B — Section 7 - Core Assessment
Applicant version

in 2017, 2017, Corinne Ertus, B7143

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

GLP: Yes

Acceptability: Yes

Methods:

The objective of the study was to generate specimens of winter wheat raw agricultural commodity after
one foliar application of the formulated product DELCAPS 50 CS (50 g deltamethrin/L) at the rate of 0.1
L/ha and after one foliar application of the formulated product DELTAMETHRIN 100 SC (100 g
deltamethrin/L) at the rate of 0.05 L/ha.

The study consisted of one single phase: the field phase.

The study was conducted under field conditions at sites 4 in Northern Europe. All trials were sampled to
monitor the decline of residues after the treatment and at harvest.

In each bridging trial, one plot was treated once with DELCAPS 050 CS at the application rate of 0.1 L
F.P./ha (equivalent to 5g/ha as deltamethrin) and another plot was treated once with DELTAMETHRIN
100 SC at the application rate of 0.05 L F.P./ha (equivalent to 5 g/ha as deltamethrin). The application of
DELCAPS 050 CS was made at BBCH 59 and 60 days before the harvest (48 days before the harvest
trial B7143 ND1%*). The application of DELTAMETHRIN 100 SC was made at BBCH 79 and 30 days
before harvest.

Samples generated during this study were sent for analysis to the laboratory INSTYTUT
OGRODNICTWA.

Deviations:

Deviation No. 170718

*Trial B7143 ND1 plot B (treated with DELCAPS 050 CS):

Because of drought during several weeks, the maturity of the crop was reached earlier than scheduled.
Then , the interval between the application and the normal harvest was 48 days instead 48 days of 60 +/-
5 days as requested by the study plan. The deviation of 20% from target has no impact on the study as it is
within the “25% rule” mentioned in OECD 509. Moreover it is a worst case scenario.

Deviation No. 170828

Trial B7143 CZ1:

The samples were shipped to the wrong laboratory. Mistake in the delivery addressee. The specimens
were kept frozen by the first delivered laboratory and shipped under dry ice conditions by the Field
Principal Investigator herself to the right laboratory. Dry ice was still present at receipt.
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Application details

Application | Application
App. ’ Rate of th Rate of
Plot Test Item N':f Target Timing Fo r:'lulate:i e ct'lav: Spray volume
Product substance
u Untreated - - - - =
BBCH 59 200 - 400 L/ha
B | DELCAPS 050 CS B1 and 60 (+5) DBH 0.10L/ha 5g/ha (£10%)
DELTAMETHRIN BBCH 79 200 - 400 L/ha
- 100 SC C1 | and30(:3)peH | 005L/ha |  5g/ha (£10%)
DBH : Days before harvest
Sampling Details
Sampling G Min.
evant Plot Timing Matrix Sample size _'
Rest of plants 0.5 kg from = 12 plants
S1 U,B,C BBCH 83 Ears 1.5 kg
N Rest of plants 0.5 kg from = 12 plants
52 uB,Cc BBCH 85 - 87 Eiira 1.5 kg
s3 U.B.C BBCH 89 - 97 Straw 0.5 kg from = 12 plants
Sk (normal harvest)* Grain 1.0 kg
*normal harvest was at 60 (+5) DAA on plot B and 30 (+3) DAA on plot C.
DAA: Days after application
Application:
Summary of the actual application(s) data
Deviation from
i : Spray Growth
Trial No. | Plot App:zation ai:}hr::a thTI '":r"dedte volume Date stage
: o “:‘%';’“ ”‘ (L/ha) (BBCH)
B7143 ND1 B 1 5.3 +5.0 210 31/05/2017 59
Cc 1 5.4 +7.5 215 15/06/2017 79
B7143 HUA B 1 54 +8.3 325 20/05/2017 59
Cc 1 53 +5.0 315 20/06/2017 79
B 1 5.0 -0.7 298 09/06/2017 59
B7143 PL1
c 1 5.0 -0.7 298 06/07/2017 79
B 1 5.5 +9.0 327 05/06/2017 59
B7143 CZ1
C 1 4.7 -5.7 283 05/07/2017 77-83
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Sampling of specimens:
Sampling summary

Actual s Actual Growth
Trial No | Sampling Date = BDMPIol = Stage (BBCH)
1 21/06/2017 21 6 83
B7143 ND1 2 13/07/2017 43 28 a7
3 18/07/2017 48* 33 89
1 26/06/2017 37 6 83
B7143 HU1 2 28/06/2017 39 8 85-87
3 19/07/2017 60 29 89-97
1 14/07/2017 35 8 83
B7143 PL1 2 24/07/2017 45 18 85-87
3 04/08/2017 56 29 89
1 14/07/2017 39 9 83
B7143 CZ1 2 24/07/2017 49 19 85-87
3 01/08/2017 57 27 89

DAA: Days after application

*See Deviation No.170718
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A 2233 Oilseed rape
zZRMS comments:
Comparison of intended and critical EU GAPs for deltamethrin:
Type of GAP Growth stage at last appl. Number of applications App. rate per treatment PHI (days)
(interval between appl.) (g a.s./ha)
Rape seed (code 0401060)
cGAP EU n.a. 4 (14 days) 6.25 45
EFSA Journal 2015;13(11):4309
Intended GAP BBCH 10-21 1 4.8 n/a
(major use No 1)
Intended GAP BBCH 30-70 1 4.8 n/a
(major use No 2)
Summary of the fields reside trials for Deltamethrin in winter oilseed rape (CS type formulation)
Report- Commodity/Variety | Date of: Application rate per Dates of Growth | Portion | Residues | PHI Remarks
No. 1) Sowing or treatment treatments | stage at | analysed | (mg/kg) | (days)
Location planting Kg Water | Kg or no. of last
2) Flowering a.ilha | I/ha a.i./hl | treatment | treatment
3) Harvest and last or date
date
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B7022 Oilseed rape / 1) 29/08/2016 0.0051 | 304 0.0017 | 10/04/2017 | BBCH Seeds NDR 90 LOQ =
AN1 FONZzZI 2) 10/04/2017 59 0.01
Donnelay To 22/05/2017 mg/kg
57810 3) 10/07/2017 LOD =
Northern 0.003
France mg/kg
B7022 Oilseed rape / 1) 21/09/2016 0.0047 | 283 0.0017 | 03/04/2017 | BBCH Seeds NDR 95 LOQ =
BW1 ARISTOTELES 2) 280/03/2017 to 59 0.01
Breisach 22/05/2017 mg/kg
79206, 3) 01/07/2017 to LOD =
Germany 10/07/2017 0.003
mg/kg
B7022 Oilseed rape / 1) 02/09/2016 0.0052 | 312 0.0017 | 10/04/2017 | BBCH59 | Seeds NDR 86 LOQ =
HU1 Acs | HYBRIROCK 2) 15/04/2017 to 0.01
2941 05/05/2017 mg/kg
Hungary 3) 05/07/2017 LOD =
0.003
mg/kg
B7022 Oilseed rape / 1) 14/04/2017 0.0051 | 304 0.0017 | 14/06/2017 | BBCH Seeds NDR 93 LOQ =
UK1 TAMARIN 2) June 2017 to 59 0.01
Stratton July 2017 ma/kg
Audley 3) 15/09/2017 LOD =
OX27 0.003
9AS mg/kg
United
Kingdom

Summary of the fields reside trials for Deltamethrin in winter oilseed rape (SC type formulation)
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Report-No. Commodity/Variety | Date of: Application rate per Dates of Growth | Portion | Residues | PHI Remarks
Location 1) Sowing or treatment treatments | stage at | analysed | (mg/kg) | (days)
planting Kg Water | Kg or no. of last
2) Flowering a.i/ha | I/ha a.i./hl treatment | treatment
3) Harvest and last or date
date
C1179/ Oilseed rape / 1) 24.08.2020 0.0054 | 432 0.00125 | 15.06.2021 | BBCH Seeds NDR 37 LOQ =
99107 KUGA 2) - 72 0.01
Daszyna, 3) 22.07.2021 mg/kg
Koryta, LOD =
Lodzkie, 0.003
Poland/ 2021 ma/kg
C1180/ Oilseed rape / 1) 26.08.2020 0.0051 | 307 0.0017 | 19.06.2021 | BBCH Seeds NDR 42 LOQ =
56125 ATORA 2) - 72 0.01
Rudoltice, 3) 31.07.2021 mg/kg
Pardubice, LOD =
Czech 0.003
Republic/ mg/kg
2021
C1181/ Oilseed rape / 1) 23.09.2020 0.0053 | 327 0.0012 | 28.05.2021 | BCH 72 | Seeds NDR 40 LOQ =
79206 ARCHITECT 2) - 0.01
Breisach am 3) 07.07.02021 mg/kg
Rhein, LOD =
Baden- 0.003
Wirttemberg, mg/kg
Germany/
2021
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C1182/ Oilseed rape / 1) 28.08.2020 0.0051 | 407 0.0013 | 14.06.2021 | BBCH Seeds NDR 38 LOQ =
95010 Quartz 2) - 72 0.01
Strykow, 3) 22.07.2021 mg/kg
Anielin, LOD =
Lodzkie, 0.003
Poland/2021 mg/kg
C1183/ lIseed rape/ 1) 14.08.2020 0.0051 | 307 0.0017 | 16.06.2021 | BBCH Seeds NDR 36 LOQ =
Vysoké Arabella LG 2) - 72 0.01
Chvojno, 3) 22.07.2021 mg/kg
Pardubice, LOD =
Czech 0.003
Republic/ mg/kg
2021
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A2233.1 Study 1

Comments of zZRMS: [The objective of this study was to determine the residues of deltamethrin in
oilseed rape samples taken from the field trials following one application of
DELCAPS at the rate of 0.1 L/ha (5 g deltamethrin/ha) at BBCH 59, PHI=90.

The study was conducted under field conditions at 4 sites in Northern Europe (FR,
GE, HU, UK).

Residues were extracted with acetonitrile. The extract obtained after|
centrifugation was then analysed by LC-MS/MS.

The limit of quantification (LOQ) was successfully established at 0.01 mg/kg for
deltamethrin. The limit of detection (LOD) was 0.003 mg/kg for seed.

Residues in all samples of seeds were below LOD.

Stability studies for deltamethrin cover storage time.

It is not indicated whether trans- and alpha-R-deltamethrin is determined by this
method, therefore the results are informative only.

Reference: KCA 6.3

Report DETERMINATION of deltamethrin residues in oilseed rape following foliar
application with DelCaps under Field conditions in Northern Europe in
2017, 2018, Agnes Perny, B7022

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

GLP: Yes

Acceptability: Yes

Methods:

The objective of the study was to determine the residue levels of deltamethrin in Qilseed rape raw
agricultural commodity after one foliar application of the formulated product DELCAPS 50 g/L
deltamethrin), at the rate of 0.1 L/ha.

The study consisted of two phases: the field phase and the analytical phase.

The study was conducted under field conditions at 4 sites in Northern Europe.

In each trial one plot was treated once with DELCAPS at the application rate of 0.1 L/ha (5¢
deltamethrin/ha) The appheation sampling was made at BBCH 81 and 89, the last sampling being made at
90-95 days after application (DAA).

In two trials 5 samplings were performed between BBCH 81 and 89, the last sampling being made at 86-
93 DAA.

Deltamethrin residues were analysed in samples harvested during the field phase.
Samples were analysed according to the method validated under ANADIAG study No B7023 entitled
“Validation of the analytical method for the analysis of Deltamethrin in Oilseed rape seeds”

Deviations:

Deviation No. B7022 — 170709

Trial B7022 AN1

Only 4 samplings have been made instead of 5 since the growth stage BBCH 89 was reached at 90 DAA.
No further sampling was thus necessary. This deviation has no impact on the study: the decline curve
includes only 4 dates instead of 5 but the samplings have been carried out as scheduled: between BBCH
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81 and 89-97, and at 90 +/- 5 DAA.

Deviation No. B7022 — 170707

Trial B7022 BW1

Only 4 samplings have been made instead of 5, since the growth stage BBCH 89 was reached at 95 DAA.
No further sampling was thus necessary.

This deviation has no impact on the study: the decline curve includes only 4 dates instead of 5 but the
samplings have been carried out as scheduled: between BBCH 81 and 89-97, and at 90 +/- 5 DAA.

Summarized results:

Deltamethrin residues {mg/kg)
86-05 DAA
Trial No. Matrix BBCH 81 BBCH 85 BBCH 87 BBCH 89 BECH 89
B7022 AN1 Seeds NDR NDR NDR - NDR
B7022 BW1 Seeds NDR NDR NDR - NDR
B7022 HUA Seeds NDR NDR NDR NDR NDR
B7022 UK1 Seeds NDR NDR NDR NDR NDR
DAA: Days after application
MDR: Mo detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg
LOQ = 0.01 mg/kg
Application details
A ‘;';'t’;";:‘t':: Application Rate
Plot | Testltem N':Jp' Target Timing Formo g of the active Spray volume
Product substance
U | Untreated | - - - - -
BBCH 59 o
T |DELCAPS | T1 | _ i 50(s5) DBH 0.1 U/ha 5 g/ha 300 L/ha (+10%)
DBH: Days before harvest
Sampling Details
Decline curve trials
Sampling Min.
et Plot Timing Matrix Sample size
S1 uT BBCH 81 Seeds 0.1kg
s2 uT BBCH 85 Seeds 0.1kg
s3 uT BBCH 87 Seeds 0.1kg
S4 uT BBCH 89 Seeds 0.2 kg
BBCH 89-97
S5 uT 90 (5) DAA Seeds 0.5kg

DAA : Days after application
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Application data:
Summary of the actual application(s) data

Application | a.s. rate D&Tﬂ&ﬁ&” Spray GA:C:::L
Trial No. Plot Ho. (g/ha) application rate vﬁ-l’l:"T]e Date stage
(%) (BBCH)
B7022 AN1 T 1 5.1 +1.3 304 10/04/2017 59
B7022BW1 | T 1 47 5.7 283 03/04/2017 59
B7022 HU1 T 1 5.2 +4.0 312 10/04/2017 59
B7022 UKA1 T 1 5.1 +1.3 304 14/06/2017 59
a.s.: active substance
Sampling summary:
Sampling summary
Trial No | Sampling Aetual Fowal | Actual {gg’;:l? Stage
1 25/06/2017 76 81
2 01/07/2017 82 85
B7022 AN1 3 04/07/2017 85 87
4 See Deviation No.B7022 - 170709
5 09/07/2017 00 89
1 21/06/2017 79 81
2 28/06/2017 86 85
BT022Z BW1 3 03/07/2017T 21 ar
4 See Deviation No.B7022 - 170707
5 07/07/2017 05 89
1 21/06/2017 72 81
2 27/06/2017 78 85
B7022 HU1 3 29/06/2017 80 87
4 03/07/2017 84 89
5 05/07/2017 86 89
1 30/08/2017 77 81
2 01/09/2017 79 85
B7022 UK1 3 07/09/2017 85 87
4 12/09/2017 80 89
5 15/09/2017 03 89

DAA: Days after application

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.
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Analytical Matrix F°rt|:1:;“°" % Extraction
Sample No. Recover date
P _ (mglkg) y
B7022 01 09 AA D"Sszz?j’:pe 0.010 102.2% 20/09/2017
B7022 04 09 AA Di'ss‘:zcé’:pe 0.010 87.3% 27/10/2017
B70220200AA | Clseedrape 0.10 90.9% 20/09/2017
seeds
Oilseedrape
B7022 04 07 AA Seedt 0.10 84.1% 2711012017
Oilseedrape
B7022 04 07 BA eedt 0.10 82.4% 27/10/2017
Summary of fortifications
o Standard Relative standard | Number of spiked
WMatrix Mean "% recovery deviation % deviation % samples
Seeds 89.4% 7.9% 8.8% 5

A22332 Study 2

Comments of ZRMS: [The study has not been evaluated. As a general rule, validation of residue methods
should be evaluated in dRR Part B Section 5.
Reference: KCA 6.3
Report Validation of the analytical method for the analysis of Deltamethrin in
oilseed rape seeds, 2018, Agnes Perny, B7023
Guideline(s): Regulation (EC) No 1107/2009
SANCO/3029/99 rev. 4
SANCO/825/00 rev. 8.1
ENV/IM/MONO(2007)17
Deviations: Yes
GLP: Yes
Acceptability: Yes

Methods:

The method under discussion describes the determination of residues of deltamethrin in oilseed rape
seeds. The method was validated at 0.01 mg/kg in oilseed rape seeds. The following points were

examined during the

study.

Linearity of the analytical method:

The linearity of the method was studied between 0.8 ng/ml and 30ng/ml of deltamethrin in matrix
matched calibration solutions ( corresponding to 0.003 to 0.12 in mg/kg). The linear corelation
coefficients were typically >0.990, showing a good linearity.

Sensitivity:
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The limit of quantification (LOQ) is the lowest validated level where a mean recovery within the range
70-110% with RSD less than 20% could be obtained. The LOQ was set at 0.01 mg/kg in oilseed rape

seeds.

Recovery results

Relative Number of
Fortification

Analyte Matrix level Mean Percentage 32?;?;: standard fortified
(mglkg) recovery (%) (SD) (%) deviation samples

(RSD) (%) (n)

LOQ 104.7% 2.3% 2.2% 5

) oilseed rape . o o
Deltamethrin seeds 10 x LOQ 92.6% 1.8% 1.9% 5
All levels 98.7% 6.7% 6.8% 10
Accuracy:

The accuracy of the method was assessed on the basis of the determined recovery rates.

Deltamethrin

Matrix oilseed rape seeds

Fortification level (mg/kg) 0.01 0.10

Single recovery rates 101.3 to 107.7% 91.3 10 95.2%

Mean recoveries per fortification

0,
level 104.7%

92.6%

The accuracy of the method fulfils the requirements for residue analytical methods which demand that the
mean recovery per fortification level should be in range 70-110%

Precision and repeatability:

Repeatability test (5 recoveries at each fortification level) were performed at the LOQ level and at 10 x
LOQ for oilseed rape seeds.

Deltamethrin

Matrix oilseed rape seeds
Fortification level (mg/kg) 0.01 0.10
RSD for each fortification level 2.2% 1.9%

RSD determined were less than 20%, the method therefor fulfils the requirements for residue analytical
methods.

Specificity:

The method is able to determine deltamethrin in oilseed rape seeds. This was checked by analysing
control and spiked specimens to verify the absence of interfering peaks. No interfering peaks were
present at >30% of the LOQ. The analyses were carried out by LC-MS/MS, monitoring two transitions.
The method was considered highly specific, thus the use of an alternative method was not necessary.

Confirmatory Method:
Repeatability test (5 recoveries) were performed at the LOQ level for oilseed rape seeds for the
qualification transition.
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Summary of recoveries

Number of
Fortification Mean Standard E,Rt::"la(:iavred fortified
Analyte Matrix level Percentage deviation deviation samples
(mg/kg) recovery (%) (SD) (%) (RSD) (%) (n)
] oilseed rape o
Deltamethrin ceads 0.01 103.5% 0.9% 0.9% 5

Recoveries and precision data for the qualifier transition comply with the requirements of
SANCO/3029/99 rev.4 as the mean recovery at the LOQ level is within the range 70-110% and RSD is

less than 20%.

A22333 Study 3

Comments of zZRMS:

The objective of this study was to determine the residues of deltamethrin, its
alpha-R-isomer and trans-isomer in oilseed rape samples taken from the field
trials following one application of CHR/I/DEL 100 SC at the rate of 0.05 L/ha (5
g deltamethrin/ha) at BBCH 72, PHI=37 (adjuvant (Asystent+) was added at the
rate of 0.1 L/ha).

The study was conducted in Poland.

Residues were extracted with acetonitrile then cleaned-up. The extract obtained
after centrifugation was then analysed by LC-MS/MS.

After extraction, samples were stored below -18°C and analysed after maximum 1
day for seeds.

The limit of quantification (LOQ) was successfully established at 0.01 mg/kg for
each analyte. The limit of detection (LOD) was 0.003 mg/kg for each analyte.
Residues of each analyte in all samples of seeds were below LOD.

Stability studies for deltamethrin cover storage time.

The study is accepted.

Reference:
Report

Guideline(s):
Deviations:
GLP:
Acceptability:

Methods:

KCA 6.3

Determination of Deltamethrin and its alpha-R-isomer and trans-isomer
Residues in Oilseed Rape Following Foliar application with CHR/I/DEL 100
SC under Field Conditions in Northern Europe in 2021, 2021, E. Thomas-
Delille,Study code: C1179

Regulation (EC) No 1107/2009
No
Yes
Yes

The objective of the study was to determine the residue levels of deltamethrin and its alpha-R-isomer and
trans-isomer in Oilseed Rape raw agricultural commodity after one foliar application of the formulated
product CHR/I/DEL 100 SC (100 g deltamethrin/L), at the rate of 0.05 L/ha.
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The study consisted of two phases: the field phase and the analytical phase. The study was conducted
under field conditions at one site in Northern Europe. The trial was sampled at harvest.

One plot was treated one time with CHR/I/DEL 100 SC at the application rate of 0.05 L/ha (5 ¢
deltamethrin/ha) with 0.1 L/ha of adjuvant (Asystent+). The application was made at BBCH 72.

One plot remained untreated.

Sampling was performed at maturity of the crop at BBCH 89 in both plots.

Deltamethrin and its alpha-R-isomer and trans-isomer residues were analysed in samples harvested during
the field phase.”

Test item

Trade or Code Mame CHR/VDEL 100 SC

Active substance (as) Deltamethrin

Fommulation type 5C

CAS Number [52218-62-5]

Mominal content of as. 100 gL

CA name of 2.5, [5}Cﬁnqamwg:jmnﬂmkn;:go{;;g;ﬁﬁiﬂbm'uoemen;rl3-2,2-

) HiC. CH;
QUOPW- U

Structural formula of as. Sy x_\_:,,ﬂ . "y
CN O

Batch number* INNG20

Actual content® 9.46 %

Expiry date* 3072022

Storage conditions 5 - 30°C in the dark

* Certificate(s) of anahysis in appendix L

1.1.1.1  Application details

App ‘"‘R’;ﬂ'ﬂﬁz Application Rate
Plot Test ltem No * | Target Timing Formulated of the active Spray volume
) Product substance
u Untreated - -- - - --
CHRADEL .
; 100 SC - BECH 72 0.05 Liha 5 gha 200400 Liha
= +10%
Asystent +* 0.1 Lha - (1%

*Adjuvant (Asystent+) to be added in the tank mix with the test tem CHRA/DEL 100 SC.

1.1.12  Sampling Details
Residue at harvest trialis)

Sampling Plot Timing Matrix Min.
event Sample size
51 uT Maturity Seeds 0.5 kg
' BECH 82 :

Summarized results:
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SUMMARIZED RESULTS

Residues in control samples were non-detectable. The residue results for deltamethrin and its alpha-
R-izomer and trang-isomer in the treated specimens are summiarnzed below:

Residues (mgkg)

Maturity, BECH 89 and 27 DAR

Sum of Deltamethrin

Trial No. Matrix Trans-deltamethrin
Deltamethrin and
alpha-R-isomer of
deltamethrin
C11Ta PLA Seeds HDR NDR

DaL: Days After Application
MDR: Mo detectable residues (residues below the limit of detection)
LOD = 0.003 mg'kg for each analyte
LOQ = 0.01 magfkg for each analyte

1.3.5 List of specimens sampled

Samplin Growth Number | Specimen | Sampling to
Field Sample No.* e d | DA | stage Matrix | of units | size freezing
(BBCH) Zones (ka) time
C11TEPL1/UH A 220072021 k) Ba Seeds =12112 0.702 O01hs0
C1ITEPL1/UH/R 220072021 ar Ba Seeds =12r12 0.708 01hS0
CITITEPL1/THIA 220072021 £ Ba Seeds =12r12 0.810 01hi5
C117T8PL1/ THIR IHOF2021 | 37 =t Seeds | =12/012 0,600 0ihi5
i I A Specimen for analysis
! R: Spare specimen
DaA- Days After Application
1.3.6 Storage and shipment of the specimens to ANADIAG laboratory
Storage Sto Date of Date of Transport | Temperature
Sample code time tem mglure Shipment to | receipt at duration during
[days)tl pe the lab. the lab. [days) transport
CHITEPLI/UH A 21 Frozen™! 12082021 13/0872021 1 Frozen'®
CITITEPL1/THIA ph| Frozen=! 12082021 13/082021 Frozen'<!

' From sampling to shipment
‘2 Temperature was recorded durng storage and transport

The /R samples were stored frozen at the field station and sent later to Anadiag laboratory.

Fortification procedure:
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2.2.8

Fortifications were performed by adding known amounts of the spiking solutions to control specimens
just prior to the exiraction step (spiking scluticns were added to the confrol specimens, before mixing

Fortification procedure

with the extraction solvent).

During the residue analysis, control samples were fortified, extracted and stored together with field

samples until analysis. These forified extracts were run during the analysis of the other extracts.

Blank values

Samp Dettamethrin | o S0 | of deamethiin
. met!
ANAE?;EBEH':. Matrix am-;nl:;t:o?nd amount I‘m::'lr::l amaunt fou:l:ln
? (mg/kg) (mgikg)
5481 11 Seeds NDR HDR NDR
MDR: Mo detectable residues (residues below the limit of detection)
Recoveries
. . . Trans- Alpha-R-
Analytical | | Forteation | Deltamethrin | petamethrin | _1Somerol | exiraction
Sample Mo. [mgika) Recovery Re % a5, date
covery Recovery
5401 A4 Seeds 001 51.3% BB.1% 88.5% Da0a2021
481 BA Seeds 0,01 92.7T% B3.8% 95.7% Da/0a2021
5401 CA Seeds 0,10 96 5% 91.3% 96.4% Da/oa2021
Summary of fortifications in seeds
myie | Meansorecovery | Sondard | Relsiestangard | Nomber of spiked
Deltamethrin B3.5% 2.7% 2 0% 3
Ti -
D ommtorin 87.7% 3.8% 4.2% 3
Alpha-R-i F
P ehamaten 03.5% 4.4% 47% 3
A 22334 Study 4
Comments of zZRMS: [The objective of this study was to determine the residues of deltamethrin, its|
alpha-R-isomer and trans-isomer in oilseed rape samples taken from the field
trials following one application of CHR/I/DEL 100 SC at the rate of 0.05 L/ha (5
g deltamethrin/ha) at BBCH 72, PHI=42 (adjuvant (Asystent+) was added at the
rate of 0.1 L/ha).
The study was conducted in Czech Republic.
Residues were extracted with acetonitrile then cleaned-up. The extract obtained
after centrifugation was then analysed by LC-MS/MS.
After extraction, samples were stored below -18°C and analysed after maximum 1
day for seeds.
The limit of quantification (LOQ) was successfully established at 0.01 mg/kg for
each analyte. The limit of detection (LOD) was 0.003 mg/kg for each analyte.
Residues of each analyte in all samples of seeds were below LOD.
Stability studies for deltamethrin cover storage time.
The study is accepted.
Reference: KCA 6.3
Report Determination of Deltamethrin and its alpha-R-isomer and trans-isomer

Residues in Oilseed Rape Following Foliar application with CHR/I/DEL 100
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SC under Field Conditions in Northern Europe in 2021, 2021, E. Thomas-
deille, Study code: C1180

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

GLP: Yes

Acceptability: Yes

Methods:

The objective of the study was to determine the residue levels of deltamethrin and its alpha-R-isomer and
trans-isomer in Oilseed Rape raw agricultural commodity after one foliar application of the formulated
product CHR/I/DEL 100 SC (100 g deltamethrin/L), at the rate of 0.05 L/ha.

The study consisted of two phases: the field phase and the analytical phase. The study was conducted
under field conditions at one site in Northern Europe. The trial was sampled at harvest.

One plot was treated one time with CHR/I/DEL 100 SC at the application rate of 0.05 L/ha (5 ¢
deltamethrin/ha) with 0.1 L/ha of adjuvant (Asystent+). The application was made at BBCH 72.

One plot remained untreated.

Sampling was performed at maturity of the crop at BBCH 89 in both plots.

Deltamethrin and its alpha-R-isomer and trans-isomer residues were analysed in samples harvested during
the field phase.

Summarized results:
SUMMARIZED RESULTS

Residues in control samples were non-detectable. The residue results for Deltamethrin, Trans-
deltamethrin and alpha-R-isomer of Deltamethrin in the treated specimens are summarized below:

Residues (mg/kg)

Maturity, BECH 89 and 42 DAA

Sum of Deltamethrin,
Trans-deltamethrin
Deltamethrin and
alpha-R-isomer of
deltamethrin
C1180 CZ1 Seeds NDR NDR

DAA: Days After Application

MDR: No detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg for each analyte

LOQ = 0.01 mg/kg for each analyte

Trial No. Matrix

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

1.1.1.1  Application details
A g‘;ﬂ'iﬁﬁ: Application Rate
Plot Test ltem PP. Target Timing of the active Spray volume
No. Formulated substance
Product
U Untreated - - - - -
CHR/I/DEL
0.05 LYha 5g/ha
T 100 SC T BBCH 72 20[::‘1%25“
Asystent +* 0.1 L/ha -

*Adjuvant (Asystent+) to be added in the tank mix with the test item CHR/I/DEL 100 SC.

(2} Temperature was recorded during storage and transport

1.1.1.2 Sampling Details

Residue at harvest trial(s)

Sampling L . Min.

event Plot Timing Matrix Sample size
Maturity
81 uT BBCH 89 Seeds 0.5kg
Sampling summary:
1.3.5 List of specimens sampled
samplin Growth Number | Specimen | Sampling to
Field Sample No.* dali e 9 | paa stage Matrix of units / size freezing
(BBCH) zones (kg) time

CTB0CZ1 /T UHIA 31072021 42 89 Seeds nr./=12 0.530 02h05
C1180CZ1/UH/R 31072021 | 42 89 Seeds nr./=12 0.546 02h05
C1180CZ1/TH/ A 31072021 | 42 89 Seeds nr./=12 0.562 01h25
C1180CZ1/TH/R 31072021 | 42 89 Seeds nr./=12 0.542 01h25
*...... [ A Specimen for analysis

/ R: Spare specimen
DAA- Days After Application
n.r. not recorded
1.3.6 Storage and shipment of the specimens to ANADIAG laboratory

Storage Storage Date of Date of Transport | Temperature
Sample code time tem er:ﬂure Shipment to | receipt at duration during
(days)it) P the lab. the lab. (days) transport

C1180CZ1/UHTA 12 Frozen'? 12/08/2021 | 13/08/2021 1 Frozen'
C1MB80CZ1/THTA 12 Frozen!2! 12/08/2021 | 13/08/2021 1 Frozen'2)
(" From sampling to shipment

The /R samples were stored frozen at the field station and sent later to Anadiag laboratory.

Fortification procedure:
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Blank values

i Trans- Alpha-R-isomer
Sample Matrix Deltamethin | Dettamethrin | of deltamethrin
ANADIAG No. (mg/kg) amount found | amount found
ga (mg/kg) (mgikg)
S491 11 Seeds NDR NDR NDR
NDR: Mo detectable residues (residues below the limit of detection)
Recoveries
N ; Trans- Alpha-R-
Analytical | .| FOrthcation | Delamethrin | pejamethrin | 1>omes of Extraction
sample No. atrix eve o 5, eltamethrin date
(mg/kg) Recovery Recover %
y Recovery
S491 AA Seeds 0.01 91.3% 88.1% 88.5% 06/09/2021
5491 BA Seeds 0.01 92.7% 83.8% 95.7% 06/09/2021
5491 CA Seeds 0.10 96.5% 91.3% 96.4% 06/09/2021
Summary of fortifications in seeds

Standard Relative standard Number of spiked
1]

Analyte Mean % recovery deviation % deviation % samples
Deltamethrin 93.5% 27% 2.9% 3

Trans-
Deltamethrin 87.7% 3.8% 4.3% 3

Alpha-R-isomer of
deltamethrin 93.5% 4.4% 4.7% 3
2.4 Results

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

Table 1 TRIAL No. C1180 CZA
Sum of Deltamethrin,
Deltamethrin Trans-deltamethrin

Analytical i ) residues And

sample No. | T'€ldsampleNo. | Treatment | Matrix | DAA| "6y nq” | Alpha-R-isomer of deltamethrin

(ma/kg) residues found
(mg/kg)

C11800101 | C1180 CZ1/UH/ A Seeds | - NDR NDR
11800102 | c1180CZ1/TH/A | HRIDEL | seeqs | 42 NDR NDR

DAA: Days After Application
NDR: No detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg for each analyte
LOQ = 0.01 mg/kg for each analyte

A 22335

Study 5

Comments of zZRMS:

The objective of this study was to determine the residues of deltamethrin, its
alpha-R-isomer and trans-isomer in oilseed rape samples taken from the field
trials following one application of CHR/I/DEL 100 SC at the rate of 0.05 L/ha (5
g deltamethrin/ha) at BBCH 72, PHI=40 (adjuvant (Asystent+) was added at the
rate of 0.1 L/ha).

The study was conducted in Germany.

Residues were extracted with acetonitrile then cleaned-up. The extract obtained
after centrifugation was then analysed by LC-MS/MS.
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After extraction, samples were stored below -18°C and analysed after maximum 1
day for seeds.

The limit of quantification (LOQ) was successfully established at 0.01 mg/kg for
each analyte. The limit of detection (LOD) was 0.003 mg/kg for each analyte.
Residues of each analyte in all samples of seeds were below LOD.

Stability studies for deltamethrin cover storage time.

The study is accepted.

Reference: KCA 6.3

Report Determination of Deltamethrin and its alpha-R-isomer and trans-isomer
Residues in Oilseed Rape Following Foliar application with CHR/I/DEL 100
SC under Field Conditions in Northern Europe in 2021, 2021, E. Thomas-
Delille, Study code: B1181

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

GLP: Yes

Acceptability: Yes

Methods:

The objective of the study was to determine the residue levels of deltamethrin and its alpha-R-isomer and
trans-isomer in Oilseed Rape raw agricultural commodity after one foliar application of the formulated
product CHR/I/DEL 100 SC (100 g deltamethrin/L), at the rate of 0.05 L/ha.

The study consisted of two phases: the field phase and the analytical phase. The study was conducted
under field conditions at one site in Northern Europe. The trial was sampled at harvest.

One plot was treated one time with CHR/I/DEL 100 SC at the application rate of 0.05 L/ha (5 g
deltamethrin/ha) with 0.1 L/ha of adjuvant (Asystent+). The application was made at BBCH 72.

One plot remained untreated.

Sampling was performed at maturity of the crop at BBCH 89 in both plots.

Deltamethrin and its alpha-R-isomer and trans-isomer residues were analysed in samples harvested during
the field phase.

Summarized results:

SUMMARIZED RESULTS

Residues in control samples were non-detectable. The residue results for Deltamethrin, Trans-
Deltamethrin and alpha-R-isomer of Deltamethrin in the treated specimens are summarized below:

Residues (mg/kg)

Maturity, BECH 89 and 40 DAA

Sum of Deltamethrin,
Trans-deltamethrin
Deltamethrin and
alpha-R-isomer of
deltamethrin
c1181 BW1 Seeds NDR NDR

DAA: Days After Application

MDR: Mo detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg for each analyte

LOQ = 0.01 mg/kg for each analyte

Trial No. Matrix
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Application data:

1.1.1.1 Application details
A g‘;‘:’;“;ﬁﬁg Application Rate
Plot Test ltem Pp. Target Timing of the active Spray volume
No. Formulated substance
Product
U Untreated - - - - -
CHRI/I/DEL
0.05 L'ha 5g/ha
T 100 SC Ti BBCH 72 20[:‘1"‘11%25“3
Asystent +* 0.1 LMha -

*Adjuvant (Asystent+) to be added in the tank mix with the test item CHR/I/DEL 100 SC.

1.1.1.2 Sampling Details
Residue at harvest trial(s)

Sampling . ) Min.
event Plot Timing Matrix Sample size
Maturity
81 UT BBCH 89 Seeds 05kg
Sampling summary:
1.3.5 List of specimens sampled
samplin Growth Number of | Specimen | Sampling to
Field Sample No.* da'i . 9 | paa | stage | Matrix units / size freezing
(BBCH) zones (kg) time
C181BW1/UHTA 07/0772021 40 89 Seeds =100/ =30 0.56 03hoo
CH81BW1/UH/R 07/0772021 40 89 Seeds =100/ =30 0.57 03hoo
C181BW1/TH/A 07/0772021 40 89 Seeds =100/ =30 0.56 02h25
C181BW1/TH/R 07/0772021 40 89 Seeds =100/ =30 0.55 02h25

*...... 1l A. Specimen for analysis
/ R: Spare specimen
DAA: Days After Application

Note: on 06/07/2021, the farmer performed a windrow and the sampling was done 07/07/2021.

1.3.6 Storage and shipment of the specimens to ANADIAG laboratory
Storage Storage Date of Date of Transport | Temperature
Sample code time tem erag:ure Shipmentto | receipt at duration during
(days)t P the lah. the lab. (days) transport
C181BW1/UHTA 8 Frozen!?! 1900772021 | 15/07/2021 < Frozen'®!
C1181 BW1/TH/A 8 Frozen( 15/07/2021 | 15/07/2021 <1 Frozen!2)

) From sampling to shipment

2) Temperature was recorded during storage and transport

The /R samples were stared frozen at the field station and sent later to Anadiag laboratory.

Fortification procedure:
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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.

Blank values

] Trans- Alpha-R-isomer
Sample Matrix a':::gﬂmig‘m Deltamethrin | of deltamethrin
ANADIAG No. (mg/kg) amount found | amount found
g% (mg/kg) (mgikg)
5491 11 Seeds NDR NDR NDR
NDR: No detectable residues (residues below the limit of detection)
Recoveries
N ] Trans- Alpha-R-
Analytical | Fertification | Deltamethrin | popoethrin | ISOmer of Extraction
sample No Matrix level Yo 5, deltamethrin date
) (mg/kg) Recovery Recover %
y Recovery
S491 AA Seeds 0.01 91.3% B88.1% 88.5% 06/09/2021
S491 BA Seeds 0.01 92.7% 83.8% 95.7% 06/09/2021
5491 CA Seeds 010 96.5% 91.3% 96.4% 06/09/2021
Summary of fortifications in seeds
Standard Relative standard Number of spiked
o
Analyte Mean % recovery deviation % deviation % samples
Deltamethrin 93.5% 27% 2.9% 3
Trans-
Deltamethrin 87 7% 38% 4 3% 3
Alpha-R-isomer of o o
deltamethrin 93.5% 4.4% 4.1% 3

2.4 Results

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

Table 1 TRIAL No. C1181 BW1
Sum of Deltamethrin,
Deltamethrin Trans-deltamethrin
Analytical i i residues And
sample No. | T'€ldsampleNo. | Treatment | Matrix | DAA | "o 04" | Alpha-R-isomer of deltamethrin
(mg/kg) residues found
(mg/kg)
C11810101 | C1181 BW1/UH/A - Seeds | - NDR NDR
c11810102 | c1181BW1/TH/A | SRICEL | seeds | 40 NDR NDR

DAA: Days After Application

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

LOCQ = 0.01 mg/kgfor each analyte
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A 2.233.6 Study 6

Comments of ZRMS: [The objective of this study was to determine the residues of deltamethrin, it
alpha-R-isomer and trans-isomer in oilseed rape samples taken from the field
trials following one application of CHR/I/DEL 100 SC at the rate of 0.05 L/ha (5
g deltamethrin/ha) at BBCH 72, PHI=40 (adjuvant (Asystent+) was added at the
rate of 0.1 L/ha).

The study was conducted in Poland.

Residues were extracted with acetonitrile then cleaned-up. The extract obtained
after centrifugation was then analysed by LC-MS/MS.

After extraction, samples were stored below -18°C and analysed after maximum 1
day for seeds.

The limit of quantification (LOQ) was successfully established at 0.01 mg/kg for
each analyte. The limit of detection (LOD) was 0.003 mg/kg for each analyte.
Residues of each analyte in all samples of seeds were below LOD.

Stability studies for deltamethrin cover storage time.

The study is accepted.

Reference: KCA 6.3

Report Determination of Deltamethrin and its alpha-R-isomer and trans-isomer
Residues in Oilseed Rape Following Foliar application with CHR/I/DEL 100
SC under Field Conditions in Northern Europe in 2021, 2021, E. Thomas-
Delille, Study code: C1182

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

GLP: Yes

Acceptability: Yes

Methods:

The objective of the study was to determine the residue levels of deltamethrin and its alpha-R-isomer and
trans-isomer in Oilseed Rape raw agricultural commodity after one foliar application of the formulated
product CHR/I/DEL 100 SC (100 g deltamethrin/L), at the rate of 0.05 L/ha.

The study consisted of two phases: the field phase and the analytical phase. The study was conducted
under field conditions at one site in Northern Europe. The trial was sampled frequently to monitor the
decline of residues shortly after the treatment and at harvest.

One plot was treated one time with CHR/I/DEL 100 SC at the application rate of 0.05 L/ha (5 ¢
deltamethrin/ha) with 0.1 L/ha of adjuvant (Asystent+). The application was made at BBCH 72.

One plot remained untreated.

Samplings were performed just before application in the untreated plot, just after application in the treated
plot, then 14 days after application and at BBCH 89 (at maturity of the crop) in both plots.

Deltamethrin and its alpha-R-isomer and trans-isomer residues were analysed in samples harvested during
the field phase.

Summarized results:
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SUMMARIZED RESULTS

Residues in control samples were non-detectable. The residue results for Deltamethrin, Trans-
Deltamethrin and alpha-R-isomer of Deltamethrin in the treated specimens are summarized below:

Residues (mg/kg)
Sum of Deltamethrin,
Deltamethrin Trans-d;::gmethrm
Trial No. Matrix alpha-R-isomer of deltamethrin
0 14 Maturity, BBCH g9 0 14 Maturity, EBCH 88
DAA | DAA and 38 DAA DAA DAA and 38 DAA
Pods 0.04 | D03 - 0.04 0.03
Rest of
plants )
C1182 PL1 without 003 | 003 0.03 0.03
pods
Seeds - - NDR - - NDR
DAA:- Days After Application

NMDR: No detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg for each analyte
LOQ = 0.01 mg/kg for each analyte

Application data:

1.1.1.1  Application details
A Thplicatio | Application Rate
Plot Test ltem Npp. Target Timing of the active Spray volume
0. Formulated substance
Product
U Untreated - — - — -
CHR/I/DEL
0.05 Uha S5g/ha
T 100 sC T1 BBCH 72 20[2:11%2&|_)Iha
Asystent +* 0.1 Lha -
*Adjuvant (Asystent+) to be added in the tank mix with the test item CHR/I/DEL 100 SC.

1.1.1.2

Sampling Details

Decline curve trial(s)

Samplin _ " Min.
vont Plot Timing Matrix Sample size
Pods 0.5Kkg
U 0DBA Rest of plants 1kg
1 without pods Min. 12 plants
Pods 0.5 kg
T 0 DAA Rest of plants 1kg
without pods Min. 12 plants
Pods 0.5 kg
s2 uT 14 (£1) DAA Rest of plants 1kg
without pods Min. 12 plants
s3 u,T e Seeds 05 kg
DBA : Days before application

DAA - Days after application

Sampling summary:
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1.3.5 List of specimens sampled

samplin Growth Number | Specimen | Sampling to
Field Sample No.” d aI: e 9 | paa stage Matrix of units / size freezing

(BBCH) zones (kg) time

C1182 PL1/UOp /A 14/06/2021 DEIA 72 Pods =12712 0.908 02h45

C1182PL1/UOp/ R 14/06/2021 DgIA 72 Pods =12712 0.926 02h45
0 Rest of plants

C1182 PL1/UOr/ A 14/06/2021 DBA 72 without pods 12712 1.346 02h45
0 Rest of plants

C1182 PL1/UOr /R 1440672021 DBA 72 without pods 12/12 1.402 0Zh45

C1182 PL1/TOp/ A 14/06/2021 0 72 Pods =12712 1.014 00h45

C1182 PL1/TOp/R 14/06/2021 0 72 Pods =12712 1.042 00h45
Rest of plants

C1182 PL1/ TOr/ A 14/06/2021 0 72 without pods 12712 1.456 00h45
Rest of plants

C1182 PL1/TOr/ R 14/06/2021 0 72 without pods 12/12 1.5594 00h45

C1182 PL1/U14p /A 28/06/2021 14 | 78-79 Pods =12712 1.004 01h40

C1182PL1/U1dp /R | 28/06/2021 14 | 78-79 Pods =12712 1.022 01h40
Rest of plants

C1182 PL1/U14r/ A 28/06/2021 14| 78-79 | ithout pods 12/12 1614 01h40
Rest of plants

C1182 PL1/U14r/ R 28/06/2021 14 | 78-79 without pods 12/12 1.610 01h40

C1182 PL1/ T14p /A 28/06/2021 14 | 78-79 Pods >12712 1.154 00hs0

C1182PL1/T14p /R 28/06/2021 14 | 78-79 Pods =12712 1.070 00h30
Rest of plants

C1182 PL1/T14r/ A 28/06/2021 14 | 78-79 without pods 12/12 1.370 00hs50
Rest of plants

CH182PL1/TI4r/R 28/06/2021 14 | 78-79 without pods 12/12 1.338 00h50

C1182 PL1/UHJ A 22/07r2021 38 89 Seeds >12712 0712 04h15

C1182PL1/UH/R 22/0772021 38 89 Seeds =12712 0.706 04h15

C1182PL1/TH/ A 22/07r2021 38 89 Seeds >12712 0.784 03h40

C1182PL1/TH/R 22/0772021 38 89 Seeds =12712 0.782 03h40

* A Specimen for analysis
! R: Spare specimen

DBA: Days Before Application

DAA: Days After Application
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1.3.6 Storage and shipment of the specimens to ANADIAG laboratory
. Stn_:rage Storage I_:Iate of Dat_e of Trans[:ncrt Tempe_rature
ample code time temperature Shipment to | receipt at duration during
(days)in the lab. the lab. (days) transport
CT82PL1T/UOp /A 38 Fraozen(2! 22/07/2021 | 23/07/2021 1 Frozeni2!
C1182 PL1/UOr/ A 38 Frozen2! 22/07/2021 | 23/07/2021 1 Frozen'
C1182 PL1/TOp / A 38 Frozen!? 22/07/2021 | 23/07/2021 1 Frozen®®
CHT82PLT/TOr/ A 38 Frozen!?! 22/07/2021 | 23/07/2021 1 Frozenf?)
C1182 PL1/U14p / A 24 Frozen2! 22/07/2021 | 23/07/2021 1 Frozen'
CHT82ZPLT/U4Ar/ A 24 Frozen!?! 22/07/2021 | 23/07/2021 1 Frozen?)
CT82PLT/T4p /A 24 Frozen!?! 22/07/2021 | 23/07/2021 1 Frozenf?)
CTB2PLT/TH4r/ A 24 Frozen'?! 22/07/2021 | 23/07/2021 1 Frozen'?!
CT182PLT/UH A 21 Frozen(2! 12/08/2021 | 13/08/2021 1 Frozen2!
CTB2PL1/TH/A 21 Frozen!2! 12/08/2021 | 13/08/2021 1 Frozeni2!

") From sampling to shipment
i2) Temperature was recorded during storage and transport

The /R samples were stored frozen at the field station and sent later to Anadiag laboratory.

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.
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Blank values

Deltamethrin Trans- Alpha-R-isomer
Sample Matrix amount found Deltamethrin of deltamethrin
AMADIAG No. (mg/kg) amount found amount found
(mg'kg) (mg'kg)
5491 11 Seeds MDR HDR MDR
5489 11 Pods HDR HDR HDR
5490 11 Restof p;ggt; without NDR NDR NDR
MOR: No detectable residues (residues below the limit of detection)
Recoveries
Fortification | Deltamethrin Trans- ii‘L”m“Z}i}
5‘1';“:;‘;:' i?; Matrix level Ve Deltal;?emnn deltamethrin EIZ:E'D"
N o "
(mg/kg) Recovery Recovery e c"gver
¥
5491 AL Seeds 0.01 94.3% 88.1% B8.5% D6/09/2021
5491 BA Seeds 0.01 92.7% 83.8% 95.7% 06/09/2021
5491 CA Seeds 0.10 96.5% 91.3% 96.4% 06/09/2021
5450 AL Pods 0.01 73.3% 58.5% T8.6% 10972021
S480 BA Pods 0.01 70.8% 63.2% T75.5% 1M09/2021
S489 CA Pods 0.10 76.1% 70.3% 60.4% 1V09/2021
Rest of plants . . ,
S490 AL without pods 0.01 76.9% 88.4% 90.4% 130972021
Rest of plants ar ) ar
5490 BA without pods 0.10 T3.7% 71.6% T4.2% 1309/2021
Rest of plants 0y ‘ o
5490 CA 1D without pods i0 83.5% 81.9% B3.4% 1309/2021
Summary of fortifications in seeds
Anal M o Standard Relative standard MNumber of spiked
alyte Ean i recovery deviation % deviation %% samples
Deltamethrin 93.5% 2T% 2.9% 3
Trans-
Deltamethrin 87.7% 3.8% 4.3% 3
Alpha-R-isomer of
deltamethrin 93.5% 4.4% 4 T% 3
Summary of fortifications in pods
. Standard Relative standard MNumber of spiked
Analyte Mean % recovery deviation % deviation % samples
Deltamethrin T3.4% 27% 36% 3
Trans-
Deltamethrin E7.3% 31T% 5.5% 3
Alpha-R-isomer of
deltamethrin 78.2% 2.5% 3.2% 3
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2.4 Results

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

Table 1 TRIAL No. C1182 PL1
Sum of
deltamethrin,
B Trans-
Arvalvtical Deltal_'l;ethnn deltamethrin
alytica Field sample No. Treatment | Matrix DAA resitues and
sample MNo. found alpha-R-isomer
(mg/kg) of deltamethrin
residues found
(mgikg)
CHE20 0 | CTS2PLY/ U0plA - Pods - NDR NDR
Restof
C1182 0102 | C1182 PL1/ UOr/ A ; plants - NDR NDR
without
pods
C11820103 | C1182 PL1/ TOp/A CT'ESLECEL Pods D 0.04 0.04
Rest of
. . ) CHRVIDEL | plants
C1182 0104 | C1182 PL1/ TOr/ A 100 50 without ] 0.03 0.03
pods
CI1182 0105 | CI182 PL1/ Udp /A - Pods - NDR NDR
Rest of
C1182 0108 | C1182 PL1/ UM4r i A - plants - NDR NDR
without
pods
Ci182 0107 | CI182PL1/ Ti4p/l A CT'ESLECEL Fods 14 0.03 0.03
Rest of
] . ] CHRIVDEL |  plants
Ci1820108 | CI182 PL1/ T14r/i A 10050 without 14 0.03 0.03
pods
C11820108 | CIIS2PLI/UHIA - Seeds - NDR NDR
C1182 01 10 | C1182 PL1ITHIA cﬂg?g'— Seeds 38 NDR NDR

DaA: Days After Application

MOR: Mo detectable residues (residues below the limit of detection)
LOD = 0.003 mofkg for each analyte

LOC = 0.01 mgfkg for each analyte

A 22337 Study 7

Comments of zZRMS: [The objective of this study was to determine the residues of deltamethrin, it

alpha-R-isomer and trans-isomer in oilseed rape samples taken from the field
trials following one application of CHR/I/DEL 100 SC at the rate of 0.05 L/ha (5
g deltamethrin/ha) at BBCH 72, PHI=36 (adjuvant (Asystent+) was added at the
rate of 0.1 L/ha).

The study was conducted in Czech Republic.

Residues were extracted with acetonitrile then cleaned-up. The extract obtained
after centrifugation was then analysed by LC-MS/MS.

After extraction, samples were stored below -18°C and analysed after maximum 1
day for seeds.

The limit of quantification (LOQ) was successfully established at 0.01 mg/kg for
each analyte. The limit of detection (LOD) was 0.003 mg/kg for each analyte.
Residues of each analyte in all samples of seeds were below LOD.

Stability studies for deltamethrin cover storage time.

The study is accepted.
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Reference: KCA 6.3

Report Determination of Deltamethrin and its alpha-R-isomer and trans-isomer
Residues in Oilseed Rape Following Foliar application with CHR/I/DEL 100
SC under Field Conditions in Northern Europe in 2021, 2021, E. Thomas-

Delille C1183
Guideline(s): Regulation (EC) No 1107/2009
Deviations: No
GLP: Yes
Acceptability: Yes

Methods:

The objective of the study was to determine the residue levels of deltamethrin and its alpha-R-isomer and
trans-isomer in Oilseed Rape raw agricultural commodity after one foliar application of the formulated
product CHR/I/DEL 100 SC (100 g deltamethrin/L), at the rate of 0.05 L/ha.

The study consisted of two phases: the field phase and the analytical phase. The study was conducted
under field conditions at one site in Northern Europe. The trial was sampled frequently to monitor the
decline of residues shortly after the treatment and at harvest.

One plot was treated one time with CHR/I/DEL 100 SC at the application rate of 0.05 L/ha (5 g
deltamethrin/ha) with 0.1 L/ha of adjuvant (Asystent+). The application was made at BBCH 72.

One plot remained untreated.

Samplings were performed just before application in the untreated plot, just after application in the treated
plot, then 15 days after application and at BBCH 89 (at maturity of the crop) in both plots.

Deltamethrin and its alpha-R-isomer and trans-isomer residues were analysed in samples harvested during
the field phase.

Summarized results:
SUMMARIZED RESULTS

Residues in control samples were non-detectable. The residue results for Deltamethrin, Trans-
Deltamethrin and alpha-R isomer of deltamethrin in the treated specimens are summarized below:

Residues (mg/kg)
Sum of Deltamethrin,
Deltamethrin Trﬂns-dzmmeth"n
Trial No. Matrix alpha'R'iﬁcmEr of deltamethrin
15 | Maturity, BBCH 89 15 | Maturity, BBCH 89
0DAA | paa and 36 DAA 0DAA | paa and 36 DAA
Pods 003 | 002 - 003 | 0.02 ]
Restof
plants ) )
ciisacz1 | PES | 003 | 001 003 | 001
pods
Seeds - - NDR - - NDR

DAA: Days After Application

NDR: Mo detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg for each analyte

LOQ = 0.01 mg/kg for each analyte

Application data:
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1.1.1.1  Application details
A ggﬂlzﬂﬁz Application Rate
Plot Test ltem Pp. Target Timing of the active Spray volume
No. Formulated substance
Product
u Untreated - - - -- --
CHRN/DEL
T 100 SC - BBCH 72 0.05Uha > g/ha 200-400 L/ha
(£10%)
Asystent +* 0.1 Lha -

*Adjuvant (Asysteni+) to be added in the tank mix with the test item CHR//DEL 100 SC.

1.1.1.2  Sampling Details

Decline curve trial(s)

Samplin _— - Min.
evgm g Plot Timing Matrix Sample size
Pods 0.5 kg
U 0 DBA Rest of plants 1kg
s1 without pods Min. 12 plants
Pods 0.5 kg
T 0 DAA Rest of plants 1kg
without pods Min. 12 plants
Pods 0.5 kg
52 uT 14 (£1) DAA Rest of plants Tka
without pods Min. 12 plants
s3 u T B"‘ggﬁ”gg Seeds 0.5 kg
DBA : Days before application

DAA - Days after application

Sampling summary:
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1.3.5 List of specimens sampled
samplin Growth Number | Specimen | Sampling
Field Sample No.* daI: e 9 | paa stage Matrix of units / size to freezing

(BBCH) zones (kg) time

C1183 CZ1/U0p A 16/06/2021 DgA 72 Pods nr./12 0.550 02h50

C1183CZ1/Ulp/R 16/06/2021 DgA 72 Pods nr./12 0.594 02h50
0 Rest of plants

C1183 CZ1/UOr/ A 16/06/2021 DBA 72 without pods 14 /12 1.024 02h40
0 Rest of plants

C1183 CZ1/UOr/ R 16/06/2021 DBA 72 without pods 14 /12 1.020 02h40

C1183CZ1/TOp/ A 16/06/2021 0 72 Pods nr./12 0.556 01h30

C1183CZ1/TOp/ R 16/06/2021 0 72 Pods nr./12 0.564 01h30
Rest of plants

C1183 CZ1/T0r/ A 16/06/2021 0 72 without pods 16/12 1.048 01h20
Rest of plants

C1B83CZ1/TOr/ R 16/06/2021 0 72 without pods 15712 1.016 01h20

CH83CZ1/UMdp /A | 01/07/2021 15 79 Pods nr./12 0.556 02h25

C1B83 CZ1/Uldp /R | D1/07/2021 15 79 Pods nr./12 0.574 02h25
Rest of plants

CMB3 CZ1/UM4ri A 01/07/2021 15 79 without pods 30/=12 1.074 02h25
Rest of plants

CMB3CZ1/UM4r/R 01/07/2021 15 79 without pods 30/=12 1.082 02h25

C1183 CZ1/T1dp /A 01/07/2021 15 79 Pods nr./=12 0.586 01h55

C1MB3CZ1/T14p/R | 01/07/2021 15 79 Pods nr./=12 0.582 01h55
Rest of plants

CHB3CZ1/T4rl A 01/07/2021 15 79 without pods 32/=12 1.090 01h55
Rest of plants

CHB3CZ1/ TR 01/07/2021 15 79 without pods 32/=12 1.026 01h55

CHB3CZ1/UHTA 22/07/2021 36 89 Seeds nr./=12 0.502 01h20

CME83CZ1/UH/R 22/07/2021 36 89 Seeds nr./=12 0.506 01h20

CHB3CZ1/THIA 22/07/2021 36 89 Seeds nr./=12 0.508 01h19

C1183CZ1/TH/R 22/07/2021 36 89 Seeds nr./=12 0.506 01h20

*...... [ A Specimen for analysis
/ R: Spare specimen

DBA: Days Before Application

DAA: Days After Application

n.r. not recorded
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1.3.6 Storage and shipment of the specimens to ANADIAG laboratory

Storage Storade Date of Date of Transport | Temperature
Sample code time tem er;?cure Shipmentto | receipt at duration during

(days)i1 P the lah. the lab. (days) transport
C1183 CZ1/U0p f A 36 Frozen2! 22/07/2021 | 23/07/2021 1 Frozen®
C1183 CZ1/U0rf A 36 Frozen!2! 22J07/2021 | 23/07/2021 1 Frozeni2)
C1M83Ca1/T0p/l A 36 Frozen'? 22/07/2021 | 23/07/2021 1 Frozen'?)
C1183 CZ1/T0r/ A 36 Frozen!?! 22/07/2021 | 23/07/2021 1 Frozen'®
CnMescz1/M4p /A 21 Frozen(2! 2210772021 | 23/07/2021 1 Frozeni
CT83CZ1/M4r /A 21 Frozen!? 22/07/2021 | 23/07/2021 1 Frozen'®
C1B3ICA1/Ti4p /A 21 Frozen!?! 22J07/2021 | 23/07/2021 1 Frozen'®
CNM83Cl1/T14r/ A 21 Frozen?® 2210772021 | 23/07/2021 1 Frozen'?
CI1183CZ1/UHTA <1 Frozen!2! 22J07/2021 | 23/07/2021 1 Frozen/2)
C1183CA1/TH/A < Frozen!2! 220772021 | 23/07/2021 1 Frozen'2)

M From sampling to shipment
iZ} Temperature was recorded during storage and transport

The /R samples were stored frozen at the field station and sent later to Anadiag laboratory.

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.
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EBlank values

- Trans- Alpha-R-isomer
Sample Matrix ahe""'unffg‘um Deltamethrin | of delamethrin
ANADIAG No. {maglkg) amount foumd amount found
g (mg/kg) (mg/kg)
41 1 Seeds HDR NDR NDR
5488 11 Pods HDR NOR HNDR
5400 11 Rest °fp;;';': wathout NOR NDR NDR
NDR: Mo detectable residues {residues below the limit of detection)
Recoveries
Fortification | Deltamethrin Trans- igql:-p:»::t—r
sﬁ;-n:ll:::::':ia':ll Matrix level 5 Deltar;ethnn del hrin Ex‘t';::;mn
N (mgikeg) Recovery Recovery %
Recovery
5401 A8 Seeds 0.o01 91.3% BB.1% 88.5% DG/08/2021
5451BA Seeds 0.0 92 7% 83.8% 95.7% DE/08/2021
481 CA Seeds 010 96.5% 51.3% 96.4% 0EA08/2021
5480 A8 Pods 0.0 T3.3% 6B.5% TB.6% 10/08/2021
5480 BA Pods 0.0 T70.8% 83.2% 75.5% 10/08/2021
S4BDCA Pods 0.10 TE.1% T0.3% a0.4% 10/08/2021
- Rest of plants .
5450 A8 without pods 0.0 T6.9% 8B.4% 90.4% 13/08/202
= Rest of plants .
5450 BA without pods 0,10 T3.7% 71.6% 74.2% 13/08/202
= Rest of plants .
5420 CA d10 without pods 1.0 83 5% 81.9% 83.4% 13/08/202
Summary of fortifications in seeds
Standard Relative standard Number of spiked
Analyte Mean % very deviation % deviation % samples
Deltamethrin B3.5% 2.7% 2.5% 3
Trans-
Daltameathrin B7.T% 38% 4.3% 3
Alpha-R-isomer of
deltameshrin B3.5% 4.4% 4 7% 3
Summary of fortifications in pods
Standard Relative standard Mumber of spiked
Analyte Mean % recovery deviation % deviation % samples
Deltamethrin Ti.4% 2.7T% 3.80% 3
Trans- EE
Deftamathrin §7.3% 3.7% 5.5% 3
Alpha-R-isomer of
deltamethrin T8.2% 2.5% 3.2% 3
Summary of fortifications in rest of plants without pods
Standard Relative standard Number of spiked
Analyte Mean % recovery deviation % deviation % samples
Deltamethrin 78.0% 5.0% B.4% 3
Trans- .
Dieltamethrin BD.G% 8.5% 0.5% 3
Alpha-R-isomer of .
deltarmethrin B2 T% B.1% 9.8% 3
Summary of fortifications in all matices
Standard Relative standard Mumber of spiked
Analyte Mean % very deviation % deviation % samples
Dieltamethrin B1.6% 9.6% 11.8% 3
Trans- . P
Deftamethrin T8.6% 0.3% 31% 3
Alpha-R-isomer of
deltameshrin B4 8% 8.3% 9.8% 3
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24 Results

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

Table 1 TRIAL Mo. C1183 CZ1
. Sum of deltamethrin,
Deltametirin . ’
- - Trans-deltamethrin and
Aralyicdl | FieldsampleNo. | Treatment | Matix | DAA| 2OUSS | aigha R isomer of deftamethrin
mp - imgig) residues found
{mgdkg)
C11830101 | C1183CZ1/UDp/A - Pods - NDR NDR
Rest of
C18830102 | C1183 CZ1/U0r/ A - plants - NDR NDR
withowt pods
ciie3oios | creacziimopia | SR | Pods o [T 0.03
i~ i Rest of
cig30i o4 | crssczrmoa | SHRIDEL | pame 0 0.03 0.03
= without pods
C11830105 | CIE3CZ1/UldplA B Fods B NDR NDR
Rest of
C118301 06 | C1183 CZ1/UM4ri A - plants - NDR NDR
without pods
c11830107 | crgacziiTipia | “HRITEL | pogs 15 002 0.02
g Rest of
ct1830108 | crisacziiTiara | SHRIDEL | e 15 .01 0.01
- without pods
C118301 00 | CHE3CZ1/UHIA - Seeds - NDR NDR
c118301 10 | c11sacziiTH/a | CHEIIDEL | seeqe T NDR NDR

DaA Days After Application

MDR: Mo detectable residues (residues below the limit of detection)
LOD = 0.003 mg'kg for each analyte

LOQ = 0.01 magfkg for each analyte
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A2234

ZRMS comments:

Sugarbeet

Comparison of intended and critical EU GAPs for deltamethrin:

Type of GAP Growth stage at last appl. Number of applications App. rate per treatment PHI (days)
(interval between appl.) (g a.s./ha)
Sugar beet (code 900010)
cGAP EU n.a. 3 10 3
EFSA Journal 2015;13(11):4309
Intended GAP BBCH 12-19 1 4.8 n/a
(major use No 5)
Summary of the fields reside trials for Deltamethrin in sugarbeet (SC type formulation)
Report-No. Commodity/Variety | Date of: Application rate per Dates of Growth | Portion | Residues | PHI Remarks
Location 1) Sowing or | treatment treatments | stage at | analysed | (mg/kg) | (days)
planting Kg Water | Kg or no. of last
2) Flowering a.i/ha | I/ha a.i./hl | treatment | treatment
3) Harvest and last or date
date
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C1147/ Sugar beet/ 1) 02.02.2021 | 0.0051 | 307 0.0017 | 16.06.2021 | BBCH Root NDR 111 LOQ =
59189 Calledia 2) - 37 and 0.01
Steenbecque, 3) 05.10.2021 leaves mg/kg
Hauts-de- with LOD =
France, tops 0.003
France/ 2021 mg/kg
C1148/ Sugar beet/ 1) 10.04.2021 | 0.0054 | 435 0.0012 | 16.06.2021 | BBCH Roots NDR 97 LOQ =
99122 Wojownik 2) - 37 and 0.01
Morakow, 3) 21.09.2021 leaves mg/kg
Lodzkie, with LOD =
Poland/ 2021 tops 0.003
mg/kg
C1149/ Sugarbeet Conviso 1) 20.03.2021 | 0.0048 | 287 0.0017 | 02.07.2021 | BBCH Root NDR for | 101 LOQ =
56601 2) - 37 and roots 0.01
Tisova, 3) 11.10.2021 leaves mg/kg
Pardubice, with 0.01 for LOD =
Czech tops leaves 0.003
Republic/ with mg/kg
2021 tops
C1150/ Sugarbeet/ Jellara 1) 01.04.2021 | 0.0049 | 393 0.0012 | 16.06.2021 | BBCH Root NDR 103 LOQ =
67160 kws 2) - 37 and 0.01
Seebach, 3) 27.09.2021 leaves mg/kg
Grand Est, with LOD =
France/ 2021 tops 0.003
mg/kg
C1151/ Sugarbeet/ Lisanna | 1) 23.03.2021 0.0048 | 383 0.0013 | 14.06.2021 | BBCH Roots NDR 136 LOQ =
79415 Bad 2) - 37 and 0.01
Bellingen, 3) 28.10.2021 leaves mg/kg
Baden- with LOD =
Wirttemberg, tops 0.003
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Germany/
2021

mag/kg
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A2234.1 Study 1

Comments of ZRMS: [The objective of this study was to determine the residues of deltamethrin, its
alpha-R-isomer and trans-isomer in sugar beet samples taken from the field trials
following one application of CHR/I/DEL 100 SC at the rate of 0.05 L/ha (5 g
deltamethrin/ha) at BBCH 37, (adjuvant (Asystent+) was added at the rate of 0.1
L/ha).

The study was conducted in Northern France.

Residues were extracted with acetonitrile then cleaned-up. The extract obtained
after centrifugation was then analysed by LC-MS/MS.

After extraction, samples were stored below -18°C and analysed after maximum 5
days for leaves with tops and 3 days for roots.

Results of storage stability of extracts in ANADIAG validation study No. C1145
entitled “Validation of the Analytical Method for the Analysis of Deltamethrin
and its alpha-R-isomer and trans-isomer metabolites in Sugar beet.” showed a
good stability of deltamethrin, trans-deltamethrin and alpha-R-isomer of
deltamethrin residues in sugar beet leaves with top and sugar beet roots extracts
for at least 15 days and 17 days respectively of frozen storage.

The limit of quantification (LOQ) was successfully established at 0.01 mg/kg for
each analyte. The limit of detection (LOD) was 0.003 mg/kg for each analyte.
Residues of each analyte in all samples (roots and leaves with tops) were below,
LOD.

Stability studies for deltamethrin cover storage time.
The study is accepted.

Reference: KCA 6.3

Report Determination of Deltamethrin and its alpha-R-isomer and trans-isomer
Residues in Sugar Beet Following Foliar application with CHR/I/DEL 100
SC under Field Conditions in Northern Europe in 2021, 2022, E. Thomas-
Delille,Study code: C1147

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

GLP: Yes

Acceptability: Yes

Methods:

The objective of the study was to determine the residue levels of deltamethrin and its alpha-R-isomer and
trans-isomer in Sugar Beet raw agricultural commodity after one foliar application of the formulated
product CHR/I/DEL 100 SC (100 g deltamethrin/L), at the rate of 0.05 L/ha.

The study consisted of two phases: the field phase and the analytical phase.

The study was conducted under field conditions at one site in Northern Europe. The trial was sampled at
harvest.

One plot was treated one time with CHR/I/DEL 100 SC at the application rate of 0.05 L/ha (5 ¢
deltamethrin/ha) with 0.1 L/ha of adjuvant (Asystent+). The application was made at BBCH 37.

One plot remained untreated.

Sampling was performed at maturity of the crop at BBCH 49 in both plots.

Deltamethrin and its alpha-R-isomer and trans-isomer residues were analysed in samples harvested during
the field phase.
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Summarized results:

SUMMARIZED RESULTS

Residues in control samples were non-detectable. The residue results for deltamethrin and its alpha-
R-isomer and trans-isomer in the treated specimens are summarized below:

Residues (ma/ka)
Maturity, EBCH 49 (111 DAA)
Trial No. Matrix Sum of Deltamethrin,
Deltamethrin Tra ns-d::g methrin
dlpha-R-isomer of deltamethrin
Leaves with tops NDR MDR
C1147 NDA
Roots NDR NDR

DAA: Days After Application

MDR.; Mo detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg for each analyte

LOQ = 0.01 mg'kg for each analyte
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Application data:

1.1.1.1  Application details
A g‘;ﬂ";a"t'ﬁg Application Rate
Plot Test Item Pp. Target Timing of the active Spray volume
No. Formulated substance
Product
U Untreated —~ - - - -
CHR/IV/DEL
100 SC 0.05 Lha > g/ha 200-400 L/ha
T T1 BBCH 37 (£10%)
Asystent +* 0.1 L/Mha -

*Adjuvant (Asystent+) to be added in the tank mix with the test item CHR/I/DEL 100 SC.

1.1.1.2 Sampling Details

Residue at harvest trial(s)

Sampling __ " Min.
event Plot Timing Matrix Sample size
. Leaves with tops
s1 uT B"é"’{*:“;'”?g From min. 12 plants
Roots
Sampling summary:
1.3.5 List of specimens sampled
Samplin Growth Number | Specimen | Sampling to
Field Sample No.* d;,.e g DAA stage Matrix of units™ size freezing
(BBCH) [ zones (kg) time
Leaves | _
C1147 ND1/UHL/A | 05/10/2021 | 111 49 with tops | 12/>12 2954 02h45
C1147 ND1/UHL/R | 05/10/2021 | 111 49 Leaves | 15/512| 2350 02h45
withtops | ~ i
C1147 ND1/UHR/A | 05/10/2021 | 111 49 Roots |=12/=12 5950 01h45
C1147 ND1/UHR/R | 05/10/2021 | 111 49 Roots |=12/=12 5304 01h45
Leaves | _
C1147ND1/THL/A | 05/10/2021 | 111 49 with tops | > 127> 12 2 664 01h15
Leaves .
C1147ND1/THL/R | 05/10/2021 | 111 49 with tops | 12/>12 1778 01h15
C1147 ND1/THR/A | 05/10/2021 | 111 49 Roots |=12/>12 5.378 00h15
C1147 ND1/THR/R | 05/10/2021 | 111 49 Roots |=>12/>12 4692 00h15

* ... A: Specimen for analysis
I R: Spare specimen

DAA: Days After Application

**subsampling: leaves with tops and roots were quartered: 2 opposite quarters were sampled for

analytical samples and 2 opposite quarters for retain samples.

1.3.6 Storage and shipment of the specimens to ANADIAG laboratory
Storage Storage Date of Date of Transport | Temperature
Sample code time tem er:g:ure Shipment to | receipt at duration during
(days)i!) P the lab. the lab. (days) transport
C1147 ND1/UHL/ A 9 Frozen'? 14/10/2021 | 15/10/2021 1 Frozen'?
C1147 ND1/UHR [ A 9 Frozen'?! 14/10/2021 | 15/10/2021 1 Frozen'?!
C1147 ND1/THL/ A 9 Frozen'! 14M10/2021 | 15/110/2021 1 Frozen'?)
C1147 ND1/THR/ A 9 Frozen'? 1410/2021 | 15/10/2021 1 Frozen'?

" From sampling to shipment
12} Temperature was recorded during storage and transport

The /R samples were stored frozen at the field station and sent later to Anadiag |laboratory.
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Fortification procedure:

Blank values

] Trans- Alpha-R-isomer
sample Matrix Deliamethrin | Deltamethrin | of deltamethrin
ANADIAG No. (mg/kg) amount found | amount found
(mgikg) (mg/kg)
S51202 11 Leaves with tops NDR NDR NDR
551302 11 Roots NDR NDR NDR
NDR: No detectable residues (residues below the limit of detection)
Recoveries
. ] . Trans- Alpha-R-
Analytical Matr Fortification | Deltamethrin | nyamethrin | /SOMeT T | Extraction
sample No. atrix level o % deltamethrin date
(mglkg) Recovery %
Recovery Recovery
5513 02 AA Roots 0.01 65.0% 104.0% 70.9% 18/11/2021
5513 02 BA Roots 0.01 65.6% 113.2% 76.4% 18/11/2021
S513 02 CA Roots 0.1 74.0% 80.3% 76.6% 18/11/2021
5512 02 AA Leaves with tops 0.01 72.2% 72.3% 73.3% 16/11/2021
551202 BA Leaves with tops 0.01 88.9% 91.5% 99.9% 16/11/2021
551202 CA Leaves with tops 0.10 70.3% 72.0% 70.68% 16/11/2021
2.4 Results

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

Table 1 TRIAL No. C1147 ND1
Sum of Deltamethrin,
Deltamethrin Trans-d;:gmethrln
Analytical Field sample No. | Treatment | Matrix | DAA | "S'9Y8S | AjphaR-isomer of
sample No. found deltamethri
{mg”(g} e AMethrin
residues found
(mgrkg)
Leaves
C1147 0101 | C1147 ND1/UHL/A i it | - NDR NDR
C1147 0102 | C1147 ND1/UHR/ A - Roots - NDR NDR
CHR/IVDEL Leaves
C1147 0103 | C1147ND1/THL/A 10056 | withtops | 111 NDR NDR
C11470104 | C1147 ND1/THR/A C:'gg;"g’g Roots | 111 NDR NDR

DAA: Days After Application

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

LOQ = 0.01 mg/kg for each analyte

A 22342 Study 2

Comments of ZRMS: [The objective of this study was to determine the residues of deltamethrin, its
alpha-R-isomer and trans-isomer in sugar beet samples taken from the field trials
following one application of CHR/I/DEL 100 SC at the rate of 0.05 L/ha (5 g
deltamethrin/ha) at BBCH 37, (adjuvant (Asystent+) was added at the rate of 0.1
L/ha).

The study was conducted in Poland.
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Residues were extracted with acetonitrile then cleaned-up. The extract obtained
after centrifugation was then analysed by LC-MS/MS.

After extraction, samples were stored below -18°C and analysed after maximum 5
days for leaves with tops and 3 days for roots.

Results of storage stability of extracts in ANADIAG validation study No. C1145
entitled “Validation of the Analytical Method for the Analysis of Deltamethrin
and its alpha-R-isomer and trans-isomer metabolites in Sugar beet.” showed a
good stability of deltamethrin, trans-deltamethrin and alpha-R-isomer of
deltamethrin residues in sugar beet leaves with top and sugar beet roots extracts
for at least 15 days and 17 days respectively of frozen storage.

The limit of quantification (LOQ) was successfully established at 0.01 mg/kg for
each analyte. The limit of detection (LOD) was 0.003 mg/kg for each analyte.
Residues of each analyte in all samples (roots and leaves with tops) were below,
LOD.

Stability studies for deltamethrin cover storage time.
The study is accepted.

Reference: KCA 6.3

Report Determination of Deltamethrin and its alpha-R-isomer and trans-isomer
Residues in Sugar Beet Following Foliar application with CHR/I/DEL 100
SC under Field Conditions in Northern Europe in 2021, 2022, E. Thomas-
deille, Study code: C1148

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

GLP: Yes

Acceptability: Yes

Methods:

The objective of the study was to determine the residue levels of deltamethrin and its alpha-R-isomer and
trans-isomer in Sugar Beet raw agricultural commodity after one foliar application of the formulated
product CHR/I/DEL 100 SC (100 g deltamethrin/L), at the rate of 0.05 L/ha.

The study consisted of two phases: the field phase and the analytical phase. The study was conducted
under field conditions at one site in Northern Europe. The trial was sampled at harvest.

One plot was treated one time with CHR/I/DEL 100 SC at the application rate of 0.05 L/ha (5 ¢
deltamethrin/ha) with 0.1 L/ha of adjuvant (Asystent+). The application was made at BBCH 37.

One plot remained untreated.

Sampling was performed at maturity of the crop at BBCH 49 in both plots.

Deltamethrin and its alpha-R-isomer and trans-isomer residues were analysed in samples harvested during
the field phase.

Summarized results:
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SUMMARIZED RESULTS

Residues in control samples were non-detectable. The residue results for deltamethrin and its alpha-
R-isomer and trans-isomer in the treated specimens are summarized below:

Residues (mg/kg)

Maturity. BBCH 49 (97 DAA)

Trial No. Matrix Sum of Deltamethr_in_.
Deltamethrin Trans-d:Lt.;methrm
alpha-R-isomer of deltamethrin
Leaves with tops NDR NDR
C1148 PL1
Roots NDR NDR

DAA: Days After Application
NDR: No detectable residues (residues below the limit of detection)

LOD = 0.003 mg/kg for each analyte
LOQ = 0.01 mg/kg for each analyte

Application data:

1.1.1.1  Application details

A ';';':;";‘;':ﬁ: Application Rate
Plot Test Item PP- Target Timing of the active Spray volume
No. Formulated substance
Product
u Untreated - - - - -
CHRI/I/DEL
100 SC 0.05 Uha > g/ha 200-400 L/ha
T T BBCH 37 (10%)
Asystent +* 0.1 Lha -

*Adjuvant (Asystent+) to be added in the tank mix with the test item CHR/I/DEL 100 SC.

1.1.1.2 Sampling Details

Residue at harvest trial(s)
Sampling o - Min.
event Plot Timing Matrix Sample size
. Leaves with tops
81 uT %@ﬁ”;yg From min. 12 plants
Roots

Sampling summary:
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1.3.5 List of specimens sampled

samolin Growth Number | Specimen | Sampling to
Field Sample No.* daI: " 9 | paa stage Matrix | of units™ size freezing
(BBCH) | zones (kg) time
C1148 PL1JUHL/A | 21/092021 | 97 49 Leaves | 45,49 3530 02h30
with tops :
C1148 PL1/UHL/R | 21/09/2021 | 97 49 Leaves | 45,12 3516 02h30
with tops :
C1148 PL1/UHR/A | 21/09/2021| 97 49 Roots 12712 6.674 02h30
C1148 PL1/UHR/R | 21/09/2021| 97 49 Roots 12712 6.320 02h30
Leaves
C1148PL1/THL/A | 21092021 | 97 49 with tops | 12712 2916 02h00
Leaves
C1148 PL1/THL/R | 21092021 | 97 49 wilhtops | 12712 3.024 02h00
C1148 PL1/THR/A | 21/09/2021 | 97 49 Roots 12712 6.302 02h00
C1148 PL1/THR/R | 21092021 | 97 49 Roots 12712 6122 02h00

*...... I A. Specimen for analysis
/ R: Spare specimen
DAA: Days After Application
*subsampling: leaves with tops and roots were quartered: 2 opposite quarters were sampled for
analytical samples and 2 opposite quarters for retain samples.

1.3.6 Storage and shipment of the specimens to ANADIAG laboratory

Storage Storage Date of Date of Transport | Temperature
Sample code time tem er:?cure Shipment to | receipt at duration during
(days)i! P the lah. the lab. (days) transport
C1148 PL1 /UHL / A 30 Frozen!2! 21102021 | 22/10/2021 1 Frozen'<!
C1148 PL1 /UHR / A 30 Frozen!2! 21102021 | 22/10/2021 1 Frozen'<!
C1148 PL1/THL/ A 30 Frozen!2 21102021 | 22/10/2021 1 Frozeni2)
C1148 PL1 / THR/ A 30 Frozen!? 21102021 | 22110/2021 1 Frozen'®

("' From sampling to shipment
2} Temperature was recorded during storage and transport

The /R samples were stored frozen at the field station and sent later to Anadiag laboratory.

Fortification procedure:
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] Trans- Alpha-R-isomer
Sample Matrix a'::::zmefg‘l::'é Deltamethrin | of deltamethrin
ANADIAG No. (mg/kg) amount found | amount found
(mg/kg) (mglkg)
551202 11 Leaves with tops NDR NDR NDR
551302 11 Roots NDR NDR NDR
NDR: No detectable residues (residues below the limit of detection)
Recoveries
N . Trans- Alpha-R-
Analytical Matri Fortification | Deltamethrin | 0o ethrin | S°MerOf | Eytraction
sample No. atrix level Yo o deltamethrin date
(mgikg) Recovery Recover %
y Recovery

551302 AA Roots 0.01 65.0% 104.0% 70.9% 18/11/2021

551302 BA Roots 0.01 65.6% 113.2% 76.4% 1871172021

S51302CA Roots 0.10 74.0% 80.3% 76.6% 1871172021

551202 AA Leaves with tops 0.0 72.2% 72.3% 73.3% 16/11/2021

551202BA | Leaves with tops 0.01 88.9% 91.5% 99.9% 16/11/2021

551202 CA Leaves with tops 0.10 70.3% 72.0% 70.6% 16/11/2021
2.4 Results

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

Table 1 TRIAL No. C1148 PL1
Sum of Deltamethrin,
Deltamethrin | Trans-deltamethrin
Analytical . ; residues And alpha-R-isomer
sample No. Field sample No. Treatment | Matrix DAA found of deltamethrin
(mgikg) residues found
(mgrkg)
Leaves
C1148 01 01 C1148 PL1/UHLJ A with tops - NDR NDR
C1148 01 02 C1148 PL1 /UHR /A - Roots - NDR NDR
CHRAVDEL Leaves
C1148 01 03 C1148 PL1/THL/ A 100 SC with tops ar NDR NDR
C1148 01 04 C1148 PL1/THR/ A CTSS"EE" Roots 97 NDR NDR

DAA: Days After Application
NDR: No detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg for each analyte
LOG = 0.01 mg/kg for each analyte

A22343

Study 3

Comments of zZRMS:

L/ha).

The study was conducted in Czech Republic.
Residues were extracted with acetonitrile then cleaned-up. The extract obtained
after centrifugation was then analysed by LC-MS/MS.
After extraction, samples were stored below -18°C and analysed after maximum 5

The objective of this study was to determine the residues of deltamethrin, its
alpha-R-isomer and trans-isomer in sugar beet samples taken from the field trials
following one application of CHR/I/DEL 100 SC at the rate of 0.05 L/ha (5 g
deltamethrin/ha) at BBCH 37, (adjuvant (Asystent+) was added at the rate of 0.1
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days for leaves with tops and 3 days for roots.

Results of storage stability of extracts in ANADIAG validation study No. C1145
entitled “Validation of the Analytical Method for the Analysis of Deltamethrin
and its alpha-R-isomer and trans-isomer metabolites in Sugar beet.” showed a
good stability of deltamethrin, trans-deltamethrin and alpha-R-isomer of
deltamethrin residues in sugar beet leaves with top and sugar beet roots extracts
for at least 15 days and 17 days respectively of frozen storage.

The limit of quantification (LOQ) was successfully established at 0.01 mg/kg for
each analyte. The limit of detection (LOD) was 0.003 mg/kg for each analyte.
Residues of each analyte in roots were below LOD. Residues of deltamethrin in
leaves with tops were found at the level 0.01 mg/kg.

Stability studies for deltamethrin cover storage time.

The study is accepted.

Reference: KCA 6.3

Report Determination of Deltamethrin and its alpha-R-isomer and trans-isomer
Residues in Sugar Beet Following Foliar application with CHR/I/DEL 100
SC under Field Conditions in Northern Europe in 2021, 2022, E. Thomas-
Delille, Study code: C1149

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

GLP: Yes

Acceptability: Yes

Methods:

The objective of the study was to determine the residue levels of deltamethrin and its alpha-R-isomer and
trans-isomer in Sugar Beet raw agricultural commodity after one foliar application of the formulated
product CHR/I/DEL 100 SC (100 g deltamethrin/L), at the rate of 0.05 L/ha.

The study consisted of two phases: the field phase and the analytical phase. The study was conducted
under field conditions at one site in Northern Europe. The trial was sampled at harvest.

One plot was treated one time with CHR/I/DEL 100 SC at the application rate of 0.05 L/ha (5 g
deltamethrin/ha) with 0.1 L/ha of adjuvant (Asystent+). The application was made at BBCH 37.

One plot remained untreated.

Sampling was performed at maturity of the crop at BBCH 49 in both plots.

Deltamethrin and its alpha-R-isomer and trans-isomer residues were analysed in samples harvested during
the field phase.

Summarized results:
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SUMMARIZED RESULTS

Residues in control samples were non-detectable. The residue results for deltamethrin and its alpha-
R-isomer and trans-isomer in the treated specimens are summarized below:

Residues (mg/kg)

Maturity, BEBCH 49, (101 DAA)

Trial No. Matrix Sum of Deltamethrin Trans-
] deltamethrin
Deltamethrin and
alpha-R-isomer of deltamethrin
Leaves with tops 0.01 0.01
C1149 CZ1
Roots NDR NDR

DAA: Days After Application
NDR: No detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg for each analyte
LOQ = 0.01 mg/kg for each analyte

Application data:

1.1.1.1  Application details
A ';g?é'i?tt'ﬁg Application Rate
Plot Test Item NPP' Target Timing of the active Spray volume
0. Formulated substance
Product
U Untreated - - - - -
CHR/IIDEL
T 100 SC - BBCH 37 0.05 Liha 2 g/ha 200-400 L/ha
(£10%)
Asystent +* 0.1 Uha -

*Adjuvant (Asystent+) to be added in the tank mix with the test item CHR//DEL 100 SC.

1.1.1.2 Sampling Details
Residue at harvest trial(s)
Sampling . - Min.
event Plot Timing Matrix Sample size
: Leaves with tops
81 U T %‘F’g{'ﬂ?ﬁ From min. 12 plants
Roots

Sampling summary:

332



CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC

Part B — Section 7 - Core Assessment

Applicant version

Page 333 /365

1.3.5 List of specimens sampled
samplin Growth Number | Specimen | Sampling to
Field Sample No.* da': " 9 | paa stage Matrix | of units™ size freezing
(BBCH) | zones (kg) time
C1149CZ1/UHL/A | 11/10/2021 | 101 49 Leaves | 45,45 1.272 03h35
with tops :
Leaves
1149 CZ1/UHL/R 11/10/2021 101 49 with tops 12712 1262 03h35
C1149 CZ1/ UHR /A 11/10/2021 101 49 Roots 12/12 3.834 03h40
C1149 CZ1/UHR/R | 11/10/2021 101 49 Roots 12712 3.884 03h40
Leaves
C1149 CZ1/THL/ A 11/10/2021 101 49 with tops 12112 1.266 03h10
Leaves
C1149 CZ1/THL/R 11/10/2021 101 49 with tops 12712 1264 03h10
C1149 CZ1/ THR I A 11/10/2021 101 49 Roots 12/12 3426 03h35
C1149 CZ1/THR/R 11/10/2021 101 49 Roots 12712 3.444 03h35

*...... ' A. Specimen for analysis
/ R: Spare specimen

DAA: Days After Application

"subsampling: leaves with tops and roots were quartered: 2 opposite quarters were

analytical samples and 2 opposite quarters for retain samples.

sampled for

1.3.6 Storage and shipment of the specimens to ANADIAG laboratory
Storage Storade Date of Date of Transport | Temperature
Sample code time tem er.:ﬁ:ure Shipment to | receipt at duration during
(days)i") P the lab. the lab. (days) transport
C1149 CZ1/UHL/ A 10 Frozen'?! 2110/2021 | 22/10/2021 1 Frozen!?!
C1149 CZ1 7/ UHR /A 10 Frozen'®! 2110/2021 | 22/10/2021 1 Frozen!?
C1149 CZ1/THL/ A 10 Frozen'?! 2110/2021 | 22/10/2021 1 Frozen'2)
C1149 CZ1/THR /A 10 Frozen'®! 2110/2021 | 22/10/2021 1 Frozen!?

) From sampling to shipment
i2} Temperature was recorded during storage and transport

The /R samples were stored frozen at the field station and sent later to Anadiag laboratory.

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.
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] Trans- Alpha-R-isomer
Sample Matrix a':::gs:ﬁmr; Deltamethrin | of deltamethrin
ANADIAG No. (mg/kg) amount found | amount found
(mg/kg) (mg/kg)
551202 11 Leaves with tops NDR NDR NDR
S51302 11 Roots NDR NDR NDR
NDR: No detectable residues (residues below the limit of detection)
Recoveries
Alpha-R-
Fortification | Deltamethrin Trans- is opmer of
Analytical Matri n Deltamethrin . Extraction
sample No. atrix level Yo % deltamethrin date
(mgikg) Recovery Recover %
y Recovery
551302 AA Roots 0.1 65.0% 104.0% 70.9% 18/11/2021
5513 02 BA Roots 0.01 65.6% 113.2% 76.4% 18/11/2021
551302 CA Roots 0.10 74.0% 80.3% 76.6% 18/11/2021
S512 02 AA Leaves with tops 0.01 72.2% 72.3% 73.3% 16/11/2021
5512 02 BA Leaves with tops 0.01 £8.9% 91.5% 99.9% 16/11/2021
S51202CA Leaves with tops 0.10 70.3% 72.0% 70.6% 16/11/2021
2.4 Results

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

Table 1 TRIAL No. C1149 CZ1
Sum of Deltamethrin,
Deltamethrin Trans-d;::gmeth rin
Analytical Field sample No. | Treatment | Matrix | DAA | residues alpha-R-isomer of
sample No. found deltamethrin
(ma/kg) residues found
(mgikg)
Leaves
C11490101 | C1149CZ1/UHL/A wihtogs | - NDR NDR
C11490102 | C1149CZ1/UHR/A i Roots R NDR NDR
CHRIVDEL | Leaves
C11490103 | C1149CZ1/THL/A 100SC | withtops | 17 0.01 0.01
C11490104 | C1149CZ1/THR/A CT?&'"EEL Roots | 101 NDR NDR

DAA: Days After Application
NDR: No detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg for each analyte
LOQ = 0.01 mg/kg for each analyte

A22344

Study 4

Comments of zZRMS:

L/ha).

The study was conducted in Northern France.
Residues were extracted with acetonitrile then cleaned-up. The extract obtained
after centrifugation was then analysed by LC-MS/MS.

The objective of this study was to determine the residues of deltamethrin, its
alpha-R-isomer and trans-isomer in sugar beet samples taken from the field trials
following one application of CHR/I/DEL 100 SC at the rate of 0.05 L/ha (5 g
deltamethrin/ha) at BBCH 37, (adjuvant (Asystent+) was added at the rate of 0.1
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After extraction, samples were stored below -18°C and analysed after maximum 5
days for leaves with tops and 3 days for roots.

Results of storage stability of extracts in ANADIAG validation study No. C1145
entitled “Validation of the Analytical Method for the Analysis of Deltamethrin
and its alpha-R-isomer and trans-isomer metabolites in Sugar beet.” showed a
good stability of deltamethrin, trans-deltamethrin and alpha-R-isomer of
deltamethrin residues in sugar beet leaves with top and sugar beet roots extracts
for at least 15 days and 17 days respectively of frozen storage.

The limit of quantification (LOQ) was successfully established at 0.01 mg/kg for
each analyte. The limit of detection (LOD) was 0.003 mg/kg for each analyte.
Residues of each analyte in all samples (roots and leaves with tops) were below,
LOD.

Stability studies for deltamethrin cover storage time.
The study is accepted.

Reference: KCA 6.3

Report Determination of Deltamethrin and its alpha-R-isomer and trans-isomer
Residues in Sugar Beet Following Foliar application with CHR/I/DEL 100
SC under Field Conditions in Northern Europe in 2021, 2022, E. Thomas-
Delille, Study code: C1150

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

GLP: Yes

Acceptability: Yes

Methods:

The objective of the study was to determine the residue levels of deltamethrin and its alpha-R-isomer and
trans-isomer in Sugar Beet raw agricultural commodity after one foliar application of the formulated
product CHR/I/DEL 100 SC (100 g deltamethrin/L), at the rate of 0.05 L/ha.

The study consisted of two phases: the field phase and the analytical phase. The study was conducted
under field conditions at one site in Northern Europe. The trial was sampled frequently to monitor the
decline of residues shortly after the treatment and at harvest.

One plot was treated one time with CHR/I/DEL 100 SC at the application rate of 0.05 L/ha (5 ¢
deltamethrin/ha) with 0.1 L/ha of adjuvant (Asystent+). The application was made at BBCH 37.

One plot remained untreated.

Samplings were performed just before application in the untreated plot, just after application in the treated
plot, then 13 days after application and at BBCH 49 (at maturity of the crop) in both plots.

Deltamethrin and its alpha-R-isomer and trans-isomer residues were analysed in samples harvested during
the field phase..

Summarized results:
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SUMMARIZED RESULTS

Residues in control samples were non-detectable. The residue results for deltamethrin and its alpha-
R-isomer and trans-isomer in the treated specimens are summarized below:

Residues (mg/kg)
Sum of Deltamethrin
Deltamethrin Trans-d:Ltgrnethrln
Trial No. Matrix alpha-R-isomer of deltamethrin
Maturity, Maturity,
0 DAA 13 DAA BBECH 49 0 DAA 13 DAA BBCH 49
(103 DAA) (103 DAA)
Leaves with tops 0.07 = LOQ MDR 0.07 < LOQ NDR
C1150 AN1
Roots NDR NDR NDR NDR NDR NDR

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 for each analyte

LOQ = 0.01 mg/kg for each analyte

Application data:
1.1.1.1  Application details

A g’;ﬂ'gﬁ'ﬁ: Application Rate
Plot Test Item Npp Target Til‘l'iil'lg of the active Spray‘ volume
0. Formulated substance
Product
u Untreated - - - - -
CHRIIIDEL
100 SC 0.0 Lna > g/ha 200-400 L/ha
T T BBCH 37 (£10%)
Asystent +* 01 LMha -

*Adjuvant (Asystent+) to be added in the tank mix with the test item CHR/A/DEL 100 SC.

1.1.1.2 Sampling Details

Decline curve trial(s)

Sae""vg:t"g Plot Timing Matrix Samh;:ilg.siz .

U 0DBA "ea"eso":ié“ tops From min. 12 plants
> T 0 DAA Lea”eso‘;itgh tops From min. 12 plants
s2 u,T 14 (1) DAA Lea”eso‘:g tops From min. 12 plants
s3 u,T oy Lea”eso‘;itgh tops From min. 12 plants

DBA : Days before application
DAA - Days after application

Sampling summary:
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1.3.5 List of specimens sampled

Samolin Growth Number | Specimen | Sampling to
Field Sample No.* e d | paa stage Matrix | ofunits/ | size freezing

(BBCH) ZONEs (ka) time

1150 AN1 /UL F A 16/08/2021 | O DBA ar Leaves | 44,45 3.31 D4h45
with tops

1150 AN1 JUDLF R 16/08/2021 | O DBA ar Leaves | 44,45 3.35 D4h45
with tops

C1150 ANT/UDR/A | 16082021 | 0DBA a7 Roots | 18718 1.1 D4h45

C1150 AN1/UDR/R | 18082021 | 0 DBA a7 Roots | 18718 1.03 D4h45

C1150 ANT/ TOL/ A 16062021 o a7 Leaves | 40,45 3.45 03h00
with tops

C1150 AN/ TOL/ R 16/08/2021 o a7 Leaves | 40,45 3.54 03h00
with tops

C1150 AN1/ TOR / A 18/D8/2021 o a7 Roots | 18718 1.1 03h0D0

C1150 AN1/ TOR /R 16/08/2021 o a7 Roots | 18718 1.20 03h00

C1150 AN JUM4L7 A | 20008/2021 13 a0 Leaves | youry 45 250 02h15
with tops

C1150 ANT/UM4L/ R | 20008/2021 13 a9 Leaves | youry 40 274 02h15
with tops

C1150 ANT/UM4R /A | 290082021 13 3@ Roots | 12712 223 02hi5

C1150 ANT/UM4R /R | 2000852021 13 2 Roots | 1270712 228 02hi5

C1150 ANT/T14L/ A | 280068/2021 13 3@ Leaves | jom ;g 238 Dih40
with tops

C1150 ANT/T14L/R | 29/08r2021 13 3 Leaves | jou ;o 268 D1h40
with tops

C1150 AN/ T14R/A | 2000872021 13 ag Roots | 127712 1.80 Dih4D

C1150 ANT/T14R/R | 20/08r2021 13 3 Roots | 12712 1.584 D1h40

C1150 AN JUHL/ A | 27/0002021 103 40 Leaves | youry 40 473 01h20
with tops

C1150 ANTJUHL/R | 27/06/2021 103 40 Leaves | youry 40 403 01h30
with tops

C1150 ANT/UHR /A | 27i0s2021 | 103 43 Roots | 12712 3.85 D1h30

C1150 AN1/UHR/R | 27i0o021 | 103 40 Roots | 1270712 .06 D1h30

C1150 AN1/ THL /A 27082021 103 43 Leaves | jom ;g 363 D0h30
with tops

C1150 AN1/THL /R 27/0812021 103 43 Leaves | jou ;o 408 DOh30
with tops

C1150 ANT/THR/A | 27io=0zi | 103 40 Roots | 127712 477 DOh30

C1150 ANT/THR/R | 27osz021 | 103 43 Roots | 12712 4.43 DOh30

R I A: Specimen for analysis
! R: Spare specimen

DBA: Days Before Application

DaL: Days After Application

*oubsampling: leaves with tops and roots were guartered: 2 opposite quarters were sampled for

analytical samples and 2 opposite guarters for retain samples.

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.
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- Trans- Alpha-R-isomer
Sample Matrix aﬂoe't"'unf:u:":j Deltamethrin | of deltamethrin
ANADIAG Mo. {maoikg) amount found amount found
9 (mg/kg) (mg/kg)
5512 02 11 Leaves with tops NDR NDR NDR
551302 11 Roots NDR NDR NDR
MDR: Mo detectable residues (residues below the limit of detection)
Recoveries
Alpha-R-
- Fortification | Delamethrin DEITranf;'-.i - isomer of Extracti
;:;L‘::m Matrix level % "'“;'f N | deltamethrin Taean
- (mgikg) Recovery Recove B
v Recovery
S513 02 AA Rioots 001 65.0% 104.0% T0.9% 18/11/2021
551302 BA Rioats 0.0 65.6% 113.2% TE.A4% 18/11/2021
551302 CA Rioats 010 T4.0% £0.3% TE.E% 18/11/2021
S512 02 A4 | Leaves with tops 001 T2.2% T2.3% 73.3% 168/11/2021
SE1202BA | Leaves with tops 0.0 88.9% 99 5% 99,99 18/11/2021
S51202 CA | Leaves with tops 0.10 T0.3% T2.0% T0.6% 168/11/2021
2.4 Results
The analytical results obtained are summarized in the table(s) below.
Table 1 TRIAL Mo. C1150 AN1
Sum of
- Deltamethrin,
Analvtical Deltap;ethnn Trans-deltamethrin
na 'T'“Nu Field sample No. | Treatment | Matrix | DAA rEf’-’" r:‘f And alpha-R-isomer
sample No. E ou ) of deltamethrin
g residues found
_ (mgfkg)
C11500101 | C1150 AN1 /UOLJ A - "E";f';ﬁ"“*‘ - MDR NDR
C11500102 | C1150 AN1/ UDR /& - Roots - MDR NDR
, i ﬁ — CHRIVDEL | Leaves with
C11500103 | C1150AN1/ TOL/ A 100 50 tops 0 0.07 0.07
C11500104 | C1150 AN1/ TOR/ A Cf';&'":___?g'- Roots 0 MDR NDR
C1150 01 05 | C1150 AN/ UT4L /A - "E";f';‘“m - NDR NDR
C115001 08 |C1150 AN1/ U14R J A - Roats - MDR NDR
B . P ] CHRIVDEL | Leaves with -
C11500107 [C11S0ANT/THLIA | MTR s ope 13 = LOQ  LOG
C1150 01 02 |C1150 AN1 I T14R/ A Cﬂ;&'"gg'— Roots 12 NDR NDR
C115001 00 | C1150 AN/ UHL A - '-“;f‘:;‘“h - NDR NDR
C115001 10 | 1150 AN/ UHR ! A - Roots - NDR NDR
C115001 11 | 1150 AM1 1 THL A | CHRIDEL | Leaves with | 44 DR NDR
00 5C tops
¢115001 12 | c1150aN1/THR/A | SHRIDEL [ pois | 102 NDR NDR

DAL Days After Application
= LOQ: Residues between LOD and LOG
MDR: Mo detectable residues (residues below the limit of detection)

LOD = 0.003 mg/'kg for each analyte

Lo = 0.01 ma/kg for each analyte
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A 22345 Study 5

Comments of ZRMS: [The objective of this study was to determine the residues of deltamethrin, its
alpha-R-isomer and trans-isomer in sugar beet samples taken from the field trials
following one application of CHR/I/DEL 100 SC at the rate of 0.05 L/ha (5 g
deltamethrin/ha) at BBCH 37, (adjuvant (Asystent+) was added at the rate of 0.1
L/ha).

The study was conducted in Germany.

Residues were extracted with acetonitrile then cleaned-up. The extract obtained
after centrifugation was then analysed by LC-MS/MS.

After extraction, samples were stored below -18°C and analysed after maximum 5
days for leaves with tops and 2 days for roots.

Results of storage stability of extracts in ANADIAG validation study No. C1145
entitled “Validation of the Analytical Method for the Analysis of Deltamethrin
and its alpha-R-isomer and trans-isomer metabolites in Sugar beet.” showed a
good stability of deltamethrin, trans-deltamethrin and alpha-R-isomer of
deltamethrin residues in sugar beet leaves with top and sugar beet roots extracts
for at least 15 days and 17 days respectively of frozen storage.

The limit of quantification (LOQ) was successfully established at 0.01 mg/kg for
each analyte. The limit of detection (LOD) was 0.003 mg/kg for each analyte.
Residues of each analyte in all samples (roots and leaves with tops) were below,
LOD.

Stability studies for deltamethrin cover storage time.

The study is accepted.

Reference: KCA 6.3

Report Determination of Deltamethrin and its alpha-R-isomer and trans-isomer
Residues in Sugar Beet Following Foliar application with CHR/I/DEL 100
SC under Field Conditions in Northern Europe in 2021, 2022, E. Thomas-

Delille C1151
Guideline(s): Regulation (EC) No 1107/2009
Deviations: Yes
GLP: Yes
Acceptability: Yes

Methods:

The objective of the study was to determine the residue levels of deltamethrin and its alpha-R-isomer and
trans-isomer in Sugar Beet raw agricultural commodity after one foliar application of the formulated
product CHR/I/DEL 100 SC (100 g deltamethrin/L), at the rate of 0.05 L/ha.

The study consisted of two phases: the field phase and the analytical phase. The study was conducted
under field conditions at one site in Northern Europe. The trial was sampled frequently to monitor the
decline of residues shortly after the treatment and at harvest.

One plot was treated one time with CHR/I/DEL 100 SC at the application rate of 0.05 L/ha (5 ¢
deltamethrin/ha) with 0.1 L/ha of adjuvant (Asystent+). The application was made at BBCH 37.

One plot remained untreated.

Samplings were performed just before application in the untreated plot, just after application in the treated
plot, then 13 days after application and at BBCH 49 (at maturity of the crop) in both plots.

Deltamethrin and its alpha-R-isomer and trans-isomer residues were analysed in samples harvested during
the field phase..
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Summarized results:

SUMMARIZED RESULTS

Residues in control samples were non-detectable. The residue results for deltamethrin and its alpha-
R-isomer and trans-isomer in the treated specimens are summarized below:

Residues (mg/kg)

Sum of Deltamethrin
. Trans-deltamethrin
Deltamethrin And
Trial No. Matrix alpha-R-isomer of deltamethrin
Maturity, Maturity,
0 DAA 13 DAA BBCH 49 0 DAA 13 DAA BBCH 49
(136 DAA) {136 DAA)
Leaves with tops 0.o7 < LOQ NDR 0.07 < LOQ NDR
c1151 BW1
Roots NDR NDR NDR NDR NDR NDR

DAA: Days After Application

= LOQ: Residues between LOD and LOQ

MDR: No detectable residues (residues below the limit of detection)
LOD =0.003 mg/kg for each analyte
LOQ = 0.01 mg/kg for each analyte

Application data:
1111

Application details

A ';';'t’e'";?tt'ﬁ: Application Rate
Plot Test Item pp. Target Timing of the active Spray volume
No. Formulated substance
Product
] Untreated - - - - -
CHR/I/IDEL
100 SC 0.0 LUna > gha 200-400 L/ha
T ™ BBCH 37 +10%)
Asystent +* 0.1 Uha -

*Adjuvant (Asystent+) to be added in the tank mix with the test item CHR/I/DEL 100 SC.

1.1.1.2 Sampling Details
Decline curve trial(s)
Sampling __ ) Min.
event Plot Timing Matrix sample size
U 0 DBA Leaves with tops From min. 12 plants
s1 Roots
T 0 DAA Leaves with tops From min. 12 plants
Roots
s2 uT 14 (1) DAA Leaves with tops From min. 12 plants
Roots
Maturity Leaves with tops ]
S3 u,T BBCH 49 Rools From min. 12 plants

DBA : Days before application

DAA : Days after appli

cation

Sampling summary:
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1.3.5 List of specimens sampled

Samplin Growth Mumber of | Specime | Sampling to
Field Sample Mo.* gae 1| DA stage Matrix uniits | nsize | freezing

(BBCH) ZONES (kg time

C1151 BW1i /UDL/ A& | 14082021 | 0 DBA a7 Leaves 12112 1.38 D5hi5
with tops

C1151 BW1/UDL/R | 14082021 | 0DBA a7 Leaves 12712 1.4D D5h15
with tops

C1151 BW1/UDR /A | 14082021 | DDBA a7 Rioots 12712 0.43 D5his

C1151 BW1/UDR/R | 14/08/2021 | 0DBA a7 Roots 12712 0.48 D5h15

C1151 BWH J TOL S A 14/08/2021 ] a7 Leaves 12112 1.30 D4h05
with tops

1151 BW1 J TOL/ R 14/08/2021 i a7 Leaves 12112 1.43 D4h05
with tops

C1151 BW1/TOR /& | 140852021 i a7 Roots 12712 0.35 D4hi05

C1151 BW1/TOR/ R | 140852021 i a7 Rioots 12712 0.38 D4hi05

C1151 BW1 / U14L! A& | 27/068/2021 13 35-39 Leaves 12112 387 D4h05
with tops

C1151 BW1 /U14LI R | 27/0802021 13 3539 Leaves 12712 3.64 D4hi05
with tops

C1151 BW1 / U14R /A | 27062021 13 2839 Rioots 12712 2.18 D3h35

C1151 BW1 / U14R/ R | 27/0802021 13 3539 Roots 12712 1.84 03h35

C1151 BW1 /T14L /A | 27/08/2021 13 38-39 Leaves 12112 4.57 02h20
with tops

C1151 BW1 / T14L/R | 27/08/2021 13 25-30 Leaves 12112 4.28 02h20
with tops

C1151 BW1 / T14RJ A | 27/0852021 13 3830 Roots 12712 2.12 DZh45

C1151 BW1 / T14R /R | 27/08/2021 13 3530 Rioots 12712 2.50 02h45

C1151 BW1 JUHL /A | 28102021 | 138 40 Leaves | . 45,49 4.08 D1h55
with tops

C1151BW1 /UHL/R | 280102021 | 138 48 Leaves | . 45,49 5.83 D1h55
with tops

C1151BW1 /UHR /A | 2801nvzoz1 | 138 49 Roots | 24712 7.30 03h00

C1151 BW1 /UHR /R | 28102021 | 138 48 Roots | 24™/12 7.10 D3h00

C1151BW1 /THL/ & | 28i1nvzoz1 | 138 49 Leaves | . 45,42 572 D1hi5
with tops

C1151 BW1/THL/R | 280102021 | 138 40 Leaves | o 4942 5.08 D1hi5
with tops

C1151 BW1 /THR/A | 28102021 | 138 40 Roots | 24™/12 5.68 D3h00

C1151 BW1/THR/R | 28/1ov021 | 138 40 Roots | 24™ /12 510 D3h00

f— I A Specimen for analysis
I R: Spare specimen

DBA: Days Before Application

DaA: Days After Application

**subsampling: roots were quartered:. 2 opposite quarters were sampled for analytical samples and 2

opposite quarters for retain samples.

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.
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Blank values

] Trans- Alpha-R-isomer
Sample Matrix aﬁgﬂ:ﬁﬂlﬂ"} Deltamethrin | of deltamethrin
ANADIAG No. (mg/kg) amount found | amount found
(mglkg) (mglkg)
551202 11 Leaves with tops NDR NDR NDR
S51302 11 Roots NDR NDR NDR
NDR: No detectable residues (residues below the limit of detection)
Recoveries
Fortification | Deltamethrin Trans- ::-I:-pr::rif
gﬁéﬂﬁé Matrix level Yo Delta g;ethrln deltamethrin Extraction
! (mg/kg) Recovery Recover Yo
y Recovery
551302 AA Roots 0.01 65.0% 104.0% 70.9% 18/11/2021
551302 BA Roots 0.01 65.6% 113.2% 76.4% 18/11/2021
S51302 CA Roots 0.10 74.0% 80.3% 76.8% 18/11/2021
551202 AA Leaves with tops 0.01 72.2% 72.3% 73.3% 16/11/2021
551202 BA Leaves with tops 0.01 88.9% 91.5% 99.9% 16/11/2021
551202 CA Leaves with tops 010 70.3% 72.0% 70.8% 16/11/2021
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2.4 Results

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

Table 1 TRIAL No. C1151 BWH1
Sum of
Deltamethrin | . Dcitamethrin,
Analvtical residues Trans-deltamethrin
yl Field Sﬂmple No. Treatment Matrix DAA and alpha'R'isomEr
sample No. found .
{mg fkg} of qe“ameth"n
residues found
(mgikg)
Leaves
C11510101 | C1151 BW1/UOL /A _ iyt NDR NDR
C1151 0102 | C1151 BW1/UOR/A ] Roots NDR NDR
CHRIVDEL | Leaves
C11510103 | C1151 BW1/TOL/A 1005t | wittoms | O 0.07 0.07
C11510104 | C1151 BW1/TOR/A CTSS"'SD(EL Roots | O NDR NDR
Leaves
C11510105 | C1151 BW1/U14L /A _ it tops NDR NDR
C1151 0106 | C1151 BW1/U14R/A _ Roots NDR NDR
CHR/IVDEL Leaves
C11510107 | C11s1BWI/T1aL/A | CICEE | 8 | 13 <LoQ <L0Q
C1151 0108 | C1151 BW1/T14R/ A CTS&"'SDE':EL Roots | 13 NDR NDR
Leaves
C11510109 | C1151 BW1/UHL/A _ it o NDR NDR
C1151 0110 | C1151 BW1/UHR/A - Roots NDR NDR
CHRIVDEL | Leaves
C11510111 | C1151 BW1/THL/A 10056 | wiions | 136 NDR NDR
C11510112 | C1151 BW1/THR/A CT[TE;”SD[EL Roots | 136 NDR NDR

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 for each analyte
LOQC = 0.01 mg/kg for each analyte

A224 Magnitude of residues in livestock

A224.1 Livestock feeding studies

No new studies submitted

A225 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation)
A2251 Distribution of the residue in peel/pulp

No new studies submitted
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A2252 Processing studies on a core set of representative processes

No new studies submitted

A226 Magnitude of residues in representative succeeding crops

No new studies submitted

A227 Other/Special Studies

Comments of ZRMS: [The study is accepted.

Samples were analysed 14 days after sampling. Storage stability data are not
normally required for samples extracted and analysed within 30 days from
sampling.
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Table 1 TRIAL Ho. C1201 MA1 — Deltamethrin
. Deltamethrin
Analytical Field sample No. Treatment Matrix Timing Residues found
sample No.
(mg/kg)

12 mm C1201 MAT /T UHT A - Honey - HDR
C1201 1 02 C1201 MATFTH ! A CHR/VDEL 100 5C Honey Maturity HODR
C1201 1 03 C1201 MATFUR T A - Pallen - HOR
C1201 01 D4 C1201 MA1 /TP A CHR/VDEL 100 SC Pollen Maturity 0.01

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

LOD = 0.003 mafkg / LOQ = 0.01 malkg

Table 2

izomer of deltamethin)

TRIAL Ho. C1201 MA1 — Sum of deltamethrin, Trans-deltamethrin and alpha-R-

Sum of
deltmethrin,
Analytical - - L Trans + R-
sample No. Field sample No. Treatment Matrix Timing icomer
Residues found
(mglkg)
C1201 01 01 C121 MAT/UHT A - Honey - HDR
C1201 01 02 C1201 MATFTHIA CHRIVDEL 100 5C Honey Maturity NDR
1201 01 03 C1201 MATJUP T A - Pollen - NDR
C1201 01 04 C1IZD1 MAT I TP/ A CHR/VDEL 100 5C Paollen Maturity 001

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

LOD = 0.003 mafkg / LOQ = 0.01 mg/kg
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Comments of ZRMS: [The study is accepted.

Samples were analysed 2 days after sampling. Storage stability data are not
normally required for samples extracted and analysed within 30 days from
sampling.
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Table 1 TRIAL Ho. C1202 PL1 - Deltamethrin
. Deltamethrin
Analytical Field sample No. Treatment Matrix Timing | Residues found
sample No.
(mg/kg)
C1202 01 MM C1202PL1FUH T A - Honey - HDR
C1202 01 02 C1202PL1/THI A CHR/VDEL 100 3C Honey Maturity HDR
C1202 01 03 C1202 PL1JUP A - Paollen - HDR
C1202 01 04 C1202 PL1ITRV A CHR/VDEL 100 5C Paollen Maturity 003
MDR: No detectable residues (residues below the limit of detection)
LOD = 0.003 mgikg f LOGQ = 0.01 mag/fkg
Table 2 TRIAL Ho. C1202 PL1 — Sum of Deltamethrin, Trans deltamethrin and alpha-R-
isomer of deltamethrin
Sum of
deltamethrin
Analytical " - - and Trans + R-
sample No. Field sample No. Treatment Matrix Timing isomer
Residues found
(mglkg)
C1202 01 MM C1202PL1FUH T A - Honey - HDR
C1202 01 02 C1202PL1/THI A CHR/VDEL 100 3C Honey Maturity HDR
C1202 01 03 C1202 PL1JUP A - Paollen - HDR
C1202 01 04 C1202PL1ITRV A CHR/VDEL 100 5C Pallen Maturity 003

MDR: No detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg / LOQ = 0.01 mglkg
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Comments of ZRMS: [The study is accepted.

Samples were analysed 29 days after sampling. Storage stability data are no
normally required for samples extracted and analysed within 30 days from
sampling.

348



CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC

Part B — Section 7 - Core Assessment
Applicant version

Page 349 /365

—

Table 1 TRIAL No. C1203 EF1 — Deltamethrin
Deltamethrin
Analytical . . . Residues
5amp{: No. Field sample Mo. Treatment Matrix Timing found
(mgika)
1203 01 01 C1203 EF1/UH /A - Honey - MOR
C1203 01 02 C1203 EF1/TH/A | CHR/VDEL 100 5C Haoney Commercial NOR
Maturity
©1203 01 03 C1203 EF1/UP /A - Pallen - NDR
C1203 01 04 C1208 EF1/TP/A | CHR/WDEL 100 SC Pallen Commercial 0.05
Maturity

NDR: Mo detectable residues (residues below the limit of detection)

LOD = 0.002 mg/kg / LOQ = 0.01 mgikg

Table 2 TRIAL Ho. C1203 EF1 - Sum of Trans deltamethrin and alpha-R-isomer of
deltamethin )
Sum of
deltamethrin
Analytical . . . and Trans + R-
5anp!: No. Field sample No. Treatment Matrix Timing isomer
Residues found
(mgfkg)
1203 01 01 C1203 EF1/UH/A - Honey - NDR
1203 01 02 C1203EF1 /TH/A | CHRWDEL 100 3C Haoney G"M"‘"‘E.’“E" NDR
aturity
1203 01 03 C1203 EF1/UFP /A - Pallen - NDR
C1203 01 04 C1203 EF1/TP/A | CHR/VDEL 100 5C Pallen G"M"‘a:‘:w“' 0.05

NDR: Mo detectable residues (residues below the limit of detection)

LOD = 0.003 mglkg / LOQ = 0.01 mg/kg

Comments of zZRMS:

The study is accepted.
Samples were analysed 15 days after sampling. Storage stability data are not
normally required for samples extracted and analysed within 30 days from
sampling.
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Table 1 TRIAL Ho. C1204 PH1 - Deltamethrin
Analytical Deltamethrin
Field sample No. Treatment Matrix Timing Residues found
sample No.
(mg/kg)
C1z204 011 Ci24 PH1/UH /A - Honey - HDR
C1204 01 02 C1204PH1/TH A CHR/WVDEL 100 5C Honey Maturity NDR
C1204 0103 CI124 PH1JUP T A - Pallen - HDR
C1204 01 D4 C1204 PH1 /TR A CHR/WDEL 100 SC FPollen Maturity 0.07
MOR: No detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg f LOQ = 0.01 mg/kg
Table 2 TRIAL Ho. C1204 PH1- Sum of deltamethrin, Trans deltamethrin and alpha-R-
igomer of deltamethin )
Sum of
deltamethrin,
Analytical Field sample No. Treatment Matrix Timing Trans + R-
sample No. isomer
Residues found
(mg/kg}
C1204 0101 C1204 PH1TUH J A - Honey - HDR
C1204 01 D2 Cl1204 PH1/TH/ A CHR/WDEL 100 SC Honey Maturity NDR
C1204 0103 CI124 PH1JUP T A - Pallen - HDR
C1204 01 04 C1204 PH1 /TP A CHR/WVDEL 100 5C Pallen Maturity o.or

MDR: Ho detectable residues (residues below the limit of detection)
LOD = 0.003 mg/kg / LOQ = 0.01 mglkg
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Sum of deltamethrin, Trans + R-isomer
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Appendix 3  Pesticide Residue Intake Model (PRIMo)

xR,

~ efsam

European Food Safety Authority

EF:5A PRIMo revision 3.1; 201310313

Fourcs of 40N
Tear of evaluation:

L0 [mglhg) rangs from:

AD1 [malkg bwiday):

Acetamiprid (F)

ARFD [malkg bw]:

Fource of ARFDG
Tear of evaluation:

Comments:

Details - chronic risk
BSSESSMEnt

Details - acute risk
assessment/children

pplementary results -
chronic risk assessment

Details - acute risk
assessmentfadults

Mo o dicts axceeding the DI : Exposure resulting from
MPLz set | commaditior nat
Calculated Expsoure | Highest contributor nd contributar to Srd contributor to “[::“,‘Lg@ inder
exposure (Ratkgbw | toMEdict | Commodit ! et | Commoditg ¢ et | Commodity ¢ oy | it
[Eof ADI S Diet perdayl | fin%of ADI | group of commodities in % of 40N | group of commedities [in% of ADI] | group of commodities
56% ML ta ddier 14.09 [ Milk: Cartle 2% Eravine: Musclelmeat S wing: Muzcleimeat
am UK infant 316 1% Milk: Cattle 2% Biowine: Muscle/meat " Eggs: Chicken
3% FR toddler 2 5 ur 70 2% Milk: Cattle ax Biowine: Musclelmeat 2 Swine: Musclemeat
28% FR child 3 15 yr 706 18% Milk: Cattle % Eramine: Musclelmeat 3% Swing: Muzclemest
21 HL child 634 20n Milk: Cattle 2% Swine: Muscle/meat 2 Bovine: Muscle/meat
zex UK toddler a4 % Milk: Cattle ax Biowine: Musclelmeat 2 Wheat
20% DE child 507 6% Milk: Cattle 2% ‘wWheat 1% Ewine: Muscle!meat
20n SE general 501 10% Milk: Cattle 8% Biowine: Musclelmeat % Wheat
20% DK child 435 10% Milk: Cattle 4% Musclefmeat 2% Bovine: Musclefmeat
5% EZ child 453 0% Milk: Cattle 3% Bovine: Muscledmeat 2% Ewine: Muscle!meat
152 FR infant 587 13% Milk: Cattle 07 Swine: Musclelmeat 0% Bovine: Muscle/meat
15% RO general 570 % Milk: Cattle o o: Musclefmeat e heat
4% DE genzral 355 0% Milk: Cattle 2% Puzcle/meat 0.E% Eovine: Muzclelmeat
" DE wamen 14-50 yr 345 10% Milk: Cattle 2 Pz elelmeat 0.9% Wheat
13% GEMSIFood GOT 331 5% Milk: Cattle o Muscletment 2% heat
g 5% GEM3IFood GIS 348 &% Milk: Cattle 3% Musclelmeat 2% Wheat
12% GEM3!Facd GI 301 6% Milk: Cattle o Swine: Musclelmest % Wheat
12% GEM3IFood GOG 235 4% Milk: Cattle ax Swine: Musclefmeat 2% heat
12% NL general 236 ™ Milk: Cattle 2% Swine: Muscle/meat % Bovine: Muscle/meat
I GEM3/Facd GI0 263 e Milk: Cattle 2 Biovine: Muselelmest e Swine: Muscleimest
P ES adult 25 % Milk: Cattle % Eramine: Musclelmeat % Swing: Muzclemest
% IE adult 216 % Milk: Cattle 0.8% wheat 0.9% Sheep: Liver
&% DK adlult 206 e Milk: Cattle 2 Swine: Mus clelmest % Bovine: Muzele/mest
&% FR udult 205 % Milk: Cattle % Swine: Mus clelmeat % Eiovine: Muzcleimest
™ GEM3Food GOE 165 % wheat 2% Milk: Cattle 5% Bovine: Muscle/meat
6% LT sdule 161 % Milk: Cattle ax Swine: Mus clefmeat 05% Bovine: Musclefmeat
5% UK uedult 120 o Milk: Cattle % Eramine: Musclolmeat 0r% hest
i IE child 102 3% Milk: Cattle 0% wheat 0.3% Swine: Musclefmeat
ax UK vegetarian 034 % Milk: Cattle 0.8% Wheat 0.3% Eggs: Chicken
% T vaddler 0.8 % iheat 0.6% Other sareals
o T adult 045 o wheat 0.3% Other cereals
E o FT general 039 o iheat Grapefruits
0.8% FIZyr 0. 05% heat 0.t Fiapessdsicansla seeds 0.0% Hans and other spiculture produ
05% FI6yr o 04z Wiheat ot Finpesecdsieansls seeds 0.0% Hane snd other spiculturs produ
o Fludult 0.03 o iheat 0.0% Riapessdsicansls seeds
Columni Grapefruits Grapafruits

Conclusion:

The estimated long-term dictary intake (TMOUNEDINEDI] was below the A,
The lang-term intake of residues of Acstamiprid (F) is unlikely to present 3 public health concern.
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Acute risk assessment Ichildren

Details - acute risk assessment fchildren

icute risk assessment { adults I general populatio

Details - acute risk assessment/adults

Acute risk assessment Ichildren

Acute risk assessment | adults ! general population

Hide IESTI new calculations Show IESTI new calculations

The acute rizk azzezsment iz bazed on the ARFD.
The caleulation iz based on the large porkion of the mast critical conzumer group.

Show results for all crops

IESTI new calculations:
The caleulation iz perfarmed

internationally agreed principles, the resulks are considered as indicative only.
Fimce this methodology is mot based on internationally agreed principles, the results are considered as indicative only.

th the MEL and the peelingfprocessing Fackor [PF), taking inte account the residue in the edible partion andiar khe conversion
Fackar for the residus definition (CF). For caze 23, 2b and 3 calculations 3 variability Facter of 3 iz uzed. Since thiz methodalogy iz not bazed on

Results For children
Mo, of commoditicz For which ARFOMADI iz
excesded [IEETI):

Results For adult=
Mo, of commeditics For which ARFO!AD iz
exceeded [IEETI):

IESTI mew

Results For children

Mo of commoditicz Far which ARFOMADI iz
excesded [IEETI new]:

IESTI mew

Result= For adults

Mo of commoditicz For which ARFOMADI iz cxceeded
[IEETI new]:

-
g
IESTI IEETI IEET| new IEZT| new
input for input for input for input for
E Highest % of Ré& Exposurs Highest % of R Exposurs Highest % of R& Exposurs Highest % of R& Expozurs
= ARFDMADT Commaodities [ma'kg]  [patkg bw] ARFDNADI Commedities [malkq]  [pa'kg bw] ARFDNADI Commedities [maglkg]  [patkg bw] ARFDMADI Commedities [markqg] [pa'kg bw]
§ a3x Milk: Cattle 02002 25 % Milk: Cattle azinz T.7 a9% Milk: Cattle azinz 25 1% Milk: Cattle azinz .7
= 2% Bowvine: Liver i 81 16% Bovine: Liver i1 4.0 2% Eowvine: Liver i1 g1 16% Eovine: Liver i1 4.0
5 3% Eovine: Edible offals 1M T3 15% Milk: Goat 0202 37 23% Baovine: Edible offals 1M T3 15% Milk: Goat 0202 3T
0% Swine: Muscletmeat 050046 5B 15% Eovine: Edible offals 11 5 2o% Swine: Muzcle!meat 05 046 5B 13% Eovine: Edible offalz [other than 11 33
13% Plilk: Gaat n2/n2 4.5 13% Ewine: Other products 11 o 13% Pilk: Gaat n2/02 4.5 13% Ewine: Other productz 11 33
15% Eiavine: Kidney " 3.8 12% Milk: Sheep n2/0z2 3.0 155 Bovine: Kidney 11 3.8 12% Milk: Sheep n2/0z2 3.0
13% Eovine: Musclefmeat 05/ 046 33 1% Fheep: Liver 1M 2.4 13% Eovine: Muscle'meat 0.5/{ 046 33 1% Zheep: Liver 1M 2.5
13% Other Farmed animals: 05045 32 10% Bavine: Muzcle 0.5/ 045 2.6 12% Ewine: Edible offals 11 =0 0% Eavine: Muzcle 05/ 046 26
12% Swine: Edible offals M 30 10% Swine: Edible offals 11 2.5 1% Equine: Muszcle!meat 05 046 2.5 10% Ewine: Edible offalz [ather than 11 2.5
1% Equine: fWuzcleimeat 054046 2.5 10% Oither Farmed animals: 05 046 2.6 10% Eheep: Muzcledmeat 05 046 2.5 ax Ewine: Muzcle!meat 05 04E 2.2
0% Sheep: Musclelmeat 054046 25 A% Swine: Muscle!meat 05046 22 10% Eggs: Chicken n2/nz2 25 A% Equine: Muscle/meat 05 046 2.2
0% Eqgs: Chicken 0z2/02 25 ax Equine: Muzcle!meat 0.5/ 045 2.2 &% Other farmed animals: 05/ 03 21 ax Ewine: Kidney 1M 2.2
A% Swheat IRNATR] 14 ak Svwine: Kidney 11 2.2 A% W heak o100 14 a% Eheep: Muzcle'meat 05 046 2.2
oY% Ewine: Kidney M 1.3 Ak Fheep: Muzcledmeat 05 046 22 [+ Ewine: Kidney 11 13 &% Eovine: Kidney 11 241
33 Ewsine: Liver " 12 &% Bovine: Kidney i1 24 (33 Swine: Liver 11 12 &% Eovine: Other products 11 2.0
Expandicaollapse list
Total ber of dities exceeding the Total sumber of commoditics Found exceeding
ARFDIADI in children and adult dicts the ARFDNADI in children and adult dizts
[IESTI calculation] [IESTI new calculation)
Recults For children Recults For adults Recults For children Recults For adults
Mo of processed commodities For which Mo of processed commadities for which Mo of processed commadities for which Mo of processed commadities for which ARFOUAD iz
- ARFDEADI is exceeded [IESTI): - ARFDMADI s exceeded [IESTI): --- ARFDMADI iz exceeded [IEST new): === excecded [IEST new): ===
=
IESTI IEETI IESTI new IESTI new
inpuk for input for input for inpuk for
Highest % of R& Exposure Highest % of RA Exposurs Highest % of RA Expozure Highest % of RA Expozurs
E ARFDIADI Processed commaodities [ma'ka]  [palkg bw] ARFDEADI Processed commodities [maikgq]  [pa'kg bw) ARFDADI Proceszed commoditics  [malkg]  [palkg bw) ARFDiADI Processed commodities [malka) [patkg bw]
-] ] w'heat ! milling [Flour] [AREN] 12 2% ‘w'heat { breadfpizaa [SECA] 0.44 (3 “w'heat { milling [Flour] [AFEN] 12 w'heat  bread!pizza [SECA] 0.44
§ 4% Zugar beets [raot]  suqu 0.011 012 11 2% Eugar beets [root] ! oo o2 0.44 4% Eugar beets [root] ! o1 o2 11 Fugar beets [root] ! sugar 0o o2 0.44
& 2% “wheat ! milling [wholemea 011001 0.55 % wiheat | pasta o440 0.38 2% Swfheat f milling 010 055 ‘w'heat | pasta odfod 0.38
0n.a% Rapeseeds | ailz 0405 n24 1% wheak ! bread o100 035 na% Rapeseads { cils 04 0E 024 wheat { bread [whalemeal] o100 0.35
HLICZES! HLICZEA! HLICZEA!  HLICZEA! BLICZEA! HLICZEA! HLICZEA!  HLICZES! BLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! H#LICZEA! HLICZEA!
HLICZEA! #LICZEA! HLICZEA!  BLICZEA! H#LICZEA! HLICZEA! H#LICZE HLICZEA! H#LICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!
RLICZEA! HLICZEA! #LICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! BLICZEA! HLICZEA! HLICZEA!
HLICZEA! BLICZEA! BLICZEA!  HBLICZES! HLICZEA! HLICZEA! HLICZEA!  BRLICZES! HLICZEA! BLICZES! HLICZEA!  HLICZEA! BLICZEA! BLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZES! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! RLICZEA!  BLICZEA! #LICZEA! HLICZEA! HLICZEA!  HRLICZES! HLICZEA! HLICZES! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! RLICZEA! HLICZEA!
RLICZEA! HLICZEA! #LICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZES! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
BLICZEA! HLICZEA! HLICZEA!  HLICZEA! BLICZEA! HLICZEA! HLICZEA!  HLICZES! BLICZEA! HLICZEA! HLICZEA!  HLICZEA! BLICZEA! HLICZEA! H#LICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  BLICZEA! HLICZEA! HLICZEA! HLICZEA!L  HLICZEA! H#LICZE AL HLICZEA! HLICZEA!  HLICZEA! H#LICZEAL HLICZEA! HLICZEA! HLICZEA!
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> Input values
x Acetamiprid (F)
x LOG: [mglkg] range from: ta Details - chronic risk Supplementary results
" e S a - Tozicological reference values assessment chronic risk assessment
ADI [maikg bl dag]: 0005 | ARD (matkq bw): [X T
i Details - acute risk Details - acute risk
European Food Safety Authority Tource of ADI: Taurce of ARID: sment/chid o SR
EFSA PRIMo revision 3.1 200910313 Year of evaluation: Year of evaluation: eI NLAED assessment/adu

Comments:

Chronic risk assessment: JMPR methodology (IEDITHDI)

N o dictz sxessding the 401 5 | Expasurs razulting fram
FARL: £at |cammaditios v
Caleulated Exprours | Highest contributer nd contributar te 3rd contributar o “[i‘:;Lga der
cxposure fnatkgbw | taM3diet | Commodity ¢ Midiet | Commodiy ! B diet | Commodity ! o |
[Rof ADI MS Diet per day] in% of 401 | aroup of commaditics in% of 400 | aroup of commuditics in % of 401 | group of commoditics
250% NL toddler 13.35 233% Milk: Cattle 0% Bovine: Muzcledmeat &% Fwine: Musclelmeat
1max UK infant 535 155% Milk: Cattle 1% Bovine: Muzcledmeat 5% Eggs: Chicken
1525 FR toddler 2 3 yr 761 "% Milk: Cattle 1% Bovine: Muzcledmeat 1% Fwine: Musclelmeat
133 F: child 315 yr n 5t Milk: Cattle 1z Brovine: Muscle/meat e Sine: Muzclafmeat
136% L child 673 5% Milk: Cattle 10% Swrine: Muzclefmeat % Biowine: Mlusclefmeat
1055 UK toddler 540 s Milk: Cattle 125 Bovine: Musslemeat 5% Whest
103K DE child 514 TaxN Milk: Cattle a% Mwheat 5% Fwine: Musclelmeat
101% ZE general 503 0% Milk: Cattle 40% Bovine: Muzcledmeat B% “wheat
aax DE child 433 1% Milk: Cattle 20% Bwine: Musclelmeat 125
— alx EZ child 4.57 0% Milk: Cattle 135 Bovine: Muzcledmeat 1%
H e PR infant 381 B7x Milk: Cattle % Swrine: Muzclafmeat 3% Biovine: Muscleiment
£ 4% R genersl 31 162 Milk: Cattle 1 Swrine: Muzclalmest 0% Whant
E 2% DE general 353 3% Milk: Cattle 10% Swine: Musclefmeat s Biovine: Musclement
2 Tox DE women 14-50 yr 343 0% Milk: Cattle a% Bwine: Musclelmeat 4% “wheat
8 64K GEMZ/Food GOT EA L] 26% Milk: Cattle 1% Bwine: Musclelmeat &% “wheat
E 63X GEME/Food G15 343 28K Milk: Cattle 135 Bwine: Musclelmeat ax “wheat
Ky 60X GEMZ/Food G 300 3% Milk: Cattle 1% Bwine: Musclelmeat ™ “wheat
4 sa% GEMSIFand GOS 255 a2 Milk: Cattle 1% Swrine: Muzclafmeat 8% Whant
H sax KL general 281 4% Milk: Cattle % Swrine: Muzclafmeat ™ Biowine: Muscleiment
c st GEMSIFand G10 257 2 Milk: Cattle &% Biovine: Muscleimeat 5% Surine: Musclefmeat
3 a3 ES adult a1 a0 Milk: Cattle % Eoving: Musclemeat = Swine: Muzclstmest
3 43% IE adult 2.6 1% Milk: Cattle 5% Swheat 5% Fheep: Liver
= 41% DE adult 205 21% Milk: Cattle a% Bwine: Musclelmeat 5% i uscletmeat
5 FaK FR adult 137 135 Milk: Cattle (4 Bwine: Musclelmeat B% ine: Musclelmeat
E F2% GEMZ/Food GOE 161 14% “Wheat 0% Milk: Cattle 3% ine: Musclelmeat
H 32 LT adult 155 6% Milk: Cattle % Surine: Muzclafmeat 2 ine: Muzclelmeat
g 2 UK adult 117 1% Milk: Cattle 6% Biovine: Muscleimeat 3%
] 2t IE child 103 i Milk: Cattle 2 Wheat 2 Swine: Musclelmeat
E 1a% UK vegetarian 034 13% Milk: Cattle 4% Swheat 1% Eqgqgs: Chicken
g 165 T toddler oE 13% “Wheat 3% Other cereals
E 0% T adult 0.45 E24 “Wheat = Other cereals
E 8% FT general 053 8% Wheat Grapefruitz
3 FlSur I 2 Whaat 0.ex Fapescedsicansls seeds 2% Honey andl other apiculture prod
3 Fl 6 ur 015 2% Wheat 0.4% Rapescedsicanoly seeds 0% Honey and other apiculture prod
0T Fl adult 003 06X “Wheat 0.0% Rapeseedsicanola seeds
Calumn? Grapefruits Grapefruits

Concl om
The cotimated TRDWNEDIIED] was in the range of 0% to 2726 % of the ADIL
For & diet(s) the A0 iz exceeded.

355



CHR/I/ADEL 280 SC / ADEL 280 SC, PYRIFOS ADE 280 SC

Part B — Section 7 - Core Assessment

Page 356 /365

Appllcant Version
*x Input values
::‘ ) Acetamiprid (F)
x LOG: [mglkg] range from: ta Details - chronic risk Supplementary results -
* - e S a - Toxicological reference values ASSESSMENt chronic risk assessment
ADH [magfkg bl dug]: TO05 | AFID (mgikg bw]: 0.005
i Details - acute risl Details - acute risk
European Food Safety Authority Seurce of ADK Seurce af ARID: sessment/children essment/adufts
EFSA PRIMo revision 3.1: 201910313 Year of svaluation: Year of svaluation:
Comments:
Mo of dists snceeding the ADI: Expasurs rezulting from
TARLZ 74k | samma-fitior nat
Caleulated Exprours | Highest contributer nd contributar te 3rd contributar o “[i‘:;Lga der
cxposure (rglkgbw [ ram3dicc  |Commodity ! dict | Commodity { dict | Commadity ! e
[%of 4D M3 Diet per day) [in % of ADI) | group of commodities [in% of 4DI) | group of commodities [in % of ADI) | group of commedities
250% L toddier 13,35 259 Milk: Cattle 0% Bovine: Muzclemeat 5% Swine: Muzclefmeat
1% UK infant 535 155% Milk: Cattle 1% Bovine: Muzclemeat 5% Eqgs: Chicken
152% FR toddler 2 3 yr 761 1z Milk: Cattle 1% Bovine: Muzclemeat 1% Swine: Muzclelmeat
139% FR child 3 15 yr 6.34 a3t Milk: Cattle 14% Bovine: Muzcledmeat 1 Swine: Muzclelmeat
136% ML child 613 38% Milk: Cattle 10% Swine: Musclefmeat 3% Bowine: Muzclofmeat
108% UK teddler 5.40 83% Milk: Cattle 2% Boving: Muzcleimeat 8% heat
103% DE child 514 8% Milk: Cattle 8% Wheat 5% Swine: Musclelmeat
101% SE general 503 50% Milk: Cattle 0% Bovine: Muzclemeat 6% wheat
39% DK child 435 st Milk: Cattle 20% Swine: Musclelmeat 12%
_ anx ES child 457 s0% Milk: Cattle 3% Bovine: Muzclemest %
E ) FRinfant 331 67% Milk: Cae 3% Swine: Muzclelmeat 3% Bovine: Muzclelmeat
2 ey RO genersl an 483 Milk: Cattle 1% Swine: Muzclelmest 10% Wiheat
E 2% DE general 359 3% Milk: Gattle 10% Swine: Musclefmeat 4% Bowine: Muzclefmeat
g 0% DE women 14-50 yr 349 s0% Milk: Cattle 8% Swine: Musclelmeat 4% wheat
8 6a% GEMSIF aod GOT 308 26% Milk: Cattle 1% Swine: Musclelmeat % wheat
E 63% GEMSIFaod G15 313 2% Milk: Cattle 13% Swine: Musclelmeat 3% wheat
5 60% GEMSIFood G1I 3.00 3% Milk: Cattle 1% Swine: Musclelmeat ™ wheat
7 53% GEMSIF ood GO3 235 22n Milk: Cae 8% Swine: Musclelmeat 3% Wheat
H =0 ML genersl 234 34% Milk: Cattle 3% Swine: Musclelmeat ™ Bowine: Muzclelmeat
< st GEMSIF ood G10 257 2% Milk: Cattle 8% Bovine: Muscloimeat 8% Swine: Musclefmeat
i 43% ES adult a1 20% Wik Cattle % Boving: Muzcleimeat % Swvine: Muzclefmeat
| 3% IE adult 216 1w Milk: Cattle 5% Wheat 5% Sheep: Liver
£ ax DK adult 205 21 Milk: Cattle 8% Swine: Musclelmeat 5% ine: Musclefmeat
H 39% FR adult 137 18% Milk: Cattle 6% Swine: Musclelmeat 6% : Musclelmeat
5 32% GEMSIF ood GOG 161 14% Wheat 10% Milk: Cattle 3% Musclefmeat
E 324 LT addult 153 16% Milk: Cattle 3% Swine: Musclelmeat 2% Musclefmeat
g 23% UK adult R0 2% Milk: Cattle 5% Bovine: Muscloimeat 3%
8 21 IE child 103 14% Milk: Gattle 2% Wheat 2% Swine: Musclefmeat
H 19% UK vegetarian 0.34 13% Milk: Cattle ax Wheat e Eqgs: Chicken
E 16% T toddier 0.3 13% Wheat 3% Other cereala
a 10% T adult 045 % Wheat % Other cereals
E 8% PT general 0.39 a% Wheat Grapefruits
3% FI 3y 0.16 2% Wheat 0.6% Rapeseedslcansls seeds 0.2% Honey and other spiculture prody
3% FIG yr 013 2% Wheat 0.4% Rapeseedstcanoly seeds 2% Honey and other apiculture prody
07x Fl adult 0.03 0.6% Wheat 0.0% Rapesecdsicansls seeds
ColumnT Grapefruits Grapefruits
Tonclazion:
The sctimated TRDINEDIED was in the rangs of 0 % te 2196 % of the ADI.
For & diet{z) the ADI iz exceeded.
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h
M * Acetamiprid (F) Input values

- -
. 8 LOG= (mgikg) range from: Details - chronic risk .
* . e S a - Toxicological reference values assessment chronic risk assessment

ADI [mglkg bwiday]: 0.035 | ARID (malkg bw): 00235
ety Authori Details - acute risk Details - acute risk
Eumpean Fuw Saf hDrltY Fource of A0 Sowrce of ARFD: — t,lr hu_ld i_" t;'r dults
EFSA PRIMo revision 3.1; 201910319 ear of evaluation: Tear of evaluation: assessment/chiicren dssessment/acults

Comments:

Mo of dicks exceeding the ADI: -- Exposure resulting from
MRBLz ¢t | zommadivicr nox
Calzulated Expzoure | Highest contributar 2nd contributar ba 3rd cantributar ba at[::';L;@ al:':::n‘
EXpaSUrE [ratkg bw ta ME diet Commadity ! S dict Commadity ! S dict Commadity ! A0 [in 3 &1
[% of ADI} PAS Dick per day] [in % of A0 qraup of commaditics [in % of A0 qraup of commaditics [in % of A0 qraup of commaditics
53% ML taddler 1528 4E% Milk: Cattle 2% Eovine: IMuzcle/meat 2% ESwine: Muzcledmeat
6% UK infant G.88 Ea kS Milk: Cattle 2% Eiovine: Musclelmeat 1= Egas: Chicken
23% FR taddler 2 3 gr 137 25% Milk: Cattle 2% Eavine: Muscledmeat 2% Swine: Muszcledmeat
26% FR child 515 yr B.5T 18% Milk: Cattle 3R Eavine: Muscledmeat 3% Bwine: Muszcledmeat
25% ML child 620 20% Milk: Cattle 2% Fwvine: Muzcle'meat 2% Eiovine: fluzcleimeat
20% UK taddler 503 1= Milk: Cattle 2% Eavine: Muscledmeat S Eqgs: Chicken
1a% ZE general 463 0% Milk: Cattle &% Eavine: Muscledmeat S Eqgs: Chicken
13% DE child 463 6% Milk: Cattle 1% ine: Muscledmeat 0.3x Egas: Chicken
18% Dk child 452 0% Milk: Cattle 4% Muzelelmeat 2% Eovine: MMuzcle/meat
— 1% EZ child 415 0% Milk: Cattle 3% Muzcle/meat 2% Swine: Muzcledmeat
15% FR infant 378 13% Milk: Cattle 0% Mugclelmeat 0% Eiovine: fluzcleimeat
13% DE general 1] 0% Milk: Cattle 2% : Muscledmeat 0.8% Biavine: Muscledmeat
13% DE women 14-50yr .22 0% Milk: Cattle 2% PBuzcledmeat 0.6% Biavine: Muscledmeat
13% RO general 319 % Milk: Cattle 2% : Musclelmeat 0.6% Eiowvine: Muscleimeat
Lk GEMEIFond GOT 263 5% Milk: Cattle 2% s Pluzcledmeat 2% Eovine: MMuzcle/meat
‘E' Lk GEMEIFond GI5 261 E% Milk: Cattle 3% s Pluzcledmeat 0.3% Eovine: MMuzcle/meat
1% GEMEFood G 256 B% Milk: Cattle 2% : Pluzcledmeat 1= Eiovine: fluzcleimeat
Lk ML gzneral 264 ™ Milk: Cattle 2% s Pluzcledmeat 1= Eovine: MMuzcle/meat
10% GEMEIFood GOS 245 4% Milk: Cattle 4% s Pluzcledmeat 0.8% Eovine: MMuzcle/meat
g w GEME/Food GIO 215 4% Milk: Cattle 2% 2% Fwine: Muzcledmeat
&% Ok adult 145 4% Milk: Cattle 2% 1% Eavine: Muzcleimeat
§ a% EZ adult 1438 4% Milk: Cattle 1% 1= Swine: Muzcledmeat
= a% IE adult 194 3% Milk: Cattle 0.ax Fheep: Liver 0.8% Eiowvine: Muscleimeat
™ FR adult 1852 4% Milk: Cattle 1% Swiner Muzeleimeat 1% Eavine: Muzcleimeat
BX LT adult 151 3% Milk: Cattle 2% Swine: Muzcle/meat 5% Eovine: MMuzcle/meat
4% UK adult 103 2% Milk: Cattle 1% Eiovine: Musclelmeat n.2x Egas: Chicken
4% GEME/Food GOE 033 2% Milk: Cattle 5% Eovine: Muzcle/meat 0.3% Eheep: Mluzclefmeat
4% IE child 0.3 3% Milk: Cattle 0.3% Swine: Muzcle/meat 0.2% Swine: Fat tizzue
% UK vegetarian nr4 3% Milk: Cattle 0.3% Egags: Chicken 0.0% wheat
NS IT taddler 002 0% wheat 0.0% Other cereals
g (IR IT adule 0.0 0.0% “wheat 0.0% Other cereals
E 0.0% PT general 0. n.ox "wheat Grapefruits
0.0% Fl3ur 0. 0.0% “wheat 0.0% Rapeseedsicanoly seeds 0.0% Honey and other apiculture prody
0.0% Fl&wr 000 0.0% wheat 0.0% Rapesecdsicancly seeds 0.0% Honey and other apiculture produ
0.0% Fladult 000 0.0% wheat 0.0% Rapesecdsicancly seeds
ColumnT Grapefruits Grapefruits
n:
The estimated long-term dictary intake [TPMOINEDWIED]) was below the ADIL
The lang-term inkake of residues of Acetamiprid [F] iz unlikely ko present o public health cancern.
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Acute risk assessment Ichildren

Details - acute risk assessment fchildren

iwcute risk assessment ! adults | general populatio

Details - acute risk assessment/adults

Acute risk assessment Ichildren

Acute risk assessment { adults ! general population

Hide IESTI new calculations Show IESTI new calculations

The acute rizk aszessment iz bazed on the ARFD.
The calculation iz bazed on the large portion of the most critical conzumer group.

Show results for all crops

IESTI new calculations:

The calculation iz performed with the MBL and the peclinglproceszing Factor [PF], taking inka account the residus in the edible portion andtor the canversion

factar Far the rezidue definition [CF). For caze 23, 2b and 3 calculations 2 variability facter of 3 iz used. Zince thiz methodalogy is net bazed on

inkernationally agreed principles, the resulks are considersd az indicative only,

Since thiz methodology is mot based on internationally agreed principles, the results are considered as indicative only_

Rezults For childres
Mo. of commadities for which ARFOIADI is

Results For adult=
Mo. of commodities For which ARFD/ADI i

IESTI mew
Rezult= For ©

drem

Mo. of commodities For which ARFD/ADI iz

IESTI new

Rezult= for adults
Mo. of commadities for which ARFOMADI is exceeded

@
2 excesded [IEETI): == exceeded [IEETI): == exceeded [IEET] naw]: [IEETI new]:
IEETI 1IEETI IEETI new IEETI new
input for input for input for input for
§ Highzst % of R Expozure Highest % of R4 Expozure Highest % of Rty Expaozure Highest % of Rt Expozure
= ARIDIADI Commoditics [mglkg]  [pa'kg bw] ARFDIADI Commodities [mglkg]  [pa'kg bw] ARFD{ADI Commoditics [matkg]  [pa'kg bw] ARFDIADI Commaodities [mglkg] [patkg bew)
§ EEE Milk: Carele 020z 25 3% Mlilk: Cattle 020z T EEE Milk: Carele 0.2/0z2 25 1% Mlilk: Cattle 02i02 T
B a0% Eowine: Liver i 81 16% Eaovine: Liver i 4.0 S0% Ewovine: Liver 141 8.1 16% Bovine: Liver 11 4.0
; oay Eavine: Edible offalz " T3 15% Milk: Gaat a2z 3T 29% Eavine: Edible offalz 1M1 T.3 15% Milk: Gaat 0202 T
2% Ewine: Muzclalmeat 05/ 046 56 15% Eovine: Edible: offalz 1M 33 22% Bwine: Muzclafmeat 05/ 045 5B 155 Eovine: Edible offals [other than 11 33
19% Milk: Goat n2'oz 4.8 15% Ewine: Other products 1 3.3 19% Milk: Goat n2/nz2 4.5 15% Ewine: Other products 11 3.3
15% Eovine: Kidney 1M1 38 2% Mlilk: Sheep 0202 30 15% Eiovine: Kidney 11 38 2% Mlilk: Eheep o202 3.0
13% Eowine: Muscledmeat 05046 3.3 1% Eheep: Liver 1 2.8 13% Eowine: Muscledmeat 05/ 046 335 1% Eheep: Liver 11 2.4
13% Qkher Farmed animals: 05046 3.2 0% Eovine: Muscle 05046 2.6 12% Fwine: Edible offals 11 30 10% Eowvine: Muscl: 05 046 2.6
12% Ewine: Edible offals 1M 3.0 10% Swine: Edible offals 1M 26 1% Equine: Rusclefmeat 05/¢ 046 248 10% Zwine: Edible offals [other than 11 2h
1% Equine: Musclefmeat 05046 2.8 0% Qther Farmed animals: 05046 2.6 10% Eheep: Muzcle/meat 0.5 045 2.5 a% Swine: Muzcledmeat 05 046 2.2
10% Eheepr Muzcle/meat 05/ 046 2.5 ax Ewine: Muzcle/meat 05/ 0456 2.2 10% Eggz: Chicken nz/oz2 2.5 3% Equine: Muzcledmeat 05/ 046 2.2
10% Eqgs: Chicken n2'oz 25 A% Equine: Muscle/meat 05/ 046 a2 &% Other farmed animals: 05/ 03 241 % Swine: Kidney 11 2.2
5% Ewine: Kidney 1M1 13 ax Ewine: Kidney 1M 2.2 6% LRFRTA| 14 3% Eheep: Mluzcle!meat 05/ 046 2.2
(33 Fwgine: Liver 11 12 A% Eheep: Muscle!meat 05/ 046 a2 (33 11 13 5% Eovine: Kidney 11 21
3% Milk: Theep 020z on &% Eovine: Kidney i 21 4] Ewine: Liver 11 12 % Eovine: Other products 11 2.0
Expandicallapse list
Total ber of © dities exceeding the Total sumber of commodities Found exceeding
Idren and adult diets the ARFDIAD! dren and adult dict=
[IEETI new calculation)
Results For children Results for adult= Results for children Results for adults
Ma of proceszed commeditics for which Mo of proceszed commaditics For which Mo of proceszed commeditics For which e of praceszed commeditics For which ARFOMADI iz
i ARFDIADI is exceeded [IESTI): - ARFDIADI is exceeded [IESTI): - ARFDIADD is exceeded [IEET] new): == exceeded [IEST] new): ==
=
IEETI 1IEETI IESTI new IESTI new
input for input for input for input for
Highzst % of R4 Expozure Highest % of A& Expozure Highast % of R Expaozure Highest % of Expozure
g ARIDIADI Processed commodities [mglkg]  [pa'kg bw] ARFDIADI Processed commodities [mglkg]  [pa'kg bw] ARFD{ADI Processed commodities  [mglkg]  [paglkg bew] ARFDIADI Processed commodities [mglkg] [patkg bew)
[ 1% Eugar beets [root] f suga 0011 0.04 033 0.5% Eugar becks [root] 0.0 004 013 5% “w'heat & milling [Flaur] [RTLE] 12 2% “wheat ! breadipizea ool 0.44
E s “wheat ¢ milling [Flaur] o1da n.o4 0.05% ‘wheat ! breadipizaa 1o [} } 4% EFugar beets [roct] { o1 o2 11 o% Eugar beets [root] | sugar ool iz 044
& 0% “w'heat ! milling [wholemea 0140 ooz 0.05% w'heat ! pasta o1to o 2% w'heat ¢ milling LRFRTA| 055 2% w'heat { pasta oo 0.3%
0.0% Rapesceds ! oilz 040003 oo 0.04% “wheat f bread oida oo 0.a% Rapeseeds { cilz L. 024 1% ‘wheat { bread [whelemeal] oAl od 035
HLCZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! RLICZEA! HLICZEA! BLICZEA! RLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  #LICZEA! H#LICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! BLICZEA! HLICZEA! HLICZEA!  HLICZEA! BLICZEA! HLICZE HLICZEA!  HLICZEA! RLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  #LICZEA! H#LICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! BLICZEA! HLICZEA! HLICZEA!  HLICZEA! BLICZEA! HLICZEA! HLICZEA!  HLICZEA! RLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLCZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZE HLICZEA!  HLICZEA! RLICZEA! HLICZEA! BLICZEA! RLICZEA!
HLICZEM! HLICZEA! #LICZEA!  HLICZEA! HLICZEA! HLICZEA! #LICZEA!  #LICZEA! HLICZEA! HLICZEA! HLICZEA!  H#LICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLCZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! RLICZEA! HLICZEA! BLICZEA! RLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  #LICZEA! H#LICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZBA! HLICZBA! HLICZEA!  HLICZEA! BLICZEA! HLICZEA! HLICZEA!  HLICZEA! BLICZEA! HLICZEA! HLICZEA!  HLICZEA! RLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! H#LICZEA! HLICZEA! HLICZEA!

HLICZEA!
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Applicant version
> . Input values
x Acetamiprid (F)
x LGz [mglkg) range from: to: Details - chronic risk Supplementary results -
v - e S a - Toxicological reference values assessment chronic risk assessment
AD[matkg bl day]: 0005 | ARFD [malkg bw): 0005
European Food Safely Aulhﬂ-rﬂy ) ; Details - acute risk Details - acute risk
Source of AL Source of ARID: assessment/children assessmentfadults
EFSA PRIMo revision 3_1: 2019/03M13 Tear of evaluation: Tear of evaluztion: = =
Comments:
Chronic risk assessment: JMPR methodology (IEDRTMDI)
Mo of dicks exceeding the ADI: - Exposure resulting from
MRBLs st | zommodivicr not
Calculated Expsoure | Highest contributor 2nd contributor to Jrd contribukor bo at[it:-;‘L;:FI@ m_‘:::“t
eRpEre [patkg bw ko ME dict Commedity FAZ dict Commaodity P dict Commodity ! A0 {in3 ok ADI)
[% of ADI) Pz Dict per day] [in % of ADI] group of commeditics [in % of ADI] aroup of commedities [in % of ADI) aroup of commoditics
21% ML taddler 134 24% Pilk: Cattle 1% Eggs: Chicken 0.3% Zugar beet raots
a2z LIE infank 103 15% Milk: Cattle X Eggs: Chicken 0.2% Eowine: Busclelmeat
1% FF child 315 yr 083 ax Pilk: Cattle 5% Eggs: Chicken 0.6% Other Farmed animals: Muszclefm
165 FR toddler 2 Jyr o8 12% Cattle X Eggs: Chicken 0.2% Eowine: Busclelmeat
3% ML child 0.aT 0% Cattle 2% Eggs: Chicken 05% Zugar beet raots
13% DE child 06T &% Milk: Cattle X Eggs: Chicken 0.3% Foultry: Muzclefmeat
3% UK taddler 0.64 &% Pilk: Cattle 4% Eggs: Chicken 0.3% Eavine: Buzcle/meat
0% E% child 0.50 5% Milk: Cattle X Eggs: Chicken 0.7% Other farmed animals: Mugclefm
0% D child 0.43 5% Milk: Cattle X Eggs: Chicken 0.4% Fwine: Fluzcle'meat
— 0% ZE gencral 0.45 5% Pilk: Cattle 4% Eggs: Chicken 0.3% Eavine: Buzcle/meat
H g% RO general o4 5% Milk: Cattle X Eggs: Chicken 0.3% Foultry: Muzclefmeat
B &% FF infant 0.40 ™= Pilk: Cattle 0.1% Eggs: Chicken 0.3% Other Farmed animals: Muszclefm
E g% IE adult 0.40 2% Other Farmed animals: fluzcle'meat 2% Zheep: Edible offals [other than liver a1 a% Rilk: Cattle
- = DE women 14-50 yr 0.36 5% lilk: Cattle 1% Eggs: Chicken 0.3% Sugar bect roots
8 ™ DE general 0,36 5% Milk: Cattle 1% Eggs: Chicken 0.3% Fugar beek rooks
.§_ B ML gencral 0.25 3% Pilk: Cattle 1% Eggs: Chicken 0.2% Swine: Fluzcle/meat
@ X E% adult 0.26 2% Milk: Cattle 2% Eggs: Chicken 0.6% Other farmed animals: Mugclefm
5 5% FF adult 0.26 2% Pilk: Cattle 2% Eggs: Chicken 05% Other Farmed animals: Muszclefm
g 4% GEMEFood G 021 X Milk: Cattle 04% Foultry: Buzcle/meat 0.2% Fwine: Fluzcle'meat
- 4% GEMEIFood GIS a2 3% Pilk: Cattle 04% Paultry: Buzcleimeat 0.3% Swine: Fluzcle/meat
§ 4% GEMEFood GOT 0.20 X Milk: Cattle 0.5% Foultry: Buzcle/meat 0.3% wheat
] 4% D adult 0.20 2% Cattle 1% Eggs: Chicken 0.2% Swine: Fluzcle/meat
= 4% GEMEFood GI0 01 2% Cattle 0.6% Foultry: Buzcle/meat 0.2% wheat
E 4% GEMEIFaad GOS (LA T 2% Pilk: Cattle 04% Swine: MuszeleMmeat 0.4% Paultry: Muselefmeat
E 3% LT adult air 2% Milk: Cattle 1% Eggs: Chicken 0.2% Fwine: Fluzcle'meat
= 3% LK adult 014 1% Egas: Chicken 1% Felilk: Caktle 0.2% Foultry: Muzclefmeat
§ 3% LK vegekarian 014 1% Eqqgs: Chicken 1% Felilk: Cartle aix wheat
E a% IE <hild on 1% Milk: Cattle 0.6% Eggs: Chicken 0% wheat
E 2% GEMEIFaad GOG o0 1.0% Pilk: Cattle 04% wheat 0.2% Paultry: Muselefmeat
= 0.5% IT teddler .oz 0.4% wheat 0% ther cereals
a 0.3% I adule oo 0.2% wheat 00% Qther cereals
E 0.2% FT general oo 0.2% wheat Grapefruits
0% Fl Sy [} } [IAEY So'heat [INiEY Rapeseedsicanoly seeds 0.0% Heney and ather apiculture prady
0% Fl&ur 0.00 0% wheat 00% Rapeseedsicanala zeeds 0.0% Haney and other apiculture prody
[INiEY Fl adult 0.0 0.0% So'heat [INiEY Rapeseedsicanoly seeds
Coalumn? Grapefruits Grapefruits

Conclusion:
The estimated long-term diztary intake [TRMOIFNEDIMEDI] was below the ADI
The long-term intake of residues of Acctamiprid [F) iz unlikely ko present 2 public health concern,
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Acure risk assessment Ichildren

Details - acute risk assessment fchildren

icute risk assessment | adults | general populatio

Details - acute risk assessment,/fadults

Acure risk assessment Ichildren

Hide IESTI new calculations

Acute risk assessment ! adults ! general population

Show IESTI new calculations

The acute risk aszessment iz bazed on the ARFO.

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

Show results for all crops

IESTI new calculations:

The calculation is performed with the FRL and the peeling!processing factor [PFY, taking into account the residuc in the edible portion andior the conversion

Factar Far the residue definition [CF). For caze 22, 2b and 3 calculations a variability factor of 3 iz uzed. Since thiz methodalogy iz not bazed on
internationally agreed principles, the results are considered as indicative only.

Fince this methodology iz ot based on internationally agreed prim.

ple=. the rezults are considered 3z indicative only.

Rezults for childres
Mo. of commodities For which ARFDMADI i=

Reszults For adults
Mo. of commaodities For which ARFDMADI i=

IESTI new
Rezultz For children
Mo. of commadities for which ARFDIAD] is

IESTI mew
Results For adult=
No. of commoditics for which ARFDIADI iz exceeded

@
2 excesded [IEETI: - excesded [IEETI: exceeded [IESTI new]: 2 [IEETI new]: 1
E IEETI IEETI IEETI new IEET| new
input for input for input for input for
E Highest % of Exposure Highest % of RA Exposure Highest % of RA Exposure Highest % of RA Exposure
@ ARFDADI Commaditics [matkal  [patka bwl ARFDADI Commeadikics [malka]l  [palkg bwl ARFOAADI Commoditics Imalkg]l  [pa'kg bw] ARFDADI Commoditics [markal [pa'kg bw]
§ [XE3 Dther Farmed animals: 0.5/ 045 G2 ga% Swine: Edible offals 1 2.6 437T% PAilk: Cakl: 02402 25 154% PAilk: Caktle: [T F] 7.7
a B0% Ewine: Edible offalz 11 30 52% Other Farmed animalz: 0.5 046 2.5 = Ewine: Muzcladmeat 0.5 046 B Ta4x Pilk: Goak oaionz a1
5 S0% Milk: Cartle 0.2to0z2 25 1% Eggs: Chicken nz2ioz 0.55 ars Plilk: Goat 0202 LX] E0% Pilk: Zheep 020z 30
S0% Eggs: Chicken nz/o2 2.5 15% Mlilk: Cattle 0200z 0 5% Eiovine: Kidney 1M 38 S6% Eheep: Liver 1M 2.8
10% Milk: Goak 02002 043 14% Eheep: Edible offalz 1 [N-T] 2% Haoney and ather 1M1 6 % Eavine: Muscle 05 045 2.5
™ Bavine: Edible affalz 0.05/ 0.0% 036 a% Poultry: Liver IRFRIRI 047 BE% BEowine: Muzcle!meat 0.5/ 046 3.3 ca% Swine: Edible offalz [ather than 1M 2.6
™ Poultry: Muzcle!meat 002 ¢ 002 034 ™ Plilk: Goak 2002 T RO Ewine: Edible offals 1M1 0 44% Fwin: Pluzcle'meat 05 045 2.2
B% Honey and other 140003 ns2 B% Milk: Sheep 02/ 0.0z 0350 EE% Equine: Ruscledmeat 0.5/ 046 2.8 44% Equine: Musclefmeat 05/ 046 2.2
e% Eiavwine: Liver 0035 ¢ 0.0% n.24 A% Eggs: Buail na2sonz 025 0% Theep: Muzcleimeat 05 045 2.5 44% Fwine: Kidney 1M1 2.2
5% Bovine: Kidney 14004 015 (33 Poultry: Muscle 0024002 023 0% Eggs: Chicken n2'02 25 44% Sheep: Muscledmeat 05/ 046 2.2
2% Ewine: Muzclelmeat 050 012 3% Eavine: Edible offalz 0.05/0.05 oar 1% Okher Farmed animals: 05403 21 A42% Eiovine: Kidney 1M 2.1
% Foultry: Liver oi/0d 0.1 5% Poultry: Kidney [IRFNIR] nis a2a% “w'heat 0140l 14 4% Other Farmed animals: 0503 17
1% Bavine: Muzcle/meat 050 o071 2% Heney and other 11003 01z 25% Ewine: Kidney 1M 13 28% Ewine: Liver 1M 14
1% Milk: Sheep 02002 0.7 % Bovvine: Liver 0034003 niz 25% Swine: Liver 11 12 5% Honey and other apiculture 11 14
1% Equine: Mluzcleimeat 050 0.06 2% Eggs: Goose nz2/0z2 010 4% Milk: Sheep nz2t02 0. 1= Egaz: Chicken 0z2/02 055
Expandicollapse list
Total ber of © dities exceeding the Total sember of commodities Found exceeding
ARFDIADI § en and adult diets the ARFDIAD! Idren and adult diets
[IESTI calculation] [IEZTI mew calculation] 2
Results For childrem Results For adults Rezults For children Result= fFor adult=s
Me of proceszed commadities for which Mo of proceszed commadities for which Mo of praceszed commeditizs For which Mo of processed commeditics For which ARFDMADI iz
k- ARFOFADI iz exceeded [IEETI): - ARFOFADI is exceeded [IEETI): - ARDEAD s exceeded [IEST] new]: =5 cxceeded [IESTI new]: =5
B
IEETI IEETI IESTI new IEETI] mew
input for input for input for input for
Highest % of R Exposure Highest % of RA Exposure Highest % of RA Exposure Highest % of RA Exposure
E ARFDIADI Procezsed commaditics [matka)  [patka bwl ARFDADI Processed commaditics Imalka)l  [palkg bw] ARFDIADI Processed commeditics [malkg]l  [patkg bw] ARFDIADI Processed commaditics [marlka) [pa'kg bw]
-] ™ Fugar bects [reot] { suga 001 00d 033 5% Zugar bects [root] 001 f0.0g [ E] 4% “'heat ¢ milling [flour] EFE] 1.2 A% “heat ! breadipizza (KR 044
§ 07% ‘wheat ! milling [Flaur] oidn 004 0.5% w'heat ! bread!pizan 010 001 22% Zugar beets [root] ! 0o1d 0z 11 a% Zugar beets [rock] | sugar 0.01¢ 012 044
a 0n.3% wheat ! milling [whalemea 140 n.oz2 oo% wheat ! pasts it o 1% wheat ¢ milling 0140 055 a% Wheat ! pazta a1 038
0.2% Rapezeeds ! ailz 04/ 003 oo 0.2% “wheat ! bread nitn .o 3 Rapeseeds f oils 04005 024 ™= “'heat ! bread [wholemeal) [IRFNR| 035
HLCZBA! RLICZEA! HLUCZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA!  HLICZEA! RLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZBA!  HLICZEA! H#LICZEA! HLICZEA! #LICZEA!  #LICZBA! HLICZEA! HLICZEA!  HLICZEA! H#LICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZBA! RLICZEA! HLUICZEA!  HLICZEA! HLICZBA! HLICZEA! HLICZEA!  HLICZEA! RLICZEA! HLICZEA! HLICZEA!  HLICZEA! RLICZBA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! RLICZEA! HLICZBA!  HLICZEA! H#LICZEA! HLICZEA! #LICZEA!  #LICZBA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! H#LICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZBA! RLICZEA! HLUICZEA!  HLICZEA! HLICZBA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA!  HLICZEA! RLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZBA!  HLICZEA! H#LICZEA! HLICZEA! #LICZEA!  #LICZBA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! H#LICZEA! HLICZEA! HLICZEA! HLICZEA!
H#LUCZBA! RLICZEA! #LUCZEA!  HLICZEM! H#LICZBA! BLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZBA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZBA!  HLICZEA! H#LICZEA! HLICZEA! #LICZEA!  #LICZBA! HLICZEA! HLICZEA!  HLICZEA! H#LICZEA! HLICZEA! HLICZEA! HLICZEA!
H#LUCZBA! RLICZEA! #LUCZEA!  HLICZEM! H#LICZBA! BLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZBA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLUCZEA!  HLCZEA! HLICZEA! HLICZEA! #LICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA!  HLICZEA! HLICZEA! BLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZBA! HLICZEA! HLICZEA! HLICZEA! BLICZEA!

HLICZBA!
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Details - chronic ris Supplementary results -

Toxicological reference values assessment chronic risk assessment
A01 [malkg bsdday): o0 ARFD [malkg bw): oo
3 ils - acute ris = = & ris
Eumpean Fuud SafEty AUthunty Fource of ADk Fource of ARFO: DEtaIls s Utt: sk DEEIIS - acute FiEk
. ) assessment/children assessment/adults
EF5A PRIMo revision 3.1: 201310313 Tear of evaluation: Tear of evaluation:
Comments:
Mo of dicks exceeding the ADI: - Expasure resulting from
PMIFLs sek at| commaditior nak
Expzoure Highest contributor 2nd contributor to Frd contributer to . the LOR “d?ru'"’"\'Mt
Caleulated exposurs [ralkg bw ta ME dict Commadity FAZ diet Commadity ! IS diet Commadity {in % of ADN - finz:af ARD
[% of ADI] RS Diet per day] [in % of ADI qraup of commaditics [in % of ADI] group of commaditics [in % of ADI qraup of commaditics
1% T toddler 815 BB ‘wheat 15% Other cereals
5% GEME/Foad GOE T.43 2% wheat 1= Milk: Cattle 0.3% Eovine: Muzcle/meat
R ML toddler 47 Fax wWheat 0% Rilk: Catkle a% Rapeseedsicanola seeds
B3% FR child 315 pr 623 463 ‘wheat LLES Milk: Cattle 2% EBovine: Musclelmeat
53% RO general 583 5% wWheat 6% Rilk: Catele 1% Bwine: Musclemeat
SN ML <hild 5D 4% wheat 12% Milk: Cattle 1= Fwine: luzcledmeat
S5% DK child 554 44% ‘wheat BX Milk: Cattle 3% Fwine: Muscle/meat
55% EZ child 5.53 4% wheat BR% Milk: Cattle 2% Eovine: Muzcle/meat
4% GEMEFFood GI5 555 45% wheat 4% Milk: Cattle 2% Fwine: luzcledmeat
S4% DE child 5.36 42% ‘wheat 0% Milk: Cattle oy Fwine: Muscle/meat
—_ B3k UK taddler 525 Fak “w'heat 0% Milk: Cattle 2% Bcvine: Muscledmeat
S0% GEMEFood GOT 504 42% wheat 3% Milk: Cattle 1= Fwine: luzcledmeat
43% FR taddler 2 3 gr 4.35 3% ‘wheat 15% Milk: Cattle 2% EBovine: Musclelmeat
43% GEMEIFoad GOS 453 41% wheat 3% Milk: Cattle 2% Swine: Muzcledmeat
43% UK infant 456 26% wheat 9% Milk: Cattle 2% Eovine: Muzcledmeat
g 45% IT adult 4.54 41% ‘wheat ™ Other cereals
46% GEME/Foaad GI0 453 3a% wheat 3% Milk: Cattle 1= Eovine: Muzcle/meat
44% GERMEFood G 443 F6% wheat 4% Milk: Cattle 2% Fwine: luzcledmeat
44% ZE general 435 I2% ‘wheat BX Milk: Cattle 5% EBovine: Musclelmeat
£ 3a% PT general 3482 Fa% wWheat Grapefruits
0% DE women 14-50yr 303 21% wWheat 6% Rilk: Catkle 1= Fwine: Muscleimeat
E 23% E% adult 2.87 25% ‘wheat 2% Milk: Cattle n.ax EBovine: Musclelmeat
= 28% DE general 2.8 1a% wWheat 6% Rilk: Catele 1% Bwine: Musclemeat
a5% |E adult 2.7 23 wWheat 2% Rilk: Catkle 0.5% ZFheep: Edible offals [other than live
a1 FR adult am 2% ‘wheat 2% Milk: Cattle n.sx Fwine: Muscle/meat
21% ML general 263 1a% wWheat 4% Rilk: Catele 1% Bwine: Musclemeat
azx UK vegetarian 224 20% wWheat 2% Rilk: Catkle 0% Eiovine: Fat tissue
E 13% UK adult 135 1w ‘wheat 1= Milk: Cattle n.sx EBovine: Musclelmeat
1% FRinfant 175 a% Milk: Cattle a% ‘w'heat 0.4% Swine: Muzcledmeat
§ 1% DK, adult 172 1% wWheat 3% Rilk: Catkle 1= Fwine: Muscleimeat
E 15% LT adult 145 1% ‘wheat 2% Milk: Cattle = Fwine: Muscle/meat
15% IE <hild 145 2% wheat 2% Milk: Cattle Ty ZSwine: Fat tizzue
12% FlZyr 121 12% wWheat 0.2% Rapeseedsicanol seeds
0% Fl&yr 035 0% wWheat 0% Rapeseedsioanala seeds
3% Fladult L] 3% wWheat 0.0k Rapeseedsioanala seeds
Columni Grapefruits Grapefruits
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Acute risk assessment /children

Details - acute risk assessment /children

Acute risk assessment [ adults | general population

Details - acute risk assessment/adults

Acute risk assessment Ichildren

Hide IESTI new calculations Show IESTI new calculations

Acute risk assessment / adults | general population

The acute risk aszessment iz bazed on the ARFD.

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

Show results for all crops

IEETI mew calculations:

The calculation is perfermed with the MPL and the peclingprocessing fackar [FF], taking inte account the rezidus in the edible portion andher the conversion Factar For
the residus definition [CF). For case 22, 2k and 3 caloulations a variability fackor of 3 i used. Fince this methodaology is not bazed on internationally agreed principles,

the rezults are considered as indicative only.

Simce thiz methodology iz mot based on isternationally agreed principles, the results are considered a5 indicative only.

Rezult= For childres
Mo, of commaditics For which ARFOVADI iz
exceeded [IESTI):

Rezult=s for adult=
Mo of commeditivs For which ARFOVAD iz
exceeded [IESTI):

IEETI new

Rezult= for childres

MNe. of commeditics For which ARFOWADI iz
exceeded [IESTI new]:

IESTI new

Results for adult=s

Mo, of commeditics For which ARFOMAD] iz exceeded
[IEETI new]:

@
2
E IE3TI 1IEZTI IESTInew IESTI new
MEL { input MFL ! input MRBL { input MREL { input
E Highest % of for R& Exposure Highest % of for R&A Exposure Highest % of for & Exposure Highest % of for R& Exposure
g ARFOMADI Commaditics [malkal [palkg bw] ARFDVADI Commaditics [malkal [patkg bw] ARFDIADI Commaditics [ma'kaq)l [patkg bw] ARFOADI Commaditics [malka)l [patkag bw]
5 144% wheat 1 14 4% wheat 1M G4 144% “wheat i 14 Sd% wheat 11 X
= B2% Pilk: Cattle 0.05/0.05 6.2 13% Milk: Cattle 0.05/0.05 13 B2% Milk: Cattle 0,05/ 005 6.2 28% Dther Farmed animals: Muscledmeat  0.03 /05 2.8
I6% Eovine: Edible offals 05/05 ) At Ewovine: Edible offals [other 05005 17 il Eowine: Edible offals 0.5/05 3.6 13% Flilk: Catkle 0.05/ 0.05 13
5% Fwine: Muscleimeat Qo3 oz 13 13% dible offals [other a5tos 13 I5% Other farmed animals: Q0305 35 1% Eiovine: Edible offals [other than 0505 17
5% Swine: Edible affals [ather asios 15 0% : Fat tizsue a5l 10 158% Swine: Musclodmeat a03foi2 15 13% Bwine: Edible offals [ather than 05/ 05 13
12% Milk: Goat 0.05/0.05 12 ax Milk: Goat 0.05/0.05 n.az 15% Swine: Edible offalz [other 0s/05 15 10% Bwine: Fak tizsue n5/05 10
0% Eowine: Fat tissue 05/05 10 G% Milk: Sheep 0.05 ¢ 0.05 0.Te 12% Milk: Goat 0.05 ¢ 005 12 3% Filk: Goat 0.05/ 0.05 0.3z
% Eiowine: Muzcle'meat 00302 0.3 ™ Eovine: Muzcle 0,034 032 nn 0% Eovine: Fat tizsus 05105 1.0 8% Milk: Sheep 0.05/ 0.05 0.7
ax Other Farmed animals: 003012 0.36 = Qher Farmed animals: 0.03/ 042 063 A% Eawine: Muzcle/meat 0038012 053 T Eovine: Mluzcle 0.03 012 o
ax ZSwine: Fat tizzue as/05 0.&s B% Swine: Muzclefmeat 0.03/ 042 0.60 A% Swine: Fat tizzue 05!05 0.85 Bk Swine: Mluzclefmeat 0.03 012 0.60
™ Equine: Musclefmeat 00302 ns BX Equine: Muscle/meat 0oz 0z nen ™ Equine: Muzclefmeat 003012 0.5 B3 Equine: Muscleimeat 0031092 0.60
™ Fheep: Muzclefmeat 00302 0eT &% Fheep: Musclelmeat 0,034 032 0.53 ™ Fheep: Fusclefmeat 003012 0.6T B Fheep: Muscle'meat 0053 /012 0.53
5% Poultry: Fuzclefmeat 002/ 003 0.43 5% Ewovine: Fat tizzus a5tos 0.45 5% Poultry: Fuzclefmeat 0.02 /003 045 5% Eiavine: Fat tizzus LR R 0.43
3% Rapeseedsicanoly seeds g2do2 0.28 3% Sheep: Edible affals [other a5l 0.54 3% Rapeseedsicancly seeds o202 0.25 3% Sheep: Edible offals [ather than 05/ 05 0.54
2% Eggs: Chicken 002/ ooz n.as 3% Poultry: Muscle 002/ 0.03 033 2% Eqggs: Chicken 0.0z /002 n.as q% Poultry: PMuscle: 002/ 003 0.33
Expand!collapse list
Total sumber of commodities exceeding the Total sumber of commodities Found exceeding the
ARFOIADI in children and adult dict= ARFOIADI rem and adult diees
[IESTI calculation) 1 [IESTI new calculation) 1
Rezults For children Result= for adults Result= For children Reszules For adules
Mo of processed commoditics For which Mo of processed commoditics For which Mo of processed commoditics For which Mo of processed commadities For which ARFOMADI is
E ARIDAADI s exceeded [IESTI): 1 ARFDADI iz exceeded [IEETI): --- ARFDMADI s exceeded [IESTI new]: 1 excecded [IEET new]: =
IE3TI 1IEZTI IESTI new IESTI new
RFIL ¢ input MFIL ! input MRL { input MRL ¢ input
Highest % of for R& Exposure Highest % of for R&A Exposure Highest % of for & Exposure Highest % of for R& Exposure
E ARIDAADI Processed commedities [malkg] [paikg bw] ARFDVADI Processed commoditics [malkg] [parkg bw] ARIDIADI Processed commodities [ma'kg] [p.aikg b ARFOADI Processed commeditics [malkg] [parkg bw]
§ 121% wheat ! milling [Flaur) i 12 44% wheat | breadipizas i 44 121% “wiheat ! milling [Flaur) i 12 44% wWheat ! breadfpizaa i 4.4
I S8R “wheat ¢ milling [whelemeal]- 1M1 55 FER wheat | pasta 1M1 38 S5% wheat ! milling 1M 55 FER wWheat ! pasta 11 3.8
1% Zugar beeks froot]  sugar - 0010012 i1 38% wheat ! bread [whalemeal] i 35 1% Sugar bects froot] fsugar 0011 012 11 35% wWheat ! bread [whalemeal] i 35
1= Rapeseeds { ails 0204 iz 4% Zugar bects frant] d sugar aoirod2 0.44 1% Rapeseeds ! ails 02!/04 012 4% Zugar beets [ract] { sugar 0oidoi2 0.44
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Mo of dicks excecding the ADI: - Expasure resulting from
MRLs z2t at| commoditior nat
Expzoure Highest contributar 2nd contributor to Jrd contributor bo . the LOG um‘:"r rrerrment
Caleulated expasurs [patkg bw ta MS dict Commadity ! IS diet Commadity ! FAZ diet Commadity ! {in % of ADIY) - Gin:2af ADN
[% of A0 RS Dict per day] [in % of ADI) qroup of commaditics [in % of A0 group of commaditics [in % of ADI} group of commaoditics
FIN ML boddler ko | 0% Mlilk: Cattle 1= Eovine: Musclefmeat % Fwine: Muzcledmeat
2% UK infant 223 13% Plilk: Cattle 2% Ewavine: Flusclefmeat 0.8% Eiowine: Edible affals [ather than liv
1a% FR teddler 2 3 pr 1&5 5% Pilk: Caktle 2% Eovine: Mluzclefmeat 1% Fwine: Muzclolmeat
1= FR child 315 yr 165 1% Plilk: Cakthe a% Eovine: Mluzclefmeat 2% Fwine: Musclelmeat
165 L child 160 12% Pilk: Cabth: 1% Ewine: Musclelmeat 1% Bowine: Muzcledmiat
13% UK toddler 132 0% Mlilk: Cartle 2% Bovine: Musclefmeat 0E% Eawine: Fat tizsue
12% ZE general 113 [ Plilk: Cakthe 5% Eovine: Mluzclefmeat 0.2% Eggs: Chicken
2% DE child 115 0% Mlilk: Cattle 0% Fwine: Muzsclelmeat 0.4% Eiowing: Muscledmeat
1% DK child 113 E% Mlilk: Cartle 3% Swine: Muzclefmeat 2% BEawine: Muzcle/meat
1% EZ child 110 6% Mlilk: Cartle 2% Eiovine: Musclefmeat 2% Fwine: Muzcledmeat
_ 0% FR infant 0.36 g% Mlilk: Cattle 0.4% Fwine: Muzsclelmeat 0.4% Eiowing: Muscledmeat
ax DE general 0.a0 B Plilk: Cattle 1= Swine: Muscledmeat 0.5% Eawine: Muzcle'meat
ax DE wamen 14-50 yr 0.86 B Plilk: Cattle 1= Swine: Muscledmeat 0.4% Eawine: Muzcle'meat
&% GEMEFood G 083 4% Mlilk: Cattle 2% Fwine: Muzsclelmeat % Fwine: Fat tizzue
&% RO general 0.83 [-ES Pilk: Cattle = Ewine: Musclefmeat 04x Bowine: Musclelmeat
E a% GEME/Food GIS 0E 4% Mlilk: Cartle 2% Swine: Muzclefmeat 1% Ewine: Fat tizzue
&% GEMEFood GOG 0.Ts 3% Mlilk: Cartle 2% Fwine: Muzsclelmeat 1% Fwine: Fat tizzue
™ GEME/F ood GOT oz i Mlilk: Cattle 1= Fwine: Muzsclelmeat % Eiowing: Muscledmeat
™= ML general 063 4% Plilk: Cattle 1= Swine: Muscledmeat 0.3% Eawine: Muzcle'meat
g B% GEME/Faad GI0 063 3% Mlilk: Cartle 1= Bovine: Musclefmeat 1% Ewine: Muzcle/meat
6% DK adult 0.60 i Mlilk: Cattle 1= Fwine: Muzsclelmeat 10% Fwine: Fat tizzue
% 5% EZ adult 053 2% Filk: Cattle n.ax Bovine: Musclefmeat 0ax Swine: Muscle/meat
= 5% |E adult 043 2% Plilk: Cattle 05% Sheep: Edible affals [other than liver and | 0.5% Eawine: Muzcle'meat
5% FR adult 0.47 2% Mlilk: Cattle 0.6% Fwine: Muzsclelmeat 0.8% Eiowing: Muscledmeat
4% LT adult 0.43 2% Mlilk: Cattle 1= Fwine: Muzsclelmeat 0.i% Fwine: Fat tizzue
3% IE child 0.23 2% Mlilk: Cartle 0T Swine: Fat tizzue 0.2% Ewine: Muzcle/meat
b UK adult 0.27 1= Mlilk: Cartls 0.8% Eaving: Muzclaimeat 0% Eawving: Fab tizzus
g X GEME/F ood GOG 0.25 1= Plilk: Cakthe 0.3% Eovine: Mluzclefmeat 0.2% Fheep: Fusclefmeat
2% UK vegetarian nia 2% Pilk: Cattle IR Bovine: Fat tizzue LIk =4 Eqgs: Chicken
g 0.2% T raddler .02 0% wWheat 0.0% Qrher cereals
E 0% IT adult 0o LR wWheat 0.0% Qkther cereals
184 PT general nom LR £ ‘wheat Grapefruits
0.0% Fl3yr .00 a.0% wWheat 0.0% Rapeseedstoanaly seeds
0.o% FlGyr 0.00 0.ox “wheat n.ox Rapesesdsicanola seeds
0.0% Fladult 0.00 0.0% wWheat 0.0% Rapeseedsicanol seeds
Column? Grapefruits Grapefruits
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Acute risk assessment Ichildren

Details - acute risk assessment fchildren

Acute risk assessment/ adults / general population

Details - acute risk assessment/adults

Acute risk assessment Ichildren

Acute risk assessment / adults /| general population

de IESTI new calculations Showr IESTI new calculations

The acuke risk asgessment is baged on the ARF0.

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

Show results for all crops

IEETI new calculations:
The calculatic

the results are considerad as indicative only.

Since thiz methodology is not based on internationally agreed pri

i perfarmed with the MIRL and the peclinglpracessing factor (PF), taking inke account the residus in the edible portion andtor the conversion factor for
the residue definition [CF). For case 23, 2k and 3 calculations a variability factar of 505 used. Zince this methoadalagy iz nat based aninternationally agresd principles,

ciples, the results are considered as indicative only.

Results For children
Mo of commeditics for which ARFONADI i

Results For adults
Mo, of commeditics for which ARFOADI iz

1IESTI
Results For children
M. of commedities For which ARFONAD iz

e

IEETI

Rezult= for adults

Ne. of commeditics for which ARFONADN i exceeded

@
=
] exceeded [IEETI): - exceeded [IESTI): - exceeded [IESTI new]: 1 [ESTI new]: o
E IEZTI IESTI IESTI new IESTInew
MRL ! input MEL ! input RRL ¢ input MFIL { input
E Highest % of for R&A Exposure Highest % of far RA Exposure Highest % of for R& Expeosure Highest % of far R& Exposure
§ ARFOMADI Commedities [maikg] [patkg bw] ARID{ADI Commoditics [malkg] [paitkg bw] ARFOADI Commoditics [malkg] [paikg bw] ARID{ADI Commoditics [malka] [patka bw]
1 B2% Rlilk: Cattle 0.05 ! 0.05 6.2 13% Milk: Cartle 0.05 ! 0.05 13 144% wheat 11 14 4% “wiheat 11 &4
B J6% Eiovine: Edible affals astos 36 1% Eavine: Edible offalz fother 05005 17 B2% Pilk: Caktle .05/ 0.05 62 28% Other Farmed animals: Muscla/meat 0,035/ 05 28
15% Bwine: Muscle/meat 003/ 012 15 13% Swine: Edible offals [other ostos 13 S6% EBovine: Edible offals 05/05 3.6 19% Milk: Cattle 0.05/0.05 13
15% Fwine: Edible offals [other 0505 15 0% Fwine: Fat bissue a5tos 1.0 355 Dther Farmed animals: 00305 35 1% Eovine: Edible offals [other than 05405 17
12% ilk: Goat 0.05/0.05 12 % Milk: Goat 0.05 /005 03z 15% Fwine: Muscleimeat 003042 15 13% Swine: Edible offals [other than 05/05 13
0% Eiovine: Fat tizzue astos 10 &% Milk: Sheep 0.05 /1 0.05 .76 5% Swine: Edible offals [ather 05/ 05 15 0% Swine: Fat tizzue a5/05 10
ax Eavine: fMusclelmeat 003042 053 ™ Eicwine: Muscle 00302 om 12% Rilk: Goat 0.05/ 0,05 12 ax Milk: Goat 0.05/0.05 0.32
ax Dther Farmed animals: 003/ 012 086 ™ Other Farmed animals: 0.o03/012 nea 10% EBovine: Fat tissue 05/05 10 8% Milk: Eheep 0.05/0.05 0.re
ax Fwine: Fat tigzue 05i05 0.55 6% Fwine: Muzsclelmeat 0030012 0en = Erovine: Muzcledmeat 00301z 059 = Eawine: Muscle 0.03 012 o
™ Equine: Fuzclefmeat 0.0/ 042 0.5 B Equine: Musclelmeat 0.0/ 042 0.0 aw Bwine: Fak tizsue 05405 0.85 &% Fwine: Muzclefmeat 003012 0.60
™= Bheep: Muzclefmeat 0.03/ 042 06T B Sheep: Muscle/meat 0.03/ 0142 053 = Equine: Fluzclefmeat 003 i 0iz 075 B% Equine: BMuscledmeat Q.03 a2 0.60
5% Poultry: Fuzclefmeat 021003 043 5% Eiavine: Fat tizzue astos 043 = Bheep: Muzclefmeat 003 i 0iz 06T B% Sheep: Muscle/meat Q.03 a2 0.53
2% Eggs: Chicken oo2iooz 0.2s5 3% Eheep: Edible offalz [other 0stos n.34 5% Poulery: Plusclefmeat 0.02/ 003 0.4E 5% Eovine: Fak tizsue 05/05 045
2% Eiovine: Liver 0031003 0.24 3% Foultry: Muscle 002 /003 033 B Rapeseedsicanoly seeds 02002 028 I Fheep: Edible offals [other than 05405 034
2% Milk: Sheep 0.05 #0035 015 a% Goat: Muscle 0.0/ 042 013 2% Eggs: Chicken 0,02/ 002 0.25 I Foultry: Muscle 002/ 0,03 033
Expandteallapse list
Total sember of commodities excecding the Total sember of commoditics Found exceeding the
ARFOIADI in children and adult dicts ARFDMADI rem and adult diets
(IESTI calculation) [IESTI mew calculation) 1
Rezult= for childres Rezultz For adults Results for children Rezult= for adult=
- Mo of processed commaoditics For which Mo of processed commedities For which Mo of processed commedities for which Mo of processed commeoditics for which ARFDMNADI iz
& ARFDAADI s exceeded [IESTI): - ARIDVADI iz exceeded [IESTI): - AR ADI iz exceeded [IESTI new]: 1 exceeded [IESTI new]: o
IEZTI IESTI IESTI new IESTI new
MRL ! input MEL ! input RRL ¢ input MFIL { input
Highest % of for R&A Exposure Highest % of far RA Exposure Highest % of for R& Expeosure Highest % of far R& Exposure
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§ 3% Zugar beets [root] fsugar 001/ 004 033 1H Zugar bects fract]d sugar 001/ 0004 013 121% “wheat ¢ milling [Flaur) i 12 44% wheat ! breadipizas 11 44
K 0.2% “wheat ¢ milling [Flour] "o n.oz 0.03% wheat ! breadipizas 1o om 55% “wheat  milling 11 55 F8% ‘wiheak ! pasta 111 38
ik “wheat ¢ milling [whelemeal)- "o am 0.05% wheat f pasta o am 1% Fugar beets [root] f sugar 0010 QL12 11 F5R “w'heat ! bread [wholemeal) i1 33
0.0% Rapeseeds § ails 02400 0.00 007 w'heat ! bread [whalemeal] /o a.m 1% Rapeseeds { ails 02/04 012 4% Sugar bects [raot] § sugar ool oi2 0.44
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