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7 Metabolism and residue data (KCA section 6)

7.1 Summary and zRMS Conclusion

It should be noted that the applicant's dRR was not rewritten by the ZRMS and the RR resulted from the
evaluation was prepared by an insertion into the dRR of the ZRMS’ comments on the grey background.

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 BAS 758 00 F
are presented in Table 7.1-1. They have been selected from the individual GAPs in the Central zone for
wheat and barley. A list of all intended uses within the Central zone is given in Part B, Section 0.

The proposed maximum total rates of mefentrifluconazole and pyraclostrobin (200g/ha and 240g/ha, re-
spectively) are lower than the relevant rates for cereals already evaluated and authorized within the CEU
(zZRMS PL). For metrafenone the proposed maximum total active rate (300g/ha) is equal the rate supported
by the EU GAPs for cereals and reported in EFSA Journal 2013;11(12):3498. The proposed highest BBCH
and PHI are covered by the supported EU data. Thus, it can be seen right away that the proposed by the
applicant GAP is likely approvable.

Mefentrifluconazole

In the context of this application mefentrifluconazole (BAS 750 F) is sufficiently stable in plant and animal
matrices. Also properly stored BAS 750 F extracts are reported as sufficiently stable. The parent stability
was also confirmed under hydrolytic conditions in processing.

Based on the sufficient metabolism studies the enforcement residue definition is the same in plant and
animal matrices: the parent mefentrifluconazole. The residue definition for risk assessment in plant and
animal matrices except the parent should include separately considered the TDMs. For animal matrices
based on metabolism in livestock in addition M750F022 metabolite and its fatty acid conjugates expressed
as the parent should be considered.

Based on the reported residue data, it can be concluded that the sufficient number of residue field trials in
wheat and barley in NEU and SEU are available to support the representative use in cereals (EFSA Journal
2018;16(7):5379) for mefentrifluconazole.

In conclusion on crops rotation, as no significant residues of the parent in succeeding crops are expected,
for the use of BAS 750 F supported by the applicant no restrictions for succeeding crops are required.

Since data obtained on the levels of TDM residues from use of BAS 750 F are comparable to the TDM data
previously considered in the TDM review (November 2015), it is not considered necessary to undertake a
new acute or chronic risk assessment for TDMs arising from the use of the product.

The Animal model 2017 was used and therefore new MRLs of BAS 750 F in swine liver and milk were
proposed in context of submissions for product BAS 750 11 F in Core C and recently were evaluated and
MRLs were raised accordingly (EFSA, 2020). Regarding available feeding data, there is no risk for animal
MRL to be exceeded.

According to the available data, the intended uses on cereals are considered acceptable, for outdoor uses.
The extrapolation rules have been applied according to SANTE/2019/12752. The data submitted show that
no exceedance of the current mefentrifluconazole MRLs for the intended uses (barley, wheat, rye, triticale,
and oat) is expected.

It can be concluded that the proposed uses of mefentrifluconazole in the formulation BAS 758 00 F do not
represent unacceptable acute and chronic risks for the consumer (see estimation scenarios of the applicant).

Metrafenone

Residues of metrafenone are stable for at least 24 months in wheat whole plants, grain, and straw. No studies
assessing the stability of residues in products of animal origin were carried out since livestock feeding
studies were not required.
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Metabolism was sufficiently investigated in fruit, fruiting vegetables and cereals and has been previously
reported in the DAR. The metabolism in rotational crops study shows that no detectable residues would be
expected, field data are not required (UK, 2005; EFSA, 2006). Thus, it can be concluded that the residues
in succeeding crops are unlikely when metrafenone is used in accordance with the intended GAP.

The requested uses (and the new mode of calculation) modify the livestock dietary burden for animals, but
regarding available feeding data, there is no risk for the current MRLs for products of animal origin (0.01
mg/kg) to be exceeded.

In a standard nature of the residues study (OECD 507), metrafenone was not degraded during the simulation
of pasteurisation, baking, boiling, brewing or sterilisation. Available processing data show that residues of
metrafenone are reduced when barley is processed into pearl barley or beer but are concentrated into the
bran fraction. Further processing studies are not required in this case as they are not expected to affect the
outcome of the risk assessment (EFSA Journal 2013;11(12):3498).

According to the available data, the intended uses on cereals are considered acceptable, for outdoor uses.
The shorter application interval has no effect on the residue levels in grain and straw. The data submitted
show that no exceedance of the MRL will occur.

Since the GAP for BAS 758 00 F does not lead to higher residues in cereals than have already been assessed
(GAP EU 2006 SANCO/10280/06 - rev. final; max BBCH 79, max 100g/ha, 35PHI), no additional con-
sumer exposure assessments have been conducted. The proposed uses of metrafenone in the formulation
BAS 758 00 F do not represent unacceptable chronic risks for the consumer.

Pyraclostrobin

Cereals are the group covered in stability and metabolism studies for primary, succeeding, and processed
commodities. The storage stability in plant and animal matrices was already evaluated (18-25 months). The
data available also demonstrates that pyraclostrobin is stable in sample extracts or solutions when properly
stored during analysis.

The residue definition for risk assessment and enforcement for primary crops, rotational and processed
commodities is the parent pyraclostrobin. The residue definition for risk assessment and enforcement for
animal matrices is also the parent except a liver (not of poultry), milk and fat, where the residue is the sum
of the parent and the metabolites 500M04, 500M85 expressed as pyraclostrobin.

The data on rotation shows that in succeeding crops significant residues are not expected. No accumulation
of pyraclostrobin or its degradation products in the parts of plants used for human or animal consumption.
Specific plant-back restrictions related to the use of pyraclostrobin are not required, provided that pyra-
clostrobin is applied in compliance with the intended GAP.

Considering the calculated dietary burden for the requested uses (the animal model 2017) no risk for animal
MRLs to be exceeded is expected based on available feeding data.

The processing data demonstrates that processes like brewing, cooking, sterilization or pasteurization, will
not impact the nature of pyraclostrobin residues. No risk to consumers is expected to arise from processed
cereals, which have been previously treated with the plant protection product of concern consistently with
the intended GAP.

According to the available data, the intended uses on cereals are considered acceptable, for outdoor uses.
The extrapolation rules have been applied according to SANTE/2019/12752. The data submitted show that
no exceedance of the current pyraclostrobin MRLs for the intended uses (barley, wheat, rye, triticale and
oat) is expected. Concluding, the proposed uses of pyraclostrobin in the formulation BAS 758 00 F do not
represent unacceptable acute and chronic risks for the consumer.



BAS 758 00 F / Revyflex Plus Page 8 /324
Part B — Section 7 - Core Assessment
ZRMS version

Overall conclusion

Thus, the data available for BAS 758 00 F are considered sufficient for risk assessment. An exceedance of
the current MRL of 0.05 mg/kg (wheat, rye and triticale) and 0.6 mg/kg (barley and oat) for mefentriflu-
conazole and 0.07 mg/kg (wheat, rye and triticale) and 0.6 mg/kg (barley and oat) for metrafenone and
0.2 mg/kg (wheat, rye and triticale) and 1.0 mg/kg (barley and oat) for pyraclostrobin as laid down in
Reg. (EU) 396/2005 is not expected.

The chronic and the short-term intakes of mefentrifluconazole, metrafenone, pyraclostrobin, and TDMs
residues are unlikely to present a public health concern.

The evaluation of cumulative or synergistic effects as requested by Art. 4 of Regulation (EC) No. 1107/2009
should only be performed when harmonised “scientific methods accepted by the Authority to assess such
effects are available.” In the absence of agreed guidance on estimating combined acute and chronic expo-
sure, an indicative Hazard Indexes (HIs) can be derived to show specifically for the intended uses, that the
combined exposure from triazole derivative metabolites (TDMs) is very low. A HI <1 indicates absence of
a health concern even if dose-addition of active ingredients is assumed and all Hls obtained by the applicant
were below 1 (see paragraph 7.5).

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

Current MRLs in cereals for the active substances of the product BAS 758 00 F

Crop Mefentrifluconazole mg/kg Metrafenone mg/kg Pyraclostrobin mg/kg
Wheat/rye/triticale 0.05 0.07 0.2
Barley/oat 0.6 0.6 1.0

Based on the data available, no specific mitigation measures should apply.

Data gaps
Noticed data gaps are: None
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1 2 3 4 5 6 7 | 8 9 10 11 12 13 14
Use- Mem- | Crop and/ F, Pests or Group of pests con- Application Application rate PHI | Remarks:
No.® | ber or situation Fn, |trolled — — (days)
state(s) Fpn M_ethod /| Timing / Growth | Max. number | Min. mterval_ kg or L product/ | g or kg as/ha Wa- e.g. g safener/synergist
(crop destination / | G, | (additionally: developmental Kind stage of crop & | a) per use between appli- | ha ter per ha
purpose of crop) | Gn, | stages of the pest or pest group) season b) per crop/ | cations (days) |a) max. rate per |a) max. rate per |L/ha ®
Gpn season appl. appl.
or b) max. total rate | b) max. total rate | min/
| per crop/season | per crop/season | max
Zonal uses (field or outdoor uses, certain types of protected crops)
L CEU |wheat F | Oculimacula spp. - PSDCHE | Spraying |30 - 59 a) 2 14 a) 1,5 a) 0,100* / 100- |56 | For eyespot control,
TRZAW, TRZAS Blumeria graminis - ERYSGR | (SP) b) 2 b) 3 0,150** / 300 only one application at
TRZDU, TRZSP Zymoseptoria tritici - SEPTTR 0,120%*** BBCH 30-32
barley Puccinia triticina - PUCCRT b) 0,200* /
HORVW Puccinia striiformis - PUCCST 0,300** /
HORVS rye P. tritici-repentis - PYRNTR 0,240***
SECCW Pyrenophora teres - PYRNTE
SECCS R. secalis - RHYNSE
SECCE triticale R. collo-cygni - RAMUCC
TTLWI Puccinia hordei - PUCCHD
TTLSO oat Puccinia recondita — PUCCRE
AVESA Septoria spp. — SEPTSP Puc-
cinia coronata — PUCCCA
0 |CEU |wheat F | Oculimacula spp. - PSDCHE | Spraying |30 - 59 a)l - a)1-15 a) 0,100* / 100- |56 | For eyespot control,
TRZAW, TRZAS Blumeria graminis - ERYSGR | (SP) b) 1 b)1-15 0,150** / 300 only one application at
TRZDU, TRZSP Zymoseptoria tritici - SEPTTR 0,120%*** BBCH 30-32
barley Puccinia triticina - PUCCRT b) 0,100* /
HORVW Puccinia striiformis - PUCCST 0,150** /
HORVS rye P. tritici-repentis —- PYRNTR 0,120***
SECCW Pyrenophora teres - PYRNTE
SECCS R. secalis - RHYNSE
SECCE triticale R. collo-cygni - RAMUCC
TTLWI Puccinia hordei - PUCCHD
TTLSO oat Puccinia recondita — PUCCRE
AVESA Septoria spp. — SEPTSP Puc-
cinia coronata — PUCCCA
%5 |CEU |wheat F | Oculimacula spp. - PSDCHE | Spraying |30 -59 a) 2 14 a)05-1 a) 0,067* / 100- |56 | For eyespot control,
TRZAW, TRZAS Blumeria graminis - ERYSGR | (SP) b) 2 b) 0,5-2 0,100** / 300 only one application at
TRZDU, TRZSP Zymoseptoria tritici - SEPTTR 0,080*** BBCH 30-32
barley Puccinia triticina - PUCCRT b) 0,133* /
HORVW Puccinia striiformis - PUCCST 0,200** /
HORVS rye P. tritici-repentis - PYRNTR 0,160***
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Use- Mem- | Crop and/ F, Pests or Group of pests con- Application Application rate PHI | Remarks:
No. © | ber or situation Fn, |trolled . . (days)
state(s) Fpn M_ethod /| Timing / Growth | Max. number | Min. mterval_ kg or L product/ | g or kg as/ha Wa- e.g. g safener/synergist
(crop destination / | G, | (additionally: developmental Kind stage of crop & | a) per use between appli- | ha ter per ha
purpose of crop) | Gn, | stages of the pest or pest group) season b) per crop/ | cations (days) |a) max. rate per |a) max. rate per |L/ha )
Gpn season appl. appl.
or b) max. total rate | b) max. total rate | min/
per crop/season | per crop/season | max

SECCW
SECCS

SECCE triticale
TTLWI
TTLSO oat
AVESA

Pyrenophora teres - PYRNTE
R. secalis - RHYNSE

R. collo-cygni - RAMUCC
Puccinia hordei - PUCCHD
Puccinia recondita — PUCCRE
Septoria spp. — SEPTSP Puc-
cinia coronata — PUCCCA

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

column 11: mefentrifluconazole / metrafenone / pyraclostrobin

**k

* Mefentrifluconazole

Explanation for Column 11 “Conclusion”

** Metrafenone

*** Pyraclostrobin

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 BAS 758 00 F is composed of mefentrifluconazole, metrafenone and pyraclostrobin.

Table 7.1-2: Toxicological reference values for the dietary risk assessment of mefentriflu-
conazole, metrafenone and pyraclostrobin
Reference Source Year Value Study relied upon Safety factor
value
Mefentrifluconazole - Parent compound
ADI* EFSA, 2018a |2018 0.035 mg/kg bw | 18-month carcinogenicity 100
per day study in mice
ARfD* EFSA, 2018a |2018 0.15 mg/kg bw | Developmental toxicity study |100
in rabbits
1,2,4-Triazole (1,2,4-T) - TDM
ADI EFSA, 2018b |2018 0.023 mg/kg bw | Newly submitted rat 12- 300
per day month study
ARfD EFSA, 2018b | 2018 0.1 mg/kg bw Rabbit developmental study | 300
Triazole alanine (TA) - TDM
ADI EFSA, 2018b |2018 0.3 mg/kg bw per | Newly submitted rabbit 100
day developmental study
ARfD EFSA, 2018b | 2018 0.3 mg/kg bw Newly submitted rabbit 100
developmental study
Triazole acetic acid (TAA) - TDM
ADI EFSA, 2018b |2018 1 mg/kg bw per | Newly submitted rat 2- 100
day generation and rabbit
developmental studies
ARfD EFSA, 2018b | 2018 1 mg/kg bw Newly submitted rat 2- 100
generation and rabbit
developmental studies
Triazole lactic acid (TLA) - TDM
ADI EFSA, 2018b |2018 0.3 mg/kg bw per | Newly submitted rabbit 100
day developmental study
ARfD EFSA, 2018b | 2018 0.3 mg/kg bw Newly submitted rabbit 100
developmental study
Metrafenone - Parent compound
ADI EFSA, 2006 |2006 0.25 mg/kgbw | Rat, 2-year 100
ARfD EFSA, 2006 |2006 Not allocated — |- -
not necessary
Pyraclostrobin - Parent compound
ADI 04/30/EC  |2004 0.03 mg/kgbw | oot chronic study 100
per day
ARID 04/30/EC 2004 0.03 mg/kg bw | Rabbit, developmental tox- 100

icity (maternal toxicity)
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7.1.2.1 Summary for mefentrifluconazole (BAS 750 F)
Table 7.1-3: Summary for mefentrifluconazole
Sample
- . storage Chronic | Acute risk
Use- Plant.me- Suff!C|ent I.DHI suffi- covered | MRL com- | risk for for con-
No.* Crop tabolism residue | ciently sup- ) I
0. covered? trials? ported? by sta pliance | consumers| sumers
' ' ' bility identified? | identified?
data?
1,6, |Wheat Yes Yes Yes Yes Yes No
11 (4 new tri-
als NEU)
2,7, |Barley Yes Yes Yes Yes Yes No
12 (4 new tri-
als NEU)
3,8, |rye (extrapo- |Yes Yes Yes Yes Yes No
13 lation from (4 new tri-
wheat) als NEU) No
4,9, |triticale (cov- |Yes Yes Yes Yes Yes No
14 ered by (4 new tri-
wheat ac- als NEU)
cording to
EU Reg.
2018/62)
5,9, |oat (extrapo- |Yes Yes Yes Yes Yes No
15 lation from (4 new tri-
barley) als NEU)

*

1

Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1
Note: the uses presented in column 1 belong to the cGAP and cover therefore all other GAPs for that crop as specified in Table 7.1

The effects of processing on the nature of BAS 750 F residues have been investigated. Data on effects of
processing on the amount of residue have been submitted.
These data were considered for risk assessment.

Residues in succeeding crops have been sufficiently investigated taking into account the specific circum-
stances of the cGAP uses being considered here. It is very unlikely that residues will be present in succeed-
ing crops.

No new MRLs or mitigation measures have been proposed.
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7.1.2.2 Summary for metrafenone
Table 7.1-4: Summary for metrafenone
Sample Chronic | Acute risk
Plant metab- | Sufficient PHI suffi- storage .
Use- . . . . MRL com- risk for for con-
« | Crop | olismcov- | residue tri- | ciently sup- | covered .
No. . pliance consumers sumers
ered? als? ported? by stabil- : L . .
: identified? | identified?
ity data?
1-22 |Cereals | Yes Yes/4 each |Yes Yes Yes No No
in wheat
and barley

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1
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7.1.2.3 Summary for Pyraclostrobin
Table 7.1-5: Summary for Pyraclostrobin
Sample
. . storage Chronic | Acute risk
Use- Plant me- Suff!ment I.DHI suffi- covered | MRL com- | risk for for con-
No.* Crop tabolism residue | ciently sup- ) I
0. covered? trials? ported? by sta pliance |consumers| sumers
' ' ' bility identified? | identified?
data?
1,6, |Wheat Yes Yes Yes Yes Yes No
11 (4 new tri-
als NEU)
2,7 |Barley Yes Yes Yes Yes Yes No
12 (4 new tri-
als NEU)

3,8, |rye (extrapo- |Yes Yes Yes Yes Yes No
13 lation from (4 new tri-

wheat) als NEU) No
4,9, |triticale (cov- | Yes Yes Yes Yes Yes No
14 ered by (4 new tri-

wheat ac- als NEU)

cording to

EU Reg.

2018/62)
5,9,15 | oat (extrapo- | Yes Yes Yes Yes Yes No

lation from (4 new tri-

barley) als NEU)

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1
Note: the uses presented in column 1 belong to the cGAP and cover therefore all other GAPs for that crop as specified in Table 7.1
1

The effects of processing on the nature of pyraclostrobin residues have been investigated. Data on effects
of processing on the amount of residue have been submitted.
These data were considered for risk assessment.

Residues in succeeding crops have been sufficiently investigated taking into account the specific circum-
stances of the cGAP uses being considered here. It is very unlikely that residues will be present in succeed-
ing crops.

No new MRLs or mitigation measures have been proposed for the intended uses.
Considering dietary burden and based on the intended uses, no significant modification of the intake was
calculated for livestock. Further investigation of residues as well as the modification of MRLs in commod-

ities of animal origin is therefore not necessary.

No acute risk has been identified for the crops of concern. The use of BAS 758 00 F for the intended uses
is therefore acceptable.
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7124 Summary for BAS 758 00 F

Waiting periods prior to planting succeeding crops are not required. This is not relevant here since a pre-
emergence use is not intended and application of BAS 758 00 F is directed to the crop only. Withholding
period/PHI is detailed in the following table.

Table 7.1-6: Information on BAS 758 00 F (KCA 6.8)
PHI for | PHI/ Withholding period* sufficiently supported PHI for
B,%g; ;58 for BAS 758 | zZRMS Comments
Crop q 00 F (if different PHI
Fk;mposf. mefentriflucona- met- pyra- proposed proposed)
Y appii- zole rafenone clostrobin | by zZRMS
cant
Wheat 56 days Yes Yes Yes 56
Barley 56 days Yes Yes Yes
Rye 56 days Yes Yes Yes
Triticale 56 days Yes Yes Yes
Oat 56 days Yes Yes Yes

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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Assessment

7.2 Mefentrifluconazole

General data on mefentrifluconazole are summarized in the table below (last updated 2021/10/27).

Table 7.2-1:

General information on mefentrifluconazole

Active substance (ISO Common Name)

Mefentrifluconazole (ISO provisionally approved)
(BAS 750 F)

IUPAC

(2RS)-2-[4-(4-chlorophenoxy)-a,a,a-trifluoro-o-tolyl]-1-
(1H-1,2,4-triazol-1-yl)propan-2-ol

Chemical structure

o |

A\
Y
Molecular formula Ci8H15CIF3N30;
Molar mass 397.8 g/mol
Chemical group Azole

Mode of action (if available)

Blocking of ergosterol biosynthesis through inhibition of
cytochrome P450 sterol 14a-demethylase (CYP51). The
depletion of ergosterol and accumulation of non-
functional 14a-methyl sterols results in inhibition of
growth and cell membrane disruption.

Systemic Yes
Company (ies) BASF SE*
Rapporteur Member State (RMS) ES

Original RMS: United Kingdom
Co-RMS: FR/AT

Approval status

Approved 20/03/2019
Reg. (EU) No 2019/337

Restriction
(e.g. is restricted to use as “...”)

N.A.

Review Report

SANTE/11612/2018 Rev.2 25 January 2019

Current MRL regulation

Reg. (EU) 2021/590

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

Not yet available

EFSA Journal : Conclusion on the peer review

Yes**, EFSA 2018a

EFSA Journal: conclusion on article 12

No

Current MRL applications on intended uses

No

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

7.2.1.1 Stability of residues during storage of samples

Available data

No new data submitted in the framework of this application. In the context of the Annex I inclusion process
three storage stability studies have been submitted by the applicant. These studies are summarized in the
table below. For a detailed assessment refer to the EFSA Conclusion (2018a and b).

Table 7.2-2: Summary of stability data achieved at < - 18°C (unless stated otherwise)
. Characteristics of the Acceptable Maximum
Matrix ; - Reference
matrix Storage duration

Data relied on in EU

Plant products (parent BAS 750 F & metabolites 1,2,4-triazole (1,2,4-T), triazole alanine (TA), triazole
acetic acid (TAA), triazole lactic acid (TLA))

24 months (BAS 750 F) EFSA, 2018a

(BAS 750 F)
iti 6 months (1,2,4-T
Fruiting vegetables (Tomato High water content ( ) BASF DoclD
fruit) 53 months (TA) 2016/1112644
(BAS 750 F) and
53 months (TAA) BASE DoclD
24 months (BAS 750 F) 2015/7005764
6 ths (1,2,4-T) (LAY
. . . months (1,2,4- EFSA, 2018b
Pome fruits (Apple fruit High water content '
(App ) J 53 months (TA) (TDMs)
53 months (TAA)
Leafy vegetables (Lettuce head) | High water content 48 months (TLA)
6 months (1,2,4-T)
Brassica vegetables (Mustard High water content 53 months (TA)

greens)
53 months (TAA)

12 months (1,2,4-T)
High water content 53 months (TA)

53 months (TAA)

24 months (BAS 750 F)

Leaves of root and tuber vegeta-
bles (Radish tops)

. 6 months (1,2,4-T
Forage/fodder crops (wheat for High water content ( )

age) 53 months (TA)
53 months (TAA)
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Matrix

Characteristics of the
matrix

Acceptable Maximum
Storage duration

Reference

Oilseeds (Soybean seed)

High oil content

24 months (BAS 750 F)

12 months (1,2,4-T)

26 months (TA)

53 months (TAA)

48 months (TLA)

Oilseeds (Rape seed/Canola
seed)

High oil content

24 months (BAS 750 F)

not stable (1,2,4-T)

not stable (TA)

53 months (TAA)

48 months (TLA)

Dry legume vegetables/Pulses
(Dried peas seed, Dried bean
seed)

High protein content

24 months (BAS 750 F)

15 months (TA)

25 months (TAA)

48 months (TLA)

Cereal grain (Wheat grain, Bar-
ley grain)

High starch content

24 months (BAS 750 F)

12 months (1,2,4-T)

26 months (TA)

26 months (TAA)

48 months (TLA)

Starchy roots (Potato tuber)

High starch content

24 months (BAS 750 F)

Grapes fruit

High acid content

24 months (BAS 750 F)

Citrus fruits (Lemon fruit, Or-
ange fruit)

High acid content

24 months (BAS 750 F)

48 months (TLA)

Cereal straw (wheat)

Other

24 months (BAS 750 F)

12 months (1,2,4-T)

53 months (TA)

40 months (TAA)

Animal Products (parent BAS 750 F & metabolite M750F022 & 1,2,4-triazole (1,2,4-T))

Bovine

Muscle

177 days (BAS 750 F)

178 days (M750F022)

370 days (1,2,4-T)

Bovine

Fat

180 days (BAS 750 F)

180 days (M750F022)

370 days (1,2,4-T)

Bovine

Liver

177 days (BAS 750 F)

178 days (M750F022)

370 days (1,2,4-T)

EFSA, 2018a
(BAS 750 F)
BASF DoclD
2015/1106711 and
BASF DoclD
2015/1106710
EFSA, 2018b
(TDMs)
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Characteristics of the Acceptable Maximum

Matrix matrix Storage duration

Reference

177 days (BAS 750 F)
178 days (M750F022)
177 days (BAS 750 F)
Bovine Milk 178 days (M750F022)
560 days (1,2,4-T)

177 days (BAS 750 F)
Poultry Egg 178 days (M750F022)
370 days (1,2,4-T)

177 days (BAS 750 F)
178 days (M750F022)

Bovine Kidney

Bovine Cream

New data

No new data

Conclusion on stability of residues during storage

BAS 750 F

BAS 750 F has been demonstrated to be stable in all five crop groups; high water (tomato fruit, apple fruit),
high oil (soybean seed, rape seed), high protein (dried pea seed, dried bean seed), high starch (wheat grain,
potato tuber) and high acid (grape fruit, lemon fruit) for a period of 730 days (~24 months) when stored at
<-18°C.

As at least one crop has been considered in all five crop groups, it can be concluded that sufficient data is
available to support the storage stability of BAS 750 F in all plant commaodities for at least 730 days. Ad-
ditionally, as there is no observed decline in residues across these commodities, specific storage stability
data is not required for processed commodities.

BAS 750 F has been demonstrated to be stable in cow tissue (liver, kidney, muscle and fat), milk and cream
and hen egg for at least 177 days when stored under deep frozen conditions.

Metabolites

M750F022 is a metabolite formed at relatively high levels in animal commodities. M750F022 has been
demonstrated to be stable in cow tissue (liver, kidney, muscle and fat), milk and cream and hen egg for at
least 178 days when stored under deep frozen conditions.

Triazole derivative metabolites (TDMs) are formed during the metabolism of BAS 750 F in plant and ani-
mal commodities. The TDMs are 1,2,4-triazole, triazole alanine, triazole acetic acid and triazole lactic acid.
Frozen storage stability of these metabolites was considered as part of the TDM peer review (EFSA, 2018b)
for which BASF was one of the members of the TDM group who submitted the studies. These studies were
considered acceptable in the TDM review. This table includes the studies in which the longest storage
period was considered (other studies covering shorter time scales were also presented in the review).
During the initial TDM review in 2015 only an interim storage stability study was available for triazole
lactic acid (TLA). To support the duration of sample storage in studies considered for BAS 750 F, the full
study for TLA has been submitted, and is evaluated in the EFSA conclusions 2018a and 2018b. This study
demonstrates that TLA is stable in wheat grain, navy bean, orange, canola seed, and lettuce matrices for at
least 48 months when stored under deep frozen conditions. As at least one crop has been considered in all
five crop groups, it can be considered that sufficient data is available to support the storage stability of TLA
in all plant commaodities for at least 48 months.
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7.2.1.2 Stability of residues in sample extracts (KCA 6.1)

Available data

No new data was submitted in the framework of this application. In the context of the Annex | inclusion
process sufficient information has been submitted by the applicant. For a detailed assessment refer to the
EFSA conclusion (2018a).

For plant matrices, stability tests for BAS 750 F in extracts and final volume solutions were done within
the validation study of analytical BASF Method No. L0076/09 (BASF DoclD 2015/3001681). Stability
tests were conducted in six representative matrices (tomato whole fruit, citrus whole fruit, dry beans seed,
wheat grain, soybean grain and coffee grain). BAS 750 F showed to be stable for up to 8 days.

For animal matrices, stability tests for BAS 750 F were done during the validation study of BASF analytical
Method No. L0272/01 (BASF DoclD: 2015/1106707). Stability tests for extracts and final volumes were
conducted in seven representative animal matrices (bovine meat, bovine milk, bovine cream, bovine fat,
bovine liver, bovine kidney, hen egg). BAS 750 F showed to be stable under refrigerator conditions up to
7 days.

Additionally, stability tests for M750F022 were done during the validation study of the BASF analytical
Method No. L0309/01 (BASF DoclID: 2015/1106706). The stability of extracts and final volumes was in-
vestigated after 7 days of storage at approximately 4°C for extracts and after 3 and 7 days of storage at
approximately 4°C for final volumes. The results showed that M750F022 was stable over the tested time
period of 7 days, except for cow kidney, which is only stable for three days.

Additionally, the residue samples were always run together with fortification samples. Results of the forti-
fications were always in the acceptable range of 70-120%, which indicates stability of the different analytes
in the extracts and final volumes in the matrices analysed.

Conclusion on stability of residues in sample extracts

The analytes BAS 750 F, M750F022 and the triazole metabolites were stable in the extracts and final vol-
umes of the residue samples.
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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. In the context of the Annex I inclusion process
three plant metabolism studies have been submitted by the applicant. These studies are summarized in the
table below. For a detailed assessment refer to the EFSA conclusion (2018a).

Table 7.2-3: Summary of plant metabolism studies
Application and sampling details
Crop Group | Crop Labg:)EOSi' Method, |Rate |No |Sampling |Remarks Reference
ForG(a) |(kg (DAT)
a.s./ha)
EU data
Fruit crops Grape Chloro- Foliar 0.150 3 |Leaf, stalk |[10dayin- |EFSA, 2018a
phenyl-ring |spray ap- and grape terval BASF DoclD
(C-ring) plications, fruits: “-0” 2015/1073822
. - |F* (21 DAT)Y,
Triazole-ring 12
(T-ring)
Cereals/grass | Wheat Chloro- Foliar 0.150 2 |Forage: -6 |application: |EFSA, 2018a
crops phenyl-ring |spray ap- (=15)? BBCH 49 |BASF DoclD
(C-ring) plications, Grain: 35 and 69, 2015/1001872
- .| G** Straw: 35 21 day in-
Triazole-ring ¢
. erval
(T-ring)
Pulses/Oilseeds | Soybean |Chloro- Foliar 0.125 3 |Forage: -17 |application: | EFSA, 20183,
phenyl-ring |spray ap- (=19 DAT)? |BBCH 60, |BASF DoclD
(C-ring) plications, Seed: 47/48 |72and 77, |2014/1224012
Triazole-ri G** Hull: 47/48 |18 day in-
_Itla_zo e-rng Rest of terval
(T-ring) plant: 47/48
Green pods:
47/48
New data
No new data

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

DAT = days after last treatment

* cultivated on outdoor test plots, test area 0.4 m?, under natural climatic conditions

** cultivated indoor (plastic containers located in vegetation hall/greenhouse/pythotron)

D immediately prior to the last (=third) application (DALA”-0") corresponding to 21 after the first application

2 19 days after the first application (19 DAT) corresponding to directly prior to the second application, and 17 days prior to last
application (-17 DALA).

3) only one application: 15 days after the first application (= 15 DAT) corresponding to 6 days prior to last application
(DALA= -6)
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Summary of plant metabolism studies reported in the EU

EFSA, 2018a: Metabolism was investigated using two radiolabels (BAS 750 F labelled in the C-ring or in
the T-ring). Results obtained with both labels show a consistent picture of BAS 750 F metabolism. Inves-
tigations were done in three plant species, wheat (cereal crop group), soybean (pulses and oilseed crop
group), and grapevine (fruits/fruiting vegetable crop group), foliar applied with BAS 750 F and reflecting
the cGAP (critical GAP). Comparable results were obtained for all three crop groups.

In most matrices the unchanged parent is the predominant component of the residue (>60% of the radioac-
tive residue), notably in forage (wheat, soybean), leaf/stalk (grapevine), straw/hull/chaff (wheat, soybean),
green pod (soybean) and grape (grapevine). The enantiomer ratio of the two BAS 750 F isomers remains
unchanged (racemic mixture).

In wheat grain and soybean seed, the predominant component of the residue is the group of TDM, with
triazole alanine as the most abundant compound (formed via cleavage of the T-bridge). In these matrices
unchanged parent is present at very low levels if at all.

Other metabolites were formed via two main pathways:

o Initial hydroxylation of the chlorophenyl or propyl-triazole moiety and a subsequent conjugation with
glucose, followed by malonylation of the glucose moiety or additional hydroxylation of the chloro-
phenyl ring (M750F018, 019, 020, 026, 027).

Conjugation of the hydroxyl group of the propyl-triazole moiety of BAS 750 F followed by malonyla-
tion or conjugation with another glucose molecule (M750F011, 012, 013, 014, 028).

Absence of detectable cleavage at the ether bridge between C-ring and TFMP-ring (trifluoromethylphenyl-
ring, linking C-ring and T-ring) confirms that results obtained with C-labelled samples also provide com-
prehensive information on the metabolic fate of the TFMP-ring.

Conclusion on metabolism in primary crops

It can be concluded from the available metabolism studies that for the compound BAS 750 F a plant typical
metabolic pathway exists. This has been shown for three different crops (grape, soybean, wheat) after foliar
application.
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7.2.2.2 Nature of residue in rotational crops (KCA 6.6.1)

Available data

No new data submitted in the framework of this application. In the context of the Annex I inclusion process
one metabolism study in rotational crops has been submitted by the applicant. This study is summarized in
the table below. For a detailed assessment refer to the EFSA conclusion (2018a).

Table 7.2-4: Summary of metabolism studies in rotational crops
Application and sampling details
Label posi- | Method, | Rate Sowing |Harvest |Remarks
Crop group Crop - int Reference
tion For G *| (kg INter- | intervals
a.s/ha) |vals (DAP)?
(DAT)™
EU data
Root/tuber White Chloro- G 0.300 30 68 One appli- | EFSA, 2018a
crops radish phenyl-ring 120 57 cationto |BASF DocID
(C-ring) 365 61 bare soil  |2015/1001871
Triazole-ring 31 70 One appli-
(T-ring) 122 59 cation to
364 61 bare soil
Leafy crops Spinach | Chloro- G 0.300 30 28-41 One appli-
phenyl-ring 120 33-41 cation to
(C-ring) 365 27-40 bare soil
Triazole-ring 31 25-44 One appli-
(T-ring) 122 32-43 cation to
364 33-46 bare soil
Cereal (small | Wheat Chloro- G 0.300 30 49-105 One appli-
grain) phenyl-ring 120 50-144 cation to
(C-ring) 365 55-137 bare soil
Triazole-ring 31 53-105 One appli-
(T-ring) 122 52-148 cation to
364 54-138 bare soil
New data
No new data
* Outdoor/field application (F) or glasshouse/protected/indoor application (G)
faled DAT=days after soil treatment (soil aging interval)

A DAP=days after planting/sowing (cultivation interval)
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Summary of rotational crop metabolism studies reported in the EU

EFSA, 2018a: To investigate residues in rotational crops, a nature of the residue study has been conducted
in different crops representing three different crop categories, namely leafy vegetables, root and tuber veg-
etables and cereals. BAS 750 F was applied at 300 g ai/ha to bare soil, corresponding to a BAS 750 F con-
centration in soil of 0.1 mg/kg (soil depth 20 cm, soil density 1.5 g/cm?®). The rotational crops were culti-
vated after soil aging intervals of 30, 120 and 365 days, samples were taken at both mature and immature
growth stages.

Based on results obtained in the nature of the residue study conducted with two labels (C-label, T-label),
the residue in rotational crops is identified as unchanged parent BAS 750 F as well as the triazole derivative
metabolites (TDM). The ratio of R- and S-enantiomers of BAS 750 F residue in plant remained unchanged
compared with the test substance, indicating absence of preferential metabolism or uptake.

Conclusion on metabolism in rotational crops

Overall, the metabolism in rotational crops is similar to metabolism in primary crops with no rotational
crop specific metabolites.
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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. In the context of the Annex I inclusion process
one hydrolysis study has been submitted by the applicant. This study is summarized in the table below. For
a detailed assessment refer to the EFSA conclusions (2018a and b).

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) 109.1% (BAS 750 F) EFSA, 2018a
(BAS 750 F)
103.5% (1,2,4-T) BASE DoclD
100.4% (TA) 2014/1170665
EFSA, 2018b (TDM
99.4% (TAA) (TDMs)
102.6% (TLA)
Baking, boiling, brewing 108.7% (BAS 750 F)

(60 minutes, 100°C, pH 5) 104.0% (1,2,4-T)

100.0% (TA)
101.0% (TAA)
104.1% (TLA)
Sterilisation (20 minutes, 120°C, pH 6) 105.6% (BAS 750 F)
99.4% (1,2,4-T)
99.8% (TA)

100.5% (TAA)
96.4% (TLA)

New data

No new data

Conclusion on nature of residues in processed commodities

EFSA, 2018 a, b: In the nature of the residues processing study, under conditions representative of pasteur-
isation (pH 4, 90 °C, 20 min), baking, boiling, brewing (pH 5, 100 °C, 60 min) and sterilisation (pH 6,
120 °C, 20 min) BAS 750 F was stable. No degradation product exceeding 2% of total radioactivity was
detected and no change in the isomer ratio was observed. BAS 750 F can be regarded as stable to hydrolysis
and the nature of the residue is not affected by processing operations. Stability of TDMs under high tem-
perature hydrolysis is also stated in EFSA conclusion, 2018b:

“The TDMs remained stable under the standard hydrolysis conditions simulating processing of pasteuri-
sation, baking, brewing and boiling and sterilisation.”
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7224 Conclusion on the nature of residues in commodities of plant origin (KCA
6.7.1)
Table 7.2-6: Summary of the nature of residues in commodities of plant origin (EFSA,
2018a)
Endpoints

Plant groups covered

Fruit crops (grape)
Cereals/grass crops (wheat)
Pulses/oilseeds (soybean)

Rotational crops covered

Confined metabolism studies on root/tuber crops (white rad-
ish), leafy crops (spinach), cereals/small grains (wheat)

Metabolism in rotational crops similar to
metabolism in primary crops?

Yes. BAS 750 F and TDMs, no other components identified.

Processed commodities

Parent BAS 750 F and TDMs confirmed stability under
hydrolytic conditions

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

Yes. Residues not susceptible to degradation under standard
processing conditions

Plant residue definition for monitoring (RD-Mo)

BAS 750 F

Plant residue definition for risk assessment (RD-
RA)

a) BAS 750 F

b) triazole derivative metabolites (TDMs) with a separate as-
sessment of:

1) TAand TLA
2) TAA
3) 1,2,4-Triazole

Conversion factor from enforcement to RA

Not applicable
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7.2.2.5

Available data

Nature of residues in livestock (KCA 6.2.2-6.2.5)

No new data submitted in the framework of this application. In the context of the Annex I inclusion process
three animal metabolism studies (hen, goat, trout) have been submitted by the applicant. These studies are
summarized in the table below. For a detailed assessment refer to the EFSA conclusion (2018a).

Table 7

2-7:

Summary of animal metabolism studies

Group

Species

Label position

No of
animal

Application de-
tails

Sample details

Duration
(days)

Rate

(mg/kg
bw/d)

Com-
modity

Time of sam-
pling

Reference

EU data

Lay-
ing
poul-
try

Hens

Chlorophenyl
ring (C-ring)

10

1.11 14

Eggs

24 h prior to first
dose
administration,
twice daily,
additionally,
whole eggs still
in oviduct after
termination

Excreta

24 h prior to first
dose
administration,
once daily

Tissues

at sacrifice

Trifluoromethyl-
phenyl ring (TFMP-
ring)

10

1.15 14

Eggs

24 h prior to first
dose
administration,
twice daily,
additionally,
whole eggs still
in oviduct after
termination

Excreta

24 h prior to first
dose
administration,
once daily

Tissues

at sacrifice

Triazole ring
(T-ring)

10

1.11 14

Eggs

24 h prior to first
dose
administration,
twice daily,
additionally,
whole eggs still
in oviduct after
termination

Excreta

24 h prior to first
dose

EFSA, 2018a
BASF DoclD
2015/1001001
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Table 7.2-7:  Summary of animal metabolism studies
Application de- Sample details
tails
G Speci Label positi No of Ref
roup | Spectes abel position animal |Rate |Duration|Com- | Time of sam- eterence
(mg/kg | (days) modity | pling
bw/d)
administration,
once daily
Tissues | at sacrifice
Lac- |Goat Milk twice daily EFSA, 2018a
tating BASF DoclD
rumi- chl h | Urine dai|y 2015/1078841
nants i o(rg;_)ri?]n))/ 2 0.36 14 and
g g faeces
Tissues | at sacrifice
Milk twice daily
Trifluoromethyl- Urine |daily
phenyl ring (TFMP- |1 0.40 12 and
ring) faeces
Tissues | at sacrifice
Milk twice daily
. . Urine |daily
(TT“?IZ:';* ing 2 043 |14 and
g faeces
Tissues | at sacrifice
Fish Rain- Feces |daily prior to EFSA, 2018a
bow and after feeding | (study
trout Chiorohenyl 582 Filet, |6 hours after the ;l;?trg';téﬂjazl
ringo(rg?riflgg 5 mg/kg |10-14 filet last dose dossier)
DM ‘é‘l’('trr]‘ BASF DocID
: 2015/1106141
and
liver
Feces |daily prior to
and after feeding
] ] 5.4 Filet, 6 hours after the
Triazole ring 5 mg/kg [10-14  |filet last dose
(T-ring) DM with
skin
and
liver
New data
No
new
data
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Summary of animal metabolism studies reported in the EU

EFSA, 2018a: Metabolism was investigated using three radiolabels (BAS 750 F labelled in the C-ring,
TFMP-ring or in the T-ring). Results obtained with all labels show a consistent picture of BAS 750 F me-
tabolism. Investigations were done in laying hen and lactating goat, as well as in rat to support toxicology
studies. For goat and hen, the residue was rapidly and extensively eliminated via excreta, and reached a
plateau in milk and egg within 7 days. Comparable results were obtained for all three animals, indicating
common basic metabolite routes.

In poultry matrices the metabolite M750F022 (and its fatty acid conjugates) is the predominant component
of the residue, with unmodified parent BAS 750 F and 1,2,4-triazole also present as significant components.
In goat matrices, unmodified parent BAS 750 F and 1,2,4-triazole were the predominant components of the
residue, with M750F022 present at much lower levels.

The metabolic pathway is largely based on two main transformation steps in livestock animals:
e hydroxylation at the C-ring (followed by conjugation) (M750F016, 034, 015, 041, 063)
o cleavage at the T-bridge (followed by conjugation) (M750F022-025, 038, 043, 064)

In addition, minor transformation steps were observed in livestock animals:
e cleavage at the ether bridge (followed by conjugation)
e hydroxylation at the T-ring
e hydroxylation of the methyl group (at quaternary C-atom, followed by conjugation)

Differences seen in species and/or matrices are the result of quantitative differences of transformation re-
actions as well as species-typical conjugation reactions (sulphation, glucuronidation, methylation, glutathi-
one conjugation).

The parent BAS 750 F was applied as a racemic mixture of two enantiomers. Chiral analysis of BAS 750 F
revealed a significant change of the ratio in most goat matrices, with proportion of the R-enantiomer of 70-
80% in cream, muscle, liver, kidney and fat. In contrast, the racemate was maintained in goat faeces, indi-
cating a preferential metabolism of the S-enantiomer. Such a change was not observed in poultry, but a
comparable change was observed in rats (see section CA B.6).

Conclusion on metabolism in livestock

In conclusion, the major components of the residue in goat were identified as unchanged parent BAS 750 F
and the TDM which together represent a large proportion of the residue. TDM exceed parent in all matrices
except fat. Considering the non-TDM residue, parent represents 85% TRR in muscle and fat, >45% of TRR
in milk and liver, 28-46% TRR in kidney. The cleavage product M750F022 was present at much lower
levels (<7% TRR, except one kidney sample). For both parent and M750F022 presence of several down-
stream transformation products indicate effective further metabolic transformation. Overall, metabolism of
BAS 750 F in lactating goats, and by extrapolation in ruminant livestock, can be considered well-eluci-
dated.

In conclusion, the major components of the residue in hen were identified as 1,2,4-triazole, metabolite
M750F022 together with its fatty acid conjugates, parent BAS 750 F as well as a liver-specific metabolite
(M750F034). Overall, metabolism of BAS 750 F in laying hen can be considered well-elucidated.

In conclusion, a metabolism study in fish upon dietary exposure to BAS 750 F showed that parent
BAS 750 F and 1,2,4-triazole were the major residues in fish matrices.
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7.2.2.6 Conclusion on the nature of residues in commodities of animal origin (KCA

6.7.1)

Table 7.2-8: Summary on the
2018a)

nature of residues in commodities of animal origin (EFSA,

Endpoints

Animals covered

Laying hen

Goat/Cow

Fish

Time needed to reach a plateau
concentration

Eggs: 5-7 days

Milk: 5-8 days

Animal residue definition for monitoring
(RD-Mo)

BAS 750 F

Animal residue definition for risk
assessment (RD-RA)

animal except poultry:

a) BAS750 F

b) triazole derivative metabolites (TDMs) with a separate assessment
of:

1) 1,2,4-triazole

2) TAand TLA

3)TAA for ruminant matrices.

poultry:

a) sum of BAS 750 F, metabolite M750F022 and fatty acid conjugates
of M750F022, expressed as parent

b) triazole derivative metabolites (TDMs) with a separate assessment
of:

1) 1,2,4-triazole

2) TAand TLA

3) TAA

fish:

a) BAS 750 F

b) 1,2,4-triazole*

*In future TA, TAA and TLA, (of which metabolism in fish is currently
unknown), may also need to be included in the RD-RA as
demonstrated appropriate for other animals i.e. ruminant and poultry.

Conversion factor Poultry only:

Muscle: 6.2, Fat: 16.3, Liver: 4.9, Egg: 4.9
Metabolism in rat and ruminant similar Yes
Fat soluble residue Yes
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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 BAS 758 00 F and conformity to existing MRL
Evaluation
. GAP
Resl- | Residue levels (mg/kg)
due E = according to enforcement residue defini-
ZON€ * | tion Unrounded | Current | o
' (N-EU, | RA = according to risk assessment residue def- | STMR |HR OECD calcu- | EU MRL '
Commodity Source S-EU, | g (ma/ka) | (mg/kg) |lator MRL (ma/ka) pliance
EU, (mg/kg) *
outside |2) BAS 750F
EU) b) triazole derivative metabolites (TDMs) with
a separate assessment of 1) TA, 2) TLA, 3)
TAA, 4)124-T
Wheat grain EFSA, 2018a |N-EU | GAP on which EU a.s. assessment is based: 2x | 0.01** |0.026** |- 0.05 Yes
BASF 0.15 kg as/ha, BBCH 49-69, PHI 35d***,
(and extrapolation to rye and triticale DoclDs outdoor
grain) 2014/1010809 E/RA a): 4x <0.01, 0.011, 0.014, 0.016, 0.024
and . .
S-EU | GAP on which EU a.s. assessment is based: 2x
2235/1099704 0.15 kg as/ha, BBCH 49-69, PHI 35d***,
outdoor
201771141927 E/RA a): 7x <0.01, 0.018, 0.026
N-EU | GAP on which EU a.s. assessment is based: 2x 1)+2) 1)+2) - - -
0.15 kg as/ha, BBCH 49-69, PHI 35d***, 0.26** [1.21**
outdoor 3) 3) 0.42**
RAb): 0.06** [4) 0.01**
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1)+2)#0.10, 0.12, 0.20, 0.22, 0.26, 0.26, 0.54, 4)

1.21 0.01**

3) 0.016, 0.019, 0.022, 0.023, 0.063, 0.1, 0.186,

0.42

4) 8x <0.01

S-EU | GAP on which EU a.s. assessment is based: 2x

0.15 kg as/ha, BBCH 49-69, PHI 35d***,

outdoor

RA b):

1)+2)#0.02, 0.13, 0.23, 0.26, 0.32, 0.33, 0.36,

0.37,0.85

3) <0.01, 0.015, 0.023, 0.046, 0.068, 0.081,

0.091,0.11,0.2

4) 9x <0.01
New trials N-EU |GAP: 2x 0.1 kg as/ha, BBCH 30-59, PHI 56d, 0.010 0.010 Highest residue covered |Yes
BASF DoclD outdoor (less critical GAP) by current MRL 0.05
2021/2000402 E/RA a): 4x <0.010 mg/kg. No further

considerations needed.

GAP: 2x 0.1 kg as’ha, BBCH 30-59, PHI 56d, 1) 0.155 |1) 0.190 |- - -

outdoor (less critical GAP) 2) 0.010 |2) 0.010

RA b): 3) 0.087 |3) 0.140

1) 0.10, 0.15, 0.16, 0.19 4) 0.010 |4) 0.010

2) 4x <0.010

3) 0.038, 0.080, 0.094, 0.14

4) 4x <0.010
Overall N-EU | GAP on which EU a.s. assessment is based: 2x | 0.011 0.024 0.033 0.05 yes
supporting 0.15 kg as’ha, BBCH 49-69, PHI 35d***, (based on
data for cGAP outdoor N-EU and

E/RA a): 4x <0.01, 0.011, 0.014, 0.016, 0.024 S-EU

data)

RA b): 1)+2) 1)+2) - - -

1)+2)#0.10, 0.12, 0.20, 0.22, 0.26, 0.26, 0.54, 0.24 1.21

1.21 3) 0.043 |3) 0.42

3) 0.016, 0.019, 0.022, 0.023, 0.063, 0.1, 0.16, 4)0.01 (4)0.01

0.42

4) 8x <0.01




BAS 758 00 F / Revyflex Plus
Part B — Section 7 - Core Assessment
ZRMS version

Page 33 /324

Wheat straw

(and extrapolation to rye and triticale
straw)

EFSA, 2018a |N-EU | GAP on which EU a.s. assessment is based: 2x 3.6%* 18.0** - 30 Yes
BASF 0.15 kg as’ha, BBCH 49-69, PHI 35d***,
DoclIDs outdoor
2014/1010809 E/RAQ):1.9,23,3.4,3.6,3.9,4.955, 10
and ; ;
S-EU GAP on which EU a.s. assessment is based: 2x
5235/1099704 0.13 kg as/ha, BBCH 49-69, PHI 35d***,
outdoor
2017/1141927 E/RA a): 0.5,0.56, 1.6, 2.9, 3.1, 3.8, 4.6, 9.0,
18.0
N-EU | GAP on which EU a.s. assessment is based: 2x 1)+2) 1)+2) - - -
0.15 kg as’ha, BBCH 49-69, PHI 35d***, 0.25** |1.51**
outdoor 3) 3) 0.16**
RA b): 0.03** |4) 0.01**
1)+2)#0.117,0.118, 0.152, 0.161, 0.355, 0.483, |4)
0.511, 0.642 0.01**
3) 3x <0.01, 0.014, 0.029, 0.086, 0.088, 0.16
4) 8x <0.01
S-EU GAP on which EU a.s. assessment is based: 2x
01.5 kg as’ha, BBCH 49-69, PHI 35d***,
outdoor
RA b):
1)+2)#0.157, 0.164, 0.198, 0.23, 0.245, 0.37,
0.55, 0.705, 1.51
3) 3x <0.01, 0.013, 0.031, 0.032, 0.054, 0.06,
0.081
4) 9x <0.01
New trials N-EU |GAP: 2x 0.1 kg as/ha, BBCH 39-59, PHI 56 d, 1.45 2.1 Highest residue covered |Yes
BASF DoclD outdoor (less critical GAP) by pseudo MRL
2021/2000402 E/RAa): 0.98,1.3,1.6,2.1 30 mg/kg. No further
considerations needed.
N-EU | GAP: 2x 0.1 kg as/ha, BBCH 39-59, PHI 56 d, 1)0.010 |1) 0.010 |- - -
outdoor (less critical GAP) 2) 0.040 | 2) 0.064
RA b): 3) 0.054 |3) 0.110
1) 3x <0.010, 0.010 4) 0.010 |4) 0.010

2) 0.010, 0.033, 0.046, 0.064
3) 0.012, 0.048, 0.060, 0.110
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0.15 kg as/ha, BBCH 49-69, PHI 35d***,
outdoor
RA b)

1)+2)#0.078, 0.09, 0.12, 0.126, 0.233, 0.24, 0.27,

4) 4x <0.010
Overall N-EU | GAP on which EU a.s. assessment is based: 2x  |3.75 10 14.62 30 Yes
supporting 0.15 kg as/ha, BBCH 49-69, PHI 35d***, (based on
data for cGAP outdoor N-EU and
E/RAa):1.9,2.3,34,3.6,3.9,4.9,5.5,10 S-EU
data)
RA b): 1)+2) 1)+2) - - -
1)+2)#0.117,0.118, 0.152, 0.161, 0.355, 0.483, |0.26 0.64
0.511, 0.642 3) 0.022 (3) 0.16
3) 3x <0.01, 0.014, 0.029, 0.086, 0.088, 0.16 4)0.01 (4)0.01
4) 8x <0.01
Barley grain EFSA, 2018a |N-EU |GAP on which EU a.s. assessment is based: 2x | 0.1** 0.41** |- 0.6 yes
BASF 0.15 kg as/ha, BBCH 49-69, PHI 35d***,
(and extrapolation to oat grain) DoclDs outdoor
2014/1010808 E/RA a): 0.014, 0.06, 0.071, 0.087, 0.1, 0.15,
and 0.15,0.19, 0.28
52;5/1099703 S-EU  |GAP on which EU a.s. assessment is based: 2x
2017/1101701 0.15 kg as/ha, BBCH 49-69, PHI 35d***,
outdoor
E/RA a): 0.03, 0.033, 0.07, 0.1, 0.1, 0.14, 0.16,
0.29, 0.41
N-EU | GAP on which EU a.s. assessment is based: 2x 1)+2) 1)+2) - - -
0.15 kg as/ha, BBCH 49-69, PHI 35d***, 0.33** |3.8**
outdoor 3) 3) 0.5**
RA b) 0.09** |4) 0.01**
1)+2)#0.159, 0.187, 0.397, 0.514, 0.844, 1.186, |4)
1.32,26,3.8 0.01**
3) 0.019, 0.021, 0.025, 0.096, 0.11, 0.3, 0.34,
0.37,0.5
4) 9x <0.01
S-EU | GAP on which EU a.s. assessment is based: 2x
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0.701, 0.92
3) 3x <0.01, 0.02, 0.081, 0.091, 0.011, 0.18, 0.2
4) 9x <0.01

New trials N-EU | Trials GAP: 2x 0.1 kg as/ha, BBCH 30-59, PHI | 0.044 0.100 Highest residue covered |yes
56d, outdoor (less critical GAP) by MRL 0.6 mg/kg. No
BASF DoclD E/RA a): 0.026, 0.029, 0.058, , 0.10 further considerations
2021/2000401 needed.
N-EU | Trials GAP: 2x 0.1 kg as/ha, BBCH 30-59, PHI  |1) 0.165 |1) 0.200 |- - -
56d, outdoor (less critical GAP) 2) 0.010 |2) 0.010
RA b) 3) 0.092 |3) 0.120
1) 0.11, 0.15, 0.18, 0.20 4) 0.010 (4) 0.010
2) 4x <0.010
3) 0.029, 0.088, 0.096, 0.12
4) 4x <0.010
Overall N-EU | GAP on which EU a.s. assessment is based: 2x  |{0.10 0.28 0.442 0.6 yes
supporting 0.15 kg as/ha, BBCH 49-69, PHI 35d***, (based on
data for cGAP outdoor N-EU and
E/RA a): 0.014, 0.06, 0.071, 0.087, 0.1, 0.15, S-EU
0.15,0.19, 0.28 data)
RA b): 1)+2) 1)+2) 3.8 | - - -
1)+2)#0.159, 0.187, 0.397, 0.514, 0.844, 1.186, |0.84 3)0.5
1.32,2.6, 3.8 3)0.11 (4)0.01
3) 0.019, 0.021, 0.025, 0.096, 0.11, 0.3, 0.34, 4)0.01
0.37,0.5
4) 9x <0.01
Barley straw EFSA, 2018a |N-EU |GAP on which EU a.s. assessment is based: 2x  |4.25** |18.0** |- 30 yes
BASF 0.15 kg as/ha, BBCH 49-69, PHI 35d***,
(and extrapolation to oat straw) DoclDs outdoor
2014/1010808 E/RAa): 1.0,1.7,3.1,3.9,4.3,4.3,5.6, 6.8, 15.0
and . .
S-EU | GAP on which EU a.s. assessment is based: 2x
5235/1099703 0.13 kg as/ha, BBCH 49-69, PHI 35d***,
outdoor
201771101701 E/RA a): 0.39,2.1,2.2,3.3,4.2,4.6, 6.4, 11.0,
18.0
N-EU | GAP on which EU a.s. assessment is based: 2x 1)+2) 1)+2) - - -
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0.15 kg as’ha, BBCH 49-69, PHI 35d***,
outdoor

RA b)

1)+2)#0.27, 0.423, 0.458, 0.57, 0.598, 0.897,
0.94,1.171, 10.67

3) <0.01, 0.025, 0.026, 0.027, 0.035, 0.11, 0.12,
0.2,0.33

4) 9x <0.01

S-EU

GAP on which EU a.s. assessment is based: 2x
0.15 kg as’ha, BBCH 49-69, PHI 35d***,
outdoor

RA b)

1)+2)# 0.427,0.413, 0.465, 0.54, 0.544, 0.584,
0.688, 0.842, 4.51

3) 4x <0.01, 0.035, 0.045, 0.05, 0.095, 0.11

4) 9x <0.01

0.33**
3)
0.04**
4)
0.01%*

10.67**
3) 0.33**
4) 0.01%*

New trials

BASF DoclD
2021/2000401

N-EU

Trials GAP: 2x 0.1 kg as/ha, BBCH 30-59, PHI
56d, outdoor (less critical GAP)
E/RAQ):1.1,1.2,1.4,3.7

1.300

3.700 Highest residue covered

by pseudo MRL
30 mg/kg. No further
considerations needed.

yes

N-EU

Trials GAP: 2x 0.1 kg as/ha, BBCH 30-59, PHI
56d, outdoor (less critical GAP)

RAb)

1) 0.011, 0.014, 0.022, 0.024

2) 0.014, 0.047, 0.056, 0.082

3) 0.016, 0.032, 0.036, 0.040

4) 4x <0.010

1) 0.018
2) 0.052
3) 0.034
4) 0.010

1)0.024 |-
2) 0.082
3) 0.040
4)0.010

Overall
supporting
data for cGAP

N-EU

GAP on which EU a.s. assessment is based: 2x
0.15 kg as/ha, BBCH 49-69, PHI 35d***,
outdoor

E/RA a): 1.0,1.7,3.1, 3.9, 4.3,4.3,5.6, 6.8, 15.0

4.3

15 21.58

30

(based on
N-EU and
S-EU
data)

yes

RA b):

1)+2)#0.27, 0.423, 0.458, 0.57, 0.598, 0.897,
0.94,1.171, 10.67

3) <0.01, 0.025, 0.026, 0.027, 0.035, 0.11, 0.12,

1)+2)
0.598

3) 0.035
4) 0.01

1)+2)
10.67
3)0.33
4) 0.01
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0.2,0.33
4) 9x <0.01

#EFSA 2018a: residues are reported as the sum of TA and TLA measurements

* Source of EU MRL: Reg. (EU) 2021/590

** U-test confirms that the NEU and SEU data sets are not statistically different, hence they are combined in each case to provide overall STMR and HR values. (test was performed for parent residues

only)

*** general note regarding the intended PHI of 35 days: the time interval between the second application and harvest may vary depending on geographical and weather conditions. As soon the last
application is made at the latest BBCH stage foreseen in the cGAP (BBCH 69), residue trials are considered valid even if the PHI of 35 days is not met.

General note: in context of EFSA (2018a and 2020), for TA, TLA, TAA and 1,2,4-T only the residue values from treated plots were reported. In context of the new trials, untreated values (cursive/italic)

were considered for further calculations if they were higher than the values from the treated plots.
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7.2.3.2 Conclusion on the magnitude of residues in plants

According to the available data, the intended uses on cereals are considered acceptable, for outdoor uses.
The extrapolation rules have been applied according to SANTE/2019/12752. The data submitted show that
no exceedance of the current mefentrifluconazole MRLs for the intended uses (barley, wheat, rye, triticale
and oat) is expected.
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724 Magnitude of residues in livestock

7.24.1 Dietary burden calculation

In the context of a recently submitted and already evaluated MRL application (please refer to EFSA, 2020),
the anticipated maximum dietary burden for poultry, pigs and ruminants (dairy cattle and beef cattle) have
been calculated using the current version of the OECD feed burden calculator (using the OECD methodol-
ogy) considering all BAS 750 F uses. For sake of being comprehensive residue data on crops included in
the present submission as well as on crops included in previous submissions were taken into account as a
worst-case scenario.

Table 7.2-10: Input values for the dietary burden calculation (considering the uses authorized
in the country of the zZRMS/authorized within the zone/evaluated in Art. 12 pro-

cedure and the uses under consideration)

Median dietary burden Maximum dietary burden
Feed commodity Input Input
value Comment/ Source value Comment/ Source
(mg/kg) (mg/kg)
Enforcement residue definition: parent BAS 750 F
Risk assessment residue definition: animal except poultry: parent BAS 750 F, poultry: sum of parent BAS 750 F,
metabolite M750F022 and fatty acid conjugates of M750F022, expressed as parent equivalents.
(Values in brackets are based on calculations with residue values from Table 7.2-9)
STMRe (STMR 0.08 x PF STMRe (STMR 0.08 x PF
Apple, wet pomace 0-25 1 310)/ EFSA, 2020 0251 310)/ EFSA, 2020
Beet, sugar, tops 0.24 STMR/ EFSA, 2020 1.10 HR/ EFSA, 2020
. STMRp (STMR 0.02 x PF STMRp (STMR 0.02 x PF
Beet, sugar, dried pulp 0.10 14 75y / EFSA, 2020 0.10 14 75y / EFSA, 2020
. STMRe (STMR 0.02 x PF STMRe (STMR 0.02 x PF
Beet, sugar, ensiled pulp 0021 0.88) / EFSA, 2020 0021 0.88) / EFSA, 2020
STMRe (STMR 0.02 x PF STMRe (STMR 0.02 x PF
Beet, sugar, molasses 0021 0.88) / EFSA, 2020 0021 0.88) / EFSA, 2020
Corn, field (maize), grain 0.01 STMR/ EFSA, 2020 0.01 STMR/ EFSA, 2020
Corn, pop, grain 0.01 STMR/ EFSA, 2020 0.01 STMR/ EFSA, 2020
Corn, field, stover (fodder) 0.13 STMR/ EFSA, 2020 0.61 HR / EFSA, 2020
Corn, pop, stover (fodder) 0.13 STMR/ EFSA, 2020 0.61 HR / EFSA, 2020
Corn, field, milled byprod- 0.09 STMRe (STMR 0.01 x PF 0.09 STMRe (STMR 0.01 x PF
ucts ' 8.8) / EFSA, 2020 ' 8.8) / EFSA, 2020
. . STMRp (STMR 0.01 x PF STMRp (STMR 0.01 x PF
Corn, field, hominy meal 0.02 1 1 709/ EFSA, 2020 0.02 1 1709/ EFSA, 2020
. STMRe (STMR 0.01 x PF STMRe (STMR 0.01 x PF
Corn, field, gluten feed 003 1270y / EFsA, 2020 003 1 2.70)/ EFsA, 2020
. STMRp (STMR 0.01 x PF STMRp (STMR 0.01 x PF
Corn, field, gluten meal 0.03 15 709/ EFSA, 2020 0.03 15 709/ EFSA, 2020
Potato, culls (= roots) 0.01 STMR / EFSA, 2020 0.01 HR / EFSA, 2020
STMRe (STMR 0.01 x PF STMRe (STMR 0.01 x PF
Potato, process waste 0.005 0.45) / EFSA, 2020 0.005 0.45) / EFSA, 2020
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Median dietary burden

Maximum dietary burden

Feed commodity Input Input
value Comment/ Source value Comment/ Source
(mg/kg) (mg/kg)

. STMRe (STMR 0.01 x PF STMRe (STMR 0.01 x PF

Potato, dried pulp 0.02 15 43) / EFSA, 2020 0.02 15 43) | EFSA, 2020
STMRe (STMR 0.01 x PF STMRe (STMR 0.01 x PF

Canola (rape seed), meal 0.02 2.0)® / EFSA, 2020 0.02 2.0)® / EFSA, 2020
STMRe (STMR 0.01 x PF STMRe (STMR 0.01 x PF

Rape, meal 0.02 15 0)@ / EFSA, 2020 00215 0)@ / EFSA, 2020
sunflower, meal 002 STMRe (STMR 0.01 x PF 0.02 STMRe (STMR 0.01 x PF

2.0)@ / EFSA, 2020

2.0)@ / EFSA, 2020

Wheat grain

0.01! STMR/EFSA, 2018a

(0.01) (STMR in this submission)

0.01! STMR/EFSA, 2018a

(0.01) (STMR in this submission)

Wheat straw

3.6 STMR / EFSA, 2018a

(1.45) (STMR in this submission)

18.0! HR / EFSA, 2018a

(2.2) (HR in this submission)

Wheat gluten meal

STMRp (STMR 0.01 x PF
0.003' | 0.3)/EFSA, 2018a

(0.003) | (STMR in this submission
0.01x PF0.3)

STMRp (STMR 0.01 x PF
0.003' | 0.3)/EFSA, 2018a

(0.003) | (STMR in this submission
0.01 x PF 0.3)

Wheat milled byproducts

STMRp (STMR 0.01 x PF
0.01* 0.6) / EFSA, 2018a

(0.006) | (STMR in this submission
0.01 x PF 0.6)

STMRp (STMR 0.01 x PF
0.01! 0.6) / EFSA, 2018a

(0.006) | (STMR in this submission
0.01 x PF 0.6)

Wheat distiller’s grain
(dried)

STMRp (STMR 0.01 x PF
0.03! 2.7) | EFSA, 2018a

(0.027) | (STMR in this submission
0.01x PF 2.7)

STMRp (STMR 0.01 x PF
0.03! 2.7) | EFSA, 2018a

(0.027) | (STMR in this submission
0.01 x PF 2.7)

STMR / EFSA, 2018a

STMR / EFSA, 2018a

0.01* 0.01*
Rye grain (0.01) (extrapolation from wheat, (0.01) (extrapolation from wheat,
' STMR in this submission) ' STMR in this submission)
361 STMR / EFSA, 2018a 18.01 HR / EFSA, 2018a
Rye straw (1.45) (extrapolation from wheat, 2.1) (extrapolation from wheat,
' STMR in this submission) ' HR in this submission)
0.01L STMR / EFSA, 2018a 0.01L STMR / EFSA, 2018a
Triticale grain (0.01) (extrapolation from wheat, (0.01) (extrapolation from wheat,
' STMR in this submission) ' STMR in this submission)
3.6 STMR / EFSA, 2018a 18.0t HR / EFSA, 2018a
Triticale straw . .
(1.45) (extrapolation from wheat, 2.1) (extrapolation from wheat,

STMR in this submission)

HR in this submission)

Barley grain

0.1t STMR/EFSA, 2018a

(0.044) | (STMR in this submission)

0.1t STMR/EFSA, 2018a

(0.044) | (STMR in this submission)
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Feed commodity

Median dietary burden

Maximum dietary burden

Input
value Comment/ Source

(mg/kg)

Input
value Comment/ Source

(mg/kg)

Barley straw

425! STMR / EFSA, 2018a

(1.30) (STMR in this submission)

18.0! HR / EFSA, 2018a

(3.70) (HR in this submission)

Barley brewers grain
(dried)

STMRp (STMR 0.1 x PF
0.24! 2.4) | EFSA, 2018a

(0.106) | (STMR in this submission
0.044 x PF 2.4)

STMRp (STMR 0.1 x PF
0.24! 2.4) | EFSA, 2018a

(0.206) | (STMR in this submission
0.044 x PF 2.4)

STMR / EFSA, 2018a

STMR / EFSA, 2018a

STMR in this submission)

0.1 0.1
Oat grain (0.044) (extrapolation from barley, (0.044) (extrapolation from barley,
' STMR in this submission) ' STMR in this submission)
4251 STMR / EFSA, 2018a 18.01 HR / EFSA, 2018a
Oat straw . .
(1.30) (extrapolation from barley, (3.70) (extrapolation from barley,

HR in this submission)

HR = highest residue

STMR = Supervised Trials Median Residue
(a): In the absence of specific processing factors supported by data, default processing factors were included in the calculation to
consider the potential concentration of residues in these commodities.
(b): Since residues in RAC and in processed products were below the LOQ (please refer to EFSA, 2020), a processing factor was
not applied. Concentration of residues is not expected.

(c): Tentative processing factor derived based on a limited dataset.
! STMRsand HRs of EFSA, 2018a and 2020 cover also data from new trials submitted in this dossier

The results of the total maximum dietary burden calculations are reported in the table below.
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Table 7.2-11: Results of the dietary burden calculation
Animal species Median Maximum die- | Highest contrib- Max dietary Trigger
dietary burden tary burden uting commodity | burden (mg/kg | exceeded
(mg/kg bw/d) | (mg/kg bw/d) DM) (YIN)
Enforcement residue definition: parent BAS 750 F
Risk assessment residue definition: animal except poultry: parent BAS 750 F, poultry: sum of parent BAS 750 F,
metabolite M750F022 and fatty acid conjugates of M750F022, expressed as parent equivalents
Beef cattle* 0.038 0.150 barley straw 6.25 yes
Dairy cattle* 0.060 0.238 barley straw 6.18 yes
Ram/Ewe 0.099 0.407 barley straw 12.20 yes
Lamb 0.126 0.520 barley straw 12.23 yes
Breeding swine 0.005 0.014 beet, sugar, tops 0.60 yes
Finishing swine* 0.004 0.004 barley, grain 0.12 no
Broiler poultry 0.008 0.008 barley, grain 0.11 yes
Layer poultry* 0.035 0.147 wheat straw 2.15 yes
Turkey 0.008 0.008 barley, grain 0.11 yes

* These categories correspond to those (formerly) assessed at EU level.

Regarding the dietary burden for parent BAS 750 F, all calculated maximum dietary burdens (mg/kg bw/d)
are covered by the recent calculation (EFSA, 2020).

Regarding fish, in context of EFSA 2020 calculations were made for BAS 750 F. As all input values are
covered, no further considerations are needed.

7.2.4.2 Livestock feeding studies (KCA 6.4.1-6.4.3)

Available data

No new data were submitted in the framework of this application. In the context of the Annex I inclusion
process two feeding studies in hen and cow have been submitted by the applicant. These studies are sum-
marized in the table below. For a detailed assessment refer to the EFSA conclusion (2018a).
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Table 7.2-12: Overview of the values derived from livestock feeding studies
Dietary burden Results of the livestock feeding study
Med. Max. Dose Level |No |Result for enforce- | Result for RA Median resi- | Highest | Calculated CF for
Commodity (mg/kg (mg/kg bw/d) | (mg/kg ment due residue MRL RA©
bw/d) bw/d)® (mg/kg)® (mg/kg)© | (mg/kg)
Mean Max. Mean Max.
(mg/kg) | (mg/kg) | (mg/kg) | (mglkg)

EU data (current Excel calculator Animal model.2017.xls developed by EFSA applied)

EFSA, 2018a, BASF DoclDs 2015/1106667, 2016/1001326 and 2015/1107649

Enforcement residue definition: parent BAS 750 F and risk assessment residue definition: animal except poultry: parent BAS 750 F, poultry: sum of parent BAS 750 F, metabolite

M750F022 and fatty acid conjugates of M750F022, expressed as parent

Bovine meat 0.060 0.238 0.035 3 lool* |oor*  |oo1*  |ooi* ool 0.03 0.03 1.0
g;‘;g (Dairy cattle) [ 193 3 |001* |oo1* |00l  |ooL*
1.042 3 0073 0105  |0.073  |0.105
3.740 3 |0163 0221|0163  |0.221

Bovine fat 0.060 0.238 0.035 3 |0017 |0018 |0.017  |0018  |0.06 0.19 0.2 1.0
g;‘;g (Dairy cattle) [ 193 3 (0049 |0059  |0.049  |0.059
1.042 3 |0649 0900  |0.649  |0.900
3.740 3 |1711  |2200  |1711  |2.290

Bovine liver 0.060 0.238 0.035 3 (0031 |0034 |003L  |0.034  |0.09 0.34 0.4 1.0
g;‘;g (Dairy cattle) [ 193 3 |0150 |0.182  |0150  |0.82
1.042 3 0993  |1400  |0.993  |1.400
3.740 3 [3030 |3580  |3030  |3.580

Bovine kidney 0.060 0.238 0.035 3 |0012 |0014 |0012  |0014  |002 0.10 0.15 1.0
(Dairy (Dairy cattle) [ 193 3 [0048 |0074 |0048  |0074
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Table 7.2-12:  Overview of the values derived from livestock feeding studies

Dietary burden

Results of the livestock feeding study

Med.

Max.

Dose Level

No

Result for enforce-

Result for RA

Median resi-

Highest

Calculated

Commodity | (mg/kg (mg/kg bw/d) | (mg/kg ment due residue MRL %FAig)r
bw/d) bw/d)® (mg/kg)® (mg/kg)© | (mg/kg)
Mean Max. Mean Max.
(mg/kg) [(mg/kg) |(mglkg) | (mg/kg)
cattle) 1.042 3 02901 |0505 0291  |0.505
3,740 3 (1205 [1.880  |1.295  |1.880
Bovine milk 0.060 0.238 0.035 3 [001%@  |N/A 0.01*©  [N/A 0.01 0.02 0.03 1.0
f;gt?;g (Dairy cattle) T 195 3 [001*® |N/A 0.01*® |N/A
1.042 3 008@ |N/A 0.08@  [N/A
3,740 3 02160 |N/A 0216© [N/A
Sheep meat 0.126 0.520 0.035 3 [001*  |001*  |0.01*  |0.01*  |0.02 0.05 0.06 1.0
(Lamb) | (Lamb) 0.193 3 [001*  |001*  |0.01*  |0.01*
1.042 3 (0073 |0105  |0.073  |0.105
3,740 3 [0163  |0221  |0.163  |0.221
Sheep fat 0.126 0.520 0.035 3 [0017 |0018  |0.017  |0.018  |0.09 0.38 0.4 1.0
(Lamb) | (Lamb) 0.193 3 (0049 [0059  |0.049  |0.059
1.042 3 0649 |0900 |0.649  |0.900
3,740 3 1711|2200 1711 |2.290
Sheep liver 0.126 0.520 0.035 3 [0031 |0034 0031  |0.034 |0.14 0.65 0.7 1.0
(Lamb) | (Lamb) 0.193 3 |0150  |0182  |0.150  |0.182
1.042 3 (0993  |1.400  |0.993  |1.400
3.740 3 (3030 |3580  |3.030 |3.580
Sheep kidney 0.126 0.520 0.035 3 [0012 [0014 |0012  |0.014  |0.03 0.25 0.3 1.0
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Table 7.2-12:  Overview of the values derived from livestock feeding studies

Dietary burden

Results of the livestock feeding study

_ Med. Max. Dose Level |No |Result for enforce- | Result for RA Median resi- | Highest | Calculated CF for
Commodity (ma/kg (mg/kg bw/d) | (mg/kg ment due residue MRL RAW
bw/d) bw/d)® (mg/kg)® (mg/kg)© | (mg/kg)
Mean Max. Mean Max.
(mg/kg) | (mg/kg) | (mg/kg) | (mglkg)
(Lamb)  [(Lamb) 0.193 3 |0048 |0074  [0.048  |0.074
1.042 3 |0201 |0505  [0291  |0.505
3.740 3 [1205 [1.880  [1.295  |1.880
Sheep milk 0.099 0.407 0.035 3 [001*®  |N/A 0.01*®  |N/A 0.01 0.03 0.04 1.0
(Ram/Ewe) | (Ram/Ewe) T4 143 3 |001*® |[N/A 0.01*© |N/A
1.042 3 [008® [NA 0.08©@ |N/A
3.740 3 [0216@ |N/A 0216© |N/A
Pig meat 0.005 0.014 0.035 3 |oo1*  |oo1*  |0.01*  |0.01*  |0.01 0.01 0.01* 1.0
(Breeding) | (Breeding) 4 19 3 |oo1*  |oo1*  [0.01*  |0.01*
1.042 3 |0073 |0105  [0.073  |0.105
3.740 3 |0163  |0221  [0.163  |0.221
Pig fat 0.005 0.014 0.035 3 |0017 |0018  [0.017  |0.018  |0.002 0.01 0.01* 1.0
(Breeding) | (Breeding) 4 19 3 |0049  [0059  [0.049  |0.059
1.042 3 |0649 |0900  [0.649  |0.900
3.740 3 |1711 |2200  [1711  |2.290
Pig liver 0.005 0.014 0.035 3 [0031 [0034 |0.031  |0.034  |0.005 0.013 0.015 1.0
(Breeding) | (Breeding) 4 19 3 [0150  |0.182  |0.150  |0.182
1.042 3 (0993  [1.400  [0.993  |1.400
3.740 3 (3030 [3580 [3.030  |3.580
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Table 7.2-12:  Overview of the values derived from livestock feeding studies

Dietary burden

Results of the livestock feeding study

_ Med. Max. Dose Level |No |Result for enforce- | Result for RA Median resi- | Highest | Calculated CF for
Commodity (ma/kg (mg/kg bw/d) | (mg/kg ment due residue MRL RAW
bw/d) bw/d)® (mg/kg)® (mg/kg)© | (mg/kg)
Mean Max. Mean Max.
(mg/kg) | (mg/kg) | (mg/kg) | (mglkg)
Pig kidney 0.005 0.014 0.035 3 |0012 |0014  [0.012  |0.014  |0.002 0.01 0.01* 1.0
(Breeding) | (Breeding) 4 19 3 |0048 |0074  [0.048  |0.074
1.042 3 |0201 |0505  [0291  |0.505
3.740 3 [1205 [1.880  [1.295  |1.880
Poultry meat 0.035 0.147 0.010 3 |oo1*  |o01*  [0.062  |0.062  |0.06 0.07 0.015 6.2
(Layer) | (Layen) 0.096 3 |001*  |0.01*  |0.062  |0.062
0.296 3 |oo01*  |0.01*  |0.062  |0.062
0.984 3 |0016  |0.027  |0.099  |0.167
Poultry fat 0.035 0.147 0.010 3 |oo1*  |001*  [0.163  |0.63  |0.16 0.36 0.03 16.3
(Layer) | (Layen) 0.096 3 |oo01*  |oo01*  [0.163  |0.163
0.296 3 |0022 |0025  [0.359  |0.408
0.984 3 |0167  |0250  |2722  |4.075
Poultry liver 0.035 0.147 0.010 3 [oo01*  |001*  [0.049  |0.049  |0.05 0.13 0.03 4.9
(Layer) | (Layen) 0.096 3 |0013 |0017  [0.064  |0.083
0.296 3 |0015 |0021  [0.074  |0.103
0.984 3 [0038 [0060 [0.186  |0.204
Eggs 0.035 0.147 0.010 3 [oo01*  |001*  [0.049  |0.049  |0.05 0.05 0.015 4.9
(Layer) | (Layen) 0.096 3 [001*  |001*  [0.049  |0.049
0.296 3 |001*  |001* (0049  |0.049
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Table 7.2-12:  Overview of the values derived from livestock feeding studies

Dietary burden

Results of the livestock feeding study

Med. Max. Dose Level |[No |Result for enforce- | Result for RA Median resi- Hig_hest Calculated CF for
Commodity (ma/kg (mg/kg bw/d) | (mg/kg ment due residue MRL RAW
bw/d) bw/d)® (mg/kg)® (mg/kg)© | (mg/kg)
Mean Max. Mean Max.
(mg/kg) |(mg/kg) |(mg/kg) |(mg/kg)
0.984 3 0.035 0.042 0.172 0.206
New data
No new data

N/A: Not applicable — only the mean values are considered for calculating MRLs in milk.

n.r.. Not reported

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

(F): MRL is expressed as mg/kg of fat contained in the whole product.
(a): Based on a xx kg animal consuming xx kg feed DM/day.

(b): Median residue value according to the enforcement residue definition, derived by interpolation/extrapolation from the feeding study for the median dietary burden (FAO, 2009).
(c): Highest residue value (tissues, eggs) or mean residue value (milk) according to the enforcement residue definition, derived by interpolation/extrapolation of the maximum dietary burden between

the relevant feeding groups of the study (FAQ, 2009).

(d): The median conversion factor for enforcement to risk assessment.

(e): Mean residue level from day 3 until day 28 (3 cows, 9 sampling days).



BAS 758 00 F / Revyflex Plus Page 48 /324
Part B — Section 7 - Core Assessment
ZRMS version

Conclusion on feeding studies

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

The current Excel calculator Animal model 2017 .xls developed by EFSA was used and therefore new MRLs
of BAS 750 F in swine liver and milk were proposed in context of submissions for product BAS 750 11 F
in Core C and S. Both submissions were recently evaluated and MRLs were raised accordingly (EFSA,
2020).

Accepted by the ZRMS.
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7.24.1 Dietary burden calculation in Triazole derived metabolites

Austria 2019:

As the dietary burden in the TDM review did not account for residues of TDMs arising from treatment with
BAS 750 F, additional dietary burden calculations have been undertaken in the DAR (UK, 2018) in the
framework of the active substance approval to address these residues specifically. The dietary burden cal-
culation has been performed according to the approach presented in the OECD Guidance document on
residues in livestock, series on pesticides No 73 for a total of 9 animal species, fish excluded.

All feed items, which might be treated with the active substance have been considered. In this calculation
the registered as well as the proposed uses of BAS 750 F are considered. A separate calculation has been
made for each TDM (1,2,4-T, TA, TAA and TLA).

Even in the absence of maintenance treatments with triazole-containing plant protection products, many
residue trials showed measurable residues of TDMs in the control samples. These residues are attributed to
the use of triazole-containing plant products on the test plots during previous seasons. Therefore, the levels
of TDM residues measured in the treated samples are considered to properly reflect the residues that result
from the test item and from the use of triazole-containing plant protection products during previous growing
seasons. Whenever the residues measured in the control samples exceeded the levels found in the corre-
sponding treated samples, the residues in the control samples were taken into account (instead of the resi-
dues in the corresponding treated samples) for the calculation of the median and highest residue levels
(STMR and HR).

In summary, the available data package is considered to adequately reflect the residue levels in crops be-
cause it covers:

- Treatment programmes involving several triazole-containing plant protection products.

- Residues that may result from the use of triazole-containing plant protection products during pre-
Vious seasons.

In context of EFSA (2020) overall livestock burden calculations were performed for all TDMs of concern.

For the input values, please refer to Table 7.2-13 and the supplemental document, in which a detailed der-
ivation of input values is presented (BASF DocID 2021/2047472).

The results of the total maximum dietary burden calculations are reported in the tables below (Table 7.2-14
to Table 7.2-17).

Regarding TDMs, overall livestock dietary burden calculations were recently performed by EFSA (EFSA,
2020). As in context of the present submission only cereals are foreseen as intended crops, in the following
the input values for 1,2,4-T, TA, TAA and TLA in cereal matrices are shown and compared to the derived
values as shown in Table 7.2-9 (values in brackets). The worst case was used for dietary burden calculations
only.
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Table 7.2-13:

der consideration)

TDM input values for the dietary burden calculation (considering the uses un-

Median dietary burden

Maximum dietary burden

Input
Feed commodity Input va?ue
value Comment/ Source? Comment/ Source?
(mglkg) .
)
Risk assessment residue definition: 1,2,4-T2
Wheat grain 0.01 STMR? 0.01 | STMR?!
Wheat straw 0.01 STMR? 0.01 | HR?
Wheat gluten meal 0.01 STMR! 0.01 | STMR!
Wheat milled byproducts 0.01 STMR! 0.01 | STMR!
Wheat distiller’s grain (dried) 0.01 STMR? 0.01 | STMR?!
Rve arain 0.01 STMRY, extrapolation 0.01 STMRY, extrapolation
yeg ' from wheat ' from wheat
Rve straw 0.01 STMRY, extrapolation from 0.01 HR?, extrapolation from
y ' wheat ' wheat
Triticale grain 0.01 STMRY, extrapolation 0.01 STMRY, extrapolation
' from wheat ' from wheat
Triticale straw 0.01 STMRY?, extrapolation from 0.01 HR?!, extrapolation from
' wheat ' wheat
Barley grain 0.01 STMR? 0.01 | STMR?!
Barley straw 0.01 STMR? 0.059 | HR!
Barley brewers grain (dried) 0.01 STMR? 0.01 | STMR?!
Oat arain 0.01 STMR?, extrapolation 0.01 STMRY?, extrapolation
g ' from barley ' from barley
Oat straw 0.01 STMRY, extrapolation 0.059 HR?, extrapolation from
' from barley ' barley

funden werden.)

Risk assessment residue definition: TA
(values in brackets are based on calculations with residue values from Fehler! Verweisquelle konnte nicht ge-

Wheat arain 0.25 STMR! 0.25 STMR!
g (0.155) | (STMR in this submission) | (0.155) | (STMR in this submission)
Wheat straw 0.035 STMR! 0.83 | HR?
(0.01) (STMR in this submission) | (0.01) | (HR in this submission)
STMRe (STMR 0.25 x PF STMRe (STMR 0.25 x PF
Wheat aluten meal 0.05 0.19)! 0.05 | 0.19)
g (0.03) (STMR in this submission (0.03) | (STMR in this submission
0.155 x PF 0.19)* 0.155 x PF 0.19)*
STMRp (STMR 0.25 x PF STMRp (STMR 0.25 x PF
. 0.15 0.58)! 0.15 | 0.58)!
Wheat milled byproducts (0.09) | (STMR in this submission | (0.09) | (STMR in this submission
0.155 x PF 0.58)* 0.155 x PF 0.58)!
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Feed commodity

Median dietary burden

Maximum dietary burden

Input
value Comment/ Source?

(mg/kg)

Input
value
(mg/kg
)

Comment/ Source!

Wheat distiller’s grain (dried)

STMRp (STMR 0.25 x PF
0.83 3.3)

(0.51) (STMR in this submission
0.155 x PF 3.3)!

STMRp (STMR 0.25 x PF
0.83 | 3.3)!

(0.51) | (STMR in this submission
0.155 x PF 3.3)!

STMR!

STMR!

Rye grain (00'12555) (STMR in this submission, (00'12555) (STMR in this submission,
' extrapolation from wheat) ' extrapolation from wheat)
STMR! HR?
Rye straw 20'00315; (STMR in this submission, (g'gi) (HR in this submission, ex-
' extrapolation from wheat) ' trapolation from wheat)
0.95 STMR! 0.25 STMR!
Triticale grain © '155) (STMR in this submission, © '155) (STMR in this submission,
' extrapolation from wheat) ' extrapolation from wheat)
1 1
" 0035 |SIMR® 0g3 |HR°
Triticale straw (0.01) (STMR in this submission, (0.01) (HR in this submission, ex-
' extrapolation from wheat) ' trapolation from wheat)
Barlev arain 0.25 STMR! 0.25 | STMR!
ye (0.165) | (STMR in this submission) | (0.165) | (STMR in this submission)
Barlev straw 0.087 STMR! 0.71 | HR?
y (0.018) | (STMR in this submission) | (0.024) | (HR in this submission)
STMRp (STMR 0.25 x PF STMRe (STMR 0.25 x PF
0.01 0.04)* 0.01 | 0.04)!

Barley brewers grain (dried)

(0.007) | (STMR in this submission
0.165 x PF 0.04)!

(0.007) | (STMR in this submission
0.165 x PF 0.04)!

STMR!

STMR!

Oat grain (00i2655) (STMR in this submission, (00i2655) (STMR in this submission,
' extrapolation from barley) ' extrapolation from barley)
1 1
Oat straw 0.087 (SSTTI\I/\I/IRR in this submission 0.71 (HHRR in this submission, ex-
(0.018) ' | (0.024) :

extrapolation from barley)

trapolation from barley)

Risk assessment residue definition: TAA
(values in brackets are based on calculations with residue values from Fehler! Verweisquelle konnte nicht ge-

funden werden.)

Wheat arain 0.087 STMR! 0.087 | STMR!
g (0.087) | (STMR in this submission) | (0.087) | (STMR in this submission)
Wheat straw 0.054 STMR! 0.17 | HR!
(0.054) | (STMR in this submission) | (0.11) | (HR in this submission)
STMRp (STMR 0.087 x STMRp (STMR 0.087 x

Wheat gluten meal

0.08 PF 0.95)!
(0.08) (STMR in this submission
0.087 x PF 0.95)!

0.08 | PF0.95)!
(0.08) | (STMR in this submission
0.087 x PF 0.95)!

Wheat milled byproducts

STMRp (STMR 0.087 x
0.05 PF 0.63)!

(0.05) (STMR in this submission
0.087 x PF 0.63)!

STMRp (STMR 0.087 x
0.05 | PF0.63)!

(0.05) | (STMR in this submission
0.087 x PF 0.63)!
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Median dietary burden Maximum dietary burden
Input
Feed commodity Input va?ue
value Comment/ Source! (mg/kg Comment/ Source!
mg/k
(mg/kg) )
STMRp (STMR 0.087 x STMRp (STMR 0.087 x
Lo . . 0.29 PF 3.3)! 0.29 | PF3.3)!
Wheat distiller’s grain (dried) | ;'59) | (STMR in this submission | (0.29) | (STMR in this submission
0.087 x PF 3.3)! 0.087 x PF 3.3)!
STMR? STMR?
Rye grain (8823) (STMR in this submission, (8823) (STMR in this submission,
' extrapolation from wheat) ' extrapolation from wheat)
STMR? HR!
Rye straw (38‘23) (STMR in this submission, (g'ﬂ) (HR in this submission, ex-
' extrapolation from wheat) ' trapolation from wheat)
STMR! STMR!
Triticale grain (882;) (STMR in this submission, (882;) (STMR in this submission,
' extrapolation from wheat) ' extrapolation from wheat)
1 1
" 0054 |SIMR® 017 |HR
Triticale straw (0.054) (STMR in this submission, (0.11) (HR in this submission, ex-
' extrapolation from wheat) ' trapolation from wheat)
Barlev arain 0.11 STMR! 0.11 | STMR!
9 (0.092) | (STMR in this submission) | (0.092) | (STMR in this submission)
Barlev straw 0.054 STMR? 0.45 | HR?
y (0.034) | (STMR in this submission) | (0.04) | (HR in this submission)
STMRp (STMR 0.11 x PF STMRp (STMR 0.11 x PF
. . 0.01 0.1)* 0.01 | 0.1)?
Barley brewers grain (dried) | 4 509y | (STMR in this submission | (0.009) | (STMR in this submission
0.092 x PF 0.1)! 0.092 x PF 0.1)!
011 STMR! 011 STMR!
Oat grain © 692) (STMR in this submission, © '092) (STMR in this submission,
' extrapolation from barley) ' extrapolation from barley)
STMR? HR!
Oat straw (3823) (STMR in this submission, (8'33) (HR in this submission, ex-
' extrapolation from barley) ' trapolation from barley)
Risk assessment residue definition: TLA
(values in brackets are based on calculations with residue values from Fehler! Verweisquelle konnte nicht ge-
funden werden.)
Wheat arain 0.01 STMR? 0.01 | STMR?!
g (0.01) | (STMR in this submission) | (0.01) | (STMR in this submission)
Wheat straw 0.077 STMR! 150 | HR!
(0.04) (STMR in this submission) | (0.064) | (STMR in this submission)
STMRp (STMR 0.01 x PF STMRp (STMR 0.01 x PF
1 1
Wheat gluten meal 0.02 18) s o e L) s .
(0.02) (STMR in this submission (0.02) | (STMR in this submission
0.01 x PF 1.8)! 0.01 x PF 1.8)!
STMRp (STMR 0.01 x PF STMRp (STMR 0.01 x PF
. 0.07 7.0) 0.07 | 7.0)?
Wheat milled byproducts (0.07) | (STMR in this submission | (0.07) | (STMR in this submission
0.01 x PF 7.0)* 0.01 x PF 7.0)*
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Median dietary burden

Maximum dietary burden

. Input
Feed commodity Input value
value Comment/ Source! (mg/kg Comment/ Source!
(mg/kg) )
STMRp (STMR 0.01 x PF STMRp (STMR 0.01 x PF
Lo . . 0.03 3.3)1 0.03 |3.3)!
Wheat distiller’s grain (dried) | 03y | (STMR in this submission | (0.03) | (STMR in this submission
0.01 x PF 3.3)! 0.01 x PF 3.3)!
0.01 STMR? 0.01 STMR?
Rye grain (0.01) (STMR in this submission, (0'01) (STMR in this submission,
' extrapolation from wheat) ' extrapolation from wheat)
0077 | STMR 150 | HR
Rye straw (O' 04) (STMR in this submission, © 664) (STMR in this submission,
' extrapolation from wheat) ' extrapolation from wheat)
0.01 STMR! 0.01 STMR!
Triticale grain (0-01) (STMR in this submission, (0'01) (STMR in this submission,
' extrapolation from wheat) ' extrapolation from wheat)
0.077 STMR! 1.50 HR'
Triticale straw (O' 04) (STMR in this submission, © 664) (STMR in this submission,
' extrapolation from wheat) ' extrapolation from wheat)
Barlev arain 0.076 STMR! 0.076 | STMR!
9 (0.01) | (STMR in this submission) | (0.01) | (STMR in this submission)
Barlev straw 0.495 STMR? 11.0 | HR?
y (0.052) | (STMR in this submission) | (0.082) | (STMR in this submission)
STMRe (STMR 0.076 x STMRe (STMR 0.076 x
Barley brewers grain (dried) 0.01 PF 0.07)" o PF 0.07)°
(0.007) | (STMR in this submission | (0.007) | (STMR in this submission
0.01 x PF 0.07)! 0.01 x PF 0.07)!
STMR! STMR!
Oat grain 2)000716) (STMR in this submission, ?00078 (STMR in this submission,
' extrapolation from barley) ' extrapolation from barley)
STMR? HR!
0.495 S - 11.0 s -
Oat straw (0.052) (STMR in this submission, (0.082) (HR in this submission, ex-

extrapolation from barley)

trapolation from barley)

HR = highest residue, STMR = Supervised Trials Median Residue
For Source, please refer to the supplemental document (BASF DoclD 2021/2047472)
For 1,2,4-T, STMR and HR calculations are based on residue values from Table 7.2-9 and are 0.01 mg/kg for all matrices in

1
2

this submission
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Table 7.2-14: Results of the dietary burden calculation for 1,2,4-T
Animal species Median Maximum die- | Highest contrib- Max dietary Trigger
dietary burden tary burden uting commodity | burden (mg/kg | exceeded
(mg/kg bw/d) (mg/kg bw/d) DM) (Y/N)
1,24-T
Beef cattle* 0.001 0.002 potato process 0.07 no
waste
Dairy cattle* 0.002 0.003 beet, sugar, tops 0.07 no
Ram/Ewe 0.002 0.002 potato process 01 no
waste
Lamb 0.002 0.003 potato process 007 no
waste
Breeding swine 0.001 0.001 beet, sugar, tops 0.05 no
Finishing swine* 0.001 0.001 potato, culls 0.03 no
Broiler poultry 0.001 0.001 potato, culls 0.02 no
Layer poultry* 0.001 0.001 beet, sugar, tops 0.02 no
Turkey 0.001 0.001 potato, culls 0.02 no

* These categories correspond to those (formerly) assessed at EU level.

For all animal species considered, the maximum dietary burden of 1,2,4-Triazole resulting from treatment
with BAS 750 F is below the trigger value of 0.004 mg/kg bw/day. Thus, no further consideration of the
residues in animal commaodities is required.

Table 7.2-15: Results of the dietary burden calculation for TA
Animal species Median Maximum die- | Highest contrib- Max dietary Trigger
dietary burden tary burden uting commodity | burden (mg/kg | exceeded
(mg/kg bw/d) | (mg/kg bw/d) DM) (YIN)
TA
Beef cattle* 0.012 0.020 rape meal 0.81 yes
Dairy cattle* 0.011 0.024 potato culls 0.63 yes
Ram/Ewe 0.013 0.030 rape meal 0.90 yes
Lamb 0.018 0.037 rape meal 0.86 yes
Breeding swine 0.011 0.018 canola meal 0.78 yes
Finishing swine* 0.015 0.023 canola meal 0.77 yes
Broiler poultry 0.032 0.037 canola meal 0.52 yes
Layer poultry* 0.027 0.035 canola meal 0.51 yes
Turkey 0.033 0.043 canola meal 0.60 yes

* These categories correspond to those (formerly) assessed at EU level.

The maximum dietary burden of TA (triazole alanine) resulting from treatment with BAS 750 F exceeds
the trigger value of 0.004 mg/kg bw/day for all animal species considered, thus further consideration of the
residues in animal commodities is required.
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Table 7.2-16: Results of the dietary burden calculation for TAA
Animal species Median Maximum die- | Highest contrib- Max dietary Trigger
dietary burden tary burden uting commodity | burden (mg/kg | exceeded
(mg/kg bw/d) (mg/kg bw/d) DM) (Y/N)
TAA
Beef cattle* 0.003 0.006 barley straw 0.24 yes
Dairy cattle* 0.004 0.009 barley straw 0.25 yes
Ram/Ewe 0.004 0.013 barley straw 0.40 yes
Lamb 0.006 0.016 barley straw 0.38 yes
Breeding swine 0.004 0.004 distiller’s grain 0.16 no
Finishing swine* 0.005 0.005 distiller’s grain 0.16 yes
Broiler poultry 0.008 0.008 distiller’s grain 0.12 yes
Layer poultry* 0.009 0.011 barley straw 0.16 yes
Turkey 0.007 0.007 distiller’s grain 0.10 yes

* These categories correspond to those (formerly) assessed at EU level.

The maximum dietary burden of TAA (triazole acetic acid) resulting from treatment with BAS 750 F ex-
ceeds the trigger value of 0.004 mg/kg bw/day for all animal species considered except for breeding swine,
thus further consideration of the residues in animal commodities is required.

Table 7.2-17: Results of the dietary burden calculation for TLA
Animal species Median Maximum die- | Highest contributing | Max dietary Trigger
dietary burden tary burden commodity burden (mg/kg | exceeded
(mg/kg bw/d) (mg/kg bw/d) DM) (Y/N)
TLA
Beef cattle* 0.006 0.091 barley straw 3.80 yes
Dairy cattle* 0.011 0.147 barley straw 3.81 yes
Ram/Ewe 0.014 0.250 barley straw 7.50 yes
Lamb 0.018 0.319 barley straw 7.50 yes
Breeding swine 0.003 0.004 beet, sugar, tops 0.16 no
Finishing swine* 0.003 0.003 beet, sugar, dried pulp 0.11 no
Broiler poultry 0.006 0.006 barley, grain 0.08 yes
Layer poultry* 0.008 0.048 barley, straw 0.70 yes
Turkey 0.005 0.005 barley, grain 0.07 yes

* These categories correspond to those (formerly) assessed at EU level.

The maximum dietary burden of TLA (triazole lactic acid) resulting from treatment with BAS 750 F ex-
ceeds the trigger value of 0.004 mg/kg bw/day for all animal species considered except for swine, thus
further consideration of the residues in animal commaodities is required.
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As recently already concluded by EFSA (EFSA, 2020), regarding TDMs, the calculated intakes exceeded
the trigger value of 0.004 mg/kg bw per day for TA, TLA and TAA. The calculations demonstrated that the
livestock exposure to the residues of these three metabolites resulting from the existing and intended uses
of mefentrifluconazole are lower than or identical to the burdens that were calculated in context of EFSA
2018b and EFSA 2020. Given that residues of 1,2,4-triazole is not significant in the livestock diets
(<0.004 mg/kg bw per day) further consideration is not required.

The following statement made by EFSA (EFSA, 2020) is still considered appropriate: [...] Although the
calculations for the TDMs were not provided, considering the results of the dietary burden calculations
performed with parent mefentrifluconazole in livestock and the residue levels of TDMs in feed which may
occur from the intended applications, it can be reasonably assumed that significant residues of the individ-
ual TDMs (> 0.1 mg/kg DM) are not likely in the total diet of fish.

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

7.25.1 Available data for all crops under consideration

No new data were submitted in the framework of this application. In the context of the Annex I inclusion
process two processing studies in wheat and barley have been submitted by the applicant. These studies are
summarized in the table below. For a detailed assessment refer to the EFSA conclusion (2018a) and to
EFSA, 2020.

Table 7.2-18: Overview of the available processing studies
Processed commodity | Number of Median PF * Median Comments Reference
studies CF **®
EU data
Enforcement residue definition: parent BAS 750 F
Risk assessment residue definition:
a) BAS750 F
b) triazole derivative metabolites (TDMs) with a separate assessment of: 1) TA and TLA, 2) TAA, 3) 1,2,4-T
wheat/bran 1 (3trials) | 2.94 (BAS 750 F) na. |- EFSA, 2018a
BASF DoclD
2.86 (TA) n.a. 2014/1315283
1.35 (TAA) na.
wheat/flour <0.29 (BAS 750 F) n.a.
0.51 (TA) na.
0.81 (TAA) n.a.
wheat/germ 1.12 (BAS 750 F) n.a.
0.97 (TA) n.a.
0.70 (TAA) n.a.
wheat/middlings 2.26 (BAS 750 F) n.a.
2.74 (TA) n.a.
1.42 (TAA) na.
wheat/shorts 3.53 (BAS 750 F) n.a.
3.54 (TA) na.
2.00 (TAA) n.a.
wheat/gluten 0.55 (BAS 750 F) n.a.
0.51 (TA) na.
1.15 (TAA) n.a.
wheat/gluten feed meal <0.29 (BAS 750 F) n.a.
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barley/brewing malt

0.5 (BAS 750 F)

0.19 (TA) na.
0.95 (TAA) n.a.
wheat/starch <0.29 (BAS 750 F) n.a.
<0.03 (TA) n.a.
<0.05 (TAA) na.
wheat/whole meal flour 0.79 (BAS 750 F) n.a.
1.0 (TA) n.a.
0.90 (TAA) na.
wheat/whole grain bread 0.56 (BAS 750 F) n.a.
0.86 (TA) n.a.
1.19 (TAA) na.
wheat/milled byproducts 0.62 (BAS 750 F) n.a.
0.58 (TA) n.a.
0.65 (TAA) n.a.
vyheat/aspirated grain frac- 38.46 (BAS 750 F) n.a.
o 0.69 (TA) n.a.
0.63 (TAA) n.a.
wheat/silage, wet 1.19 (BAS 750 F) n.a.
wheat/silage, wilted 1.88 (BAS 750 F) n.a.
barley/pearled, pot barley |1 (3 trials) | 0.12 (BAS 750 F) n.a. EFSA, 2018a
BASF DoclD
0.84 (TA) n.a. 2014/1315282
0.71 (TAA) n.a.
0.52 (TLA) n.a.
barley/flour 3.67 (BAS 750 F) n.a.
1.20 (TA) na.
2.11 (TAA) n.a.
3.86 (TLA) n.a.
barley/bran 5.00 (BAS 750 F) n.a.
2.08 (TA) n.a.
1.33 (TAA) na.
0.64 (TLA) n.a.
n.a.
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0.51 (TA) na.
0.89 (TAA) n.a.
0.23 (TLA) n.a.
barley/malt sprouts 1.09 (BAS 750 F) n.a.
1.72 (TA) n.a.
2.71 (TAA) na.
<0.07 (TLA) n.a.
barley/beer <0.04 (BAS 750 F) n.a.
<0.04 (TA) n.a.
0.15 (TAA) n.a.
1.71 (TLA) n.a.
barley/brewers grain (dried) 2.38 (BAS 750 F) n.a.
<0.04 (TA) na.
0.08 (TAA) n.a.
<0.07 (TLA) na.
barley/brewers yeast 0.19 (BAS 750 F) n.a.
0.60 (TA) n.a.
0.22 (TAA) na.
0.30 (TLA) n.a.
New data
No new data

* 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.
@: n.a. not applicable, since residue definitions for risk assessment and for monitoring do NOT differ

* 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.
@: n.a. not applicable, since residue definitions for risk assessment and for monitoring do NOT differ
1,2,4-T = 1,2,4-triazole, TA = triazole alanine, TAA = triazole acetic acid, TLA = triazole lactic acid

7.25.2 Conclusion on processing studies

The processing studies for BAS 750 F are sufficient to cover the intended use of BAS 758 00 F.
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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 suc-
ceeding crops are available/have been submitted and are summarized hereafter.

7.2.6.1 Field rotational crop studies (KCA 6.6.2)

Available data

No new data was submitted in the framework of this application. In the context of the Annex | inclusion
process one study for residues in succeeding crops has been submitted by the applicant. This study is sum-
marized in the table below. For a detailed assessment refer to the EFSA conclusion (2018a).

Table 7.2-19: Summary of available studies in field rotational crops
Rate (kg as/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
EU data
None, 1x 0.300 Leafy Lettuce 30 £1 EFSA, 2018a
bare soil (n.a) vegetables - 120+3 BASF DoclD
application Spinach 365+5 2015/1106682
Root and tuber |Radish
vegetables Carrot
Brassica Cauliflower
vegetables Broccoli
Cereals Wheat
New data
No new data
n.a. not applicable
* replant interval (days)

Conclusion on rotational crops studies

No significant residues of BAS 750 F were found in representative rotational crops with BAS 750 F being
<0.01 mg/kg (LOQ) in leafy vegetables (lettuce/spinach), root/tuber (carrot/radish), brassica vegetables and
cereals (wheat). Study conditions with bare soil application of maximal annual application rate are repre-
sentative of plateau concentration estimated for multi-year application.

Residues of 1,2,4-T do not exceed the LOQ of 0.01 mg/kg for different representative succeeding crops at
any plant back interval (30, 120, 365 days).

Residues of TAA do not exceed the LOQ of 0.01 mg/kg for root and tuber, brassica and leafy crops at any
plant back interval (30, 120, 365 days). Residues of TAA were detected in wheat at all plant back intervals
(up to 0.35 mg/kg in treated wheat grain, up to 0.15 mg/kg in straw, most controls contained background
levels but lower than treated samples).
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Residues of TA were detected in all commodities at all plant back intervals. Residues were highest in wheat
commodities and leafy crops (up to 0.52 mg/kg in treated wheat grain; up to 0.35 mg/kg in flowering bras-
sica; most controls contained background levels but lower than treated samples).

Residues of TLA were detected in all commaodities except leafy crops at all plant back intervals. Residues
were highest in wheat commaodities (up to 0.16 mg/kg in treated wheat straw; most controls contained back-
ground levels but commonly lower than treated samples).

In conclusion, for the use of BAS 750 F supported in the present dossier, no replant restrictions are required.
As no significant residues of BAS 750 F are expected, the default MRL of 0.01 mg/kg is appropriate for
rotational crops.

7.2.7 Other / special studies (KCA 6.10, KCA 6.10.1)

The available data for the active substance sufficiently address aspects of the residue situation that might
arise from the use of BAS 758 00 F. Therefore, other special studies are not needed.

For the intended uses on cereals no further studies regarding honey are necessary. According
SANTE/11956/2016 rev. 9, cereals (barley, oat, wheat, triticale and rye) does not have melliferous capacity.
However, in the context of the MRL application (EFSA-Q-2021-00692) two new studies of residues in bee
products for human consumption resulting from residues taken up by honeybees from oilseed rape/rapeseed
inflorescences, pollen and honey and buckwheat inflorescences and honey have been submitted by the ap-
plicant. Results indicated that no residues of BAS 750 F are expected in honey. For details please refer to
the MRL application (EFSA-Q-2021-00692).

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

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

7.2.8.1 Input values for the consumer risk assessment

For sake of being comprehensive, residue data from all previous submissions were taken into account as a
worst-case scenario of the chronic risk assessment.

In context of TMDI calculations, the (default) MRLs as reported in Reg. (EU) 2021/590 were used as input
values.

The following table summarizes the input values from plant and animal commaodities used for the chronic
(IEDI) and acute (IESTI) dietary risk assessment (according to EFSA PRIMO model vers. 3.1).

Table 7.2-20: Input values for the consumer risk assessment

Chronic risk assessment Acute risk assessment
) (normal mode) (refined calculation mode)
Commodity I I
nput nput
Comment Comment
(mg/kg) (mg/kg)

Risk assessment residue definition plant and animal except poultry: parent BAS 750 F

Risk assessment residue definition poultry: sum of parent BAS 750 F, metabolite M750F022 and fatty acid conju-
gates of M750F022, expressed as parent equivalents

(Values in brackets are based on calculations with residue values from Table 7.2-9)

Products of plant origin
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Table 7.2-20:  Input values for the consumer risk assessment

Chronic risk assessment Acute risk assessment
) (normal mode) (refined calculation mode)
Commodity I I
nput nput
Comment Comment
(mg/kg) (mg/kg)
. STMR, extrapolation from apple
Pome fruits 0.08 and pear (EFSA, 2020) -
Apricots 0.15 STMR (EFSA, 2020) -
Cherries 0.48 STMR (EFSA, 2020) -
Peaches 0.15 STMR (EFSA, 2020) -
Plums 0.11 STMR (EFSA, 2020) -
STMR, extrapolation from wine -
Table grapes 0.18 grapes (EFSA, 2020)

Wine grapes 0.18 STMR (EFSA, 2020) -
Potatoes 0.01 STMR (EFSA, 2020) -
Sweet cormn 0.01 STMR, extrapolation from corn -

(EFSA, 2020)

Sunflower seeds 0.01 STMR (EFSA, 2020) -

Rapeseeds / canola seeds 0.01 STMR (EFSA, 2020) -

STMR (EFSA, 2018a)

0.10 STMR (EFSA, 2018a) 0.10 X e L
Barley (0.044) | (STMR in this submission) (0.044) gﬂ';"R in this submis
Maize/corn 0.01 STMR (EFSA, 2020) -
0.10 STMR, extrapolation from bar- 0.10 STMR (EFSA, 2018a)*
Oats © 644) ley (EFSA, 2018a) © 644) (STMR* in this submis-
' (STMR in this submission) ' sion)
0.01 STMR, extrapolation from 0.01 STMR (EFSA, 2018a)*
Rye (0' 01) wheat (EFSA, 2018a) (0‘ 01) (STMR* in this submis-
' (STMR in this submission) ' sion)
Wheat 0.01 STMR (!EFS'.A" 2018_{’1) . 0.01 (SJTI\Q/IRR(*Eiistﬁiyszs?Jlb??s-
(0.01) | (STMR in this submission) (0.01) sion)
Sugar beet roots 0.02 STMR (EFSA, 2020) -

Products of animal origin

Risk assessment residue definition plant and animal except poultry: parent BAS 750 F

Swine: Meat 0.01 STMR (EFSA, 2018a) -
Swine: Fat free of lean 0.01 STMR (EFSA, 2018a) )
meat

Swine: Liver 0.01 STMR (EFSA, 2018a) -
Swine: Kidney 0.01 STMR (EFSA, 2018a) -
Swine: Edible offal 0.01 STMR (EFSA, 2018a) -
Swine: Others 0.01 STMR (EFSA, 2018a) -
Bovine: Meat 0.024 | STMR (EFSA, 2018a) -
Bovine: Fat 0.06 STMR (EFSA, 2018a) -
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Table 7.2-20:  Input values for the consumer risk assessment

Chronic risk assessment Acute risk assessment
(normal mode) (refined calculation mode)
Commodity Input Input
(ma/kg) Comment (ma/kg) Comment
Bovine: Liver 0.09 STMR (EFSA, 2018a) -
Bovine: Kidney 0.02 STMR (EFSA, 2018a) -
Bovine: Edible offal 0.02 STMR (EFSA, 2018a) -
Bovine: Others 0.09 STMR (EFSA, 2018a) -
Sheep: Meat 0.032 | STMR (EFSA, 2018a) -
Sheep: Fat 0.09 | STMR (EFSA, 2018a) -
Sheep: Liver 0.14 STMR (EFSA, 2018a) -
Sheep: Kidney 0.03 STMR (EFSA, 2018a) -
Sheep: Edible offal 0.03 STMR (EFSA, 2018a) -
Sheep: Others 0.14 STMR (EFSA, 2018a) -
Goat: Meat 0.032 STMR (EFSA, 2018a) -
Goat: Fat 0.09 STMR (EFSA, 2018a) -
Goat: Liver 0.14 STMR (EFSA, 2018a) -
Goat: Kidney 0.03 STMR (EFSA, 2018a) -
Goat: Edible offal 0.03 STMR (EFSA, 2018a) -
Goat: Others 0.14 STMR (EFSA, 2018a) -
Horse: Meat 0.024 | STMR (EFSA, 2018a) -
Horse: Fat 0.06 STMR (EFSA, 2018a) -
Horse: Liver 0.09 STMR (EFSA, 2018a) -
Horse: Kidney 0.02 STMR (EFSA, 2018a) -
Horse: Edible offal 0.02 STMR (EFSA, 2018a) -
Horse: Others 0.09 STMR (EFSA, 2018a) -
Poultry: Meat 0.062 | STMR (EFSA, 2018a) -
Poultry: Fat 0.163 | STMR (EFSA, 2018a) -
Poultry: Liver 0.05 STMR (EFSA, 2018a) -
Poultry: Kidney 0.05 STMR (EFSA, 2018a) -
Poultry: Edible offal 0.05 STMR (EFSA, 2018a) -
Poultry: Others 0.05 STMR (EFSA, 2018a) -
'(\:";t't'iea”d milk products: | 601 | STMR (EFSA, 20182) -
g’}'g';pa”d milk products: 001 | STMR (EFSA, 2018a) -
Millk and milk products: | g0 | STMR (EFsA, 20182) .
L"(i)'r';ea”d milk products: | 601 | STMR (EFSA, 20182) -
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Table 7.2-20:  Input values for the consumer risk assessment
Chronic risk assessment Acute risk assessment
c gi (normal mode) (refined calculation mode)
ommodity
Input Input
(ma/kg) Comment (ma/kg) Comment
Milk and milk products: 0.01 STMR (EFSA, 2018a) )
Others
Birds’ eggs 0.05 STMR (EFSA, 2018a) -
Eggs: Chicken 0.05 STMR (EFSA, 2018a) -
Eggs: Duck 0.05 STMR (EFSA, 2018a) -
Eggs: Goose 0.05 STMR (EFSA, 2018a) -
Eggs: Quail 0.05 STMR (EFSA, 2018a) -
Other eggs 0.05 STMR (EFSA, 2018a) -
Processed products of plant origin
0.004 STMR, (STMR* 0.1 x
' PF 0.04)
Barley /beer i (0.002) (STMR* in this submis-
' sion 0.044 x PF 0.04)
0.367 STMR;, (STMR* 0.1 x
- ' PF 3.67)
Barley / milling (flour) - 0162 (STMR* i this submis-
' sion 0.044 x PF 3.67)
01 STMR*
Barley / cooked i (0.044) (STMR* in this submis-
' sion)
STMR*
0.1
Oat / milling (flakes) - (STMR* in this submis-
. sion, , extrapolation from
(0.044) i lation f
barley)
STMR*
0.1
Oat / boiled - (STMR* in this submis-
. sion, extrapolation from
0.044 i lation f
barley)
STMR;, (STMR* 0.01 x
- 0.0079 | x PF0.79)
XZI/)”Q;'I'('IQQ (whole- (STMR* in this submis-
g (0.0079) | sion 0.01 x PF 0.79, ex-
trapolation from wheat)
0.01 STMR*
Rve / boiled ' (STMR* in this submis-
y (0.01) sion, extrapolation from
' wheat)
0.0056 STMR;, (STMR* 0.01 x
Wheat / bread (whole- ) ' x PF 0.56)
meal) (0.0056) (STMR* in this submis-

sion 0.01 x PF 0.56)
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Table 7.2-20: Input values for the consumer risk assessment

Chronic risk assessment Acute risk assessment
) (normal mode) (refined calculation mode)
Commodity I I
nput nput
Comment Comment
(mg/kg) (mg/kg)
0.01 STMR*
Wheat / bread/pizza - (STMR* in this submis-
(0.01) sion)
0.01 STMR*
Wheat / pasta - (STMR* in this submis-
(0.01) sion)
0.0079 STMR;, (STMR* 0.01 x
Wheat / milling (whole- ) ' X PF 0.79)
meal)-baking (STMR* in this submis-
(0.0079) sion 0.01 x PF 0.79)
*
0.0029 STMR, (STMR* 0.01 x
Wheat / milling (flour) : XPRO29)
(0.0029) (STMR* in this submis-
' sion 0.01 x PF 0.29)

Note, in absence of specific data, STMR and HR values for liver are also used for edible offal and/or kidney

* for oilseeds and cereals the HR is only relevant for post-harvest uses. For other cases, the acute exposure is calculated with the
STMR (EFSA PRIMO model vers. 3.1)

** for milk, the acute exposure is calculated with the STMR (EFSA PRIMO model vers. 3.1)

*** for jam, the acute exposure is calculated with the STMR (EFSA PRIMO model vers. 3.1)

Separate consumer risk assessments are performed for triazole derivative metabolites (TDMs) 1,2,4-T, TA,
TAA and TLA. Toxicological reference values have been established for each triazole derivative metabo-
lites during the EU peer review of confirmatory data for TDMs (EFSA, 2018b). The set endpoints for the
TDMis are shown in the table Table 7.1-2.

For the chronic consumer risk assessment, the STMR values for 1,2,4-T, TA, TAA and TLA derived during
the TDM risk assessment (United Kingdom, 2018b Appendix E) were compared to STMRs after use of
BAS 750 F, please refer to the supplemental document with BASF DocID 2021/2047472. In general, all
STMR values derived from residues following BAS 750 F treatment resulted in lower values than those
used in the TDM review with one exception (barley/oat, grain for TLA).

The acute consumer risk assessment was performed considering the intended use for wheat (with extrapo-
lation to rye) and barley (with extrapolation to oat). STMR and HR values derived in the TDM review
(United Kingdom, 2018b Appendix E) were compared to the residue values following application of
BAS 750 F, please refer to the supplemental document with BASF DoclD 2021/2047472. In general,
STMR/HR values derived from residues following BAS 750 F treatment resulted in higher values com-
pared to those used in TDM review for barley/oats, grain (HR for TA and STMR/HR for TLA).

An overview of the input values (intended uses only) is presented in the table below, details are provided
in the supplemental document with BASF DoclD 2021/2047472. Note: for processing factors please refer
to Table 7.2-18).
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Table 7.2-21: Input values for the consumer risk assessment for TDMs
Chronic risk assessment Acute risk assessment
) (normal mode) (refined calculation mode)
Commodity

Input
(mg/kg)

Comment

Input
(mg/kg)

Comment

Risk assessment residue definition plant and animal: 1,2,4-T
(Values in brackets are based on calculations with residue values from Table 7.2-9)

Products of plant origin

Wheat 0.05 STMR / TDM review 0.05 STMR* / TDM review
(0.01) | (STMR in this submission) (0.01) | (STMR* in this submission)
0.05 STMR / TDM review 0.05 STMR* / TDM review
Rye (0'01) (STMR in this submission), (0'01) (STMR* in this submission),
' extrapolation from wheat ' extrapolation from wheat
Barle 0.05 STMR / TDM review 0.05 STMR* / TDM review
y (0.01) | (STMR in this submission) (0.01) (STMR* in this submission)
0.05 STMR / TDM review 0.05 STMR* / TDM review
Oat ' (STMR in this submission), ' (STMR* in this submission),
(0.01) . (0.01) .
extrapolation from barley extrapolation from barley
Wheat / bread (whole- ) 0.05 STMR* / TDM review
meal) (0.01) (STMR* in this submission)
. 0.05 STMR* / TDM review
Wheat / bread/pizza - (0.01) | (STMR* in this submission)
Wheat / pasta ) 0.05 STMR* / TDM review
P (0.01) | (STMR* in this submission)
Wheat / milling (who- ) 0.05 STMR* / TDM review
lemeal)-baking (0.01) (STMR* in this submission)
- 0.05 STMR* / TDM review
Wheat / milling (flour) - (0.01) | (STMR* in this submission)
STMRp (STMR*/ TDM re-
Barlev / beer ) 0.01 view 0.05 x default PF 0.2)
y (0.002) | (STMR* 0.01 in this submis-
sion x default PF 0.2)
Barley / milling (flour) ) 0.05 STMR* / TDM review
y g (0.01) | (STMR* in this submission)
Barlev / cooked ) 0.05 STMR* / TDM review
y (0.01) | (STMR* in this submission)
0.05 STMR* / TDM review
Oat / milling (flakes) - (0.01) (STMR* in this submission),
' extrapolation from barley
0.05 STMR* / TDM review
Oat / boiled - (0.01) (STMR* in this submission),
' extrapolation from barley
- STMR* / TDM review
EIZ:I/)E:&IIZEQ (whole- (8'8% (STMR* in this submission),
g ' extrapolation from wheat
0.05 STMR* / TDM review
Rye / boiled (0.01) (STMR* in this submission),

extrapolation from wheat
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Table 7.2-21: Input values for the consumer risk assessment for TDMs
Chronic risk assessment Acute risk assessment
) (normal mode) (refined calculation mode)
Commodity

Input

(mg/kg)

Comment

Input

Comment
(mg/kg)

Products of animal
origin and all other
products of plant origin

Derived in context of the TDM review, for details please refer to the supplemental doc-

ument with BASF DoclD 2021/2047472

Risk assessment residue definition plant and animal: TA
(Values in brackets are based on calculations with residue values from Table 7.2-9)

Products of plant origin

Wheat 0.621 | STMR/TDM review 0.621 STMR* / TDM review
(0.155) | (STMR in this submission) (0.155) | (STMR* in this submission)
0.621 STMR / TDM review 0621 STMR* / TDM review
Rye (0'155) (STMR in this submission), (0'155) (STMR* in this submission),
' extrapolation from wheat ' extrapolation from wheat
Barle 0.621 | STMR/TDM review 0.621 STMR* / TDM review
y (0.165) | (STMR in this submission) (0.165) | (STMR* in this submission)
0.621 STMR / TDM review 0621 STMR* / TDM review
Oat ' (STMR in this submission), ' (STMR* in this submission),
(0.165) . (0.165) .
extrapolation from barley extrapolation from barley
STMR;, (STMR* 0.621 x PF
Wheat / bread (whole- ) 0.534 0.86)
meal) (0.133) | (STMR* 0.155 in this submis-
sion x PF 0.86)
. 0.621 STMR* / TDM review
Wheat / bread/pizza - (0.155) | (STMR* in this submission)
Wheat / pasta ) 0.621 STMR* / TDM review
P (0.155) | (STMR* in this submission)
Wheat / milling (who- ) 0.621 | STMR*/TDM review
lemeal)-baking (0.155) | (STMR* in this submission)
STMR, (STMR* 0.621 x PF
- 0.317 0.51)
Wheat / milling (flour) - (0.096) | (STMR* 0.155 in this submis-
sion x PF 0.621)
STMRp (STMR*/ TDM re-
Barlev / beer ) 0.025 | view 0.621 x PF 0.04)
y (0.007) | (STMR* 0.165 in this submis-
sion x PF 0.04)
STMRp (STMR*/ TDM re-
Barley / milling (flour) ) 0.745 | view 0.621 x PF 1.2)
y g (0.198) | (STMR* 0.165 in this submis-
sion x PF 1.2)
Barlev / cooked ) 0.621 STMR* / TDM review
y (0.165) | (STMR* in this submission)
0621 STMR* / TDM review
Oat / milling (flakes) - (0.165) (STMR* in this submission),
' extrapolation from barley
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Table 7.2-21: Input values for the consumer risk assessment for TDMs
Chronic risk assessment Acute risk assessment
) (normal mode) (refined calculation mode)
Commodity I :
nput nput
Comment Comment
(mg/kg) (mg/kg)
0621 STMR* / TDM review
Oat / boiled - ' (STMR* in this submission),
(0.165) .
extrapolation from barley
- STMR* / TDM review
Rye / milling (whole- 0.621 (STMR* in this submission),
meal)-baking (0.155) h
extrapolation from wheat
0621 STMR* / TDM review
Rye / boiled (0.155) (STMR* in this submission),

extrapolation from wheat

Products of animal
origin and all other
products of plant origin

Derived in context of the TDM review, for details please refer to the supplemental doc-

ument with BASF DoclD 2021/2047472

Risk assessment residue definition plant and animal TAA
(Values in brackets are based on calculations with residue values from Table 7.2-9)

Products of plant origin

Wheat 0.79 STMR / TDM review 0.79 STMR* / TDM review
(0.087) | (STMR in this submission) (0.087) | (STMR¥* in this submission)
0.79 STMR / TDM review 0.79 STMR* / TDM review
Rye ' (STMR in this submission), ' (STMR* in this submission),
(0.087) . (0.087) .
extrapolation from wheat extrapolation from wheat
Barle 0.79 STMR / TDM review 0.79 STMR* / TDM review
y (0.092) | (STMR in this submission) (0.092) | (STMR* in this submission)
0.79 STMR / TDM review 0.79 STMR* / TDM review
Oat : (STMR in this submission), : (STMR* in this submission),
(0.092) . (0.092) .
extrapolation from barley extrapolation from barley
STMR;, (STMR* 0.79 x PF
Wheat / bread (whole- ) 0.94 1.19)
meal) (0.104) | (STMR* 0.087 in this submis-
sion x PF 1.19)
. 0.79 STMR* / TDM review
Wheat / bread/pizza - (0.087) | (STMR* in this submission)
Wheat / pasta ) 0.79 STMR* / TDM review
P (0.087) | (STMR* in this submission)
Wheat / milling (who- ) 0.79 STMR* / TDM review
lemeal)-baking (0.087) | (STMR* in this submission)
STMR, (STMR* 0.79 x PF
- 0.64 0.81)
Wheat / milling (flour) - (0.07) | (STMR* 0.087 in this submis-
sion x PF 0.81)
STMRp (STMR*/ TDM re-
Barlev / beer ) 0.119 view 0.79 x PF 0.15)
y (0.014) | (STMR* 0.092 in this submis-

sion x PF 0.15)
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Table 7.2-21: Input values for the consumer risk assessment for TDMs
Chronic risk assessment Acute risk assessment
) (normal mode) (refined calculation mode)
Commodity I :
nput nput
Comment Comment
(mg/kg) (mg/kg)
STMRp (STMR*/ TDM re-
Barley / milling (flour) ) 1.67 view 0.79 x PF 2.11)
y g (0.194) | (STMR* 0.092 in this submis-
sion x PF 2.11)
Barlev / cooked ) 0.79 STMR* / TDM review
y (0.092) | (STMR* in this submission)
0.79 STMR* / TDM review
Oat / milling (flakes) - © 692) (STMR* in this submission),
' extrapolation from barley
0.79 STMR* / TDM review
Oat / boiled - © 692) (STMR* in this submission),
' extrapolation from barley
- STMR* / TDM review
EIZ:I/)E:&IIZEQ (whole- (0067897) (STMR* in this submission),
g ' extrapolation from wheat
0.79 STMR* / TDM review
Rye / boiled © 687) (STMR* in this submission),
' extrapolation from wheat
E:??#(:rs]g;ﬁr:)m;l Derived in context of the TDM review, for details please refer to the supplemental doc-
g . .| ument with BASF DoclD 2021/2047472
products of plant origin

Risk assessment residue definition plant and animal TLA
(Values in brackets are based on calculations with residue values from Table 7.2-9)

Products of plant origin

Wheat 0.022 | STMR/TDM review 0.022 STMR* / TDM review
(0.01) | (STMR in this submission) (0.01) (STMR* in this submission)
0.022 STMR / TDM review 0.022 STMR* / TDM review
Rye (0' 01) (STMR in this submission), (0' 01) (STMR* in this submission),
' extrapolation from wheat ' extrapolation from wheat
Barle 0.076 | STMR 0.076 STMR*
y (0.01) | (STMR in this submission) (0.01) (STM*R in this submission)
STMR STMR*
Oat ?0'0078 (STMR in this submission), ?oogf) (STMR* in this submission),
' extrapolation from barley ' extrapolation from barley
Wheat / bread (whole- ) 0.022 STMR* / TDM review
meal) (0.01) (STMR* in this submission)
. 0.022 STMR* / TDM review
Wheat / bread/pizza - (0.01) | (STMR* in this submission)
Wheat / pasta ) 0.022 STMR* / TDM review
P (0.01) | (STMR* in this submission)
Wheat / milling (who- ) 0.022 STMR* / TDM review
lemeal)-baking (0.01) (STMR* in this submission)
- 0.022 STMR* / TDM review
Wheat / milling (flour) - (0.01) | (STMR* in this submission)
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Table 7.2-21: Input values for the consumer risk assessment for TDMs

Chronic risk assessment Acute risk assessment
) (normal mode) (refined calculation mode)
Commodity I :

nput nput

Comment Comment
(mg/kg) (mg/kg)

STMRp (STMR* 0.076 x PF
Barley / beer - 0.123 1.71)

(0.017) | (STMR* 0.01 in this submis-
sion x PF 1.71)

STMRp (STMR* 0.076 x PF

- 0.293 | 3.86)
Barley / milling (flour) - (0.039) | (STMR* 0.01 in this submis-
sion x PF 3.86)
0.076 STMR*
Barley / cooked - (0.01) | (STMR* in this submission)
0.076 STMR*
Oat / milling (flakes) - (O' 01) (STMR* in this submission),
' extrapolation from barley
0076 | SIMR*
Oat / boiled - (O' 01) (STMR* in this submission),
' extrapolation from barley
- STMR* / TDM review
51%2()-?;1229 (whole- 3000212) (STMR* in this submission),
g ' extrapolation from wheat
0.022 STMR* / TDM review
Rye / boiled (0' 01) (STMR* in this submission),

extrapolation from wheat

Products of animal
origin and all other
products of plant origin

Derived in context of the TDM review, for details please refer to the supplemental doc-
ument with BASF DoclD 2021/2047472

* for oilseeds and cereals the HR is only relevant for post-harvest uses. For other cases, the acute exposure is calculated with the
STMR (EFSA PRIMO model vers. 3.1)
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7.2.8.2 Conclusion on consumer risk assessment
Results of the extensive calculations are presented in Appendix 3.
TMDI Calculation

BAS 750 F
The TMDI calculation was performed with the current EFSA model (version 3.1) using an ADI of
0.035 mg/kg bw/day applying default and established MRLs of Reg. (EU) 2021/590.

The summary of the chronic assessment is presented in Appendix 3. The ADI utilization ranges from 1 to
32% ADI. The highest TMDI was 32% ADI for the “NL toddler”, the highest contributor are apples (12%
ADI).

The TMDI is well below the ADI for all European sub-population groups, therefore no health effects due
to chronic exposure are expected.

IEDI Calculation

BAS 750 F
The IEDI calculation was performed with the current EFSA model (version 3.1) using an ADI of
0.035 mg/kg bw/day and STMRs as listed in Table 7.2-20.

The summary of the chronic assessment is presented in Appendix 3. The ADI utilization ranges from 0.4
to 7% of the ADI. The diet with the highest IEDI is "NL toddler" with 7% of the ADI. For this diet, the
highest contributor is apple with 2% of the ADI. The diet with the second highest IEDI is “DE child” with
6% of the ADI, in which also apple is the major contributor with 3% of the ADI.

The IEDI is well below the ADI for all European sub-population groups, therefore no health effects due to
chronic exposure are expected.

TDMs

The IEDI calculation was performed with the current EFSA model (version 3.1) using an ADI of
0.023 mg/kg bwi/day for 1,2,4-T, 0.3 mg/kg bw/day for TA and TLA and 1 mg/kg bw/day for TAA. Input
values (intended uses) are listed in Table 7.2-21. A complete list of input values and their derivation can be
found in the supplemental document with BASF DoclD 2021/2047472.

The summary of the chronic assessment is presented in Appendix 3. The maximum ADI utilization is 48%
(NL toddler) for 1,2,4-T, 4% (NL toddler) for TA and 1% (NL toddler) for TAA and TLA of the ADI. The
highest contributor is milk (cattle) (42%) for 1,2,4 T, maize, corn (1%) for TA, maize, corn (0.6%) for TAA
and milk (cattle) (0.6%) for TLA.

The IEDI is well below the ADI for all European sub-population groups, therefore no health effects due to
chronic exposure are expected.

Accepted by the zZRMS
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IESTI Calculation

BAS 750 F

A refined IESTI calculation was performed with the current EFSA model (version 3.1) using an ARfD of
0.15 mg/kg bw/day and STMRs as listed in Table 7.2-20 for wheat (with extrapolation to rye) and barley
(with extrapolation to oat).

The summary of the acute assessment is presented in Appendix 3. For children, the highest ARTD utilization
was 0.4% for consumption of barley and second highest for wheat (0.1%). For adults, the highest ARfD
utilization was 0.3% for consumption of barley.

For processed commadities, the highest ARfD utilization was 0.4% for consumption of barley/milling
(flour) for children and 0.1% for adults for consumption of oat / boiled.

In both cases the IESTI is well below the ARfD for all commaodities and European sub-population groups,
therefore no health effects due to acute exposure are expected.

TDMs

A refined calculation was performed with the current EFSA model (version 3.1) using an ARfD of
0.1 mg/kg bw/day for 1,2,4-T, 0.3 mg/kg bw/day for TA and TLA and 1 mg/kg bw/day for TAA. Input
values are listed in Table 7.2-21.

The summary of the acute assessment is presented in Appendix 3. For children, the highest ARTD utilization
was for consumption of wheat: 0.7% for 1,2,4-T, 3% for TA and 1% for TAA and for consumption of
barley 0.1% for TLA. For adults, the highest ARfD utilization was for consumption of wheat: 0.4% for
1,2,4-T, 2% for TA, 0.7% for TAA and for consumption of barley 0.1% for TLA.

For processed commodities, the highest ARTD utilization was for consumption of wheat / milling (flour):
0.6% for 1,2,4-T, 1% for TA, 0.8% for TAA and for consumption of barley / milling (flour): 0.2% for TLA
for children. For adults, the highest ARfD utilization was for 1,2,4-T 0.4% for consumption of barley / beer,
for TA 0.9% for consumption of wheat / bread/pizza, 0.4% for TAA for consumption of barley / beer and
2% for TLA for consumption of barley / beer.

In all cases the IESTI is well below ARTD for all commaodities and European sub-population groups, there-
fore no health effects due to acute exposure are expected.
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Table 7.2-22: Consumer risk assessment
BAS 750 F
TMDI (% ADI) according to EFSA PRIMo Highest TMDI: 32% (NL toddler)
IEDI (% ADI) according to EFSA PRIMo Highest IEDI: 7% (NL toddler)
IESTI (% ARTD) according to EFSA PRIMo* unprocessed
Highest IESTI: 0.4% (children, barley)
0.3% (adults, barley)
processed
Highest IESTI: 0.4% (children, barley / milling (flour))

0.1% (adults, oat / boiled)

NTMDI (% ADI) **

not applicable

NEDI (% ADI)**

not applicable

NESTI (% ARfD) **

not applicable

1,2,4-T

TMDI (% ADI) according to EFSA PRIMo

not applicable

IEDI (% ADI) according to EFSA PRIMo Highest IEDI:  48% (NL toddler)
IESTI (% ARfD) according to EFSA PRIMo* unprocessed
Highest IESTI: 0.7% (children, wheat)
0.4% (adults, wheat)
processed
Highest IESTI:  0.6% (children, wheat / milling (flour))

0.4% (adults, barley / beer)

NTMDI (% ADI) **

not applicable

NEDI (% ADI)**

not applicable

NESTI (% ARfD) **

not applicable

TA

TMDI (% ADI) according to EFSA PRIMo

not applicable

IEDI (% ADI) according to EFSA PRIMo Highest IEDI: 4% (NL toddler)
IESTI (% ARfD) according to EFSA PRIMo* unprocessed
Highest IESTI: 3% (children, wheat)
2% (adults, wheat)
processed
Highest IESTI: 1% (children, wheat / milling (flour))

0.9% (adults, wheat / bread/pizza)

NTMDI (% ADI) **

not applicable

NEDI (% ADI)**

not applicable

NESTI (% ARfD) **

not applicable

TAA

TMDI (% ADI) according to EFSA PRIMo

not applicable

IEDI (% ADI) according to EFSA PRIMo Highest IEDI: 1% (NL toddler)
IESTI (% ARTD) according to EFSA PRIMo* unprocessed
Highest IESTI: 1% (children, wheat)

0.7% (adults, wheat)
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processed
Highest IESTI:  0.8% (children, wheat / milling (flour))
0.4% (adults, barley / beer)

NTMDI (% ADI) ** not applicable

NEDI (% ADI)** not applicable

NESTI (% ARfD) ** not applicable

TLA

TMDI (% ADI) according to EFSA PRIMo not applicable

IEDI (% ADI) according to EFSA PRIMo Highest IEDI: 1% (NL toddler)
IESTI (% ARTD) according to EFSA PRIMo* unprocessed

Highest IESTI: 0.1% (children, barley)
0.1% (adults, barley)

processed
Highest IESTI:  0.2% (children, barley / milling (flour))
2% (adults, barley / beer)

NTMDI (% ADI) ** not applicable
NEDI (% ADI)** not applicable
NESTI (% ARfD) ** not applicable

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

The proposed uses of mefentrifluconazole (BAS 750 F) in the formulation BAS 758 00 F do not represent
unacceptable acute and chronic risks for the consumer.

Accepted by the zZRMS
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7.3 Metrafenone

General data on metrafeneone are summarized in the table below (last updated 2017/12/21)
All information reported in this table can be found in the EFSA Conclusion of the peer review of met-

rafenone (EFSA Scientific Report (2006) 58, 1- 72).

Table 7.3-1:  General information on metrafenone

Active substance (ISO Common Name) Metrafenone

IUPAC 3’-bromo-2,3,4,6’-tetramethoxy-2’,6-dimethylbenzophe-

none
Chemical structure O-CH; ¢ O-CH,
O-CH,
O CH,H,C O O-CH,
Br

Molecular formula C19H21BrOs

Molar mass 409.27 g/mol

Chemical group Benzophenone

Mode of action (if available)

The available data suggest that metrafenone interferes
with hyphal morphogenesis, polarized hyphal growth,
and establishment and maintenance of cell polarity.
Metrafenone likely disturbs a pathway regulating
organization of the actin cytoskeleton.

Systemic

Yes

Company (ies)

BASF SE*

Rapporteur Member State (RMS)

UK was the RMS for first review.
Latvia is the RMS for the renewal of approval.

Approval status

Approved. Submission for approval renewal made on
19/10/2015

Date of first approval (14/02/2007) and reference to deci-
sion (COMMISSION DIRECTIVE 2007/6/EC)
Extension of approval -REGULATION (EU) 2018/524).
Regulation (EU) 2022/378

Restriction

Only to be used as a fungicide.

Review Report

SANCO/10280/06 — rev. final, 14/07/2006

Current MRL regulation

Regulation (EU) No 2018/687

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

Yes

EFSA Journal: Conclusion on the peer review

Yes (EFSA Scientific Report (2006) 58, 1- 72)

EFSA Journal: conclusion on article 12

Yes (EFSA Journal 2013;11(12):3498)

Current MRL applications on intended uses

None

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


http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32007L0006
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32018R0687&from=EN
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7.3.1 Stability of Residues (KCA 6.1)

7.3.1.1 Stability of residues during storage of samples

Available data

One new stability study has been submitted by the applicant in the framework of this application. Results
are summarized in the Table below. The detailed assessment of this study is presented in Appendix 2.

Table 7.3-2: Summary of stability data achieved at < - 18°C (unless stated otherwise)
. Characteristics of the Acceptable Maximum
Matrix . . Reference
matrix Storage duration

Data relied on in EU

Plant products

Cereal (grain and straw) High starch content 24 months UK, 2005
EFSA, 2006
BASF DoclD
2002/7004653

Animal Products

Not relevant since no animal feeding studies were required. UK, 2005
EFSA, 2006

New data (Submitted to support the renewal of active substance approval for metrafenone)

Plant products

Wheat (whole plant) High starch content 24 months Lehmann and Mackenroth,
2012, report No.
2012/1166088

Wheat (grain) High starch content 24 months Lehmann and Mackenroth,
2012, report No.
2012/1166088

Wheat straw Dry commaodity 24 months Lehmann and Mackenroth,
2012, report No.
2012/1166088

Conclusion on stability of residues during storage

Residues of metrafenone are stable for at least 24 months in wheat whole plants, grain and straw. These
data are sufficient to support the intended use on cereals. Additional data are presented which confirm the
earlier studies and also show stability for 24 months in whole cereal plants. No studies assessing the sta-
bility of residues in products of animal origin were carried out since livestock feeding studies were not
required. No further data are required in the framework of this application.
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7.3.2

7.3.2.1

Available data

No new data submitted in the framework of this application.

Nature of residue in primary crops (KCA 6.2.1)

Nature of residues in plants, livestock and processed commodities

Table 7.3-3: Summary of plant metabolism studies
Application and sampling details
Crop Group Crop Label position |Method, |Rate No | Sam- Remarks | Reference
ForG |(kg pling
(@) a.s./ha) (DAT)
EU data
Fruits and Grape Bromophenyl-6- | foliar 0.2 5 10,19,35 UK, 2005
fruiting vege- “4Cland [Tri- treat- EFSA, 2006
table methoxyphenyl-U- | ment, F BASF DocID
14C] 2001/7000342
Cucum- | [Trimethoxy- foliar 0.2 2 |0 (leaf), EFSA, 2013
ber phenyl-U-1“C] treat- 14,170 BASF DoclD
ment, F 2010/1054630
Cereals wheat Bromophenyl-6- | foliar 2x 0.3+ |3 |Imma- UK, 2005
“4Cland [Tri- treat- 1x 0.2 ture EFSA, 2006
methoxyphenyl-U- | ment, F plant: BASF DocID
14C] 0©, For- 2002/7005253
age: 3,
Hay: 14,
Grain &
straw: 35
(a): Outdoor/field application (F) or glasshouse/protected/indoor application (G)

(b):
(©):

DAT are calculated from the date of first application
0 DAT after each individual application
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Summary of plant metabolism studies reported in the EU
According to the Article 12 review for metrafenone (EFSA Journal 2013;11(12):3498):

“Parent metrafenone is the most important compound in the residue for all crops. The metabolites identi-
fied in treated plants (grape leaves only) were oxidation products of the parent compound. In several crop
parts, a significant degradation to polar components was also observed and the available metabolism stud-
ies did not indicate any evidence of a molecular cleavage of the parent compound. It is concluded that
similar metabolism of metrafenone can be assumed in the two crop categories investigated (cereals and
fruits and fruiting vegetables).

Based on the above finding, EFSA already concluded that the residue definition for enforcement and risk
assessment can be set as metrafenone only (EFSA, 2006). Validated analytical methods for enforcement of
the proposed residue definition are available (see also section 1.1). However, the proposed residue defini-
tion is restricted to cereals and fruits and fruiting vegetables and no general residue definition for com-
modities of plant origin can be proposed. It is also noted that metrafenone is authorised for application on
cultivated fungi. Although, according to the current guidance documents, the metabolism study on fruits
and fruiting vegetables is considered acceptable for cultivated fungi, this extrapolation is uncertain from a
scientific point of view. A metabolism study on a third crop group is therefore considered desirable (minor
deficiency) as this would provide more certainty on the expectation that the metabolic pattern will not differ
in fungi.”

Summary of new plant metabolism studies
No new data submitted in the framework of this application.

Conclusion on metabolism in primary crops

Metabolism was investigated in fruit, fruiting vegetables and cereals and has been previously reported in
the DAR (UK, 2005; EFSA, 2006). A study using bromophenyl or trimethoxyphenyl 14C-metrafenone in
wheat was carried out at exaggerated rates compared to GAP. Based on this study, the residues definition
for enforcement and risk assessment was proposed as ‘metrafenone only’ for cereals.
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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
. Method, |Rate |Sowing|Harvest |Re-
Crop grou Cro Label position : Reference
b grotp P P ForG=* |(kg [IN®er- |intervals |marks
as/ha)|Vals | (DAT)
(DAT)
EU data
Fruits and none
fruiting vege-
table
Leafy vegeta- | Lettuce |Bromophenyl-6- |Bare soil |0.625 |30, 60, |Immature™|Leaves |UK, 2005
bles “4Cland [Tri- application, 90, 365 |and mature EFSA, 2006
methoxyphenyl-U- | F plants BASF DocID
14C] 2002/7005187
Root and tu- |Radish |Bromophenyl-6- |Bare soil |0.625 |30, 60, | Mature Roots UK, 2005
ber vegeta- 1“Cl and [Tri- application, 90, 365 | plants and EFSA, 2006
bles methoxyphenyl-U- | F leaves |BASF DoclD
14C] 2002/7005187
Pulses and Oilseed |Bromophenyl-6- |Baresoil [0.625 |30, 60, |Mature Straw, |UK, 2005
oilseeds rape “Cland [Tri- application, 90, 365 |plants pods, EFSA, 2006
methoxyphenyl-U- | F seeds BASF DoclD
14C] 2002/7005187
Cereals none

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

**k

For the 90 days plant-back interval only

Summary of rotational crop metabolism studies reported in the EU

The metabolism of metrafenone in rotational crops has been previously reported in the DAR (UK, 2005;
EFSA, 2006). A study using bromophenyl or trimethoxyphenyl *C-metrafenone with lettuce, radish and
oilseed rape as rotational crops indicated that there is no accumulation of metrafenone or its degradation
products in the parts of plants used for human food or animal feed consumption expected. The levels of
individual metabolites were below 0.01 mg/kg and therefore a separate residues definition for rotational
crops was not required. Since the metabolism in rotational crops study shows that no detectable residues
would be expected, field data are not required.

Summary of new plant metabolism studies

No new data in the framework of this application.
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Conclusion on metabolism in rotational crops

The available data show that when lettuce, radish and oilseed rape are sown as rotational crops, there is no
accumulation of metrafenone or its degradation products in the parts of plants used for human food or
animal feed consumption expected. The levels of metrafenone and individual metabolites were below 0.01
mg/kg therefore a separate residues definition for rotational crops is not required. Since the data show that
no detectable residues would be expected, field data are not 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.

Table 7.3-5: Nature of the residues in processed commodities
Conditions (Duration, Temperature, pH) Identified compound(s) (%) Reference
EU data
Pasteurisation (20 minutes, 90°C, pH 4) 98.0-105.0% metrafenone UK, 2005
EFSA, 2006
BASF DoclD
2000/7000137
Baking, boiling, brewing UK, 2005
(60 minutes, 100°C, pH 5) EFSA, 2006
94.7-109.9% metrafenone BASE DoclD
2000/7000137
Sterilisation (20 minutes, 120°C, pH 6) UK, 2005
EFSA, 2006
95.6-96.8% metrafenone BASE DoclD
2000/7000137
Other conditions Identified compound(s) (%)
Winemaking ... None

Conclusion on nature of residues in processed commodities

In a standard nature of the residues study (OECD 507), metrafenone was not degraded during the simulation
of pasteurisation (pH 4, 90°C), baking, boiling, brewing (pH 5, 100°C) or sterilisation (pH 6, 120°C).



BAS 758 00 F / Revyflex Plus
Part B — Section 7 - Core Assessment
ZRMS version

Page 81 /324

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

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

Endpoints

Plant groups covered

Fruit and fruiting vegetables (grapes and cucumber)
Cereals (wheat)

Rotational crops covered

Leafy vegetables (lettuce)
Root and tuber vegetables (radish)
Pulses and oilseeds (oilseed rape)

Metabolism in rotational crops similar to
metabolism in primary crops?

Yes

Processed commodities

a.s. is stable under standard hydrolysis conditions

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

Yes

Plant residue definition for monitoring

Metrafenone (EFSA, 2013)

Plant residue definition for risk assessment

Metrafenone (EFSA, 2006)

Conversion factor from enforcement to RA

Not required (UK, 2005, EFSA, 2006)
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7.3.2.5 Nature of residues in livestock (KCA 6.2.2-6.2.5)

Available data

A study on lactating goats has previously been submitted. One new metabolism study in hens (a final ver-
sion of an interim study previously submitted) has been submitted by the applicant in the framework of this
application. A detailed assessment of this study is presented in Appendix 2. All available studies are sum-
marized in the table below.

Table 7.3-7: Summary of animal metabolism studies
Application details Sample details
Spe- No of
Group P Label position | ani- |Rate Dura- |Commodity |Timeof| Reference
cies :
bw/d) (days) ling
EU data
Lactating | Goat | Bromophenyl-6- 5 8or13 5 Milk twice UK, 2005;
rumi- 14Cl and [Tri- and 60 or daily EFSA, 2006
nants methoxyphenyl-U- 87 ppm - - BASF DocID
14C] diet (0.39 ]Ej“”e and daily | 5002/7005114
or 0.36 aeces
and 2.87 Tissues at
or 2.52 sacrifice
mg/kg
bw/day)
Laying Hens | Bromophenyl-6- 16 14 ppm 12 Eggs daily UK, 2005;
poultry 14Cl and [Tri- diet (0.95- _ EFSA, 2006
methoxyphenyl-U- 1 mglkg Excreta daily | (interim
14C] bw/day) Tissues at report)
sacrifice BASF DoclD
2005/1026047
New data
Laying Hens | Bromophenyl-6- 16 14 ppm 12 Eggs daily Hoefs,
poultry 14Cl and [Tri- diet (0.95- 2008,
methoxyphenyl-U- 1 mg /k'g Excreta daily | report No
14,
C] bw/day) Tissues at 2005/1026047
sacrifice

Summary of animal metabolism studies reported in the EU

Metabolism was investigated in goats. Dosing levels were well above the predicted livestock dietary burden
levels and the plateau in milk was seen after 2 days. The majority of radioactivity (76-86%) was excreted
in faeces and urine. Parent metrafenone levels were low in all ruminant tissues and no detectable residues
of parent or metabolites were seen in fat or milk. Metabolites were detectable liver and kidney which led
to a discussion of the residues definition for these commodities under the Article 12 review (EFSA, 2013).
However the subsequent risk management decision confirmed the residues definition for monitoring and
risk assessment as metrafenone only. An interim study on hen metabolism was reviewed and the final study
report has been provided in the context of this submission.
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Summary of new animal metabolism studies

In hens dosed for 12 days at ca. 14 ppm diet, there was rapid absorption and almost complete excretion
within 24 hours. Levels of TRR were low in muscle (0.01 mg/kg), skin with fat (0.07-0.10 mg/kg) and eggs
(0.10-0.12 mg/kg) but higher in liver (0.35-0.57 mg/kg). There was no indication of any accumulation in
edible tissues or eggs (maximum daily TRR ca. 0.12 mg/kg). TRR plateaued in eggs around day 9. Little
or no parent compound was detected in eggs or edible tissues. Any metabolites present were at very low
levels (<0.01 mg/kg).

In the newly submitted metabolism study for metrafenone in hens, an unknown major metabolite was iden-
tified (14% TRR and 0.015 mg eq./kg) in eggs as reported in the detailed study evaluation in Appendix 2.

Conclusion on metabolism in livestock

Metabolism studies were carried out in hens (poultry) and goats (ruminants). Metabolism studies were not
necessary in pigs since the metabolite patterns in rodents (rats) and ruminants (goats) did not differ signif-
icantly and intakes by pigs are not expected to be significantly higher than other livestock. Metabolism
studies in fish were not necessary since intakes did not exceed 0.1 mg/kg total diet (dry matter). Based on
dietary burden calculations, residues of parent or any of the low level metabolites would occur at <0.01
mg/kg. This is in line with the Article 12 review for metrafenone (EFSA Journal 2013;11(12):3498) result-
ing in MRLs under Regulation (EU) 2016/1 and consequently under Regulation (EU) 2018/687.

7.3.2.6 Conclusion on the nature of residues in commodities of animal origin (KCA
6.7.1)
Table 7.3-8: Summary on the nature of residues in commaodities of animal origin
Endpoints
Animals covered Lactating goats
Laying hens
Time needed to reach a plateau 2 days in milk

concentration ;
9 days in eggs

Animal residue definition for monitoring | metrafenone (EFSA 2013; RO 3498)*

Animal residue definition for risk metrafenone (EFSA 2013)*
assessment

Conversion factor Not relevant

Metabolism in rat and ruminant similar Yes

Fat soluble residue Yes

* agreed as subsequent risk management decision (refer to Regulation (EU) 2015/1040)

Since metabolism was similar in rats and goats and intakes in pigs are not expected to be significantly
different to other livestock, a metabolism study in pigs is not required.

Intakes by fish are predicted to be below 0.1 ppm diet DM and therefore a metabolism study in fish is not
required.
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7.3.3 Magnitude of residues in plants (KCA 6.3)

7.3.3.1 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. Other residues data are taken from the review of MRLs under article 12 (EFSA, 2013) and the
DAR (EFSA, 2006)

Table 7.3-9: Summary of EU reported and new data supporting the intended uses of BAS 758 00 F and conformity to existing MRL
Residue Evaluation
zone (N- | = b Unrounded | Current |, o) on
Commodit Source EU, S| Residue levels (mg/kg) STMR HR | OECD calcu- | EUMRL pliance
y EU, U, | £ ot o) e definiti (mg/kg) | (mg/kg) | lator MRL | (mg/kg)
outside |E= fccor ing to enforcement residue definition (ma/kg) .
EU) RA = according to risk assessment residue definition
Wheat and EFSA, 2013 |[N-EU cGAP on which EU a.s. assessment is based: 2 x 0.15 kg as/ha, N/A
rye grain UK, 2012 21d interval, BBCH 30-79, PHI 35d, outdoor
BASF DoclD E/RA 6 x<0.01,2x0.01,2x0.03, 3x0.04.
2002/7004680,
2002/7004745,
2002/7004672,
2001/7000487,
2001/7001658
New trials N-EU Trials GAP: 2 x 0.15 kg as/ha, 14d interval, LTOA GS59, PHI
56d, outdoor
E/RA: 4x <0.01. (less critical GAP)

Overall N-EU cGAP on which EU a.s. assessment is based: 2 x 0.15 kg as/ha, E/RA: 0.01 E/RA: N/R 0.07 Yes
supporting 21d interval, BBCH 30-79, PHI 35d, outdoor 0.04
data for cGAP E/RA6x<0.01,2x0.01,2x0.03, 3x0.04.
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2002/7004922

Residue Evaluation
zone (N- | = b Unrounded | Current | o, oo
Commodity Source EEUU'ESL-J Residue levels (mg/kg) ST'XI(R H;T( OIEtCDI\(;IﬂCE- E(rL;l]é\//lkF;;_ pliance
out’side' E= accordin_g to enf_orcement residue _definitio_n_ _ (mg/kg) (mg/kg) a(r?1rg/kg) .
EU) RA = according to risk assessment residue definition
Wheat straw |EFSA, 2013, |N-EU cGAP on which EU a.s. assessment is based: 2 x 0.15 kg as/ha, N/A
UK, 2012 21d interval, BBCH 30-79, PHI 35d, outdoor
BASF DoclD E/RA: 0.40, 0.58, 2 x 0.61, 0.67, 0.93, 0.98, 1.43, 1.72, 1.80, 1.85,
2002/7004672, 2.04,2.32,3.86
2002/7004680,
2001/7000487,
2002/7004745,
2001/7001658,
2001/7001675
New trials N-EU Trials GAP: 2 x 0.15 kg as/ha, 14d interval, LTOA GS59, PHI
56d, outdoor
E/RA: 0.034 0:839; 0.039, 0.04, 0.07 (less critical GAP)
Overall EU cGAP on which EU a.s. assessment is based: 2 x 0.15 kg as/ha,
supporting 21d interval, BBCH 30-79, PHI 35d, outdoor ] ]
data for cGAP E/RA: 0.40, 0.58, 2 x 0.61, 0.67, 0.93, 0.98, 1.43, 1.72, 1.80, 1.85, | /RA- 158 |E/RA:IN/R N/R N/R
2.04,2.32, 3.86 3.86 (Art.12
' ' HR: 3.86;
STMR:
1.21)
Barley and |EFSA, 2013 |N-EU cGAP on which EU a.s. assessment is based: 2 x 0.15 kg as/ha, N/A
oat grain UK, 2012 21d interval, BBCH 30-79, PHI 35d, outdoor
BASF DoclD E/RA 0.01, 0.02, 0.03, 0.04, 0.06, 0.07, 0.09, 0.11, 0.14, 0.15,
2002/7004745, 0.15, 0.16, 0.40
2002/7004681,
2001/7001660,
2001/7001659,
2001/7001676,
2002/7004445,




BAS 758 00 F / Revyflex Plus
Part B — Section 7 - Core Assessment

ZRMS version

Page 86 /324

0.15,0.16, 0.40

Residue Evaluation
zone (N- | = b Unrounded | Current |\ o .
Commodity Source EU, S| Residue levels (mg/kg) STMR HR | OECD calcu- | EU MRL pliance
mg/k
I:Z)tlt,sliEdlé, E = according to enforcement residue definition (mg/kg) (mg/kg) Ia(tr%r ;\QR;L ( g* 9
EU) RA = according to risk assessment residue definition 9/kg
New trials N-EU Trials GAP: 2 x 0.15 kg as/ha, 14d interval, LTOA GS59, PHI
56d, outdoor
E/RA: 3x <0.01 0.023 0:018. (less critical GAP)
Overall N-EU cGAP on which EU a.s. assessment is based: 2 x 0.15 kg as/ha, E/RA: 0.09 E/RA: N/R 0.6 Yes
supporting 21d interval, BBCH 30-79, PHI 35d, outdoor 0.40
data for cGAP E/RA 0.01, 0.02, 0.03, 0.04, 0.06, 0.07, 0.09, 0.11, 0.14, 0.15,
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1.21)

Residue Evaluation
zone (N- | = b Unrounded | Current |\ o .
Commodity Source EEUU'ESL-J Residue levels (mg/kg) ST'XI(R H;T( OIEtCDI\(;IﬂCE- E(rL;l]é\//lkF;;_ pliance
out’side' E = according to enforcement residue definition (mg/kg) (mg/kg) a(%r kg) .
EU) RA = according to risk assessment residue definition 9/kg
Barley straw |EFSA, 2013, |[N-EU cGAP on which EU a.s. assessment is based: 2 x 0.15 kg as/ha, N/A
UK, 2012 21d interval, BBCH 30-79, PHI 35d, outdoor
BASF DoclD E/RA: 0.54, 0.64,0.78,1.08, 1.10, 1.11, 1.12, 1.15, 1.28, 1.6, 1.7,
2002/7004681, 2.01
2001/7001659,
2002/7004745,
2001/7001676,
2001/7001660,
2002/7004445,
2002/7004922
New trials N-EU Trials GAP: 2 x 0.15 kg as/ha, 14d interval, LTOA GS59, PHI
56d, outdoor
E/RA: §:839:0:039:-0.04-0.07 0.085, 0.087, 0.12, 0.14 (less
critical GAP)
Overall EU cGAP on which EU a.s. assessment is based: 2 x 0.15 kg as/ha,
supporting 21d interval, BBCH 30-79, PHI 35d, outdoor ] ]
data for CGAP E/RA: 0.54, 0.64, 0.78,1.08, 1.10, 1.11, 1.12, 1.15,1.28, 1.6, 1.7, |E/RA- 112 |ERAZINR N/R N/R
201 2.01 (Art.12
' HR: 2.01;
STMR:
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7.3.3.2 Conclusion on the magnitude of residues in plants

According to the available data, the intended uses on cereals are considered acceptable, for outdoor uses.
The shorter application interval has no effect on the residue levels in grain and straw.

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

The uses are considered acceptable.

7.3.4 Magnitude of residues in livestock

7.3.4.1 Dietary burden calculation

Since the GAP for BAS 758 00 F is less critical than that considered under the Article 12 review, and

additional data show that residues in wheat and braley grain and straw are low compared to the cGAP, no
additional dietary burden calculations have been carried out.

7.3.4.2 Livestock feeding studies (KCA 6.4.1-6.4.3)

An assessment of the transfer of residues into products of animal origin has been previously reported in the
DAR (UK, 2005).

The agreed end points from the first EU assessment of metrafenone were set out in the EFSA Conclusion
on the peer review of metrafenone (EFSA Scientific Report (2006) 58, 1- 72) and are reproduced below:

Residues from livestock feeding studies (Annex 1A, point 6.4, Annex I11A, point 8.3)

Intakes by livestock > | Ruminant: Poultry: Pig:

0.1 mg/kg diet/day: yes yes yes

Muscle No ruminant feeding No hen feeding study | No pig feeding study

Liver study conducted. Me- | conducted. Metabo- conducted. Metabo-

Kidney tabolism results indi- lism results indicated lism in rat and rumi-
cated that residues will | that residues will not nant similar, ruminant

Fat not be of significance | be of significance. metabolism indicated

Milk at N rate. that residues will not

Eggs be of significance

This conclusion was subsequently confirmed in EFSA’s Reasoned Opinion on metrafenone MRLs follow-

ing its review under Article 12 (EFSA Journal 2013;11(12):3498).

“According to the above mentioned metabolism studies in lactating goats, highest residues
according to the residue definition were found in liver (0.27 mg/kg at a 38N dosing rate and
0.11 mg/kg at an 8N dosing rate). It is therefore concluded that significant residues in edible
matrices of ruminants are not expected based on the calculated dietary burden (see section
3.2.1). Nevertheless, as there are no validated analytical methods to enforce the residue in food
of animal origin, EFSA is not in position to derive MRL proposals at LOQ. For pigs and poul-
try products however, MRLs are not required because these groups of livestock are not ex-
pected to be exposed to significant levels of metrafenone residues.”
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According to the Pesticides Steering Committee notes from their meeting on 19-20 June 2014,

“New feed items such as wheat forage, hay... have been introduced in the feedstuff tables.
After discussion the meeting agreed that, by default, intended uses on cereals should be un-
derstood as "on cereal for grain production” and therefore, only residues in grains and straw
considered for the animal burden calculation. Residue data at forage, silage growth stages have
therefore not to be requested for uses intended on cereal grain. It was agreed that, when grown
for forage, silage, the GAPs are different, and therefore, the GAPs proposed for cereal grains
would not be relevant to derive residues in forage or silage.”

Therefore, livestock dietary burdens have been calculated taking account of residues in cereal grain and
straw only.

In the metabolism study in ruminants, goats were fed for 5 days at ca. 8 or 60 and 13 or 87 ppm diet
(trimethoxyphenyl or bromophenyl labels, respectively). The TRR in muscle was low (<0.01 mg/kg in all
dose groups) and therefore it was not characterized. Levels of metrafenone in milk and relevant tissues were
as shown below:

Tissue Maximum mg/kg met- Dose (ppm diet/mg/kg mg/kg met-
rafenone bw/day, label) rafenecne
Trimethyl bromophenyl Trimethyl bromophenyl based-en-an
oxyphenyl oxyphenyl intake of ca.
31 ppm-diet
BMyor1.58
ppm diet (DM)
formitk
Milk - <0.005 60/2.87 87/2.52 06-000%
Adipose tissue 0.019 0.009 60/2.87 87/2.52 0-0003-0-001
Liver 0.025 0.035 60/2.87 87/2.52 0-00%
Kidney 0.005 0.014 60/2.87 87/2.52 6-0002-0-0005

In the metabolism study in poultry, hens were fed for 12 days at ca. 14 ppm diet (refer to Appendix 2).
mg/kg metrafenone or TRR in eggs and tissues was as shown below:

Tissue Maximum mg/kg met- | mgikgFRR based-on
rafenone (ca. 14 an intake of 0.84 ppm
ppm/ca. 1 mg/kg diet (DM
bw/day)
Eggs 0.002 00001
Muscle 0.013 (TRR) 0.0008
Skin with fat 0.001 0.00006
Liver <0.001 <B-00006

Livestock dietary burdens have been calculated using the EFSA 2017 model. When comparing the dietary
burden to the TRR from livestock metabolism studies, it can be clearly seen that residues will not exceed
the current MRLs of 0.01* mg/kg metrafenone. The exception is sheep liver where an MRL of 0.02 mg/kg
is calculated based on TRR levels. However when the calculation is carried out based on metrafenone rather
than TRR (metrafenone is 3.5% of TRR in ruminant liver) the current MRL of 0.01* mg/kg is shown to be
sufficient.
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Animal burden calculation metrafenone
According to: ""OECD Guidance Document, Series on testing and assessment No 64 and Series on pesticides No 32" and
"OECD Guidance Document on Residues in livestock, Series on Pesticides No 73"
AT Cattle Sheep
Intake Beef 500 kg Dairy 650 kg Ram/Ewe S kg Lamb 40 kg
12 kg 25 kg 2.5 kg 1.7 kg
(mg/kg bw/d) 0.011 mg/kgbw/d | % 0.016 mg/kg bw/d % 0.026 mg/kg bw/d | % 0.033 mg/kg bw/d | %
Contributor 1| Barley straw 30 |Barley straw 30 |Barley straw 60 |Barley straw 60
Contributor 2| Barley grain 70 |Barley grain 40 |Barley grain 40 |Barley grain 40
Contributor 3 0 |Wheat milled bypdt{ 30 0 0
Contributor 4
Median intake 0.0106 mg/kg bw/d 0.0162 mg/kg bw/d 0.0261 mg/kg bw/d 0.0333 mg/kg bw/d
BRI Swine Intakes >0.004 mg/kg bw/d are highlighted
Intake Breeding %0k Finishing 100kg
6 kg 3 kg
(mg/kg bw/d) 0.002 mg/kg bw/d % 0.003 mg/kg bw/d %
Contributor 1| Barley grain 80 [Barley grain 80
Contributor 2| Distiller's grain |dried 20 |Distiller's grain |dried 20
Contributor 3
Contributor 4]
Median intake 0.002 mg/kg bw/d 0.003 mg/kg bw/d
Maximum 1.7 kg Pouty 1.9 kg 7kg
Intake Broiler 012 kg Layer 013 kg Turkey 05 ko
(mg/kg bw/d) 0.006 mo/kgbw/d | % 0.016 mg/kg bw/d % 0.004 mg/kg bw/d | %
Contributor 1| Barley grain 70 |Wheat straw 10 |Barley grain 50
Contributor 2| Wheat milled bypdt| 20 |Barley grain 90 [Wheat milled bypdt; 20
Contributor 3 0
Contributor 4]
Median intake 0.006 mg/kg bw 0.016 mg/kg bw 0.004 mg/kg bw
Intakes expressed on the dry mater basis (mg/kg DM)
mg/kg DM Cattle Sheep Swine
Beef Dairy Ram/Ewe Lamb Breeding Finishing
Maximum 0.44 0.42 0.8 0.78 0.09 0.09
Median 0.44 0.42 0.78 0.78 0.09 0.09
Poultry
Broiler Layer Turkey Intake >0.1 mg/kg DM
Maximum 0.08 0.23 0.06 in red characters
Median 0.08 0.23 0.06
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. Estimated value at 1N
Residues at the closet level MRL
Animal commodity feeding level (mg/kg) proposal CF STMR HR
STMRy, HRyo (mg/kg) (mg/kg) | (mg/kg)
Mean | Highest | (mg/kg) | (mg/kg)
Cattle (all diets)
Closest feeding level®: 0.39 mg/kg bw 24.1 N Dairy cattle (highest diet)
Muscle 0.01 0.01 0.01 0.01 0.005 n.c. 0.01 0.01
Fat 0.01 0.01 0.01 0.01 0.005 n.c. 0.01 0.01
Liver 0.21 0.21 0.01 0.01 0.009 n.c. 0.01 0.01
Kidney 0.05 0.05 0.00 0.00 0.002 n.c. 0.00 0.00
Cattle (dairy only)
Closest feeding level®: 0.39  mg/kg bw 24.1 N Dairy cattle
Mik®]  0.01 0.01 000 [ o001 [ 0005 [ nc 0.01 0.01
Sheep (all diets)
Closest feeding level®: 0.39 mg/kg bw 11.7 N Lamb (highest diet)
Muscle 0.01 0.01 0.01 0.01 0.005 n.c. 0.01 0.01
Fat 0.01 0.01 0.01 0.01 0.005 n.c. 0.01 0.01
Liver 0.21 0.21 0.02 0.02 0.02 n.c. 0.02 0.02
Kidney 0.05 0.05 0.00 0.00 0.004 n.c. 0.00 0.00
Sheep (dairy only)
Closest feeding level®: 0.39 mg/kg bw 15.0 N Ewe
Mik®|  0.01 0.01 0.01 000 | 0005 | nc 0.01 0.01
Swine
Closest feeding level®: 0.39 mg/kg bw 146.1 N Finishing (highest diet)
Muscle 0.01 0.01 0.01 0.01 0.005 n.c. 0.01 0.01
Fat 0.01 0.01 0.01 0.01 0.005 n.c. 0.01 0.01
Liver 0.21 0.21 0.00 0.00 0.0015 n.c. 0.00 0.00
Kidney 0.05 0.05 0.00 0.00 0.001 n.c. 0.00 0.00
Poultry (all diets)
Closest feeding level®: 0.95 mg/kg bw 60.8 N Layer (highest diet)
Muscle 0.01 0.01 0.00 0.00 0.001
Fat 0.10 0.10 0.00 0.00 0.002
Liver 0.35 0.35 0.01 0.01 0.006
Poultry (layer only)
Closest feeding level®: 0.95 mg/kg bw 60.8 N Layer
Eggs®| 0.12 0.12 0.00 0.00 0.002

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

Conclusion on feeding studies

The requested uses (and the new mode of calculation) modify the livestock dietary burden for animals, but
regarding available feeding data, there is no risk for the current MRLs for products of animal origin (0.01*
mg/kg) to be exceeded.
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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

The effects of processing on residues of metrafenone have been previously reported in the DAR (UK, July
2005) and the EFSA Conclusion on the peer review of metrafenone (EFSA Scientific Report (2006) 58, 1-
72).

This conclusion was subsequently confirmed in EFSA’s Reasoned Opinion on metrafenone MRLs fol-
lowing its review under Article 12 (EFSA Journal 2013;11(12):3498).

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

Table 7.3-10: Overview of the available processing studies
Processed commodity Number of | Median PF | Median CF Comments Reference
studies * il
EU data
Enforcement residue definition: metrafenone
Barley/ Pearl barley 1 0.14 N/A UK, 2003
EFSA, 2006
BASF DoclD
2002/1004080
Barley/ Bran 1 2.9 N/A - UK, 2003
EFSA, 2006
BASF DoclD
2002/1004080
Barley/ Beer 1 0.14 N/A - UK, 2003
EFSA, 2006
BASF DoclD
2002/1004080
* 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.

7.3.5.2 Conclusion on processing studies

No additional data are provided. Available data show that residues of metrafenone are reduced when barley
is processed into pearl barley or beer but are concentrated into the bran fraction. A processing factor of 2.9
was derived. EFSA considered these processing factors as indicative only due to a limited dataset (only 1
processing study). Nevertheless, further processing studies are not required in this case as they are not
expected to affect the outcome of the risk assessment (EFSA Journal 2013;11(12):3498.
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7.3.6 Magnitude of residues in representative succeeding crops
The crops under consideration can be grown in rotation.

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

7.3.6.1 Field rotational crop studies (KCA 6.6.2)

Available data

No new data submitted in the framework of this application.

Data/information on residues in succeeding crops (Annex Il Section 4 Point 6.6.1) was assessed for the first
EU approval of metrafenone and was considered to be acceptable. The metabolism of metrafenone in
rotational crops has been previously reported in the DAR (UK, July 2005). The agreed end points from the
first EU assessment of metrafenone were set out in the EFSA Conclusion on the peer review of metrafenone
(EFSA Scientific Report (2006) 58, 1- 72) and are reproduced below:

Residues in succeeding crops (Annex IlA, | Not required. Based on rotational crops metabo-
point 6.6, Annex I11A, point 8.5) lism data residues in succeeding crops are un-
likely if metrafenone is used according to GAP.

This conclusion was subsequently confirmed in EFSA’s Reasoned Opinion on metrafenone MRLs follow-
ing its review under Article 12 (EFSA Journal 2013;11(12):3498).

Conclusion on rotational crops studies

No data from field rotational crop studies are required. Based on rotational crops metabolism data, residues
in succeeding crops are unlikely when metrafenone is used in accordance with the intended GAP.

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

The available data for the active substance sufficiently address aspects of the residue situation that might
arise from the use of BAS 758 00 F. Therefore, other special studies are not needed.

For the intended uses on cereals no further studies regarding honey are necessary. According
SANTE/11956/2016 rev. 9, cereals (barley, oat, wheat, triticale and rye) does not have melliferous capacity.
However, in the context of the approval renewal of metrafenone additional data were submitted and the
results indicated that no residues of BAS 750 F are expected in honey.
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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 eval-
uation (see 7.1.2).

As ARTD was not deemed necessary, acute risk assessment is not relevant.

7.3.8.1 Input values for the consumer risk assessment

For sake of being comprehensive, residue data from all previous submissions were taken into account as a
worst-case scenario of the chronic risk assessment.

In context of TMDI calculations, the (default) MRLs as reported in Reg. (EU) 2018/687 were used as input
values.

The following table summarizes the input values from plant and animal commodities used for the chronic
(IEDI) and dietary risk assessment (according to EFSA PRIMO model vers. 3.1).

Table 7.3-11: Input values for the consumer risk assessment

Chronic risk assessment Acute risk assessment
(normal mode) (refined calculation mode)
R Input Input
(mg/kg) Comment (mg/kg) Comment

Risk assessment residue definition plants and animals: metrafenone)

Grapefruits 0.01 MRL Reg. (EU) 2018/687 -
Oranges 0.01 MRL Reg. (EU) 2018/687 -
Lemons 0.01 MRL Reg. (EU) 2018/687 -
Limes 0.01 MRL Reg. (EU) 2018/687 -
Mandarins 0.01 MRL Reg. (EU) 2018/687 d
Otbher citrus fruit 0.01 MRL Reg. (EU) 2018/687 d
Almonds 0.01 MRL Reg. (EU) 2018/687 -
Brazil nuts 0.01 MRL Reg. (EU) 2018/687 -
Cashew nuts 0.01 MRL Reg. (EU) 2018/687 d
Chestnuts 0.01 MRL Reg. (EU) 2018/687 d
Coconuts 0.01 MRL Reg. (EU) 2018/687 d
Hazelnuts/cobnuts 0.01 MRL Reg. (EU) 2018/687 -
Macadamia 0.01 MRL Reg. (EU) 2018/687 -
Pecans 0.01 MRL Reg. (EU) 2018/687 d
Pine nut kernels 0.01 MRL Reg. (EU) 2018/687 d
Pistachios 0.01 MRL Reg. (EU) 2018/687 -
Walnuts 0.01 MRL Reg. (EU) 2018/687 -
Other tree nuts 0.01 MRL Reg. (EU) 2018/687 -
Apples 0.23 STMR-RAC (EFSA, 2015) d
Pears 0.23 STMR-RAC (EFSA, 2015) d
Quinces 0.23 STMR-RAC (EFSA, 2015) -
Medlar 0.23 STMR-RAC (EFSA, 2015) -
Loquats/Japanese medlars 0.23 STMR-RAC (EFSA, 2015) d
Other pome fruit 0.23 STMR-RAC (EFSA, 2015) d
Apricots 0.21 STMR-RAC (EFSA, 2015) d
Cherries (sweet) 0.52 STMR-RAC (EFSA, 2015) -
Peaches 0.21 STMR-RAC (EFSA, 2015) -
Plums 0.01 MRL Reg. (EU) 2018/687 d
Other stone fruit 0.01 MRL Reg. (EU) 2018/687 d
Table grapes 1.08 STMR-RAC (EFSA, 2013) -
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Chronic risk assessment

(normal mode)

Acute risk assessment
(refined calculation mode)

Commodity — —
u u
(mgp;kg) Comment (mgF;kg) Comment
Wine grapes 0.24 STMR-RAC (EFSA, 2013) i
Strawberries 0.13 STMR-RAC (EFSA, 2013) d
Blackberries 0.01 MRL Reg. (EU) 2018/687 d
Dewberries 0.01 MRL Reg. (EU) 2018/687 d
Raspberries (red and yellow) 0.01 MRL Reg. (EU) 2018/687 =
Other cane fruit 0.01 MRL Reg. (EU) 2018/687 =
Blueberries 0.01 MRL Reg. (EU) 2018/687 d
Cranberries 0.01 MRL Reg. (EU) 2018/687 d
Currants (red, black and 0.01 MRL Reg. (EU) 2018/687 o
white)
Gooseberries (green, red and 0.01 MRL Reg. (EU) 2018/687 d
yellow)
Rose hips 0.01 MRL Reg. (EU) 2018/687 i
Mulberries (black and white) 0.01 MRL Reg. (EU) 2018/687 d
Azarole/Mediteranean medlar 0.23 STMR-RAC (EFSA, 2017) d
Elderberries 0.01 MRL Reg. (EU) 2018/687 d
Other small fruit & berries 0.01 MRL Reg. (EU) 2018/687 =
Dates 0.01 MRL Reg. (EU) 2018/687 i
Figs 0.01 MRL Reg. (EU) 2018/687 d
Table olives 0.01 MRL Reg. (EU) 2018/687 d
Kumquats 0.01 MRL Reg. (EU) 2018/687 -
Carambolas 0.01 MRL Reg. (EU) 2018/687 o
Kaki/Japanese persimmons 0.23 STMR-RAC (EFSA, 2017) d
Jambuls/jambolans 0.01 MRL Reg. (EU) 2018/687 d
Other miscellaneous fruit (ed- 0.01 MRL Reg. (EU) 2018/687 d
ible peel)
Kiwi fruits (green, red, yel- 0.01 MRL Reg. (EU) 2018/687 d
low
Litc)his/chhees 0.01 MRL Reg. (EU) 2018/687 d
Passionfruits/maracujas 0.01 MRL Reg. (EU) 2018/687 d
Prickly pears/cactus fruits 0.01 MRL Reg. (EU) 2018/687 d
Star apples/cainitos 0.01 MRL Reg. (EU) 2018/687 d
American persimmon/Vir- 0.01 MRL Reg. (EU) 2018/687 =
ginia kaki
Other miscellaneous fruit (in- 0.01 MRL Reg. (EU) 2018/687 d
edible peel, small)
Avocados 0.01 MRL Reg. (EU) 2018/687 d
Bananas 0.01 MRL Reg. (EU) 2018/687 d
Mangoes 0.01 MRL Reg. (EU) 2018/687 d
Papayas 0.01 MRL Reg. (EU) 2018/687 -
Granate apples/pomegranates 0.01 MRL Reg. (EU) 2018/687 =
Cherimoyas 0.01 MRL Reg. (EU) 2018/687 d
Guavas 0.01 MRL Reg. (EU) 2018/687 d
Pineapples 0.01 MRL Reg. (EU) 2018/687 d
Breadfruits 0.01 MRL Reg. (EU) 2018/687 d
Durians 0.01 MRL Reg. (EU) 2018/687 d
Soursops/guanabanas 0.01 MRL Reg. (EU) 2018/687 d
Other miscallaneous fruit (in- 0.01 MRL Reg. (EU) 2018/687 d
edible peel, large)
Potatoes 0.01 MRL Reg. (EU) 2018/687 d
Cassava roots/manioc 0.01 MRL Reg. (EU) 2018/687 d
Sweet potatoes 0.01 MRL Reg. (EU) 2018/687 d
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Chronic risk assessment

(normal mode)

Acute risk assessment
(refined calculation mode)

Commodity — —
u u
(mgp;kg) Comment (mgF;kg) Comment
Yams 0.01 MRL Reg. (EU) 2018/687 i
Arrowroots 0.01 MRL Reg. (EU) 2018/687 d
Other tropical root and tuber 0.01 MRL Reg. (EU) 2018/687 d
vegetables
Beetroots 0.01 MRL Reg. (EU) 2018/687 i
Carrots 0.01 MRL Reg. (EU) 2018/687 d
Celeriacs/turnip rooted celer- 0.01 MRL Reg. (EU) 2018/687 d
ies
Horseradishes 0.01 MRL Reg. (EU) 2018/687 d
Jerusalem artichokes 0.01 MRL Reg. (EU) 2018/687 d
Parsnips 0.01 MRL Reg. (EU) 2018/687 d
Parsley roots/Hamburg roots 0.01 MRL Reg. (EU) 2018/687 -
parsley
Radishes 0.01 MRL Reg. (EU) 2018/687 d
Salsifies 0.01 MRL Reg. (EU) 2018/687 d
Swedes/rutabagas 0.01 MRL Reg. (EU) 2018/687 o
Turnips 0.01 MRL Reg. (EU) 2018/687 d
Other other root and tuber 0.01 MRL Reg. (EU) 2018/687 d
vegetables
Garlic 0.01 MRL Reg. (EU) 2018/687 i
Onions 0.01 MRL Reg. (EU) 2018/687 d
Shallots 0.01 MRL Reg. (EU) 2018/687 d
Spring onions/green onions 0.01 MRL Reg. (EU) 2018/687 s
and Welsh onions
Other bulb vegetables 0.01 MRL Reg. (EU) 2018/687 d
Tomatoes 0.11 STMR-RAC (EFSA, 2017) d
Sweet peppers/bell peppers 0.35 STMR-RAC (EFSA, 2017) d
Aubergines/egg plants 0.11 STMR-RAC (EFSA, 2017) -
Okra/lady’s fingers 0.01 MRL Reg. (EU) 2018/687 d
Other solanacea 0.01 MRL Reg. (EU) 2018/687 d
Cucumbers 0.13 STMR-RAC (EFSA, 2017) d
Gherkins 0.13 STMR-RAC (EFSA, 2017) -
Courgettes 0.13 STMR-RAC (EFSA, 2017) -
Other cucurbits - edible peel 0.13 STMR-RAC (EFSA, 2017) d
Melons 0.13 STMR-RAC (EFSA, 2017) 1
Pumpkins 0.13 STMR-RAC (EFSA, 2017) 1
Watermelons 0.13 STMR-RAC (EFSA, 2017) -
Other cucurbits - inedible peel 0.13 STMR-RAC (EFSA, 2017) -
Sweet corn 0.01 MRL Reg. (EU) 2018/687 d
Broccoli 0.01 MRL Reg. (EU) 2018/687 d
Cauliflowers 0.01 MRL Reg. (EU) 2018/687 d
Other flowering brassica 0.01 MRL Reg. (EU) 2018/687 =
Brussels sprouts 0.01 MRL Reg. (EU) 2018/687 d
Head cabbages 0.01 MRL Reg. (EU) 2018/687 d
Other head brassica 0.01 MRL Reg. (EU) 2018/687 d
Chinese cabbages/pe-tsai 0.01 MRL Reg. (EU) 2018/687 =
Kales 0.01 MRL Reg. (EU) 2018/687 i
Other leafy brassica 0.01 MRL Reg. (EU) 2018/687 d
Kohlrabies 0.01 MRL Reg. (EU) 2018/687 d
Lamb's lettuce/corn salads 0.01 MRL Reg. (EU) 2018/687 =
Lettuces 0.01 MRL Reg. (EU) 2018/687 i
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Chronic risk assessment
(normal mode)

Acute risk assessment
(refined calculation mode)

Commodity — —
u u
(mgp;kg) Comment (mgF;kg) Comment
Escaroles/broad-leaved en- 0.01 MRL Reg. (EU) 2018/687 4
dives
Cress and other sprouts and 0.01 MRL Reg. (EU) 2018/687 s
shoots
Land cress 0.01 MRL Reg. (EU) 2018/687 d
Roman rocket/rucola 0.01 MRL Reg. (EU) 2018/687 d
Red mustards 0.01 MRL Reg. (EU) 2018/687 -
Baby leaf crops (including 0.01 MRL Reg. (EU) 2018/687 s
brassica species)
Other lettuce and other salad 0.01 MRL Reg. (EU) 2018/687 =
plants
Spinaches 0.01 MRL Reg. (EU) 2018/687 d
Purslanes 0.01 MRL Reg. (EU) 2018/687 d
Chards/beet leaves 0.01 MRL Reg. (EU) 2018/687 =
Other spinach and similar 0.01 MRL Reg. (EU) 2018/687 =
Grape leaves and similar spe- 0.01 MRL Reg. (EU) 2018/687 d
cies
Watercress 0.01 MRL Reg. (EU) 2018/687 =
Witloofs/Belgian endives 0.01 MRL Reg. (EU) 2018/687 =
Chervil 0.02 MRL Reg. (EU) 2018/687 d
Chives 0.02 MRL Reg. (EU) 2018/687 d
Celery leaves 0.02 MRL Reg. (EU) 2018/687 o
Parsley 0.02 MRL Reg. (EU) 2018/687 -
Sage 0.02 MRL Reg. (EU) 2018/687 d
Rosemary 0.02 MRL Reg. (EU) 2018/687 d
Thyme 0.02 MRL Reg. (EU) 2018/687 d
Basil and edible flowers 0.02 MRL Reg. (EU) 2018/687 =
Laurel/bay leaves 0.02 MRL Reg. (EU) 2018/687 =
Tarragon 0.02 MRL Reg. (EU) 2018/687 d
Other herbs 0.02 MRL Reg. (EU) 2018/687 d
Beans (with pods) 0.01 MRL Reg. (EU) 2018/687 d
Beans (without pods) 0.01 MRL Reg. (EU) 2018/687 s
Peas (with pods) 0.01 MRL Reg. (EU) 2018/687 -
Peas (without pods) 0.01 MRL Reg. (EU) 2018/687 d
Lentils (fresh) 0.01 MRL Reg. (EU) 2018/687 d
Other legume vegetables 0.01 MRL Reg. (EU) 2018/687 =
(fresh)
Asparagus 0.01 MRL Reg. (EU) 2018/687 d
Cardoons 0.01 MRL Reg. (EU) 2018/687 d
Celeries 0.01 MRL Reg. (EU) 2018/687 d
Florence fennels 0.01 MRL Reg. (EU) 2018/687 =
Globe artichokes 0.01 MRL Reg. (EU) 2018/687 d
Leeks 0.01 MRL Reg. (EU) 2018/687 d
Rhubarbs 0.01 MRL Reg. (EU) 2018/687 d
Bamboo shoots 0.01 MRL Reg. (EU) 2018/687 =
Palm hearts 0.01 MRL Reg. (EU) 2018/687 d
Other stem vegetables 0.01 MRL Reg. (EU) 2018/687 d
Cultivated fungi 0.11 STMR-RAC (EFSA, 2013) d
Wild fungi 0.01 MRL Reg. (EU) 2018/687 d
Mosses and lichens 0.01 MRL Reg. (EU) 2018/687 o
Algae and prokaryotes organ- 0.01 MRL Reg. (EU) 2018/687 s
isms
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Chronic risk assessment
(normal mode)

Acute risk assessment
(refined calculation mode)

Commodity — —
u u
(mgp;kg) Comment (mgF;kg) Comment

Beans 0.01 MRL Reg. (EU) 2018/687 i
Lentils 0.01 MRL Reg. (EU) 2018/687 d
Peas 0.01 MRL Reg. (EU) 2018/687 d
Lupins/lupini beans 0.01 MRL Reg. (EU) 2018/687 d
Other pulses 0.01 MRL Reg. (EU) 2018/687 -
Linseeds 0.01 MRL Reg. (EU) 2018/687 1
Peanuts/groundnuts 0.01 MRL Reg. (EU) 2018/687 d
Poppy seeds 0.01 MRL Reg. (EU) 2018/687 d
Sesame seeds 0.01 MRL Reg. (EU) 2018/687 o
Sunflower seeds 0.01 MRL Reg. (EU) 2018/687 =
Rapeseeds/canola seeds 0.01 MRL Reg. (EU) 2018/687 o
Soyabeans 0.01 MRL Reg. (EU) 2018/687 d
Mustard seeds 0.01 MRL Reg. (EU) 2018/687 d
Cotton seeds 0.01 MRL Reg. (EU) 2018/687 -
Pumpkin seeds 0.01 MRL Reg. (EU) 2018/687 -
Safflower seeds 0.01 MRL Reg. (EU) 2018/687 d
Borage seeds 0.01 MRL Reg. (EU) 2018/687 d
Gold of pleasure seeds 0.01 MRL Reg. (EU) 2018/687 d
Hemp seeds 0.01 MRL Reg. (EU) 2018/687 -
Castor beans 0.01 MRL Reg. (EU) 2018/687 s
Other oilseeds 0.01 MRL Reg. (EU) 2018/687 d
Olives for oil production 0.01 MRL Reg. (EU) 2018/687 d
Oil palm kernels 0.01 MRL Reg. (EU) 2018/687 d
Oil palm fruits 0.01 MRL Reg. (EU) 2018/687 d
Kapok 0.01 MRL Reg. (EU) 2018/687 i
Other oilfruit 0.01 MRL Reg. (EU) 2018/687 d
Barley 0.09 This assessment 4
Buckwheat and other pseudo- 0.01 MRL Reg. (EU) 2018/687 =
cereals

Maize/corn 0.01 MRL Reg. (EU) 2018/687 d
Common millet/proso millet 0.01 MRL Reg. (EU) 2018/687 d
Oat 0.09 This assessment d
Rice 0.01 MRL Reg. (EU) 2018/687 i
Rye 0.04 STMR-RAC (EFSA, 2013) 1
Sorghum 0.01 MRL Reg. (EU) 2018/687 d
Wheat 0.04 STMR-RAC (EFSA, 2013) -
Other cereals 0.01 MRL Reg. (EU) 2018/687 =
Tea (dried leaves of Camellia 0.05 MRL Reg. (EU) 2018/687 o
sinensis)

Coffee beans 0.05 MRL Reg. (EU) 2018/687 =
Chamomille 0.05 MRL Reg. (EU) 2018/687 d
Hyhbiscus/roselle 0.05 MRL Reg. (EU) 2018/687 d
Rose 0.05 MRL Reg. (EU) 2018/687 d
Jasmine 0.05 MRL Reg. (EU) 2018/687 d
Lime/linden 0.05 MRL Reg. (EU) 2018/687 d
Other herbal infusions (dried 0.05 MRL Reg. (EU) 2018/687 =
flowers)

Strawberry leaves 0.05 MRL Reg. (EU) 2018/687 =
Rooibos 0.05 MRL Reg. (EU) 2018/687 d
Mate/maté 0.05 MRL Reg. (EU) 2018/687 d
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Chronic risk assessment Acute risk assessment
(normal mode) (refined calculation mode)
Commodity Input Input
(mg/kg) Comment (mg/kg) Comment

Other herbal infusions (dried 0.05 MRL Reg. (EU) 2018/687 =
leaves)

Valerian root 0.05 MRL Reg. (EU) 2018/687 =
Ginseng root 0.05 MRL Reg. (EU) 2018/687 -
Other herbal infusions (dried 0.05 MRL Reg. (EU) 2018/687 =
roots)

Cocoa beans 0.05 MRL Reg. (EU) 2018/687 o
Carobs/Staint John's bread 0.05 MRL Reg. (EU) 2018/687 o
HOPS (dried) 22.05 STMR-RAC (EFSA, 2013) 1
Anise/aniseed 0.05 MRL Reg. (EU) 2018/687 d
Black caraway/black cumin 0.05 MRL Reg. (EU) 2018/687 d
Celery seed 0.05 MRL Reg. (EU) 2018/687 -
Coriander seed 0.05 MRL Reg. (EU) 2018/687 =
Cumin seed 0.05 MRL Reg. (EU) 2018/687 d
Dill seed 0.05 MRL Reg. (EU) 2018/687 d
Fennel seed 0.05 MRL Reg. (EU) 2018/687 o
Fenugreek 0.05 MRL Reg. (EU) 2018/687 -
Nutmeg 0.05 MRL Reg. (EU) 2018/687 d
Other spices (seeds) 0.05 MRL Reg. (EU) 2018/687 d
Allspice/pimento 0.05 MRL Reg. (EU) 2018/687 d
Sichuan pepper 0.05 MRL Reg. (EU) 2018/687 -
Caraway 0.05 MRL Reg. (EU) 2018/687 -
Cardamom 0.05 MRL Reg. (EU) 2018/687 d
Juniper berry 0.05 MRL Reg. (EU) 2018/687 d
Peppercorn (black, green and 0.05 MRL Reg. (EU) 2018/687 d
white)

Vanilla pods 0.05 MRL Reg. (EU) 2018/687 d
Tamarind 0.05 MRL Reg. (EU) 2018/687 d
Other spices (fruits) 0.05 MRL Reg. (EU) 2018/687 =
Cinnamon 0.05 MRL Reg. (EU) 2018/687 d
Other spices (bark) 0.05 MRL Reg. (EU) 2018/687 d
Liquorice 0.05 MRL Reg. (EU) 2018/687 d
Ginger 0.05 MRL Reg. (EU) 2018/687 d
Turmeric/curcuma 0.05 MRL Reg. (EU) 2018/687 =
Horseradish, root spices 0.01 MRL Reg. (EU) 2018/687 -
Other spices (roots) 0.05 MRL Reg. (EU) 2018/687 d
Cloves 0.05 MRL Reg. (EU) 2018/687 d
Capers 0.05 MRL Reg. (EU) 2018/687 d
Other spices (buds) 0.05 MRL Reg. (EU) 2018/687 d
Saffron 0.05 MRL Reg. (EU) 2018/687 d
Other spices (flower stigma) 0.05 MRL Reg. (EU) 2018/687 d
Mace 0.05 MRL Reg. (EU) 2018/687 d
Other spices (aril) 0.05 MRL Reg. (EU) 2018/687 d
Sugar beet roots 0.01 MRL Reg. (EU) 2018/687 =
Sugar canes 0.01 MRL Reg. (EU) 2018/687 -
Chicory roots 0.01 MRL Reg. (EU) 2018/687 d
Other sugar plants 0.01 MRL Reg. (EU) 2018/687 d
Swine: Muscle/meat 0.01 MRL Reg. (EU) 2018/687 =
Swine: Fat tissue 0.01 MRL Reg. (EU) 2018/687 =
Swine: Liver 0.01 MRL Reg. (EU) 2018/687 d
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Chronic risk assessment
(normal mode)

Acute risk assessment
(refined calculation mode)

Commodity — —
u u
(mgp;kg) Comment (mgF;kg) Comment
Swine: Kidney 0.01 MRL Reg. (EU) 2018/687 d
Swine: Edible offals (other 0.01 MRL Reg. (EU) 2018/687 d
than liver and kidney)
Swine: Other products 0.01 MRL Reg. (EU) 2018/687 =
Bovine: Muscle/meat 0.01 MRL Reg. (EU) 2018/687 =
Bovine: Fat tissue 0.01 MRL Reg. (EU) 2018/687 d
Bovine: Liver 0.01 MRL Reg. (EU) 2018/687 d
Bovine: Kidney 0.01 MRL Reg. (EU) 2018/687 d
Bovine: Edible offals (other 0.01 MRL Reg. (EU) 2018/687 =
than liver and kidney)
Bovine: Other products 0.01 MRL Reg. (EU) 2018/687 d
Sheep: Muscle/meat 0.01 MRL Reg. (EU) 2018/687 o
Sheep: Fat tissue 0.01 MRL Reg. (EU) 2018/687 -
Sheep: Liver 0.01 MRL Reg. (EU) 2018/687 d
Sheep: Kidney 0.01 MRL Reg. (EU) 2018/687 d
Sheep: Edible offals (other 0.01 MRL Reg. (EU) 2018/687 -
than liver and kidney)
Sheep: other products 0.01 MRL Reg. (EU) 2018/687 d
Goat: Muscle/meat 0.01 MRL Reg. (EU) 2018/687 d
Goat: Fat tissue 0.01 MRL Reg. (EU) 2018/687 s
Goat: Liver 0.01 MRL Reg. (EU) 2018/687 -
Goat: Kidney 0.01 MRL Reg. (EU) 2018/687 d
Goat: Edible offals (other tha 0.01 MRL Reg. (EU) 2018/687 d
liver and kindey)
Goat: other products 0.01 MRL Reg. (EU) 2018/687 s
Equine: Muscle/meat 0.01 MRL Reg. (EU) 2018/687 d
Equine: Fat tissue 0.01 MRL Reg. (EU) 2018/687 d
Equine: Liver 0.01 MRL Reg. (EU) 2018/687 d
Equine: Kidney 0.01 MRL Reg. (EU) 2018/687 d
Equine: Edible offals (other 0.01 MRL Reg. (EU) 2018/687 d
than liver and kidney)
Equine: Other products 0.01 MRL Reg. (EU) 2018/687 =
Poultry: Muscle/meat 0.01 MRL Reg. (EU) 2018/687 =
Poultry: Fat tissue 0.01 MRL Reg. (EU) 2018/687 d
Poultry: Liver 0.01 MRL Reg. (EU) 2018/687 d
Poultry: Kidney 0.01 MRL Reg. (EU) 2018/687 -
Poultry: Edible offals (other 0.01 MRL Reg. (EU) 2018/687 =
than liver and kideny)
Poultry: Other products 0.01 MRL Reg. (EU) 2018/687 d
Other farmed animals: Mus- 0.01 MRL Reg. (EU) 2018/687 =
cle/meat
Other farmed animals: Fat 0.01 MRL Reg. (EU) 2018/687 o
tissue
Other farmed animals: Liver 0.01 MRL Reg. (EU) 2018/687 =
Other farmed animals: Kid- 0.01 MRL Reg. (EU) 2018/687 d
ne
Oilher farmed animals: Edible 0.01 MRL Reg. (EU) 2018/687 =
offals (other than liver and
kidney)
Other farmed animals: Other 0.01 MRL Reg. (EU) 2018/687 d
products
Milk: Cattle 0.01 MRL Reg. (EU) 2018/687 d
Milk: Sheep 0.01 MRL Reg. (EU) 2018/687 d
Milk: Goat 0.01 MRL Reg. (EU) 2018/687 d
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Chronic risk assessment Acute risk assessment
(normal mode) (refined calculation mode)
R Input Input

(mg/kg) Comment (mg/kg) Comment
Milk: Horse 0.01 MRL Reg. (EU) 2018/687 -
Milk: Others 0.01 MRL Reg. (EU) 2018/687 d
Eggs: Chicken 0.01 MRL Reg. (EU) 2018/687 d
Eggs: Duck 0.01 MRL Reg. (EU) 2018/687 d
Eggs: Goose 0.01 MRL Reg. (EU) 2018/687 -
Eggs: Quail 0.01 MRL Reg. (EU) 2018/687 -
Eggs: Others 0.01 MRL Reg. (EU) 2018/687 d
Honey and other apiculture 0.05 MRL Reg. (EU) 2018/687 d
products
Amphibians and reptiles 0.01 MRL Reg. (EU) 2018/687 d
Terrestrial invertebrate ani- 0.01 MRL Reg. (EU) 2018/687 d
mals
Wild terrestrial vertebrate ani- 0.01 MRL Reg. (EU) 2018/687 -
mals

Chronic consumer exposure resultlng from the authorlsed uses reported in the EFSA Article 12 review
(EFSA Journal 2013; 11(12); 3498), EFSA MRL review for hops (EFSA Journal 2015;13(4):4078) and the
scientific support for the 47" and 49" Codex Committee on Pesticide Residues (CCPR) meetings (EFSA
Journal 2015; 13(7) 4208 and EFSA Journal 2017; 15(7) 4929) éwaee&leumed—uang%wsren—}ef—the-EFSA

, 6 ten). were calcu-
Iated usmg the PRiMo version 3.1 model The hlghest chronlc exposure represented 3.0% of the ADI (NL
toddler). Acute exposure calculations were not carried out because an ARfD was not deemed necessary for
this active substance.

The proposed uses of metrafenone in the formulation BAS 758 00 F do not represent unacceptable chronic
risks for the consumer.
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7.4 Pyraclostrobin

General data on pyraclostrobin are summarized in the table below (last updated March 2021)

Table 7.4-1: General information on pyraclostrobin
Active substance (ISO Common Name) Pyraclostrobin
IUPAC methyl N-(2-{[1-(4-chlorophenyl)-1H-pyrazol-3-yl]

oxymethyl}phenyl)-(N-methoxy)carbamate

Chemical structure

/O
Molecular formula C19H18CIN304
Molar mass 387.8 g/mol
Chemical group Strobilurines
Mode of action (if available) Inhibition of mitochondrial respiration resulting from a

blockage of the mitochondrial electron transport chain,
thus blocking phosphorylation further down in the
respiratory chain. In consequence, this leads to a
reduction of energy-rich ATP which is required to
support a range of essential processes in the fungal cell.
In the end, the various fungal development processes of
spore germination, formation of infection structures,
mycelium growth and sporulation are permanently

disrupted.
Systemic No (with local systemic activity)
Company (ies) BASF*
Rapporteur Member State (RMS) Germany
Approval status Approved 01.06.2004

Commission Directive 2004/30/EC amended by Com-
mission Directive 2009/25/EC; Implementing Regulation
(EU) 540/2011 amended by Regulation (EU) No.
823/2012, Regulation (EU) 2016/2016, Regulation (EU)
2018/84, Regulation (EU) 2018/1796, Regulation (EU)
2019/2094, (EV) 2021/52 Regulation (EU) 2021/2068

Restriction No
(e.g. is restricted to use as “...”)
Review Report SANCO/1420/2001-Final
08/09/2004
Current MRL regulation Regulation (EC) No 2020/1633 2022/1324

Peer review of MRLs according to Article 12 of Reg No | Yes
396/2005 EC performed
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EFSA Journal : Conclusion on the peer review No**
EFSA Journal: conclusion on article 12 Yes***
Current MRL applications on intended uses No

* Notifier in the EU process to whom the a.s. belong(s)
**  not officially peer-reviewed by EFSA
***  EFSA, 2011a - see list of references

74.1 Stability of Residues (KCA 6.1)

74.1.1 Stability of residues during storage of samples

Available data

The storage stability of pyraclostrobin in plant and animal matrices was already evaluated and is summa-
rized in the table below. For pyraclostrobin in plant matrices, only data of an interim report was available
at the time point of evaluation. The final stability study was submitted in context of the AIR3 submission
to RMS Germany; the results of the study are summarized in the table below.

Table 7.4-2: Summary of stability data achieved at < - 18°C (unless stated otherwise)
. Characteristics of the Acceptable maximum
Matrix ] - Reference
matrix storage duration

Data relied on in EU
Plant products (parent pyraclostrobin & metabolite 500M07)

Peanut nutmeat High oil content 18 months 2000/5248
Peanut oil High oil content 18 months Germany, 2001
Wheat grain High starch content 18 months The interim report was al-
Wheat straw Dry matrix 18 months ready peer-reviewed. The
Sugar beet tops High water content 18 months final report is presented
: below as ‘data submitted

Sugar beet roots H!gh starch content 18 months in context of AIR3 sub-
Tomatoes High water content 18 months mission’
Grape juice High acid content 18 months (Abdel-Baky S., 2001).
Animal products (parent pyraclostrobin & metabolite 500M07)
Ruminant Liver 8 months 2000/1017116

Germany, 2001
Ruminant Muscle 8 months 2000/1017116

Germany, 2001
Ruminant Milk 8 months 2000/1017116

Germany, 2001

Data submitted in context of AIR3 submission (to RMS Germany)
(already included in draft RAR)

Plant products (parent pyraclostrobin & metabolite 500M07)

Peanut nutmeat High oil content 19 months Abdel-Baky S., 2001)
Peanut oil High oil content 19 months (study already included in
Wheat grain High starch content 25 months E‘ﬁg;ly available draft
Wheat straw Dry commodity 25 months 2001/5000232

Sugar beet tops High water content 25 months

Sugar beet roots High water content 25 months

Tomatoes High water content 25 months
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. Characteristics of the Acceptable maximum
Matrix . - Reference
matrix storage duration
Grape juice High acid content 25 months
Animal products (parent pyraclostrobin & metabolite 500M07)
No new data | - ‘ - ‘ -

Conclusion on stability of residues during storage

Storage stability of pyraclostrobin and of its metabolite 500M07 was demonstrated for a period of
19 months at < -18°C for high oil content commodities such as peanut oil and nutmeat, and 25 months at
<-18°C in high starch (wheat grain, sugar beets), high water (tomato), high acid (grape juice) commodities
and dry matrix (wheat straw) (for details see the table above). As all the residues trial samples were stored
in accordance with these conditions, degradation of residues during storage of the trial samples is not ex-
pected.

The storage stability of pyraclostrobin (BAS 500 F) in samples of animal origin under deep freeze condi-
tions is proven over a period of 8 months. Metabolite 500M35 (model compound) shows slow degradation
but is stable enough to evaluate the submitted feeding study (analysed within 6 months) (Germany 2001).

7.4.1.2 Stability of residues in sample extracts (KCA 6.1)

No new study on the stability of residues in sample extracts was conducted.

For the active substance pyraclostrobin, investigations were performed using sample extracts out of “C-
metabolism studies and fortified samples during the validation of the residue analytical methods. In none
of the extracts investigated any degradation was observed. Further details are provided within the method
studies in section 5. From the data available it can be concluded that pyraclostrobin is stable in sample
extracts or solutions when stored during residue analysis.
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7.4.2

7421

Nature of residues in plants, livestock and processed commodities

Nature of residue in primary crops (KCA 6.2.1)

Available data

New metabolism studies have been submitted by the applicant in the framework of the AIR3 submission to
RMS Germany and are referenced here for completion purposes. These studies are summarized in the table

below.

No new data submitted in the framework of this application.

Table 7.4-3: Summary of plant metabolism studies
Application and sampling details
GCrop Crop |Label position |Method, |Rate |No|Sampling |Remarks Reference
roup
ForG (a) | (kg (DAT)
a.s./ha)

EU data

Fruits and | Grapes [tolyl-U-14C]- | Foliar, F 0.48, |6 |40 Applications: | 1998/10988

fruiting Pyraclostrobin 0.24, BBCH 53-55 | 2000/1000201

vegetable and [chloro- 0.18, (1 appli.); |EFSA, 2011a
phenyl-U- 0.13, BBCH 81
14C]-Pyra- 0.24; (last applica-
clostrobin 0.24 tion)

Rootand  |Potatoes |[tolyl-U-14C]- | Foliar, F 0.30, |7 |7daysaf- |Applications:|1999/11419

tuber vege- Pyraclostrobin 0.30, ter the 39 |BBCH 31 2000/1000048

tables and [chloro- 0.30, application | (1 appli.) EFSA, 2011a
phenyl-U- 0.40 and 7 days |then applica-
14C]-Pyra- 0.30; after last |tion every 9
clostrobin 0.30 application | days

(maturity)

Cereals Wheat [tolyl-U-14C]- | Foliar, F 0.30 |2 |[0,31,41 |Applications:|1999/11137
Pyraclostrobin BBCH 32 2001/1000966
and [chloro- (1 appli.); |EFSA, 2011a
phenyl-U- BBCH 61
14C]-Pyra- (2" appli.)
clostrobin

Data submitted in context of AIR3 submission (to RMS Germany)

(already included in publicly available draft RAR)

Fruits and | Grape [tolyl-U-14C]- | Foliar, F 0.48, |6 |40 Applications: | 2004/1000758

fruiting (leaves) | Pyraclostrobin 0.24, BBCH 53-55

vegetable and [chloro- 0.18, (1% appli.);
phenyl-U- 0.13, BBCH 81
14C]-Pyra- 0.24; (last applica-
clostrobin 0.24 tion)

Leafy vege- |Chinese |[tolyl-U-14C]- | Foliar, F 0.13 |3 |3 Applications: | 2000/1018512

tables cabbage |Pyraclostrobin 17,10 and 3
and [chloro- before sam-
phenyl-U- pling (sam-
14C]-Pyra- pling at
clostrobin BBCH 49)
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Application and sampling details
GCI’Op Crop |Label position | Method, |Rate No | Sampling | Remarks Reference
roup
For G (a) | (kg (DAT)
a.s./ha)
Cereals Rice [tolyl-U-14C]- | Foliar, F 0.100 |2 |1daybe- |Applications:|2013/1134958
(paddy) | Pyraclostrobin, fore 2 BBCH 39
[chlorophenyl- appl. (for- | (1% appli.);
U-14C]-Pyrac- age), BBCH 69
lostrobin BBCH 89 | (2" appli.)
and [pyrazole- (straw,
3-13C]-Pyra- grain,
clostrobin spelts)
Cereals Wheat [tolyl-U-14C]- | Seed 0.010 |1 |63-65 Application: |[2012/1158148
(seed Pyraclostrobin | Treat- (0.005 (BBCH BBCH 00
treatment) | and [chloro- |ment, G | kg /100 59, for-
phenyl-U- kg age), 74-
14C]-Pyra- seeds) 76 (BBCH
clostrobin 73-75,
whole
plants for
further
processing
into hay),
103-104
(BBCH
89, ears,
straw)
a) Outdoor/field application (F) or glasshouse/protected/indoor application (G)

Summary of plant metabolism studies reported in the EU

The following summary of the grape, potato and wheat metabolism study is taken from the EFSA MRL
review according to article 12 (EFSA, 2011a):

The relevant residue in grapes consisted of parent pyraclostrobin (55.7 - 66% TRR) and its desmethoxy
metabolite 500M07 (11.2 - 15.3% TRR). In potatoes, the highest TRR was identified in green matter (41.2
- 57.9 mg/kg) in both studies. Parent pyraclostrobin was the main component of the TRR in green matter
and potato tubers in studies with [chlorophenyl-U-14C]-pyraclostrobin, amounting for 55% and 29.4% of
the TRR, respectively. In the green matter, desmethoxy metabolite 500MQ07 was identified in levels >20%
of the TRR in both studies. In the tolyl study, the major component of the TRR in potato tubers was iden-
tified as natural amino acid L-tryptophan (29.2% TRR). In cereals, the lowest TRR was found in grains,
varying between 0.098 mg/kg in the chlorophenyl-labelled and 0.441 mg/kg in the tolyl-labelled matrix.
The highest TRR was identified in wheat straw, accounting for up to 37.76 mg/kg (chlorophenyl study) and
40.46 mg/kg (tolyl study). The major component of the TRR in straw and grain in the chlorophenyl study
was parent pyraclostrobin and its desmethoxy metabolite (500M07). In the tolyl study, the major component
of the TRR in grain was L-tryptophan (23% TRR), any other components being below 10% of the TRR. L-
tryptophan is an essential natural amino acid; therefore, it is of no toxicological relevance.
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Generally, it was concluded in the peer review that the metabolic pathway is similar in all crop groups
investigated. Results from the supervised residue trials indicated that desmethoxy metabolite 500M07 oc-
curs in crops in small amounts compared to parent pyraclostrobin; therefore, in the peer review it was
concluded that a general residue definition for risk assessment and enforcement should be set as parent
pyraclostrobin only.

Summary of plant metabolism studies available in draft RAR (AIR3 submission)

For covering a broader use spectrum and a different application type, two new crop metabolism studies
have been conducted. New crop metabolism studies were performed in wheat (seed treatment application)
and in paddy rice. Besides these new studies, a cabbage metabolism study is newly submitted in the EU.
This study was performed for achieving the Japanese registration. Furthermore, a supplementary document
(non-GLP) to the grape metabolism study was prepared upon request of Japan. Purpose of the document
was to clarify the way of metabolite identification which is based on extracts from grape leaves.

Grapes (fruits and leaves):

The investigation of the metabolism of pyraclostrobin in grapes, using material labelled either in the tolyl
or the chlorophenyl ring, leads to the conclusion that the predominant residue in grapes consists of the
parent compound pyraclostrobin and its desmethoxy metabolite 500M07 (BF 500-3). Some other com-
pounds were identified as products formed by cleavage of the molecule. The cleavage reaction resulting in
the metabolites 500M04 (BF 500-5) and 500M55 is more expressed in leaves than in fruits. The metaboli-
zation by O-glucosylation or methoxylation is a minor degradation pathway; the metabolites 500M54,
500M56 and 500M71 are present in amounts clearly below 10% of the TRR.

Chinese cabbage:

The investigation of the metabolism of BAS 500 F in Chinese cabbage using material labelled in either the
tolyl or the chlorophenyl ring leads to the conclusion that the predominant residue in outer leaves and leaf
ball consists of the parent compound pyraclostrobin and its metabolite 500M07. Some other components
which were identified as products formed by cleavage of the molecule, O-glucosylation or methoxylation
turned out to be of minor importance, because their respective amount was far below 10% of the TRR
(amounts ranged between <0.16 and 3.65 % of the TRR).

Paddy rice:

The highest levels of total radioactive residues (TRR) were found in rice straw (8.564 mg/kg chlorophenyl
label and 10.503 mg/kg tolyl label). Inrice grain, lower levels were detected for both labels (1.948 mg/kg chlo-
rophenyl label, 2.112 mg/kg tolyl label). The lowest values were found in rice forage, sampled one day before
the second application, amounting to 1.921 mg/kg (chlorophenyl label) and 1.622 mg/kg (tolyl label). The pre-
dominant residues of *C-pyraclostrobin in rice consisted of the unchanged parent compound and its desmeth-
oxy metabolite 500M07 (BF 500-3). In rice forage, straw and grain of both labels, pyraclostrobin was the
main component identified, ranging from 41.5 % to 73.3 % TRR. Metabolite 500M07 was found in all ma-
trices as the second most prominent compound (from 8.0% to 17.3% TRR). Some further polar and medium
polar components were characterized by their HPLC elution behaviour and were all clearly below
10% TRR.



BAS 758 00 F / Revyflex Plus Page 108 /324
Part B — Section 7 - Core Assessment
ZRMS version

Wheat (seed treatment):

The levels of total radioactive residues (TRR) were very low (<0.010 mg/kg) in all wheat matrices. The
highest levels of total radioactive residues (TRR) were found in wheat straw (0.0051 mg/kg and
0.0045 mg/kg, chlorophenyl and tolyl label, respectively) followed by hay (0.0015mg/kg and
0.0014 mg/kg, chlorophenyl and tolyl label). In wheat forage, the TRR amounted to 0.0008 mg/kg (chlo-
rophenyl label) and 0.0005 mg/kg (tolyl label). The TRR values of grain were 0.0008 mg/kg (chlorophenyl
label) and 0.0011 mg/kg (tolyl label).

Retention time comparison with authentic reference compounds suggest that the only significant peak de-
tected, most probably represents the parent compound pyraclostrobin and/or its desmethoxylated metabolite
500M07, which are co-eluting using the applied HPLC methods.

Summary of new plant metabolism studies
No new studies submitted.

Conclusion on metabolism in primary crops

Generally, it can be concluded that the metabolic pathway is similar in all crop groups investigated (grape
fruits and leaves, potatoes, Chinese cabbage, paddy rice and wheat). Results from the supervised residue
trials indicated that desmethoxy metabolite 500M07 occurs in crops in small amounts compared to parent
pyraclostrobin; therefore, it can be concluded that a general residue definition for risk assessment and en-
forcement should be set as parent pyraclostrobin only.
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7.4.2.2 Nature of residue in rotational crops (KCA 6.6.1)

Available data

A new metabolism study has been submitted by the applicant in the framework of the AIR3 submission to
RMS Germany and is referenced here for completion purposes. This study is summarized in the table below.

No new data submitted in the framework of this application.

Table 7.4-4: Summary of metabolism studies in rotational crops
Application and sampling details
c c Label posi- |Method, |[Rate | Sowing |Harvest |Remarks Ref
rop group rop tion For G *| (kg intervals | |nter- eference
a.s./ha) | (DAT) |vals
(DAT)
EU data
Leafy vege- |Lettuce |[tolyl-U-14C]- | Foliar, F {0.9 30, 60-61, One appli- | 1999/11829
tables Pyraclostrobin 120, 75-76, cationto |EFSA, 2011a
and [chloro- 365 61-62 bare soil
phenyl-U-
14C]-Pyra-
clostrobin
Root and tu- | Radish |[tolyl-U-14C]- | Foliar, F | 0.9 30, 47-48, One appli- | 1999/11829
ber vegeta- Pyraclostrobin 120, 64-65, cationto |EFSA, 2011a
bles and [chloro- 365 47-48 bare soil
phenyl-U-
14C]-Pyra-
clostrobin
Cereals Wheat |[tolyl-U-14C]- | Foliar, F |0.9 30, 166-167, | One appli- {1999/11829
Pyraclostrobin 120, 156-157, |cationto |EFSA, 2011la
and [chloro- 365 152-153 |bare soil
phenyl-U-
14C]-Pyra-
clostrobin
Data submitted in context of AIR3 submission (to RMS Germany)
(already included in publicly available draft RAR)
Leafy vege- |Lettuce |[pyrazole-3- |Foliar, F |0.5 30 74 One appli- |2014/1001761
tables 14C]-Pyra- cation to
clostrobin bare soil
Root and tu- | Radish |pyrazole-3- Foliar, F [0.5 30 74 One appli- |2014/1001761
ber vegeta- 14C]-Pyra- cation to
bles clostrobin bare soil
Cereals Wheat |pyrazole-3- Foliar, F [0.5 30 74 One appli- |2014/1001761
14C]-Pyra- cation to
clostrobin bare soil

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

The following summary of the rotational crop study conducted in lettuce, radish and wheat is taken from
the EFSA MRL review according to article 12 (EFSA, 2011a):

In the peer review, the metabolism of pyraclostrobin in rotational crops was studied in lettuce, radish and
wheat with [tolyl-U-1*C]-pyraclostrobin and [chlorophenyl-U-C]-pyraclostrobin (Germany, 2001). The
radiolabelled active substance was applied on bare soil once at an application rate of 0.9 kg as/ha and re-
spective crops were sown or planted at 30, 120 and 365 DAT. The peer review concluded that the metabolic
pathway of pyraclostrobin in rotational crops is similar to that in primary crops and no formation of new
metabolites was observed. There is no accumulation of pyraclostrobin or its degradation products (includ-
ing 500M07) in the parts of plants used for human or animal consumption. The relevant residue in rotational
crops therefore should be defined as parent pyraclostrobin.

The total radioactive residues in the edible parts of succeeding crops were very low for all plant back inter-
vals: radish roots, lettuce <0.04 mg/kg and wheat grain <0.089 mg/kg. No accumulation of pyraclostrobin
or its residues was observed in rotational crops. Application rates supported in the framework of this review
range between 0.05 and 0.67 kg as/ha.

Considering the overdosing factor of the above study and the fact that pyraclostrobin was applied to bare
soil (interception of pyraclostrobin by the plants is expected in practice), it is expected that residues of
pyraclostrobin resulting from soil uptake will not exceed 0.01 mg/kg. Specific plant back restrictions related
to the use of pyraclostrobin are therefore not required, provided that pyraclostrobin is applied in compliance
with the GAPs evaluated in the framework of this review.

Summary of metabolism studies in rotational crops available in draft RAR (AIR3 submission)

In order to prove that no metabolite consisting solely of the pyrazole moiety is formed in soil and taken up
by plants, preliminary investigations with the *C-pyrazole-labelled pyraclostrobin were performed. *C-
pyrazole-labelled pyraclostrobin was applied at the maximum seasonal rate of 500 g as/ha to bare soil. After
an aging period of 30 DAT, crops were planted / sown. The use rate of 500 g as/ha corresponds to a realistic
worst-case GAP for Europe (2 x 250 g as/ha in cereals).

In all rotational crop matrices (radish, wheat, lettuce), low levels of radioactive residues were determined.
The calculated total radioactive residues (TRR) in radish leaf accounted for 0.010 mg/kg, for radish root
0.003 mg/kg, for wheat forage 0.014 mg/kg and for lettuce plant 0.016 mg/kg. The measured TRR of the
top soil layer after aging and ploughing was 0.140 mg/kg.

An assignment of the peaks to structures was not possible due to the low levels of radioactive residues. All
peaks were below the trigger of 0.01 mg/kg.

The results indicate that there was no significant translocation of pyraclostrobin and / or its degradation
products from the soil.

Summary of new metabolism studies in rotational crops
No new studies submitted.

Conclusion on metabolism in rotational crops

Considering the overdosing factor of the already peer-reviewed study and the application rate of the new
study (representing a worst-case scenario for cereal crops) and the fact that pyraclostrobin was applied to
bare soil (interception of pyraclostrobin by the plants is expected in practice), it is expected that residues of
pyraclostrobin resulting from soil uptake will not exceed 0.01 mg/kg. Specific plant back restrictions related
to the use of pyraclostrobin are furthermore not required, provided that pyraclostrobin is applied in compli-
ance with the critical GAPs registered in Europe.
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74.2.3

Available data

Nature of residues in processed commodities (KCA 6.5.1)

A new oil hydrolysis study has been submitted by the applicant in the framework of the AIR3 submission
to RMS Germany and is referenced here for completion purposes but is not considered relevant for the
intended uses. The study results are summarized in the table below.

No new data submitted in the framework of this application.

Table 7.4-5: Nature of the residues in processed commodities
Conditions (Duration, Temperature, Identified compound(s) (%) Reference
pH)

EU data

Pasteurisation Parent (98.1%) [Chlorophenyl label] 1998/10840

(20 minutes, 90°C, pH 4) Parent (103.9%) [Tolyl label] Germany, 2001
Baking, boiling, brewing Parent (110.9%) [Chlorophenyl label] 1998/10840

(60 minutes, 100°C, pH 5) Parent (98.1%) [Tolyl label] Germany, 2001
Sterilisation Parent (97.4%) [Chlorophenyl label] 1998/10840

(20 minutes, 120°C, pH 6)

Parent (96.1%) [Tolyl label]

Germany, 2001

Data submitted in context of AIR3 submission (to RMS Germany)
(already included in publicly available draft RAR)

Other conditions

Identified compound(s) (%)

Qil refining (deodorization step from
raw oil to refined oil)

190°C (30 min):

Parent (23.3%) [Chlorophenyl label]
(34.8%) [Tolyl label]
500M07 (41.3%) [Chlorophenyl label]
(35.7%) [Tolyl label]
500M04 (19.0%) [Chlorophenyl label]

(not detected) [Tolyl label]
500M49 (not detected) [Chlorophenyl label]
(8.0%) [Tolyl label]

240°C (30 min):

Parent  (not detected) [Chloropheny! label]
(2.5%) [Tolyl label]
500M07 (6.3%) [Chlorophenyl label]
(15.9%) [Tolyl label]

500M04 (76.1%) [Chlorophenyl label]
(not detected) [Tolyl label]

500M49 (not detected) [Chlorophenyl label]
(2.3%) [Tolyl label]

2014/1136542
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Conclusion on nature of residues in processed commodities

Regarding the intended use in celeals, the effect of processing on the nature of pyraclostrobin residues was
investigated in the framework of the peer review. A study was conducted simulating representative hydro-
Iytic conditions for pasteurization (20 minutes at 90°C, pH 4), boiling/brewing/baking (60 minutes at
100°C, pH 5) and sterilization (20 minutes at 120°C, pH 6). This study demonstrates that food processes,
such as brewing, cooking, sterilization or pasteurization, will not impact the nature of pyraclostrobin resi-
dues. The relevant residue for enforcement and risk assessment in processed commodities is therefore ex-
pected to be the same as for primary crops (Germany, 2001).

Beyond the conclusions of representative food processing effects, a supplemental oil processing study was
designed to investigate the degradation of [*“C]-pyraclostrobin during the process of olive oil refining. Dur-
ing the deodorization process oil / water mixtures will be heated up to 190°C and 240°C. Thus, in the
present study, the transformation of [**C]-pyraclostrobin in an olive oil / water mixture was determined.
Pyraclostrobin (BAS 500 F, Reg. No. 304428) was incubated in an olive oil / water mixture (2:1) at 190°C
and 240°C for 30 minutes. In the study, an extensive degradation of the test item was observed. At a tem-
perature of 240°C, only trace amounts of the parent test item could be detected after 30 min. As a major
degradation product, the metabolite 500M07 was identified at 190°C.

7424 Conclusion on the nature of residues in commodities of plant origin (KCA
6.7.1)
Table 7.4-6: Summary of the nature of residues in commodities of plant origin
Endpoints
Plant groups covered Fruits and fruiting vegetable (Grapes)

Leafy vegetables (Chinese cabbage)
Root and tuber vegetables (Potatoes)
Cereals (Wheat, Paddy rice)

Rotational crops covered Leafy vegetables (Lettuce)
Root and tuber vegetables (Radish)
Cereals (Wheat)

Metabolism in rotational crops similar to Yes

metabolism in primary crops?

Processed commodities is stable under standard hydrolysis conditions

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

Plant residue definition for monitoring Pyraclostrobin (parent) (EC, 2004)

Plant residue definition for risk assessment Pyraclostrobin (parent) (EC, 2004)

Conversion factor from enforcement to RA Not applicable
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7.4.25 Nature of residues in livestock (KCA 6.2.2-6.2.5)

Available data

The nature of pyraclostrobin residues in commodities of animal origin was investigated in the framework
of Directive 91/414/EEC (Germany, 2001). Reported metabolism studies include 4 studies, two in lactating
goats and two in laying hens using *C-chlorophenyl-labelled pyraclostrobin and *C-tolyl-labelled pyra-
clostrobin. The studies are summarized below. These studies were also considered by the 2004 JMPR
(FAO, 2004).

Submitted data in the evaluation process (AIR3)

New metabolism studies have been submitted by the applicant in context of the AIR3 submission to the
RMS Germany. In the meantime, they have been included in the publicly available draft RAR. For com-
pletion purposes and to facilitate evaluation, those studies are also addressed in context of this dRR sub-
mission.

Upon request of the Australian authority, an in vitro comparison study was performed for goat and cow cell
cultures. In order to allow a comprehensive overview, the study summary of these supplemental investiga-
tions is provided. Goat and cow microsomes and hepatocytes were incubated with the chlorophenyl-4C-
labelled test substance.

A bioaccumulation study was performed in 1999. The study has already been submitted in context of the
previous Annex | inclusion process. However, in the previous evaluation at EU level, it has not been as-
sessed within the residue section. In the study, the tolyl-**C and chlorophenyl-1“C-labelled test substance
was applied to water. The study includes the identification of metabolites in edible and inedible portions of
bluegill sunfish.

As a new data requirement according to Regulation 283/2013, metabolism studies on fish may be required
where the plant protection product is used in crops whose parts or products, also after processing, are fed
to fish and where residues in feed may occur from the intended applications. Pyraclostrobin is registered in
the majority of crops being intended as fish feed item. In most of these crops, residue levels above LOQ
occur. The working document on the study conduct was published in 11/2013. In order to meet these new
data requirements, a fish metabolism study (dosing via diet) has been performed.

These studies are summarized in the table below.

No new data submitted in the framework of this application.
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Table 7.4-7: Summary of animal metabolism studies
Application de- Sample details
tails
G SpeCi Label posi- | No of ani- Ref
roup PECIes tion mal  |Rate Dura- | Commod- | Time of eterence
(mg/kg tion |ity sampling
bw/d) (days)
EU data
Lactating |Goat 14C- 2 (lowdose| 0.9-1.0 |5 Milk Twice 1998/10636
ruminants chlorophenyl @) daily Germany,
- - 2001
1 (high 279 ]EJrlne and |Daily
dose (b)) aeces
14C-tolyl 2 (low dose | 0.65-0.75 |5 Tissues | After
@) sacrifice
1 (high 1.37
dose ®)
Laying Hens 14C- 11@® 0.70 7 Eggs Twice 1998/10637
poultry chlorophenyl daily Germany,
- 2001
Excreta | Daily
14C-tolyl 11@® 0.88 7 Tissues | After
sacrifice
Data submitted in context of AIR3 submission (to RMS Germany)
(already included in publicly available draft RAR)
Lactating |Goatand |C- 1mg 10 uM  [3hat |Incubation | After 2009/1067176
ruminants | Cow (liver |chlorophenyl|microsomal| (low dose) |37°C |mixture |incubation
microsomes, protein per
in-vitro) incubation
mixture 100 uM
(high dose)
Fish (Bio- |Bluegill 14C- ca. 150 305ng as/L |14 Edible At Days |1999/11348
accumula- |sunfish chlorophenyl water (muscle) 10,1,4,7,
tion study) 14,21, 28
14 - and 35
C-tolyl ca. 150 300 ng as/L |21 Viscera
water
Fish Rainbow | !C- 5 11.07 10 Faeces Daily 2014/1001601
trout chlorophenyl mg/kg food Filet After
uCtolyl |5 10.54 10 |Filet skin |S2c'ifice
mg/kg food Liver

(a): dose corresponding to 12 mg/kg DM feed
(b): dose corresponding to 50 mg/kg DM feed
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Summary of animal metabolism studies reported in the EU

The following summary of pyraclostrobin metabolism studies in livestock is taken from the EFSA MRL
review according to article 12 (EFSA, 2011a):

The metabolic patterns identified for goats and hens were consistent with the rat metabolism and a specific
metabolism study in pigs is not considered necessary. pyraclostrobin was identified as the major indicator
compound in commodities of animal origin except in ruminant liver and milk fat. Based on these findings,
the IMPR defined the parent compound as the only relevant residue for enforcement and risk assessment,
but EFSA is of the opinion that consideration should be given to the presence of the desmethoxy metabolite
(500M07). An ideal residue definition for ruminant products would therefore include parent and at least
metabolite 500MO07 (and possibly also metabolite 500M04); however, the difficulty is that a method of
analysis specific to individual metabolites is not available (EC, 2002). Moreover, based on the available
livestock feeding study in cows, it is expected that relevant metabolites will only be present in ruminant
liver and that residues will decline quickly after the end of dosing. Hence, the relevant residue for enforce-
ment is defined as the parent compound pyraclostrobin in commodities of animal origin. The relevant res-
idue for risk assessment is defined as the sum of pyraclostrobin and its metabolites containing the 1-(4-
chlorophenyl)-1H-pyrazole moiety or the 1-(4-chloro-2-hydroxyphenyl)-1H-pyrazole moiety, expressed as
pyraclostrobin.

EFSA proposes to set different levels of conversion factors from enforcement to risk assessment. Conver-
sion factors will be set at 4 for ruminant liver and at 1 for all other commodities. In the framework of the
peer review, the proposed residue definition was considered to be fat-soluble based on the fact that the log
Po/w of pyraclostrobin is higher than 3 (Germany, 2001). Validated analytical methods for enforcement of
the proposed residue definition are available.

Summary of animal metabolism studies available in draft RAR (AIR3 submission)

The investigation of the in vitro metabolism of pyraclostrobin in goat and cow was conducted by incubation
experiments of the test item (mix of unlabelled and **C-labelled pyraclostrobin) at 100 uM (high dose) or
10 uM (low dose) with the corresponding microsomes, followed by qualitative and quantitative analysis of
the residues. Pyraclostrobin was similarly metabolized by goat and cow microsomes. All metabolites identi-
fied in samples from incubations with cow microsomes were also found in the experiments with goat micro-
somes. The appearance of the main metabolite 500M04 was independent from the microsome*s origin and
resulted from cleavage of the ether bond. It was already identified in a previous in vivo goat study as one of
the key degradation products of pyraclostrobin. The metabolite 500M88 (demethylation of the N-methox-
ycarbamate group) and 500M34 (desmethoxylation of the N-methoxycarbamate group and hydroxylation of
the benzylic ring) are further common metabolites found after the incubation of pyraclostrobin with goat or
cow microsomes. Both are putative precursors of the main metabolite 500M04. Hydroxylation of the chloro-
phenyl moiety played only a minor role in the in vitro biotransformation route of pyraclostrobin. In samples
from the control experiments with heat-inactivated microsomes, only the unmodified parent compound pyra-
clostrobin was detected, demonstrating that the transformation of pyraclostrobin was dependent on the pres-
ence of active microsomal enzymes.

In context of the bioaccumulation study in fish after exposure of fish to pyraclostrobin at a nominal expo-
sure level of 300 ng/L, apparent steady state was reached after 2 - 4 days. After termination of the exposure,
radioactivity levels in fish tissues decreased rapidly with a half-life of ca. 0.7 - 1.0 days. Bioconcentration
factors (BCF) based on total radioactivity were relatively low in edibles (232 - 262) and relatively high in
inedibles (1169 - 1221). For the unchanged parent compound, the BCF values were considerably lower in
all tissues. This is an indication for an intensive metabolic clearance of pyraclostrobin. Only minor differ-
ences were observed between the two labelled forms of the test compound with regard to the kinetic pa-
rameters. In the edible tissues, pyraclostrobin formed the major part of the residue, followed by 500MQ7.
Cleavage of the ether bond resulting in the formation of the metabolite 500M04 occurred to a minor extent
and mainly in the inedible portion of fish.
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In context of the fish metabolism study, in all matrices (filet, filet skin, liver) and in both labels (chloro-
phenyl and tolyl) most of the extracted residues consisted mainly of unchanged parent (70.4 - 93.1% TRR).
Only minor amounts of the metabolite 500M89 (Reg. No. 334089) were detected in extracted residue
(1 -4 % TRR). Taking the actual feed burden and the overdosing factor (8 x) into account, no significant
residues of 500M89 will occur when fish are fed with commodities being treated with pyraclostrobin. Only
one metabolic transformation could be identified: Cleavage of the amide residue yielding metabolite
500M89 (Reg. No. 334089). Reactions leading to a cleavage of the molecule between the ring systems did
not occur. Therefore, both labels are comparable with respect to the overall result regarding metabolite
formation of both studies. A degradation to polar residues occurred in a range of 1 - 7% TRR, as character-
ized by TLC. In liver, ca. 8 - 11% TRR were incorporated in the tissue and were only releasable with di-
gestive enzymes. The results achieved in analysis of the chlorophenyl and tolyl label were very well com-
parable. The amounts of residues in the same tissues of both labels were very similar and in both labels the
main identified residue consisted of unchanged pyraclostrobin. The results are in accordance with those
obtained during the BCF study.

Summary of new animal metabolism studies

No new studies submitted.

Conclusion on metabolism in livestock

The outcome of the new metabolism studies reinforces the established residue definitions for animal matri-
ces (enforcement and risk assessment).

7.4.2.6 Conclusion on the nature of residues in commodities of animal origin (KCA
6.7.1)
Table 7.4-8: Summary on the nature of residues in commodities of animal origin
Endpoints
Animals covered Lactating goats
Laying hens
Time needed to reach a plateau 3 days in milk

concentration Not reached in eggs after 7 days of dosing

Animal residue definition for monitoring | Pyraclostrobin (parent)

Animal residue definition for risk Pyraclostrobin (parent) except:

assessment Liver (except poultry liver) and milk fat only:

Pyraclostrobin and its metabolites analysed as the hydroxypyrazoles
BF 500-5 (500M04) and BF 500-8 (500M85), sum expressed as
Pyraclostrobin

Conversion factor Liver (w/o poultry): 4
All other: 1
Metabolism in rat and ruminant similar Yes

Fat soluble residue Yes
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7.4.3

7431

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 7.4-9: Summary of EU reported and new data supporting the intended uses of BAS 758 00 F and conformity to existing MRL
Resi-
due Evaluati Un-
zone | rounded | Current EU MRL
Commodit Source (N-BU, | Residue levels (mg/kg) STMR HR 1 OECD cal- MRL compli-
y S-EU, |Eo . g/kg . o (mg/kg) | (mg/kg) | culator (mg/kg) ance
EU. = accordlng to enfprcement residue .deflnltlo.n. - MRL N
outside RA = according to risk assessment residue definition (mg/kg)
EV)
Wheat grain EU Reg EU and | Adoption of CXL 0.02 0.09 - 0.2
293/2013 Outside
(and EU
extrapolat_n_)n o EFSA, 2011 |N-EU |cGAP on which EU assessment is based: 2x 0.25 kg as/ha, PHI | 0.02 0.05 0.07 0.2 yes
rye and triticale
grain) 35d, outdoor (basec_i on
E/RA: 12x<0.02; 0.02; 0.03; 2x0.04; 2x0.05 adoption of CXL)
New trials N-EU |Trials GAP: 2 x 0.12 kg as/ha, PHI 56d, outdoor 0.010 0.010 0.01 Highest residue covered by
BASF DoclD (less critical GAP) current MRL 0.2 mg/kg. No
2021/2000402 E/RA: 4x <0.010 further considerations needed.
Overall N-EU |cGAP on which EU a.s. assessment is based: 2x 0.25 kg as/ha, |0.02 0.05 0.07 0.2 yes
supporting PHI 35d, outdoor (based on
data for cGAP E/RA: 12x<0.02; 0.02; 0.03; 2x0.04; 2x0.05 adoption of CXL)
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35d, outdoor

(pseudo MRL)

Resi-
due Evaluati Un-
zone G\fPua on rounded Current EU MRL
. (N-EU, : STMR HR | OECD cal- MRL compli-
Commodity Source S-EU, Re_s,ldue Iev_els (mg/kg) _ o (ma/kg) (mg/ka) culator (mg/kg) ance
E = according to enforcement residue definition
EU, _ : . . L MRL *
. RA = according to risk assessment residue definition
outside (mg/kg)
EV)
Wheat straw EFSA,2011 |S-EU |cGAP on which EU assessment is based: 2x 0.25 kg as/ha, PHI | 1.85 5.68 - 10 (pseudo MRL)
35d, outdoor
(and E/RA: 0.75; 1.44; 1.53; 2x1.67; 1.85; 2.07; 2.20; 4.59; 4.95;
extrapolation to 5.68
g;\?vr)]d triticale New trials N-EU | Trials GAP: 2 x 0.12 kg as/ha, PHI 56d, outdoor 0.605 11 2.033 Highest residue covered by
BASF DoclD (less critical GAP) pseudo MRL 10 mg/kg. No
2021/2000402 E/RA: 0.40, 0.51, 0.70,1.1 further considerations needed.
Overall N-EU |cGAP on which EU a.s. assessment is based: 2 x 0.12 kg as/ha, |0.605 1.1 2.033 10 (pseudo MRL,
supporting PHI 56d, outdoor based on S-EU
data for cGAP E/RA: 0.40, 0.51, 0.70, 1.1 data)
Barley grain EU Reg EU and | Adoption of CXL 0.345 0.62 - 1.0
293/2013 Outside
(and EU
extrapolation 10 fepga 2011 [N-EU | cGAP on which EU assessment is based: 2x 0.25 kg asiha, PHI |0.07 029  |0.303 1.0 yes
oat grain)
35d, outdoor (based on
E/RA: 4x<0.02; 4x0.03; 3x0.04; 2x0.05; 0.06; 4x0.07; 0.09; adoption of CXL)
2x0.1; 2x0.11; 2x0.12; 2x0.13; 0.14; 0.29
New trials N-EU |Trials GAP: 2 x 0.12 kg as/ha, PHI 56d, outdoor 0.024 0.047 0.083 Highest residue covered by
BASF DocID (less critical GAP) current MRL 1.0 mg/kg. No
2021/2000401 E/RA: 0.017, 0.020, 0.027, 0.047 further considerations needed
Overall N-EU |cGAP on which EU a.s. assessment is based: 2x 0.25 kg as/ha, |0.07 0.29 0.303 1.0 yes
supporting PHI 35d, outdoor (based on
data for cGAP E/RA: 4x<0.02; 4x0.03; 3x0.04; 2x0.05; 0.06; 4x0.07; 0.09; adoption of CXL)
2x0.1; 2x0.11; 2x0.12; 2x0.13; 0.14; 0.29
Barley straw EFSA, 2011 |S-EU |cGAP on which EU assessment is based: 2x 0.25 kg as/ha, PHI 338 6.92 ) 15




BAS 758 00 F / Revyflex Plus
Part B — Section 7 - Core Assessment

ZRMS version

Page 119 /324

data)

Resi-
due Evaluati Un-
Jone G\:\Pua ion rounded Current EU MRL
. (N-EU, : STMR HR | OECD cal- MRL compli-
Commodity Source S-EU. Re_s,ldue Iev_els (mg/kg) _ o (ma/kg) (mg/ka) culator (mg/kg) ance
E = according to enforcement residue definition
EU, _ : . . L MRL *
. RA = according to risk assessment residue definition
outside (mg/kg)
EV)
(and E/RA: 0.66; 1.17; 1.69; 2.84; 3.91; 4.87; 6.59; 6.92
extrapolation to
oat grain) New trials N-EU | Trials GAP: 2 x 0.12 kg as/ha, PHI 56d, outdoor 0.440 1.0 1.802 Highest residue covered by
BASF DoclD (less critical GAP) pseudo MRL 15 mg/kg. No
2021/2000401 E/RA: 0.29, 0.40, 0.48, 1.0 further considerations needed.
Overall N-EU |cGAP on which EU a.s. assessment is based: 2 x 0.12 kg as/ha, |0.440 1.0 1.802 15
supporting PHI 56d, outdoor (pseudo MRL,
data for cGAP E/RA: 0.29, 0.40, 0.48, 1.0 based on S-EU

* Source of EU MRL: Reg. [EUY2020/4633'Reg N (EU)2022/1824 amending MRL Reg. (EC) No 396/2005
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74.3.2 Conclusion on the magnitude of residues in plants

According to the available data, the intended uses on cereals are considered acceptable, for outdoor uses.
The extrapolation rules have been applied according to SANTE/2019/12752. The data submitted show that
no exceedance of the current pyraclostrobin MRLs for the intended uses (barley, wheat, rye, triticale and
oat) is expected.
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744 Magnitude of residues in livestock

7.4.4.1 Dietary burden calculation

The dietary burden was calculated for all uses evaluated in the Article 12 process (EFSA, 2011a) and addi-
tional uses since then (see footnotes). The intended use of BAS 758 00 F on cereals (wheat, rye, triticale,
barley and oat) does contribute to the overall dietary burden, but input values are covered by the already
evaluated values.

Table 7.4-10: Input values for the dietary burden calculation (considering the uses evalu-
ated in Art. 12 procedure [including additional uses since that] and the uses
under consideration)

Median dietary burden Maximum dietary burden
Feed Commodity
Input value Comment Input value Comment
(mg/kg) (mg/kg)

Risk assessment residue definition: pyraclostrobin (parent)

Barley, straw 3.38 STMR (derived in context |8.73 HR (derived in context of
of the AIR3 submission to the AIR3 submission to
RMS Germany) RMS Germany)

Beet, sugar, tops 0.07 STMR (EFSA, 2011a) 0.18 HR (EFSA, 2011a)

Cabbage, heads 0.02 STMR (EFSA, 2018a) 0.22 HR (EFSA, 2018a)

Corn, field, | 0.51 STMR x 1.43 (EFSA, 1.09 HR x 1.43 (EFSA, 2018a)

forage/silage 2018a)

Kale 0.18 STMR (EFSA, 2012) 0.70 HR (EFSA, 2012)

Oat, straw 3.38 STMR (derived in context |8.73 HR (derived in context of
of the AIR3 submission to the AIR3 submission to
RMS Germany) RMS Germany)

Rye, straw 1.85 STMR (derived in context |6.96 HR (derived in context of
of the AIR3 submission to the AIR3 submission to
RMS Germany) RMS Germany)

Triticale, straw 1.85 STMR (derived in context |6.96 HR (derived in context of
of the AIR3 submission to the AIR3 submission to
RMS Germany) RMS Germany)

Wheat, straw 1.85 STMR (derived in context |6.96 HR (derived in context of
of the AIR3 submission to the AIR3 submission to
RMS Germany) RMS Germany)

Carrot, culls 0.12 STMR (HR/STMR in 0.24 HR (HR/STMR in context
context of a IMPR of a JMPR submission
submission leading to leading to CODEX MRL,
CODEX MRL, which was which was later adopted by
later adopted by EFSA) EFSA)

Potatoes, culls 0.02 STMR (EFSA, 2011a) 0.02 HR (EFSA, 2011a)

Swede, roots 0.02 STMR (EFSA, 2014a) 0.06 HR (EFSA, 2014a)
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Median dietary burden Maximum dietary burden
Feed Commodity
Input value Comment Input value Comment
(mg/kg) (mg/kg)
Turnip, roots 0.02 STMR (EFSA, 2014a) 0.06 HR (EFSA, 2014a)
Barley, grain 0.35 STMR (EFSA, 2014b) 0.35 HR (EFSA, 2014b)
Bean, seed 0.04 STMR (EFSA, 2011a) 0.04 STMR (EFSA, 2011a)
Corn, field, grain 0.02 STMR (EFSA, 2011a) 0.02 STMR (EFSA, 2011a)
Corn, pop, grain 0.02 STMR (EFSA, 2011a) 0.02 STMR (EFSA, 2011a)
Cotton, undelinted seed | 0.03 STMR (EFSA, 2011b) 0.03 STMR (EFSA, 2011b)
Lupin, seed 0.02 STMR (EFSA, 2011b) 0.02 STMR (EFSA, 2011b)
Oat, grain 0.35 STMR (EFSA, 2014b) 0.35 STMR (EFSA, 2014b)
Pea, seed 0.04 STMR (EFSA, 2011a) 0.04 STMR (EFSA, 2011a)
Rye, grain 0.02 STMR (EFSA, 2011a) 0.02 STMR (EFSA, 2011a)
Sorghum, grain 0.025 STMR (HR/STMR in 0.025 STMR (HR/STMR in
context of a JMPR context of a JMPR
submission leading to submission leading to
CODEX MRL, which was CODEX MRL, which was
later adopted by EFSA) later adopted by EFSA)
Soybean, seed 0.02 STMR (EFSA 2011b, 0.02 STMR (EFSA 2011b,
2018c¢) 2018c¢)
Triticale, grain 0.02 STMR (EFSA, 2011a) 0.02 STMR (EFSA, 2011a)
Wheat, grain 0.02 STMR (EFSA, 2011a) 0.02 STMR (EFSA, 2011a)
Apples pomace 0.35 STMR (EFSA, 2011a) 0.35 STMR (EFSA, 2011a)
Beet, sugar, dried pulp |0.10 STMR x PF 2.5 (EFSA, [0.10 STMR x PF 2.5 (EFSA,
2011a) for dehydration step 2011a) for dehydration step
extrapolated from apple extrapolated from apple
processing study (pomace) processing study (pomace)
and citrus processing study and citrus processing study
(dried pulp) (dried pulp)
Beet, sugar, ensiled 0.12 STMR x 3 (EFSA, 2011a) [0.12 STMR x 3 (EFSA,
pulp filled in by the model 2011a) filled in by the
automatically applying model automatically
default processing factors applying default processing
(pf) factors (pf)
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Median dietary burden Maximum dietary burden
Feed Commodity
Input value Comment Input value Comment
(mg/kg) (mg/kg)

Beet, sugar, molasses |1.12 STMR x 28 (EFSA, 1.12 STMR x 28 (EFSA,

18 2011a) filled in by the 2011a) filled in by the
model automatically model automatically
applying default processing applying default processing
factors (pf) factors (pf)

Brewer's grain, dried |1.16 STMR x 3.3 (EFSA, 1.16 STMR x 3.3 (EFSA,
2014b) filled in by the 2014b) filled in by the
model automatically model automatically
applying default processing applying default
factors (pf) processing factors (pf)

Canola, meal 0.07 STMR x 2 (EFSA, 2011b) | 0.07 STMR x 2 (EFSA,
filled in by the model 2011b) filled in by the
automatically applying model automatically
default processing factors applying default processing
(pf) factors (pf)

Citrus, dried pulp 3.73 STMR x 6.9 (EFSA, 3.73 STMR x 6.9 (EFSA,
2018a) 2018a)

Corn, field, milled 0.02 STMR x 1 (EFSA, 2011a) | 0.02 STMR x 1 (EFSA,

byproducts residues in RAC <LOQ 2011a) residues in RAC

<LOQ

Corn, field, hominy 0.02 STMR x 1 (EFSA, 2011a) | 0.02 STMR x 1 (EFSA,

meal residues in RAC <LOQ 2011a) residues in RAC

<LOQ

Corn, field, gluten feed | 0.02 STMR x 1 (EFSA, 2011a) | 0.02 STMR x 1 (EFSA,
residues in RAC <LOQ 2011a) residues in RAC

<LOQ

Corn, field, gluten, 0.02 STMR x 1 (EFSA, 2011a) | 0.02 STMR x 1 (EFSA,

meal residues in RAC <LOQ 2011a) residues in RAC

<LOQ

Cotton, meal 0.006 STMR x 0.19 (EFSA, 0.006 STMR x 0.19 (EFSA,
2011b) filled in by the 2011b) filled in by the
model automatically model automatically
applying default processing applying default processing
factors (pf) factors (pf)

Distiller’s grain, dried | 0.066 STMR x 3.3 (EFSA, 0.066 STMR x 3.3 (EFSA,
2011a) filled in by the 2011a) filled in by the
model automatically model automatically
applying default processing applying default
factors (pf) processing factors (pf)

Flaxseed/Linseed, meal | 0.052 STMR x 1.3 (EFSA, 0.052 STMR x 1.3 (EFSA,
2011b) 2011b)

0.022 STMR x 1.1. (EFSA, 0.022 STMR x 1.1. (EFSA,
) 2011a) filled in by the 2011a) filled in by the

Lupin seed, meal & model automatically model automatically
applying default processing applying default processing
factors (pf) factors (pf)

Peanut, meal 0.02 STMR x 1 (EFSA, 2011a) | 0.02 STMR x 1 (EFSA,
residues in RAC <LOQ 2011a) residues in RAC

<LOQ
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Feed Commodity

Median dietary burden

Maximum dietary burden

in context of the AIR3
submission to RMS
Germany)

Input value Input value
Comment Comment
(mg/kg) (mg/kg)

Potato, process waste | 0.02 STMR x 1 (EFSA, 2011a) | 0.02 STMR x 1 (EFSA,
residues in RAC <LOQ 2011a) residues in RAC

<LOQ

Potato, dried pulp 0.02 STMR x 1 (EFSA, 2011a) | 0.02 STMR x 1 (EFSA,
residues in RAC <LOQ 2011a) residues in RAC

<LOQ

Rape, meal 0.07 STMR x 2 (EFSA, 2011b)|0.07 STMR x 2 (EFSA,

2011b)

Rice, bran/pollard 0.106 STMR x 5.3 (EFSA, 0.106 STMR x 5.3 (EFSA,
2018b) 2018b)

Safflower, meal 0.052 STMR x 1.3 (EFSA, 0.052 STMR x 1.3 (EFSA,
2011b) 2011b)

Soybean, meal 0.02 STMR x 1 (EFSA, 2011b) |0.02 STMR x 1 (EFSA,
residues in RAC <LOQ 2011Db) residues in RAC

<LOQ

Soybean, hulls 0.02 STMR x 1 (EFSA, 2011b) [0.02 STMR x 1 (EFSA,
residues in RAC <LOQ 2011Db) residues in RAC

<LOQ

Sunflower, meal 0.106 STMR x 2 (EFSA, 2011b)|0.106 STMR x 2 (EFSA,

2011b)

Wheat gluten, meal 0.036 STMR x 1.8 (EFSA, 0.036 STMR x 1.8 (EFSA,
2011a) filled in by the 2011a) filled in by the
model automatically model automatically
applying default processing applying default
factors (pf) processing factors (pf)

Wheat, milled 0.054 STMR x 2.7 (STMR: 0.054 STMR x 2.7 (STMR:

byproducts EFSA, 2011a, pf: derived EFSA, 2011a, pf:

derived in context of the
AIR3 submission to RMS
Germany)

Target crops are marked in bold
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Table 7.4-11: Results of the dietary burden calculation
Animal species Median Maximum die- | Highest contrib- Max dietary Trigger
dietary burden tary burden uting commodity | burden (mg/kg | exceeded
(mg/kg bw/d) (mg/kg bw/d) DM) (Y/N)
Risk assessment residue definition: pyraclostrobin (parent)
Beef cattle* 0.0406 0.088 Barley, straw 3.65 Yes
Dairy cattle* 0.0864 0.162 Barley, straw 4.20 Yes
Ram/ewe 0.0853 0.218 Barley, straw 6.5 Yes
Lamb 0.1124 0.274 Barley, straw 6.45 Yes
Breeding swine 0.029 0.042 Citrus, dried pulp  |1.82 Yes
Finishing swine* 0.019 0.027 Carrot, culls 0.88 Yes
Broiler poultry 0.036 0.043 Carrot, culls 0.60 Yes
Layer poultry* 0.049 0.095 Wheat, straw 1.39 Yes
Turkey 0.030 0.037 Carrot, culls 0.52 Yes

* These categories correspond to those (formerly) assessed at EU level.

The calculated dietary burden values (derived by using the Animal model 2017) are very comparable with
the results of the overall dietary burden calculations, which were submitted to RMS Germany in context of
the renewal process of the active substance pyraclostrobin (AIR3). As can be seen from those results (see
below) and the results of the related feeding studies, there is no need for an adjustment of MRLs in animal

matrices.
Table 7.4-12: Results of the dietary burden calculation (RWCFL, AIR3 submission)
Animal species Maximum dietary burden Highest contrib- Max dietary Trigger
(mg/kg bw/d) uting commodity | burden (mg/kg | exceeded
DM) (YIN)
Risk assessment residue definition: pyraclostrobin (parent)
Beef cattle* 0.083 Barley straw 3.461 Yes
Dairy cattle* 0.134 Barley straw 3.483 Yes
Ram/ewe 0.212 Barley straw 6.365 Yes
Lamb 0.271 Barley straw 6.365 Yes
Breeding swine 0.028 Carrot culls 1.225 Yes
Finishing swine* 0.024 Carrot culls 0.798 Yes
Broiler poultry 0.036 Barley grain 0.515 Yes
Layer poultry* 0.079 Wheat straw 1.149 Yes
Turkey 0.031 Carrot culls 0.435 Yes

* These categories correspond to those (formerly) assessed at EU level.
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74.4.2 Livestock feeding studies (KCA 6.4.1-6.4.3)

Data/information on poultry and lactating ruminant feeding studies for pyraclostrobin were reviewed during
the Annex | inclusion process and were considered to be acceptable. The following section was copied from
the Draft Assessment Report, which was prepared by RMS Germany.

Table 7.4-13: Residues from livestock feeding studies (Annex 1A, point 6.4, Annex I11A, point
8.3)

Intakes by livestock > 0.1 mg/kg diet/day: Ruminant: Poultry: Pig:
yes/ne yes/ne yes/ne

Muscle < 0.05 <0.05 < 0.05

Liver <0.05 <0.05 <0.05

Kidney <0.05 <0.05 <0.05

Fat <0.05 <0.05 <0.05

Milk <0.01 Not applicable Not applicable

Eggs Not applicable <0.05 Not applicable

Available data

Data/information on poultry (no study needed based on the intended uses) and ruminant (BASF DoclD
1999/11895 & 2000/1000003) feeding studies for pyraclostrobin were reviewed during the Annex | inclu-
sion process and were considered to be acceptable.

For the Annex I inclusion process, data were submitted covering the safe uses in cereals, grapes and banana
(import tolerance). Due to the favourable residue behaviour of pyraclostrobin, where even at the 10 x dose
level no residues above the LOQ were found, the revised feed burden covering the use in cereals did not
result in any new MRL proposal. This was re-confirmed by the RMS Germany and in the EFSA publication
from February 2012 (EFSA, 2012).

One new feeding study on poultry (BASF DoclD 2000/5005) has been submitted by the applicant in context
of the AIR3 submission in 2014 and is included in the publicly available draft RAR. This study was per-
formed for registration purposes in the US using the common moiety approach, is considered as supple-
mental information, and is summarized in the table below.
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Table 7.4-14: Overview of the values derived from livestock feeding studies
Dietary burden Results of the livestock feeding study
Med. Max. Dose Level |No |Result for enforce- Result for RA Median res- | Highest res-| Calculated CF for
Commodity (mg/kg (mg/kg (mg/kg ment idue idue MRL RA ©
bw/d) bw/d) bw/d) mg/kg) @ | (mg/kg) ® mg/k
Mean Max. Mean Max. (Moka) (moka) (moka)
(mg/kg)  |(mglkg) | (mg/kg) | (mg/kg)

EU data (EFSA, 2011a)

Enforcement residue definition: Pyraclostrobin (parent) and risk assessment: Pyraclostrobin (parent) except liver (except poultry liver) and milk fat only: Pyraclostrobin and its
metabolites analysed as the hydroxypyrazoles BF 500-5 (500M04) and BF 500-8 (500M85), sum expressed as Pyraclostrobin

Pig meat 0.011 0.021 0.22 3 <0.05 N/A <0.05 N/A 0.05 0.05 0.05*¢) 1.00
0.67 3 <0.05 N/A <0.05 N/A
2.40 3 <0.05 N/A <0.05 N/A

Pig fat 0.22 3 <0.05 N/A <0.05 N/A 0.05 0.05 0.05* 1.00
0.67 3 <0.05 N/A <0.05 N/A
2.40 3 <0.05 N/A <0.05 N/A

Pig liver 0.22 3 <0.05 n.r. 0.20 n.r. 0.05 0.05 0.05* 4.00
0.67 3 <0.05 n.r. 0.52 n.r.
2.40 3 <0.05 n.r. 2.48 n.r.

Pig kidney 0.22 3 <0.05 N/A <0.05 N/A 0.05 0.05 0.05* 1.00
0.67 3 <0.05 N/A <0.05 N/A
2.40 3 <0.05 N/A <0.05 N/A

Ruminant meat 0.035 0.066 0.22 3 <0.05 N/A <0.05 N/A 0.05 0.05 0.05*¢) 1.00
0.67 3 <0.05 N/A <0.05 N/A
2.40 3 <0.05 N/A <0.05 N/A

Ruminant fat 0.22 3 <0.05 N/A <0.05 N/A 0.05 0.05 0.05* 1.00
0.67 3 <0.05 N/A <0.05 N/A
2.40 3 <0.05 N/A <0.05 N/A
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Dietary burden

Results of the livestock feeding study

Med. Max.
Commodity (mg/kg (mg/kg
bw/d) bw/d)

Dose Level
(mg/kg
bw/d)

No

Result for enforce-
ment

Result for RA

Max.
(mg/kg)

Mean
(mg/kg)

Mean
(mg/kg)

Max.
(mg/kg)

Median res-
idue
(mg/kg) @

Highest res-
idue
(mg/kg) ©

Calculated
MRL

(mg/kg)

CF for
RA ©

EU data (EFSA, 2011a)

Enforcement residue definition: Pyraclostrobin (parent) and risk assessment: Pyraclostrobin (parent) except liver (except poultry liver) and milk fat only: Pyraclostrobin and its
metabolites analysed as the hydroxypyrazoles BF 500-5 (500M04) and BF 500-8 (500M85), sum expressed as Pyraclostrobin

Ruminant liver 0.22 3 <0.05 n.r. 0.20 n.r. 0.05 0.05 0.05* 4.00
0.67 3 <0.05 n.r. 0.52 n.r.
2.40 3 <0.05 n.r. 2.48 n.r.
Ruminant kidney 0.22 3 <0.05 N/A <0.05 N/A 0.05 0.05 0.05* 1.00
0.67 3 <0.05 N/A <0.05 N/A
2.40 3 <0.05 N/A <0.05 N/A
Milk 0.054 0.103 0.22 3 <0.05 N/A <0.05 N/A 0.01 0.01 0.01* 1.00
0.67 3 <0.05 N/A <0.05 N/A
2.40 3 <0.05 N/A <0.05 N/A
Data submitted (XXXXXXXXXXXXXXXXX, 2000, Doc 1D 2000/5005) in context of AIR3 submission (to RMS Germany), included in the publicly available draft RAR
Poultry meat 0.039 0.070 0.18* 11 <0.05 N/A <0.05 N/A 0.05 0.05 0.05* 1.00
0.58** 12 <0.05 N/A <0.05 N/A
1.93%** 20 <0.05 N/A <0.05 N/A
Poultry fat 0.18* 11 <0.05 N/A <0.05 N/A 0.05 0.05 0.05* 1.00
0.58** 12 <0.05 N/A <0.05 N/A
1.93%** 20 <0.05 N/A <0.05 N/A
Poultry liver 0.18* 11 <0.05 N/A <0.05 N/A 0.05 0.05 0.05* 1.00
0.58** 12 <0.05 N/A <0.05 N/A
1.93%** 20 <0.05 N/A <0.05 N/A
Eggs 0.039 0.070 0.18* 11 <0.05 N/A <0.05 N/A 0.05 0.05 0.05* 1.00
0.58** 12 <0.05 N/A <0.05 N/A
1.93%** 20 <0.05 N/A <0.05 N/A
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N/A: Not applicable — only the mean values are considered for calculating MRLs in milk.

n.r.. Not reported

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

(F): MRL is expressed as mg/kg of fat contained in the whole product.

(a): Median residue value according to the enforcement residue definition, derived by interpolation/extrapolation from the feeding study for the median dietary burden (FAO, 2009).

(b): Highest residue value (tissues, eggs) or mean residue value (milk) according to the enforcement residue definition, derived by interpolation/extrapolation of the maximum dietary burden between
the relevant feeding groups of the study (FAQ, 2009).

(c): The median conversion factor for enforcement to risk assessment.

* not specified in the study report, calculated by the actual dose rate 0.28 mg/d/animal and the average body weight of this group at the beginning of the study (1.55787 kg)

**  not specified in the study report, calculated by the actual dose rate 0.88 mg/d/animal and the average body weight of this group at the beginning of the study (1.5293 kg)

*** not specified in the study report, calculated by the actual dose rate 3.01 mg/d/animal and the average body weight of this group at the beginning of the study (1.5573 kg)



BAS 758 00 F / Revyflex Plus Page 130 /324
Part B — Section 7 - Core Assessment
ZRMS version

Conclusion on feeding studies

Considering the requested uses (and the animal model 2017) the theoretical maximum daily intake for ani-
mals was modified only slightly compared to previous evaluations; however, no risk for animal MRLs to
be exceeded is expected based on available feeding data.

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

7.45.1 Available data for all crops under consideration

No new data were submitted in the framework of this application. Data/information on processing studies
was reviewed during the approval of active substance pyraclostrobin and/or MRL setting and were consid-
ered acceptable and is summarized in the table below.

Table 7.4-15: Overview of the available processing studies

Processed commodity Number of | Median PF | Median CF Comments Reference
studies * **

EU data

Processing factors recommended for enforcement and risk assessment (sufficiently
supported by data)

Barley, brewing malt 2 (4 trials) [1.20 1.00 Germany, 2001,

- EFSA, 2011
Barley, beer 2 (4 trials) |0.70 1.00 BASF DoclD
1999/11826,

1999/11827

Indicative processing factors (limited data sets)

Barley, pot/pearl 1(1trial) ]0.70 1.00 Germany, 2001,
EFSA, 2011
BASF DoclD
1999/11826

Wheat and rye, white flour |1 (1 trial) |0.06 1.00 Germany, 2001,
EFSA, 2011
BASF DoclD
1999/5122

Data submitted in context of AIR3 submission (to RMS Germany)
(already included in publicly available draft RAR)

Processing factors recommended for enforcement and risk assessment (sufficiently
supported by data)

Wheat, bran 1 (4 trials) |2.67 1.00 Submitted to RMS | Plier S.
Wheat, white flour 0.31 Germany in (2012)
Wheat, starch 0.24 context of the BASF DoclD
Wheat, wholemeal flour 0.92 AIR3 submission, |2012/1067586

already included in
publicly available
draft RAR
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Processed commodity Number of | Median PF | Median CF Comments Reference
studies * **
Oat, bran 1 (4 trials) |0.31 1.00 Submitted to RMS | Plier S. (2012)
Oat, flour 0.11 Germany in BASF DoclD
Oat, groats/rolled oats 0.06 context of the 2013/1037950
AIR3 submission,
already included in
publicly available
draft RAR
Corn, refined oil 1 (4trials) |1 1.00 Submitted to RMS | Braun D. (2010)
Corn, flour 1 Germany in BASF DoclD
Corn, meal 1 context of the 2010/1144336
Corn, bran 1 AIR3 submission,
Corn, gluten feed meal 1 already included in
publicly available
draft RAR
Indicative processing factors (limited data sets)
Rice, bran 1 (3 trials) |5.29 1.00 Submitted to RMS | Woodard, D. L.
Rice, flour 0.16 Germany in (2015)
context of an BASF DoclD
ongoing import 2015/7000583
tolerance petition
for rice
New data
No new data

* 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.
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745.1 Conclusion on processing studies

For the intended use in cereals several processing studies are available, which were already peer-reviewed
by EFSA. For beer robust processing factors were derived, for pot barley and wheat/rye flour only indicative
processing factors are available.

According to EFSA (EFSA, 2011), "further processing studies are not required as they are not ex-pected to
affect the outcome of the risk assessment. However, if there would be the intention to derive more robust
processing factors, in particular for enforcement purposes, additional processing studies would be re-
quired.”

The existing processing studies and the derived processing factors are considered appropriate to support the
use of formulation BAS 758 00 F in cereals. No risk to consumers is expected to arise from processed
cereals, which have been previously treated with the plant protection product of concern.

7.4.6 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 have been submitted and are summarized
hereafter.

In context of the MRL review according to article 12 (EFSA, 2011a) it was concluded, "that the metabolic
pathway of pyraclostrobin in rotational crops is similar to that in primary crops and no formation of new
metabolites was observed. There is no accumulation of pyraclostrobin or its degradation products (including
500MQ7) in the parts of plants used for human or animal consumption. The relevant residue in rotational
crops therefore should be defined as parent pyraclostrobin."

7.4.6.1 Field rotational crop studies (KCA 6.6.2)

Available data

As concluded in chapter 7.2.2.2 and confirmed by EFSA (EFSA, 2011a) the total radioactive residues in
the edible parts of succeeding crops were very low for all plant back intervals: radish roots, lettuce <0.04
mg/kg and wheat grain <0.089 mg/kg. No accumulation of pyraclostrobin or its residues was observed in
rotational crops.

Application rates supported in the framework of the MRL review according to article 12 (EFSA, 2011a)
ranged between 0.05 and 0.67 kg as/ha. The maximum single application rate foreseen for product
BAS 758 00 F is 0.120 kg as/ha and is therefore well in the range, which has already been considered by
EFSA.

No new data submitted in the framework of this application.

Conclusion on rotational crops studies

Considering the overdosing factor of the rotational crop metabolism study (0.9 kg as/ha, see 7.4.2.2) and
the fact that pyraclostrobin was applied to a bare soil (interception of pyraclostrobin by the plants is ex-
pected in practice), it is expected that residues of pyraclostrobin resulting from soil uptake will not exceed
0.01 mg/kg. Specific plant-back restrictions related to the use of pyraclostrobin are therefore not required,
provided that pyraclostrobin is applied in compliance with the GAPs.
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7.4.7 Other / special studies (KCA 6.10, KCA 6.10.1)

The available data for the active substance sufficiently address aspects of the residue situation that might
arise from the use of BAS 758 00 F. Therefore, other special studies are not needed.

For the intended uses on cereals no further studies regarding honey are necessary. According
SANTE/11956/2016 rev. 9, cereals (barley, oat, wheat, triticale and rye) does not have melliferous capacity.
However, during the AIR process of pyraclostrobin, a honey study was submitted, evaluated and accepted.
No residues of pyraclostrobin were found in honey.

7.4.8 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 eval-
uation (see Table 7.1-2). For this assessment, an ADI (Acceptable Daily Intake) of 0.03 mg/kg bw/day was
used for the chronic dietary assessment, and an ARfD (Acute Reference Dose) of 0.03 mg/kg bw/day was
used for the acute dietary assessment.

7.4.8.1 Input values for the consumer risk assessment
In context of the TMDI calculations only the existing MRLs (Reg. (EU) 2020/1633) as shown below were

used without further refinement. In context of the IEDI and IESTI calculations the input values as specified
in Table 7.4-16 were applied.

Table 7.4-16: Input values for the consumer risk assessment
Chronic risk assess- .
Acute risk assessment
TMDI ment 2)
1 (IESTI)
. (IEDI)
Code | Commodity —
existing/ Input
Com- | Input value
proposed | Source/type of MRL value Comment
ment (mg/kg)
MRL (mg/kg)
Risk assessment residue definition: Pyraclostrobin (BAS 500 F)
110010 | Grapefruits 2 Existing EU MRL 0.054 STMR-
(0.54x0.1) | RAC*PeF
110020 | Oranges 2 Existing EU MRL 0.084 STMR-
(0.6x0.14) | RAC*PeF
110030 | Lemons 2 Existing EU MRL 0.054 STMR-
(0.54x0.1) | RAC*PeF
110040 | Limes 2 Existing EU MRL 0.054 STMR-
(0.54x0.1) | RAC*PeF
110050 | Mandarins 2 Existing EU MRL 0.0689 STMR-
(0.53x 0.13) | RAC*PeF
110990 | Other citrus fruit 2 Existing EU MRL 0.054 STMR-
RAC*PeF
120100 | Pistachios 1 Existing EU MRL 0.22 STMR-
RAC
130010 | Apples 0.5 Existing EU MRL 0.14 STMR-
RAC
130020 | Pears 0.5 Existing EU MRL 0.14 STMR-
RAC
130030 | Quinces 0.5 Existing EU MRL 0.14 STMR-
RAC
130040 | Medlar 0.5 Existing EU MRL 0.14 STMR-
RAC
130050 | Loquats/Japa- 0.5 Existing EU MRL 0.14 STMR-
nese medlars RAC
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Chronic risk assess-

Acute risk assessment

TMDI ment
" (IESTI)?
. (IEDI)
Code | Commodity —
existing/ Input
Com- | Input value
proposed | Source/type of MRL value Comment
ment (mg/kg)
MRL (mg/kg)
130990 | Other pome fruit 0.5 Existing EU MRL 0.14 STMR- -
RAC
140010 | Apricots 1 Existing EU MRL 0.43 STMR- -
RAC
140020 | Cherries (sweet) 3 Existing EU MRL 0.51 STMR- -
RAC
140030 | Peaches 0.3 Existing EU MRL 0.07 STMR- -
RAC
140040 | Plums 0.8 Existing EU MRL 0.09 STMR- -
RAC
151010 | Table grapes 0.3 Existing EU MRL 0.061 STMR- -
RAC
151020 | Wine grapes 2 Existing EU MRL 0.48 STMR- -
RAC
152000 | Strawberries 15 Existing EU MRL 0.2 STMR- -
RAC
153010 | Blackberries 3 Existing EU MRL 0.87 STMR- -
RAC
153020 | Dewberries 2 Existing EU MRL 0.87 STMR- -
RAC
153030 | Raspberries (red 3 Existing EU MRL 0.87 STMR- -
and yellow) RAC
153990 | Other cane fruit 2 Existing EU MRL 0.87 STMR- -
RAC
154010 | Blueberries 4 Existing EU MRL 0.78 STMR- -
RAC
154020 | Cranberries 3 Existing EU MRL 0.94 STMR- -
RAC
154030 | Currants (red, 3 Existing EU MRL 0.94 STMR- -
black and white) RAC
154040 | Gooseberries 3 Existing EU MRL 0.94 STMR- -
(green, red and RAC
yellow)
154050 | Rose hips 3 Existing EU MRL 0.94 STMR- -
RAC
154060 | Mulberries 3 Existing EU MRL 0.94 STMR- -
(black and RAC
white)
154070 | Azarole/Med- 3 Existing EU MRL 0.94 STMR- -
iteranean medlar RAC
154080 | Elderberries 3 Existing EU MRL 0.94 STMR- -
RAC
154990 | Other other 3 Existing EU MRL 0.94 STMR- -
small fruit & RAC
berries
162030 | Passion- 0.2 Existing EU MRL 0.05 STMR- -
fruits/maracujas RAC
163010 | Avocados 0.2 Existing EU MRL 0.053 STMR- -
RAC
163030 | Mangoes 0.6 Existing EU MRL 0.110 STMR- -
RAC
163040 | Papayas 0.07 Existing EU MRL 0.05 STMR- -
RAC
163080 | Pineapples 0.3 Existing EU MRL 0.0135 STMR- -
(0.05*%0.27) | RAC*PeF
211000 | Potatoes 0.02 Existing EU MRL 0.02 STMR- -
RAC
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Chronic risk assess-

Acute risk assessment

TMDI ment
| (IEDI)? (1EST®
Code | Commodity —
existing/ Input
Com- | Input value
proposed | Source/type of MRL value Comment
MRL (ma/ka) ment (mg/kg)
213010 | Beetroots 0.1 Existing EU MRL 0.03 STMR- -
RAC
213020 | Carrots 05 Existing EU MRL 0.12 STMR- -
RAC
213030 | Celeriacs/turnip 05 Existing EU MRL 0.16 STMR- -
rooted celeries RAC
213040 | Horseradishes 0.3 Existing EU MRL 0.08 STMR- -
RAC
213050 | Jerusalem arti- 0.06 Existing EU MRL 0.02 STMR- -
chokes RAC
213060 | Parsnips 0.3 Existing EU MRL 0.08 STMR- -
RAC
213070 | Parsley 0.1 Existing EU MRL 0.03 STMR- -
roots/Hamburg RAC
roots parsley
213080 | Radishes 0.5 Existing EU MRL 0.08 STMR- -
RAC
213090 | Salsifies 0.1 Existing EU MRL 0.03 STMR- -
RAC
213100 | Swedes/rutaba- 0.09 Existing EU MRL 0.02 STMR- -
gas RAC
213110 | Turnips 0.09 Existing EU MRL 0.02 STMR- -
RAC
220010 | Garlic 0.3 Existing EU MRL 0.02 STMR- -
RAC
220020 | Onions 15 Existing EU MRL 0.06 STMR- -
RAC
220030 | Shallots 0.3 Existing EU MRL 0.02 STMR- -
RAC
220040 | Spring on- 15 Existing EU MRL 0.42 STMR- -
ions/green on- RAC
ions and Welsh
onions
231010 | Tomatoes 0.3 Existing EU MRL 0.10 STMR- -
RAC
231020 | Sweet pep- 0.5 Existing EU MRL 0.08 STMR- -
pers/bell pep- RAC
pers
231030 | Aubergines/egg 0.3 Existing EU MRL 0.10 STMR- -
plants RAC
232010 | Cucumbers 0.5 Existing EU MRL 0.06 STMR- -
RAC
232020 | Gherkins 05 Existing EU MRL 0.06 STMR- -
RAC
232030 | Courgettes 0.5 Existing EU MRL 0.06 STMR- -
RAC
232990 | Other cucurbits 0.5 Existing EU MRL 0.06 STMR- -
- edible peel RAC
233010 | Melons 0.5 Existing EU MRL 0.055 STMR- -
(0.11*%0.5) | RAC*PeF
233020 | Pumpkins 0.5 Existing EU MRL 0.055 STMR- -
(0.11*%0.5) | RAC*PeF
233030 | Watermelons 0.5 Existing EU MRL 0.055 STMR- -
(0.11*0.5) | RAC*PeF
233990 | Other cucurbits 05 Existing EU MRL 0.055 STMR- -
- inedible peel (0.11*0.5) | RAC*PeF
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Chronic risk assess-

Acute risk assessment

TMDI ment
" (IESTI)?
. (IEDI)
Code | Commodity —
existing/ Input
Com- | Input value
proposed | Source/type of MRL value Comment
ment (mg/kg)
MRL (mg/kg)
234000 | Sweet corn 0.04 Existing EU MRL 0.016 STMR- -
RAC
241010 | Broccoli 05 Existing EU MRL 0.05 STMR- -
RAC
241020 | Cauliflowers 05 Existing EU MRL 0.05 STMR- -
RAC
241990 | Other flowering 0.5 Existing EU MRL 0.05 STMR- -
brassica RAC
242010 | Brussels sprouts 0.3 Existing EU MRL 0.03 STMR- -
RAC
242020 | Head cabbages 0.4 Existing EU MRL 0.01 STMR- -
RAC
243010 | Chinese cab- 15 Existing EU MRL 0.18 STMR- -
bages/ petsai RAC
243020 | Kales 15 Existing EU MRL 0.18 STMR- -
RAC
243990 | Other leafy 15 Existing EU MRL 0.18 STMR- -
brassica RAC
251010 | Lamb's let- 10 Existing EU MRL 25 STMR- -
tuce/corn salads RAC
251020 | Lettuces 2 Existing EU MRL 0.26 STMR- -
RAC
251030 | Escaroles/broad- 0.4 Existing EU MRL 0.04 STMR- -
leaved endives RAC
251040 | Cress and other 10 Existing EU MRL 25 STMR- -
sprouts and RAC
shoots
251050 | Land cress 10 Existing EU MRL 25 STMR- -
RAC
251060 | Roman rocket/ 10 Existing EU MRL 25 STMR- -
rucola RAC
251070 | Red mustards 10 Existing EU MRL 25 STMR- -
RAC
251080 | Baby leaf crops 10 Existing EU MRL 25 STMR- -
(including bras- RAC
sica species)
251990 | Other lettuce 10 Existing EU MRL 25 STMR- -
and other salad RAC
plants
252010 | Spinaches 0.6 Existing EU MRL 0.05 STMR- -
RAC
252030 | Chards/beet 15 Existing EU MRL 0.26 STMR- -
leaves RAC
255000 | Witloofs/Bel- 0.09 Existing EU MRL 0.03 STMR- -
gian endives RAC
256010 | Chervil 2 Existing EU MRL 0.26 STMR- -
RAC
256020 | Chives 2 Existing EU MRL 0.26 STMR- -
RAC
256030 | Celery leaves 2 Existing EU MRL 0.26 STMR- -
RAC
256040 | Parsley 2 Existing EU MRL 0.26 STMR- -
RAC
256050 | Sage 2 Existing EU MRL 0.26 STMR- -
RAC
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Chronic risk assess-

Acute risk assessment

TMDI ment
" (IEST1)?
. (IEDI)
Code | Commodity —
existing/ Input
Com- | Input value
proposed | Source/type of MRL value Comment
ment (mg/kg)
MRL (mg/kg)
256060 | Rosemary 2 Existing EU MRL 0.26 STMR- -
RAC
256070 | Thyme 2 Existing EU MRL 0.26 STMR- -
RAC
256080 | Basil and edible 2 Existing EU MRL 0.26 STMR- -
flowers RAC
256090 | Laurel/bay 2 Existing EU MRL 0.26 STMR- -
leaves RAC
256100 | Tarragon 2 Existing EU MRL 0.26 STMR- -
RAC
256990 | Other herbs 2 Existing EU MRL 0.26 STMR- -
RAC
260010 | Beans (with 0.6 Existing EU MRL 0.13 STMR- -
pods) RAC
260020 | Beans (without 0.3 Existing EU MRL 0.01 STMR- -
pods) RAC
260030 | Peas (with pods) 0.6 Existing EU MRL 0.13 STMR- -
RAC
260040 | Peas (without 0.15 Existing EU MRL 0.01 STMR- -
pods) RAC
270030 | Celeries 15 Existing EU MRL 0.4 STMR- -
RAC
270040 | Florence fennels 15 Existing EU MRL 0.4 STMR- -
RAC
270050 | Globe arti- 3 Existing EU MRL 0.25 STMR-
chokes RAC
270060 | Leeks 0.8 Existing EU MRL 0.26 STMR-
RAC
300010 | Beans 0.3 Existing EU MRL 0.04 STMR- -
RAC
300020 | Lentils 0.5 Existing EU MRL 0.13 STMR- -
RAC
300030 | Peas 0.3 Existing EU MRL 0.04 STMR- -
RAC
300040 | Lupins/lupini 0.05 Existing EU MRL 0.02 STMR- -
beans RAC
300990 | Other pulses 0.3 Existing EU MRL 0.04 STMR- -
RAC
401010 | Linseeds 0.2 Existing EU MRL 0.04 STMR- -
RAC
401020 | Peanuts/ground- 0.04 Existing EU MRL 0.02 STMR- -
nuts RAC
401030 | Poppy seeds 0.2 Existing EU MRL 0.04 STMR- -
RAC
401040 | Sesame seeds 0.2 Existing EU MRL 0.04 STMR- -
RAC
401050 | Sunflower seeds 0.3 Existing EU MRL 0.053 STMR- -
RAC
401060 | Rapeseeds/can- 0.2 Existing EU MRL 0.035 STMR- -
ola seeds RAC
401070 | Soyabeans 0.2 Existing EU MRL 0.02 STMR- -
RAC
401080 | Mustard seeds 0.2 Existing EU MRL 0.04 STMR- -
RAC
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Chronic risk assess-

Acute risk assessment

TMDI ment
" (IEST1)?
. (IEDI)
Code | Commodity —
existing/ Input
Com- | Input value
proposed | Source/type of MRL value Comment
ment (mg/kg)
MRL (mg/kg)
401090 | Cotton seeds 0.3 Existing EU MRL 0.03 STMR- -
RAC
401110 | Safflower seeds 0.2 Existing EU MRL 0.04 STMR- -
RAC
401120 | Borage seeds 0.2 Existing EU MRL 0.04 STMR- -
RAC
401130 | Gold of pleasure 0.2 Existing EU MRL 0.04 STMR- -
seeds RAC
401150 | Castor beans 0.2 Existing EU MRL 0.04 STMR- -
RAC
500010 | Barley 1 Existing EU MRL 0.345 STMR- 0.345 STMR-RAC*
(0.024) |RAC (0.024)
500050 | Oat 1 Existing EU MRL 0.345 STMR- 0.345 STMR-RAC*
(0.024) |RAC (0.024)
500060 | Rice 0.09 Existing EU MRL 0.02 STMR- -
RAC
500070 | Rye 0.2 Existing EU MRL 0.02 STMR- 0.02 STMR-RAC*
(0.01) RAC (0.01)
500080 | Sorghum 0.5 Existing EU MRL 0.025 STMR- -
RAC
500090 | Wheat 0.2 Existing EU MRL 0.02 STMR- 0.02 STMR-RAC*
(0.01) RAC (0.01)
620000 | Coffee beans 0.3 Existing EU MRL 0.025 STMR- -
RAC
700000 | Hops (dried) 15 Existing EU MRL 345 STMR- -
RAC
840040 | Horseradish, 0.3 Existing EU MRL 0.08 STMR- -
root spices RAC
900010 | Sugar beet roots 0.2 Existing EU MRL 0.04 STMR- -
RAC
900020 | Sugar canes 0.08 Existing EU MRL 0.027 STMR- -
RAC
900030 | Chicory roots 0.08 Existing EU MRL 0.03 STMR- -
RAC
1012030 | Bovine: Liver 0.05 Existing EU MRL 0.2 MRL*CF | -
1013030 | Sheep: Liver 0.05 Existing EU MRL 0.2 MRL*CF | -
1014030 | Goat: Liver 0.05 Existing EU MRL 0.2 MRL*CF | -
1015030 | Equine: Liver 0.05 Existing EU MRL 0.2 MRL*CF | -
1020010 | Milk: Cattle 0.01 Existing EU MRL 0.068 MRL*CF -
1020020 | Milk: Sheep 0.01 Existing EU MRL 0.068 MRL*CF -
Other MRL/LOQ according to EU -
crops/commodi- Reg 2020/1633
ties
Barley / beer 0.2415 STMRp
(0.0168) (STMR*
0.345 x PF
0.70)
(0.024 x 0.70)
Barley / milling 0.345 STMR*
(flour) (0.024)
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Chronic risk assess-

Acute risk assessment

TMDI ment
" (IESTI)?
. (IEDI)
Code | Commodity —
existing/ Input Com- Input value
proposed | Source/type of MRL value P Comment
ment (mg/kg)
MRL (mg/kg)

Barley / cooked 0.345 STMR*
(0.024)

Oat / milling 0.345 STMR*

(flakes) (0.024)

Oat / boiled 0.345 STMR*
(0.024)

Rye / milling 0.02 STMR*

(wholemeal)- (0.01)

baking

Rye / boiled 0.02 STMR*
(0.01)

Wheat / bread 0.02 STMR*

(wholemeal) (0.01)

Wheat / 0.02 STMR*

bread/pizza (0.01)

Wheat / pasta 0.02 STMR*
(0.01)

Wheat / milling 0.02 STMR*

(wholemeal)- (0.01)

baking

Wheat / milling 0.0012 STMRp

(flour) (0.0006) (STMR* 0.02

x PF 0.06)
(0.01 x 0.06)
1) Normal mode
2) Refined calculation mode, but only the target crops (marked in bold) were chosen as “GAP under assessment (‘yes’)”

* for oilseeds and cereals the HR is only relevant for post-harvest uses. For other cases, the acute exposure is calculated with the STMR (EFSA
PRIMO model vers. 3.1)
Target crops are marked in bold
(Values in brackets are based on calculations with residue values from Table 7.4-9)
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7.4.8.2 Conclusion on consumer risk assessment

Extensive calculation sheets are presented in Appendix 3. A summary of the results is given below.

Table 7.4-17: Consumer risk assessment
TMDI (% ADI) according to EFSA PRIMo 83 % (based on DE child)
IEDI (% ADI) according to EFSA PRIMo 31 % (based on NL toddler)
IESTI (% ARTD) according to EFSA PRIMo* Unprocessed commodities

Barley 6% (based on children and adults)
Oat 1 % (based on children) and 0.7% (based on adults)

Processed commodities
Oat / boiled and barley / cooked 4 % (based on children)
Barley / beer 29 % (based on adults)

NTMDI (% ADI) ** Not necessary
NEDI (% ADI)** Not necessary
NESTI (% ARfD) ** Not necessary

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

The proposed uses of pyraclostrobin in the formulation BAS 758 00 F do not represent unacceptable acute
and chronic risks for the consumer.
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7.5 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 multi-
ple active substances; this approach is not mandatory at EU level.

75.1 Acute consumer risk assessment from combined exposure

A combined risk assessment has been performed for parent mefentrifluconazole (BAS 750 F), parent
pyraclostrobin (BAS 500 F) and the triazole derivative metabolites (TDMs: 1,2,4-Triazole, Triazole
alanine, Triazole acetic acid and Triazole lactic acid).

In the absence of agreed guidance on estimating combined acute exposure, an indicative Hazard Index (HI)
can be derived in order to show specifically for the intended use, that the combined exposure from beth
triazole-derivative-metabelites {FDMs) parent BAS 750 F, BAS 500 F and the triazole derivative metabo-
lites (TDMSs) is very low. For the present estimation, dose-addition of beth-TFBMs parent BAS 750 F,
BAS 500 F and the TDMs is assumed. Such an approach most likely results in an overestimating of the
exposure and risk, i.e. for cases where beth-FBMs BAS 750 F, BAS 500 F and the TDMs differ in phe-
nomenological effects or mode(s)/mechanisms of action. Therefore, at this stage this assessment can only
be considered indicative.

Briefly, the Hazard Quotient (HQ) is calculated for bethFBMs BAS 750 F, BAS 500 F and the TDMs. Fer
each-TBM;the The HQ of is defined as the acute exposure (IESTI) divided by the acute toxicological
reference value (ARfD). Summation of these HQ (irrespective of having in fact a common toxicological
target) yields the (indicative) Hazard Index for the intended use BAS 758 00 F in barley (with extrapolation
to oat) and wheat (with extrapolation to rye and covering triticale according to EU Reg. 2018/62). A HI <1
indicates absence of a health concern even if dose-addition of active ingredients is assumed.

Table 7.5-1: Indicative acute consumer risk assessment due to combined exposure
Crop Active Ingredient HQi(nbgaingc'):ns,lAEg'RF:&coc)ord-
Barley Mefentrifluconazole (BAS 750 F) 0.0040 (0.0006/0.15)
1,2,4-Triazole (1,2,4-T) 0.0030 (0.0003/0.1)
Triazole alanine (TA) 0.0117 (0.0035/0.3)
Triazole acetic acid (TAA) 0.0044 (0.0044/1.0)
Triazole lactic acid (TLA) 0.0013 (0.0004/0.3)
Pyraclostrobin (BAS 500 F) 0.063 (0.0019/0.03)
Cumulative risk barley (HI) 0-013-0.087
Oat Mefentrifluconazole (BAS 750 F) 0.0007 (0.0001/0.15)
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Crop Active Ingredient HQ (based on IESTI accord-

ing to EFSA PRIMo)

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

0.0010 (0.0001/0.1)

Triazole alanine (TA)

0.0023 (0.0007/0.3)

Triazole acetic acid (TAA)

0.0009 (0.0009/1.0)

Triazole lactic acid (TLA)

0.0003 (0.0001/0.3)

Pyraclostrobin (BAS 500 F)

0.013 (0.0004/0.03)

Cumulative risk oat (HI)

0-0026-0.0182

(including triticale)

Mefentrifluconazole (BAS 750 F)

Rye Mefentrifluconazole (BAS 750 F) 0.0007 (0.0001/0.15)
1,2,4-Triazole (1,2,4-T) 0.0030 (0.0003/0.1)
Triazole alanine (TA) 0.0130 (0.0039/0.3)
Triazole acetic acid (TAA) 0.0050 (0.0050/1.0)
Triazole lactic acid (TLA) 0.0003 (0.0001/0.3)
Pyraclostrobin (BAS 500 F) 0.0033 (0.0001/0.03)
Cumulative risk rye (HI) 0:0133 0.0253

Wheat

0.0007 (0.0001/0.15)

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

0.0070 (0.0007/0.1)

Triazole alanine (TA)

0.0300 (0.0090/0.3)

Triazole acetic acid (TAA)

0.0114 (0.0114/1.0)

Triazole lactic acid (TLA)

0.0010 (0.0003/0.3)

Pyraclostrobin (BAS 500 F)

0.010 (0.0003/0.03)

Cumulative risk wheat (HI)

0-0310-0.0601

Note: due to the rounding rules it may happen, that the presented HI (calculated from unrounded HQs differs slightly from the sum

of rounded HQs)
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75.2 Chronic consumer risk assessment from combined exposure

The uses under consideration provide only a minor contribution to the overall chronic exposure of consum-
ers 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.

Using the EFSA PRIMo model (version 3.1) the combined chronic risk for triazole alanine and triazole
lactic acid was assessed. Calculations for estimated worst-case chronic exposure based on STMRSs in target
crops (barley with extrapolation to oat and wheat with extrapolation to rye) was calculated in section 7.3.8.

Briefly, the Hazard Quotient (HQ) is calculated for TA and TLA in the formulated product which are
chronically toxic. For TA and TLA, the HQ of is defined as the chronic exposure (IEDI) divided by the
chronic toxicological reference value (ADI). Summation of these HQ (irrespective of having in fact a com-
mon toxicological target) yields the (indicative) Hazard Index (HI) for the intended use of BAS 758 00 F
in barley, oat, wheat and rye grain. A HI <1 indicates absence of a health concern even if dose-addition of
active ingredients is assumed.

In the following table the calculated worst-case dietary exposure (relative to the toxicological reference
value) is listed for each sub-population group of the EFSA PRIMo model (version 3.1). The overview shows
that even if dose-addition would be postulated (summation of the exposure values) an overall chronic ex-
posure would not pose a chronic health concern (value well below 1.0 for all sub-population groups). Ex-
tensive calculation sheets are presented in Appendix 3.
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Table 7.5-2: Assessment of combined exposure of TA and TLA as a result of the intended use
of BAS 758 00 F (barley, oat, wheat and rye)
Diet Active Ingredient HQ (baée'::dSoAnPIE Iljl\l/lgcsf:. ci;ding to
DE child Triazole alanine 0.0108
Triazole lactic acid 0.0004
Cumulative risk (HI) 0.0112
DK child Triazole alanine 0.0213
Triazole lactic acid 0.0008
Cumulative risk (HI) 0.0222
ES child Triazole alanine 0.0092
Triazole lactic acid 0.0003
Cumulative risk (HI) 0.0095
FR infant Triazole alanine 0.0016
Triazole lactic acid 0.0001
Cumulative risk (HI) 0.0017
FR toddler 2 - 3 yr Triazole alanine 0.0065
Triazole lactic acid 0.0002
Cumulative risk (HI) 0.0067
FR child 3 - 15yr Triazole alanine 0.0097
Triazole lactic acid 0.0004
Cumulative risk (HI) 0.0101
IT toddler Triazole alanine 0.0138
Triazole lactic acid 0.0005
Cumulative risk (HI) 0.0143
NL toddler Triazole alanine 0.0098
Triazole lactic acid 0.0004
Cumulative risk (HI) 0.0102
NL child Triazole alanine 0.0090
Triazole lactic acid 0.0003
Cumulative risk (HI) 0.0093
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Table 7.5-2: Assessment of combined exposure of TA and TLA as a result of the intended use
of BAS 758 00 F (barley, oat, wheat and rye)
Diet Active Ingredient HQ (baée'::dSoAnPIE Iljl\l/lgcsf:. ci;ding to
UK infant Triazole alanine 0.0059
Triazole lactic acid 0.0003
Cumulative risk (HI) 0.0062
UK toddler Triazole alanine 0.0083
Triazole lactic acid 0.0003
Cumulative risk (HI) 0.0086
DK adult Triazole alanine 0.0034
Triazole lactic acid 0.0001
Cumulative risk (HI) 0.0035
ES adult Triazole alanine 0.0059
Triazole lactic acid 0.0003
Cumulative risk (HI) 0.0062
Fl adult Triazole alanine 0.0024
Triazole lactic acid 0.0001
Cumulative risk (HI) 0.0025
FR adult Triazole alanine 0.0046
Triazole lactic acid 0.0002
Cumulative risk (HI) 0.0048
IE adult Triazole alanine 0.0055
Triazole lactic acid 0.0002
Cumulative risk (HI) 0.0057
IT adult Triazole alanine 0.0086
Triazole lactic acid 0.0003
Cumulative risk (HI) 0.0089
LT adult Triazole alanine 0.0047
Triazole lactic acid 0.0002
Cumulative risk (HI) 0.0049
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Table 7.5-2: Assessment of combined exposure of TA and TLA as a result of the intended use
of BAS 758 00 F (barley, oat, wheat and rye)
Diet Active Ingredient HQ (baée'::dSoAnPIE Iljl\l/lgcsf:. ci;ding to
NL general Triazole alanine 0.0048
Triazole lactic acid 0.0002
Cumulative risk (HI) 0.0051
PL general Triazole alanine 0.0000
Triazole lactic acid 0.0000
Cumulative risk (HI) 0.0000
PT general Triazole alanine 0.0085
Triazole lactic acid 0.0003
Cumulative risk (HI) 0.0088
RO general Triazole alanine 0.0105
Triazole lactic acid 0.0004
Cumulative risk (HI) 0.0109
SE general Triazole alanine 0.0072
Triazole lactic acid 0.0003
Cumulative risk (HI) 0.0075
UK adult Triazole alanine 0.0036
Triazole lactic acid 0.0001
Cumulative risk (HI) 0.0037
UK vegetarian Triazole alanine 0.0044
Triazole lactic acid 0.0002
Cumulative risk (HI) 0.0046
GEMS/Food G06 Triazole alanine 0.0152
Triazole lactic acid 0.0006
Cumulative risk (HI) 0.0158
GEMS/Food GO7 Triazole alanine 0.0104
Triazole lactic acid 0.0005
Cumulative risk (HI) 0.0108
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Table 7.5-2: Assessment of combined exposure of TA and TLA as a result of the intended use

of BAS 758 00 F (barley, oat, wheat and rye)

HQ (based on IEDI according to

Diet Active Ingredient EFSA PRIMo 3.1)
GEMS/Food G08 Triazole alanine 0.0117
Triazole lactic acid 0.0006
Cumulative risk (HI) 0.0123
GEMS/Food G10 Triazole alanine 0.0097
Triazole lactic acid 0.0005
Cumulative risk (HI) 0.0102
GEMS/Food G11 Triazole alanine 0.0092
Triazole lactic acid 0.0005
Cumulative risk (HI) 0.0097
GEMS/Food G15 Triazole alanine 0.0116
Triazole lactic acid 0.0006
Cumulative risk (HI) 0.0122
DE general Triazole alanine 0.0064
Triazole lactic acid 0.0003
Cumulative risk (HI) 0.0067
DE women 14 - 50 yr Triazole alanine 0.0060
Triazole lactic acid 0.0003
Cumulative risk (HI) 0.0063
IE child Triazole alanine 0.0024
Triazole lactic acid 0.0001
Cumulative risk (HI) 0.0025
FI3yr Triazole alanine 0.0051
Triazole lactic acid 0.0003
Cumulative risk (HI) 0.0054
FI 6 yr Triazole alanine 0.0041
Triazole lactic acid 0.0000
Cumulative risk (HI) 0.0041

Note: due to the rounding rules it may happen, that the presented HI (calculated from unrounded
HQs differs slightly from the sum of rounded HQs)
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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

KCA 6.1/1

Lehmann, A., Macken-
roth, C.

2012

Investigation of the storage stability of BAS 560 F in plant matrices
2012/1166088

BASF SE, Limburgerhof, Germany Fed.Rep.

yes

Unpublished

No

BASF

KCA 6.2.2/1

XXXXXXXX

2008

BAS 560 F (AC 375839): Metabolism in laying hens
2005/1026047

XXXXXXXKXKXXRXXXXXX

yes

Unpublished

Yes

BASF

KCA 6.3.1/1

Erdmann, H.

2021

Study on the residue behaviour of BAS 750 F (Mefentrifluconazole), BAS 500 F (Pyraclostrobin) and BAS 560 F
(Metrafenone) in wheat after application of either BAS 758 00 F, BAS 750 01 F, BAS 500 06 F or BAS 560 00 F
under field conditions in Northern Europe, 2020

2021/2000402
Agro-Check Dr. Teresiak & Erdmann GbR, Lentzke, Germany Fed.Rep.
yes

Unpublished

No

BASF
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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 6.3.1/2

Erdmann, H.

2021

Study on the residue behaviour of BAS 750 F (Mefentrifluconazole), BAS 500 F (Pyraclostrobin) and BAS 560 F
(Metrafenone) in barley after application of either BAS 758 00 F, BAS 750 01 F, BAS 500 06 F or BAS 560 00 F
under field conditions in Northern Europe, 2020

2021/2000401

Agro-Check Dr. Teresiak & Erdmann GbR, Lentzke, Germany Fed.Rep.
yes

Unpublished

No

BASF

KCA 6.3.2/1

Erdmann, H.

2021

Study on the residue behaviour of BAS 750 F (Mefentrifluconazole), BAS 500 F (Pyraclostrobin) and BAS 560 F
(Metrafenone) in barley after application of either BAS 758 00 F, BAS 750 01 F, BAS 500 06 F or BAS 560 00 F
under field conditions in Northern Europe, 2020

2021/2000401

Agro-Check Dr. Teresiak & Erdmann GbR, Lentzke, Germany Fed.Rep.
yes

Unpublished

No

BASF

KCA 6.3.2/2

Erdmann, H.

2021

Study on the residue behaviour of BAS 750 F (Mefentrifluconazole), BAS 500 F (Pyraclostrobin) and BAS 560 F
(Metrafenone) in wheat after application of either BAS 758 00 F, BAS 750 01 F, BAS 500 06 F or BAS 560 00 F
under field conditions in Northern Europe, 2020

2021/2000402
Agro-Check Dr. Teresiak & Erdmann GbR, Lentzke, Germany Fed.Rep.
yes

Unpublished

No

BASF
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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 6.9/1 | Guedez Orozco, A. 2021 | Supplemental document, 1,2,4-T, TA, TAA, TLA: Derivation of input values for the livestock dietary burden and No BASF
the risk assessments for formulation BAS 758 00 F
2021/2047472

BASF SE, Limburgerhof, Germany Fed.Rep.
no
Unpublished

S

T

—
—
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| Data point | Year
| KCAB.13 |
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| Datapoint | Author(s) [ Year
| KCA6.2173 |
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| Datapoint | Author(s) [ Year
| KCA6.33/1 |
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| Datapoint | Author(s) [ Year
| KCA6.34/1 |
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| Datapoint | Author(s) [ Year
| KCAB5.1/1 |
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| Datapoint | Author(s) | Year
| KCAB21/1 |

v
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| Datapoint | Author(s) | Year
| KCAB3.1/1 |
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| Datapoint | Author(s) | Year
| KCA6.3.1/4 |
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| Datapoint | Author(s) | Year
| KCA6:33/1 |
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| Datapoint | Author(s) | Year
| KCA6.33/4 |
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| Datapoint | Author(s) | Year
| KCA65.1/1
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Appendix 2 Detailed evaluation of the additional studies relied upon
A2l Mefentrifluconazole

A2l1 Stability of residues

No new data submitted in the framework of this application. In the context of the Annex I inclusion process
one storage stability study in plant products and two storage stability studies in animal products have been
submitted by the applicant. These studies are summarized in chapter 7.2. For a detailed assessment refer to
the EFSA conclusion (2018a) and the DAR (UK, 2018).

A212 Nature of residues in plants, livestock and processed commodities

No new data submitted in the framework of this application. In the context of the Annex I inclusion process
three plant metabolism studies (grapes, soybeans, wheat), one metabolism study in rotational crops (spin-
ach, white radish, wheat), one hydrolysis study and two animal metabolism stud-ies (goat, hen) have been
submitted by the applicant. These studies are summarized in chapter 7.2. For a detailed assessment refer to
the EFSA conclusion (2018a) and the DAR (UK, 2018).
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A213 Magnitude of residues in plants
A2131 Wheat
Table A 1: Comparison of intended and critical EU GAPs
Type of GAP Number of ap- Application rate | Interval between | Growth stage at PHI (days)
plications per treatment application last application
(precise unit)

CGAP EU 2 0.150 kg as/ha 14 BBCH 49- 69 35%*

(EFSA, 2018a)

Intended cGAP (1*) 2 0.100 14 BBCH 30 - 59 56

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

** general note regarding the intended PHI of 35 days: the time interval between the second application and harvest may vary depending on
geographical and weather conditions. As soon the last application is made at the latest BBCH stage foreseen in the cGAP (BBCH 69), residue
trials are considered valid even if the PHI of 35 days is not met.
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A21311 Study 1 — wheat — BASF DoclD 2021/2000402

Comments of zZRMS:

The study has been accepted.

The objective of the study was to determine the magnitude of residues of BAS 750 F
(Mefentrifluconazole) and its triazole metabolites, BAS 500 F (Pyraclostrobin), its metab-
olite M500F007 and BAS 560 F (Metrafenone) in wheat after treatment with either BAS
758 00 F, BAS 750 01 F, BAS 500 06 F or BAS 560 00 F. The selected application rates,
frequency and spray interval cover the Good Agriculture Practice (critical GAP), which
will be defined by the label directions.

For all analytical methods concurrent procedural recoveries, performed with fortified un-
treated specimens at levels covering the working range from LOQ to 10xLOQ, were ana-
lysed together with the field specimens. Furthermore, due to high residue found, additional
fortifications were performed to cover the highest residue. Overall and average recoveries
were all in the range of 70 — 110 % and relative standard deviations (RSD) were < 20 %.

During the 2020 growing season, 4 trials in wheat were conducted in different representa-
tive growing areas in Northern Europe to determine the residue level of BAS 750 F (Mefen-
trifluconazole), BAS 500 F (Pyraclostrobin) and BAS 560 F (Metrafenone) after applica-
tion of either BAS75800F, BAS75001F, BAS50006F or BAS56000F in or on RAC.

All trials consisted of five plots: plot 1 (control), plot 2 (treated with BAS 758 00 F), plot
3 (treated with BAS 750 01 F), plot 4 (treated with BAS 500 06 F) and plot 5 (treated with
BAS 560 00 F).

Plot 2: In all trials the first application was made 13-14 days before application no. 2 (ex-
cept of trial L200225: 19 days before application no. 2, see deviation). The second appli-
cation was performed at BBCH 59.

Plots 3 to 5: The first application was made at BBCH 49. The second applications were
made at BBCH 69.

BAS 758 00 F (66.6 g BAS 750 F/L, 80.0 g BAS 500 F/L, 100.0 g BAS 560 F/L, EC) was
applied in all trials twice at a single rate of 1.5 L/ha formulated product, equals to 0.10 kg
a.i./ha of BAS 750 F, 0.12 kg a.i./ha of BAS 500 F and 0.15 kg a.i./ha of BAS 560 F on
plot 2 with a water volume of 200 L/ha.

BAS 750 01 F (100.0 g BAS 750 F/L, EC) was applied in all trials twice at a single rate of
1.5 L/ha formulated product, equals to 0.15 kg a.i./ha of BAS 750 F on plot 3 with a water
volume of 200 L/ha.

BAS 500 06 F (200.0 g BAS 500 F/L, EC) was applied in all trials twice at a single rate off
1.25 L/ha formulated product, equals to 0.25 kg a.i./ha of BAS 500 F on plot 4 with a water
volume of 200 L/ha.

BAS 560 00 F (300.0 g BAS 560 F/L, SC) was applied in all trials twice at a single rate off
0.5 L/ha formulated product, equals to 0.15 kg a.i./ha of BAS 560 F on plot 5 with a water|
volume of 200 L/ha.

Plots 1 and 2: Wheat specimens were collected at BBCH 59 on plot 1 immediately before
application no. 2 and directly after application no. 2 on plot 2 as whole plant no roots.

At 48-50 DALA the specimens were sampled as grain and straw on plot 2.

At 55-57 DALA wheat specimens were collected as grain and straw on plots 1 and 2.

At 63-64 DALA specimens were sampled as grain and straw on plot 2.

Plots 1, 3, 4 and 5: Wheat specimens were collected at BBCH 69 on plot 1 immediately
before application no. 2 and directly after application no. 2 on plots 3 to 5 as whole plant
no roots. At 34-35 DALA the specimens were sampled as ears and rest of plant without
roots or as grain and straw on plot 1 and plots 3 to 5. At 41-42 DALA wheat specimens

were collected as grain and straw on plots 3 to 5. At 48-49 DALA specimens were sampled
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as grain and straw on plots 3 to 5.

All wheat specimens of plots 1 and 2 were analysed for BAS 750 F (Mefentrifluconazole),
BAS 500 F (Pyraclostrobin) and its metabolite M500F007, BAS 560 F (Metrafenone) us-
ing the BASF Method L0076/09. The method has a limit of quantitation of 0.010 mg/kg.
All wheat specimens of plot 3 were analysed for BAS 750 F (Mefentrifluconazole) using
the BASF Method L0076/09. The method has a limit of quantitation of 0.010 mg/kg.

All treated wheat specimens of plot 4 were analysed for BAS 500 F (Pyraclostrobin) and
its metabolite M500F007 using the BASF Method L0076/09. The method has a limit of
guantitation of 0.010 mg/kg.

All treated wheat specimens of plot 5 were analysed for BAS 560 F (Metrafenone) using
the BASF Method L0076/09. The method has a limit of quantitation of 0.010 mg/kg.

The results of the average procedural recoveries in wheat matrices at fortification levels
between 0.010 and 10 mg/kg were at 90.4 % for BAS 750 F, at 92.8 % for BAS 500 F, at
95.7 % for M500F007 and at 99.1 % for BAS 560 F. Results are summarized in the tables
below.

Table S-1: Procedural Recoveries for BAS 750 F (Mefentrifluconazole)
Matrix I[:r;)]gt/ill‘giation Levelfﬂtinmo FSD D
[%0] [£] [%0]
\Whole plant no roots 0.010, 0.10 and 10 87.7 13 15 9
Ears 0.010, 0.10 and 10 01.5 3.3 3.6 7
[Wheat |Rest of plant without roots|0.010, 0.10 and 10 93.1 2.9 3.1 7
Grain 0.010,0.10 and 1.0  [97.7 0.3 9.5 7
Straw 0.010, 0.10 and 10 85.5 4.6 5.4 11
Overall: 90.4 8.7 9.6 41

SD = standard deviation

RSD = coefficient of variation

n = number of recoveries

Table S-2:  Procedural Recoveries for BAS 500 F (Pyraclostrobin) and its Metabolite
M500F007
- BAS 500 F
Matrix Fortification Level . - -
[mg/kg] n
[%] (%] [%]
Whole plant no roots 0.010, 0.10 and 10 84.7 7.8 9.2 9
Ears 0.010, 0.10 and 10 97.5 4.8 4.9 7
Wheat |Rest of plant without roots| 0.010, 0.10 and 10 96.3 55 57 7
Grain 0.010, 0.10 and 1.0 96.8 3.5 3.6 7
Straw 0.010, 0.10 and 10 91.7 8.8 9.6 11
Overall: 92.8 8.1 8.7 41
Fortification L I Mean A 0
Matrix ortifica I/En eve [%] SD RSD n
malkal 5| [
Whole plant no roots 0.010, 0.10 and 10 88.6 7.0 7.9 9
Wheat Ears 0.010, 0.10 and 10 101 6.2 6.1 7
Rest of plant without roots| 0.010, 0.10 and 10 101 55 5.4 7
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Grain 0.010, 0.10 and 1.0 97.1 4.6 4.8 7
Straw 0.010, 0.10 and 10 93.7 6.8 7.3 11
Overall:| 95.7 7.7 8.0 41
SD = standard deviation RSD = coefficient of variation n = number of recoveries
Table S-3: Procedural Recoveries for BAS 560 F (Metrafenone)
BAS 560 F
Matrix Fortification Level Vet 5 .
molkal ol | | e | "
Whole plant no roots 0.010, 0.10 and 10 90.8 9.4 10 9
Ears 0.010, 0.10 and 10 106 4.6 4.4 7
Wheat |Rest of plant without roots| 0.010, 0.10 and 10 103 4.7 4.6 7
Grain 0.010, 0.10 and 1.0 99.7 4.0 4.1 7
Straw 0.010, 0.10 and 10 98.4 4.9 4.9 11
Overall:{ 99.1 7.8 7.8 41

SD = standard deviation RSD = coefficient of variation n = number of recoveries

for each analyte.

The results of the average procedural recoveries in plant matrices

Results are summarized in the table below.

Further all wheat specimens of plot 1, 2 and 3 were analysed for 1,2,4-Triazole (1,2,4-T),
Triazole alanine (TA), Triazole acetic acid (TAA) and Triazole lactic acid (TLA) using the
adapted BASF method no. L0170/02. The method has a limit of quantitation of 0.010 mg/kg

— at fortification levels between 0.010 and 1.0 mg/kg were 89.4 % for 1,2,4-Triazole,

— at fortification levels between 0.010 and 1.0 mg/kg were 88.7 % for Triazole alanine,

— at fortification levels between 0.010 and 1.0 mg/kg were 97.2 % for Triazole acetic acid,
— at fortification levels between 0.010 and 1.0 mg/kg were 85.5 % for Triazole lactic acid.

Table S-4: Procedural Recoveries for 1,2,4-Triazole (1,2,4-T), Triazole alanine (TA),
Triazole acetic acid (TAA) and Triazole lactic acid (TLA)
VT Recoveries | Fortification Level | Mean SD RSD n
of [mg/kg] [%] [£] (%]
Whole plant no roots 0.010, 0.10 and 1.0 95.5 7.1 7.5 8
Ears 0.010, 0.10 and 1.0 92.9 7.8 8.4 10
Wheat |Rest of plant without roots 1’2(’f_2T2?.|_Z)O|e 0.010, 0.10 and 1.0 90.7 8.7 9.6 10
Grain 0.010, 0.10 and 1.0 88.3 13 15 8
Straw 0.010, 0.10 and 1.0 78.6 6.2 7.8 8
Overall:| 89.4 10 11 44
Whole plant no roots 0.010, 0.10 and 1.0 93.9 8.2 8.8 8
Ears ) 0.010, 0.10 and 1.0 93.2 55 5.9 10
Triazole
Wheat |Rest of plant without roots alanine 0.010, 0.10 and 1.0 91.6 4.0 4.3 10
Grain (2 0.010, 0.10 and 1.0 87.1 11 13 8
Straw 0.010, 0.10 and 1.0 75.5 3.9 5.1 8
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Overall:| 88.7 9.3 11 44

Whole plant no roots 0.010, 0.10 and 1.0 99.4 7.3 7.4 8

Ears 0.010, 0.10 and 1.0 98.3 10 10 10

Wheat |Rest of plant without roots Tr;izig'(eTicf)tic 0.010,0.10 and 1.0 | 98.4 | 46 | 47 | 10
Grain 0.010, 0.10 and 1.0 94.6 5.2 55 8

Straw 0.010, 0.10 and 1.0 94.7 9.7 10 8

Overall:[ 97.2 7.6 7.9 44

Whole plant no roots 0.010, 0.10 and 1.0 96.3 12 13 8

Ears 0.010, 0.10 and 1.0 85.5 8.7 10 10

Wheat |Rest of plant without roots Tgiizgla:?:)tic 0.010, 0.10 and 1.0 89.0 8.6 9.7 10
Grain 0.010, 0.10 and 1.0 83.2 8.9 11 8

Straw 0.010, 0.10 and 1.0 77.7 6.2 8.0 8

Overall:[ 85.5 10 12 44

SD = standard deviation

RSD = coefficient of variation

n = number of recoveries

Table S-5: Summary of Residues of BAS 750 F (Mefentrifluconazole) in Wheat
Timing
'Sampl. Portion Growth n Range of Residues (mg/kg)
No. analyzed DALA stage
{BBCH) BAS 750 F
Piot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 15-25
Grain 4 <0010
2 48-50 | 87-89
Straw 4 0.75-21
Grain 4 <0.010
3 95-57 | 87-89
Straw 4 0.77-21
Grain 4 <0010
4 63 - 64 89
Straw 4 098-13
Piot 3: treated with BAS 750 01 F (2x 1.5 L/ha)
1 Whole plant no roots 0 69 4 22-35
Ears 1 0.35
- 34 83
5 Rest of plant without roots 1 31
Grain 3 <0.010
34-35 | 85-89
Straw 3 36-53
Grain 4 <0.010-0.012
3 M-42 | 87-89
Straw 4 27-78
Grain 4 <0.010-0.011
4 48 - 49 89
Straw 4 38-56

DALA = days after last application
General: The limit of quantification (LOQ) is 0.010 mg/kg for BAS 750 F.

n = Number of specimens

Residues of BAS 750 F (Mefentrifluconazole)

Plot 2: The residues of BAS 750 F analyzed in wheat whole plant no roots specimens sampled

immediately after the last application (59 BBCH) ranged from 1.5 to 2.5 mg/kg.
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In grain specimens collected at 48-50 DALA (87-89 BBCH), 55-57 DALA (87-89 BBCH) and
63-64 DALA (89 BBCH) no residues of BAS 750 F were found at or above the LOQ (0.010
mg/kg).

In straw specimens sampled at 48-50 DALA (87-89 BBCH) residues of BAS 750 F were ana-
lyzed between 0.75 and 2.1 mg/kg. At 55-57 DALA (87-89 BBCH) and 63-64 DALA (89 BBCH)
residues of BAS 750 F were in a range from 0.77 to 2.1 mg/kg and from 0.98 to 1.3 mg/kg,
respectively.

Plot 3: The residues of BAS 750 F analyzed in wheat whole plant no roots specimens sampled
immediately after the last application (69 BBCH) ranged from 2.2 to 3.5 mg/kg.

In ears specimens collected at 34 DALA (83 BBCH) a residue of BAS 750 F was found at 0.35
mg/kg. Rest of plant without roots specimens taken at the same sampling event showed a
residue of BAS 750 F of 3.1 mg/kg.

In grain specimens sampled at 34-35 DALA (85-89 BBCH) no residues of BAS 750 F were
found at or above the LOQ (0.010 mg/kg). At 41-42 DALA (87-89 BBCH) and 48-49 DALA (89
BBCH) residues were analyzed from < 0.010 to 0.012 mg/kg and from < 0.010 to 0.011 mg/kg,
respectively.

In straw specimens sampled at 34-35 DALA (85-89 BBCH) residues of BAS 750 F ranged from
3.6 to 5.3 mg/kg. At 41-42 DALA (87-89 BBCH) and 48-49 DALA (89 BBCH) residues were
analyzed from 2.7 to 7.8 mg/kg and from 3.8 to 5.6 mg/kg, respectively.

In the untreated control specimens, no residues of BAS 750 F were detected at or above the
limit of quantitation (LOQ, 0.010 mg/kg).

Bridging showed, that the new formulation BAS 758 00 F does not lead to higher residues than
the respective solo formulation BAS 750 01 F.

Table S- 6:  Summary of Residues of BAS 500 F (Pyraclostrobin) and its Metabolite
M500F007 in Wheat

- Growth Range of Residues [mg/kg]
Sampl. . Timing
No. Portion analyzed Stage | n BAS 500 F | €XPressed as p |rent equivalents
DALA |[(BBCH) M500F007 %) Sum 2
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 1.7-33 0.029 - 0.085 1.7-33
Grain 4 <0.010 <0.011 <0.021
2 43 -50 | 87-89
Straw 4 0.35-1.2 0.16 - 0.49 0.50 - 1.7
Grain 4 <0.010 <0.011 <0.021
3 55-57 | 87-89
Straw 4 034-11 0.19-0.48 0.53-1.6
Grain 4 <0.010 <0.011 <0.021
4 63 - 64 89
Straw 4 0.40 - 0.58 0.22 - 0.32 0.62 - 0.89
Plot 4: treated with BAS 500 06 F (2x 1.25 L/ha)
1 Whole plant no roots 0 69 4 25-53 0.11-0.36 2.6-5.6
Ears 1 0.20 0.12 0.32
: 34 83
) Rest of plant without roots 1 0.77 0.47 1.2
Grain 3 [<0.010-0.014 <0.011 <0.021 - 0.025
34-35 | 85-89
Straw 3 1.7-33 0.82-1.3 2.6-4.6
Grain 4 |1<0.010-0.016 <0.011 <0.021 - 0.027
3 41-42 | 87-89
Straw 4 0.81-4.6 0.51-2.0 1.3-6.6
Grain 4 1<0.010 - 0.022 <0.011 <0.021 - 0.033
4 48 - 49 89
Straw 4 0.98-45 0.64 - 1.7 16-6.2
DALA = days after last application n = Number of specimens

General: The limit of quantification (LOQ) is 0.010 mg/kg for BAS 500 F and 0.011 mg/kg for M500F007
(expressed as parent equivalent).
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1) Conversion factor for calculation of M500F007 to parent BAS 500 F is 1.084

2) for residues of BAS 500 F < 0.010 mg/kg, value was set to 0.010 mg/kg for calculation of sum and for residues
of M500F007, expressed as parent equivalent < 0.011 mg/kg, value was set to 0.011 mg/kg for calculation of
sum; if both values are below LOQ the sum is <0.021 mg/kg

Residues of BAS 500 F (Pyraclostrobin)

Plot 2: The residues of BAS 500 F analyzed in wheat whole plant no roots specimens sampled

immediately after the last application (59 BBCH) ranged from 1.7 to 3.3 mg/kg.

In grain specimens collected at 48-50 DALA (87-89 BBCH), 55-57 DALA (87-89 BBCH) and

63-64 DALA (89 BBCH) no residues of BAS 500 F were found at or above the LOQ

(0.010 mg/kg).

In straw specimens sampled at 48-50 DALA (87-89 BBCH) residues of BAS 500 F were

analyzed between 0.35 and 1.2 mg/kg. At 55-57 DALA (87-89 BBCH) and 63-64 DALA (89

BBCH) residues of BAS 500 F were in a range from 0.34 to 1.1 mg/kg and from 0.40 to

0.58 mg/kg, respectively.

Plot 4: The residues of BAS 500 F analyzed in wheat whole plant no roots specimens sampled
immediately after the last application (69 BBCH) ranged from 2.5 to 5.3 mg/kg.

In ears specimens collected at 34 DALA (83 BBCH) a residue of BAS 500 F was found at

0.20 mg/kg. Rest of plant without roots specimens taken at the same sampling event showed

a residue of BAS 500 F of 0.77 mg/kg.

In grain specimens sampled at 34-35 DALA (85-89 BBCH) residues of BAS 500 F were found

between < 0.010 and 0.014 mg/kg. At 41-42 DALA (87-89 BBCH) and 48-49 DALA (89

BBCH) residues were analyzed from < 0.010 to 0.016 mg/kg and from < 0.010 to 0.022

mg/kg, respectively.

In straw specimens sampled at 34-35 DALA (85-89 BBCH) residues of BAS 500 F ranged

from 1.7 to 3.3 mg/kg. At 41-42 DALA (87-89 BBCH) and 48-49 DALA (89 BBCH) residues

were analyzed from 0.81 to 4.6 mg/kg and from 0.98 to 4.5 mg/kg, respectively.

Plot 2: The residues of M500F007 (expressed as parent equivalent) analyzed in wheat
whole plant no roots specimens sampled immediately after the last application (59 BBCH)
ranged from 0.029 to 0.085 mg/kg.

In grain specimens collected at 48-50 DALA (87-89 BBCH), 55-57 DALA (87-89 BBCH) and
63-64 DALA (89 BBCH) no residues of M500F007 were found at or above the LOQ
(0.011 mg/kg).

In straw specimens sampled at 48-50 DALA (87-89 BBCH) residues of M500F007 were
analyzed between 0.16 and 0.49 mg/kg. At 55-57 DALA (87-89 BBCH) and 63-64 DALA (89
BBCH) residues of M500F007 were in a range from 0.19 to 0.48 mg/kg and from 0.22 to
0.32 mg/kg, respectively.

Plot 4: The residues of M500F007 (expressed as parent equivalent) analyzed in wheat
whole plant no roots specimens sampled immediately after the last application (69 BBCH)
ranged from 0.11 to 0.36 mg/kg.

In ears specimens collected at 34 DALA (83 BBCH) a residue of M500F007 was found at
0.12 mg/kg. Rest of plant without roots specimens taken at the same sampling event showed
a residue of M500F007 of 0.47 mg/kg.

In grain specimens sampled at 34-35 DALA (85-89 BBCH), 41-42 DALA (87-89 BBCH) and
48-49 DALA (89 BBCH) no residues of M500F007 were found at or above the LOQ
(0.011 mg/kg).

In straw specimens sampled at 34-35 DALA (85-89 BBCH) residues of M500F007 ranged from
0.82 to 1.3 mg/kg. At 41-42 DALA (87-89 BBCH) and 48-49 DALA (89 BBCH) residues were
analyzed from 0.51 to 2.0 mg/kg and from 0.64 to 1.7 mg/kg, respectively.

No residues of BAS 500 F and its metabolite M500F007 were detected at or above the LOQ
in any of the untreated control samples.
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Bridging showed, that the new formulation BAS 758 00 F does not lead to higher residues than
the respective solo formulation BAS 500 06 F

Table $-7: Summary of Residues of BAS 560 F (Metrafenone) in Wheat

Timing -
Sampl. Portion Growth . Range of Residues {mg/kg)
No. analyzed DALA stage
(BBCH) BAS 560 F
Plot 2: treafed with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 17-32
Grain 4 <0.010
2 48-50 | 87-89
Straw 4 0.033 - 0.086
Grain 4 <0.010
3 95-57 | 87-89
Straw 4 0.034 - 0.070
Grain 4 <0.010
4 63 - 64 89
Straw 4 0.026 - 0.040
Plot 5: treated with BAS 560 00 F (2x 0.5 L/ha)
1 Whole plant no roots 0 69 4 21-31
Ears 1 0.060
- 34 83
- Rest of plant without roots 1 085
Grain 3 <0.010
34-35 | 85-89
Straw 3 078-29
Grain 4 <0.010
3 M-42 | 87-89
Straw 4 069-38
Grain 4 <0.010
4 48 - 49 89
Straw 4 11-31
DALA = days after last application n = Number of specimens

General: The limit of quantification (LOQ) is 0.010 mg/kg for BAS 560 F.

Residues of BAS 560 F (Metrafenone)

Plot 2: The residues of BAS 560 F analyzed in wheat whole plant no roots specimens sam-
pled

immediately after the last application (59 BBCH) ranged from 1.7 to 3.2 mg/kg.

In grain specimens collected at 48-50 DALA (87-89 BBCH), 55-57 DALA (87-89 BBCH) and
63-64 DALA (89 BBCH) no residues of BAS 560 F were found at or above the LOQ (0.010
mg/kg).

In straw specimens sampled at 48-50 DALA (87-89 BBCH) residues of BAS 560 F were ana-
lyzed between 0.033 and 0.086 mg/kg. At 55-57 DALA (87-89 BBCH) and 63-64 DALA (89
BBCH) residues of BAS 560 F were in a range from 0.034 to 0.070 mg/kg and from 0.026 to
0.040 mg/kg, respectively.

Plot 5: The residues of BAS 560 F analyzed in wheat whole plant no roots specimens sam-
pled immediately after the last application (69 BBCH) ranged from 2.1 to 3.1 mg/kg.

In ears specimens collected at 34 DALA (83 BBCH) a residue of BAS 560 F was found at
0.060 mg/kg. Rest of plant without roots specimens taken at the same sampling event
showed a residue of BAS 560 F of 0.85 mg/kg.

In grain specimens sampled at 34-35 DALA (85-89 BBCH), 41-42 DALA (87-89 BBCH) and 48-
49DALA (89BBCH) no residues of BAS560F were found at or above the LOQ (0.010 mg/kg).
In straw specimens sampled at 34-35 DALA (85-89 BBCH) residues of BAS 560 F ranged
from 0.78 to 2.9 mg/kg. At 41-42 DALA (87-89 BBCH) and 48-49 DALA (89 BBCH) residues
were analyzed from 0.69 to 3.8 mg/kg and from 1.1 to 3.1 mg/kg, respectively.
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In the untreated control specimens, no residues of BAS 560 F were detected at or above the
limit of quantitation (LOQ, 0.010 mg/kg).
Bridging showed, that the new formulation BAS 758 00 F does not lead to higher residues than
the respective solo formulation BAS 560 00 F.

Table S-8: Summary of residues in the untreated Wheat Specimens for 1,2,4-
Triazole (1,2,4-T), Triazole alanine (TA), Triazole acetic acid (TAA) and
Triazole lactic acid (TLA)

i Timin
et el ming : Range of Triazole residues and related analytes
No. analyzed DALA [mg/kg]
Growth
Stage . _ _
1,2,4- Triazole Triazole Triazole
(BBCH) Triazole alanine acetic acid lactic acid
(1,2,4-T) (TA) (TAA) (TLA)
Plot 1 - untreated (in regard to plot 2)
1 Whole plant no roots [ 0DBLA | 59 4 <0.010 ([<0.010-0.040|< 0.010 - 0.058(< 0.010 - 0.045
Grain 4 <0.010 0.045-0.14 | 0.021-0.14 <0.010
3 55 -57 | 87-89
Straw <0.010 [<0.010-0.010( < 0.010 - 0.11 |< 0.010 - 0.041
Plot 1 — untreated (in regard to plot 3)
1 Whole plant no roots [ 0 DBLA 69 4 <0.010 ([<0.010-0.042|<0.010 - 0.057 (< 0.010 - 0.034
Ears 1 <0.010 0.075 0.038 <0.010
2 _ 34 83
Rest of plant without roots 1 <0.010 <0.010 0.016 0.023
Grain 3 <0.010 0.038-0.13 | 0.019-0.11 <0.010
2 34-35 | 85-89
Straw 3 <0.010 [<0.010-0.017|< 0.010 - 0.098 |< 0.010 - 0.040
DALA = days after last application n = Number of specimens DBLA = days before last application. In regard to
plot 2 or plot 3.

Table S-9: Summary of residues in the treated Wheat Specimens for 1,2,4-Triazole
(1,2,4-T), Triazole alanine (TA), Triazole acetic acid (TAA) and Triazole
lactic acid (TLA)

Timing
) Range of Triazole residues and related analytes
Sampl. Portion Growth [mg/kg]
No. analyzed Stage | " :
DALA 1,2,4- Triazole Triazole Triazole
(BBCH) Triazole alanine acetic acid lactic acid
(1,2,4-T) (TA) (TAA) (TLA)
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 | <0.010 | 0.010-0.034 |<0.010-0.042|<0.010 - 0.029
Grain 4 | <0.010 0.10-0.17 0.035-0.10 <0.010
2 49-50 | 85-89
Straw 4 | <0.010 |<0.010-0.011 [<0.010-0.077 | 0.010 - 0.050
Grain 4 | <0.010 0.10-0.19 0.038 - 0.10 <0.010
3 56-57 | 87-89
Straw 4 | <0.010 <0.010 0.012 - 0.078 | 0.010 - 0.064
Grain 4 | <0.010 | 0.086-0.16 | 0.036-0.097 <0.010
4 63-64 89
Straw 4 <0.010 <0.010 < 0.010 - 0.078 | < 0.010 - 0.042
Plot 3: treated with BAS 750 01 F (2x 1.5 L/ha)
1 Whole plant no roots 0 69 4 | <0.010 | 0.014-0.056 |<0.010-0.047|<0.010 - 0.029
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Ears 21 . 1 | <0.010 0.15 0.055 <0.010
Rest of plant without roots 1 | <0.010 <0.010 0.019 0.044
2
Grain 3 | <0.010 0.15-0.21 0.041-0.14 <0.010
34-35 | 85-89
Straw 3 | <0.010 [<0.010-0.013| <0.010-0.10 | 0.014 - 0.068
Grain 4 | <0.010 0.16 - 0.22 0.040 - 0.10 <0.010
3 41 -42 | 87-89
Straw 4 | <0.010 |<0.010-0.015| 0.016 - 0.076 | 0.016 - 0.048
Grain 4 | <0.010 0.15-0.22 0.041-0.14 <0.010
4 48 - 49 89
Straw 4 | <0.010 |<0.010-0.016| 0.014-0.10 | 0.010-0.066
DALA = days after last application n = Number of specimens

Reference:
Report

Guideline(s):

Deviations:

GLP:

Acceptability:

CA6.3.11

Study on the residue behaviour of BAS 750 F (Mefentrifluconazole), BAS
500 F (Pyraclostrobin) and BAS 560 F (Metrafenone) in wheat after applica-
tion of either BAS 758 00 F, BAS 750 01 F, BAS 500 06 F or BAS 560 00 F
under field conditions in Northern Europe, 2020

Erdmann, H. P., 2021

Report No 876499, AC/BASF/20/03

BASF DoclID 2021/2000402

Authority registration No

EEC 7029/V1/95 rev. 5 (July 22 1997)
OECD 509 Crop Field Trial (2009)

SANCO 7525/V1/95 - rev.10.3, 13 June 2017

No

yes

(certified by Land Brandenburg Ministerium der Justiz und fuer Europa und
fuer Verbraucherschutz, Potsdam, Germany)

Yes
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Table A 2: Application and sampling details for trials conducted in 2020
. . Application Target Timing
Region No'a?lfstr" F’;I(())t i%p?f FI? Method Test Item Sljot;zttglr?ce Rate Water vol. Appl Sampl.
' ' (kgas/ha) | (L/ha) PPl (DALA)!
Mefentrifluconazole 0.10 1% application: 13- 0 DALA (whole
14 days before ap- plant no roots)
oliar yraclostrobin . plication no. -50, 55-57, 63-
2 | 2 | F| foli BAS(7E5CS)OO F Pyraclostrobi 0.12 200 lication no. 2* | 48-50, 55-57, 63-64
2" application DALA (grain and
Metrafenone 0.15 BBCH 59 straw)
0 DALA (whole
plant no roots)
34-35 DALA (ears
1stapplication | and rest of plant w/o
3 2 F foliar BAS 750 01 F Mefentrifluconazole 0.15 200 ndBBCH 49 roots, grain and
(EC) 2" application straw)
BBCH 69 41-42 DALA (grain
Northern Eu- 4 and straw)
rope 48-49 DALA (grain
and straw)
0 DALA (whole
plant no roots)
34-35 DALA (ears
1tapplication | and rest of plant w/o
. BAS 500 06 F . BBCH 49 roots, grain and
4 2 F foliar (EC) Pyraclostrobin 0.25 200 27 application straw)
BBCH 69 41-42 DALA (grain
and straw)
48-49 DALA (grain
and straw)
1t application 0 DALA (whole
. BAS 560 00 F BBCH 49 plant no roots)
5 2 F foliar (SC) Metrafenone 0.15 200 o application | 34-35 DALA (ears
BBCH 69 and rest of plant w/o
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roots, grain and

straw)
41-42 DALA (grain
and straw)
48-49 DALA (grain
and straw)
1) days after last application, 2) Field, Glasshouse or Indoor
*except of trial L200225: 19 days before application no. 2, see deviation
Table A 3: Summary of recoveries of BAS 750 F in wheat matrices
Matrix Fortification level BAS 750 F
[mg/kg] n Mean SD RSD
[%0] [£] [%0]
Whole plant no roots 0.010, 0.10 and 10 9 87.7 13 15
Ears 0.010, 0.10 and 10 7 915 3.3 3.6
Wheat Rest of plant without roots 0.010, 0.10 and 10 7 93.1 2.9 3.1
Grain 0.010,0.10 and 1.0 7 97.7 9.3 9.5
Straw 0.010, 0.10 and 10 11 85.5 4.6 54
Overall 41 90.4 8.7 9.6

SD = standard deviation, RSD = coefficient of variation, n = number of recoveries
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Table A 4: Summary of recoveries of metabolites 1,2,4-triazole, TA, TAA and TLA in wheat matrices
1,2,4-Triazole Triazole alanine Triazole acetic acid Triazole lactic acid
Fortification (1,2,4-T) (TA) (TAA) (TLA)
Matrix [n'f‘;ek' ! | Mean | sD |RSD | _ Mnea SD |RSD | | Mean | SD |RSD | | Mean | SD |RSD
9 [%] | [£] | [%] g | B | 1] [%] | 2] | [%] [%] | [ | [%]
Whole plant | 0.010, 0.10 and 8 955 | 71 | 75 | 8 | 939 | 82 | 88 | 8 | 994 | 73| 74 | 8 | 963 | 12 | 13
no roots 10
Ears 0.010, f(')lo and |95 | 929 | 78 | 84 | 10 | 932 | 55 | 59 | 10 | 983 | 10 | 10 | 10 | 855 | 87 | 10
Restofplant | 0.010,0.10and | 15 | 957 | g7 | 96 | 10 | 916 | 40 | 43 | 10 | 984 | 46 | 47 | 10 | 890 | 86 | 97
Wheat without roots 10
Grain 0'010'10610 and 8 883 | 13 | 15 8 | 871 | 11 | 13 | 8 | 946 | 52| 55 | 8 | 832 | 89 | 11
Straw 0.010, fdlo and | g | 786 | 62| 78| 8 | 755|309 |51 | 8 | 947 |97 | 10| 8 | 777 | 62| 80
Overall 44 | 894 | 10 | 11 | 44 | 887 | 93 | 11 | 44 | 972 | 76 | 79 | 44 | 85 | 10 | 12

SD = standard deviation, RSD = coefficient of variation, n = number of recoveries
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Table A 5: Summary of residues of BAS 750 F and TDMSs on wheat in Northern Europe 2020 (treated samples)
Trial No./ Date of Application rate per treat- Dates of Growth Residues (mg/kg)
] ' | 1.50wing or ment treatment stage at )
Location/ Commodity/ Vari- planting or no. of | Portion an- PHI . .
ast treat- Details on trial
EU zone/ ety 2 Flowering | kaas/ | Water K treatments ment or alyzed (days)
Year ' 9| "G8s wha | a G| andlast | T BASTS50F| 124-T | TA TAA | TLA
3. Harvest > date*
(a) (b) (© (d) ()
2021/2000402 Wheat 1.21.10.2019 0.10 | 200 0.05 Plot 2 59 whole plant 1.7 <0.010 0.034 0.042 0.029 0 2021/2000402
L200223 GC 0654 2.02.06- 18.05.2020 no roots
16833 Lentzke / Linus 16.06.2020 grain <0.010 <0.010 0.16 0.10 <0.010 49| Plot2: BAS 75800 F
Brandenburg 3.20.07- 01.06.2020 straw 2.0 <0.010 0.011 0.077 0.040 49 EC
Germany 03.08.2020 grain <0.010 <0.010 0.16 0.10 <0.010 56 Mefentrifluconazole
EU-North straw 1.6 <0.010 <0.010 0.078 0.046 56 66.6 g/L
2020 grain <0.010 <0.010 0.16 0.097 <0.010 63
straw 13 <0.010| <0.010 0.078 0.040| 63| Plot3:BAS75001F
015 | 200 0075|  Plot3 69 | whole plant 28 | <0.010 0.039 0.047 0.029 0 Mefemriﬂchgnazme 100
25.05.2020 no roots g/L
grain <0.010 <0.010 0.19 0.14 <0.010 35
16.06.2020 straw 53 | <0010| <0.010 0.10 0.068| 35 BASE method
graiw 0.012 <0.010 0.18 0.10 <0.010 41 L0076/09
straw 7.8 <0.010 <0.010 0.076 0.044 41| tor Mefentrifluconazole
straw 5.6 <0.010 0.010 0.10 0.061 48 zole Metabolites
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Date of

Application rate per treat-

Dates of

Trial No./ Growth Residues (mg/kg)
) ) | 1.Sowing or ment treatment stage at _
Location/ Commodity/ Vari- planting or no. of I Portion an- PHI . .
ast treat- Details on trial
EU zone/ ety . treatments alyzed (days)
2.Flowering | kg a.s./ | Water kg and last ment or R
Year ha (I/ha) as/hl date BAS750 F| 1,24-T TA TAA TLA
3. Harvest > date*
(a (b) (© (d) ()
2021/2000402 Wheat 1.25.11.2019 0.10 200 0.05 Plot 2 59 whole plant 15 <0.010 0.030 0.019 0.018 0
L200224 GC 0654 2.02.06- 18.05.2020 no roots LOQ: 0.010 mg/kg
6599 AV Ven- / Bennington 12.06.2020 grain <0.01 <0.010 0.15 0.061 <0.010 50
Zelderheide 3.31.07- 31.05.2020 straw 0.80 <0.010 0.010 0.029 0.026 50 Storage time for all
Limburg 03.08.2020 grain <0.010 <0.010 0.15 0.066 <0.010 57 | commodities <264 days
The Nether- straw 1.3 <0.010 <0.010 0.034 0.025 57 | (Mefentrifluconazole),
lands grain <0.010 <0.010 0.13 0.061 <0.010 64 | <162 days Triazole Me-
EU-North straw 1.2 <0.010 <0.010 0.033 0.031 64 tabolites
2020
Samples were analysed
0.15 200 0.075 Plot 3 69 whole plant 35 <0.010 0.056 0.031 0.025 O | within the storage stabil-
20.05.2020 no roots ity (see chapter 7.2.1)
grain <0.010 <0.010 0.21 0.093 <0.010 35
12.06.2020 straw 3.6 <0.010 0.013 0.043 0.041 35
grain <0.010 <0.010 0.22 0.093 <0.010 42
straw 45 <0.010 0.015 0.045 0.039 42
grain <0.010 <0.010 0.21 0.097 <0.010 49
straw 3.8 <0.010 0.016 0.049 0.041 49
2021/2000402 Wheat 1.15.10.2019 0.10 200 0.05 Plot 2 59 whole plant 2.0 <0.010 0.010 <0.010 <0.010 0
L200225 GC 0654 2.03.06- 13.05.2020 no roots
64-020 Jasien / Arkadia 10.06.2020 grain <0.010 <0.010 0.10 0.035 <0.010 49
Wielkopolska 3.04.08.2020 01.06.2020 straw 2.1 <0.010 <0.010 <0.010 0.010 49
Poland grain <0.010 <0.010 0.10 0.038 <0.010 56
EU-North straw 2.1 <0.010 <0.010 0.012 0.010 56
2020 grain <0.010 <0.010 0.086 0.036 <0.010 64
straw 1.2 <0.010 <0.010 <0.010 <0.010 64
0.15 200 0.075 Plot 3 69 whole plant 3.4 <0.010 0.014 <0.010 <0.010 0
26.05.2020 no roots
grain <0.010 <0.010 0.15 0.041 <0.010 34
10.06.2020 straw 45 <0.010 <0.010 <0.010 0.014 34
grain <0.010 <0.010 0.16 0.040 <0.010 42
straw 5.9 <0.010 <0.010 0.016 0.016 42
grain <0.010 <0.010 0.15 0.041 <0.010 49
straw 5.2 <0.010 <0.010 0.014 0.010 49
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Trial No/ Date of Application rate per treat- Dates of Growth Residues (mg/kg)
) ) | 1.Sowing or ment treatment stage at _
Location/ Commodity/ Vari- planting or no. of I Portion an- PHI . .
ast treat- Details on trial
EU zone/ ety . treatments alyzed (days)
2.Flowering | kg a.s./ | Water kg and last ment or R
Year ha | (/ha) | as/hl date BAS750 F| 1,24-T TA TAA TLA
3. Harvest > date*
(a (b) (© (d) ()
2021/2000402 Wheat 1.18.10.2019 0.10 200 0.05 Plot 2 59 whole plant 25 <0.010 0.031 0.027 0.018 0
L200226 GC 0654 2.13.05- 30.04.2020 no roots
67170 Kriegs- / Absalon 20.05.2020 grain <0.010 <0.010 0.17 0.069 <0.010 48
heim 3.06.07.2020 13.05.2020 straw 0.75 <0.010 <0.010 0.025 0.050 48
Grand Est grain <0.010 <0.010 0.19 0.080 <0.010 55
France straw 0.77 <0.010 <0.010 0.039 0.064 55
EU-North grain <0.010 <0.010 0.14 0.063 <0.010 64
2020 straw 0.98 <0.010 <0.010 0.034 0.042 64
0.15 200 0.075 Plot 3 69 whole plant 2.2 <0.010 0.045 0.043 0.026 0
05.05.2020 no roots
grain 0.35 <0.010 0.15 0.055 <0.010 34
20.05.2020 straw 31 <0.010 <0.010 0.019 0.044 34
graiw <0.010 <0.010 0.19 0.082 <0.010 41
straw 2.7 <0.010 <0.010 0.024 0.048 41
grain <0.010 <0.010 0.21 0.080 <0.010 48
straw 41 <0.010 0.011 0.040 0.066 48

(@) According to CODEX Classification / Guide

(b)  Only if relevant

(¢)  Year must be indicated

(d) Days after last application (Label pre-harvest interval, PHI, underline)

(e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included
*Plot 2: treated with BAS 758 00 F; Plot 3: treated with BAS 750 01 F
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Table A 6: Summary of residues of BAS 750 F and TDMSs on wheat in Northern Europe 2020 (untreated samples)
Trial No./ Date of Application rate per treat- Dates of Growth Residues (mg/kg)
) 1.Sowing or ment treatment | oo
Location/ Commodity/ planting or no. of | g Portion an- PHI . .
- ast treat- Details on trial
EU zone/ Variety 2 Flowerina | kaas/ | Water K treatments ment or alyzed (days)
Year : g gha' ke | a S?hl and last date BAS750 F| 124-T TA TAA TLA
3. Harvest > date
(@ (b) (©) (d) (e)
2021/2000402 Wheat 1.21.10.2019 - - - Plot 19 - whole plant <0.010 <0.010 0.040 0.058 0.045| O0DBLA 2021/2000402
L200223 GC 0654 2.02.06- no roots
16833 Lentzke / Linus 16.06.2020 grain <0.010 <0.010 0.14 0.14 <0.010 56 BASF method
Brandenburg 3.20.07- straw <0.010 <0.010 <0.010 0.11 0.041 56 L0076/09
Germany 03.08.2020 for Mefentrifluconazole
EU-North Plot 12 - whole plant <0.010 <0.010 0.042 0.057 0.034 0 DBLA and L0170/02 for Tria-
2020 no roots zole Metaholites
grain <0.010 <0.010 0.12 0.11 <0.010 35
straw <0010 | <0.010| <0.010 0.098 0.040 35 LOQ: 0.010 mglkg
2021/2000402 Wheat 1.25.11.2019 - - - Plot 19 - whole plant <0.010 <0.010 0.030 0.020 0.023 | O0DBLA i
1200224 GCO0654 | 2.02.06- no roots Storage time for all
6599 AV Ven- | / Bennington | 12.06.2020 grain <0010 | <0010| 0.3 0.094|  <0.010 57 | commodities <264 days
Zelderheide 3.31.07- straw <0010| <0010 | <0010 0060 0033 57 | (Mefentrifluconazole),
Limburg 03.08.2020 5162 days TI:IaZOle Me-
The Nether- Plot 12 - whole plant <0.010 <0.010 0.036 0.028 0.026 | 0DBLA tabolites
lands no roots
EU-North grain <0.010 <0.010 0.13 0.080 <0.010 35 Samples were analysed
2020 straw <0.010 <0.010 0.017 0.038 0.024 35 | within the storage stabil-
ity (see chapter 7.2.1)
2021/2000402 Wheat 1.15.10.2019 - - - Plot 19 - whole plant <0.010 <0.010 <0.010 <0.010 <0.010 | 0DBLA
L200225 GC 0654 2. 03.06- no roots
64-020 Jasien / Arkadia 10.06.2020 grain <0.010 <0.010 0.045 0.021 <0.010 56
Wielkopolska 3. 04.08.2020 straw <0.010 <0.010 <0.010 <0.010 <0.010 56
EB?:\?gl('jth Plot 12 - whole plant <0.010 <0.010 <0.010 <0.010 <0.010| O0DBLA
2020 no roots 34
grain <0.010 <0.010 0.038 0.019 <0.010 34
straw <0.010 <0.010 <0.010 <0.010 <0.010
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Trial NoJ/ Date of Application rate per treat- Dates of Growth Residues (mg/kg)
) 1.Sowing or ment treatment stage at
Location/ Commodity/ planting or no. of last Et]reat- Portion an- PHI Details on trial
EU zone/ Variety . treatments alyzed (days)
t
2.Flowering | kg a.s./ | Water kg d last ment or
Y and las dat BAS750F| 1,24-T TA TAA TLA
ear 3. Harvest ha (Itha) | as/hl date ate
(a (b) (© (d) (®)
2021/2000402 Wheat 1.18.10.2019 - - - Plot 1Y - whole plant <0.010 <0.010 0.018 0.018 0.013| O0DBLA
L.200226 GC 0654 2.13.05- no roots
67170 Kriegs- / Absalon 20.05.2020 grain <0.010 <0.010 0.11 0.058 <0.010 55
heim 3.06.07.2020 straw <0.010 <0.010 0.010 0.048 0.041 55
Grand Est
France Plot 12 - wholeplant | <0.010 |  <0.010 0.026 0.030 0020 | ODBLA
EU-North no roots 34
2020 grain <0.010 <0.010 0.075 0.038 <0.010 34
straw <0.010 <0.010 <0.010 0.016 0.023

(@  According to CODEX Classification / Guide

(b)  Only if relevant

(c)  Year must be indicated

(d) Days after last application (Label pre-harvest interval, PHI, underline)

(e)  Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included

1) Days after last application on plot 2. DBLA: Days before last application on plot 2.
2) Days after last application on plot 3. DBLA: Days before last application on plot 3.



BAS 758 00 F / Revyflex Plus

Page 198 /324

Part B — Section 7 - Core Assessment

ZRMS version

A213.2 Barley
Table A 7: Comparison of intended and critical EU GAPs
Type of GAP Number of ap- | Application rate Interval be- | Growth stage at | PHI (days)
plications per treatment | tween applica- | last application
(precise unit) tion
cGAP EU 2 0.150 kg as/ha 14 BBCH 49- 69 35**
(EFSA, 2018a)
Intended cGAP (2*) 2 0.100 14 BBCH 30 - 59 56

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

** general note regarding the intended PHI of 35 days: the time interval between the second application and harvest may vary
depending on geographical and weather conditions. As soon the last application is made at the latest BBCH stage foreseen in the
cGAP (BBCH 69), residue trials are considered valid even if the PHI of 35 days is not met.

A21321

Study 2 - barley — BASF DoclID 2021/2000401

Comments of zZRMS:

The study has been accepted.
The objective of the study was to determine the magnitude of residues of
BAS 750 F (Mefentrifluconazole) and its triazole metabolites, BAS 500 F
(Pyraclostrobin), its metabolite M500F007 and BAS 560 F (Metrafenone) in
barley after treatment with either BAS 758 00 F, BAS 750 01 F, BAS 500 06
F or BAS 560 00 F. The selected application rates, frequency and spray in-
terval cover the Good Agriculture Practice (critical GAP), which will be de-
fined by the label directions.

During the 2020 growing season, 4 trials in barley were conducted in differ-
ent representative growing areas in Northern Europe to determine the resi-
due level of BAS750F (Mefentrifluconazole), BAS 500 F (Pyraclostrobin)
and BAS 560 F (Metrafenone) after application of either BAS75800F,
BAS75001F, BAS50006F or BAS56000F in or on Raw Agricultural Com-
modities (RAC).

All trials consisted of five plots: plot 1 (control), plot 2 (treated with BAS 758
00 F), plot 3 (treated with BAS 750 01 F), plot 4 (treated with BAS 500 06
F) and plot 5 (treated with BAS 560 00 F).

BAS 758 00 F (66.6 g BAS 750 F/L, 80.0 g BAS 500 F/L, 100.0 g BAS 560
F/L, EC) was applied in all trials twice at a single rate of 1.5 L/ha formulated
product, equals to 0.10 kg a.i./ha of BAS 750 F, 0.12 kg a.i./ha of BAS 500
F and 0.15 kg a.i./ha of BAS 560 F on plot 2 with a water volume of 200
L/ha.

BAS 750 01 F (100.0 g BAS 750 F/L, EC) was applied in all trials twice at a
single rate of 1.5 L/ha formulated product, equals to 0.15 kg a.i./ha of BAS
750 F on plot 3 with a water volume of 200 L/ha.

BAS 500 06 F (200.0 g BAS 500 F/L, EC) was applied in all trials twice at a
single rate of 1.25 L/ha formulated product, equals to 0.25 kg a.i./ha of BAS
500 F on plot 4 with a water volume of 200 L/ha.

BAS 560 00 F (300.0 g BAS 560 F/L, SC) was applied in all trials twice at a
single rate of 0.5 L/ha formulated product, equals to 0.15 kg a.i./ha of BAS
560 F on plot 5 with a water volume of 200 L/ha.
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Plot 2: In all trials the first application was made 13-15 days before applica-
tion no. 2 (except of trial L200230: 11 days before application no. 2, see
deviation). The second application was performed at BBCH 59.

Plot 3 to 5: The first application was made at BBCH 49. The second appli-
cation was made at BBCH 69.

Plot 1 and 2: Barley specimens were collected at BBCH 59 on plot 1 imme-
diately before application no. 2 and directly after application no. 2 on plot 2
as whole plant no roots.

At 48-49 DALA the specimens were sampled as grain and straw on plot 2.
At 55-56 DALA barley specimens were collected as grain and straw on plot
1and 2.

At 62-63 specimens were sampled as grain and straw on plot 2 (except of
trial L200230: sampling no. 4 could not be performed, see deviation).

Plot 1, 3, 4 and 5: Barley specimens were collected at BBCH 69 on plot 1
immediately before application no. 2 and directly after application no. 2 on
plot 3 to 5 as whole plant no roots.

At 27-28 DALA specimens were collected as ears and rest of plant without
roots or as grain and straw on plot 3 to 5.

At 34-35 DALA the specimens were sampled as grain and straw on plot 1
and 3 to 5. At 41-43 DALA barley specimens were collected as grain and
straw on plot 3 to 5.

All barley specimens of plot 1 and 2 were analysed for BAS 750 F (Mefen-
trifluconazole), BAS 500 F (Pyraclostrobin) and its metabolite M500F007,
BAS 560 F (Metrafenone) using the BASF Method LO076/09. The method
has a limit of quantitation of 0.010 mg/kg.

All barley specimens of plot 3 were analysed for BAS 750 F (Mefentriflucon-
azole) using the BASF Method L0076/09. The method has a limit of quanti-
tation of 0.010 mg/kg.

All treated barley specimens of plot 4 were analysed for BAS 500 F (Pyra-
clostrobin) and its metabolite M500F007 using the BASF Method LO076/09.
The method has a limit of quantitation of 0.010 mg/kg.

All treated barley specimens of plot 5 were analysed for BAS 560 F (Met-
rafenone) using the BASF Method L0076/09. The method has a limit of
guantitation of 0.010 mg/kg.

The results of the average procedural recoveries in barley matrices at fortifi-
cation levels between 0.010 and 10 mg/kg were at 78.7 % for BAS 750 F, at
83.3 % for BAS 500 F, at 83.7 % for M500F007 and at 88.8 % for BAS 560
F. Results are summarized in the tables below.

Table S-1: Procedural Recoveries for BAS 750 F (Mefentrifluconazole)
- BAS 750 F

Matrix Fortification Level Vet 5 .
[mg/kg] n

(%] [£] (%]
Whole plant no roots 0.010, 0.10 and 10 81.4 7.5 9.2 7
Ears 0.010, 0.10 and 10 75.1 3.8 5.1 7
Barley |Rest of plant without roots| 0.010, 0.10 and 10 72.5 2.6 3.6 7
Grain 0.010, 0.10 and 10 81.6 4.0 4.9 7
Straw 0.010, 0.10 and 10 82.9 3.1 3.8 7
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Overall: 78.7 6.0 7.6 35
SD = standard deviation RSD = coefficient of variation n = number of recoveries

Table S- 2:  Procedural Recoveries for BAS 500 F (Pyraclostrobin) and its
Metabolite M500F007

BAS 500 F
Matrix FortifEEjagi/Eg]Level Vet 5 . i
(%] [£] (%]
Whole plant no roots 0.010, 0.10 and 10 92.3 4.7 5.1 7
Ears 0.010, 0.10 and 10 74.2 2.5 34 8
Barley |Rest of plant without roots| 0.010, 0.10 and 10 73.5 3.7 5.0 7
Grain 0.010, 0.10 and 10 86.6 35 4.0 7
Straw 0.010, 0.10 and 10 91.3 4.6 5.0 7
Overall:{ 83.3 9.1 11 36
e M500 | 007
Matrix Fortifieation ! | Mo | S | RsD |
[£] (%]
Whole plant no roots 0.010, 0.10 and 10 88.6 5.4 6.1 7
Ears 0.010, 0.10 and 10 78.4 3.5 4.5 8
Barley |Rest of plant without roots| 0.010, 0.10 and 10 78.3 7.0 8.9 7
Grain 0.010, 0.10 and 10 85.9 4.3 5.0 7
Straw 0.010, 0.10 and 10 87.9 2.5 2.8 7
Overall:[ 83.7 6.4 7.7 36
SD = standard deviation RSD = coefficient of variation n = number of recoveries
Table S-3:  Procedural Recoveries for BAS 560 F (Metrafenone)
BAS 560 F
Matrix Fortification Level Mean - -
molkal ol | | e | "
Whole plant no roots 0.010, 0.10 and 10 94.4 6.9 7.3 7
Ears 0.010, 0.10 and 10 81.2 35 4.4 8
Barley |Rest of plant without roots| 0.010, 0.10 and 10 79.4 4.6 5.8 7
Grain 0.010, 0.10 and 10 92.4 6.2 6.7 7
Straw 0.010, 0.10 and 10 98.0 7.7 7.8 7
Overall:[ 88.8 9.4 11 36
SD = standard deviation RSD = coefficient of variation n = number of recoverie

Further all barley specimens of plot 1, 2 and 3 were analysed for 1,2,4-Triazole (T),
Triazole alanine (TA), Triazole acetic acid (TAA) and Triazole lactic acid (TLA) using the
adapted BASF
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method no. L0170/02. The method has a limit of quantitation of 0.010 mg/kg for each

analyte.

The results of the average procedural recoveries in plant matrices
— at fortification levels between 0.010 and 1.0 mg/kg were 89.2 % for 1,2,4-Triazole,
— at fortification levels between 0.010 and 1.0 mg/kg were 89.0 % for Triazole alanine,

— at fortification levels between 0.010 and 1.0 mg/kg were 97.5 % for Triazole

acetic acid, —
Triazole lactic acid.

Results are summarized in the table below.

at fortification levels between 0.010 and 1.0 mg/kg were 92.1 % for

Table S-4: Procedural Recoveries for 1,2,4-Triazole (T), Triazole alanine (TA),
Triazole acetic acid (TAA) and Triazole lactic acid (TLA)
Matrix Reco(;/fenes Fortleﬁqa(‘;l/Eg]Level NEOe/Sn ?iD F;;)I]D n
Whole plant no roots 0.010, 0.10 and 1.0 | 90.6 6.3 6.9 8
Ears 0.010, 0.10 and 1.0 | 88.9 12 13 8
Barley |Rest of plant without roots 1,2,4—('I_'I_r)iazole 0.010, 0.10 and 1.0 | 88.5 12 13 8
Grain 0.010, 0.10 and 1.0 | 94.7 3.7 3.9 10
Straw 0.010, 0.10 and 1.0 | 82.2 4.9 6.0 8
Overall:[ 89.2 8.9 10 42
Whole plant no roots 0.010, 0.10 and 1.0| 91.3 13 14 8
Ears o 0.010, 0.10 and 1.0| 92.2 4.8 5.2 8
Barley |Rest of plant without roots alanine 0.010, 0.10 and 1.0 | 93.6 4.6 4.9 8
Grain () 0.010,0.10 and 1.0| 92.4 9.5 10 10
Straw 0.010,0.10 and 1.0 | 74.4 3.0 4.0 8
Overall:[ 89.0 10 12 42
Whole plant no roots 0.010, 0.10 and 1.0 | 101 10 10 8
Ears T— 0.010, 0.10 and 1.0 | 95.3 3.3 3.5 8
Barley [Rest of plant without roots | acetic acid (T | 0.010, 0.10 and 1.0 | 97.3 2.1 2.2 8
Grain AA) 0.010, 0.10 and 1.0 | 100 8.3 8.2 10
Straw 0.010, 0.10 and 1.0| 92.5 7.0 7.5 8
Overall:[ 97.5 7.4 7.5 42
Whole plant no roots 0.010, 0.10 and 1.0 | 99.9 12 12 8
Ears 0.010, 0.10 and 1.0 | 94.8 2.0 2.2 8
Barley [Rest of plant without roots ngiizgl((?”l-i:)tic 0.010, 0.10 and 1.0 91.4 4.3 4.8 8
Grain 0.010, 0.10 and 1.0 | 95.7 7.4 7.7 10
Straw 0.010, 0.10 and 1.0 | 77.7 2.6 3.4 8
Overall:[ 92.1 10 11 42

SD = standard deviation

RSD = coefficient of variation

n = number of recoveries
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Table §8-5: Summary of Residues of BAS 750 F (Mefenfrifluconazole) in Barley
Timing -
Sampl. Portion Growtt . Range of Residues (mg/kg)
No. analyzed DALA stage
(BBCH) BAS750F
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 14-37
Grain 4 0.025 - 0.052
2 48-19 8§7-89
Straw 4 060-24
Grain 4 0.026 - 0.10
3 55-56 89
Straw 4 086-3.7
Grain 3 0.021 - 0.040
4 62-63 89
Straw 3 11-28
Plot 3: treated with BAS 750 01 F (2x 1.5 L/ha)
1 Whole plant no roots 0 69 4 15-55
Ears 3 054-1.7
- 27-28 77-83
5 Rest of plant without roots 3 16-57
Grain 1 0.056
27 85
Straw 1 16
Grain 4 0.049-017
3 34-35 85-87
Straw 4 13-74
Grain 4 0.054-0.18
4 41-43 89
Straw 4 20-88

General: T

DALA = days after last application

n = Number of specimens

he limit of quantification (LOQ) is 0.010 mg/kg for BAS 750 F.

Residues of BAS 750 F (Mefentrifluconazole)

Plot 2: The residues of BAS 750 F analyzed in barley whole plant no roots speci-
mens sampled

immediately after the last application (59 BBCH) ranged from 1.4 to 3.7 mg/kg.

In grain specimens collected at 48-49 DALA (87-89 BBCH) residues of BAS 750 F
were found between 0.025 and 0.052 mg/kg. At 55-56 DALA (BBCH) and 62-63
DALA (89 BBCH) the residues were in a range from 0.026to 0.10mg/kg and from
0.021 to 0.040mg/kg, respectively.

In straw specimens sampled at 48-49 DALA (87-89 BBCH) residues of BAS 750 F
were analyzed between 0.60 and 2.4 mg/kg. At 55-56 DALA (89 BBCH) and 62-63
DALA (89 BBCH) residues of BAS 750 F were in a range from 0.86 to 3.7 mg/kg and
from 1.1 to 2.8 mg/kg, respectively.

Plot 3: The residues of BAS 750 F analyzed in barley whole plant no roots speci-
mens sampled immediately after the last application (69 BBCH) ranged from 1.5 to
5.5 mg/kg.

In ears specimens collected at 27-28 DALA (77-83 BBCH) residues of BAS 750 F
were analyzed between 0.54 and 1.7 mg/kg. Rest of plant without roots specimens
taken at the same sampling event showed residues from 1.6 to 5.7 mg/kg.

In grain specimens collected at 27 DALA (85 BBCH) a residue of BAS 750 F was found
at 0.056mg/kg. At 34-35 DALA (85-87BBCH) and 41-43 DALA (89BBCH) residues of
BAS 750 F were analyzed in grain specimens from 0.049 to 0.17 mg/kg and from 0.054
to 0.18 mg/kg, respectively.

In straw specimens collected at 27 DALA (85 BBCH) a residue of BAS 750 F was found
at 1.6 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89 BBCH) residues of
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BAS 750 F were analyzed in straw specimens in a range from 1.3 to 7.4 mg/kg and
from 2.0 to 8.8 mg/kg, respectively.

In the untreated control specimens, no residues of BAS 750 F were detected at or
above the limit of quantitation (LOQ, 0.010 mg/kg).

Bridging showed, that the new formulation BAS 758 00 F does not lead to higher resi-
dues than the respective solo formulation BAS 750 01 F.

Table S-6: Summary of Residues of BAS 500 F (Pyraclostrobin) and its
Metabolite M500F007 in Barley
sampl. . Timing Growth Range of Residues [mg/kg]
No. Portion analyzed Stage | n BAS 500 | €XPressed as parent equivalent
DALA |(BBCH) M500F007 » | Sum ?
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 18-44 0.027 -0.11 1.8-45
Grain 4 | 0.013-0.044 | 0.014-0.016 |0.026 -0.060
2 48-49 87-89
Straw 4 0.17 - 0.69 0.092 - 0.47 0.26-1.2
Grain 4 | 0.017 -0.047 | 0.012-0.018 |0.031-0.064
3 55-56 89
Straw 4 0.29-1.0 0.16 - 0.38 044-14
Grain 3 [ 0.019-0.036 | <0.011-0.014 |0.030 - 0.050
4 62-63 89
Straw 3 0.40 - 0.86 0.24-0.29 0.63-1.1
Plot 4: treated with BAS 500 06 F (2x 1.25 L/ha)
1 Whole plant no roots 0 69 4 2.7-538 0.089 - 0.25 2.8-6.0
Ears 3 0.052 - 0.23 0.097 -0.18 0.15-0.41
- 27-28 77-83
) Rest of plant without roots 3 0.46 - 2.7 0.22-0.81 0.68-3.5
Grain 1 0.047 0.026 0.073
27 85
Straw 1 0.33 0.16 0.50
Grain 4 0.029-0.13 0.032-0.079 | 0.080-0.21
3 34-35 85-87
Straw 4 0.40-2.0 0.20 - 0.68 0.60 - 2.7
Grain 4 0.039-0.13 0.029 -0.080 | 0.072-0.21
4 41-43 89
Straw 4 0.37-2.4 0.25-0.83 0.62 - 3.2

DALA = days after last application n = Number of specimens

General: The limit of quantification (LOQ) is 0.010 mg/kg for BAS 500 F and 0.011 mg/kg for
M500F007 (expressed as parent equivalent).

1) Conversion factor for calculation of M500F007 to parent BAS 500 F is 1.084

2) for residues of BAS 500 F < 0.010 mg/kg, value was set to 0.010 mg/kg for calculation of sum and for
residues

of M500F007, expressed as parent equivalent < 0.011 mg/kg, value was set to 0.011 mg/kg for calculation
of sum; if both values are below LOQ the sum is <0.021 mg/k

Residues of BAS 500 F (Pyraclostrobin) and its metabolite M500F007

Plot 2: The residues of BAS 500 F analyzed in barley whole plant no roots specimens
sampled

immediately after the last application (59 BBCH) ranged from 1.8 to 4.4 mg/kg.

In grain specimens collected at 48-49 DALA (87-89 BBCH) residues of BAS 500 F were
found between 0.013 and 0.044 mg/kg. At 55-56 DALA (89 BBCH) and 62-63 DALA
(89 BBCH) the residues were in a range from 0.017 to 0.047 mg/kg and from
0.019 to 0.036 mg/kg,

respectively.
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In straw specimens sampled at 48-49 DALA (87-89 BBCH) residues of BAS 500
F were analyzed between 0.17 and 0.69 mg/kg. At 55-56 DALA (89 BBCH) and
62-63 DALA (89 BBCH) residues of BAS 500 F were in a range from 0.29 to 1.0
mg/kg and from 0.40 to
0.86 mg/kg, respectively.

Plot 4: The residues of BAS 500 F analyzed in barley whole plant no roots specimens
sampled
immediately after the last application (69 BBCH) ranged from 2.7 to 5.8 mg/kg.

In ears specimens collected at 27-28 DALA (77-83 BBCH) residues of BAS 500
F were analyzed between 0.052 and 0.23 mg/kg. Rest of plant without roots
specimens taken at the

same sampling event showed residues from 0.46 to 2.7 mg/kg.

In grain specimens collected at 27 DALA (85 BBCH) a residue of BAS 500 F was
found at 0.047 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89
BBCH) residues of BAS 500 F were analyzed in grain specimens from 0.029 to
0.13 mg/kg and from 0.039 to

0.13 mg/kg, respectively.

In straw specimens collected at 27 DALA (85 BBCH) a residue of BAS 500 F was
found at 0.33 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89 BBCH)
residues of BAS 500 F were analyzed in straw specimens in a range from 0.40 to
2.0 mg/kg and from 0.37 to

2.4 mg/kg, respectively.

In the untreated control specimens, no residues of BAS 500 F were detected at or
above the

limit of quantitation (LOQ, 0.010 mg/kg).

Plot 2: The residues of M500F007 (expressed as parent equivalent) analyzed in
barley whole plant no roots specimens sampled immediately after the last application

(59 BBCH)
ranged from 0.027 to 0.11 mg/kg.

In grain specimens collected at 48-49 DALA (87-89 BBCH) residues of M500F007 were
found between 0.014 and 0.016 mg/kg. At 55-56 DALA (89 BBCH) and 62-63 DALA
(89 BBCH) the residues were in a range from 0.012 to 0.018 mg/kg and from <
0.011 to 0.014 mg/kg,

respectively.

In straw specimens sampled at 48-49 DALA (87-89 BBCH) residues of M500F007
were analyzed between 0.092 and 0.47 mg/kg. At 55-56 DALA (89 BBCH) and
62-63 DALA (89 BBCH) residues of M500F007 were in a range from 0.16 to 0.38
mg/kg and from 0.24 to
0.29 mg/kg, respectively.

Plot 4: The residues of M500F007 (expressed as parent equivalent) analyzed in
barley whole plant no roots specimens sampled immediately after the last application

(69 BBCH)
ranged from 0.089 to 0.25 mg/kg.

In ears specimens collected at 27-28 DALA (77-83 BBCH) residues of M500F007
were analyzed between 0.097 and 0.18 mg/kg. Rest of plant without roots specimens
taken at the

same sampling event showed residues from 0.22 to 0.81 mg/kg.

In grain specimens collected at 27 DALA (85 BBCH) a residue of M500F007 was
found at 0.026 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89

BBCH) residues of M500F007 were analyzed in grain specimens from 0.032 to
0.079 mg/kg and from 0.029 to 0.080 mg/kg, respectively.
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In straw specimens collected at 27 DALA (85 BBCH) a residue of M500F007 was
found at 0.16 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89 BBCH)
residues of M500F007 were analyzed in straw specimens in a range from 0.20 to
0.68 mg/kg and from 0.25 to

0.83 mg/kg, respectively.

In the untreated control specimens, no residues of M500F007 were detected at or
above the

limit of quantitation (LOQ, 0.011 mg/kg, expressed as parent equivalent).

Bridging showed, that the new formulation BAS 758 00 F does not lead to higher
residues than the respective solo formulation BAS 500 06 F.

Table S-7: Summary of Residues of BAS 560 F (Metrafenone) in Barley

. Timing
Sampl. :r?aZItIOzI; Growth | Range of Residues (mg/kg)
Mo i DALA | stage BAS 560 F
(BBCH)
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 2.1-3.6
Grain 4 <0.010 - 0.021
2 48-49 87-89
Straw 4 0.031 -0.13
Grain 4 <0.010 - 0.023
3 55-56 89
Straw 4 0.057 - 0.12
Grain 3 <0.010 - 0.018
4 62-63 89
Straw 3 0.085 - 0.14
Plot 5: treated with BAS 560 00 F (2x 0.5 L/ha)
1 Whole plant no roots 0 69 4 19-3.2
Ears 3 0.051 - 0.071
- 27-28 77-83
) Rest of plant without roots 3 0.73-2.2
Grain 1 0.051
27 85
Straw 1 0.30
Grain 4 0.020 - 0.064
3 34-35 85-87
Straw 4 0.29-15
Grain 4 0.026 - 0.052
4 41-43 89
Straw 4 0.34-1.2
DALA = days after last application n = Number of

specimens General: The limit of quantification (LOQ) is 0.010
mg/kg for BAS 560 F.

Residues of BAS 560 F (Metrafenone)

Plot 2: The residues of BAS 560 F analyzed in barley whole plant no roots specimens
sampled
immediately after the last application (59 BBCH) ranged from 2.1 to 3.6 mg/kg.

In grain specimens collected at 48-49 DALA (87-89 BBCH) residues of BAS 560 F were
found between < 0.010 and 0.021 mg/kg. At 55-56 DALA (BBCH) and 62-63 DALA
(89 BBCH) the residues were in a range from < 0.010 to 0.023 mg/kg and from <
0.010 to 0.018 mg/kg,
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respectively.

In straw specimens sampled at 48-49 DALA (87-89 BBCH) residues of BAS 560
F were analyzed between 0.031 and 0.13 mg/kg. At 55-56 DALA (89 BBCH)
and 62-63 DALA (89 BBCH) residues of BAS 560 F were in a range from 0.057 to
0.12 mg/kg and from 0.085 to 0.14 mg/kg, respectively.

Plot 5: The residues of BAS 560 F analyzed in barley whole plant no roots specimens
sampled

immediately after the last application (69 BBCH) ranged from 1.9 to 3.2 mg/kg.

In ears specimens collected at 27-28 DALA (77-83 BBCH) residues of BAS 560
F were analyzed between 0.051 and 0.071 mg/kg. Rest of plant without roots
specimens taken at the

same sampling event showed residues from 0.73 to 2.2 mg/kg.

In grain specimens collected at 27 DALA (85 BBCH) a residue of BAS 560 F was
found at 0.051 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89
BBCH) residues of BAS 560 F were analyzed in grain specimens from 0.020 to
0.064 mg/kg and from 0.026 to

0.052 mg/kg, respectively.

In straw specimens collected at 27 DALA (85 BBCH) a residue of BAS 560 F was
found at 0.30 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89 BBCH)
residues of BAS 560 F were analyzed in straw specimens in a range from 0.29 to
1.5 mg/kg and from 0.34 to

1.2 mg/kg, respectively.

In the untreated control specimens, no residues of BAS 560 F were detected at or
above the

limit of quantitation (LOQ, 0.010 mg/kg).

Bridging showed, that the new formulation BAS 758 00 F does not lead to higher
residues than the respective solo formulation BAS 560 00 F.

Table S-8: Summary of residues in the untreated Barley Specimens for 1,2,4-
Triazole (T), Triazole alanine (TA), Triazole acetic acid (TAA) and
Triazole lactic acid (TLA)
Sampl Portion Timing n Range of Triazole residues and related analytes [mg/kg]
. analyzed DALA | Growth 1,2,4- Triazole Triazole Triazole
No. Stage Triazole alanine acetic acid lactic acid
(BBCH) (M (TA) (TAA) (TLA)
Plot 1 - untreated (in regard to plot 2)
1 Whole plant no roots 0 DBLA 59 4 <0.010 0.019 - 0.046 |<0.010-0.027|<0.010-0.079
Grain 4 <0.010 0.050-0.17 | 0.013-0.091 <0.010
3 55 - 56 89
Straw 4 <0.010 |[<0.010-0.022 (< 0.010 - 0.040 | < 0.010 - 0.056
Plot 1 — untreated (in regard to plot 3)
1 Whole plant no roots 0 DBLA 69 4 <0.010 0.014 - 0.051 |<0.010-0.026 | < 0.010 - 0.065
Grain 4 <0.010 0.035-0.16 | 0.011-0.085 <0.010
3 34-35 [ 85-87
Straw 4 <0.010 [<0.010-0.012 (< 0.010 - 0.030| 0.015-0.074

DALA = days after last application
In regard to plot 2 or plot 3.

n = Number of specimens DBLA = days before last application.
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Table S-9:  Summary of residues in the treated Barley Specimens for 1,2,4-
Triazole (T), Triazole alanine (TA), Triazole acetic acid (TAA) and Triazole lactic
acid (TLA)
i Timin
Sl Portion Y f Range of Triazole residues and related analytes
No. analyzed DALA
Growth [mglkg]
Stage . . .
1,2,4- Triazole Triazole Triazole
(BBCH) Triazole alanine acetic acid lactic acid
L) (TA) (TAA) (TLA)
Plot 2 - treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 <0.010 0.033-0.043 |<0.010-0.027 | 0.033 - 0.069
Grain 4 <0.010 0.11- 0.22 0.027 - 0.11 <0.010
2 48 - 49| 87 - 89
Straw 4 <0.010 |<0.010-0.015| 0.013-0.040 | 0.021 - 0.063
Grain 4 <0.010 0.10- 0.20 0.025 - 0.12 <0.010
3 55-56| 89
Straw 4 <0.010 |<0.010-0.022| 0.014-0.036 | 0.013-0.082
Grain 3 <0.010 0.11-0.19 0.029 - 0.096 <0.010
4 62-63| 89
Straw 3 <0.010 |<0.010-0.024| 0.016 - 0.032 | 0.014 - 0.068
Plot 3 — treated with BAS 750 01 F (2x 1.5 L/ha)
1 Whole plant no roots 0 69 4 <0.010 0.043 - 0.070 | 0.016 - 0.038 | 0.033-0.063
Ears 3 <0.010 0.11-0.17 0.032 - 0.055 <0.010
- 27-28| 77 -83
) Rest of plant without roots 3 <0.010 |<0.010-0.013| 0.012-0.024 | 0.057 - 0.071
Grain p . 1 <0.010 0.19 0.091 <0.010
Straw 1 <0.010 <0.010 0.025 0.062
Grain 4 <0.010 0.17 - 0.22 0.046 - 0.11 <0.010
3 34 -35| 85-87
Straw 4 <0.010 |<0.010-0.026| 0.019-0.031 | 0.045-0.10
Grain 4 <0.010 0.15-0.25 0.044 - 0.14 <0.010
4 41 -43( 89
Straw 4 <0.010 0.012 - 0.040 | 0.018-0.066 | 0.024-0.073
DALA = days after last application n = Number of specimens
For all analytical methods concurrent procedural recoveries, performed with fortified
untreated specimens at levels covering the working range from LOQ to 10xLOQ, were
analysed together with the field specimens. Furthermore, due to high residue found,
additional fortifications were performed to cover the highest residue. Overall and aver-
age recoveries were all in the range of 70 - 110 % and relative standard deviations
(RSD) were < 20 %.
Reference: CA6.3.2/1
Report Study on the residue behaviour of BAS 750 F (Mefentrifluconazole), BAS

500 F (Pyraclostrobin) and BAS 560 F (Metrafenone) in barley after appli-
cation of either BAS 758 00 F, BAS 750 01 F, BAS 500 06 F or BAS 560 00
F under field conditions in Northern Europe, 2020

Erdmann, H.-P., 2021
Report No 876500, AC/BASF/20/02
BASF DoclID 2021/2000401
Authority registration No
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Guideline(s): EC 1107/2009 of the European Parliament and of the Council of 21 Oct 2009
EEC 7029/VI1/95 rev. 5 (July 22 1997)
OECD 509 (2009)
SANCO 7525/V1/95 - rev.10.3, 13 June 2017

Deviations: No

GLP: yes

(certified by Land Brandenburg Ministerium der Justiz und fuer Europa und
fuer Verbraucherschutz, Potsdam, Germany)

Acceptability: Yes
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Table A 8: Application and sampling details for trials conducted in 2020
. F, . Application Target Timing
Region NO';II; tri- IID\IIOt '2‘0' ?f G, Method Test Item Slft;csttg/r?ce Rate Water vol. | Sampl.
0. | Appl] 2 (kgas/ha) | (L/ha) Appl. (DALA)!
0 DALA (whole
Mefentrifluconazole 0.10 1%t application: plant no roots) .
13-15 days before 48-49 DALA (grain
2 2 F foliar BAS 758 00 F Pyraclostrobin 0.12 200 application no. 2* and straw)
(EC) . ond applicati(;n 55-56 I?jA:_A ()grain
and straw
Metrafenone 0.15 BBCH 59 62-63 DAL A**
(grain and straw)
0 DALA (whole
plant no roots)
27-28 DALA (ears
1t application | and rest of plant w/o
3 2 F foliar BAS 750 01 F Mefentrifluconazole 0.15 200 ndBBCH 49 roots, grain and
(EC) 2" application straw)
BBCH 69 34-35 DALA (grain
and straw)
Northern Eu- 4 41-43 DALA (grain
rope and straw)
0 DALA (whole
plant no roots)
27-28 DALA (ears
1t application | and rest of plant w/o
. BAS 500 06 F . BBCH 49 roots, grain and
4 2 F foliar (EC) Pyraclostrobin 0.25 200 2 application st?aw)
BBCH 69 34-35 DALA (grain
and straw)
41-43 DALA (grain
and straw)
1% application Opﬁﬁtl_rﬁ) (r\:)vgt(;;e
5 2 F foliar BAS 56000 F Metrafenone 0.15 200 ndBBCH 49 27-28 DALA (ears
(SC) 2" application and rest of plant w/o
BBCH 69 .
roots, grain and
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straw)
34-35 DALA (grain
and straw)
41-43 DALA (grain
and straw)
1) days after last application, 2) Field, Glasshouse or Indoor
*except of trial L200230: 11 days before application no. 2, see deviation
**except of trial L200230: sampling no. 4 could not be performed, see deviation
Table A 9: Summary of recoveries of BAS 750 F in barley matrices
Matrix Fortification level BASTS0F
[mg/kg] n Mean SD RSD
[%0] [+ [%]
Whole plant no roots 0.010, 0.10 and 10 7 81.4 7.5 9.2
Ears 0.010, 0.10 and 10 7 75.1 3.8 5.1
Barley Rest of plant without roots 0.010, 0.10 and 10 7 72.5 2.6 3.6
Grain 0.010, 0.10 and 10 7 81.6 4.0 4.9
Straw 0.010, 0.10 and 10 7 82.9 3.1 3.8
Overall 35 78.7 6.0 7.6

SD = standard deviation, RSD = coefficient of variation, n = number of recoveries
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Table A 10: Summary of recoveries of metabolites 1,2,4-triazole, TA, TAA and TLA in barley matrices
1,2,4-Triazole Triazolylalanine Triazole acetic acid Triazole lactic acid
Fortification (1,2,4-T) (TA) (TAA) (TLA)
Matrix [n'f‘ﬁ(' ] ] Mnea SD | RSD | | Mean| SD |RSD| | Mean | SD |RSD| _ |Mean| SD | RSD
9 g | [ | o [%] | [ | [%] [%] | [£] | [%] [%] | [ | [%]
Whole plantno | 0.010,010 \ o | 955 | 63 | 69 | 8| 013 | 13 | 14 | 8 | 100 | 10| 10 | 8 | 999 | 12 | 12
roots and 1.0
Ears 0'2#3'10610 8 | 889 | 12 13 | 8] 922 | 48 | 52 | 8 | 953 | 33| 35 | 8 | 948 | 20 | 22
Restofplant | 0.010,010 | o | gg5 | 15 | 13 | g | 936 | 46 | 49 | 8 | 97.3 | 21 | 22 | 8 | 914 | 43 | 48
Barley without roots and 1.0
. 0.010, 0.10
Grain ond 10 10| 947 | 37 | 39 |10] 924 | 95 | 10 | 10 | 100 | 83 | 82 | 10 | 957 | 74 | 77
Straw 0'2#8'10610 8 | 822 | 49 | 60 | 8 | 744 | 30| 40 | 8 | 925 | 70| 75 | 8 | 777 | 26 | 34
Overall 42 | 892 | 89 | 10 | 42| 890 | 10 | 12 | 42 | 975 | 74 | 75 | 42 | 921 | 10 | 11

SD = standard deviation, RSD = coefficient of variation, n = number of recoveries
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Table A 11: Summary of residues of BAS 750 F and TDMs on barley in Northern Europe 2020 (treated samples)
Trial No./ Date of Application rate per treat- | Dates of Growth Residues (mg/kg)
) _ | 1.50wing or ment treatment stage at _
Location/ | Commodity/ Vari- planting or no. of | Portion an- PHI . .
ast treat- Details on trial
EU zone/ ety 2.Flowering | kg a.s./| Water ki treatments ment or alyzed (days)
Year : Y gha' | ime | a Sg}hl and last date BAS750F| 1,24-T | TA TAA TLA
3. Harvest " date*
(@) (b) (© (d) (e)
2021/2000401 Barley 1.04.10.2019 0.10| 200 0.05 Plot 2 59 whole plant 14 <0.010 0.043 0.015 0.055 0 2021/2000401
L200227 GC 0640 2.13.05- 28.04.2020 no roots
16833 / Infinity 21.05.2020 grain 0.025 <0.010 0.22 0.11 <0.010 49 | Plot2: BAS 758 00 F
Lentzke 3.13.07- 12.05.2020 straw 0.60 <0.010 <0.010 0.019 0.049 49 EC
Brandenburg 14.07.2020 grain 0.026 <0.010 0.20 0.095 <0.010 56 | Mefentrifluconazole
Germany straw 0.86 <0.010 <0.010 0.027 0.056 56 66.6 g/L
EU-North grain 0.024 <0.010 0.19 0.096 <0.010 62
2020 straw 11 <0.010 <0.010 0.030 0.042 62 | Plot3: BAS 75001 F
0.15| 200 0075|  Plot3 69 | whole plant 15 | <0010 0.062 0.024 0.061 0 Mefemriﬂignazme 100
03.05.2020 no roots glL
grain 0.056 <0.010 0.19 0.091 <0.010 27
21.05.2020 straw 1.6 <0.010 <0.010 0.025 0.062 27
grain 0.049 | <0.010 021 011 | <0010| 34 BASF method
straw 13 | <0010| <0010| 0023 0049| 34 L0076/09
grain 0.054 | <0.010 0.23 013 | <0.010| 43| for Mefentrifluconazole
straw 2.0 <0.010 0.012 0.035 0.068 43 and L0170/02 for Tria-
zole Metabolites
2021/2000401 Barley 1.14.10.2019 0.10 200 0.05 Plot 2 59 whole plant 2.4 <0.010 0.039 0.015 0.069 0
1200228 GC 0640 2.09.05.- 24.04.2020 ho roots LOQ: 0.010 mglkg
6562 KC Gro- / Rafaela 18.05.2020 grain 0.052 <0.010 0.15 0.088 <0.010 49
esbeek 3.30.06.- 07.05.2020 straw 24 | <0010 <0.010 0.024 0.059| 49|  storage time for all
Gelderland 08.07.2020 grain 0.058 | <0.010 0.15 0.088| <0.010| 56| commodities <293 days
The Nether- straw 37 | <0010 0.014 0.032 0.082| 56| (Mefentrifluconazole),
lands grain 0.040 | <0.010 0.14 0072| <0010| 62| <238 days Triazole Me-
EU-North straw 28 | <0.010 0.014 0.032 0068| 62 tabolites
2020
0.15| 200 0075|  Plot3 69 | whole plant 44 | <0010| 0043| 0019 0063 o] Sampleswereanalysed
27.04.2020 no roots W.Ithln the storage stabil-
ears 065 | <0.010 0.11 0055| <0010| 28| by (seechapter7.2.1)
18.05.2020 rest of plant 4.2 <0.010 <0.010 0.012 0.057 28
w/o roots
grain 0.13 <0.010 0.17 0.086 <0.010 35
straw 74 <0.010 <0.010 0.019 0.064 35
grain 0.18 <0.010 0.15 0.087 <0.010 43
straw 8.8 <0.010 0.014 0.035 0.073 43
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Trial NoJ/ Date of Application rate per treat- | Dates of Growth Residues (mg/kg)
) ) | 1.sowing or ment treatment stage at )
Location/ | Commodity/ Vari- planting or no. of | Portion an- PHI . -
ast treat- Details on trial
EU zone/ ety . treatments alyzed (days)
2.Flowering | kg a.s./| Water kg and last ment or R
Year ha (/ha) | as/hl date BAS750 F| 1,24-T TA TAA TLA
3. Harvest > date*
(@) (b) (© (d) (®)
2021/2000401 Barley 1.10.10.2019 0.10| 200 0.05 Plot 2 59 whole plant 3.7 <0.010 0.038 <0.010 0.033 0
L200229 GC 0640 2.07.05.- 22.04.2020 no roots
57810 Donne- / Pixel 13.05.2020 grain 0.038 <0.010 0.11 0.027 <0.010 48
lay 3.30.06.2020 07.05.2020 straw 1.2 <0.010 0.015 0.013 0.021 48
Grand Est / grain 0.029 <0.010 0.10 0.025 <0.010 55
Moselle straw 11 <0.010 0.022 0.014 0.013 55
France grain 0.021 <0.010 0.11 0.029 <0.010 63
EU-North straw 14 <0.010 0.024 0.016 0.014 63
2020
0.15| 200 0.075 Plot 3 69 whole plant 55 <0.010 0.070 0.016 0.033 0
27.04.2020 no roots
ears 1.7 <0.010 0.16 0.032 <0.010 27
13.05.2020 rest of plant 5.7 <0.010 0.013 0.017 0.069 27
w/o roots
grain 0.17 <0.010 0.21 0.046 <0.010 34
straw 44 <0.010 0.026 0.019 0.045 34
grain 0.18 <0.010 0.25 0.044 <0.010 41
straw 3.7 <0.010 0.034 0.018 0.024 41
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Trial NoJ/ Date of Application rate per treat- | Dates of Growth Residues (mg/kg)
) ) | 1.sowing or ment treatment stage at )
Location/ | Commodity/ Vari- planting or no. of | Portion an- PHI . -
ast treat- Details on trial
EU zone/ ety . treatments alyzed (days)
2.Flowering | kg a.s./| Water kg and last ment or R
Year ha | (/ha) | as/hl date BAS750F| 1,24-T | TA TAA TLA
3. Harvest > date*
(@) (b) (© (d) (®)
2021/2000401 Barley 1.24.09.2019 0.10 200 0.05 Plot 2 59 whole plant 25 <0.010 0.033 0.027 0.058 0
L200230 GC 0640 2.08.05- 27.04.2020 no roots
64-000 Ko- / Sandra 15.05.2020 grain 0.038 <0.010 0.18 0.097 <0.010 48
korzyn 3.08.07.2020 08.05.2020 straw 0.71 <0.010 0.012 0.40 0.063 48
Wielkopolska grain 0.10 <0.010 0.18 0.12 <0.010 55
Poland straw 12 <0.010 0.013 0.036 0.047 55
EU-North
2020
0.15| 200 0.075 Plot 3 69 whole plant 3.6 <0.010 0.043 0.038 0.061 0
29.04.2020 no roots
ears 0.54 <0.010 0.17 0.054 <0.010 28
15.05.2020 rest of plant 1.6 <0.010 0.012 0.024 0.071 28
w/o roots
grain 0.12 <0.010 0.22 0.11 <0.010 34
straw 2.8 <0.010 0.011 0.031 0.10 34
grain 0.11 <0.010 0.25 0.14 <0.010 41
straw 4.2 <0.010 0.040 0.066 0.072 41

(@ According to CODEX Classification / Guide

(b)  Only if relevant

(c)  Year must be indicated

(d) Days after last application (Label pre-harvest interval, PHI, underline)

(e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included
*Plot 2: treated with BAS 758 00 F; Plot 3: treated with BAS 750 01 F
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Table A 12: Summary of residues of BAS 750 F and TDMs on barley in Northern Europe 2020 (untreated samples)
. Application rate per D f rowth .
Trial No./ . Siisrn()for PP treatment P treztterzgnt Stag\g,;t Residues (mg/kg)
Location/ Commodity/ | = g or no. of last | Portion an- PHI . .
) planting Details on trial
EU zone/ Variety 2 Flowerin kg Water K treatments treat- alyzed (days)
Year ' 91 as/ Wha) | a Jny | andlast | mentor BAS750F| 124-T | TA TAA | TLA
3. Harvest ha " date* date
(@ (b) (©) (d) (e)
2021/2000401 Barley 1. 04.10.2019 - - - Plot 1V - wholeplant | <0.010 | <0.010 0.046 0.019 0.079 | 0 DBLA 2021/2000401
200227 AS 0640 2.13.05- no roots
16833 Lentzke / Infinity 21.05.2020 grain <0.010 | <0.010 0.17 0001| <0.010 56
Brandenburg 3.13.07- straw <0.010 <0.010 0.011 0.040 0.039 56 BASF method
Germany 14.07.2020 L0076/09
EU-North Plot 12 whole plant | <0.010 | <0.010 0.051 0.019 0.055 | 0 DBLA | for Mefentrifluconazole
2020 no roots and L0170/02 for Tria-
grain <0.010 | <0.010 0.16 0.078| <0.010 34 Zole Metabolites
straw <0.010 | <0.010| <0.010 0.026 0.044 34
2021/2000401 Barley  |1.14.102019| - - - Plot 19 - whole plant | <0.010 | <0.010 0031 <0.010 0.053|0 DBLA| LOQ:0.010 mg/kg
1200228 AS 0640 2.09.05.- no roots .
6562 KC /Rafaela | 18.05.2020 grain <0010 | <0.010 0.095 0.057| <0.010 56 | Storage time forall
Groesheek 3.30.06.-08- straw <0010 | <0.010| <0.010 0.023 0.056 56 | commodities <293 days
Gelderland / 07.2020 (Mefentrlfluconazole),
Grossheek Plot 12 whole plant | <0.010 | <0.010 0.038 0.015 0.065 | 0 DBLA | <238 days Triazole Me-
The Netherlands no roots tabolites
EU-North grain <0.010 | <0.010 0.096 0058| <0.010 35
2020 straw <0.010 <0.010 <0.010 0.014 0.050 35 | Samples were analysed
within the storage sta-
2021/2000401 Barley 1.10.10.2019 - - - Plot 1V - wholeplant | <0.010 | <0.010 0019| <0.010| <0.010 | 0 DBLA | bility (see chapter 7.2.1)
1200229 AS 0640 2.07.05- no roots
57810 Donnelay / Pixel 13.05.2020 grain <0.010 | <0.010 0.050 0013| <0.010 55
Grand Est / Mo- 3. 30.06.2020 straw <0.010 | <0.010 0012| <0.010| <0.010 55
Fsrzlr:ﬁe Plot 12 wholeplant | <0.010 | <0.010 0014| <0.010| <0.010 |0 DBLA
EU-North no roots
2020 grain <0.010 | <0.010 0.035 0011| <0.010 34
straw <0.010 | <0010| <0.010| <0.010 0.015 34
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. Date of Application rate per Dates of | Growth ;
Residues (mg/k
Trial No./ 1.Sowing or treatment treatment | stage at (maka)
Location/ Commodity/ |~ Djanti or no. of last | Portion an- PHI . )
antin
EU zone/ Variety ) EI g kg Wat K treatments treat- alyzed (days) Details on trial
Year TG ast | i | asdy | @ndlast | mentor BAST50F| 124-T | TA TAA | TLA
3.Harvest | pa | ('ha) | as. date* date
(@) (b) (c) (d) (e)
2021/2000401 Barley 1.24.09.2019 - - - Plot 19 - whole plant <0.010 <0.010 0.032 0.027 0.057 | 0 DBLA
L.200230 AS 0640 2.08.05.- no roots
64-000 Kokorzyn / Sandra 15.05.2020 grain <0.010 <0.010 0.15 0.079 <0.010 b5
Wielkopolska 3.08.07.2020 straw <0.010 <0.010 0.022 0.036 0.034 55
Poland
EU-North Plot 1? whole plant <0.010 <0.010 0.034 0.026 0.053| 0 DBLA
2020 no roots
grain <0.010 <0.010 0.13 0.085 <0.010 34
straw <0.010 <0.010 0.012 0.030 0.074 34

(@) According to CODEX Classification / Guide

(b)  Only if relevant

(¢)  Year must be indicated
(d) Days after last application (Label pre-harvest interval, PHI, underline)
(e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included
(d) Days after last application (Label pre-harvest interval, PHI, underline)
(e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included

1 Days after last application on plot 2. DBLA: Days before last application on plot 2.
2 Days after last application on plot 3. DBLA: Days before last application on plot 3.
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A2l4 Magnitude of residues in livestock

No new data submitted in the framework of this application. In the context of the Annex I inclusion process
two feeding studies in hen and cow have been submitted by the applicant. These studies are summarized in
chapter 7.2. For a detailed assessment refer to the EFSA conclusion (2018a) and the DAR (UK, 2018).

A215 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation)

No new data submitted in the framework of this application. In the context of the Annex I inclusion process
two cereal processing studies (conducted in wheat and barley) have been submitted by the applicant. And
one processing study for soybean (oilseeds) has been submitted and was evaluated in EFSA, 2020. These
studies are summarized in chapter 7.2. For a detailed assessment refer to the EFSA conclusion (2018a and
2020) and the DAR (UK, 2018).

A216 Magnitude of residues in representative succeeding crops
No new data submitted in the framework of this application. In the context of the Annex I inclusion process

one study for residues in succeeding crops has been submitted by the applicant. This study is summarized
in chapter 7.2. For a detailed assessment refer to the EFSA conclusion (2018a) and the DAR (UK, 2018).

A217 Other/Special Studies (KCA 6.10, KCA 6.10.1)

The active substance BAS 750 F and its formulation BAS 758 00 F are intended to be used in wheat and
barley. No “other study” is provided.



BAS 758 00 F / Revyflex Plus Page 218 /324
Part B — Section 7 - Core Assessment
ZRMS version

A22 Metrafenone
A221 Stability of residues
A2211 Stability of residues during storage of samples

A22111 Storage stability of residues in plant products

A221111 Studyl

Comments of zZRMS: The study has been accepted.

The deep freeze stability of BAS 560 F in plant matrices was investigated over a|
period of two years. Samples were analysed with BASF method no. L0076/01
(also referred to as 535/1) which allows the quantitation of BAS 560 F residues
to a limit of 0.01 mg/kg in different matrices. Procedural recoveries averaged af]
93 %. The results are expressed as average percentage of the nominal fortification
level. The sufficient metrafenone stability was shown in wheat (whole plant,
grain and straw), grape, tomato, dried pea and soybean seeds.

Reference: CA6.1/1
Report Investigation of the storage stability of BAS 560 F in plant matrices,
Lehmann A., Mackenroth C., 2012
report No EU-360859
2012/1166088
Authority registration No

Guideline(s): EEC 7032/V1/97 rev. 5, EEC 1607/V1/97 rev. 2 10.06.1999, EEC 91/414
Annex Il (Part A Section 6), EEC 91/414 Annex |1l (Part A Section 8),
EPA 860.1380

Deviations: No

GLP: yes

(certified by Landesamt fuer Umwelt, Wasserwirtschaft und Gewerbe-
aufsicht, Mainz, Germany ),

Acceptability: Yes

The deep freeze stability of metrafenone in plant matrices was investigated over a period of two years.
Samples were spiked with the test item at concentration levels of 0.1 mg/kg. The spiked samples were
stored under the usual storage conditions for field samples (polyethylene containers, about -20°C) and an-
alysed after different intervals. Samples were analysed with BASF method no. L0076/01 (also referred to
as 535/1) with a limit of quantitation of 0.01 mg/kg. Procedural recoveries averaged at 93%. After a storage
time of about two years, metrafenone was shown to be stable in the matrices investigated wheat (whole
plant, grain and straw), grape, tomato, dried pea and soya bean seed.
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l. Materials and Methods

A. Materials
1. Test Material: Metrafenone
Description: Active substance
Lot/Batch #: 01814-189
Purity: 99.7%
CASH#: 220899-03-6

Development code:  BAS 560 F
Spiking levels: 0.1 mg/kg

2. Test Commodity:
Crop: Wheat, grapes, tomato, pea, soybean
Type: not specified
Variety: not specified (not relevant)
Botanical name: Triticum spp., Vitis vinifera, Solanum lycopersicum, Pisum

sativum, Glycine max
Crop parts(s) or processed
commodity: Wheat: whole plant, grain, straw
Grape: fruit
Tomato: fruit
Pea: dried pea seed
Soybean: soybean seed
Sample size: 5g (stored sample)

B. Study Design and Methods
1. Test procedure

Plant materials were spiked with a concentration equivalent to 10 x of the limit of quantitation (LOQ = 0.01
mg/kg) and stored at about -20°C in the dark. According to the Guidelines, storage stability studies can
either be performed with treated field samples or with control samples fortified with the compound of in-
terest. Samples of respective materials with residue concentrations high enough to monitor a potential de-
cline of the analyte were not available, therefore spiked samples were used in this study.

2. Description of analytical procedures

The specimens were analysed using BASF method L0076/01 (Validation of BASF Method No. 535/1 in
plant matrices; A Lehmann, Ch Mackenroth BASF Doc 1D 2006/1039426) which had a limit of quantifi-
cation of 0.01 mg/kg for metrafenone. Samples of each matrix were fortified at 0.1 mg/kg (10X LOQ).
Mean procedural recoveries were 85.1, 97.3, 88.0, 89.8, 90.3, 98.9 and 99.8% for wheat (whole plant),
wheat grain, wheat grain, wheat straw, grape, tomato, dried peas and soybean, respectively. The overall
mean procedural recovery for all matrices was 93.2% (RSD 9.0%).

1. Results and Discussion

Results from the analysis of samples stored for two years showed recoveries of residues for all matrices
investigated ranged from 72 to 107% compared to 77 to 107% for freshly spiked samples.
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Table A 13:  Storage stability of metrafenone in range of plant samples
Mean recovery (%)
A: mean in stored samples, B: mean procedural,
% nominal in freshly spiked samples
pays |AlB |l A[B|A|lB|A[B|]A[B|]A|B|]A]SB
Wheat wh. Wheat Wheat Grape Tomato Dried pea | Soyabean
plant grain straw fruit fruit seed seed
0 86 | 83 | 107 | 107 | 91 89 89 88 89 85 | 104 | 99 98 | 100
28-32 73 | 78 78 91 90 90 77 81 88 90 90 96 72 96
55 78 93
84 89 | 106
85 82 | 102
174-178 | 83 | 86 83 97 84 | 89 97 99 | 101 | 101 | 96 | 104 | 60 99
358-360 | 80 | 80 85 | 102 | 91 95 | 106 | 96 75 97 90 | 100 | 72 | 100
455 76 77
726-739 | 85 | 99 77 90 78 78 83 84 96 91 83 96 98 | 103
Table A 14: Mean storage stability of metrafenone in range of plant
samples (mean % recovery corrected for procedural recovery)
Months |Wheat wh.| Wheat Wheat Grape | Tomato |Dried pea| Soybean
(approx.)| plant grain straw fruit fruit seed seed
0 104 100 102 101 105 105 98
1 94 86 100 95 98 94 75
2 84
3 80-84
6 97 86 94 98 100 92 61
12 100 83 96 110 77 90 72
15 99
24 86 86 100 99 105 86 95

As soyabean seed showed degradation near 70% after 28 days, additional samples were analysed at 55, 84
and 85 days. Stability was confirmed using these additional samples.

Conclusion

After storage of about two years metrafenone was shown to be stable in all matrices investigated, wheat
(whole plant, grain and straw), grape, tomato, dried pea and soybean seeds.
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A22112 Storage stability of residues in animal products

No new studies are submitted or required.

A222 Nature of residues in plants, livestock and processed commaodities
A2221 Nature of residue in plants
A2221.1 Nature of residue in primary crops

No new studies are submitted or required.

A2221.2 Nature of residue in rotational crops

No new studies are submitted or required.

A2221.3 Nature of residues in processed commodities

No new studies are submitted or required.
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A2222 Nature of residues in livestock

A22221 Study 1

Comments of zZRMS: The study has been accepted.

A final version of an interim study (previously submitted) has been submitted by,
the applicant in the framework of this application for completeness (in ruminants
were already done; in pigs were not necessary). The relevant residue definition
is in force.

Thus, metabolism studies were carried out in poultry. There was no indication of
any accumulation in edible tissues or eggs. Any metabolites present were at very
low levels (<0.01 mg/kg). In the context of the authorisation request the study is
not necessary.

Reference: CA6.2.2/1

Report BAS 560 F (AC 375839): Metabolism in laying hens,
Hoefs R. et al., 2008
report No EU-M01A839PT1

2005/1026047

Authority registration No
Guideline(s): EPA 860.1300, EEC 91/414 (7030(V1/95 Rev. 3)
Deviations: No
GLP: yes

(certified by Landesamt fuer Umwelt, Wasserwirtschaft und Ge-
werbeaufsicht, Mainz, Germany ),

Acceptability: Yes

Duplication No
(if vertebrate study)

Note: An interim report of this study was previously reported in the DAR (UK, July 2005).
Executive Summary

The metabolism of metrafenone was investigated in laying hens following repeated oral administration of
14C-metrafenone. The test compound was 1“C or *C-labelled either on the trimethyoxyphenyl ring moiety
(trimethoxyphenyl label) or on the bromophenyl ring moiety (bromophenyl label). After 12 consecutive
daily oral administrations of *C-metrafenone at ca. 14 ppm diet to laying hens, there was rapid absorption
and almost complete excretion within 24 hours. There was no indication of any accumulation in edible
tissues or eggs. At sacrifice, 22 hours after the final dose, the total radioactive residues in edible tissues and
organs were 0.108 mg/kg or 0.117 mg/kg in eggs, 10.214 mg/kg or 10.641 mg/kg in bile, 0.566 mg/kg or
0.346 mg/kg in the liver, 0.010 mg/kg or 0.013 mg/kg in muscle, and 0.070 mg/kg or 0.096 mg/kg in skin
with adhering fat for the trimethoxyphenyl or bromophenyl label, respectively. The total identified and
characterized radioactive residue accounted for 89.4% or 81.3% of the TRR for the trimethoxyphenyl or
bromophenyl label, respectively, in eggs; 80.8% or 78.4% of TRR in excreta; 100% TRR in bile (both
labels); 91.4% or 101.4% TRR in liver and 86.7% or 81.5% TRR in skin with fat, including residues re-
leased by protease digestion or characterized by hydrolysis.
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The parent compound metrafenone was metabolized via three routes: hydroxylation of the active substance
at the bromophenyl ring or the attached methyl group resulted in the formation of M560F05, which was
demethylated and conjugated with glucuronic acid in bile to form the metabolite M560F07. Demethylation
of the parent compound at the trimethoxyphenyl ring formed the metabolite M560F06 which was also
conjugated with glucuronic acid in bile to form the metabolites M560F08 and M560F09. Full oxidation of
the methyl group on the bromomethoxytoluene ring to the carboxylic acid (via the respective isomer of
M560F05) led to the metabolite M560F03. M560F03 and M560F06 are possible intermediates for the for-
mation of the oxidized and demethylated metabolites M560F01 and M560F02 which are further converted
to the methyl ester M560F04.

l. MATERIAL AND METHODS
A MATERIALS

1. Test Material: Metrafenone

Description:  Active substance

Lot/Batch #: AC 12102-57 (Trimethoxyphenyl-U-14C)

AC 12102-58 (Bromophenyl-6-1C)

Purity: AC 12102-57: radiochemical purity: 99.2%
chemical purity: 108.8%
specific radioactivity 38.5 uCi/mg (1.42 MBg/mg)
AC 12102-58: radiochemical purity: 99.6%
chemical purity: 99.8%
specific radioactivity 39.8 uCi/mg (1.47 MBg/mg)

CAS#: 220899-03-6

Development code: BAS 560 F

3. Animals: Hens
Species: white leghorn
Gender: female
Age: not specified (mature)

Weight at dosing: 1.0-2.5kg
Number of animals: 16
Acclimation period: 7 days

Housing: stainless steel cages
Husbandry: 8 hens/group, eggs collected twice daily, excreta collected daily
Diet: layer crumble

Water: ad libitum

Environmental Conditions:  room lights on continuously
Temperature: 70° + 4°F

Humidity: 20 and 70%
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B. STUDY DESIGN AND METHODS

1. Test procedure

Two groups of laying hens, eight hens per group, were treated daily for 12 consecutive days with gelatin
capsules containing test substance at a nominal dose rate of 12 ppm in the feed based on an average feed
consumption of 120 g per hen per day. The actual doses corrected for actual feed consumption were
14.19 ppm (trimethoxypheny! label) and 13.87 ppm (bromopheny! label).

Excreta from each group were collected daily and composited per group. Eggs were collected daily during
the dosing period with two collections (composited) per sampling interval (the afternoon collection of the
previous day plus the morning collection of the sampling day). Approximately 22 hours after administration
of the final dose, the animals were sacrificed. Tissue samples (skin with adhering fat, muscle and liver) and
bile from the gall bladder were collected.

Details of the study design are summarised below:

Dose group A B
Trimethoxyphenyl-U-1“C Bromophenyl-6-C
Number of animals 8 8
Specific Activity (UCi/mg) 38.5 39.8
Nominal dose (ppm feed) 12 12
Actual dose (ppm feed) 14.19 13.87
Actual dose (mg/animal/day) 1.55 1.56
Actual dose (mg/kg body weight) 1.00 0.95
Number of doses 12 12
Sacrifice time (hours post last dose) 22 22
2. Description of analytical procedures

All measurements of radioactivity in liquid samples were analysed directly by liquid scintillation counting
(LSC). Solid samples were combusted prior to analysis by LSC. Extractions were performed using metha-
nol and water.

1. RESULTS AND DISCUSSION

Absorption, Distribution and Excretion

Following oral administration of *C-metrafenone to laying hens, the overall recoveries of radioactivity
were approximately 96 and 86% of the total applied dose for the trimethyoxyphenyl and bromophenyl
labels, respectively. Radioactivity was rapidly eliminated within 24 hours with 95.1% (trimethyoxyphenyl
label) and 85.9% (bromophenyl label) of the administered dosed recovered in the excreta. The percentage
of radioactivity in eggs ranged from 0.236 to 0.251%, followed by liver from 0.066 to 0.102%. The lowest
levels of radioactivity were found in skin with fat followed by muscle. Bile from the gall bladder contained
0.027 to 0.028% of the applied dose. There was no indication of accumulation of metrafenone related res-
idues in eggs or tissues.

The material balance has been summarised below.
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Table A 15: Material Balance after administration of 1“C -metrafenone to laying hens
Matrix Material balance in % of total applied dose
Dose Group A Dose Group B
trimethyoxyphenyl label bromophenyl label
Eggs 0.236 0.251
Organs and Tissues
Muscle 0.003 0.003
Skin with fat 0.006 0.010
Liver 0.102 0.066
Bile 0.027 0.028
Excreta 95.1 85.9
Total 95.5 86.3

Total radioactive residues

Total radioactive residues (TRR) in all matrices are given below. Reported values are based either on direct
analysis by liquid scintillation counting (LSC) or on extraction data. In the case of the latter, the TRR values
are calculated as the sum of extractable radioactivity and residual radioactivity remaining in the post ex-
traction solid.

Table A 16: Total Radioactive Residues (TRRs) in Eggs, Tissue and Excreta
Dose Group A Dose Group B
Matrix trimethyoxyphenyl label bromophenyl label
[ma/kd] [ma/kg]
Day 1 <0.001 <0.001
Day 2 0.016 0.018
Day 3 0.026 0039
Day 4 0.054 0.055
Day 5 0.072 0.064
Day 6 0.086 0.102
Eggs Day 7 0.095 0.094
Day 8 0.097 0.106
Day 9 0.107 0.115
Day 10 0.109 0.117
Day 11 0.106 0.118
Day 12 0.110 0.118
Days 9-12 pooled 0.108 0.117
Muscle 0.010 0.013
Skin with fat 0.070 0.096
Liver 0.566 0.346
Bile 10.214 10.641
Excreta (Days 6-12 pooled) 15.370 14.089

Extractability
Extraction of the incurred radioactivity in all matrices derived from each label are summarised below. All
matrices were sequentially extracted with methanol (3x) and water (2x).
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Table A 17: Extractability of Residues of Metrafenone in Hen Matrices (Trimethyoxy-
phenyl Label and Bromophenyl Label)
4)
TRRY Methanol Water ERR 2) PES? TRR
Matrix Recovery
[ma/kg] [mg/kg] [mg/kg] [mg/kg] [mg/kg] [mg/kg]
(% TRR) | (% TRR) | (% TRR) | (% TRR) [%6]
Trimethyoxyphenyl Label
Egglse . 0108 0.043 0.009 0.052 0.056 0.108
days9-12)| (39.7) (8.3) (48.0) (52.0) (100)
0.003 0.0001 0.003 0.007 0.010
Muscle 0.010 (26.8) (L.0) (27.8) (72.2) (100)
skin - with| o 0.034 - 0.034 0.036 0.070
fat ' (48.6) 2 (48.6) (51.4) (100)
. 0.048 0.035 0.083 0.483 0.566
Liver 0.566 (8.5) (6.2) (14.7) (85.3) (100)
E;‘glr et(e;a J 15370 12.418 12.418 2.952 15.370
2_12) 3| o (80.8) n.a. (80.8) (19.2) (100)
Bromophenyl Label

Egglse . 0117 0.043 0.009 0.53 0.065 0.117
days9-12)| (36.9) (8.3) (44.9) (55.1) (100)
0.004 0.0002 0.004 0.009 0.013
Muscle 0.013 (30.7) (1.8) (32.5) (67.5) (100)
Skin - with| o 0.041 o 0.041 0.055 0.096
fat ' (42.9) 2 (42.9) (57.1) (100)
. 0.037 0.029 0.066 0.280 0.346
Liver 0.346 (10.8) (8.2) (19.0) (81.0) (100)
E;‘glr et(‘;a d 140 | 11051 o 11.051 3.039 14.089
2_12) sl & (78.4) 2 (78.4) (21.6) (100)

) TRR values reported as sum of radioactivity on methanol and water extract measured directly by LSC and in post
extraction solids after combustion

2 ERR - extractable radioactive residues (sum of methanol and water extracts)

% PES - Post extraction solids remaining after extraction with methanol and water

4 Sum of all extracts and post extraction solids

n.a. = not applied
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Table A18: Summary of Released Radioactivity of Residues of Metrafenone in Hen Matrices
(Trimethyoxy-phenyl Label and Bromopheny! Label)

Trimethyoxyphenyl Label

RRR Y Protease treatment| Final residue Hydrolysis Recovery 2
Matrix [ma/ky] [ma/ky] [ma/ky] [ma/kg] [%]
(% TRR) (% TRR) (% TRR) (% TRR)
Eggs pooled 0.056 0.044 0.010 na 96.4
(days 9-12) (52.0) (41.1) (9.6) o '
. 0.483 0.356 0.091 0.069
Liver (85.3) (63.0) (16.1) (12.2) 92:5
Skin with ad- 0.036 0.030 0.005 na 972
hering fat (51.4) (42.9) (7.3) o '
Bromophenyl Label
RRR ® Protease treatment| Final residue Hydrolysis Recovery ©
Matrix [ma/ky] [ma/ky] [ma/ky] [ma/ky] [%]
(% TRR) (% TRR) (% TRR) (% TRR)
Eggs pooled 0.065 0.052 0.013
(dgsys 9?12) (55.1) (44.2) (10.9) n-a. 100.0
. 0.280 0.197 0.050 0.046
Liver (81.0) (56.8) (14.5) (13.2) 88.2
Skin with ad- 0.055 0.045 0.011 na 1018
hering fat (57.1) (47.1) (11.0) o '

D Residual radioactive residue after solvent extraction
2 Recovery calculated as (Protease Supernatant + Final residue * 100/RRR

Excreta
Excreta were efficiently extracted with methanol releasing 78.4 to 80.8% TRR (11.051 to 12.418 mg/kg).
Unextractable residues accounted for 19.2 to 21.6% TRR.

Eggs

Extraction of pooled eggs (days 9-12) yielded 36.9 to 39.7% TRR (0.043 mg/kg) in the methanol extract
and a further 8.0 to 8.3% (0.009 mg/kg) in water, giving a total of 44.9 to 48.0% TRR (0.052 to
0.053 mg/kg) as extractable residues. Protease treatment released a further 41.1 to 44.2% TRR (0.044 to
0.052 mg/kg).

Muscle

Low levels of radioactivity were found in muscle, with 0.010 mg/kg and 0.013 mg/kg in the trimethyoxy-
phenyl and bromophenyl labels, respectively. Extraction with methanol released 26.8 to 30.7% TRR, 1 to
1.8% TRR was extracted in water. Unextractable residues accounted for 67.5 to 72.2% TRR (0.007 to
0.009 mg/kg) in the PES.

Skin with adhering fat
Extraction of the skin led to 42.9 to 48.6% TRR (0.034 to 0.041 mg/kg) being extracted with methanol and
42.91t0 47.1% TRR (0.030 to 0.045 mg/kg) being solubilised with protease.

Liver

Extraction of liver yielded 8.5 to 10.8% TRR (0.037 to 0.048 mg/kg) in the methanol extract and a further
6.2't0 8.2% TRR (0.029 to 0.035 mg/kg) in water. Further extractions sing protease released 56.8 to 63.0%
TRR (0.197 to 0.356 mg/kg).
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Characterisation and identification of metabolites

Characterisation of metabolites was performed by LC-MS and LC-MS/MS analysis. Metrafenone was
found only in eggs (1.8-2.2% TRR) and in skin + fat (1.9% TRR). A comparison with the retention times
and metabolite patterns for the components in the methanol extract of excreta (bromophenol-label), allowed
the assignment of the metabolite M560F06 in the skin + fat extracts (at about 6-11% TRR) and tentatively
in eggs (unquantifiable). With the exception of one unknown component in eggs (found at about 14% TRR
and 0.015 mg eq./kg) all other components were below 10% TRR (< 0.01 mg eq./kg) in all tissues and eggs.

Table A 19: Residues of metrafenone and other characterised components in hen matrices
after 12 daily oral administrations of [X*C] metrafenone.
Matrix Metrafenone Characterised Characterised Total charac-
(ERR) (Released from terised
RRR)
ma/kg % TRR mg % TRR mg % TRR mg %
eq./kg eq./kg eq./kg | TRR
Trimethoxyphenyl Label
Eggs pooled 0.002 2.2 0.0522b 48.0 0.045 41.4 0.097 | 894
(days 9-12)
Muscle n.a. n.a. 0.0031 27.8 n.a n.a. 0.0031 | 27.8
Skin with fat 0.001 1.9 0.026' 37.2 0.027 38.1 0.061 | 86.7
Liver 0.084¢&f 15.1 0.356 63.0 0.516 | 914
Bromophenyl Label
Eqggs pooled 0.002 1.8 0.053¢4 44.9 0.043 36.4 0.096 | 81.3
(days 9-12)
Muscle n.a. n.a. 0.0042 32.5 n.a. n.a. 0.0042 | 325
Skin with fat <0.001 <0.001 0.036 37.1 0.037 38.6 0.079 | 815
Liver <0.001 <0.001 | 0.088 9" 25.4 0.218 63.0 0.351 | 101.4

a methanol phase includes nine peaks (one assigned to parent), each < 0.01 mg eq/kg or < 4.6% TRR, except 1 peak
tentatively identified as M560F06 (0.01 mg eq./kg or 9.0% TRR)

b aqueous phase includes eight peaks, each << 0.01 mg eq/kg or < 1.3% TRR

¢ methanol phase includes seven peaks, each < 4.5% TRR, except one peak tentatively identified as M560F06 (0.008
mg eq/kg, 7.0% TRR)

d aqueous phase includes eight peaks, each <<0.01 mg eq./kg < 2.7% TRR

e methanol/aqueous phase of methanol extract includes 10 peaks, each <<0.01 mg eq./kg or < 3.7% TRR except for
one at 0.02 mg eq./kg

f aqueous phase includes twelve peaks, each <<0.01 mg/kg or < 1.6% TRR

g methanol/aqueous phase of methanol extract includes six peaks, each <0.016 mg eq./kg or < 4.5% TRR

h aqueous phase includes five peaks, each <0.014 mg/kg or < 4.1% TRR

i methanol phase includes thirteen peaks, each < 0.01 mg eq/kg or < 6.7% TRR, except for one peak identified as
M560F06 (11.4% TRR)

j methanol phase includes thirteen peaks, each < 0.01 mg eg/kg or < 9.2% TRR, including one peak identified as
M560F06 (5.8% TRR)
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Figure A 1: Proposed metabolic pathway of metrafenone in hens
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1. CONCLUSION

After 12 consecutive daily oral administrations of *4C-metrafenone to laying hens, there was rapid absorp-
tion and almost complete excretion within 24 hours. Levels of TRR were low in all tissues. There was no
indication of any accumulation in edible tissues or eggs. The parent compound metrafenone was metabo-
lized via three routes: hydroxylation of the active substance at the bromophenyl ring or the attached methyl
group resulted in the formation of M560F05, which was demethylated and conjugated with glucuronic acid
in bile to form the metabolite M560F07. Demethylation of the parent compound at the trimethoxyphenyl
ring formed the metabolite M560F06 which was also conjugated with glucuronic acid in bile to form the
metabolites M560F08 and M560F09. Full oxidation of the methyl group on the bromomethoxytoluene ring
to the carboxylic acid (via the respective isomer of M560F05) led to the metabolite M560F03. M560F03
and M560F06 are possible intermediates for the formation of the oxidized and demethylated metabolites
M560F01 and M560F02 which are further converted to the methyl ester M560F04.
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A223 Magnitude of residues in plants
A2231 Cereals
Table A 20: Comparison of intended and critical EU GAPs
Type of GAP Number of ap- | Application rate | Interval be- | Growth stage at | PHI (days)
plications per treatment | tween applica- | last application
(precise unit) tion
cGAP EU (EFSA Con- 2 0.15 kg/ha 21 BBCH 79 35
clusion, )
cGAP EU (Renewal 2 0.15 kg/ha 21 BBCH 69 35
dossier, 2015)
cGAP EU (Art. 12, 2 0.15 kg/ha 21 BBCH 82 35
EFSA, 2013)
Rye
cGAP EU (Art. 12, 2 0.15 kg/ha 21 BBCH 79 35
EFSA, 2013)
Barley
Intended cGAP (number 2 0.15 kg/ha 14 BBCH 59 56

155:116%22)

Data show that application interval has no impact on residues in grain and straw.

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0
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A22311 Study 1 (Cereals, Barley)

Comments of zZRMS:

The study has been accepted (see also page 161)

The objective of the study was to determine the magnitude of residues of
BAS 750 F (Mefentrifluconazole) and its triazole metabolites, BAS 500 F
(Pyraclostrobin), its metabolite M500F007 and BAS 560 F (Metrafenone) in
barley after treatment with either BAS 758 00 F, BAS 750 01 F, BAS 500 06
F or BAS 560 00 F. The selected application rates, frequency and spray in-
terval cover the Good Agriculture Practice (critical GAP), which will be de-
fined by the label directions.

During the 2020 growing season, 4 trials in barley were conducted in differ-
ent representative growing areas in Northern Europe to determine the resi-
due level of BAS750F (Mefentrifluconazole), BAS 500 F (Pyraclostrobin)
and BAS 560 F (Metrafenone) after application of either BAS75800F,
BAS75001F, BAS50006F or BAS56000F in or on Raw Agricultural Com-
modities (RAC).

All trials consisted of five plots: plot 1 (control), plot 2 (treated with BAS 758
00 F), plot 3 (treated with BAS 750 01 F), plot 4 (treated with BAS 500 06
F) and plot 5 (treated with BAS 560 00 F).

BAS 758 00 F (66.6 g BAS 750 F/L, 80.0 g BAS 500 F/L, 100.0 g BAS 560
F/L, EC) was applied in all trials twice at a single rate of 1.5 L/ha formulated
product, equals to 0.10 kg a.i./ha of BAS 750 F, 0.12 kg a.i./ha of BAS 500
F and 0.15 kg a.i./ha of BAS 560 F on plot 2 with a water volume of 200
L/ha.

BAS 750 01 F (100.0 g BAS 750 F/L, EC) was applied in all trials twice at a
single rate of 1.5 L/ha formulated product, equals to 0.15 kg a.i./ha of BAS
750 F on plot 3 with a water volume of 200 L/ha.

BAS 500 06 F (200.0 g BAS 500 F/L, EC) was applied in all trials twice at a
single rate of 1.25 L/ha formulated product, equals to 0.25 kg a.i./ha of BAS
500 F on plot 4 with a water volume of 200 L/ha.

BAS 560 00 F (300.0 g BAS 560 F/L, SC) was applied in all trials twice at a
single rate of 0.5 L/ha formulated product, equals to 0.15 kg a.i./ha of BAS
560 F on plot 5 with a water volume of 200 L/ha.

Plot 2: In all trials the first application was made 13-15 days before applica-
tion no. 2 (except of trial L200230: 11 days before application no. 2, see
deviation). The second application was performed at BBCH 59.

Plot 3 to 5: The first application was made at BBCH 49. The second appli-
cation was made at BBCH 69.

Plot 1 and 2: Barley specimens were collected at BBCH 59 on plot 1 imme-
diately before application no. 2 and directly after application no. 2 on plot 2
as whole plant no roots.

At 48-49 DALA the specimens were sampled as grain and straw on plot 2.
At 55-56 DALA barley specimens were collected as grain and straw on plot
1and 2.

At 62-63 specimens were sampled as grain and straw on plot 2 (except of
trial L200230: sampling no. 4 could not be performed, see deviation).

Plot 1, 3, 4 and 5: Barley specimens were collected at BBCH 69 on plot 1
immediately before application no. 2 and directly after application no. 2 on
plot 3 to 5 as whole plant no roots.

At 27-28 DALA specimens were collected as ears and rest of plant without
roots or as grain and straw on plot 3 to 5.

At 34-35 DALA the specimens were sampled as grain and straw on plot 1
and 3 to 5. At 41-43 DALA barley specimens were collected as grain and

straw on plot 3 to 5.
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All barley specimens of plot 1 and 2 were analysed for BAS 750 F (Mefen-
trifluconazole), BAS 500 F (Pyraclostrobin) and its metabolite M500F007,
BAS 560 F (Metrafenone) using the BASF Method L0O076/09. The method
has a limit of quantitation of 0.010 mg/kg.

All barley specimens of plot 3 were analysed for BAS 750 F (Mefentriflucon-
azole) using the BASF Method L0O076/09. The method has a limit of quanti-
tation of 0.010 mg/kg.

All treated barley specimens of plot 4 were analysed for BAS 500 F (Pyra-
clostrobin) and its metabolite M500F007 using the BASF Method L0076/09.
The method has a limit of quantitation of 0.010 mg/kg.

All treated barley specimens of plot 5 were analysed for BAS 560 F (Met-
rafenone) using the BASF Method L0076/09. The method has a limit of
quantitation of 0.010 mg/kg.

The results of the average procedural recoveries in barley matrices at fortifi-
cation levels between 0.010 and 10 mg/kg were at 78.7 % for BAS 750 F, at
83.3 % for BAS 500 F, at 83.7 % for M500F007 and at 88.8 % for BAS 560
F. Results are summarized in the tables below.

Table S-1: Procedural Recoveries for BAS 750 F (Mefentrifluconazole)
- BAS 750 F
Matrix Fortification Level Mean - -
[mg/kg] n
(%] [£] (%]
Whole plant no roots 0.010, 0.10 and 10 81.4 7.5 9.2 7
Ears 0.010, 0.10 and 10 75.1 3.8 5.1 7
Barley |Rest of plant without roots| 0.010, 0.10 and 10 72.5 2.6 3.6 7
Grain 0.010, 0.10 and 10 81.6 4.0 4.9 7
Straw 0.010, 0.10 and 10 82.9 3.1 3.8 7
Overall;| 78.7 6.0 7.6 35
SD = standard deviation RSD = coefficient of variation n = number of recoveries
Table S- 2.  Procedural Recoveries for BAS 500 F (Pyraclostrobin) and its
Metabolite M500F007
- BAS 500 F
Matrix Fortle;:na;/Eg]Level Mean - - i
(%] [£] (%]
Whole plant no roots 0.010, 0.10 and 10 92.3 4.7 5.1 7
Ears 0.010, 0.10 and 10 74.2 25 3.4 8
Barley |Rest of plant without roots| 0.010, 0.10 and 10 73.5 3.7 5.0 7
Grain 0.010, 0.10 and 10 86.6 35 4.0 7
Straw 0.010, 0.10 and 10 91.3 4.6 5.0 7
Overall;| 83.3 9.1 11 36
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ificati | Mean M500 | 007
Matrix Fortification Leve € SD RSD .
[mg/kg] [%] [+] [%]
Whole plant no roots 0.010, 0.10 and 10 88.6 5.4 6.1 7
Ears 0.010, 0.10 and 10 78.4 35 4.5 8
Barley |Rest of plant without roots| 0.010, 0.10 and 10 78.3 7.0 8.9 7
Grain 0.010, 0.10 and 10 85.9 4.3 5.0 7
Straw 0.010, 0.10 and 10 87.9 2.5 2.8 7
Overall;| 83.7 6.4 7.7 36
SD = standard deviation RSD = coefficient of variation n = number of recoveries
Table S-3: Procedural Recoveries for BAS 560 F (Metrafenone)
- BAS 560 F
Matrix Fortification Level Mean - -
[mg/kg] n
[%] [£] [%]
Whole plant no roots 0.010, 0.10 and 10 94.4 6.9 7.3 7
Ears 0.010, 0.10 and 10 81.2 3.5 4.4 8
Barley |Rest of plant without roots| 0.010, 0.10 and 10 79.4 4.6 5.8 7
Grain 0.010, 0.10 and 10 92.4 6.2 6.7 7
Straw 0.010, 0.10 and 10 98.0 7.7 7.8 7
Overall;| 88.8 9.4 11 36
SD = standard deviation RSD = coefficient of variation n = number of recoverie
Further all barley specimens of plot 1, 2 and 3 were analysed for 1,2,4-Triazole (T),
Triazole alanine (TA), Triazole acetic acid (TAA) and Triazole lactic acid (TLA) using the
adapted BASF
method no. L0170/02. The method has a limit of quantitation of 0.010 mg/kg for each
analyte.
The results of the average procedural recoveries in plant matrices
— at fortification levels between 0.010 and 1.0 mg/kg were 89.2 % for 1,2,4-Triazole,
— at fortification levels between 0.010 and 1.0 mg/kg were 89.0 % for Triazole alanine,
— at fortification levels between 0.010 and 1.0 mg/kg were 97.5 % for Triazole
acetic acid, — at fortification levels between 0.010 and 1.0 mg/kg were 92.1 % for
Triazole lactic acid.
Results are summarized in the table below.
Table S- 4. Procedural Recoveries for 1,2,4-Triazole (T), Triazole alanine (TA),
Triazole acetic acid (TAA) and Triazole lactic acid (TLA)
: Recoveries | Fortification Level | Mean SD RSD
Matrix of (ma/ka] [%] [+] [%] n
Whole plant no roots 0.010, 0.10 and 1.0 | 90.6 6.3 6.9 8
Barley Ears 1'2'4'(?)'6‘20“" 0.010,0.10 and 1.0| 88.9 | 12 13 8
Rest of plant without roots 0.010, 0.10 and 1.0 | 88.5 12 13 8
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Grain 0.010, 0.10 and 1.0 | 94.7 3.7 3.9 10

Straw 0.010, 0.10 and 1.0 | 82.2 4.9 6.0 8

Overall:[ 89.2 8.9 10 42

Whole plant no roots 0.010, 0.10 and 1.0 | 91.3 13 14 8

Ears o 0.010, 0.10 and 1.0| 92.2 4.8 5.2 8

Barley |Rest of plant without roots alanine 0.010, 0.10 and 1.0 | 93.6 4.6 4.9 8
Grain () 0.010,0.10 and 1.0| 92.4 9.5 10 10

Straw 0.010,0.10 and 1.0 | 74.4 3.0 4.0 8

Overall:[ 89.0 10 12 42

Whole plant no roots 0.010, 0.10 and 1.0 | 101 10 10 8

Ears T— 0.010, 0.10 and 1.0 | 95.3 3.3 3.5 8

Barley [Rest of plant without roots | acetic acid (T | 0.010, 0.10 and 1.0 | 97.3 2.1 2.2 8
Grain AA) 0.010, 0.10 and 1.0 | 100 8.3 8.2 10

Straw 0.010, 0.10 and 1.0| 92.5 7.0 7.5 8

Overall:[ 97.5 7.4 7.5 42

Whole plant no roots 0.010, 0.10 and 1.0 | 99.9 12 12 8

Ears 0.010, 0.10 and 1.0 | 94.8 2.0 2.2 8

Barley |Rest of plant without roots T';if;'gﬁ’)“c 0.010,0.10and1.0| 914 | 43 | 48 | 8
Grain 0.010, 0.10 and 1.0 | 95.7 7.4 7.7 10

Straw 0.010, 0.10 and 1.0 | 77.7 2.6 3.4 8

Overall:[ 92.1 10 11 42

SD = standard deviation

RSD = coefficient of variation

n = number of recoveries
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Table §8-5: Summary of Residues of BAS 750 F (Mefenfrifluconazole) in Barley
Timing -
Sampl. Portion Growtt . Range of Residues (mg/kg)
No. analyzed DALA stage
(BBCH) BAS750F
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 14-37
Grain 4 0.025 - 0.052
2 48-19 8§7-89
Straw 4 060-24
Grain 4 0.026 - 0.10
3 55-56 89
Straw 4 086-3.7
Grain 3 0.021 - 0.040
4 62-63 89
Straw 3 11-28
Plot 3: treated with BAS 750 01 F (2x 1.5 L/ha)
1 Whole plant no roots 0 69 4 15-55
Ears 3 054-1.7
- 27-28 77-83
5 Rest of plant without roots 3 16-57
Grain 1 0.056
27 85
Straw 1 16
Grain 4 0.049-017
3 34-35 85-87
Straw 4 13-74
Grain 4 0.054-0.18
4 41-43 89
Straw 4 20-88

General: T

DALA = days after last application

n = Number of specimens

he limit of quantification (LOQ) is 0.010 mg/kg for BAS 750 F.

Residues of BAS 750 F (Mefentrifluconazole)

Plot 2: The residues of BAS 750 F analyzed in barley whole plant no roots speci-
mens sampled

immediately after the last application (59 BBCH) ranged from 1.4 to 3.7 mg/kg.

In grain specimens collected at 48-49 DALA (87-89 BBCH) residues of BAS 750 F
were found between 0.025 and 0.052 mg/kg. At 55-56 DALA (BBCH) and 62-63
DALA (89 BBCH) the residues were in a range from 0.026to 0.10mg/kg and from
0.021 to 0.040mg/kg, respectively.

In straw specimens sampled at 48-49 DALA (87-89 BBCH) residues of BAS 750 F
were analyzed between 0.60 and 2.4 mg/kg. At 55-56 DALA (89 BBCH) and 62-63
DALA (89 BBCH) residues of BAS 750 F were in a range from 0.86 to 3.7 mg/kg and
from 1.1 to 2.8 mg/kg, respectively.

Plot 3: The residues of BAS 750 F analyzed in barley whole plant no roots speci-
mens sampled immediately after the last application (69 BBCH) ranged from 1.5 to
5.5 mg/kg.

In ears specimens collected at 27-28 DALA (77-83 BBCH) residues of BAS 750 F
were analyzed between 0.54 and 1.7 mg/kg. Rest of plant without roots specimens
taken at the same sampling event showed residues from 1.6 to 5.7 mg/kg.

In grain specimens collected at 27 DALA (85 BBCH) a residue of BAS 750 F was found
at 0.056mg/kg. At 34-35 DALA (85-87BBCH) and 41-43 DALA (89BBCH) residues of
BAS 750 F were analyzed in grain specimens from 0.049 to 0.17 mg/kg and from 0.054
to 0.18 mg/kg, respectively.

In straw specimens collected at 27 DALA (85 BBCH) a residue of BAS 750 F was found
at 1.6 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89 BBCH) residues of
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BAS 750 F were analyzed in straw specimens in a range from 1.3 to 7.4 mg/kg and
from 2.0 to 8.8 mg/kg, respectively.

In the untreated control specimens, no residues of BAS 750 F were detected at or
above the limit of quantitation (LOQ, 0.010 mg/kg).

Bridging showed, that the new formulation BAS 758 00 F does not lead to higher resi-
dues than the respective solo formulation BAS 750 01 F.

Table S-6: Summary of Residues of BAS 500 F (Pyraclostrobin) and its
Metabolite M500F007 in Barley
sampl. . Timing Growth Range of Residues [mg/kg]
No. Portion analyzed Stage | n BAS 500 | €XPressed as parent equivalent
DALA |(BBCH) M500F007 » | Sum ?
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 18-44 0.027 -0.11 1.8-45
Grain 4 | 0.013-0.044 | 0.014-0.016 |0.026 -0.060
2 48-49 87-89
Straw 4 0.17 - 0.69 0.092 - 0.47 0.26-1.2
Grain 4 | 0.017 -0.047 | 0.012-0.018 |0.031-0.064
3 55-56 89
Straw 4 0.29-1.0 0.16 - 0.38 044-14
Grain 3 [ 0.019-0.036 | <0.011-0.014 |0.030 - 0.050
4 62-63 89
Straw 3 0.40 - 0.86 0.24-0.29 0.63-1.1
Plot 4: treated with BAS 500 06 F (2x 1.25 L/ha)
1 Whole plant no roots 0 69 4 2.7-538 0.089 - 0.25 2.8-6.0
Ears 3 0.052 - 0.23 0.097 -0.18 0.15-0.41
- 27-28 77-83
) Rest of plant without roots 3 0.46 - 2.7 0.22-0.81 0.68-3.5
Grain 1 0.047 0.026 0.073
27 85
Straw 1 0.33 0.16 0.50
Grain 4 0.029-0.13 0.032-0.079 | 0.080-0.21
3 34-35 85-87
Straw 4 0.40-2.0 0.20 - 0.68 0.60 - 2.7
Grain 4 0.039-0.13 0.029 -0.080 | 0.072-0.21
4 41-43 89
Straw 4 0.37-2.4 0.25-0.83 0.62 - 3.2

DALA = days after last application n = Number of specimens

General: The limit of quantification (LOQ) is 0.010 mg/kg for BAS 500 F and 0.011 mg/kg for
M500F007 (expressed as parent equivalent).

1) Conversion factor for calculation of M500F007 to parent BAS 500 F is 1.084

2) for residues of BAS 500 F < 0.010 mg/kg, value was set to 0.010 mg/kg for calculation of sum and for
residues

of M500F007, expressed as parent equivalent < 0.011 mg/kg, value was set to 0.011 mg/kg for calculation
of sum; if both values are below LOQ the sum is <0.021 mg/k

Residues of BAS 500 F (Pyraclostrobin) and its metabolite M500F007

Plot 2: The residues of BAS 500 F analyzed in barley whole plant no roots specimens
sampled

immediately after the last application (59 BBCH) ranged from 1.8 to 4.4 mg/kg.

In grain specimens collected at 48-49 DALA (87-89 BBCH) residues of BAS 500 F were
found between 0.013 and 0.044 mg/kg. At 55-56 DALA (89 BBCH) and 62-63 DALA
(89 BBCH) the residues were in a range from 0.017 to 0.047 mg/kg and from
0.019 to 0.036 mg/kg,

respectively.
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In straw specimens sampled at 48-49 DALA (87-89 BBCH) residues of BAS 500
F were analyzed between 0.17 and 0.69 mg/kg. At 55-56 DALA (89 BBCH) and
62-63 DALA (89 BBCH) residues of BAS 500 F were in a range from 0.29 to 1.0
mg/kg and from 0.40 to
0.86 mg/kg, respectively.

Plot 4: The residues of BAS 500 F analyzed in barley whole plant no roots specimens
sampled
immediately after the last application (69 BBCH) ranged from 2.7 to 5.8 mg/kg.

In ears specimens collected at 27-28 DALA (77-83 BBCH) residues of BAS 500
F were analyzed between 0.052 and 0.23 mg/kg. Rest of plant without roots
specimens taken at the

same sampling event showed residues from 0.46 to 2.7 mg/kg.

In grain specimens collected at 27 DALA (85 BBCH) a residue of BAS 500 F was
found at 0.047 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89
BBCH) residues of BAS 500 F were analyzed in grain specimens from 0.029 to
0.13 mg/kg and from 0.039 to

0.13 mg/kg, respectively.

In straw specimens collected at 27 DALA (85 BBCH) a residue of BAS 500 F was
found at 0.33 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89 BBCH)
residues of BAS 500 F were analyzed in straw specimens in a range from 0.40 to
2.0 mg/kg and from 0.37 to

2.4 mg/kg, respectively.

In the untreated control specimens, no residues of BAS 500 F were detected at or
above the

limit of quantitation (LOQ, 0.010 mg/kg).

Plot 2: The residues of M500F007 (expressed as parent equivalent) analyzed in
barley whole plant no roots specimens sampled immediately after the last application

(59 BBCH)
ranged from 0.027 to 0.11 mg/kg.

In grain specimens collected at 48-49 DALA (87-89 BBCH) residues of M500F007 were
found between 0.014 and 0.016 mg/kg. At 55-56 DALA (89 BBCH) and 62-63 DALA
(89 BBCH) the residues were in a range from 0.012 to 0.018 mg/kg and from <
0.011 to 0.014 mg/kg,

respectively.

In straw specimens sampled at 48-49 DALA (87-89 BBCH) residues of M500F007
were analyzed between 0.092 and 0.47 mg/kg. At 55-56 DALA (89 BBCH) and
62-63 DALA (89 BBCH) residues of M500F007 were in a range from 0.16 to 0.38
mg/kg and from 0.24 to
0.29 mg/kg, respectively.

Plot 4: The residues of M500F007 (expressed as parent equivalent) analyzed in
barley whole plant no roots specimens sampled immediately after the last application

(69 BBCH)
ranged from 0.089 to 0.25 mg/kg.

In ears specimens collected at 27-28 DALA (77-83 BBCH) residues of M500F007
were analyzed between 0.097 and 0.18 mg/kg. Rest of plant without roots specimens
taken at the

same sampling event showed residues from 0.22 to 0.81 mg/kg.

In grain specimens collected at 27 DALA (85 BBCH) a residue of M500F007 was
found at 0.026 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89

BBCH) residues of M500F007 were analyzed in grain specimens from 0.032 to
0.079 mg/kg and from 0.029 to 0.080 mg/kg, respectively.
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In straw specimens collected at 27 DALA (85 BBCH) a residue of M500F007 was
found at 0.16 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89 BBCH)
residues of M500F007 were analyzed in straw specimens in a range from 0.20 to
0.68 mg/kg and from 0.25 to

0.83 mg/kg, respectively.

In the untreated control specimens, no residues of M500F007 were detected at or
above the

limit of quantitation (LOQ, 0.011 mg/kg, expressed as parent equivalent).

Bridging showed, that the new formulation BAS 758 00 F does not lead to higher
residues than the respective solo formulation BAS 500 06 F.

Table S-7: Summary of Residues of BAS 560 F (Metrafenone) in Barley

. Timing
Sampl. :r?aZItIOzI; Growth | Range of Residues (mg/kg)
Mo i DALA | stage BAS 560 F
(BBCH)
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 2.1-3.6
Grain 4 <0.010 - 0.021
2 48-49 87-89
Straw 4 0.031 -0.13
Grain 4 <0.010 - 0.023
3 55-56 89
Straw 4 0.057 - 0.12
Grain 3 <0.010 - 0.018
4 62-63 89
Straw 3 0.085 - 0.14
Plot 5: treated with BAS 560 00 F (2x 0.5 L/ha)
1 Whole plant no roots 0 69 4 19-3.2
Ears 3 0.051 - 0.071
- 27-28 77-83
) Rest of plant without roots 3 0.73-2.2
Grain 1 0.051
27 85
Straw 1 0.30
Grain 4 0.020 - 0.064
3 34-35 85-87
Straw 4 0.29-15
Grain 4 0.026 - 0.052
4 41-43 89
Straw 4 0.34-1.2
DALA = days after last application n = Number of

specimens General: The limit of quantification (LOQ) is 0.010
mg/kg for BAS 560 F.

Residues of BAS 560 F (Metrafenone)

Plot 2: The residues of BAS 560 F analyzed in barley whole plant no roots specimens
sampled
immediately after the last application (59 BBCH) ranged from 2.1 to 3.6 mg/kg.

In grain specimens collected at 48-49 DALA (87-89 BBCH) residues of BAS 560 F were
found between < 0.010 and 0.021 mg/kg. At 55-56 DALA (BBCH) and 62-63 DALA
(89 BBCH) the residues were in a range from < 0.010 to 0.023 mg/kg and from <
0.010 to 0.018 mg/kg,
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respectively.

In straw specimens sampled at 48-49 DALA (87-89 BBCH) residues of BAS 560
F were analyzed between 0.031 and 0.13 mg/kg. At 55-56 DALA (89 BBCH)
and 62-63 DALA (89 BBCH) residues of BAS 560 F were in a range from 0.057 to
0.12 mg/kg and from 0.085 to 0.14 mg/kg, respectively.

Plot 5: The residues of BAS 560 F analyzed in barley whole plant no roots specimens
sampled

immediately after the last application (69 BBCH) ranged from 1.9 to 3.2 mg/kg.

In ears specimens collected at 27-28 DALA (77-83 BBCH) residues of BAS 560
F were analyzed between 0.051 and 0.071 mg/kg. Rest of plant without roots
specimens taken at the

same sampling event showed residues from 0.73 to 2.2 mg/kg.

In grain specimens collected at 27 DALA (85 BBCH) a residue of BAS 560 F was
found at 0.051 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89
BBCH) residues of BAS 560 F were analyzed in grain specimens from 0.020 to
0.064 mg/kg and from 0.026 to

0.052 mg/kg, respectively.

In straw specimens collected at 27 DALA (85 BBCH) a residue of BAS 560 F was
found at 0.30 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89 BBCH)
residues of BAS 560 F were analyzed in straw specimens in a range from 0.29 to
1.5 mg/kg and from 0.34 to

1.2 mg/kg, respectively.

In the untreated control specimens, no residues of BAS 560 F were detected at or
above the

limit of quantitation (LOQ, 0.010 mg/kg).

Bridging showed, that the new formulation BAS 758 00 F does not lead to higher
residues than the respective solo formulation BAS 560 00 F.

Table S-8: Summary of residues in the untreated Barley Specimens for 1,2,4-
Triazole (T), Triazole alanine (TA), Triazole acetic acid (TAA) and
Triazole lactic acid (TLA)
Sampl Portion Timing n Range of Triazole residues and related analytes [mg/kg]
. analyzed DALA | Growth 1,2,4- Triazole Triazole Triazole
No. Stage Triazole alanine acetic acid lactic acid
(BBCH) (M (TA) (TAA) (TLA)
Plot 1 - untreated (in regard to plot 2)
1 Whole plant no roots 0 DBLA 59 4 <0.010 0.019 - 0.046 |<0.010-0.027|<0.010-0.079
Grain 4 <0.010 0.050-0.17 | 0.013-0.091 <0.010
3 55 - 56 89
Straw 4 <0.010 |[<0.010-0.022 (< 0.010 - 0.040 | < 0.010 - 0.056
Plot 1 — untreated (in regard to plot 3)
1 Whole plant no roots 0 DBLA 69 4 <0.010 0.014 - 0.051 |<0.010-0.026 | < 0.010 - 0.065
Grain 4 <0.010 0.035-0.16 | 0.011-0.085 <0.010
3 34-35 [ 85-87
Straw 4 <0.010 [<0.010-0.012 (< 0.010 - 0.030| 0.015-0.074

DALA = days after last application
In regard to plot 2 or plot 3.

n = Number of specimens DBLA = days before last application.
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Table S-9:  Summary of residues in the treated Barley Specimens for 1,2,4-
Triazole (T), Triazole alanine (TA), Triazole acetic acid (TAA) and Triazole lactic
acid (TLA)
i Timin
Sl Portion Y f Range of Triazole residues and related analytes
No. analyzed DALA
Growth [mglkg]
Stage . . .
1,2,4- Triazole Triazole Triazole
(BBCH) Triazole alanine acetic acid lactic acid
L) (TA) (TAA) (TLA)
Plot 2 - treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 <0.010 0.033-0.043 |<0.010-0.027 | 0.033 - 0.069
Grain 4 <0.010 0.11- 0.22 0.027 - 0.11 <0.010
2 48 - 49| 87 - 89
Straw 4 <0.010 |<0.010-0.015| 0.013-0.040 | 0.021 - 0.063
Grain 4 <0.010 0.10- 0.20 0.025 - 0.12 <0.010
3 55-56| 89
Straw 4 <0.010 |<0.010-0.022| 0.014-0.036 | 0.013-0.082
Grain 3 <0.010 0.11-0.19 0.029 - 0.096 <0.010
4 62-63| 89
Straw 3 <0.010 |<0.010-0.024| 0.016 - 0.032 | 0.014 - 0.068
Plot 3 — treated with BAS 750 01 F (2x 1.5 L/ha)
1 Whole plant no roots 0 69 4 <0.010 0.043 - 0.070 | 0.016 - 0.038 | 0.033-0.063
Ears 3 <0.010 0.11-0.17 0.032 - 0.055 <0.010
- 27-28| 77 -83
) Rest of plant without roots 3 <0.010 |<0.010-0.013| 0.012-0.024 | 0.057 - 0.071
Grain p . 1 <0.010 0.19 0.091 <0.010
Straw 1 <0.010 <0.010 0.025 0.062
Grain 4 <0.010 0.17 - 0.22 0.046 - 0.11 <0.010
3 34 -35| 85-87
Straw 4 <0.010 |<0.010-0.026| 0.019-0.031 | 0.045-0.10
Grain 4 <0.010 0.15-0.25 0.044 - 0.14 <0.010
4 41 -43( 89
Straw 4 <0.010 0.012 - 0.040 | 0.018-0.066 | 0.024-0.073
DALA = days after last application n = Number of specimens
For all analytical methods concurrent procedural recoveries, performed with fortified
untreated specimens at levels covering the working range from LOQ to 10xLOQ, were
analysed together with the field specimens. Furthermore, due to high residue found,
additional fortifications were performed to cover the highest residue. Overall and aver-
age recoveries were all in the range of 70 - 110 % and relative standard deviations
(RSD) were < 20 %.
Reference: CA6.3.2/1
Report Study on the residue behaviour of BAS 750 F (Mefentrifluconazole), BAS

500 F (Pyraclostrobin) and BAS 560 F (Metrafenone) in barley after applica-
tion of either BAS 758 00 F, BAS 750 01 F, BAS 500 06 F or BAS 560 00 F
under field conditions in Northern Europe, 2020

Erdmann H.-P., 2021
Report No 876500, AC/BASF/20/02
BASF DoclID 2021/2000401
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Guideline(s):

Deviations:
GLP;:

Acceptability:

Authority registration No

Regulation (EC) No. 1107/2009 of the European Parliament and of the Coun-
cil of 21 Oct 2009

7029/V1/95 rev. 5 (July 22 1997)

SANCO 7525/V1/95 rev. 10.3 (13 June 2017)

OECD 509 Crop Field Trial (2009)

No
Yes

(certified by Land Brandenburg Ministerium der Justiz und fir Europa und
Verbraucherschutz, Potsdam, Germany)

Yes

Table A 21: Application and sampling details for trials conducted in 2019/2020
NO Application Target Timing
. No. of |Plot " |F,G, Test Active Rate |Water
Region trials | No. AOfI 1 Method Item Substance (kg vol. Appl. (I:S);ab\nll%l
bRl a.s./ha) | (L/ha)
Mefentriflu-con-| 0.10 1t application 0. 49. 56
BAS azole 14 +1 Daysbe-|" 2.7
. 758 00 fore application 63
2| 2 F | foliar . 200 DALA,
F Pyraclostrobin 0.12 no. 2 BBCH
nd i i
(EC) 2" application 89
Metrafenone 0.15 BBCH 59
BAS 1t application 0, 252 35,
3| 2 | F | foliar |750 01 F|Mefenuiflu-con-l 5| 5pq | BBCHAS Hrp) i a
Northern| 4 azole 2" application
(EC) BBCH
Europe BBCH 69 89
1t application 0,28, 35,
BAS BBCH 49 42
41 2 F | foliar (50006 F| Pyraclostrobin | 0.25 200 | g - DALA,
(EC) 2" application BBCH
BBCH 69 39
1t application 0,28, 35,
BAS BBCH 49 42
5] 2 F | foliar (56000 F| Metrafenone 0.15 200 | g - DALA,
(SC) 2" application BBCH
BBCH 69 39
1) days after last application, 2) Field, Glasshouse or Indoor
Table A22: Summary of recoveries of Metrafenone in barley specimens
Matrix Fortification Summary Recoveries
Level (mg/kg) n Mean SD RSD
(%) () (%)
Method No. L0076/09 Metrafenone
Whole plant no roots 0.010, 0.10, 10 7 94.4 6.9 7.3
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Ears 0.010, 0.10, 10 8 81.2 35 4.4

Rest of plant without roots 0.010, 0.10, 10 7 79.4 4.6 5.8
Grain 0.010, 0.10, 10 7 92.4 6.2 6.7

Straw 0.010, 0.10, 10 7 98.0 7.7 7.8

Overall 0.010- 10 36 88.8 9.4 11




BAS 758 00 F / Revyflex Plus
Part B — Section 7 - Core Assessment

ZRMS version

Page 244 /324

Table A 23: Summary of the study 1 trials
Trial No./ Date of Applicatior:n Lf:‘tte pertreat- | o @ oftreat. | Crowth T;snjtlez)s Growing
Location/ | commodity/ | 1.Sowing or planting ment or no. of | S92 8% | portion ana- 99| pri | stageat N
- . last treat- lin Details on trial
EU zone/ Variety 2.Flowering treatments and lyzed (days) | Sampling
gas./ | Water as/hl last date ment or Metrafenone (BBCH)
Year 3. Harvest ha (I/ha) gas. date (BAS 560 F)
(@) (b) (©) (d) (®)
Trial No: Barley 1.04.10.2019 150 200 75 2 59 whole plant 21 0 59 BASF method L0076/09
L200227 (GC 0640)/ |2.13.05.-21.05.2020 12.05.2020 no roots LOQ: 0.010 mg/kg
Location: 16833 Infinity 3. 13.07.-14.07.2020 grain <0.010 49 87-89
Lentzke, straw 0.042 49 87-89 2x BAS 758 00 F (EC) (plot 2)
Germany (N) grain <0.010 56 89 Treatment: foliar application
Year: 2020 straw 0.057 56 89
grain <0.010 62 89 Storage: barley whole plant no roots 293
straw 0.085 62 89 days, barley ears 260 days, barley rest of
plant without roots 260 days, barley grain
230 days, barley straw 254 days
150 200 75 2 69 whole plant 1.9 0 69 BASF method L0076/09
21.05.2020 no roots LOQ: 0.010 mg/kg
grain 0.051 27 85
straw 0.30 27 85 2x BAS 560 00 F (SC) (plot 5)
grain 0.048 34 87 Treatment: foliar application
straw 0.29 34 87
grain 0.048 43 89 Storage: barley whole plant no roots 293
straw 0.34 43 89 days, barley ears 260 days, barley rest of

plant without roots 260 days, barley grain
230 days, barley straw 254 days
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Trial No./ Date of Apphcatlorrlnzérl]tte per treat- Dates of treat- Growth T;SI?;%S Growing
Location/ Commodity/ | 1.Sowing or planting ment or no. of ISt?Qt’? att Portion ana- g PHI stage at Details on trial
EU zone/ Variety 2.Flowering treatments and | oot (et lyzed (days) | sampling etails 0 a
gas/ | Water /i last date ment or Metrafenone (BBCH)
Year 3. Harvest ha (lha) | 925 date (BAS 560 F)
(@) (b) (©) (d) (e)
Trial No: Barley 1.14.10.2019 150 200 75 2 59 whole plant 2.6 0 59 BASF method L0076/09
200228 (GC 0640)/ |2.09.05.-18.05.2020 07.05.2020 no roots LOQ: 0.010 mg/kg
Location: 6562 Rafaela 3. 30.06.-08.07.2020 grain 0.021 49 87-89
KC Groesbeek, straw 0.095 49 87-89 2x BAS 758 00 F (EC) (plot 2)
The Netherlands grain 0.023 56 89 Treatment: foliar application
(N) straw 0.12 56 89
Year: 2020 grain 0.018 62 89 Storage: barley whole plant no roots 293
straw 0.11 62 89 days, barley ears 260 days, barley rest of
plant without roots 260 days, barley grain
230 days, barley straw 254 days
150 200 75 2 69 whole plant 3.2 0 69 BASF method L0076/09
18.05.2020 no roots LOQ: 0.010 mg/kg
ears 0.069 28 81-83
rest of plant 2.0 28 81-83 2x BAS 560 00 F (SC) (plot 5)
without roots Treatment: foliar application
grain 0.064 35 87
straw 0.89 35 87 Storage: barley whole plant no roots 293
grain 0.052 43 89 days, barley ears 260 days, barley rest of
straw 1.0 43 89 plant without roots 260 days, barley grain

230 days, barley straw 254 days
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Trial No./ Date of Apphcatlorrlnzérl]tf per treat- Dates of treat- Growth T;SI?;%S Growing
Location/ Commodity/ | 1.Sowing or planting ment or no. of ISt?Qt’? att Portion ana- g PHI stage at Details on trial
EU zone/ Variety 2.Flowering treatments and | oot (et lyzed (days) | sampling etails 0 a
gas/ | Water /i last date ment or Metrafenone (BBCH)
Year 3. Harvest ha (lha) | 925 date (BAS 560 F)
(@) (b) (©) (d) (e)
Trial No: Barley 1.10.10.2019 150 200 75 2 59 whole plant 3.6 0 59 BASF method L0076/09
200229 (GC 0640)/ |2.07.05.-13.05.2020 07.05.2020 no roots LOQ: 0.010 mg/kg
Location: 57810 Pixel 3.30.06.2020 grain <0.010 48 89
Donnelay, straw 0.13 48 89 2x BAS 758 00 F (EC) (plot 2)
France (N) grain <0.010 55 89 Treatment: foliar application
Year: 2020 straw 0.074 55 89
grain <0.010 63 89 Storage: barley whole plant no roots 293
straw 0.14 63 89 days, barley ears 260 days, barley rest of
plant without roots 260 days, barley grain
230 days, barley straw 254 days
150 200 75 2 69 whole plant 31 0 69 BASF method L0076/09
13.05.2020 no roots LOQ: 0.010 mg/kg
ears 0.071 27 83
rest of plant 22 27 83 2x BAS 560 00 F (SC) (plot 5)
without roots Treatment: foliar application
grain 0.037 34 85
straw 15 34 85 Storage: barley whole plant no roots 293
grain 0.040 41 89 days, barley ears 260 days, barley rest of
straw 1.2 41 89 plant without roots 260 days, barley grain

230 days, barley straw 254 days
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Trial No./ Date of Apphcatlorrlnzf:]tf per treat- Dates of treat- Growth T;SI?ILJ%S Growing
Location/ Commodity/ | 1.Sowing or planting ment or no. of ISt?Qt’? att Portion ana- g PHI stage at Details on trial
EU zone/ Variety 2.Flowering treatments and | oot (et lyzed (days) | sampling etails 0 a
gas/ | Water /i last date ment or Metrafenone (BBCH)
Year 3. Harvest ha (lha) | 925 date (BAS 560 F)
(@) (b) (©) (d) (e)
Trial No: Barley 1. 24.09.2019 150 200 75 2 59 whole plant 2.7 0 59 BASF method L0076/09
L.200230 (GC 0640)/ |2.08.05.-15.05.2020 08.05.2020 no roots LOQ: 0.010 mg/kg
Location: 64-000 Sandra 3.08.07.2020 grain <0.010 48 89
Kokorzyn straw 0.031 48 89 2x BAS 758 00 F (EC) (plot 2)
Poland (N) grain <0.010 55 89 Treatment: foliar application
Year: 2020 straw 0.087 55 89
Storage: barley whole plant no roots 293
days, barley ears 260 days, barley rest of
plant without roots 260 days, barley grain
230 days, barley straw 254 days
150 200 75 2 69 whole plant 31 0 69 BASF method L0076/09
15.05.2020 no roots LOQ: 0.010 mg/kg
ears 0.051 28 77
rest of plant 0.73 28 77 2x BAS 560 00 F (SC) (plot 5)
without roots Treatment: foliar application
grain 0.020 34 85
straw 0.45 34 85 Storage: barley whole plant no roots 293
grain 0.026 41 89 days, barley ears 260 days, barley rest of
straw 0.56 41 89 plant without roots 260 days, barley grain
230 days, barley straw 254 days

(@) According to CODEX Classification / Guide

(b) Only if relevant

(c) Year must be indicated

(d) Days after last application (Label pre-harvest interval, PHI, underline)

(e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included
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A2231.2 Study 2 (Cereals, Wheat)

Comments of zZRMS: The study has been accepted. (See also page 144).

The objective of the study was to determine the magnitude of residues of BAS
750 F (Mefentrifluconazole) and its triazole metabolites, BAS 500 F (Pyra-
clostrobin), its metabolite M500F007 and BAS 560 F (Metrafenone) in wheat|
after treatment with either BAS 758 00 F, BAS 750 01 F, BAS 500 06 F or BAS
560 00 F. The selected application rates, frequency and spray interval cover the
Good Agriculture Practice (critical GAP), which will be defined by the label di-
rections.

During the 2020 growing season, 4 trials in wheat were conducted in different
representative growing areas in Northern Europe to determine the residue level
of BAS 750 F (Mefentrifluconazole), BAS 500 F (Pyraclostrobin) and BAS 560
F (Metrafenone) after application of either BAS75800F, BAS75001F,
BAS50006F or BAS56000F in or on RAC.

All trials consisted of five plots: plot 1 (control), plot 2 (treated with BAS 758 00
F), plot 3 (treated with BAS 750 01 F), plot 4 (treated with BAS 500 06 F) and
plot 5 (treated with BAS 560 00 F).

Plot 2: In all trials the first application was made 13-14 days before application
no. 2 (except of trial L200225: 19 days before application no. 2, see deviation).
The second application was performed at BBCH 59.

Plots 3 to 5: The first application was made at BBCH 49. The second applica-
tions were made at BBCH 609.

BAS 758 00 F (66.6 g BAS 750 F/L, 80.0 g BAS 500 F/L, 100.0 g BAS 560 F/L,
EC) was applied in all trials twice at a single rate of 1.5 L/ha formulated product,
equals to 0.10 kg a.i./ha of BAS 750 F, 0.12 kg a.i./ha of BAS 500 F and 0.15 kg
a.i./ha of BAS 560 F on plot 2 with a water volume of 200 L/ha.

BAS 750 01 F (100.0 g BAS 750 F/L, EC) was applied in all trials twice at &
single rate of 1.5 L/ha formulated product, equals to 0.15 kg a.i./ha of BAS 750
F on plot 3 with a water volume of 200 L/ha.

BAS 500 06 F (200.0 g BAS 500 F/L, EC) was applied in all trials twice at a
single rate of 1.25 L/ha formulated product, equals to 0.25 kg a.i./ha of BAS 500
F on plot 4 with a water volume of 200 L/ha.

BAS 560 00 F (300.0 g BAS 560 F/L, SC) was applied in all trials twice at a
single rate of 0.5 L/ha formulated product, equals to 0.15 kg a.i./ha of BAS 560
F on plot 5 with a water volume of 200 L/ha.

Plots 1 and 2: Wheat specimens were collected at BBCH 59 on plot 1 immedi-
ately before application no. 2 and directly after application no. 2 on plot 2 as
whole plant no roots.

At 48-50 DALA the specimens were sampled as grain and straw on plot 2.

At 55-57 DALA wheat specimens were collected as grain and straw on plots 1
and 2.

At 63-64 DALA specimens were sampled as grain and straw on plot 2.

Plots 1, 3, 4 and 5: Wheat specimens were collected at BBCH 69 on plot 1 im-|
mediately before application no. 2 and directly after application no. 2 on plots 3
to 5 as whole plant no roots. At 34-35 DALA the specimens were sampled as
ears and rest of plant without roots or as grain and straw on plot 1 and plots 3 to,
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5. At 41-42 DALA wheat specimens were collected as grain and straw on plots
310 5. At 48-49 DALA specimens were sampled as grain and straw on plots 3 to
5.

All wheat specimens of plots 1 and 2 were analysed for BAS 750 F (Mefentriflu-
conazole), BAS 500 F (Pyraclostrobin) and its metabolite M500F007, BAS 560
F (Metrafenone) using the BASF Method L0076/09. The method has a limit off
quantitation of 0.010 mg/kg.

All wheat specimens of plot 3 were analysed for BAS 750 F (Mefentriflucona-
zole) using the BASF Method L0076/09. The method has a limit of quantitation
of 0.010 mg/kg.

All treated wheat specimens of plot 4 were analysed for BAS 500 F (Pyra-|
clostrobin) and its metabolite M500F007 using the BASF Method L0076/09. The
method has a limit of quantitation of 0.010 mg/kg.

All treated wheat specimens of plot 5 were analysed for BAS 560 F (Met-
rafenone) using the BASF Method L0076/09. The method has a limit of quanti-
tation of 0.010 mg/kg.

The results of the average procedural recoveries in wheat matrices at fortification
levels between 0.010 and 10 mg/kg were at 90.4 % for BAS 750 F, at 92.8 % for|
BAS 500 F, at 95.7 % for M500F007 and at 99.1 % for BAS 560 F. Results are
summarized in the tables below.

Table S-1: Procedural Recoveries for BAS 750 F (Mefentrifluconazole)
. Fortification LeveIBAS 7=0F
Matrix Mean  [SD RSD
[mg/kg] n
[%0] [£] [%6]
\Whole plant no roots 0.010, 0.10 and 10 87.7 13 15 9
Ears 0.010, 0.10 and 10 91.5 3.3 3.6 7
Wheat [Rest of plant without roots|0.010, 0.10 and 10 93.1 2.9 3.1 7
Grain 0.010,0.10and 1.0  [97.7 9.3 9.5 7
Straw 0.010, 0.10 and 10 85.5 4.6 5.4 11
Overall: 90.4 8.7 0.6 41

SD = standard deviation

RSD = coefficient of variation n = number of recoveries

Table S- 2:  Procedural Recoveries for BAS 500 F (Pyraclostrobin) and its
Metabolite M500F007
- BAS 500 F
Matrix Fortification Level . - -
[mg/kg] n
(%] [£] (%]
Whole plant no roots 0.010, 0.10 and 10 84.7 7.8 9.2 9
Ears 0.010, 0.10 and 10 97.5 4.8 4.9 7
Wheat |Rest of plant without roots| 0.010, 0.10 and 10 96.3 55 57 7
Grain 0.010, 0.10 and 1.0 96.8 3.5 3.6 7
Straw 0.010, 0.10 and 10 91.7 8.8 9.6 11
Overall;| 92.8 8.1 8.7 41
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e M500 | 007

Matrix Fortification Level Mean SD RSD n
[mg/kg] (%] 4] [%]

Whole plant no roots 0.010, 0.10 and 10 88.6 7.0 7.9 9
Ears 0.010, 0.10 and 10 101 6.2 6.1 7
Wheat |Rest of plant without roots| 0.010, 0.10 and 10 101 5.5 54 7
Grain 0.010, 0.10 and 1.0 97.1 4.6 4.8 7
Straw 0.010, 0.10 and 10 93.7 6.8 7.3 11
Overall:[ 95.7 7.7 8.0 41

SD = standard deviation RSD = coefficient of variation n = number of recoveries

Table S-3: Procedural Recoveries for BAS 560 F (Metrafenone)
BAS 560 F
Matrix Fortification Level Vet 5 .

molkal [% B | o |
Whole plant no roots 0.010, 0.10 and 10 90.8 9.4 10 9
Ears 0.010, 0.10 and 10 106 4.6 4.4 7
Wheat |Rest of plant without roots| 0.010, 0.10 and 10 103 4.7 4.6 7
Grain 0.010, 0.10 and 1.0 99.7 4.0 4.1 7
Straw 0.010, 0.10 and 10 98.4 4.9 4.9 11
Overall:[ 99.1 7.8 7.8 41

SD = standard deviation RSD = coefficient of variation n = number of recoveries

Further all wheat specimens of plot 1, 2 and 3 were analysed for 1,2,4-Triazole
(1,2,4-T), Triazole alanine (TA), Triazole acetic acid (TAA) and Triazole lactic
acid (TLA) using the adapted BASF method no. L0170/02. The method has a
limit of quantitation of 0.010 mg/kg

for each analyte.

The results of the average procedural recoveries in plant matrices

— at fortification levels between 0.010 and 1.0 mg/kg were 89.4 % for 1,2,4-
Triazole,

— at fortification levels between 0.010 and 1.0 mg/kg were 88.7 % for Triazole
alanine,

— at fortification levels between 0.010 and 1.0 mg/kg were 97.2 % for Triazole
acetic acid,

— at fortification levels between 0.010 and 1.0 mg/kg were 85.5 % for Triazole
lactic acid.

Results are summarized in the table below

Table S-4: Procedural Recoveries for 1,2,4-Triazole (1,2,4-T), Triazole
alanine (TA), Triazole acetic acid (TAA) and Triazole lactic acid (TLA)

Recoveries Fortification Level | Mean SD RSD
of [mg/kg] %] | 8 | o]

Wheat | Whole plant no roots 0.010, 0.10 and 1.0 95.5 7.1 7.5 8

Matrix
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Ears 0.010, 0.10 and 1.0 92.9 7.8 8.4 10

Rest of plant without roots 1,2.4-Triazole 0.010, 0.10 and 1.0 90.7 8.7 9.6 10

Grain (1,2,4-T) | 0.010,0.10and 1.0 | 883 | 13 15 8

Straw 0.010, 0.10 and 1.0 78.6 6.2 7.8 8

Overall:| 89.4 10 11 44

Whole plant no roots 0.010, 0.10 and 1.0 93.9 8.2 8.8 8

Ears ) 0.010, 0.10 and 1.0 93.2 55 5.9 10

Triazole

Wheat |Rest of plant without roots alanine 0.010, 0.10 and 1.0 91.6 4.0 4.3 10

Grain (2 0.010, 0.10 and 1.0 87.1 11 13 8

Straw 0.010, 0.10 and 1.0 75.5 3.9 5.1 8

Overall:| 88.7 9.3 11 44

Whole plant no roots 0.010, 0.10 and 1.0 99.4 7.3 7.4 8

Ears 0.010, 0.10 and 1.0 98.3 10 10 10

Wheat |Rest of plant without roots Trlaz_ole acetic 0.010, 0.10 and 1.0 98.4 4.6 4.7 10
acid (TAA)

Grain 0.010, 0.10 and 1.0 94.6 5.2 5.5 8

Straw 0.010, 0.10 and 1.0 94.7 9.7 10 8

Overall:| 97.2 7.6 7.9 44

Whole plant no roots 0.010, 0.10 and 1.0 96.3 12 13 8

Ears 0.010, 0.10 and 1.0 85.5 8.7 10 10

Wheat |Rest of plant without roots| Thazole lactic 4 515 919 and1.0 | 8.0 | 86 | 97 | 10
acid (TLA)

Grain 0.010, 0.10 and 1.0 83.2 8.9 11 8

Straw 0.010, 0.10 and 1.0 77.7 6.2 8.0 8

Overall:| 85.5 10 12 44

SD = standard deviation RSD = coefficient of variation

n = number of recoveries
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Table S-5: Summary of Residues of BAS 750 F (Mefentrifluconazole) in Wheat
Timing
Sampl. Portion Growth n Range of Residues {(mg/kg)
No. analyzed DALA stage
{BBCH) BAS 750 F
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 99 4 15-25
Grain 4 <0.010
2 48-50 | 87-89
Straw 4 0.75-21
Grain 4 <0.010
3 55-57 | 87-89
Straw 4 0.77-21
Grain 4 <0.010
4 63 - 64 89
Siraw 4 098-13
Piot 3: treated with BAS 750 01 F (2x 1.5 L/ha)
1 Whole plant no roots 0 69 4 22-35
Ears 1 0.35
: 34 83
o Rest of plant without roots 1 31
Grain 3 <0.010
34-35 | 85-89
Straw 3 36-53
Grain 4 <0.010 -0.012
3 41-42 | 87-89
Straw 4 27-78
Grain 4 <0.010 - 0.011
4 48 - 49 89
Straw 4 38-56

DALA = days after last application
General: The limit of quanfification (LOQ) is 0.010 mg/kg for BAS 750 F.

n = Number of specimens

Residues of BAS 750 F (Mefentrifluconazole)

Plot 2: The residues of BAS 750 F analyzed in wheat whole plant no roots speci-
mens sampled immediately after the last application (59 BBCH) ranged from 1.5 to
2.5 mg/kg.

In grain specimens collected at 48-50 DALA (87-89 BBCH), 55-57 DALA (87-89
BBCH) and 63-64 DALA (89 BBCH) no residues of BAS 750 F were found at or
above the LOQ (0.010 mg/kg).

In straw specimens sampled at 48-50 DALA (87-89 BBCH) residues of BAS 750 F
were analyzed between 0.75 and 2.1 mg/kg. At 55-57 DALA (87-89 BBCH) and 63-
64 DALA (89 BBCH) residues of BAS 750 F were in a range from 0.77 to 2.1 mg/kg
and from 0.98 to 1.3 mg/kg, respectively.

Plot 3: The residues of BAS 750 F analyzed in wheat whole plant no roots speci-
mens sampled

immediately after the last application (69 BBCH) ranged from 2.2 to 3.5 mg/kg.

In ears specimens collected at 34 DALA (83 BBCH) a residue of BAS 750 F was
found at 0.35 mg/kg. Rest of plant without roots specimens taken at the same sam-
pling event showed a residue of BAS 750 F of 3.1 mg/kg.

In grain specimens sampled at 34-35 DALA (85-89 BBCH) no residues of BAS 750
F were found at or above the LOQ (0.010 mg/kg). At 41-42 DALA (87-89 BBCH)
and 48-49 DALA (89 BBCH) residues were analyzed from < 0.010 to 0.012 mg/kg
and from < 0.010 to 0.011 mg/kg, respectively.

In straw specimens sampled at 34-35 DALA (85-89 BBCH) residues of BAS 750 F
ranged from 3.6 to 5.3 mg/kg. At 41-42 DALA (87-89 BBCH) and 48-49 DALA (89
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BBCH) residues were analyzed from 2.7 to 7.8 mg/kg and from 3.8 to 5.6 mg/kg,
respectively.

In the untreated control specimens, no residues of BAS 750 F were detected at or
above the limit of quantitation (LOQ, 0.010 mg/kg).

Bridging showed, that the new formulation BAS 758 00 F does not lead to higher
residues than the respective solo formulation BAS 750 01 F.

Table S-6: Summary of Residues of BAS 500 F (Pyraclostrobin) and its
Metabolite M500F007 in Wheat

Aremnf Growth Range of Residues [mg/kg]
Sampl. : Timing
No. Portion analyzed Stage | n BAS 500 F | EXPressed as p |rent equivalents
DALA |(BBCH) M500F007 ¥ Sum 2
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 1.7-33 0.029 - 0.085 1.7-33
Grain 4 <0.010 <0.011 <0.021
2 48 -50 | 87-89
Straw 4 0.35-1.2 0.16 - 0.49 0.50 - 1.7
Grain 4 <0.010 <0.011 <0.021
3 55-57 | 87-89
Straw 4 0.34-11 0.19-0.48 0.53-1.6
Grain 4 <0.010 <0.011 <0.021
4 63 - 64 89
Straw 4 0.40 - 0.58 0.22 - 0.32 0.62 - 0.89
Plot 4: treated with BAS 500 06 F (2x 1.25 L/ha)
1 Whole plant no roots 0 69 4 25-5.3 0.11-0.36 2.6-5.6
Ears 1 0.20 0.12 0.32
- 34 83
) Rest of plant without roots 1 0.77 0.47 1.2
Grain 3 [<0.010-0.014 <0.011 <0.021 - 0.025
34-35 [ 85-89
Straw 3 1.7-33 0.82-13 2.6-4.6
Grain 4 [<0.010-0.016 <0.011 <0.021 - 0.027
3 41-42 | 87-89
Straw 4 0.81-4.6 0.51-2.0 1.3-6.6
Grain 4 1<0.010-0.022 <0.011 <0.021 - 0.033
4 48 - 49 89
Straw 4 0.98 - 4.5 0.64 - 1.7 1.6-6.2
DALA = days after last application n = Number of specimens

General: The limit of quantification (LOQ) is 0.010 mg/kg for BAS 500 F and 0.011 mg/kg
for M500F007 (expressed as parent equivalent).
1) Conversion factor for calculation of M500F007 to parent BAS 500 F is 1.084
2) ]‘((j)r residues of BAS 500 F < 0.010 mg/kg, value was set to 0.010 mg/kg for calculation of sum and for
residues
of M500F007, expressed as parent equivalent < 0.011 mg/kg, value was set to 0.011 mg/kg for
calculation of sum; if both values are below LOQ the sum is <0.021 mg/kg

Residues of BAS 500 F (Pyraclostrobin)

Plot 2: The residues of BAS 500 F analyzed in wheat whole plant no roots
specimens sampled

immediately after the last application (59 BBCH) ranged from 1.7 to 3.3 mg/kg.

In grain specimens collected at 48-50 DALA (87-89 BBCH), 55-57 DALA (87-89
BBCH) and 63-64 DALA (89 BBCH) no residues of BAS 500 F were found at
or above the LOQ

(0.010 mg/kg).
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In straw specimens sampled at 48-50 DALA (87-89 BBCH) residues of BAS
500 F were analyzed between 0.35 and 1.2 mg/kg. At 55-57 DALA (87-89 BBCH)
and 63-64 DALA (89 BBCH) residues of BAS 500 F were in a range from 0.34
to 1.1 mg/kg and from 0.40 to

0.58 mg/kg, respectively.

Plot 4: The residues of BAS 500 F analyzed in wheat whole plant no roots specimens
sampled immediately after the last application (69 BBCH) ranged from 2.5 to 5.3
mg/kg.

In ears specimens collected at 34 DALA (83 BBCH) a residue of BAS 500 F was
found at 0.20 mg/kg. Rest of plant without roots specimens taken at the same
sampling event showed a residue of BAS 500 F of 0.77 mg/kg.

In grain specimens sampled at 34-35 DALA (85-89 BBCH) residues of BAS 500 F
were found between < 0.010 and 0.014 mg/kg. At 41-42 DALA (87-89 BBCH) and
48-49 DALA (89 BBCH) residues were analyzed from < 0.010 to 0.016 mg/kg and
from < 0.010 to 0.022 mg/kg, respectively.

In straw specimens sampled at 34-35 DALA (85-89 BBCH) residues of BAS 500 F
ranged from 1.7 to 3.3 mg/kg. At 41-42 DALA (87-89 BBCH) and 48-49 DALA (89
BBCH) residues were analyzed from 0.81 to 4.6 mg/kg and from 0.98 to 4.5
mg/kg, respectively.

Plot 2: The residues of M500F007 (expressed as parent equivalent) analyzed
in wheat whole plant no roots specimens sampled immediately after the last
application (59 BBCH)

ranged from 0.029 to 0.085 mg/kg.

In grain specimens collected at 48-50 DALA (87-89 BBCH), 55-57 DALA (87-89
BBCH) and 63-64 DALA (89 BBCH) no residues of M500F007 were found at
or above the LOQ

(0.011 mg/kg).

In straw specimens sampled at 48-50 DALA (87-89 BBCH) residues of
M500F007 were analyzed between 0.16 and 0.49 mg/kg. At 55-57 DALA (87-89
BBCH) and 63-64 DALA (89 BBCH) residues of M500F007 were in a range from
0.19 to 0.48 mg/kg and from 0.22 to

0.32 mg/kg, respectively.

Plot 4: The residues of M500F007 (expressed as parent equivalent) analyzed
in wheat whole plant no roots specimens sampled immediately after the last
application (69 BBCH)

ranged from 0.11 to 0.36 mg/kg.

In ears specimens collected at 34 DALA (83 BBCH) a residue of M500F007 was
found at 0.12 mg/kg. Rest of plant without roots specimens taken at the same
sampling event showed

a residue of M500F007 of 0.47 mg/kg.

In grain specimens sampled at 34-35 DALA (85-89 BBCH), 41-42 DALA (87-89
BBCH) and 48-49 DALA (89 BBCH) no residues of M500F007 were found at

or above the LOQ
(0.011 mg/kg).

In straw specimens sampled at 34-35 DALA (85-89 BBCH) residues of M500F007
ranged from 0.82 to 1.3 mg/kg. At 41-42 DALA (87-89 BBCH) and 48-49 DALA (89
BBCH) residues were

analyzed from 0.51 to 2.0 mg/kg and from 0.64 to 1.7 mg/kg, respectively.

No residues of BAS 500 F and its metabolite M500F007 were detected at or
above the LOQ in any of the untreated control samples.
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Bridging showed, that the new formulation BAS 758 00 F does not lead to higher
residues than the respective solo formulation BAS 500 06 F

Table S-7: Summary of Residues of BAS 560 F (Metrafenone) in Wheat

Timing -
SamplL Portion Crowth . Range of Residues {mg/kg}
No. analyzed DALA stage
(BBCH) BAS 560 F
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 99 4 17-32
Grain 4 <0.010
2 48-50 | 87-89
Straw 4 0.033 - 0.086
Grain 4 <0.010
3 95-57 | 87-89
Straw 4 0.034 - 0070
Grain 4 <0.010
4 63 - 64 89
Straw 4 0.026 - 0.040
Plot 5: treated with BAS 560 00 F (2x 0.5 L/ha)
1 Whole plant no roots 0 69 4 21-31
Ears 1 0.060
- 34 83
5 Rest of plant without roots 1 085
Grain 3 <0.010
34-35 | 85-89
Straw 3 0.78-29
Grain 4 <0.010
3 41-42 | 87-89
Straw 4 069-38
Grain 4 <0.010
4 48 - 49 89
Straw 4 11-31
DALA = days after last application n = Number of specimens

General: The limit of quantification (LOQ) is 0.010 mg/kg for BAS 560 F.

Residues of BAS 560 F (Metrafenone)

Plot 2: The residues of BAS 560 F analyzed in wheat whole plant no roots speci-
mens sampled

immediately after the last application (59 BBCH) ranged from 1.7 to 3.2 mg/kg.

In grain specimens collected at 48-50 DALA (87-89 BBCH), 55-57 DALA (87-89
BBCH) and 63-64 DALA (89 BBCH) no residues of BAS 560 F were found at or
above the LOQ (0.010 mg/kg).

In straw specimens sampled at 48-50 DALA (87-89 BBCH) residues of BAS 560 F
were analyzed between 0.033 and 0.086 mg/kg. At 55-57 DALA (87-89 BBCH)
and 63-64 DALA (89 BBCH) residues of BAS 560 F were in a range from 0.034 to
0.070 mg/kg and from 0.026 to 0.040 mg/kg, respectively.

Plot 5: The residues of BAS 560 F analyzed in wheat whole plant no roots speci-
mens sampled immediately after the last application (69 BBCH) ranged from 2.1
to 3.1 mg/kg.

In ears specimens collected at 34 DALA (83 BBCH) a residue of BAS 560 F was
found at 0.060 mg/kg. Rest of plant without roots specimens taken at the same
sampling event showed a residue of BAS 560 F of 0.85 mg/kg.

In grain specimens sampled at 34-35 DALA (85-89 BBCH), 41-42 DALA (87-89
BBCH) and 48-49DALA (89BBCH) no residues of BAS560F were found at or above
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the LOQ (0.010 mg/kg).
In straw specimens sampled at 34-35 DALA (85-89 BBCH) residues of BAS 560 F
ranged from 0.78 to 2.9 mg/kg. At 41-42 DALA (87-89 BBCH) and 48-49 DALA

(89 BBCH) residues were analyzed from 0.69 to 3.8 mg/kg and from 1.1 to 3.1

mg/kg, respectively.
In the untreated control specimens, no residues of BAS 560 F were detected at or
above the limit of quantitation (LOQ, 0.010 mg/kg).
Bridging showed, that the new formulation BAS 758 00 F does not lead to higher
residues than the respective solo formulation BAS 560 00 F.

Table S-8: Summary of residues in the untreated Wheat Specimens for 1,2,4-
Triazole (1,2,4-T), Triazole alanine (TA), Triazole acetic acid
(TAA) and Triazole lactic acid (TLA)
i Timin . .
St OTHeln iming . Range of Triazole residues and related analytes
. analyzed DALA [mg/kg]
No. Growth
Stage ) ) )
1,2,4- Triazole Triazole Triazole
(BBCH) Triazole alanine aceticacid | lactic acid
(1,2,4-T) (TA) (TAA) (TLA)
Plot 1 - untreated (in regard to plot 2)
1 Whole plant no roots | 0 DBLA 59 4 <0.010 (<0.010-0.040|< 0.010 - 0.058 (< 0.010 - 0.045
Grain 4 <0.010 0.045-0.14 | 0.021-0.14 <0.010
3 55-57 | 87-89
Straw 4 <0.010 [<0.010-0.010( < 0.010 - 0.11 |< 0.010 — 0.041
Plot 1 — untreated (in regard to plot 3)
1 Whole plant noroots [0DBLA | 69 4 <0.010 ([<0.010-0.042|< 0.010 - 0.057|< 0.010 - 0.034
Ears 1 <0.010 0.075 0.038 <0.010
2 : 34 83
Rest of plant without roots 1 <0.010 <0.010 0.016 0.023
Grain 3 <0.010 0.038-0.13 | 0.019-0.11 <0.010
2 34-35 | 85-89
Straw 3 <0.010 |[<0.010-0.017|<0.010-0.098|< 0.010 - 0.040
DALA = days after last application n = Number of specimens DBLA = days before last application.
In regard to plot 2 or plot 3.
Table S-9: Summary of residues in the treated Wheat Specimens for 1,2,4-
Triazole (1,2,4-T), Triazole alanine (TA), Triazole acetic acid (TAA) and Triazole
lactic acid (TLA)
Timing
) Range of Triazole residues and related analytes
Sampl. Portion Growth [mg/kg]
No. analyzed Stage | " :
DALA 1,2,4- Triazole Triazole Triazole
(BBCH) Triazole alanine acetic acid lactic acid
(1,2,4-T) (TA) (TAA) (TLA)
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 | <0.010 | 0.010-0.034 |<0.010-0.042|<0.010 - 0.029
Grain 4 | <0.010 0.10-0.17 0.035-0.10 <0.010
2 49-50 | 85-89
Straw 4 | <0.010 |<0.010-0.011 |<0.010-0.077 | 0.010 - 0.050
3 Grain 56-57 | 87-89 | 4 | <0.010 0.10-0.19 0.038 - 0.10 <0.010
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Straw 4 <0.010 <0.010 0.012 - 0.078 | 0.010 - 0.064
Grain 4 <0.010 0.086 - 0.16 0.036 - 0.097 <0.010
4 63-64 89
Straw 4 <0.010 <0.010 < 0.010 - 0.078 [ < 0.010 - 0.042
Plot 3: treated with BAS 750 01 F (2x 1.5 L/ha)
1 Whole plant no roots 0 69 4 <0.010 | 0.014-0.056 |<0.010-0.047|<0.010-0.029
Ears 7 - 1 <0.010 0.15 0.055 <0.010
Rest of plant without roots 1 | <0.010 <0.010 0.019 0.044
2
Grain 3 <0.010 0.15-0.21 0.041-0.14 <0.010
34-35 | 85-89
Straw 3 <0.010 |<0.010-0.013| <0.010-0.10 | 0.014 - 0.068
Grain 4 <0.010 0.16 - 0.22 0.040 - 0.10 <0.010
3 41-42 | 87-89
Straw 4 <0.010 |<0.010-0.015| 0.016-0.076 | 0.016 - 0.048
Grain 4 <0.010 0.15-0.22 0.041-0.14 <0.010
4 48-49 | 89
Straw 4 <0.010 |<0.010-0.016| 0.014-0.10 | 0.010-0.066
DALA = days after last application n = Number of specimens
For all analytical methods concurrent procedural recoveries, performed with fortified untreated specimens
at levels covering the working range from LOQ to 10xLOQ, were analysed together with the field speci-
mens. Furthermore, due to high residue found, additional fortifications were performed to cover the highest
residue. Overall and average recoveries were all in the range of 70 — 110 % and relative standard deviations
(RSD) were < 20 %.

Reference:
Report

Guideline(s):

Deviations:
GLP:

Acceptability:

Table A 24:

CA6.3.2/2

Study on the residue behaviour of BAS 750 F (Mefentrifluconazole), BAS
500 F (Pyraclostrobin) and BAS 560 F (Metrafenone) in wheat after applica-
tion of either BAS 758 00 F, BAS 750 01 F, BAS 500 06 F or BAS 560 00 F
under field conditions in Northern Europe, 2020

Erdmann H.-P., 2021

Report No 876499, AC/BASF/20/03

BASF DoclID 2021/2000402

Authority registration No

Regulation (EC) No. 1107/2009 of the European Parliament and of the Coun-
cil of 21 Oct 2009

7029/V1/95 rev. 5 (July 22 1997)

SANCO 7525/V1/95 rev. 9 (March 2011)
OECD 509 Crop Field Trial (2009)

No
Yes

(certified by Land Brandenburg Ministerium der Justiz und fir Europa und
Verbraucherschutz, Potsdam, Germany)

Yes

Application and sampling details for trials conducted in 2019/2020
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No Application Target Timing
. No. of |Plot " |F,G, Test Active Rate |Water
Region trials | No. AOfI 12 Method Item Substance (kg vol. Appl. gaATI?Al\l
PPl as./ha) | (Liha) (DALA)
Mefentriflu-co- | 0.10 1%t application 0.49 56
BAS nazole 14 £ 1 Days be-|™ 6é '
2 2 E | foliar 758 00 _ 200 fore application DALA
F Pyraclostrobin | 0.12 no. 2 '
nd - BBCH
(EC) 2" application 89
Metrafenone 0.15 BBCH 59
BAS 1t application 0, 32')42’
Northern| 4 | 3| 2 | F | foliar |75001 | Mefentriflu-co- | 15 1 5gq | BBCHA9 | ),
nazole 2" application
Europe (EC) BBCH
P BBCH 69 2
BAS 1t application |0, 35, 42,
41 2 F | foliar [50006 F| Pyraclostrobin | 0.25 200 zndBBCIH 49 49
(EC) application | BBCH
BBCH 69 89
1t application 0,35, 42,
BAS BBCH49 | 49
5] 2 F | foliar (56000 F| Metrafenone 0.15 200 | g L DALA,
(SC) 2" application BBCH
BBCH 69 89
1) days after last application, 2) Field, Glasshouse or Indoor
Table A25:  Summary of recoveries of Metrafenone in wheat specimen
Vatrix Fortification Summary Recoveries
Level (mg/kg) n Mean SD RSD
(%) (+-) (%)
Method No. L0076/09 Metrafenone
Whole plant no roots 0.010, 0.10, 10 9 90.8 9.4 10
Ears 0.010, 0.10, 10 7 106 4.6 44
Rest of plant without roots 0.010, 0.10, 10 7 103 4.7 4.6
Grain 0.010, 0.10, 10 7 99.7 4.0 4.1
Straw 0.010, 0.10, 10 11 98.4 4.9 49
Overall 0.010- 10 41 99.1 7.8 7.8
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Table A 26: Summary of the study 2 trials
Trial NoJ/ Date of Application rate per treat- Growth Residues )
e 1.Sowing or plant- ment Dates of treat- | stage at (mg/kag) Growing
Location/ Commod- ing ment or no. of last Portion ana- PHI stage at Detail ial
EU zone/ ity/ Variety . treatments treat- lyzed (days) | sampling etails on tria
Year 2 Flowering g ﬁ:./ \é\lllitae)r gas/hl | andlastdate | mentor 'z/éi;ag%%ogf (BBCH)
3. Harvest date
(@) (b) (© (d) (®)
Trial No: Wheat 1.21.10.2019 150 200 75 2 59 whole plant 1.7 0 59 BASF method L0076/09
L200223 (GC 0654)/ |2.02.06.-16.06.2020 01.06.2020 no roots LOQ: 0.010 mg/kg
Location: 16833 Linus 3.20.07.-03.08.2020 grain <0.010 49 87-89
Lentzke, straw 0.083 49 87-89 2x BAS 758 00 F (EC) (plot 2)
Germany (N) grain <0.010 56 89 Treatment: foliar application
Year: 2020 straw 0.036 56 89
grain <0.010 63 89 Storage: wheat whole plant no roots 257
straw 0.040 63 89 days, wheat ears 227 days, wheat rest of
plant without roots 224 days, wheat grain
199 days, wheat straw 203 days
150 200 75 2 69 whole plant 2.1 0 69 BASF method L0076/09
16.06.2020 no roots LOQ: 0.010 mg/kg
grain <0.010 35 87-89
straw 15 35 87-89 2x BAS 560 00 F (SC) (plot 5)
grain <0.010 41 89 Treatment: foliar application
straw 1.2 41 89
grain <0.010 48 89 Storage: wheat whole plant no roots 257
straw 1.4 48 89 days, wheat ears 227 days, wheat rest of
plant without roots 224 days, wheat grain
199 days, wheat straw 203 days
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Trial NoJ/ Date of Application rate per treat- Growth Residues ]
o 1.Sowing or plant- ment Dates of treat- | stage at (mg/kg) Growing
Location/ Commod- ing ment or no. of last Portion ana- PHI stage at Detail ial
EU zone/ ity/ Variety . treatments treat- lyzed (days) | sampling etails on tria
Vear 2.Flowering g ﬁ:-/ \?II/?\tae)r gas/hl | and lastdate | mentor 'E/éirsagz%og)e (BBCH)
3. Harvest date
(@) (b) (© (d) (®)
Trial No: Wheat 1.25.11.2019 150 200 75 2 59 whole plant 1.7 0 59 BASF method L0076/09
L200224 (GC 0654)/ |2.02.06.-12.06.2020 31.05.2020 no roots LOQ: 0.010 mg/kg
Location: 6599 Bennington | 3. 31.07.-03.08.2020 grain <0.010 50 87
AV Ven-Zelder- straw 0.033 50 87 2x BAS 758 00 F (EC) (plot 2)
heide, grain <0.010 57 87-89 Treatment: foliar application
The Netherlands straw 0.034 57 87-89
(N) grain <0.010 64 89 Storage: wheat whole plant no roots 257
Year: 2020 straw 0.026 64 89 days, wheat ears 227 days, wheat rest of
plant without roots 224 days, wheat grain
199 days, wheat straw 203 days
150 200 75 2 69 whole plant 24 0 69 BASF method L0076/09
12.06.2020 no roots LOQ: 0.010 mg/kg
grain <0.010 35 85-87
straw 0.78 35 85-87 2x BAS 560 00 F (SC) (plot 5)
grain <0.010 42 87-89 Treatment: foliar application
straw 11 42 87-89
grain <0.010 49 89 Storage: wheat whole plant no roots 257
straw 1.1 49 89 days, wheat ears 227 days, wheat rest of

plant without roots 224 days, wheat grain
199 days, wheat straw 203 days
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Trial NoJ/ Date of Application rate per treat- Growth Residues ]
o 1.Sowing or plant- ment Dates of treat- | stage at (mg/kg) Growing
Location/ Commod- ing ment or no. of last Portion ana- PHI stage at Detail ial
EU zone/ ity/ Variety . treatments treat- lyzed (days) | sampling etails on tria
Vear 2.Flowering g ﬁ:-/ \?Illitae)r gas/hl | and lastdate | mentor 'z/éigag%%og)e (BBCH)
3. Harvest date
(@) (b) (© (d) (®)
Trial No: Wheat 1.15.10.2019 150 200 75 2 59 whole plant 25 0 59 BASF method L0076/09
L200225 (GC 0654)/ | 2.03.06.-10.06.2020 01.06.2020 no roots LOQ: 0.010 mg/kg
Location: 64-020 Arkadia | 3.04.08.2020 grain <0.010 49 89
Jasien, straw 0.086 49 89 2x BAS 758 00 F (EC) (plot 2)
Poland (N) grain <0.010 56 89 Treatment: foliar application
Year: 2020 straw 0.070 56 89
grain <0.010 64 89 Storage: wheat whole plant no roots 257
straw 0.033 64 89 days, wheat ears 227 days, wheat rest of
plant without roots 224 days, wheat grain
199 days, wheat straw 203 days
150 200 75 2 69 whole plant 3.1 0 69 BASF method L0076/09
10.06.2020 no roots LOQ: 0.010 mg/kg
grain <0.010 34 87
straw 29 34 87 2x BAS 560 00 F (SC) (plot 5)
grain <0.010 42 89 Treatment: foliar application
straw 3.8 42 89
grain <0.010 49 89 Storage: wheat whole plant no roots 257
straw 3.1 49 89 days, wheat ears 227 days, wheat rest of

plant without roots 224 days, wheat grain
199 days, wheat straw 203 days
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Trial NoJ/ Date of Application rate per treat- Growth Residues ]
o 1.Sowing or plant- ment Dates of treat- | stage at (mg/kg) Growing
Location/ Commod- ing ment or no. of last Portion ana- PHI stage at Detail ial
EU zone/ ity/ Variety . treatments treat- lyzed (days) | sampling etails on tria
Vear 2.Flowering g ﬁ:-/ \?Illitae)r gas/hl | and lastdate | mentor 'z/éi;ag%%og)e (BBCH)
3. Harvest date
(@) (b) (© (d) (®)
Trial No: Wheat 1.18.10.2019 150 200 75 2 59 whole plant 3.2 0 59 BASF method L0076/09
L200226 (GC 0654)/ |2.13.05.-20.05.2020 13.05.2020 no roots LOQ: 0.010 mg/kg
Location: 67170 Absalon | 3.06.07.2020 grain <0.010 48 87
Kriegsheim, straw 0.042 48 87 2x BAS 758 00 F (EC) (plot 2)
France (N) grain <0.010 55 89 Treatment: foliar application
Year: 2020 straw 0.039 55 89
grain <0.010 64 89 Storage: wheat whole plant no roots 257
straw 0.037 64 89 days, wheat ears 227 days, wheat rest of
plant without roots 224 days, wheat grain
199 days, wheat straw 203 days
150 200 75 2 69 whole plant 2.2 0 69 BASF method L0076/09
20.05.2020 no roots LOQ: 0.010 mg/kg
ears 0.060 34 83
rest of plant 0.85 34 83 2x BAS 560 00 F (SC) (plot 5)
without roots Treatment: foliar application
grain <0.010 41 87
straw 0.69 41 87 Storage: wheat whole plant no roots 257
grain <0.010 48 89 days, wheat ears 227 days, wheat rest of
straw 1.2 48 89 plant without roots 224 days, wheat grain

199 days, wheat straw 203 days

(@) According to CODEX Classification / Guide
(b) Only if relevant

(c) Year must be indicated
(d) Days after last application (Label pre-harvest interval, PHI, underline)
(¢) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included
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A224 Magnitude of residues in livestock

A224.1 Livestock feeding studies

No new studies are submitted or required.

A225 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation)

A2251 Distribution of the residue in peel/pulp

No new studies are submitted or required.

A2252 Processing studies on a core set of representative processes

No new studies are submitted or required.

A226 Magnitude of residues in representative succeeding crops

No new studies are submitted or required.

A227 Other/Special Studies (KCA 6.10, KCA 6.10.1)

No new studies are submitted or required.
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A23 Pyraclostrobin

In the following, only relevant data is reported being relevant for the uses of concern (cereals). Beyond that,
additional new studies (e.g. metabolism studies) were generated and submitted to RMS Germany in context
of the AIR3-process. Those studies and related summaries should therefore be available to all EU member
states and are in the meantime also included in the publicly available draft RAR. They are not presented in
this Appendix 2.

A23.1 Stability of residues
A2311 Stability of residues during storage of samples
A23111 Storage stability of residues in plant products

No further studies are submitted.

A2311.2 Storage stability of residues in animal products

No further studies are submitted.

A23.2 Nature of residues in plants, livestock and processed commaodities
A2321 Nature of residue in plants
A2321.1 Nature of residue in primary crops

No further studies are submitted.

A2321.2 Nature of residue in rotational crops

No further studies are submitted.
A2321.3 Nature of residues in processed commodities

No further studies are submitted.

A23.22 Nature of residues in livestock

No further studies are submitted.
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A 233 Magnitude of residues in plants

A2331 Wheat

Table A27:  Comparison of intended and critical EU GAPs

Type of GAP Number of ap- | Application rate Interval Growth stage at | PHI (days)
plications per treatment between last application
(precise unit) application
cGAP EU 2 0.250 kg as/ha 14 BBCH 49 - 69 35**
(EFSA, 2018a)
Intended cGAP (1%) 2 0.120 kg as/ha 14 BBCH 30 - 59 56

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

** general note regarding the intended PHI of 35 days: the time interval between the second application and harvest may vary
depending on geographical and weather conditions. As soon the last application is made at the latest BBCH stage foreseen in the
cGAP (BBCH 69), residue trials are considered valid even if the PHI of 35 days is not met.
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A23311 Study 1 — wheat — BAS DoclD 2021/2000402

Comments of zZRMS: The study has been accepted. (See also page 144).

The objective of the study was to determine the magnitude of residues of BAS
750 F (Mefentrifluconazole) and its triazole metabolites, BAS 500 F (Pyra-
clostrobin), its metabolite M500F007 and BAS 560 F (Metrafenone) in wheat
after treatment with either BAS 758 00 F, BAS 750 01 F, BAS 500 06 F or BAS
560 00 F. The selected application rates, frequency and spray interval cover the
Good Agriculture Practice (critical GAP), which will be defined by the label di-
rections.

During the 2020 growing season, 4 trials in wheat were conducted in different
representative growing areas in Northern Europe to determine the residue level
of BAS 750 F (Mefentrifluconazole), BAS 500 F (Pyraclostrobin) and BAS 560
F (Metrafenone) after application of either BAS75800F, BAS75001F,
BAS50006F or BAS56000F in or on RAC.

All trials consisted of five plots: plot 1 (control), plot 2 (treated with BAS 758 00
F), plot 3 (treated with BAS 750 01 F), plot 4 (treated with BAS 500 06 F) and
plot 5 (treated with BAS 560 00 F).

Plot 2: In all trials the first application was made 13-14 days before application
no. 2 (except of trial L200225: 19 days before application no. 2, see deviation).
The second application was performed at BBCH 59.

Plots 3 to 5: The first application was made at BBCH 49. The second applica-
tions were made at BBCH 69.

BAS 758 00 F (66.6 g BAS 750 F/L, 80.0 g BAS 500 F/L, 100.0 g BAS 560 F/L,
EC) was applied in all trials twice at a single rate of 1.5 L/ha formulated product,
equals to 0.10 kg a.i./ha of BAS 750 F, 0.12 kg a.i./ha of BAS 500 F and 0.15 kg
a.i./ha of BAS 560 F on plot 2 with a water volume of 200 L/ha.

BAS 750 01 F (100.0 g BAS 750 F/L, EC) was applied in all trials twice at &
single rate of 1.5 L/ha formulated product, equals to 0.15 kg a.i./ha of BAS 750
F on plot 3 with a water volume of 200 L/ha.

BAS 500 06 F (200.0 g BAS 500 F/L, EC) was applied in all trials twice at &
single rate of 1.25 L/ha formulated product, equals to 0.25 kg a.i./ha of BAS 500
F on plot 4 with a water volume of 200 L/ha.

BAS 560 00 F (300.0 g BAS 560 F/L, SC) was applied in all trials twice at &
single rate of 0.5 L/ha formulated product, equals to 0.15 kg a.i./ha of BAS 560
F on plot 5 with a water volume of 200 L/ha.

Plots 1 and 2: Wheat specimens were collected at BBCH 59 on plot 1 immedi-
ately before application no. 2 and directly after application no. 2 on plot 2 as
whole plant no roots.

At 48-50 DALA the specimens were sampled as grain and straw on plot 2.

At 55-57 DALA wheat specimens were collected as grain and straw on plots 1
and 2.

At 63-64 DALA specimens were sampled as grain and straw on plot 2.

Plots 1, 3, 4 and 5: Wheat specimens were collected at BBCH 69 on plot 1 im-|
mediately before application no. 2 and directly after application no. 2 on plots 3
to 5 as whole plant no roots. At 34-35 DALA the specimens were sampled as
ears and rest of plant without roots or as grain and straw on plot 1 and plots 3 to
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5. At 41-42 DALA wheat specimens were collected as grain and straw on plots
310 5. At 48-49 DALA specimens were sampled as grain and straw on plots 3 to
5.

All wheat specimens of plots 1 and 2 were analysed for BAS 750 F (Mefentriflu-
conazole), BAS 500 F (Pyraclostrobin) and its metabolite M500F007, BAS 560
F (Metrafenone) using the BASF Method L0076/09. The method has a limit off
quantitation of 0.010 mg/kg.

All wheat specimens of plot 3 were analysed for BAS 750 F (Mefentriflucona-
zole) using the BASF Method L0076/09. The method has a limit of quantitation
of 0.010 mg/kg.

All treated wheat specimens of plot 4 were analysed for BAS 500 F (Pyra-|
clostrobin) and its metabolite M500F007 using the BASF Method L0076/09. The
method has a limit of quantitation of 0.010 mg/kg.

All treated wheat specimens of plot 5 were analysed for BAS 560 F (Met-
rafenone) using the BASF Method L0076/09. The method has a limit of quanti-
tation of 0.010 mg/kg.

The results of the average procedural recoveries in wheat matrices at fortification
levels between 0.010 and 10 mg/kg were at 90.4 % for BAS 750 F, at 92.8 % for|
BAS 500 F, at 95.7 % for M500F007 and at 99.1 % for BAS 560 F. Results are
summarized in the tables below.

Table S-1: Procedural Recoveries for BAS 750 F (Mefentrifluconazole)
. Fortification LeveIBAS 7=0F
Matrix Mean  [SD RSD
[mg/kg] n
[%0] [£] [%6]
\Whole plant no roots 0.010, 0.10 and 10 87.7 13 15 9
Ears 0.010, 0.10 and 10 91.5 3.3 3.6 7
Wheat [Rest of plant without roots|0.010, 0.10 and 10 93.1 2.9 3.1 7
Grain 0.010,0.10and 1.0  [97.7 9.3 9.5 7
Straw 0.010, 0.10 and 10 85.5 4.6 5.4 11
Overall: 90.4 8.7 0.6 41

SD = standard deviation

RSD = coefficient of variation n = number of recoveries

Table S- 2:  Procedural Recoveries for BAS 500 F (Pyraclostrobin) and its
Metabolite M500F007
- BAS 500 F
Matrix Fortification Level . - -
[mg/kg] n
(%] [£] (%]
Whole plant no roots 0.010, 0.10 and 10 84.7 7.8 9.2 9
Ears 0.010, 0.10 and 10 97.5 4.8 4.9 7
Wheat |Rest of plant without roots| 0.010, 0.10 and 10 96.3 55 57 7
Grain 0.010, 0.10 and 1.0 96.8 3.5 3.6 7
Straw 0.010, 0.10 and 10 91.7 8.8 9.6 11
Overall;| 92.8 8.1 8.7 41
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e M500 | 007

Matrix Fortification Level Mean SD RSD n
[mg/kg] (%] 4] [%]

Whole plant no roots 0.010, 0.10 and 10 88.6 7.0 7.9 9
Ears 0.010, 0.10 and 10 101 6.2 6.1 7
Wheat |Rest of plant without roots| 0.010, 0.10 and 10 101 5.5 54 7
Grain 0.010, 0.10 and 1.0 97.1 4.6 4.8 7
Straw 0.010, 0.10 and 10 93.7 6.8 7.3 11
Overall:[ 95.7 7.7 8.0 41

SD = standard deviation RSD = coefficient of variation n = number of recoveries

Table S-3: Procedural Recoveries for BAS 560 F (Metrafenone)
BAS 560 F
Matrix Fortification Level Vet 5 .

molkal [% B | o |
Whole plant no roots 0.010, 0.10 and 10 90.8 9.4 10 9
Ears 0.010, 0.10 and 10 106 4.6 4.4 7
Wheat |Rest of plant without roots| 0.010, 0.10 and 10 103 4.7 4.6 7
Grain 0.010, 0.10 and 1.0 99.7 4.0 4.1 7
Straw 0.010, 0.10 and 10 98.4 4.9 4.9 11
Overall:[ 99.1 7.8 7.8 41

SD = standard deviation RSD = coefficient of variation n = number of recoveries

Further all wheat specimens of plot 1, 2 and 3 were analysed for 1,2,4-Triazole
(1,2,4-T), Triazole alanine (TA), Triazole acetic acid (TAA) and Triazole lactic
acid (TLA) using the adapted BASF method no. L0170/02. The method has a
limit of quantitation of 0.010 mg/kg

for each analyte.

The results of the average procedural recoveries in plant matrices

— at fortification levels between 0.010 and 1.0 mg/kg were 89.4 % for 1,2,4-
Triazole,

— at fortification levels between 0.010 and 1.0 mg/kg were 88.7 % for Triazole
alanine,

— at fortification levels between 0.010 and 1.0 mg/kg were 97.2 % for Triazole
acetic acid,

— at fortification levels between 0.010 and 1.0 mg/kg were 85.5 % for Triazole
lactic acid.

Results are summarized in the table below.

Table S-4: Procedural Recoveries for 1,2,4-Triazole (1,2,4-T), Triazole
alanine (TA), Triazole acetic acid (TAA) and Triazole lactic acid (TLA)

Recoveries Fortification Level | Mean SD RSD
of [mg/kg] %] | 8 | o]

Wheat | Whole plant no roots 0.010, 0.10 and 1.0 95.5 7.1 7.5 8

Matrix




BAS 758 00 F / Revyflex Plus
Part B — Section 7 - Core Assessment
ZRMS version

Page 269 /324

Ears 0.010, 0.10 and 1.0 92.9 7.8 8.4 10

Rest of plant without roots 1,2.4-Triazole 0.010, 0.10 and 1.0 90.7 8.7 9.6 10

Grain (1,2,4-T) | 0.010,0.10and 1.0 | 883 | 13 15 8

Straw 0.010, 0.10 and 1.0 78.6 6.2 7.8 8

Overall:| 89.4 10 11 44

Whole plant no roots 0.010, 0.10 and 1.0 93.9 8.2 8.8 8

Ears ) 0.010, 0.10 and 1.0 93.2 55 5.9 10

Triazole

Wheat |Rest of plant without roots alanine 0.010, 0.10 and 1.0 91.6 4.0 4.3 10

Grain (2 0.010, 0.10 and 1.0 87.1 11 13 8

Straw 0.010, 0.10 and 1.0 75.5 3.9 5.1 8

Overall:| 88.7 9.3 11 44

Whole plant no roots 0.010, 0.10 and 1.0 99.4 7.3 7.4 8

Ears 0.010, 0.10 and 1.0 98.3 10 10 10

Wheat |Rest of plant without roots Trlaz_ole acetic 0.010, 0.10 and 1.0 98.4 4.6 4.7 10
acid (TAA)

Grain 0.010, 0.10 and 1.0 94.6 5.2 5.5 8

Straw 0.010, 0.10 and 1.0 94.7 9.7 10 8

Overall:| 97.2 7.6 7.9 44

Whole plant no roots 0.010, 0.10 and 1.0 96.3 12 13 8

Ears 0.010, 0.10 and 1.0 85.5 8.7 10 10

Wheat |Rest of plant without roots| Thazole lactic 4 515 919 and1.0 | 8.0 | 86 | 97 | 10
acid (TLA)

Grain 0.010, 0.10 and 1.0 83.2 8.9 11 8

Straw 0.010, 0.10 and 1.0 77.7 6.2 8.0 8

Overall:| 85.5 10 12 44

SD = standard deviation RSD = coefficient of variation

n = number of recoveries
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Table S-5: Summary of Residues of BAS 750 F (Mefentrifluconazole) in Wheat
Timing
Sampl. Portion Growth n Range of Residues {(mg/kg)
No. analyzed DALA stage
{BBCH) BAS 750 F
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 99 4 15-25
Grain 4 <0.010
2 48-50 | 87-89
Straw 4 0.75-21
Grain 4 <0.010
3 55-57 | 87-89
Straw 4 0.77-21
Grain 4 <0.010
4 63 - 64 89
Siraw 4 098-13
Piot 3: treated with BAS 750 01 F (2x 1.5 L/ha)
1 Whole plant no roots 0 69 4 22-35
Ears 1 0.35
: 34 83
o Rest of plant without roots 1 31
Grain 3 <0.010
34-35 | 85-89
Straw 3 36-53
Grain 4 <0.010 -0.012
3 41-42 | 87-89
Straw 4 27-78
Grain 4 <0.010 - 0.011
4 48 - 49 89
Straw 4 38-56

DALA = days after last application
General: The limit of quanfification (LOQ) is 0.010 mg/kg for BAS 750 F.

n = Number of specimens

Residues of BAS 750 F (Mefentrifluconazole)

Plot 2: The residues of BAS 750 F analyzed in wheat whole plant no roots speci-
mens sampled immediately after the last application (59 BBCH) ranged from 1.5 to
2.5 mg/kg.

In grain specimens collected at 48-50 DALA (87-89 BBCH), 55-57 DALA (87-89
BBCH) and 63-64 DALA (89 BBCH) no residues of BAS 750 F were found at or
above the LOQ (0.010 mg/kg).

In straw specimens sampled at 48-50 DALA (87-89 BBCH) residues of BAS 750 F
were analyzed between 0.75 and 2.1 mg/kg. At 55-57 DALA (87-89 BBCH) and 63-
64 DALA (89 BBCH) residues of BAS 750 F were in a range from 0.77 to 2.1 mg/kg
and from 0.98 to 1.3 mg/kg, respectively.

Plot 3: The residues of BAS 750 F analyzed in wheat whole plant no roots speci-
mens sampled

immediately after the last application (69 BBCH) ranged from 2.2 to 3.5 mg/kg.

In ears specimens collected at 34 DALA (83 BBCH) a residue of BAS 750 F was
found at 0.35 mg/kg. Rest of plant without roots specimens taken at the same sam-
pling event showed a residue of BAS 750 F of 3.1 mg/kg.

In grain specimens sampled at 34-35 DALA (85-89 BBCH) no residues of BAS 750
F were found at or above the LOQ (0.010 mg/kg). At 41-42 DALA (87-89 BBCH)
and 48-49 DALA (89 BBCH) residues were analyzed from < 0.010 to 0.012 mg/kg
and from < 0.010 to 0.011 mg/kg, respectively.

In straw specimens sampled at 34-35 DALA (85-89 BBCH) residues of BAS 750 F
ranged from 3.6 to 5.3 mg/kg. At 41-42 DALA (87-89 BBCH) and 48-49 DALA (89
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BBCH) residues were analyzed from 2.7 to 7.8 mg/kg and from 3.8 to 5.6 mg/kg,
respectively.

In the untreated control specimens, no residues of BAS 750 F were detected at or
above the limit of quantitation (LOQ, 0.010 mg/kg).

Bridging showed, that the new formulation BAS 758 00 F does not lead to higher
residues than the respective solo formulation BAS 750 01 F.

Table S-6: Summary of Residues of BAS 500 F (Pyraclostrobin) and its
Metabolite M500F007 in Wheat

Aremnf Growth Range of Residues [mg/kg]
Sampl. : Timing
No. Portion analyzed Stage | n BAS 500 F | EXPressed as p |rent equivalents
DALA |(BBCH) M500F007 ¥ Sum 2
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 1.7-33 0.029 - 0.085 1.7-33
Grain 4 <0.010 <0.011 <0.021
2 48 -50 | 87-89
Straw 4 0.35-1.2 0.16 - 0.49 0.50 - 1.7
Grain 4 <0.010 <0.011 <0.021
3 55-57 | 87-89
Straw 4 0.34-11 0.19-0.48 0.53-1.6
Grain 4 <0.010 <0.011 <0.021
4 63 - 64 89
Straw 4 0.40 - 0.58 0.22 - 0.32 0.62 - 0.89
Plot 4: treated with BAS 500 06 F (2x 1.25 L/ha)
1 Whole plant no roots 0 69 4 25-5.3 0.11-0.36 2.6-5.6
Ears 1 0.20 0.12 0.32
- 34 83
) Rest of plant without roots 1 0.77 0.47 1.2
Grain 3 [<0.010-0.014 <0.011 <0.021 - 0.025
34-35 [ 85-89
Straw 3 1.7-33 0.82-13 2.6-4.6
Grain 4 [<0.010-0.016 <0.011 <0.021 - 0.027
3 41-42 | 87-89
Straw 4 0.81-4.6 0.51-2.0 1.3-6.6
Grain 4 1<0.010-0.022 <0.011 <0.021 - 0.033
4 48 - 49 89
Straw 4 0.98 - 4.5 0.64 - 1.7 1.6-6.2
DALA = days after last application n = Number of specimens

General: The limit of quantification (LOQ) is 0.010 mg/kg for BAS 500 F and 0.011 mg/kg
for M500F007 (expressed as parent equivalent).
1) Conversion factor for calculation of M500F007 to parent BAS 500 F is 1.084
2) ]‘((j)r residues of BAS 500 F < 0.010 mg/kg, value was set to 0.010 mg/kg for calculation of sum and for
residues
of M500F007, expressed as parent equivalent < 0.011 mg/kg, value was set to 0.011 mg/kg for
calculation of sum; if both values are below LOQ the sum is <0.021 mg/kg

Residues of BAS 500 F (Pyraclostrobin)

Plot 2: The residues of BAS 500 F analyzed in wheat whole plant no roots
specimens sampled

immediately after the last application (59 BBCH) ranged from 1.7 to 3.3 mg/kg.

In grain specimens collected at 48-50 DALA (87-89 BBCH), 55-57 DALA (87-89
BBCH) and 63-64 DALA (89 BBCH) no residues of BAS 500 F were found at
or above the LOQ

(0.010 mg/kg).
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In straw specimens sampled at 48-50 DALA (87-89 BBCH) residues of BAS
500 F were analyzed between 0.35 and 1.2 mg/kg. At 55-57 DALA (87-89 BBCH)
and 63-64 DALA (89 BBCH) residues of BAS 500 F were in a range from 0.34
to 1.1 mg/kg and from 0.40 to

0.58 mg/kg, respectively.

Plot 4: The residues of BAS 500 F analyzed in wheat whole plant no roots specimens
sampled immediately after the last application (69 BBCH) ranged from 2.5 to 5.3
mg/kg.

In ears specimens collected at 34 DALA (83 BBCH) a residue of BAS 500 F was
found at 0.20 mg/kg. Rest of plant without roots specimens taken at the same
sampling event showed a residue of BAS 500 F of 0.77 mg/kg.

In grain specimens sampled at 34-35 DALA (85-89 BBCH) residues of BAS 500 F
were found between < 0.010 and 0.014 mg/kg. At 41-42 DALA (87-89 BBCH) and
48-49 DALA (89 BBCH) residues were analyzed from < 0.010 to 0.016 mg/kg and
from < 0.010 to 0.022 mg/kg, respectively.

In straw specimens sampled at 34-35 DALA (85-89 BBCH) residues of BAS 500 F
ranged from 1.7 to 3.3 mg/kg. At 41-42 DALA (87-89 BBCH) and 48-49 DALA (89
BBCH) residues were analyzed from 0.81 to 4.6 mg/kg and from 0.98 to 4.5
mg/kg, respectively.

Plot 2: The residues of M500F007 (expressed as parent equivalent) analyzed
in wheat whole plant no roots specimens sampled immediately after the last
application (59 BBCH)

ranged from 0.029 to 0.085 mg/kg.

In grain specimens collected at 48-50 DALA (87-89 BBCH), 55-57 DALA (87-89
BBCH) and 63-64 DALA (89 BBCH) no residues of M500F007 were found at
or above the LOQ

(0.011 mg/kg).

In straw specimens sampled at 48-50 DALA (87-89 BBCH) residues of
M500F007 were analyzed between 0.16 and 0.49 mg/kg. At 55-57 DALA (87-89
BBCH) and 63-64 DALA (89 BBCH) residues of M500F007 were in a range from
0.19 to 0.48 mg/kg and from 0.22 to

0.32 mg/kg, respectively.

Plot 4: The residues of M500F007 (expressed as parent equivalent) analyzed
in wheat whole plant no roots specimens sampled immediately after the last
application (69 BBCH)

ranged from 0.11 to 0.36 mg/kg.

In ears specimens collected at 34 DALA (83 BBCH) a residue of M500F007 was
found at 0.12 mg/kg. Rest of plant without roots specimens taken at the same
sampling event showed

a residue of M500F007 of 0.47 mg/kg.

In grain specimens sampled at 34-35 DALA (85-89 BBCH), 41-42 DALA (87-89
BBCH) and 48-49 DALA (89 BBCH) no residues of M500F007 were found at

or above the LOQ
(0.011 mg/kg).

In straw specimens sampled at 34-35 DALA (85-89 BBCH) residues of M500F007
ranged from 0.82 to 1.3 mg/kg. At 41-42 DALA (87-89 BBCH) and 48-49 DALA (89
BBCH) residues were

analyzed from 0.51 to 2.0 mg/kg and from 0.64 to 1.7 mg/kg, respectively.

No residues of BAS 500 F and its metabolite M500F007 were detected at or
above the LOQ in any of the untreated control samples.
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Bridging showed, that the new formulation BAS 758 00 F does not lead to higher
residues than the respective solo formulation BAS 500 06 F

Table S-7: Summary of Residues of BAS 560 F (Metrafenone) in Wheat

Timing -
SamplL Portion Crowth . Range of Residues {mg/kg}
No. analyzed DALA stage
(BBCH) BAS 560 F
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 99 4 17-32
Grain 4 <0.010
2 48-50 | 87-89
Straw 4 0.033 - 0.086
Grain 4 <0.010
3 95-57 | 87-89
Straw 4 0.034 - 0070
Grain 4 <0.010
4 63 - 64 89
Straw 4 0.026 - 0.040
Plot 5: treated with BAS 560 00 F (2x 0.5 L/ha)
1 Whole plant no roots 0 69 4 21-31
Ears 1 0.060
- 34 83
5 Rest of plant without roots 1 085
Grain 3 <0.010
34-35 | 85-89
Straw 3 0.78-29
Grain 4 <0.010
3 41-42 | 87-89
Straw 4 069-38
Grain 4 <0.010
4 48 - 49 89
Straw 4 11-31
DALA = days after last application n = Number of specimens

General: The limit of quantification (LOQ) is 0.010 mg/kg for BAS 560 F.

Residues of BAS 560 F (Metrafenone)

Plot 2: The residues of BAS 560 F analyzed in wheat whole plant no roots speci-
mens sampled

immediately after the last application (59 BBCH) ranged from 1.7 to 3.2 mg/kg.

In grain specimens collected at 48-50 DALA (87-89 BBCH), 55-57 DALA (87-89
BBCH) and 63-64 DALA (89 BBCH) no residues of BAS 560 F were found at or
above the LOQ (0.010 mg/kg).

In straw specimens sampled at 48-50 DALA (87-89 BBCH) residues of BAS 560 F
were analyzed between 0.033 and 0.086 mg/kg. At 55-57 DALA (87-89 BBCH)
and 63-64 DALA (89 BBCH) residues of BAS 560 F were in a range from 0.034 to
0.070 mg/kg and from 0.026 to 0.040 mg/kg, respectively.

Plot 5: The residues of BAS 560 F analyzed in wheat whole plant no roots speci-
mens sampled immediately after the last application (69 BBCH) ranged from 2.1
to 3.1 mg/kg.

In ears specimens collected at 34 DALA (83 BBCH) a residue of BAS 560 F was
found at 0.060 mg/kg. Rest of plant without roots specimens taken at the same
sampling event showed a residue of BAS 560 F of 0.85 mg/kg.

In grain specimens sampled at 34-35 DALA (85-89 BBCH), 41-42 DALA (87-89
BBCH) and 48-49DALA (89BBCH) no residues of BAS560F were found at or above
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the LOQ (0.010 mg/kg).
In straw specimens sampled at 34-35 DALA (85-89 BBCH) residues of BAS 560 F
ranged from 0.78 to 2.9 mg/kg. At 41-42 DALA (87-89 BBCH) and 48-49 DALA

(89 BBCH) residues were analyzed from 0.69 to 3.8 mg/kg and from 1.1 to 3.1

mg/kg, respectively.
In the untreated control specimens, no residues of BAS 560 F were detected at or
above the limit of quantitation (LOQ, 0.010 mg/kg).
Bridging showed, that the new formulation BAS 758 00 F does not lead to higher
residues than the respective solo formulation BAS 560 00 F.

Table S-8: Summary of residues in the untreated Wheat Specimens for 1,2,4-
Triazole (1,2,4-T), Triazole alanine (TA), Triazole acetic acid
(TAA) and Triazole lactic acid (TLA)
i Timin . .
St OTHeln iming . Range of Triazole residues and related analytes
. analyzed DALA [mg/kg]
No. Growth
Stage ) ) )
1,2,4- Triazole Triazole Triazole
(BBCH) Triazole alanine aceticacid | lactic acid
(1,2,4-T) (TA) (TAA) (TLA)
Plot 1 - untreated (in regard to plot 2)
1 Whole plant no roots | 0 DBLA 59 4 <0.010 (<0.010-0.040|< 0.010 - 0.058 (< 0.010 - 0.045
Grain 4 <0.010 0.045-0.14 | 0.021-0.14 <0.010
3 55-57 | 87-89
Straw 4 <0.010 [<0.010-0.010( < 0.010 - 0.11 |< 0.010 — 0.041
Plot 1 — untreated (in regard to plot 3)
1 Whole plant noroots [0DBLA | 69 4 <0.010 ([<0.010-0.042|< 0.010 - 0.057|< 0.010 - 0.034
Ears 1 <0.010 0.075 0.038 <0.010
2 : 34 83
Rest of plant without roots 1 <0.010 <0.010 0.016 0.023
Grain 3 <0.010 0.038-0.13 | 0.019-0.11 <0.010
2 34-35 | 85-89
Straw 3 <0.010 |[<0.010-0.017|<0.010-0.098|< 0.010 - 0.040
DALA = days after last application n = Number of specimens DBLA = days before last application.
In regard to plot 2 or plot 3.
Table S-9: Summary of residues in the treated Wheat Specimens for 1,2,4-
Triazole (1,2,4-T), Triazole alanine (TA), Triazole acetic acid (TAA) and Triazole
lactic acid (TLA)
Timing
) Range of Triazole residues and related analytes
Sampl. Portion Growth [mg/kg]
No. analyzed Stage | " :
DALA 1,2,4- Triazole Triazole Triazole
(BBCH) Triazole alanine acetic acid lactic acid
(1,2,4-T) (TA) (TAA) (TLA)
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 | <0.010 | 0.010-0.034 |<0.010-0.042|<0.010 - 0.029
Grain 4 | <0.010 0.10-0.17 0.035-0.10 <0.010
2 49-50 | 85-89
Straw 4 | <0.010 |<0.010-0.011 |<0.010-0.077 | 0.010 - 0.050
3 Grain 56-57 | 87-89 | 4 | <0.010 0.10-0.19 0.038 - 0.10 <0.010
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Straw 4 <0.010 <0.010 0.012 - 0.078 | 0.010 - 0.064
Grain 4 <0.010 0.086 - 0.16 0.036 - 0.097 <0.010
4 63-64 89
Straw 4 <0.010 <0.010 < 0.010 - 0.078 [ < 0.010 - 0.042
Plot 3: treated with BAS 750 01 F (2x 1.5 L/ha)
1 Whole plant no roots 0 69 4 <0.010 | 0.014-0.056 |<0.010-0.047|<0.010-0.029
Ears 7 - 1 <0.010 0.15 0.055 <0.010
Rest of plant without roots 1 | <0.010 <0.010 0.019 0.044
2
Grain 3 <0.010 0.15-0.21 0.041-0.14 <0.010
34-35 | 85-89
Straw 3 <0.010 |<0.010-0.013| <0.010-0.10 | 0.014 - 0.068
Grain 4 <0.010 0.16 - 0.22 0.040 - 0.10 <0.010
3 41-42 | 87-89
Straw 4 <0.010 |<0.010-0.015| 0.016-0.076 | 0.016 - 0.048
Grain 4 <0.010 0.15-0.22 0.041-0.14 <0.010
4 48-49 | 89
Straw 4 <0.010 |<0.010-0.016| 0.014-0.10 | 0.010-0.066
DALA = days after last application n = Number of specimens
For all analytical methods concurrent procedural recoveries, performed with fortified untreated specimens
at levels covering the working range from LOQ to 10xLOQ, were analysed together with the field speci-
mens. Furthermore, due to high residue found, additional fortifications were performed to cover the highest
residue. Overall and average recoveries were all in the range of 70 — 110 % and relative standard deviations
(RSD) were < 20 %.

Reference:
Report

Guideline(s):

Deviations:

GLP:

Acceptability:

CA6.3.11

Study on the residue behaviour of BAS 750 F (Mefentrifluconazole), BAS
500 F (Pyraclostrobin) and BAS 560 F (Metrafenone) in wheat after applica-
tion of either BAS 758 00 F, BAS 750 01 F, BAS 500 06 F or BAS 560 00 F
under field conditions in Northern Europe, 2020

Erdmann, H. P., 2021

Report No 876499, AC/BASF/20/03

BASF DoclID 2021/2000402

Authority registration No

EEC 7029/V1/95 rev. 5 (July 22 1997)
OECD 509 Crop Field Trial (2009)

SANCO 7525/V1/95 - rev.10.3, 13 June 2017

No

yes

(certified by Land Brandenburg Ministerium der Justiz und fuer Europa und
fuer Verbraucherschutz, Potsdam, Germany)

Yes
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Table A 28: Application and sampling details for trials conducted in 2020
. . Application Target Timing
Region NO';II;U'_ F’;I:))t i%pcl)f FI? Method Test Item Slfl;(;ttg/r?ce Rate Water vol. Apol Sampl.
' ' (kgas/ha) | (L/ha) PPl (DALA)!
Mefentrifluconazole 0.10 1%t application: 13-| 0 DALA (whole
14 days before ap- plant no roots)
2 2 F foliar BAS 758 00 F Pyraclostrobin 0.12 200 plication no. 2* | 48-50, 55-57, 63-64
(EC)
2" application DALA (grain and
Metrafenone 0.15 BBCH 59 straw)
0 DALA (whole
plant no roots)
34-35 DALA (ears
1tapplication | and rest of plant w/o
3 2 F foliar BAS 75001 F Mefentrifluconazole 0.15 200 ndBBCH 49 roots, grain and
(EC) 2" application straw)
BBCH 69 41-42 DALA (grain
and straw)
Northern Eu- 4 48-49 DALA (grain
rope and straw)
0 DALA (whole
plant no roots)
34-35 DALA (ears
1stapplication | and rest of plant w/o
. BAS 500 06 F . BBCH 49 roots, grain and
4 2 F foliar (EC) Pyraclostrobin 0.25 200 27 gpplication straw)
BBCH 69 41-42 DALA (grain
and straw)
48-49 DALA (grain
and straw)
1t application Oplzﬁtl_rﬁ) (r\(/)vgtzl)e
5 2 F foliar BAS 56000 F Metrafenone 0.15 200 dBBCH 49 34-35 DALA (ears
(SC) 2" application and rest of plant w/o
BBCH 69 roots, grain and
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straw)
41-42 DALA (grain
and straw)
48-49 DALA (grain
and straw)
1) days after last application, 2) Field, Glasshouse or Indoor
*except of trial L200225: 19 days before application no. 2, see deviation
Table A 29: Summary of recoveries of BAS 500 F in wheat matrices
Matrix Fortification level BASS00F
[mg/kg] n Mean SD RSD
[%0] [£] [%0]
Whole plant no roots 0.010, 0.10 and 10 9 84.7 7.8 9.2
Ears 0.010, 0.10 and 10 7 97.5 4.8 4.9
Wheat Rest of plant without roots 0.010, 0.10 and 10 7 96.3 5.5 5.7
Grain 0.010,0.10 and 1.0 7 96.8 35 3.6
Straw 0.010, 0.10 and 10 11 91.7 8.8 9.6
Overall 41 92.8 8.1 8.7

SD = standard deviation, RSD = coefficient of variation, n = number of recoveries
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Table A 30: Summary of recoveries of M500F007 in wheat matrices
Matrix Fortification level MS00F007

[mg/kg] n Mean SD RSD

[%0] [£] [%0]

Whole plant no roots 0.010, 0.10 and 10 9 88.6 7.0 7.9

Ears 0.010, 0.10 and 10 7 101 6.2 6.1

Wheat Rest of plant without roots 0.010, 0.10 and 10 7 101 5.5 5.4

Grain 0.010,0.10 and 1.0 7 97.1 4.6 4.8

Straw 0.010, 0.10 and 10 11 93.7 6.8 7.3

Overall 41 95.7 7.7 8.0

SD = standard deviation, RSD = coefficient of variation, n = number of recoveries
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Table A 31: Summary of residues of BAS 500 F and M500F007 on wheat in Northern Europe 2020 (treated)
Trial No./ Date of Application rate per treat- | Dates of Growth Residues (mg/kg) PHI Details on trial
) 1.Sowing or ment treatment stage at (days)
Location/ Commodity/ lanti or no. of :
- planting last treat- |  Portion analyzed
EU zone/ Variety . treatments
2.Flowering | kga.s./| Water kg dlast | mentor BAS 500 n 2
Year h h hi and las date E M500F007 sum
3. Harvest a (/ha) | as. date*
(@) (b) (©) (d) (e)
2021/2000402 Wheat 1.21.102019| 0.12 200 0.06 | Plot2 59 whole plant no roots 1.9 0.080 1.9 0 2021/2000402
1200223 GC 0654 2. 02.06- 18.05.2020 grain <0.010| <0.011 <0.021| 49
16833 Lentzke / Linus 16.06.2020 straw 0.94 0.41 1.3 49 Plot 2: BAS 758 00 F
Brandenburg 3.20.07- 01.06.2020 grain <0.010| <0.011 <0.021| 56 EC
Germany 03.08.2020 straw 051 0.28 0.78 56 Mefentrifluconazole 66.6 g/L
EU-North grain <0.010 <0.011 <0.021 63 Pyrac'ostrobin 80.0 g/L
2020 straw 0.51 0.23 0.74 63
Plot 4: BAS 500 06 F
EC
025 200 0125/ Plot4 69 | whole plant no roots 25 0.11 26 0 Pyraclostrobin 200 g/L
25.05.2020 grain 0.014| <0.011 0.025| 35
straw 1.7 0.89 2.6 35
16.06.2020 grain 0016| <0011 0027| 41 Bﬁz?"g/eég"d
straw 2.4 11 35 41 !
grain 0022 <0.011 0033 48 for Pyraclostrobin and M500F007
straw 23 11 34 48 | L0Q: 0.010 mg/kg for BAS 500 F
2021/2000402 Wheat 1.2511.2019| 012| 200 006 | Plot2 59 whole plant no roots 17 0.029 17 0 ngﬁt%'ol}iiggr{fg for M500F007 as
1200224 GC 0654 2. 02.06- 18.05.2020 grain <0.010| <0.011 <0.021| 50 P g
6599 AV Ven- / Bennington | 12.06.2020 straw 0.55 0.21 0.76 50 -
Zelderheide 3.31.07- 31.05.2020 grain <0010| <0011 <0021| 57 commsot(ci)il;?g:igzi fdoar 2"([, "
Limburg 03.08.2020 straw 0.70 0.29 0.99 57 elostrobin and MSO%)]FOO}?,)
The Netherlands grain <0.010 <0.011 <0.021 64
EUZ'(;\Iz%rth straw 0.58 0.24 0.82 64 None of the untreated samples ex-
amined had any residue of BAS 500
0.25 200 0.125| Plot4 69 whole plant no roots 4.0 0.19 42 0 F (Pyraclostrobin) exceeding the re-
20.05.2020 grain <0.010| <0.011 <0.021| 35 spective LOQ (0.010 mg/kg).
straw 2.0 0.82 2.8 35
12.06.2020 grain <0.010 <0.011 <0.021 42 None of the untreated samples ex-
straw 23 0.92 32 42 amined had any residue of
grain <0.010 <0.011 <0.021 49 MB500F007 exceeding the respective
straw 28 1.1 3.9 49 LOQ (0.011 mg/kg, expressed as
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Trial No./ Date of Application rate per treat- | - Dates of Growth Residues (mg/kg) PHI Details on trial
) 1.Sowing or ment treatment stage at (days)
Location/ Commodity/ lanti or no. of .
- planting last treat- |  Portion analyzed
EU zone/ Variety . treatments
2.Flowering | kga.s./| Water kg d last ment or BAS 500 1 2
Year h h h ana las date F M500F007 sum
3. Harvest a (Ifha) | as. date*
(@) (b) (© (d) ()
2021/2000402 Wheat 1.15.10.2019 0.12 200 0.06 | Plot2 59 whole plant no roots 23 0.085 2.3 0 parent equivalent).
L200225 GC 0654 2.03.06- 13.05.2020 grain <0.010 <0.011 <0.021 49
64-020 Jasien / Arkadia 10.06.2020 straw 1.2 0.49 17 49
Wielkopolska 3.04.08.2020 01.06.2020 grain <0.010 <0.011 <0.021 56
Poland straw 11 0.48 16 56
EU-North grain <0.010 <0.011 <0.021 64
2020 straw 0.57 0.32 0.89 64
0.25 200 0.125 | Plot4 69 whole plant no roots 5.3 0.31 5.6 0
26.05.2020 grain <0.010 <0.011 <0.021 34
straw 33 13 4.6 34
10.06.2020 grain <0.010 <0.011 <0.021 42
straw 4.6 2.0 6.6 42
grain <0.010 <0.011 <0.021 49
straw 45 1.7 6.2 49
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Trial No./ Date of Application rate per treat- | = Dates of Growth Residues (mg/kg) PHI Details on trial
) 1.Sowing or ment treatment stage at (days)
Location/ | Commodity/ |~ pianting orno.of | >89 .
. ast treat-| Portion analyzed
EU zone/ Variety . treatments
2.Flowering | kga.s./| Water kg and last ment or BAS 500 1 2
Year ha | (/ha) | as/hl date Fo | MS00FO077  sum
3. Harvest " date*
(@) (b) (© (d) ()
2021/2000402 Wheat 1.18.10.2019 0.12 200 0.06 Plot 2 59 whole plant no roots 3.3 0.064 3.3 0
L200226 GC 0654 2.13.05- 30.04.2020 grain <0.010 <0.011 <0.021 48
67170 Kriegs- / Absalon 20.05.2020 straw 0.35 0.16 0.50 48
heim 3.06.07.2020 13.05.2020 grain <0.010 <0.011 <0.021 55
Grand Est straw 0.34 0.19 0.53 55
France grain <0.010 <0.011 <0.021 64
EU-North straw 0.40 0.22 0.62 64
2020
0.25 200 0.125 | Plot4 69 whole plant no roots 5.1 0.36 5.4 0
05.05.2020 ears 0.20 0.12 0.32 34
rest of plant w/o 0.77 0.47 1.2 34
20.05.2020 grain <0.010 <0.011 <0.021 41
straw 0.81 0.51 13 41
grain <0.010 <0.011 <0.021 48
straw 0.98 0.64 1.6 48

(@  According to CODEX Classification / Guide

(b)  Only if relevant

(c)  Year must be indicated

(d) Days after last application (Label pre-harvest interval, PHI, underline)

(e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included

1) Conversion factor for calculation of M500F007 to parent BAS 500 F is 1.084

2) for residues of BAS 500 F < 0.010 mg/kg, value was set to 0.010 mg/kg for calculation of sum and for residues of M500F007, expressed as parent equivalent < 0.011 mg/kg, value was set to 0.011 mg/kg for calculation of
sum; if both values are below LOQ the sum is <0.021 mg/kg

* Plot 2 was treated with formulation BAS 758 00 F and plot 4 was treated with formulation BAS 500 06 F

In the untreated control specimens, no residues of BAS 500 F were detected at or above the limit of quantitation (LOQ, 0.010 mg/kg).

In the untreated control specimens, no residues of M500F007 were detected at or above the limit of quantitation (LOQ, 0.011 mg/kg, expressed as parent equivalent).
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A233.2 Barley
Table A 32: Comparison of intended and critical EU GAPs
Type of GAP Number of ap- | Application rate Interval be- | Growth stage at | PHI (days)
plications per treatment | tween applica- | last application
(precise unit) tion
CGAP EU 2 0.250 kg as/ha 14 BBCH 49 - 69 35**
(EFSA, 2018a)
Intended cGAP (2%) 2 0.120 kg as/ha 14 BBCH 30 - 59 56

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

** general note regarding the intended PHI of 35 days: the time interval between the second application and harvest may vary
depending on geographical and weather conditions. As soon the last application is made at the latest BBCH stage foreseen in the
cGAP (BBCH 69), residue trials are considered valid even if the PHI of 35 days is not met.

A23321

Study 2 — barley — BAS DoclD 2021/2000401

Comments of zZRMS:

The study has been accepted (see also page 161)
The objective of the study was to determine the magnitude of residues of
BAS 750 F (Mefentrifluconazole) and its triazole metabolites, BAS 500 F
(Pyraclostrobin), its metabolite M500F007 and BAS 560 F (Metrafenone) in
barley after treatment with either BAS 758 00 F, BAS 750 01 F, BAS 500 06
F or BAS 560 00 F. The selected application rates, frequency and spray in-
terval cover the Good Agriculture Practice (critical GAP), which will be de-
fined by the label directions.

During the 2020 growing season, 4 trials in barley were conducted in differ-
ent representative growing areas in Northern Europe to determine the resi-
due level of BAS750F (Mefentrifluconazole), BAS 500 F (Pyraclostrobin)
and BAS 560 F (Metrafenone) after application of either BAS75800F,
BAS75001F, BAS50006F or BAS56000F in or on Raw Agricultural Com-
modities (RAC).

All trials consisted of five plots: plot 1 (control), plot 2 (treated with BAS 758
00 F), plot 3 (treated with BAS 750 01 F), plot 4 (treated with BAS 500 06
F) and plot 5 (treated with BAS 560 00 F).

BAS 758 00 F (66.6 g BAS 750 F/L, 80.0 g BAS 500 F/L, 100.0 g BAS 560
F/L, EC) was applied in all trials twice at a single rate of 1.5 L/ha formulated
product, equals to 0.10 kg a.i./ha of BAS 750 F, 0.12 kg a.i./ha of BAS 500
F and 0.15 kg a.i./ha of BAS 560 F on plot 2 with a water volume of 200
L/ha.

BAS 750 01 F (100.0 g BAS 750 F/L, EC) was applied in all trials twice at a
single rate of 1.5 L/ha formulated product, equals to 0.15 kg a.i./ha of BAS
750 F on plot 3 with a water volume of 200 L/ha.

BAS 500 06 F (200.0 g BAS 500 F/L, EC) was applied in all trials twice at a
single rate of 1.25 L/ha formulated product, equals to 0.25 kg a.i./ha of BAS
500 F on plot 4 with a water volume of 200 L/ha.

BAS 560 00 F (300.0 g BAS 560 F/L, SC) was applied in all trials twice at a
single rate of 0.5 L/ha formulated product, equals to 0.15 kg a.i./ha of BAS
560 F on plot 5 with a water volume of 200 L/ha.
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Plot 2: In all trials the first application was made 13-15 days before applica-
tion no. 2 (except of trial L200230: 11 days before application no. 2, see
deviation). The second application was performed at BBCH 59.

Plot 3 to 5: The first application was made at BBCH 49. The second appli-
cation was made at BBCH 69.

Plot 1 and 2: Barley specimens were collected at BBCH 59 on plot 1 imme-
diately before application no. 2 and directly after application no. 2 on plot 2
as whole plant no roots.

At 48-49 DALA the specimens were sampled as grain and straw on plot 2.
At 55-56 DALA barley specimens were collected as grain and straw on plot
1and 2.

At 62-63 specimens were sampled as grain and straw on plot 2 (except of
trial L200230: sampling no. 4 could not be performed, see deviation).

Plot 1, 3, 4 and 5: Barley specimens were collected at BBCH 69 on plot 1
immediately before application no. 2 and directly after application no. 2 on
plot 3 to 5 as whole plant no roots.

At 27-28 DALA specimens were collected as ears and rest of plant without
roots or as grain and straw on plot 3 to 5.

At 34-35 DALA the specimens were sampled as grain and straw on plot 1
and 3 to 5. At 41-43 DALA barley specimens were collected as grain and
straw on plot 3 to 5.

All barley specimens of plot 1 and 2 were analysed for BAS 750 F (Mefen-
trifluconazole), BAS 500 F (Pyraclostrobin) and its metabolite M500F007,
BAS 560 F (Metrafenone) using the BASF Method LO076/09. The method
has a limit of quantitation of 0.010 mg/kg.

All barley specimens of plot 3 were analysed for BAS 750 F (Mefentriflucon-
azole) using the BASF Method L0O076/09. The method has a limit of quanti-
tation of 0.010 mg/kg.

All treated barley specimens of plot 4 were analysed for BAS 500 F (Pyra-
clostrobin) and its metabolite M500F007 using the BASF Method LO076/09.
The method has a limit of quantitation of 0.010 mg/kg.

All treated barley specimens of plot 5 were analysed for BAS 560 F (Met-
rafenone) using the BASF Method L0076/09. The method has a limit of
guantitation of 0.010 mg/kg.

The results of the average procedural recoveries in barley matrices at fortifi-
cation levels between 0.010 and 10 mg/kg were at 78.7 % for BAS 750 F, at
83.3 % for BAS 500 F, at 83.7 % for M500F007 and at 88.8 % for BAS 560
F. Results are summarized in the tables below.

Table S-1: Procedural Recoveries for BAS 750 F (Mefentrifluconazole)
- BAS 750 F

Matrix Fortification Level Vet 5 .
[mg/kg] n

(%] [£] (%]
Whole plant no roots 0.010, 0.10 and 10 81.4 7.5 9.2 7
Ears 0.010, 0.10 and 10 75.1 3.8 5.1 7
Barley |Rest of plant without roots| 0.010, 0.10 and 10 72.5 2.6 3.6 7
Grain 0.010, 0.10 and 10 81.6 4.0 4.9 7
Straw 0.010, 0.10 and 10 82.9 3.1 3.8 7
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Overall: 78.7 6.0 7.6 35
SD = standard deviation RSD = coefficient of variation n = number of recoveries

Table S- 2:  Procedural Recoveries for BAS 500 F (Pyraclostrobin) and its
Metabolite M500F007

BAS 500 F
Matrix FortifEEjagi/Eg]Level Vet 5 . i
(%] [£] (%]
Whole plant no roots 0.010, 0.10 and 10 92.3 4.7 5.1 7
Ears 0.010, 0.10 and 10 74.2 2.5 34 8
Barley |Rest of plant without roots| 0.010, 0.10 and 10 73.5 3.7 5.0 7
Grain 0.010, 0.10 and 10 86.6 35 4.0 7
Straw 0.010, 0.10 and 10 91.3 4.6 5.0 7
Overall:{ 83.3 9.1 11 36
e M500 | 007
Matrix Fortifieation ! | Mo | S | RsD |
[£] (%]
Whole plant no roots 0.010, 0.10 and 10 88.6 5.4 6.1 7
Ears 0.010, 0.10 and 10 78.4 3.5 4.5 8
Barley |Rest of plant without roots| 0.010, 0.10 and 10 78.3 7.0 8.9 7
Grain 0.010, 0.10 and 10 85.9 4.3 5.0 7
Straw 0.010, 0.10 and 10 87.9 2.5 2.8 7
Overall:[ 83.7 6.4 7.7 36
SD = standard deviation RSD = coefficient of variation n = number of recoveries
Table S-3:  Procedural Recoveries for BAS 560 F (Metrafenone)
BAS 560 F
Matrix Fortification Level Mean - -
molkal ol | | e | "
Whole plant no roots 0.010, 0.10 and 10 94.4 6.9 7.3 7
Ears 0.010, 0.10 and 10 81.2 35 4.4 8
Barley |Rest of plant without roots| 0.010, 0.10 and 10 79.4 4.6 5.8 7
Grain 0.010, 0.10 and 10 92.4 6.2 6.7 7
Straw 0.010, 0.10 and 10 98.0 7.7 7.8 7
Overall:[ 88.8 9.4 11 36
SD = standard deviation RSD = coefficient of variation n = number of recoverie

Further all barley specimens of plot 1, 2 and 3 were analysed for 1,2,4-Triazole (T),
Triazole alanine (TA), Triazole acetic acid (TAA) and Triazole lactic acid (TLA) using the
adapted BASF
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method no. L0170/02. The method has a limit of quantitation of 0.010 mg/kg for each

analyte.

The results of the average procedural recoveries in plant matrices
— at fortification levels between 0.010 and 1.0 mg/kg were 89.2 % for 1,2,4-Triazole,
— at fortification levels between 0.010 and 1.0 mg/kg were 89.0 % for Triazole alanine,

— at fortification levels between 0.010 and 1.0 mg/kg were 97.5 % for Triazole

acetic acid, —
Triazole lactic acid.

Results are summarized in the table below.

at fortification levels between 0.010 and 1.0 mg/kg were 92.1 % for

Table S-4: Procedural Recoveries for 1,2,4-Triazole (T), Triazole alanine (TA),
Triazole acetic acid (TAA) and Triazole lactic acid (TLA)
Matrix Reco(;/fenes Fortleﬁqa(‘;l/Eg]Level NEOe/Sn ?iD F;;)I]D n
Whole plant no roots 0.010, 0.10 and 1.0 | 90.6 6.3 6.9 8
Ears 0.010, 0.10 and 1.0 | 88.9 12 13 8
Barley |Rest of plant without roots 1,2,4—('I_'I_r)iazole 0.010, 0.10 and 1.0 | 88.5 12 13 8
Grain 0.010, 0.10 and 1.0 | 94.7 3.7 3.9 10
Straw 0.010, 0.10 and 1.0 | 82.2 4.9 6.0 8
Overall:[ 89.2 8.9 10 42
Whole plant no roots 0.010, 0.10 and 1.0| 91.3 13 14 8
Ears o 0.010, 0.10 and 1.0| 92.2 4.8 5.2 8
Barley |Rest of plant without roots alanine 0.010, 0.10 and 1.0 | 93.6 4.6 4.9 8
Grain () 0.010,0.10 and 1.0| 92.4 9.5 10 10
Straw 0.010,0.10 and 1.0 | 74.4 3.0 4.0 8
Overall:[ 89.0 10 12 42
Whole plant no roots 0.010, 0.10 and 1.0 | 101 10 10 8
Ears T— 0.010, 0.10 and 1.0 | 95.3 3.3 3.5 8
Barley [Rest of plant without roots | acetic acid (T | 0.010, 0.10 and 1.0 | 97.3 2.1 2.2 8
Grain AA) 0.010, 0.10 and 1.0 | 100 8.3 8.2 10
Straw 0.010, 0.10 and 1.0| 92.5 7.0 7.5 8
Overall:[ 97.5 7.4 7.5 42
Whole plant no roots 0.010, 0.10 and 1.0 | 99.9 12 12 8
Ears 0.010, 0.10 and 1.0 | 94.8 2.0 2.2 8
Barley [Rest of plant without roots ngiizgl((?”l-i:)tic 0.010, 0.10 and 1.0 91.4 4.3 4.8 8
Grain 0.010, 0.10 and 1.0 | 95.7 7.4 7.7 10
Straw 0.010, 0.10 and 1.0 | 77.7 2.6 3.4 8
Overall:[ 92.1 10 11 42

SD = standard deviation

RSD = coefficient of variation

n = number of recoveries
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Table §8-5: Summary of Residues of BAS 750 F (Mefenfrifluconazole) in Barley
Timing -
Sampl. Portion Growtt . Range of Residues (mg/kg)
No. analyzed DALA stage
(BBCH) BAS750F
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 14-37
Grain 4 0.025 - 0.052
2 48-19 8§7-89
Straw 4 060-24
Grain 4 0.026 - 0.10
3 55-56 89
Straw 4 086-3.7
Grain 3 0.021 - 0.040
4 62-63 89
Straw 3 11-28
Plot 3: treated with BAS 750 01 F (2x 1.5 L/ha)
1 Whole plant no roots 0 69 4 15-55
Ears 3 054-1.7
- 27-28 77-83
5 Rest of plant without roots 3 16-57
Grain 1 0.056
27 85
Straw 1 16
Grain 4 0.049-017
3 34-35 85-87
Straw 4 13-74
Grain 4 0.054-0.18
4 41-43 89
Straw 4 20-88

General: T

DALA = days after last application

n = Number of specimens

he limit of quantification (LOQ) is 0.010 mg/kg for BAS 750 F.

Residues of BAS 750 F (Mefentrifluconazole)

Plot 2: The residues of BAS 750 F analyzed in barley whole plant no roots speci-
mens sampled

immediately after the last application (59 BBCH) ranged from 1.4 to 3.7 mg/kg.

In grain specimens collected at 48-49 DALA (87-89 BBCH) residues of BAS 750 F
were found between 0.025 and 0.052 mg/kg. At 55-56 DALA (BBCH) and 62-63
DALA (89 BBCH) the residues were in a range from 0.026to 0.10mg/kg and from
0.021 to 0.040mg/kg, respectively.

In straw specimens sampled at 48-49 DALA (87-89 BBCH) residues of BAS 750 F
were analyzed between 0.60 and 2.4 mg/kg. At 55-56 DALA (89 BBCH) and 62-63
DALA (89 BBCH) residues of BAS 750 F were in a range from 0.86 to 3.7 mg/kg and
from 1.1 to 2.8 mg/kg, respectively.

Plot 3: The residues of BAS 750 F analyzed in barley whole plant no roots speci-
mens sampled immediately after the last application (69 BBCH) ranged from 1.5 to
5.5 mg/kg.

In ears specimens collected at 27-28 DALA (77-83 BBCH) residues of BAS 750 F
were analyzed between 0.54 and 1.7 mg/kg. Rest of plant without roots specimens
taken at the same sampling event showed residues from 1.6 to 5.7 mg/kg.

In grain specimens collected at 27 DALA (85 BBCH) a residue of BAS 750 F was found
at 0.056mg/kg. At 34-35 DALA (85-87BBCH) and 41-43 DALA (89BBCH) residues of
BAS 750 F were analyzed in grain specimens from 0.049 to 0.17 mg/kg and from 0.054
to 0.18 mg/kg, respectively.

In straw specimens collected at 27 DALA (85 BBCH) a residue of BAS 750 F was found
at 1.6 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89 BBCH) residues of
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BAS 750 F were analyzed in straw specimens in a range from 1.3 to 7.4 mg/kg and
from 2.0 to 8.8 mg/kg, respectively.

In the untreated control specimens, no residues of BAS 750 F were detected at or
above the limit of quantitation (LOQ, 0.010 mg/kg).

Bridging showed, that the new formulation BAS 758 00 F does not lead to higher resi-
dues than the respective solo formulation BAS 750 01 F.

Table S-6: Summary of Residues of BAS 500 F (Pyraclostrobin) and its
Metabolite M500F007 in Barley
sampl. . Timing Growth Range of Residues [mg/kg]
No. Portion analyzed Stage | n BAS 500 | €XPressed as parent equivalent
DALA |(BBCH) M500F007 » | Sum ?
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 18-44 0.027 -0.11 1.8-45
Grain 4 | 0.013-0.044 | 0.014-0.016 |0.026 -0.060
2 48-49 87-89
Straw 4 0.17 - 0.69 0.092 - 0.47 0.26-1.2
Grain 4 | 0.017 -0.047 | 0.012-0.018 |0.031-0.064
3 55-56 89
Straw 4 0.29-1.0 0.16 - 0.38 044-14
Grain 3 [ 0.019-0.036 | <0.011-0.014 |0.030 - 0.050
4 62-63 89
Straw 3 0.40 - 0.86 0.24-0.29 0.63-1.1
Plot 4: treated with BAS 500 06 F (2x 1.25 L/ha)
1 Whole plant no roots 0 69 4 2.7-538 0.089 - 0.25 2.8-6.0
Ears 3 0.052 - 0.23 0.097 -0.18 0.15-0.41
- 27-28 77-83
) Rest of plant without roots 3 0.46 - 2.7 0.22-0.81 0.68-3.5
Grain 1 0.047 0.026 0.073
27 85
Straw 1 0.33 0.16 0.50
Grain 4 0.029-0.13 0.032-0.079 | 0.080-0.21
3 34-35 85-87
Straw 4 0.40-2.0 0.20 - 0.68 0.60 - 2.7
Grain 4 0.039-0.13 0.029 -0.080 | 0.072-0.21
4 41-43 89
Straw 4 0.37-2.4 0.25-0.83 0.62 - 3.2

DALA = days after last application n = Number of specimens

General: The limit of quantification (LOQ) is 0.010 mg/kg for BAS 500 F and 0.011 mg/kg for
M500F007 (expressed as parent equivalent).

1) Conversion factor for calculation of M500F007 to parent BAS 500 F is 1.084

2) for residues of BAS 500 F < 0.010 mg/kg, value was set to 0.010 mg/kg for calculation of sum and for
residues

of M500F007, expressed as parent equivalent < 0.011 mg/kg, value was set to 0.011 mg/kg for calculation
of sum; if both values are below LOQ the sum is <0.021 mg/k

Residues of BAS 500 F (Pyraclostrobin) and its metabolite M500F007

Plot 2: The residues of BAS 500 F analyzed in barley whole plant no roots specimens
sampled

immediately after the last application (59 BBCH) ranged from 1.8 to 4.4 mg/kg.

In grain specimens collected at 48-49 DALA (87-89 BBCH) residues of BAS 500 F were
found between 0.013 and 0.044 mg/kg. At 55-56 DALA (89 BBCH) and 62-63 DALA
(89 BBCH) the residues were in a range from 0.017 to 0.047 mg/kg and from
0.019 to 0.036 mg/kg,

respectively.
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In straw specimens sampled at 48-49 DALA (87-89 BBCH) residues of BAS 500
F were analyzed between 0.17 and 0.69 mg/kg. At 55-56 DALA (89 BBCH) and
62-63 DALA (89 BBCH) residues of BAS 500 F were in a range from 0.29 to 1.0
mg/kg and from 0.40 to
0.86 mg/kg, respectively.

Plot 4: The residues of BAS 500 F analyzed in barley whole plant no roots specimens
sampled
immediately after the last application (69 BBCH) ranged from 2.7 to 5.8 mg/kg.

In ears specimens collected at 27-28 DALA (77-83 BBCH) residues of BAS 500
F were analyzed between 0.052 and 0.23 mg/kg. Rest of plant without roots
specimens taken at the

same sampling event showed residues from 0.46 to 2.7 mg/kg.

In grain specimens collected at 27 DALA (85 BBCH) a residue of BAS 500 F was
found at 0.047 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89
BBCH) residues of BAS 500 F were analyzed in grain specimens from 0.029 to
0.13 mg/kg and from 0.039 to

0.13 mg/kg, respectively.

In straw specimens collected at 27 DALA (85 BBCH) a residue of BAS 500 F was
found at 0.33 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89 BBCH)
residues of BAS 500 F were analyzed in straw specimens in a range from 0.40 to
2.0 mg/kg and from 0.37 to

2.4 mg/kg, respectively.

In the untreated control specimens, no residues of BAS 500 F were detected at or
above the

limit of quantitation (LOQ, 0.010 mg/kg).

Plot 2: The residues of M500F007 (expressed as parent equivalent) analyzed in
barley whole plant no roots specimens sampled immediately after the last application

(59 BBCH)
ranged from 0.027 to 0.11 mg/kg.

In grain specimens collected at 48-49 DALA (87-89 BBCH) residues of M500F007 were
found between 0.014 and 0.016 mg/kg. At 55-56 DALA (89 BBCH) and 62-63 DALA
(89 BBCH) the residues were in a range from 0.012 to 0.018 mg/kg and from <
0.011 to 0.014 mg/kg,

respectively.

In straw specimens sampled at 48-49 DALA (87-89 BBCH) residues of M500F007
were analyzed between 0.092 and 0.47 mg/kg. At 55-56 DALA (89 BBCH) and
62-63 DALA (89 BBCH) residues of M500F007 were in a range from 0.16 to 0.38
mg/kg and from 0.24 to
0.29 mg/kg, respectively.

Plot 4: The residues of M500F007 (expressed as parent equivalent) analyzed in
barley whole plant no roots specimens sampled immediately after the last application

(69 BBCH)
ranged from 0.089 to 0.25 mg/kg.

In ears specimens collected at 27-28 DALA (77-83 BBCH) residues of M500F007
were analyzed between 0.097 and 0.18 mg/kg. Rest of plant without roots specimens
taken at the

same sampling event showed residues from 0.22 to 0.81 mg/kg.

In grain specimens collected at 27 DALA (85 BBCH) a residue of M500F007 was
found at 0.026 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89

BBCH) residues of M500F007 were analyzed in grain specimens from 0.032 to
0.079 mg/kg and from 0.029 to 0.080 mg/kg, respectively.
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In straw specimens collected at 27 DALA (85 BBCH) a residue of M500F007 was
found at 0.16 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89 BBCH)
residues of M500F007 were analyzed in straw specimens in a range from 0.20 to
0.68 mg/kg and from 0.25 to

0.83 mg/kg, respectively.

In the untreated control specimens, no residues of M500F007 were detected at or
above the

limit of quantitation (LOQ, 0.011 mg/kg, expressed as parent equivalent).

Bridging showed, that the new formulation BAS 758 00 F does not lead to higher
residues than the respective solo formulation BAS 500 06 F.

Table S-7: Summary of Residues of BAS 560 F (Metrafenone) in Barley

. Timing
Sampl. :r?aZItIOzI; Growth | Range of Residues (mg/kg)
Mo i DALA | stage BAS 560 F
(BBCH)
Plot 2: treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 2.1-3.6
Grain 4 <0.010 - 0.021
2 48-49 87-89
Straw 4 0.031 -0.13
Grain 4 <0.010 - 0.023
3 55-56 89
Straw 4 0.057 - 0.12
Grain 3 <0.010 - 0.018
4 62-63 89
Straw 3 0.085 - 0.14
Plot 5: treated with BAS 560 00 F (2x 0.5 L/ha)
1 Whole plant no roots 0 69 4 19-3.2
Ears 3 0.051 - 0.071
- 27-28 77-83
) Rest of plant without roots 3 0.73-2.2
Grain 1 0.051
27 85
Straw 1 0.30
Grain 4 0.020 - 0.064
3 34-35 85-87
Straw 4 0.29-15
Grain 4 0.026 - 0.052
4 41-43 89
Straw 4 0.34-1.2
DALA = days after last application n = Number of

specimens General: The limit of quantification (LOQ) is 0.010
mg/kg for BAS 560 F.

Residues of BAS 560 F (Metrafenone)

Plot 2: The residues of BAS 560 F analyzed in barley whole plant no roots specimens
sampled
immediately after the last application (59 BBCH) ranged from 2.1 to 3.6 mg/kg.

In grain specimens collected at 48-49 DALA (87-89 BBCH) residues of BAS 560 F were
found between < 0.010 and 0.021 mg/kg. At 55-56 DALA (BBCH) and 62-63 DALA
(89 BBCH) the residues were in a range from < 0.010 to 0.023 mg/kg and from <
0.010 to 0.018 mg/kg,
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respectively.

In straw specimens sampled at 48-49 DALA (87-89 BBCH) residues of BAS 560
F were analyzed between 0.031 and 0.13 mg/kg. At 55-56 DALA (89 BBCH)
and 62-63 DALA (89 BBCH) residues of BAS 560 F were in a range from 0.057 to
0.12 mg/kg and from 0.085 to 0.14 mg/kg, respectively.

Plot 5: The residues of BAS 560 F analyzed in barley whole plant no roots specimens
sampled

immediately after the last application (69 BBCH) ranged from 1.9 to 3.2 mg/kg.

In ears specimens collected at 27-28 DALA (77-83 BBCH) residues of BAS 560
F were analyzed between 0.051 and 0.071 mg/kg. Rest of plant without roots
specimens taken at the

same sampling event showed residues from 0.73 to 2.2 mg/kg.

In grain specimens collected at 27 DALA (85 BBCH) a residue of BAS 560 F was
found at 0.051 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89
BBCH) residues of BAS 560 F were analyzed in grain specimens from 0.020 to
0.064 mg/kg and from 0.026 to

0.052 mg/kg, respectively.

In straw specimens collected at 27 DALA (85 BBCH) a residue of BAS 560 F was
found at 0.30 mg/kg. At 34-35 DALA (85-87 BBCH) and 41-43 DALA (89 BBCH)
residues of BAS 560 F were analyzed in straw specimens in a range from 0.29 to
1.5 mg/kg and from 0.34 to

1.2 mg/kg, respectively.

In the untreated control specimens, no residues of BAS 560 F were detected at or
above the

limit of quantitation (LOQ, 0.010 mg/kg).

Bridging showed, that the new formulation BAS 758 00 F does not lead to higher
residues than the respective solo formulation BAS 560 00 F.

Table S-8: Summary of residues in the untreated Barley Specimens for 1,2,4-
Triazole (T), Triazole alanine (TA), Triazole acetic acid (TAA) and
Triazole lactic acid (TLA)
Sampl Portion Timing n Range of Triazole residues and related analytes [mg/kg]
. analyzed DALA | Growth 1,2,4- Triazole Triazole Triazole
No. Stage Triazole alanine acetic acid lactic acid
(BBCH) (M (TA) (TAA) (TLA)
Plot 1 - untreated (in regard to plot 2)
1 Whole plant no roots 0 DBLA 59 4 <0.010 0.019 - 0.046 |<0.010-0.027|<0.010-0.079
Grain 4 <0.010 0.050-0.17 | 0.013-0.091 <0.010
3 55 - 56 89
Straw 4 <0.010 |[<0.010-0.022 (< 0.010 - 0.040 | < 0.010 - 0.056
Plot 1 — untreated (in regard to plot 3)
1 Whole plant no roots 0 DBLA 69 4 <0.010 0.014 - 0.051 |<0.010-0.026 | < 0.010 - 0.065
Grain 4 <0.010 0.035-0.16 | 0.011-0.085 <0.010
3 34-35 [ 85-87
Straw 4 <0.010 [<0.010-0.012 (< 0.010 - 0.030| 0.015-0.074

DALA = days after last application
In regard to plot 2 or plot 3.

n = Number of specimens DBLA = days before last application.
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Table S-9:  Summary of residues in the treated Barley Specimens for 1,2,4-
Triazole (T), Triazole alanine (TA), Triazole acetic acid (TAA) and Triazole lactic
acid (TLA)
i Timin
Sl Portion Y f Range of Triazole residues and related analytes
No. analyzed DALA
Growth [mglkg]
Stage . . .
1,2,4- Triazole Triazole Triazole
(BBCH) Triazole alanine acetic acid lactic acid
L) (TA) (TAA) (TLA)
Plot 2 - treated with BAS 758 00 F (2x 1.5 L/ha)
1 Whole plant no roots 0 59 4 <0.010 0.033-0.043 |<0.010-0.027 | 0.033 - 0.069
Grain 4 <0.010 0.11- 0.22 0.027 - 0.11 <0.010
2 48 - 49| 87 - 89
Straw 4 <0.010 |<0.010-0.015| 0.013-0.040 | 0.021 - 0.063
Grain 4 <0.010 0.10- 0.20 0.025 - 0.12 <0.010
3 55-56| 89
Straw 4 <0.010 |<0.010-0.022| 0.014-0.036 | 0.013-0.082
Grain 3 <0.010 0.11-0.19 0.029 - 0.096 <0.010
4 62-63| 89
Straw 3 <0.010 |<0.010-0.024| 0.016 - 0.032 | 0.014 - 0.068
Plot 3 — treated with BAS 750 01 F (2x 1.5 L/ha)
1 Whole plant no roots 0 69 4 <0.010 0.043 - 0.070 | 0.016 - 0.038 | 0.033-0.063
Ears 3 <0.010 0.11-0.17 0.032 - 0.055 <0.010
- 27-28| 77 -83
) Rest of plant without roots 3 <0.010 |<0.010-0.013| 0.012-0.024 | 0.057 - 0.071
Grain p . 1 <0.010 0.19 0.091 <0.010
Straw 1 <0.010 <0.010 0.025 0.062
Grain 4 <0.010 0.17 - 0.22 0.046 - 0.11 <0.010
3 34 -35| 85-87
Straw 4 <0.010 |<0.010-0.026| 0.019-0.031 | 0.045-0.10
Grain 4 <0.010 0.15-0.25 0.044 - 0.14 <0.010
4 41 -43( 89
Straw 4 <0.010 0.012 - 0.040 | 0.018-0.066 | 0.024-0.073
DALA = days after last application n = Number of specimens
For all analytical methods concurrent procedural recoveries, performed with fortified
untreated specimens at levels covering the working range from LOQ to 10xLOQ, were
analysed together with the field specimens. Furthermore, due to high residue found,
additional fortifications were performed to cover the highest residue. Overall and aver-
age recoveries were all in the range of 70 - 110 % and relative standard deviations
(RSD) were < 20 %.
Reference: CA6.3.1/2
Report Study on the residue behaviour of BAS 750 F (Mefentrifluconazole), BAS

500 F (Pyraclostrobin) and BAS 560 F (Metrafenone) in barley after appli-
cation of either BAS 758 00 F, BAS 750 01 F, BAS 500 06 F or BAS 560 00
F under field conditions in Northern Europe, 2020

Erdmann, H.-P., 2021
Report No 876500, AC/BASF/20/02
BASF DoclID 2021/2000401
Authority registration No
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Guideline(s): EC 1107/2009 of the European Parliament and of the Council of 21 Oct 2009
EEC 7029/VI1/95 rev. 5 (July 22 1997)
OECD 509 (2009)
SANCO 7525/V1/95 - rev.10.3, 13 June 2017

Deviations: No

GLP: yes

(certified by Land Brandenburg Ministerium der Justiz und fuer Europa und
fuer Verbraucherschutz, Potsdam, Germany)

Acceptability: Yes
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Table A 33: Application and sampling details for trials conducted in 2020
. F, . Application Target Timing
Region NO';II; tri- IID\IIOt '2‘0' ?f G, Method Test Item Slft;csttg/r?ce Rate Water vol. | Sampl.
0. | Appl] 2 (kgas/ha) | (L/ha) Appl. (DALA)!
0 DALA (whole
Mefentrifluconazole 0.10 1%t application: plant no roots) .
13-15 days before 48-49 DALA (grain
2 2 F foliar BAS 758 00 F Pyraclostrobin 0.12 200 application no. 2* and straw)
(EC) . ond applicati(;n 55-56 I?jA:_A ()grain
and straw
Metrafenone 0.15 BBCH 59 62-63 DAL A**
(grain and straw)
0 DALA (whole
plant no roots)
27-28 DALA (ears
1t application | and rest of plant w/o
3 2 F foliar BAS 750 01 F Mefentrifluconazole 0.15 200 ndBBCH 49 roots, grain and
(EC) 2" application straw)
BBCH 69 34-35 DALA (grain
and straw)
Northern Eu- 4 41-43 DALA (grain
rope and straw)
0 DALA (whole
plant no roots)
27-28 DALA (ears
1t application | and rest of plant w/o
. BAS 500 06 F . BBCH 49 roots, grain and
4 2 F foliar (EC) Pyraclostrobin 0.25 200 2 application st?aw)
BBCH 69 34-35 DALA (grain
and straw)
41-43 DALA (grain
and straw)
1% application Opﬁﬁtl_rﬁ) (r\:)vgt(;;e
5 2 F foliar BAS 56000 F Metrafenone 0.15 200 ndBBCH 49 27-28 DALA (ears
(SC) 2" application and rest of plant w/o
BBCH 69 .
roots, grain and
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straw)
34-35 DALA (grain
and straw)
41-43 DALA (grain
and straw)
1) days after last application, 2) Field, Glasshouse or Indoor
*except of trial L200230: 11 days before application no. 2, see deviation
**except of trial L200230: sampling no. 4 could not be performed, see deviation
Table A 34: Summary of recoveries of BAS 500 F in barley matrices
Matrix Fortification level BAS 500 F
[mg/kg] n Mean SD RSD
[%0] [+ [%]
Whole plant no roots 0.010, 0.10 and 10 7 92.3 4.7 5.1
Ears 0.010, 0.10 and 10 8 74.2 2.5 34
Barley Rest of plant without roots 0.010, 0.10 and 10 7 73.5 3.7 5.0
Grain 0.010,0.10 and 1.0 7 86.6 3.5 4.0
Straw 0.010, 0.10 and 10 7 91.3 4.6 5.0
36 83.3 9.1 11

SD = standard deviation, RSD = coefficient of variation, n = number of recoveries
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Table A 35: Summary of recoveries of M500F007 in barley matrices
Matrix Fortification level MS00F007
[mgrkg] n Mean SD RSD
[%6] [£] [%6]
Whole plant no roots 0.010, 0.10 and 10 7 88.6 5.4 6.1
Ears 0.010, 0.10 and 10 8 78.4 35 4.5
Barley Rest of plant without roots 0.010, 0.10 and 10 7 78.3 7.0 8.9
Grain 0.010,0.10 and 1.0 7 85.9 4.3 5.0
Straw 0.010, 0.10 and 10 7 87.9 2.5 2.8
Overall 36 83.7 6.4 7.7

SD = standard deviation, RSD = coefficient of variation, n = number of recoveries
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Table A 36: Summary of residues of BAS 500 F and M500F007 on barley in Northern Europe 2020 (treated)
. Date of Application rate per treat- | Datesof | Growth . PHI . -
Trial No./ 1.Sowing or ment treatment | stage at Residues (mg/kg) (days) Details on trial
Location/ Commodity/ lanti or no. of last :
\ planting Portion analyzed
EU zone/ Variety o Fl ) K /| wat K treatments | treat- BAS 500
Year -rlowering gha's' I/?'I er g/]hl and last | mentor v MS500F007Y |  sum?
3. Harvest a (Itha) | as. date* date
(@) (b) (© (d) (e)
2021/2000401 Barley 1.04.10.2019 0.12 200 0.06 | Plot2 59 whole plant no roots 1.8 0.027 18 0
L200227 AS 0640 2.13.05.- 28.04.2020 grain 0.020 0.014 0.034 49
16833 Lent- / Infinity 21.05.2020 straw 0.39 0.11 0.50 49
Zke 3.13.07.- 12.05.2020 grain 0019 0012 0.031| 56 2021/2000401
Brandenburg 14.07.2020 straw 0.29 0.16 0.44 56 .
Germany grain 0020| 0013 0033| 62 Plot 2: B’éz 75800 F
Egégl straw 0.40 0.24 063 62 Mefentrifluconazole 66.6 g/L
Pyraclostrobin 80.0 g/L
0.25 200 0.125| Plot4 69 whole plant no roots 2.7 0.089 2.8 0
03.05.2020 grain 0.047 0.026 0.073 27 Plot 4: BAS 500 06 F
straw 0.33 0.16 0.50 27 EC_
21.05.2020 grain 0.050 0.032 0.082| 34 Pyraclostrobin 200 g/L
straw 0.40 0.20 0.60 34
grain 0.043 0.029 0.072 43 BASF method
straw 0.56 0.27 0.83 43 L0076/09
for Pyraclostrobin and M500F007
2021/2000401 Barley 1.14.10.2019 0.12 200 0.06 | Plot2 59 whole plant no roots 3.0 0.11 3.1 0
1200228 AS 0640 2.09.05.- 24.04.2020 grain 0.044 0.016 0060| 49 LOQ: 0.010 mg/kg for BAS 500
6562 KC Gro- / Rafaela 18.05.2020 straw 0.69 0.47 12 49 E
esbeck 3. 30.06.- 07.05.2020 grain 0.047 0.017 0.064| 56 | LOQ:0.011 mg/kg for M500F007 as
Gelderland / 08.07.2020 straw 1.0 0.38 14 56 parent equiva|ent
Groesbeck grain 0.036 0.014 0.050 62
The Nether- straw 0.86 0.29 11 62 | None of the untreated samples exam-
lands ined had any residue of BAS 500 F
EU-N (Pyraclostrobin) exceeding the re-
2020 spective LOQ (0.010 mg/kg).
0.25 200 0.125| Plot4 69 whole plant no roots 51 0.25 5.3 0
27.04.2020 ears 0.19 0.11 029 | 28 |MNoneof ihe untreated samples cxam-
rest of plant w/o roots 2.7 0.81 35 28 Ined had any resiaue o M500F007
18.05.2020 grain 011 0.047 016 35 exceeding the respective LOQ (Q.Oll
straw 20 068 27 35 mg/kg, expressed as parent equiva-
grain 0.094 0.041 0.13 43 lent).
straw 24 0.83 3.2 43
2021/2000401 Barley 1.10.10.2019 0.12 200 0.6 | Plot2 59 whole plant no roots 4.4 0.061 45 0
L.200229 AS 0640 2.07.05.- 22.04.2020 grain 0.030 0.015 0.045 48
57810 / Pixel 13.05.2020 straw 0.44 0.19 0.63 48




BAS 758 00 F / Revyflex Plus
Part B — Section 7 - Core Assessment
ZRMS version

Page 297 /324

Trial NoJ/ Date of Application rate per treat- | Datesof | Growth Residues (mg/kg) PHI Details on trial
) ) 1.Sowing or ment treatment | stage at (days)
Location/ Commodity/ planting or no. of last Porti zed
EU zone/ Variety : treatments | treat- ortion analyze
2.Flowering |kga.s./| Water kg and last ment or BAS 500 M500F0070 | sum?
Year 3. Harvest ha (Ifha) | as/hl date* date F
(@) (b) (© (d) (e)
Donnelay 3. 30.06.2020 07.05.2020 grain 0.027 0.014 0.040 55
Grand Est / straw 0.35 0.19 0.54 55
Moselle grain 0.019 <0.011 0.030 63
France straw 0.48 0.27 0.75 63
EU-N
2020
0.25 200 0.125| Plot4 69 whole plant no roots 5.8 0.24 6.0 0
27.04.2020 ears 0.23 0.18 0.41 27
rest of plant w/o roots 25 0.67 3.2 27
13.05.2020 grain 0.13 0.079 0.21 34
straw 18 0.46 2.3 34
grain 0.13 0.080 0.21 41
straw 19 0.54 25 41
2021/2000401 Barley 1.24.09.2019 0.12 200 0.06 | Plot2 59 whole plant no roots 2.9 0.091 3.0 0
L.200230 AS 0640 2.08.05.- 27.04.2020 grain 0.013 0.014 0.026 48
64-000 Ko- / Sandra 15.05.2020 straw 0.17 0.092 0.26 48
korzyn 3.08.07.2020 08.05.2020 grain 0.017 0.018 0.035 55
Wielkopolska straw 0.29 0.23 0.51 55
Poland
EU-N
2020
0.25 200 0.125| Plot4 69 whole plant no roots 3.8 0.20 4.0 0
29.04.2020 ears 0.052 0.097 0.15 28
rest of plant w/o roots 0.46 0.22 0.68 28
15.05.2020 grain 0.029 0.051 0.080 34
straw 0.42 0.39 0.81 34
grain 0.039 0.062 0.10 41
straw 0.37 0.25 0.62 41
(@) According to CODEX Classification / Guide
(b) Only if relevant
(©) Year must be indicated
(d) Days after last application (Label pre-harvest interval, PHI, underline)
() Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included

1) expressed as parent equivalent, conversion factor for calculation of M500F007 to parent BAS 500 F is 1.084
2) for residues of BAS 500 F < 0.010 mg/kg, value was set to 0.010 mg/kg for calculation of sum and for residues of M500F007, expressed as parent equivalent < 0.011 mg/kg, value was set to 0.011 mg/kg for calculation of sum; if both valuesare below LOQ the sum is <0.021 mg/kg
* Plot 2 was treated with formulation BAS 758 00 F and plot 4 was treated with formulation BAS 500 06 F.

In the untreated control specimens, no residues of BAS 500 F were detected at or above the limit of quantitation (LOQ, 0.010 mg/kg).

In the untreated control specimens, no residues of M500F007 were detected at or above the limit of quantitation (LOQ, 0.011 mg/kg, expressed as parent equivalent).
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A234 Magnitude of residues in livestock

A234.1 Livestock feeding studies

A23411 Livestock feeding study 1

No further studies are submitted.

A 235 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation)

A235.1 Distribution of the residue in peel/pulp

No further studies are submitted.

A 2352 Processing studies on a core set of representative processes

No further studies are submitted.

A23.6 Magnitude of residues in representative succeeding crops

No further studies are submitted.

A237 Other/Special Studies (KCA 6.10, KCA 6.10.1)

No further studies are submitted.
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Appendix 3  Pesticide Residue Intake Model (PR1Mo)

Mefentrifluconazole (BAS 750 F)

A31 BAS 750 F - TMDI calculations
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¥
M Mefentrifluconazole BAS 750 F (F) [ nputvalues ]

x
x LOG [matkg] range From: 001 e 0.0% Details - chronic risk Supplementary results -
* e S a - Toxicological reference values assessment chronic risk assessment
A01[mglkg bwdday): 0.035 ARFD (mglkg bw): 015
European FOOd SafEty AUthunty Fource of A0k EFEA Fource of ARFD: EFEA DEtSils = acute_ fisk DEEAIIS = acUtS FSk
, ) assessment,/children assessment/adults
EFS& PRIMo revision 3.1; 2019/0319 Tear of evaluation: 2018 Tear of evaluation: 2018
Comments:
Chronic risk assessment: JMPR methodology (IEDUVTMDI)
Mo of dicts exceeding the 401 : | Exposure resulting from
MELs seb ok | commaditicr o
Expsoure Highest contributor 2nd contributor to Jrd contributor to . the LOEY “d." ererrment
Caloulated cxposurs [palkg bw ta MAE it Commedity ! E diet Commedity ! FAZ dict Commedity ! [in % of DN - Ginzzaf ADIY
(% of ADI) PAE Diict peur dayl [in % of ADI) group of commeditics [in % =f ADI) group of commeditics [in % of ADI) aroup of commeditics
F2% ML taddler .04 2% Apples 5% Pilk: Catele 5% Pears 10% 1%
26% DE child a0 1 Apples ax Table grapes 2% Cherrics [sweet] 0.6% 1
1% ML child 6.00 ™ Apples 3% Table grapes 2% Flilk: Cattle 05% aTx
i EY FT general 307 BX Wine grapes 1% Apples 0% Table grapes 0.3% oy
1% RO general 365 4% Wwine grapes 2% Apples 10% Flilk: Cattle 0.4% aTx
0% DE women 14-50yr 366 3 Apples 2% Wine grapes 1% Plilk: Cattle 0.3% nax
0% DE qeneral 3.65 3% Apples 2% Wine grapes 1% Flilk: Cattle 0.3% 1%
0% GEREFood GOT 365 4% Wine grapes 1% Apples 1% Earley n5% 2%
0% GEME/Fand GI5 3.43 3% wine grapes 1% Barley 1% Apples 05% 2%
0% GEMEFood GOS .47 3 Wine grapes 2% EBarley 1% Apples 0.6% 2%
= 0% GEME/Fand GH 355 3% wine grapes 2% Apples 1% Earley 0.6% 2%
E] % FR child 315 wr 3.25 a% Milk: Catkle 2% Apples 0.3% wine grapes 0.5% 0.8%
-E" ax FR adult 3.20 B wine grapes 0.3% Apples 0.4% Flilk: Cattle 0.2% 0.3%
H % FR toddler 2 5 pr 318 4% Apples I Pilk: Catkle 0.6% wine grapes 0.4% 0.5%
§ ax IE adult 315 3% wine grapes 0.8% Apples 0.T% Table grapes 0.6% aTx
E &% DK child 257 3% Apples 1% Rilk: Cattle 0.5% R 0.3% 2%
= &% GEME/Fand GO& 2.7 3% Table grapes 1% Apples 1% W'heat 0.6% 1%
g &% LK infant 2.56 3% Milk: Cattle 2% Apples 0.4% Dat 0.4% 0.5%
g ™ ML general 2.50 2% Apples 2% Wine grapes 0.T% Flilk: Cattle 0.3% 0.3%
H ™ GEMZFood GI0 246 1% Wwine grapes 1% Earley 0.3% Apples 0.6% a%
E ™ LK taddler 241 2% Apples 2% Pilk: Catele 0.6% Table grapes 0.3% aTx
3 6% EZ child 133 1% Apples 1% Rilk: Cattle 0.6% wWheat 0.4% 0.6%
= B Dk adult 147 2% wine grapes 1% Apples 0.8% Flilk: Cattle 0.2% 0.2%
; [ E% adult 194 1% Wwine grapes 0.9% Apples 0.8% Earley 0.2% 1=
E 5% 3E general 176 1% Apples 1% Pilk: Catele 0.a% Eavine: Muzcle!meat 0.4% 05%
X LK adult 163 Eed Wwine grapes 0.5% Apples 0.3% Filk: Cattle LIRES 0.3%
E 5% PL general 153 2% Apples 0.8% Table grapes 0.8% Cherries [zwect] 0.2%
E 4% FR infant 156 a% Apples 1% Pilk: Catkle 0.2% Fugar bect roots 0.2% 0%
g 4% IT toddler 153 1% Apples n.ax "wheat [N ES Peaches 0.2x 1.0%
2 4% LK wegetarian 143 2% “wing grapes 0% Apples 0.3% w'heat 0.2% 0.4%
E 4% Fl3yr 142 1% Apples 1.0% Dat 0.6% Table grapes 0.4% 1%
4% LT adult 13 2% Apples 0.3% Pilk: Catkle 0.2% Fears 0.2% 0.6%
4% IT adult 13 0.ax Apples 0.8 Peaches 0.6% wheat 0.2x 06X
5% FIGyr 0.a3 0% Apples 0.5% Ot 0.4% Table grapes 0.3% 0.3%
3% Fladult 055 0.s% YWine grapes LIk Apples 0.ax Oat 0.3% n4x
= IE child 043 04% Apples 0.3x Pilk: Cattle o.2% wheat nix nax
Conc
The estimated long-term dictary intake [TRMDWMEDNIEDI) was below the A01.
The leng-term intake of residues of Mefentrifluconazele BAS T30 F [Fiz unlikely to present 3 public health concern,
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A3.2 BAS 750 F - IEDI calculations

*i " i Input values
M Mefentrifluconazole BAS 750 F (F)
i LO&s [mglkg) range from: 0.01 to: o.01 Deetails - chronic risk Supplementaw =iz =
o e S a - Toxicological reference vall assessment chronic risk assessment

ADI [mgrkg bwiday): 0.035 [ ARID (mglkg bw): 015
European Food Safety Authority Fanrce of ADI: EFSA  |Source of ARID: EFSA DEtails acm?f fisk DELGIS - acutE risk
. , assessment/children aszessment/adults
EFSA PRIMo revision 3.1: 2019103M9 T ear of evaluation: 2018 “Tear of eyaluation: 2018
Comments:
Chronic risk t: JMPR thodology (IEDLTMDI)
Mo of dicts exceeding the ADI : | Exposure resulting from
MRLz zet 3t| zommoditics nok
Expoours | Highest contributar Znd cantributar o 3rd contributer to (thelOR | under arsersmens
Calculated exposure [natkg b 1o I3 dict Commuodity { 1S dict Commodity ¢ 1S dict Commuodity { [in % of ADUY) - tinaf A00
[ oF 401 IS Diet per day) (in% of ADI) | group of commadities (in% of ADI) | group of commadities (in% of ADI) | group of commaoditier
™ L teddler ZED 2% Applsz E] Tilk: Cattle 10% Fearz 0.2%
5% DE child 201 3% Apples 0.1% Table grapes 06% Milk: Cattle 0.2k
4% ML <hild 148 1% Apples 0.1% Milk: Cattle 05% Table grapes 0%
3% RO genersl naz 0% Wit grapes 0.3% Milk: Cattle 03% Apples 0%
3% FR child 3 15 yr 083 [ Milk: Cattle 0.4% Apples 02% Sugar bect roots 0.2%
2% DE women 14-50 yr 086 06% Apples 0.4% Wit grapes 0.4% Mill: Ctle 0.2%
E UK infant 086 1% Milk: Cattle 0.4% Apples nax Eqgs: Chicken 01%
2% FR toddler 2 3 yr 0.86 08y Mlill: Cattle 0% Apples o2y Tugar best roots 01%
E DE general 0.85 06% Apples 0.4% Wine grapes 0.4% Milk: Cattle 0.2%
2% GEMSIFood GOT 0.85 08y “Wine grapes 0.2y Apples o2y Paultry: Muzclelmest 0.3%
= 2% GEMSiFood GIS 081 05% wine grapes 0.3% Apples nax Barley 0.4%
E 2% PT general 0.19 1% “Wine grapes 0.2% Apples 02% Peaches 04%
3 2% GEMSiFood GOB 013 05% wine grapes 0.3% Apples 03% Barley 0.4%
E 2% GEMSIFood GIf 0 0.5% “Wine grapes 0.4% Apples 02% Milk: Cartle 0.3%
8 2% DK child 013 05% Apples 0.4% Mlilk: Cattle n2n Rye 0.4%
.§_ 2% FF adult 0.7z 1% “Wine grapes 0.2% Apples 0.4% Milk: Cartle 0%
o 2% LUK roddier 063 06% Mlill: Ctle 0.4% Apples n2n Tugar bast rocts 0%
4 E IE adult 065 06% ine grapes 0.2% Apples 0% Peaches 01%
z 2% GEMSIFood GOE 084 05% Table grapes 0.2% Apples n2n wheat 0.2%
s E ML general 061 0.3% Apples 0.5% Wine grapes nax Milk: Cattle 0.2%
3 2% GEMSIFood GIO 061 034 Paultry: Muzclelmest 0.2y Wine grapes o2y Apples 0.3%
5 2% ES child 053 4% Milk: Cattle 0.3% Apples nax Poultry: Muzcleimeat 0%
= " SE general 050 0.4% Milk: Catle 0.3% Bovine: Muzcleimeat 02% Applsz 04%
£ 1% ES adult 0.47 nax wine grapes 0.2k Apples 0% Milk: Cattle 0.2k
H % DK udult 0.47 0.5% “Wine grapes 0.2% Apples 02% Milk: Cartle 0.0%
q 1% FR infant 04z 05% Mlill: Ctle 0.4% Apples 0% Tugar bast rocts 0.0%
a % UK udult 058 0.6% “Wine grapes 0% Apples 0.4% Milk: Cartle 0%
H 1.0% PL genersl 0.35 05% Apples 0.2% Table grapes 0% Charries [2weet]
o 1.0% LT adult 054 04% Apples 0% Milk: Cattle 0% Potatocs 0%
H 1.0% UK wegetarian 034 n4x Wit grapes 0% Apples 0% Mill: Ctle 0%
B 0.9% T taddler 031 nax Apples 0.2% Wheat 0% Peaches 0.2%
0:8% FlZyr 0.2a 02y Apples 0.2y st 0% Patatocs 0.2y
0.8% IT adult 0t nax Apples 0.2k Peaches 0% wheat 0%
06% Fl6 yr 021 0% Apples 0% Patatoes 0% Oat 0.2%
0.5% Fladult 045 0.2% “Wine grapes 0% Apples 0.0% Table grapes 0%
0.4% IE child 013 0% Milk: Cattle 0% Apples 0.0% wheat 0.0%
Concluzion:
The ectimated long-term dietary intake [TMOVNEDIIEDI] was below the ADL.
The long-term intake of residuss of Mefentrifluzansacle BAS TSOF (F] iz unlikely to present 3 public heslth concarn.
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A 3.3 BAS 750 F - IESTI calculations - Raw commodities

Acute risk assessment / adulis /| general population Acute risk assessment /children Acute risk assessment [ adults /| general population

Details - acute risk assessment/adults

Acute risk assessment /children

Details - acute risk assessment /children

Show IESTI new calcula

Iculations:

iz performed with the FIRL and the pecling’pracessing Fackor [PF), taking inke account the residus in the edible portion andior the conversion Fackar For
the residue definition [CF). For caze 22, 2k and F calculations 2 variability factor of 3 iz used. Zince this methodalogy is not bazed on inkernationally agreed principles,
the rezults are considered 2z indicative anly,

Fince thiz methodology iz mot based on isternationally agreed principles, the results are considered as indicative only.

The acute risk assessment iz based on the ARFDL
The calculation iz based on the large portion of the most critical consumer group.

IEETI new
rem Resule= For adults

IEETI new
Rezules for o

Results For children Results For adules

Expandd callapse list

2 Ma. of commad Far which ARFD!ADI iz Mo, of commaditics For which ARFOMADI iz Mo, of commaditics Far which ARFDVADI iz Mo, of commaditics far which ARFONADI iz exceeded
] excesded [IEETI): === excesded [IEETI): - exceeded [IEET] new]: == [IESTI new]: ==
E IEETI IEEZTI IESTI new IESTI new
FARL { input MFL ! input FIRL finput MEL { input
E Highest % of Far & Expasure Highest % of Far B Expasure Highest % af Far R4 Expasure Highest % of far R4 Expazure
s ARFDAADI Commaditics [malkqg) [pa'ka bwl ARIDAADI Commaditics [malka) [patka bw] ARFOMADI Commaditics [malka] [p.aitkq b ARFDAADI Commaditics [maka] [paikag bw]
3 n4x Barley neM0a 056 3% Earley [IRPRIR] 043 2% Barley NGOG 3.4 2% Earley 06/ 06 23
B 0.10% “wheat 005/ 0. TR LN 0.06% “wheat 0.05 ¢ 0.01 0.0g 0.5% ‘wheat 0.05 ¢ 005 0z 0.3% wheat 0.05 ¢ 005 0.4z
0.0 Oat 0601 on 0.04% Oat 0.6/ 01 0.06 0.4% Oat 060G 067 0.3% it 06! DG 0,35
0.04% Fiye 0.05/ 0. 0.06 0.05% Fiye 0.08 ' 0.01 0.05 0.2% Fipe: 0.05 ! 0.05 032 0.2% Fiye 0.05 /! 005 0.24

Total

ARFOIADI in childrem and adult dicts

[IESTI calculation])

ber of commodities exceeding the

Total sember of commodities Found cxceeding

the ARFDIADI &
[IESTI mew calcul

<

rem and adult dicts
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A34

BAS 750 F - IESTI calculations - Processed commaodities

Results For children Rezults for adults Rezults for childres Rezults For aduit=
Mo of pracessed cammaditics Far which Mo of pracessed commaditics for which Mo of praceszed commaditics for which Mo of praceszed cammaditics for which ARFDVAD iz
E ARFOIADI is exceeded [IESTI): - ARFDVADI iz exceeded [IESTI): - ARFDIADI iz exceeded [IESTI new]: == exceeded [IEETI new]: =
IEETI IESTI IESTI new IESTI new
FRL { inpur FRL { inpur MREL { input FIRL ! input
Highest % of Far R Expasure Highest % of Far R Expasure Highest % af far R4 Expazure Highest % of far RA Expazure
§ ARFOMADI Processed commadities [matka) [palkg bw] ARFDVADI Processed commo dities [matka) [palkg bw] ARFDAADI Processed commoditics [markq] [pafkg bw] ARFOYADI Processed commoditics [markg) [parlkg bw)
| § 0.4 Earley ! milling [flour] 0.6 03T 0.66 0% Ot ! boiled 0.6 0 013 b Earley ¢ milling [flour) 06,22 4.0 0.6% Oat ! boiled 0.6 DG 0.3
g 0.2% Dat ! boiled 0601 0.36 040% Earley ! beer 0EMD 014 1% Ot ! boiled 0.6/ D& 22 0.6% Earley ! beer 0.6/ 0.02 0.56
0.2% Earley ! cacked 0E 0.36 0.03% wheat ! breadipizas a5/ 0.0 0.04 1% Earley ! canked 06! 06 22 a1% wheat ! breadipizas 0.05 ! 0.05 022
nax Dat ¢ milling [Flakes) 0efnd 0.30 0.03% wheat ! pasta 005/ 0.0 n.o4 1% Oat ! milling [Flakes] 06/ 05 18 0% ‘wheat ! pasta 0.05 /005 LIRE]
0.0x Fye ! boiled 005/ 0.0 0.04 0.1 wheat { bread (wholemeal] 0005/ 0.1 0.0z 0% Ry ! boiled 0.05/ 005 015 0.07% ‘wheat ! bread [wholemeal) 0.05 ¢ 0,03 010
0.0x *wheat f milling [flour] 005t 0.04 HZAHL HZAHL! #ZAHL HZAHL 0% “wheat § milling [Flour) 0.05 ¢ 0. 015 HZAHL! HZAHL HZAHL! HZAHL!
0.0% wheat ! milling (whelemeal)- 0005/ 0,00 0.03 HZAHL HZAHL! #ZAHL! HZAHL! 0% “wheat { milling 0.05 ! 0.0F 018 H#ZAHL! HZAHL! H#ZAHL! HZAHL!
0.0% Fiye ! milling [whalemeal]- 0005/ 0.01 0.03 HZAHL HZAHL! #ZAHL! HZAHL 0.03% Fipe ! milling [whalemeal)- 0,05/ 0.04 014 HZAHL! HZAHL! HZAHL! HZAHL!
HZAHL! #ZAHL #ZAHL! HZAHL HZAHL HZAHL! #ZAHL! HZAHL HZAHL! HZAHL! HZAHL! #ZAHL HZAHL! HZAHL! HZAHL! HZAHL!
HZAHL! HZAHL! HZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! HZAHL! HZAHL! HZAHL! HZAHL! #ZAHL! HZAHL! #ZAHL!
HZAHL! #ZAHL! #ZAHL HZAHL HZAHL HZAHL! #ZAHL HZAHL HZAHL! HZAHL! HZAHL! HZAHL HZAHL! HZAHL HZAHL! HZAHL!
HZAHL! #ZAHL! #ZAHL HZAHL HZAHL HZAHL! #ZAHL HZAHL HZAHL! HZAHL! HZAHL! HZAHL HZAHL! HZAHL HZAHL! HZAHL!
HZAHL! #ZAHL! #ZAHL! HZAHL! HZAHL HZAHL! #ZAHL! HZAHL! HZAHL! HZAHL! HZAHL! #ZAHL! H#ZAHL! HZAHL! H#ZAHL! HZAHL!
HZAHL! #ZAHL #ZAHL! HZAHL HZAHL HZAHL! #ZAHL! HZAHL HZAHL! HZAHL! HZAHL! #ZAHL HZAHL! HZAHL! HZAHL! HZAHL!
HZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL! HZAHL! #ZAHL! #ZAHL! HZAHL! HZAHL! HZAHL! #ZAHL! HZAHL! HZAHL! HZAHL! HZAHL!
Expandicollapse list

Conclusion:

Mo excecdance of the taxicalagical reference value was identified Far ang unprocessed commadity.
& short term intake of reziducs of Mefentrifluconazale BAS TS0 F (F1 iz unlikelu to orezent 3 oublic health risk.
For processed commeditics, no exceedance of the ARFDWADI was identified.
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A35 1,2,4-T - IEDI calculations

*ﬁﬁ-

Input value!

1,24-T
x yiy
x LOG: (mgtka) range from: to: Details - chronic risk Supplementary results -
" e S a u Toxicological reference values assessment chronic risk assessment
ADI[mglkg bwiday): 0.023 |ARID (mgikg bwl: 0.1
Eurﬂpean Food Safety AUtho"ty Siource of ADI: EFSA | Source of ARD: EFSA Details atl:fu:]e_IESk Detais actl}tedn;:
EFSA PRIMo revision 3.1: 2019/03M19 “t'ear of evaluation: 2018 [Year of evaluation: 2018 assessment/children assessment/acu
Comments:
Chronic risk assessment: JMPR methodology (IEDITMDI)
Mo of diets enceeding the A01: - Exposure resulting from
MPRLsset | commodities
Calculated Expsoure |Highest contributar Z2nd contributor to 3rd contributor to atthe LOG) nat under
erposure (pglkg bw to MS diet Commadity { M5 diet Commadity | MS diet Commadity ! (in 2 of ".SS;SSF’;*D’:‘
(%ol D) MSDiet per day) (i of A0) | group of commodities fin ¥ of 401 | aroup of commodities i of 4D | qroup of commodites D) | finxaf a0y
s ML raddler .08 423 Milk: Cattle 2% Maizeloorm T Sugar beetroats T
30 UK infant B.80 27 Milk: Cattle 0.9 Bovine: Musclelmeat 0.6 ‘wtheat 0.6%
24 FRtaddler 2 3yr 552 202 Milk: Cattle 0.8 Bovine: Musclelmeat 0.7 ‘wtheat 0.7
220 ML child 510 T Mill: Cattle 2% Sugar beet roats ‘wheat 0.9:
200 FR child 315 ur 4.71 16 Mill: Cattle T Bovine: Musclelmeat ‘wheat T
T LK taddler 4.00 T Mill: Cattle 0.9: Bovine: Musclelmeat ‘wheat 0.9:
T DE child 3.82 T Mill: Cattle 0.9: ‘wheat Apples T
T4 DK child 318 k4 Mill: Cattle T Rue Swine: Muscledmeat 2
= 13 FRinfant 2.96 12 Mill: Cattle 0.3 Sugar best ootz Bovine: Musclelmeat 0.2
% 13 SE general 295 P4 Mill: Cattle 3% Bovine: Musclelmeat ‘wheat 0.8%
E 12 ES child 2.80 P4 Mill: Cattle 10 Bovine: Musclelmeat ‘wheat 10
a 12 DE gereral 266 P4 Mill: Cattle 0.9 Sugar best ootz Swine: Muscledmeat 0.7
E 12 DE women 14-50ur 265 P4 Mill: Cattle 10 Sugar best ootz ‘wheat 0.6%
'§ T RO general 253 g Mill: Cattle T ‘wheat Swine: Muscledmeat T
2 =74 ML gereral 197 ;%4 Mill: Cattle 0.6% Sugar beet roats Bovine: Musclelmeat 0.5%
& 754 GEMSiFoad G15 194 S Mill: Cattle 10 ‘wheat Swine: Muscledmeat T
E 754 GEMSiFoad GT1 191 S Mill: Cattle 0.8 ‘wheat Swine: Muscledmeat 10
H 754 GEMSiFoad GOT 185 [+ Mill: Cattle 033 ‘wheat Bovine: Musclelmeat T
H T GEMSIFood GOS 170 4 Milk: Cattle b Swine: Muscleimeat ‘wheat T
e T GEMSiFood G10 158 4 Mill: Cattle 0.9 ‘wheat Biouine: Muscleimeat T
E B ES adult 127 jrd Mill: Cattle 0.5 EBiouine: Muscleimeat ‘wheat 0.6
z = DK adult 123 4 Mill: Cattle 0.5 Swine: Musclelmeat Biouine: Muscleimeat 0.4
-] = FR adult 117 jrd Mill: Cattle 0.5 ‘wheat Biouine: Muscleimeat 0.5
2 = IE adult 115 jrd Mill: Cattle 0.5 ‘wheat Biouine: Muscleimeat 0.6
% 5 GEMSIFood GOG 114 2 Milk: Cattle 2% ‘wheat Sugar beet rocts 2
e i LT adult 1.00 3 Milk: Cattle 0.5 Swine: Musclelmeat Fue 0.5
= 2 LK. adul .77 2 Milk: Cattle 0.5 Bovine: Muscleimeat ‘wheat 0.4
g 3 UK vegetarian 0,70 2 Milk: Cattle 0.4 ‘wheat Sugar beet rocts 0.5
"l i IE child 0.70 2 Mill: Cattle 0.3% ‘wheat Swine: Musclelmeat 0.3
z 2 IT taddler 0.36 1 Wwheat 0.0 Paotatoes Apples T
E T PT general 0.34 0.9 Wwheat 023 Paotatoes ‘wine grapes 0.9:
T IT adult 0.23 0.9 Wwheat 0.0 Apples Patatoes 0.9:
0.8 Fl3ur 013 0.3 Wwheat 023 Paotatoes Ruye 0.5%
0.7 FlEur 015 0.2 Wwheat 023 Paotatoes Ruye 043
0.4 Fladul 0.08 0.2 Fue 0.1 ‘wheat Patatoes 0.3
0.3 PL general 0.08 01 Potatoes 0.1 Apples Table grapes
Conclusion:
The estimated long-term dietary intake (TMOWMEDHEDI) w as below the ADI
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A3.6

1,2,4-T - IESTI calculations - Raw commodities

Acute risk assessment /children

Details - acute risk assessment fchildren

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 AR,

The calculation iz based on the large partion of the mast critical consumer group.

IESTI new calculations:

The zalzulatian is perfarmed with the MEL and the peelinglpracessing factor (PF), taking inta account the residus in the edible partion andlar the
conversian factar far the residue definition [CF). Far case Za, 2b and 3 calzulations a variability Factar of Sis used. Since this methodalagy is not based
aninternationally agreed principles, the results are considered as indicative anly.

Since this methodology is not based on internationally agreed principles. the It= are consid d as indi only.

n |PResults For children Results for adults Results for children Results for adults
:g Ma. of sommadities far whick ARFOMDNS Ma. of sommadities far whick ARFOMDNs Ma. af commadities far which ARFOMON= Ma. af commadities far which ARFOMADI iz exceeded
B |encesded (ESTI: - enceeded IESTI: -—= enceeded ([ESTI newl: o= [ESTInew): -
E
£ [EST IESTI [EST! new [EST! new
; MRL ! input MRPL finput MBL ! input MRBL ! input
o Highest * of far R Exposure Highest * of for By Enposure Highest 2 of far Bé Exposure Highest 4 of far Bd Exposure
[ ARFDADI Commedities (matkgl  (patkgbwl AR Commedities (matkgl  (palkg bw) ARFOA0I Commedities Imalkgl  l[atkgbw) ARFOMOI Commodities [matkal [patkg bu]
a 0.7 ‘wheat 0/0.05 0.7z 0.4 Ywheat orons 0.4z
E 0.3 Fye 0/0.05 0.3z 0.2: Fye orons 0.24
S 0.3 Barley 0/0.05 0.za 0.2 Barley orons 0.24

0.08 Ot 0/0.05 0.08 0.03 Clat orons 0.03

Expandicollapse list

Total number of commodities exceeding the
ARFDIADI in children and adult diets
(IESTI calculation)

Total number of commaodities found exceeding
the ARFDIADI in children and adult diets
(IESTI new calculation]
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A 3.7

1,2,4-T - IESTI calculations - Processed commodities

Results for children Results for adults Results for children Results for adults
o |Moof processed commodities far which Mo of processed commadities for which Mo of processed commadities far which Mo of processed commadities far which ARFOMADON is
% ARMOIADI s enceeded (IESTI): - ARIONADI iz enceeded IESTI): -— ARMDIADN is enceeded (IESTI new]: == enceeded [IESTInewl: ==
E |IESTI IESTI IESTI new IESTI new
E MBL finput MRBL finput MRBL ! input MEBL ! input
a Highest > of for R Exposure Highest 3 of for R Exposure Highest > of far R& Exposure Highest > of for R& Exposure
E ARMYADI Processed commodities  [malkgl  [patkg bw) ARFDIADI Processed commodities [malkgl  [pglkg bw] ARIOADI Processed commodities  [matkg]  [paltkgbw] ARMYADI Processed commodities [matkal [pglkg bw]
- 0.6 ‘wheat ! milling [Flowr] 0/ons 0.60 0.4 Barley | beer orom 0.36 #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
a 0.3 ‘wheat ! miling (wholeme:  0/0.05 0.28 0.2 ‘wheat ! breadlpizza 0/ons 0.2z #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
I 0.2 Fiye ! boiled 0/ons 018 0.2 ‘Wheat ! pasta 0/ons 013 #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
0.2 Oat ! boiled 0/ons 018 0.2 ‘wheat ! bread 0/ons 017 #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
0.2 Barley ! cocked 0/ons 018 0.08: Oat ! boiled 0/ons 0.08 #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
0.2 Fye ! milling [wholemeal}-  0/0.05 015 H#ZAHL! #ZAHL! #ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
0.2 Oat ! milling [Flakes] olo.os 015 H#ZAHL! #ZAHL! #ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
0.1 Barley { milling [flour] olo.os 0.03 H#ZAHL! #ZAHL! #ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
#ZAHL! #ZAHL! #ZAHL! H#ZAHL! H#ZAHL! #ZAHL! #ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
#ZAHL! #ZAHL! #ZAHL! H#ZAHL! H#ZAHL! #ZAHL! #ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
#ZAHL! #ZAHL! #ZAHL! H#ZAHL! H#ZAHL! #ZAHL! #ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
#ZAHL! #ZAHL! #ZAHL! H#ZAHL! H#ZAHL! #ZAHL! #ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
#ZAHL! #ZAHL! #ZAHL! H#ZAHL! H#ZAHL! #ZAHL! #ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZHHL! #ZAHL! #ZAHL! #ZAHL!
#ZAHL! #ZAHL! #ZAHL! H#ZAHL! H#ZAHL! #ZAHL! #ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #2AHL! #2AHL!
Expandicollapse list

Conclusion:

Mo erceedance of the tovicological reference value w as identified For any unprocessed commadity,
A short termintake of residues of 1,2,4-T is unlikely to present a public health risk.

For processed commodities, no exceedance of the ARFOMAOI w as identified.
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A3.8

*‘ﬁ#

"~ efsam

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

TA - IEDI calculations

TA

LG [malka) range from:

to

Toxicological reference values

A0 (mgfkg buiday]

Source of ADL
“ear of evaluation:

0.3

EFSA

2018

ARFD mgfkg bw ]

Source of ARFD:
Year of evaluation:

0.3

EFSA
2018

Details - chronic risk
assessment

Details - acute risk
assessment/children

Supplementary results -
chronic risk assessment

Details - acute risk
assessment/adults

Comments:
Chronic risk assessment: JMPR methodology (IEDIFTMDI)
Mo of diets exceeding the ADI: — Erposure resulting from
MRLs set | commadities
Calculated Evpsoure | Highest contributor Znd contributor to Srd contributor to attheLOG|  notundsr
exposure [nalkg bw woMSdiet  |Commodi! MS diet Commadity ! MS diet Commadity ! lin 32 of Efff,’ggl;
(2 of ADN MSDiet per day) lin2 of A0 | group of commadities in 2% of 00| group of commodities fin 3 of ADI) | group of commadities ADI -
LA ML taddler 1240 T Maizelcom 0. wheat 0.4 Milk: Cattle 10
3 O child 76T 1 Rue letheat 0.1 Patstaes ¥
2y GEMSIFoad GOE B.50 1 ‘wheat Maizelcom 0.1 Patataes 2u
4 L child 617 0.3 ‘wheat Potatoes 0.2 Milk: Cattle 0.3
2¥ GEMSIFood G15 601 0.3 ‘w'heat Potatoes 0.2 Sunflower seeds 1
2y GEMSIFoad GOS £.00 0. ‘wtheat Patatoes 0.2 Barley 1
2 RO general 5.94 14 wheat Sunflower seeds 02 Patatoes 14
2 DE child 5.80 0.3 ‘wheat Apples 0.z Ruye T
= 2y GEMSIFoad GOT 5.65 0.9 ‘wtheat Patatoes 0.2 Rapeseedslcanala seeds 1
% 2 GEMSIFoad G0 4.95 0.8 ‘wheat Patatoes 0.1 Maizelzom 10
E 2 FR child 315 ur 4.30 10 ‘wheat Milk: Cattle 0.1 Potatoes 10
H 2% IT toddler 462 1 ‘wtheat Patatoes 0.0 Peaches 1
E 2y PT general 4.53 0.8 ‘wheat Patatoes 0.1 Sunflower seeds 0.9
E T GEMSIFood G11 425 07T wheat Potatoes 0z Barley 0.3
2 T UK infant 4.21 0.5 ‘w'heat Mill: Catile 0.2 Maizelcom 0.6
& T ES child 413 0.9 ‘wheat Patatoes 0.1 Mill: Cattle 0.9
E ™ UK toddler 4.02 0.8 ‘wheat Potatoes 0.1 Milk: Cattle 0.8
a T FRroddler 2 3w 371 0.6 ‘wheat Milk: Catrle 0.1 Paotatoes 0.7
5 T SE general 3.66 0.7 ‘wtheat Patatoes 0.1 Bovine: Muscle/meat 0.7
2 T OE general 313 0.4:: ‘wheat Pye 0.1 Barley 0.6
E T ML general <Al 0.4 ‘wheat Paotatoes 0.1 Rapeseeds!canola seeds 0.5
= T OE women 14-50 ur am 0.4 ‘wtheat Rye 0.1 Milk: Cattle 0.6
il T IE adult 3.03 05 ‘wheat Patatoes 0.1 Sunflower seeds 05
2 1.0 IT zdule 233 0.3 ‘wheat Peaches 0.0 Potatoes 0.3
2 0.9 FI3ur 263 0.3 Potatoes wtheat 0.1 Rue 0.5
8 0.8 ES adult 255 05 ‘wheat Barley 0.1 Patataes 0.6
E 0.8 LT adult 233 02 Fue ‘wheat 02 Patatoes 05
H 0.7 FR adult zz1 0.5 ‘w'heat ‘wfine grapes 0.0 Potatoes 0.5
u 0.7 FIGur 213 0.2 Patatoes letheat 0.1 Rue 0.4
5 0.6 UK wegetarian 183 0.4 Wheat Potatoes 0.0 Milk: Cattle 0.4
E 0.6 DK adulr 168 0.z ‘wheat Rye 0.1 Paotatoes 0.3
05 UK adult 182 0.3 ‘wtheat Patatoes 0.0 ‘wine grapes 0.4
0.5 FRinfant 143 0.2 ‘wheat Patatoes 0.1 Mill: Cattle 0.2
0. Fl adult 105 0tz Rye Paotatoes 0.1 wheat 0.z
0.3 [E child 0.93 0.2 ‘wheat Patatoes 0.0 Mill: Cattle 0.2
0.3 PL general 033 0z Patatoes Apples 0.0 Plums
Conclusion:
The estimated long-term dietary intake [TMONMEDMED() w as below the ADI
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A39

TA - IESTI calculations - Raw commodities

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 calculati

Unprecessed commaodities

The acute risk assessment is based on the ARID.

The caleulation is based on the large portion of the mast critical consumer group.

Results for children
Ma. of commadities far which ARIOMAD! s

IESTI new calculations:

The calculation is perfarmed with the MEL and the peelinglproceszing factor [PF], taking inte account the residus in the adible partion andiar the
conuversion factar far the residus definition (CF). Far case 23, 2b and 3 caloulations 2 varisbility factar of 3iz used. Since thiz methadalagy is not based
oninternationally agreed principles, the results are considered as indicative anly.

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

Results for adults
Ma. af sommadities far which ARIOMADN s

TESTI new
Reszults for children
Ma. of sommadities Far which ARIAD] iz

IESTInew
Rexzults for adults
Ma. of commadities far which AROMAO) iz suceedad

enceeded (IESTI): - enceeded IESTI: -—= enoeeded [ESTInew): o= [ESTI new]: -—
IESTI IESTI ESTInew IESTInew
MRL finput MEL ! input MBEL ! input MRL linput
Highest > of for Rl Euposure Highest > of for Rl Exposure Highest = of far Rb Exposure Highest > af far Rl Exposure
ARDNADI Commadities (malkg)l  [pgtkgbuwl AROAADI Commadities (mgfkg)l  (palkg bw) ARIDMADI Commaodities [mafkg)l  [patkgbwl ARFOMA0I Commadities [malkgl Ipalkg bl
3 ‘et oloez 3.0 2 ‘wheat 0/0.62 5.2
T Fue oloez 39 T Fue 0/0.62 3.0
T Barley o!0e2 35 1 Barley oln.e2 3.0
0.2+ Olat oroez 0.69 0.1 Olat ofn.ez 0.40
Expandlcollapse list
Total number of commodities exceeding the Total number of dities found ding

ARFOIADI in children and adult diets
(IESTI calculation)

the ARfDIADI in children and adult diets
(ESTI new calculation])
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A 3.10

TA - IESTI calculations - Processed commodities

Results for children Results for adults Results for children Results for adults
8 |Maof processed commadities for which Mo of processed commadities For which Mo of processed commadities for which Mo of processed commadities for which ARONMDI iz
% ARIDIADN iz enceeded IESTI: - ARFONADN is enceeded IESTI: -—= ARFOMDis enceeded [ESTInew): == enceaded (IESTInew]: -—
£ [IESTI IESTI IESTI new IESTI new
E MPL {input MBEL ! inpit MRL f input MEL ! inpuat
Q Highest > of far Rl Euposure Highest > of far R& Exposure Highest > of far Ry Euposure Highest > of for Rty Euposure
E ARFONADI Proceszed commodities  (mglkal [patkgbw) ARFDNADI Proceszed commodities [malkal [pafkabuw] ARMADI Proceszed commadities  [malkal Ipatkg bul ARFOMAOI Processed commadities [mafka) Ipathkg bu)
. T ‘iz at ! milling [Flaur) 0/0.32 38 0.3 ‘wheat ! breadlpizza oloez 27 #ZAHL! HZAHL! #ZAHL! #ZOHL! #ZAHL! HZAHL! #ZOHL! #ZOHL!
2 10 ‘wheat !miling (wholems:  0/0.53 3.0 0.8 ‘wheat ! pasta oloez2 2.4 #ZAHL! HZAHL! #ZAHL! #ZOHL! #ZAHL! HZAHL! #ZAHL! #ZOHL!
I 0.8 Fye | boiled 0/062 23 0.6 ‘wheat ! bread 0053 19 #ZAHL! HZAHL! #ZAHL! #ZOHL! #ZAHL! HZAHL! #ZAHL! #ZOHL!
0.8 Ot boiled 0/062 23 0.3 Oat!boiled oloez 0.94 #ZAHL! HZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL! #ZAHL! #ZAHL!
0.8 Barley! cooked 0/062 23 0.3 Barley! beer olooz 0.89 #ZAHL! HZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL! #ZAHL! #ZAHL!
0w Fye { milling (whelemeall- 010,62 2.2 #ZAHL! #ZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! H#ZAHL! HZAHL! #ZAHL! #ZAHL!
0.6+ Oat ! milling [flakes) ofoez 19 #ZAHL! #ZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! H#ZAHL! HZAHL! #ZAHL! #ZAHL!
0.4 Earlew ! milling (flour) 0/0Ts 13 #ZAHL! #ZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! HZAHL! HZAHL! H#ZAHL! #ZAHL!
#ZAHL! HZAHL! HZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! HZAHL! HZAHL! H#ZAHL! #ZAHL!
#ZAHL! HZAHL! HZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! #Z8HL! #ZAHL! #ZAHL! H#ZAHL! #ZAHL! #ZAHL!
#ZAHL! HZAHL! HZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! #Z8HL! #ZAHL! #ZAHL! H#ZAHL! #ZAHL! #ZAHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #AHL! #ZAHL! #ZBHL! #ZAHL! #oAHL! #ZBHL! #ZBHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #AHL! #ZAHL! #ZBHL! #ZAHL! #oAHL! #ZBHL! #ZBHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #oAHL! #ZAHL! #ZBHL! #ZAHL! #oAHL! #ZBHL! #ZBHL!
#ZAHL! #ZAHL! #oAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #oAHL! #oAHL! #eAHL! #ZaHL! #EBHL! #ZAHL! #eAHL! #ZBHL! #EBHL!
Expand!collapze list

Conclusion:

Ma exceedance of the toricological reference value was identified for any unprocessed commadity.
A short termintake of residues of TA iz unlikely to present a public health risk.
Far processed commadities, no exnceedance of the ARIDMAD] w a= identified.
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A 311 TAA - IEDI calculations

*ﬁ#.

Input values

TAA
*
£ L0 imgtkg) range from to Details - chronic risk Supplementary results -
"o e S a - Toxicological reference values assessment chronic risk assessme
ADN [mafkg b tday]: 1 BRI (gl b 1
Eu I’Gpean FOOd Safety Au th orlty Source of ADL: EFSA  |Source of ARD: EFSA petalls acu::flz K petalls aCUteanSk
EFSA PRIMo revision 3.1: 2019/03/19 “Wear of evaluation; 2018 [Yearof evaluation: 2018 assessment/children assessment/adults
Comments:
Chronic risk assessment: JMPR methodology (IEDI/TMDI)
Mo of diets snceeding the A01: - Evposure resulting fram
MPLz set | commodities
Caloulated Expsoure |Highest contributor 2nd contributar to 3rd contributor ta stthelLOQ|  notunder
EexposUre [patkg bw to M3 diet Commodity ! M3 diet Commodity { M5 diet Commadity ! (in3 of Eis:isrr:g:;
(> of ADI) M5 Diet pet day] [ir > of ADI) group of commadities lin > of ADN | group of commodities lir % of ADI group of commodities ADI i
3 ML toddler 1218 0.6 Maizelcomn 0.3 ‘wheat 0.2% Mill:: Cattle 0.4
0.3 0K child 4.8 04 Rye 0.3 ‘w'heat 0.0 Mill: Cattle
0.7 GEMSiFood GOG 7.4 0.6 ‘wheat 0.1 Maizelcom 0.0 Milk: Cattle
0.6% RO general 5.594 0.4 ‘wheat 0.1 Maizelcorn 0.0 Milk: Catrle
0.5% GEMSiFood G135 5.50 0. ‘wheat 0.1 Barley 0. Maizelcom
0.5 DE child S.d4 0.3 ‘wheat 0.1 Flye 0.1 Milk: Cattle
0.5 GEMSiFood GOZ 536 0.3 ‘wheat 0.1 Barley 0.0 Fuye
0.5 IT taddler 535 0.5 ‘wheat 0.0 Apples 0.0 Maizeloarm
= 0.5 ML child 532 0.3 ‘Wheat 0.1 Milk: Cattle 0.0 Sugar beet roots
% 0.5 FR child 315 ur 5zz 0.4z ‘Wheat 0.1 Milk: Cattle 0.0 Maizelcom
E 0.5% GEMSiFoad GOT 473 0.3 ‘wheat 0.0 Barley 0.0 Maizeloarm
a 0.5% GEMSiFoad G10 467 0.3 ‘wheat 0.1 Maizelcom 0.0 Barley
E 0.5% UK infant 4.50 0.2x ‘whieat 0t Mill: Cattle 01 Maizelcom
E 0.4 ES child 4,36 0. ‘whieat 0.0 Mill: Cattle 0.0 Maizelcom
o 0.4 GEMSiFood GT1 4.13 0.3 ‘wheat 0.1 Barley 0.0 Milk: Cattle
& 0.4 LK toddler 413 0.3 ‘wheat 0.1 Milk: Cattle 0.0 Sugar beet roots
g 0.4% FT general 390 0.3 ‘heat 0.0 Maizetoom 0.0% \ine grapes
a 0.4 FRtaddler 2 3yr 385 02w ‘wheat 0.1 Milk: Cattle 0.0 Sugar beet roots
5 0.3 SE gereral 338 0.3 ‘wheat 0.0 Mill: Cattle 0.0 Fuye
T 0.3 IT adult 335 0.3 ‘wheat 0.0 Apples 0.0 Maizelcarm
E 0.3 DE gereral 323 01 ‘Wheat 0.0 Fue 0.0 Barley
= 0.3 DE women 14-50ur 313 0.2 ‘Wheat 0.0 Fue 0.0 Milk: Cattle
= 0.3% ES adult 263 0.2 ‘wheat 0.0 Barley 0.0 Milk: Cattle
2 0.3% IE adult Z62 0.2x ‘whieat 0.0 Maizelcomn 0.0 Oat
% 0.3% ML gereral 257 0.2 ‘wheat 0.0 Milk: Cattle 0.0 Barley
e 0.2 FR adult 224 0.2 ‘wheat 0.0 Milk: Cattle 0.0 ‘Wine grapes
E 0.zx LT adult 203 0.1 Ruye 0.1 ‘wheat 0.0 Milk: Cattle
E 0.zn Fl3Sur 208 0.1 ‘wheat 0.1 Rue 0.0 [WE
g 0.2% UK vegetarian 17 0.2 ‘wheat 0.0 Milk: Catle 0.0 ‘Wine grapes
= nex FlGur 165 0.1 ‘wheat 0.0 Rue 0.0 Olat
E 0.2 DK adule 164 0.1 ‘wheat 0.0 Rue 0.0 Mill: Cattle
0.2 UK adule 161 0.1 ‘wheat 0.0 Mill: Cattle 0.0 ‘Wine arapes
0.1 FRinfant 133 0.1 ‘wheat 0.1 Mill: Cattle 0.0 Sugar beet roots
0.1 IE child 108 01 ‘Wheat 0.0 Milk: Cattle 0.0 Apples
01 Fladult 033 0 Rye 0o ‘w'heat 0.0 Oat
0.0 PL gereral 013 0.0 Apples 0.0 Patatoes 0.0 Table grapes
Conclusion:
The estimated long-term dietary intake [TMOMMEDWEDI w as below the ADI.
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A3.12

TAA - IESTI calculations - Raw commodities

Acute risk assessment /children

Details - acute risk assessment fchildren

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 assessmentis based onthe ARID.

The calculation is bazed onthe large portion of the most critical consumer group.

IESTI new calculations:

The calculation is performed with the MEL and the peelinglproceszing factor [PF, taking into account the rezidus in the edible portion andior the
converzion factor for the residus definition [CF). For caze 2a, 2b and 3 calculations a variability factor of Jis used. Since this methodologyis not based
oninternationally agreed principles, the results are considered as indicative only.

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

ARIDIADI in children and adult diets
(IESTI calculation)

the ARFDIADI in children and adult diets
(ESTI new calculation]

IESTI new [ESTInew
»n | Results for children Results for adults Results for children Results for adults
2 Mo of commodities for which ARFONADI s Mo, of commaodities for which ARFOMADN iz Mo, of commoditiez for which AROMAO) iz Mo, of commodities for which ARIOMAD is erceeded
T |exceeded (IESTI: - enceeded (IESTI: - exceeded (IESTInew]: - (ESTInew): ==
E
E IESTI IESTI IESTImew IEST! new
; MRL { input MRL ! input MBL { input MBL ! input
@ Highest > of far A Exposure Highest = of for R& Exposure Highest > of for Ridy Exposure Highest =< of far Bty Exposure
4 ARfONAD0I1 Commodities (matkal  (patkg bw) ARFONADI Commodities (matkgl  [palkabwl ARDMADI Commodities (matkal  [palkabw) ARFOMADI Commodities Imatka)  [patkgbwl
2 T ‘wheat oroTs il 0.7 ‘wheat 0/ovs 6.6
E 0.5 Fue oroTs 5.0 0.4 Fue 0/ovs 3.8
=1 0.dz Barley 0ro.7a d.4 0.4 Barley 01073 38
0.09:% Ozt oroTs 0.3 0.05 Ozt 0lovs 0.51
Eupandicollapse list
Total number of commodities exceeding the Total number of dities found ding
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A3.13

TAA - IESTI calculations - Processed commodities

Results for children Results for adults Results for children Results for adults
8 |Moof processed commadities for which Mo of processed commadities for which Mo of processed commadities for which Mo of processed commadities For which ARMAO] s
% ARMADI is enceeded IESTIE - ARDMADI is enceeded (IESTIL - ARMDMADIis enceeded (IESTInew]: == enceeded IESTInew): —
e |IESTI IESTI IESTI new IESTI new
E MRL ! input MRL finput MRL ! input MRL !input
@ Highest ¥ of far Ry Exposure Highest » of for BA Exposure Highest > of for By Exposure Highest > of for BA Exposure
E ARFDNADI Processed commodities [matkg)  (poltkgbw) ARIOADI Processed commodities (matkg)  [palkg b AROAOI Processed commodities  (mglkal  [wolkg bw) AROMA0I Processed commodities [matkg) [patkg bw]
ol 0.5 ‘wheat { milling (flaur) 0/ 0.64 7T 0.4: Barley { beer oMoz 4.3 HZAHL! HZAHL! #ZAHL! #ZLHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
] 0.5 ‘wheat ! miling [wholemez 01094 5.2 0.3 ‘wheat | breadlpizza olioTa 35 H#ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZOHL!
o 0.3 Barley ! milling [flour] 0ME7 3.0 0.3 ‘wheat ! bread 0r0od 3.3 HZAHL! HZAHL! #ZAHL! HZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
0.3 Five ! boiled ooTa 29 0.3 ‘wheat ! pasta ooTa 30 HZAHL! HZAHL! #ZAHL! HZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
0.3 Oat ! bailed 0T 23 0tz Ot { boiled 0roTa 12 HZAHL! HZAHL! #ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
0.3% Barley ! cooked ooTs 23 #ZAHL! #ZAHL! #ZAHL! #ZAHL! #oAHL! #oAHL! #ZAHL! #AHL! #ZAHL! #ZAHL! #ZAHL! #ZBHL!
0.3 Rye ! miling [wholemeall- 00,73 28 #ZAHL! #ZAHL! #ZAHL! #ZAHL! H#ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZOHL!
0.2 Oat ! milling (flakes] oloTs 24 #ZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL! HZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZOHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! H#ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZOHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL! HZAHL! #Z2AHL! #ZAHL! #2AHL! #ZAHL! #ZAHL! #ZHHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL! HZAHL! #ZAHL! HZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL! HZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #2AHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #oAHL! #oAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZBHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! H#ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZOHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! H#ZAHL! H#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! H#ZAHL!
Expandlcollapse list

Conclusion:

Mo excesdance of the toricological reference value w as identifizd for any unprocessed commadity.
A short term intake of residues of TAA is unlikely to present a public health rizk.

For processed commodities, no exceedance of the ARMOMADI w as identified.
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A3.14

TLA - IEDI calculations

¥ * ¥
¥ TLA
»x LOGs [mgtkg] range from: to: Details - chronic risk Supplementary results -
"o e S a - Toxicological reference values assessment chronic risk assessment
AN [malkg bwiday): 0.3 ARFD [motkg bw): 0.3
Eurﬂpean Food Safet)‘ Al.lthl)rlty Source of ADE EFSA | Source of ARD: EF5A DEtails aCU:Z.lE_IESI( petals ﬂCut(ZIrIISk
EFSA PRIMo revision 3.1: 2019/03/19 “ear of evaluation: 2018 [Yearof evaluation: 2018 assessment/children assessment/adults
Comments:
Chronic risk assessment: JMPR methodology (IEDUTMDI)
Mo of diets exceeding the 401 : -— Exposure resuling from
MPLs set | commadities
Calculated Expsoure  |Highest contributor Znd contributor ta 3rd contributor ta attheLDQ|  notunder
exposUre [patka bw 1o M3 diet Cammadity ! M5 diet Commadity ! M5 diet Commadity ! lin 32 of éss_/essfr':g:t
oot AD)  MSDiet perdayl | (in%of ADI | aroupof commadities fin 3 of ADN__| group of commadiiss fin 2 of AD__| croup of sommaodities ADN) | (inzofA00
10 ML toddler 2.93 0.6 Milk: Cattle 0.1 Apples 0.1 Maizetcom 0.0
0.5 LK infart 150 042 Milk: Cattle 0.0 Patatoes 0.0 ‘wheat 0.0
ML child 14z 0.2x Milk: Cattle 0.1 Apples 0.0 ‘w'heat 0.0x
DE child 136 0.2 Milk: Cattle 0.1 Apples ‘wheat 0.0
FRtoddler2 3ur 127 0.3 Milk: Cattle 0.0 Apples ‘whe st 0.0
FR child 315 ur 112 0.2 Milk: Cattle 0.0 ‘wheat Apples 0.0
UK toddler 0.98 0.2x Milk: Cattle 0.0 Wwtheat Potatoes 0.0
DK child 0.34 0.1 Milk: Cattle 0.0 Rye ‘wheat 0.1
= RO gereral 0.64 01 Milk: Cattle 0.0 wheat Patatoes 0.0
% DE general 0.73 0.1 Milk: Canle 0.0 Apples Sugar beet roots 0.0
E GEMSIFood G15 0.75 0.1 Milk: Cattle 0.0 \wheat Potatoes 0.1
a SE general 0.7s Milk: Cattle 0.0 Bowine: Musclelmeat Potatoes 0.0
§ ES child 0.74 Mille: Cattle 0.0 Wwheat Bovine: Muzcle/meat 0.0
'§ GEMS!Food GO7 0.74 Milk: Cattle 0.0 Wwtheat Potatoes 0.0
=) DE women 14-50ur 0.vd Mill: Cattle 0.0 Apples ‘wheat 0.0
& GEMS!Food GOZ o7z Milk: Cattle 0.0 wheat Potatoes 0.1
E GEMSIFood G11 0.63 Milk: Carle 0.0 Potatoes wheat 0.0
H FRinfant 0.67 Milk: Cattle 0.0 Apples Potatoes 0.0
5 ML general 0.60 Milk: Cattle 0.0x Patatoes Apples 0.0x
® GEMS!Food G10 0.60 Mille: Cattle 0.0 Wwheat Fotatoes 0.0
E GEMS!Food GOE 0.43 ‘wtheat 0.0 Mill: Cattle Table grapes 0.1
z |E aduilr 0.45 Milk: Cattle 0.0 ‘wheat ‘wine grapes 0.0
2 FR adult 0.4z Milk: Cattle 0.0 wine grapes ‘wheat 0.0
g ES adult 0.4z Milk: Canle 0.0 ‘wheat Barley 0.0
2 PT general 0.40 Patataes 0.0 wine grapes ‘wheat 0.0
= DK adule 0.38 Milk: Cattle 0.0x 'wfine grapes Apples 0.0x
E LT adult 0.37 Milk: Cattle 0.0 Patatoes Apples 0.0
- 0.1 UK adule 0.2y Milk: Cattle 0.0 'wline grapes ‘whe st 0.0
u 0.1 UK vegetarian 0.26 Milk: Cattle 0.0 ‘wheat ‘wine grapes 0.0
g 0.1 Fl3ur 0.25 Potatoes 0.0 Oat Apples 0.0
E 0.1 IT toddler 0.23 ‘wheat 0.0 Apples Potatoes 0.0
01 FlGur 013 Patataes 0.0 Oat ‘wheat 0.0
0.1 IE child 018 Milk: Cattle 0.0x Ww'heat Potatoes 0.0x
0.1 PL general o017 Potatoes 0.0 Apples Table grapes
0.1 IT adult 017 ‘wheat 0.0 Apples Peaches 0.0
0.0x Fladul 0.10 Fotatoes 0.0x Apples Fue 0.0x
Conclusion:
The estimated long-term dietary intake (TMONNECHIED) was below the ADI.

Page 313 /324



BAS 758 00 F / Revyflex Plus
Part B — Section 7 - Core Assessment
ZRMS version

Page 314 /324

A3.15

TLA - IESTI calculations - Raw commodities

Acute risk assessment /children

Details - acute risk assessment fchildren

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.

Results for children

The calculation is bazed on the large portion of the mast critical consumer group.

IESTI new calculations:

The calculation is performed with the MEL and the peelinglproceszing factor [PF, taking into account the rezidue in the edible portion andfar the
converzion factor for the residue definition (CF). For case 2a, 2b and 3 calculations a variabilitw factor of 3 iz used. Since this methodology is not based
on internationally agreed principles, the resultz are considered as indicative only.

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

Results for adults

IESTI new
Results for children

[ESTT new
Results for adults

ARFOIADI in children and adult diets
[IESTI calculation)

the ARFDIADI in children and adule diets
(ESTI new calculation)

n
2 Mo of commodities for which ARDIADI i Mo. of commadities for which AROMADN = Mo. of commadities for which ARMOMADN = Mo. of commadities for which ARFOMDI iz exceeded
B |encesded (ESTI: - exceeded (IESTIL - exceeded (IEST| new]: - (ESTI new): ==
E
E lIESTI IESTI IESTInew ESTInew
; MEL ! input MEL ! input MRBL ! input MRBL ! input
] Highest ¥ of For B Exposure Highest ¥ of Far By Exposure Highest * of far Bé Exposure Highest * of far Bé Exposure
[ ARDIADI Commodities (matkal  [(patkgbw] ARFONA0I Commedities (matkg)  [(patkgbw] ARFOA0I Commodities (matkgl  (patkgbw) ARIDMADOI Commodities [marka) [palka bw]
8 0.1 Biarley 0foos 0.43 0.1 Barlew 0foos 0.37
E. 0.1 ‘wheat otooe 0.3z 0062 ‘wheat otonz 0.1
= 0.05% Fiye 000z 014 0.04 Flye oinoz o
0.03 Ot 0 0os 0.03 002 Clat 0 0os 0.0%
Expandicallapse list
Total number of commodities exceeding the Total number of dities found ding
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A 3.16

TLA - IESTI calculations - Processed commodities

Results for children Results for adults Results for children Results for adults
o |Meof processed commaodities for which Mo of proceszed commadities for which Mo of proceszed commadities far which Mo aof processed commadities for which ARFONDI iz
% AR iz ewceeded (IESTIE - ARFOADI iz exceeded (IESTI: - ARFONADI iz exceeded (IESTInew): == exceeded (IESTInew]: ==
E |IESTI IESTI IESTI new IESTI new
E MRL ! input MRL ! input MRBL ! input MBL { input
@ Highest > of for R Erposure Highest > of for Rds Erposure Highest ¥ of for Bé Exposure Highest > of for Bé Exposure
E ARFDADI Processed commadities  (matkal  [palkg bw] ARIDNADI Processed commodities (matkgl  (pgtkg bw) ARFOMA0I Processed commodities  (mgtkal  (patkgbw) ARFOMA0I Processed commodities [matka) [patka bu]
L 0.2 Barley ! milling (flaur) 0023 0.53 2w Barlew! beer 0013 4.7 #ZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! HZAHL!
2 0.1 Ot ! bailed 0{0.05 0.25 0.04: Oat ! boiled 0{0.05 0.1z #ZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! HZAHL!
o 0.1 Barley ! cooked 0{0.05 0.25 0.03:% ‘wheat ! breadlpizza 0/0.0z 0.10 #ZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! HZAHL!
0.1 ‘wheat { milling [flour) 0/0.0z 0.z7 0.03:% ‘wheat ! pasta 0/0.0z 0.03 #ZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! HZAHL!
0.1 Ot { milling [flakes) 0{0.05 0.23 0.03:% ‘wheat ! bread 0/0.0z 0.03 #ZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! #ZAHL! HZAHL! HZAHL!
0.0 ‘wheat { milling (wholeme:  0/0.02 01z #ZAHL! #ZAHL! #ZHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZHL! #ZAHL! #oAHL! #oAHL!
0.0 Fuye ! boiled oin.oz 0.05 #ZAHL! #ZAHL! #ZHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZHL! #ZAHL! #oAHL! #oAHL!
0.0 Rye ! milling (wholemeall-  0/0.02 0.05 #ZAHL! #ZAHL! #ZHHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL!
#ZAHL! #ZAHL! #Z8HL! #ZAHL! #ZAHL! #ZAHL! #ZHHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL!
#ZAHL! #ZAHL! #Z8HL! #ZAHL! #ZAHL! #ZAHL! #ZHHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL!
#ZAHL! #ZAHL! #Z8HL! #ZAHL! #ZAHL! #ZAHL! #ZHHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL!
#ZAHL! #ZAHL! #Z8HL! #ZAHL! #ZAHL! #ZAHL! #ZHHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL!
#ZAHL! #ZAHL! #Z8HL! #ZAHL! #ZAHL! #ZAHL! #ZHHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL!
#ZAHL! #ZAHL! #Z8HL! #ZAHL! #ZAHL! #ZAHL! #ZHHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! HZAHL!
#ZAHL! #ZAHL! #Z4HL! #ZAHL! #ZAHL! #ZAHL! #ZOHL! #ZAHL! #2AHL! #2AHL! #ZAHL! #2AHL! #ZOHL! #ZAHL! #2AHL! #ZAHL!
Evpandicollapse list

Conclusion:
Mo erceedance of the tosicological reference value was identified for any unprocessed commodity,
A short termiintake of residues of TLA is unlikely to present a public health risk.

For processed commodities, no exnceedance of the ARIOMAD] w as identified.
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A3.17

Further considerations on combined toxicity (chronic) — TAand TLA

Crop groups and
examples of
individual products
within the groups ta
which the MPL=

apply

Triazole alanine
Barley

Oat

Rue

‘wheat

pTMRAL
[ma'kql

0.621 5TMR
0.621 5TMR
0.621 5TMR
0.621 5TMR

Triazole lactic acid

Barley
Oat
Rue
‘wheat

0.076 STMR
0.076 STMR

0.022 STMR
0.022 STMR

Cummulative risk HI

TMOMED! i=

caloulated with

MAL
STMR
STMP-p;

palkg bwiday
ma'kg bwiday
fn]
HQ

palkg bwiday
ma'kg bwiday
fn]
HQ

DE child
DOk child
ES child
FR infant
FR toddler2 3 yr
FR child 3 15 yr
IT toddler
ML toddler
ML child
UK infant
UK toddler
DK aduft
ES aduft
Fl adult
FR adult
IE adult
IT adult
LT adult

32416 B4017 27557 04830 19515 29196 41343 23330 26333 184D 24755 10231 1TE36 07303 13343 16367 25740 14153
0.0032 00084 00023 00003 00020 00023 00040 00023 00027 00013 00025 00090 0.001% 00007 00014 00016 00026 0.001
05300 0300 03000 0300 09300 0300 0300 0300 0300 0300 0300 0300 0300 0300 0300 0300 03500 00300
0.0108 0.0213 0.0032 0.0016 0.0065 0.0037 0.0138 0.0035 0.0030 0.0053 0.0083 0.0034 0.0053 0.0024 0.0046 0.0055 0.0036 0.0047

0267 02475 00377 00174 00724 07082 0471 01236 00333 00783 00310 003683 00331 00341 00504 00835 00317 00533
1E-04  2E-04 1E-04 ZE-05 VE-O5 E-04  E-04  E-04 E-04  BE-05  SE-05 4E-05  3E-05 3E-05 SE-05 YE-05  3E-05 BE-0S
03 03 0.3 0 03 03 03 0.3 0.3 (135 03 03 03 0.3 0 03 03 03
0.0004 0.0008 0.0003 0.0001 0.0002 0.0004 0.0005 0.0004 0.0003 0.0003 0.0003 0.0001 0.0003 0.0001 0.0002 0.0002 0.0003 0.0002

00112 0.0222 0.00353 0.0017 0.0067 0.07071 0.0143 0.0102 0.0033 0.0062 0.00836 0.0035 0.0062 0.0025 0.004F 0.0057 0.0053 0.0043
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Cropgroups and | pTMRL THMOWEDI i= o . ® o b ] ;"

examples of [maglkg] calculated with = = = = = - _E 8 8 8 ] ] ] = g

individual products MAL z z I 3 z 3 = = = = a K 3 [ = =2 = =

withir the groups to STMR £ g 2 a o @ = 2 2 s é é é £ 5 G s o

which the MAL= STMR-p; a 4 e a w = £ @ i@ @ @ g @ w E w [ e

apply LOS = e e & @ = z z = = = = a 2

Q ] L] o a 5] g

Triazole alanine

Barlay 0.621 STMR

Dt 0.621 STMR

Fue 0.621 STMR

w'hie at 0.621 STMR
paglkg bwiday 14507 00000 25554 31464 21714 10720 13258 45605 31056 35183 29168 27vV09 34783 1912 18095 0731 15444 12178
mglkg bwiday 0.0015 00000 00026 00031 00022 00071 00013 00046 00031 00035 00023 000258 00035 00013 00013 00007 0001 00012
A0l 0300 0300 0300 0300 0300 0300 0300 0300 0300 0300 0300 0300 0300 0300 0300 0300 0300 0300
HQ 0.0048 0.0000 0.0085 0.0105 0.0072 0.0036 0.0044 0.0152 0.0104 0.0117 0.0097 0.0032 O0.0116 0.0064 0.0060 0.0024 0.0051 0.0041

Triazole lactic acid

Barlay 0.078 STMR

Clat 0.0v6 STMR

Fue 0.022 STMR

‘e at 0.022 STMR
pglkg bwiday 00834 00000 00335 09115 00763 00403 00506 0655 01433 01784 01394 01930 0678 01007 00796 0.0267 00895 0.0635
mglkg bwiday TE-05 OE+00 3E-O5  E-04 BE-05 4E-05 SE-05 2E-04 iE-04 Z2E-04 iE-04 E-04 2E-04  E-04 BE-05  3E-05 SE-05  BE-OS
A0l 0.3 0.3 0.3 0.3 0.3 0.3 0.3 0.3 0.3 0.3 0.3 0.3 0.3 0.3 0.3 0.3 0.3 13
HQ 0.0002 0.0000 00003 0.0004 0.0003 0.0001 0.000Z2 00006 0.0005 0O.0006 0.0005 00005 0.0006 00003 0.0003 0.0001 0.0003 D.0000D

Cummulative risk HI

0.0051 0.0000 0.0088 0.0103 0.0075 0.0037 0.0046 0.0158 0.0108 0.0123 0.0102 0.0037 0.012Z 0.0067 0.0063 0.0025 0.0054 0.0041
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Metrafenone

A 3.18 Metrafenone TMDI calculations

TMDI calculations have not been presented.

A 3.19 IEDI calculations
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=
X v metrafenone

'k* (L0 ((rirlitg)) i iehit fi Details - chronic risk Supplementary results -
. e S a - Toxicological reference values assessment chronic risk assessment
ADI (mg/kg bw/day): 0.25 ARD (mg/kg bw): not necessary
Eu ro pean FOOd Sa fety AUthorltY Source of ADI: EFSA Source of ARfD: EFSA REllS acutg s D i
EFSA PRIMo revision 3.1; 2019/03/19 Year of evaluation: 2006 Year of evaluation: 2006 assessment/children assessment/adults
Comments:
No of diets exceeding the ADI : Exposure resulting from
MRLs set at | commodities not
) . . ) the LOQ |under
Expsoure [ Highest con?rlbutor to 2nd conlnl_:ulor to MS 3rd contrll_)utor to MS (in % of ADI) (in % of ADI)
Calculated exposure (Mg/kg bw per MS diet Commodity / diet Commodity / diet Commaodity /
(% of ADI) MS Diet day) (in % of ADI) group of ti (in % of ADI) |group of ti (in % of ADI) |group of com
3% NL toddler 6.93 1.0% Apples 0.7% Table grapes 0.4% Pears
2% DE child 5.87 1% Apples 0.6% Table grapes 0.1% Milk: Cattle
2% NL child 4.05 0.5% Apples 0.4% Table grapes 0.2% Sugar beet roots
1% GEMS/Food G06 3.14 0.5% Table grapes 0.2% Tomatoes 0.1% Wheat
0.8% DE women 14-50 yr 210 0.2% Apples 0.1% Table grapes 0.1% Sugar beet roots
0.8% GEMS/Food G15 2.07 0.1% Table grapes 0.1% Apples 0.1% \Wine grapes
0.8% DE general 2.07 0.2% Apples 0.1% Table grapes 0.1% Sugar beet roots
0.8% RO general 2.07 0.2% Wine grapes 0.1% Apples 0.1% Tomatoes
g 0.8% FR child 315 yr 2.02 0.2% Apples 0.2% Table grapes 0.1% Milk: Cattle
a 0.8% DK child 2.01 0.2% Apples 0.1% Rye 0.1% Cucumbers
E 0.8% GEMS/Food G11 1.95 0.2% Table grapes 0.1% Apples 0.1% \Wine grapes
g 0.8% GEMS/Food G08 1.95 0.1% Table grapes 0.1% Apples 0.1% \Wine grapes
: 0.7% GEMS/Food GO7 185 0.1% Table grapes 0.1% Wine grapes 0.1% Apples
E 0.7% PT general 1.78 0.2% Wine grapes 0.1% Table grapes 0.1% Apples
) 0.7% FR toddler 2 3 yr 172 0.3% Apples 0.1% Milk: Cattle 0.1% Sugar beet roots
g 0.7% GEMS/Food G10 164 0.1% Table grapes 0.1% Apples 0.1% Wheat
% 0.6% |E adult 1.62 0.1% Wine grapes 0.1% Table grapes 0.1% Apples
E 0.6% UK toddler 152 0.2% Apples 0.1% Table grapes 0.1% Milk: Cattle
3 0.6% NL general 1.39 0.1% Apples 0.1% Table grapes 0.1% Sugar beet roots
8 0.5% UK infant 1.33 0.2% Milk: Cattle 0.1% Apples 0.0% Wheat
% 0.5% FR adult 132 0.2% Wine grapes 0.1% Apples 0.0% Table grapes
=2 0.5% ES child 121 0.1% Apples 0.1% Wheat 0.0% Milk: Cattle
g 0.5% PL general 1.15 0.2% Apples 0.1% Table grapes 0.0% Tomatoes
% 0.4% IT toddler il 112 0.1% Wheat 0.1% Apples 0.1% Tomatoes
g 0.4% SE general 112 0.1% Apples 0.1% Wheat 0.0% Milk: Cattle
w 0.4% FI3yr 1.10 0.1% Table grapes 0.1% Apples 0.1% Cucumbers
E 0.4% DK adult 1.07 0.1% Wine grapes 0.1% Apples 0.1% Table grapes
z 0.4% ES adult 0.98 0.1% Apples 0.0% Wine grapes 0.0% Wheat
o) 0.4% IT adult 0.96 0.1% Apples 0.1% Wheat 0.1% Table grapes
E 0.4% FR infant 0.91 0.2% Apples 0.1% Milk: Cattle 0.0% Sugar beet roots
0.3% UK vegetarian 0.87 0.1% Wine grapes 0.1% Apples 0.0% Table grapes
0.3% UK adult 0.86 0.1% Wine grapes 0.1% HOPS (dried) 0.0% Apples
0.3% LT adult 0.84 0.2% Apples 0.0% Tomatoes 0.0% Cucumbers
0.3% FI6yr 0.83 0.1% Table grapes 0.1% Apples 0.0% Cucumbers
0.2% Fladult 0.61 0.1% Apples 0.0% Table grapes 0.0% \Wine grapes
0.1% IE child 0.28 0.0% Apples 0.0% Table grapes 0.0% Wheat
Conclusion:
The estimated long-term dietary intake (TMDIVNEDVIEDI) was below the ADL.
The long-term intake of residues of metrafenone is unlikely to present a public health concern.




BAS 758 00 F / Revyflex Plus Page 320 /324
Part B — Section 7 - Core Assessment
ZRMS version

A 3.20 IESTI calculations - Raw commodities

Not required. It was not necessary to establish an ARfD for metrafenone.

A3.21 IESTI calculations - Processed commaodities

Not required. It was not necessary to establish an ARfD for metrafenone.
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Pyraclostrobin

A3.22

Pyraclostrobin TMDI calculations

*‘Ii

Input values

Pyraclostrobin
*x
x LD [maikg] range from: to: 010 Details - chronic risk Supplementary results -
Ll e S a - Toxicological reference values assessment chronic risk assessment
A0 (matkg berl duy): ARFD (mafkg bw): 0.03
European Food Safety Authority Fource of ADE Source of ARD: EC Details= acuiel iE2 E=Efls-cerians
) , assessmenty/children assessment/adults
EFSA PRIMo revision 3.1; 2019/0319 Tear of evaluation: Tear of evaluation: 2004
Commentz:
Chronic risk assessment: JMPR methodology (IEDUTMDI)
Mo of dicks exceeding the A1 : - Esposure resulting from
MPBL: sct at| commaditior nat
Espscure | Highest contributar 2nd contributar to 3rd contributar ko e LOR  funder anrserment
Calsuluted ciposure (waika b to WS diet | Commedity ! 1% diet Commadity { TS diet Commeodity | fin % of DN tinscaf &0
(% of ADI) IS Dict per day) [in%of ADI) | group of commoditics [in% oF ADI) | group of commeditics [in% oF ADN) | group of commeditics
a3 DE child 2475 27% Oranges 2% Apples ] Cherries (zweet] 2%
a3 ML toddler 2476 18% Apples = Oranges T Pearz 4%
555 L <hild 16.59 10% ARl 3% Orangss 6% Sugar bast roats 2%
53 FPR child 315 yr 15.76 23 Orangss ax Other letbuce and sther zakid plants 3% et 2%
45% GEMSFeod GOT 1423 10% wine grapes 3% Orangss 3% whaat 1%
4% IE adule 14.25 a% Wine grapes ™ Oranges 5% Grapefruits 1=
45% GEMSFood G 15.43 it wine grapes 5% Oranges 3% Lamb's lettucetcarn salads 1%
4nx GEMEIFoad GOG 1337 ™ Orangss 5% wheat ax Onions 0%
45 GEMIFood G0 1253 a% Oranges 3% Onians 3% Wine grapes 1%
43 GEMSFocd GOS 1234 ™ Wine grapes 3% Oranges 3% Barley =
= 45 DIE women 14-50 yr 1286 15% Oranges 6% wine grapes ax Apples 0%
H] 40 GEMEFood GIS 12.04 ™ Wine grapes 4x Oranges 3% Wheat =
] a0 DE genersl 12.00 10% Oranges 6% wine grapes ax Apples 10%
a 39% FFRtoddler 2 3 yr it 10% Orangss 5% Apples 5% Fandaring 2%
3 37% FR adult oo 155 Wine grapes 5 Other letbuce and sther zakid plants ax Oranges 0%
.§_ 37% R general 10,56 1% wine grapes 4% Oians 3% whaat 1%
2 36% PT general 10.50 1 Wine grapes 4 Oranges 3% Wheat 0.4%
¥ 35% UK toddler 10.57 15% Oranges 3% Apples 3% heat 1%
2 33% E3 <hild 10.03 14% Orangss 3% heat 3% Lettuces 2%
5 31 SE general 236 5 Oranges 3% Wandarins 3% Lettuces 2%
B 23 HL general a1 ™ Orangss 4x wine grapes 2x Apples 10%
B 29 ES adult 555 £ Oranges ax Lettuces 3% Wine grapes 0%
= 21% DK child 523 4% Apples 4x Rpe 3% Wheat 2%
£ amx UK infant 503 3% Orangss 3% Apples 2% Carrats 2%
E 5% T taddler 753 4% whaat 4% Other lethuce and ather zaled plants 3% Orangss 0%
] 24x T adult g £ Other letbuce and sther sakid plants 3% heat 3% Lettuces 0%
8 2% HET 653 % Fandaring ) Oians 2% Oat 0.5%
H 23 LK vegetarian .76 6% Orangss 5 ine grapes 15 Wheat 05%
o 20% Fladult 530 6% Coffes beans 3% Oranges 2% wine grapes 0%
a3 20% LK adult 557 ™ Wine grapes 4 Oranges 1% Wheat 05%
E 1% Fl6yr 525 S FMandarins 15 Onians 15 Strawberries 0.4%
1 FRinfant 513 3% Apples 2% Carrats 2x Oranges 0%
1% DK adult 516 6% Wine grapes S Apples 10% Oranges 0%
12% PL genersl 362 3% Apples 2% Onicns 0% Cherries (sweet) 0.5%
10% LT achult 340 3% Apples 07% Rye 07% heat 0%
4 IE <hild 126 0a% Wheat 06% Oranges 05% Apples 05%
Concluzion:
The estimated long-term distary intake (TMDINEDMIEDI) was below the AD.
The lang-term intake of residucs of Pyraclostrobin is unlikely to present 3 public health concern,
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A3.23

IEDI calculations

* ¥ x
M Pyraclostrobin
x LOGs [mgtkal range from: 0.01 = 0.10 Details - chronic risk Supplementary results -
" e S a H Toxicological reference values assessment chronic risk assessment
ADIimgtkg b iday): 0.03 ARID (mglleg bw]: 0.03
Eumpean Food SafEty Authﬂﬂty Siource of ADL EC Source of ARD: EC petails at[}U:]E_IESk DEtails actl;t:n;:
EFSA PRIMo revision 3.1: 2019/03/19 “'ear of evaluation: 2004  |Year of evaluation: 2004 assessment/chilcren assessment/adu
Comments:
Chronic risk assessment: JMPR methodology (IEDI/TMDI)
Mo of diets enceeding the ADI: -— | Exposure resulting from
MPLs set | commadities
Calculated Expsoure  |Highest contributar 2nd contributor to 3rd contributar ta atthe LOG|  notunder
enposure [nglkg b toMSdiet  |Commadity! MS diet Commadity ! MS diet Commadity ! (i 32 of a.“_jssf’;g}‘
(> of AOI M5 Diet per dayl (im *2 of A0 group of commaodities lin ¥ of ADI | group of commaodities (im 2 af ADI) group of commaodities Al finz2 !
31 ML raddler 17 T4 Milk: Cattle =7 Apples 2% Pears T 0.7
185 DE child 5.42 ;x4 Apples &4 Milk: Cattle T Oranges 0.7 0.6%
165 ML child 4.76 ;x4 Milk: Cattle 3 Apples T Sugar beet roots 0.7 0.4%
13 UK infant 4.03 P4 Milk: Cattle 0.7 Apples 0.5 Carrats 0.7 0.5
13 FRtoddler 2 3ur 3.87 T Milk: Cattle T Apples 0.4% Oranges 0.5 0.3
13 FR child 315 ur 3.86 =4 Milk: Cattle 1.0 Oranges 0.9 Other lettuce and other saladply 06X 0.4%
0 GEMSiFaod G11 310 2% Milk: Cattle 2% ‘wine grapes 0.9 Barley 0.5 T
0 GEMS!Food GOT 3.05 2% ‘wine grapes T Milk: Cattle 0.7 Barley 0.4% T
0 OE women 14-50ur 232 3 Milk: Cattle T ‘wine grapes T Apples 0.3 0.5
0 OE general 27 3 Milk: Cattle T ‘wine grapes T Apples 0.2 0.9
0 GEMSIFaod GOS 2.90 2% ‘wine grapes T Milk: Cattle T Barley 0.5 T
0 LK roddler 2.90 =4 Milk: Cattle 0.8 Apples 0.6% Oranges 0.5 0.3
0 RO general 2.86 3 ‘wine grapes 3 Milk: Cattle 0.7 Apples 0.4% 0.3
'§ = GEMSiFaod G15 277 2% ‘wine grapes 2% Milk: Cattle 0.9 Barley 0.4% T
2 I IE adult 265 2 ‘wine grapes 10 Milk: Cattle 0.4% Other ather small fruit & berries 0.7 0.4%
-1 I FR adult 262 4 ‘wine grapes T Oither lettuce and ather salad plants T Milk: Cattle 0.3 0.2
8 GEMSiFaod G10 252 T Milk: Cattle 0.7 Barley 0.7 ‘wine grapes 0.4% T
8 Ok child 243 3 Milk: Cattle T Apples 0.5 Carrats 0.4% T
5 8 SE general 2.32 3 Milk: Cattle 0.7 Bovine: Muzclelmeat 0.5 Apples 0.6% 0.2
H 8 ES child 2.27 3 Milk: Cattle 0.6% Oranges 0.5 Apples 0.6% 0.3
E T GEMSIFood GOG 223 T Tomatoes 0.6 Mill: Cattle 0.5 ‘wheat 0.4 0.6
£ T ML general 214 2 Milk: Cattle 0.3 \ine grapes 0T Apples 0. 0.5
T FRinfant 2N 4 Milk: Cattle 0.8 Apples 0.4% Carrats 0.2 0.1
T PT general 2.03 4 ‘wine grapes 0.5 Apples 0.4% Potatoes 0.4% 0.3
L B ES adult 171 T Milk: Cattle 0.7 ‘wine grapes 0.6 Barley 0.3 0.7
e =7 Ok adult 146 2% ‘wine grapes T Milk: Cattle 0.4% Apples 0.2 0.1
E &4 Fl3ur 134 0.7 Oat 0.5 Razpberries [red and yellow) 0.4 Apples 0.5 0.9
g &4 LK adult 128 2% ‘wine grapes 0.7 Milk: Cattle 0.2 Apples 0.2 0.2
u &4 UK vegetarian 127 T ‘wine grapes 0.7 Milk: Cattle 0.3 Apples 0.2 0.2
= &4 IT adult 126 T Other lettuce and other salad plants 0.4% Tomatoes 0.4% Apples 0.1 0.3
E &4 IT taddler 126 0.9 Other lettuce and other salad plants 0.5 Tomatoes 0.4% ‘wheat 0.2 0.5
3 LT adult 1.03 0.9 Milk: Cattle 0.9 Apples 0.2 Potatoes 0.3 0.3
3 FIGur 0.35 0.4 Razpberries [red and yellaw) 0.4 [WEY] 0.3 Apples 0.4% 0.5
3 Fl adult 0.84 0.5 ‘wine grapes 0.5 Coffee beans 0.3 Apples 0.1 0.2
3 PL general 0.76 1.0 Apples 0.3 Tomatoes 0.2 Potatoes 0.3
2% IE child 0.45 0.8% Milk: Cattle 0.2 Apples 0.1 Currants [red, black and white] 0.1 0.1
Conclusion:
The estimated long-term dietary intake (TMONMEOWED!) w a= below the A0I
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A3.24

IESTI calculations - Raw commodities

Acute risk assessment /children

Details - acute risk assessment fchildren

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 rizk azsessmentis based anthe ARID.

The calculation is based onthe large partion of the most critical consumer group.

Results for children

IESTI new calculations:

The calculation is perfarmed with the MBL and the peeling!pracessing factar [PF, takinginto account the residue inthe edible partion andlar the
conversion factor for the residue definition [CF). For case 2a, 2b and 3 caloulations a variability Factor of 3is used. Since this methodologyis not based
oninternationally agreed principles, the results are considered azindicative anly.

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

Results for adults

[ES5TT new

Results for children

IESTInew

Results for adults

Expandlzollapse list

n

2 |Mo. of commadities for which ARFONAD s Mo. of commadities for which AROMAD iz Mo. of commedities for which ARIDMDIi= Mo. of commedities for which ARDMAD] is enceeded

B |encesded(ESTI: -— enceeded IESTI: - enceeded [ESTInew): - (ESTI newl: ==

E

£ lIESTI IESTI IESTI new IESTInew

; MRBL finput MAL ! input MEBL ! input MRBL ! input

] Highest > of for B& Exposure Highest ¥ of Far By Exposure Highest ¥ of far Bé Erposure Highest ¥ of far Ré Erposure

o ARDNADI Commodities (matkgl  (uglkg bwl ARFOA0I Commedities (matkal  [patkgbw) ARFOMADI Commedities [matka)  [(patkgbw] ARFOA0I Commadities [marka) [patkg bu]

8 6 Barlew 1035 13 [:74 Barley 110,35 17 133 Barleyw 11 56 16 Barley 11 4.5

IE. T Olat 1035 035 0.7 Ot 1035 0.2z 10z ‘whieat 0zinz =] G wflieat 0zinz 17

= 1.0 ‘whizat 0.zin0z 0z3 0.6 ‘wfbieat 021002 oav i Fye 0zinz 13 3 Fye 0zinz 037
0.d Ry= 02100z 013 0.3 Rue 021002 00 4 Ot 11 11 2 Oat 11 0.64

ARFOIADI in children and adult diets
(IESTI calculation)

Total number of commodities exceeding the

Total number of commodities found exceeding
the ARfDIADI in children and adult diets
(ESTI new calculation])




BAS 758 00 F / Revyflex Plus

Part B — Section 7 - Core Assessment

ZRMS version

Page 324 /324

A 3.25

IESTI calculations - Processed commodities

Results for children Results for adults Results for children Rezults for adults
& |Me of processed commadities for which Mo of processed commoadities far which Mo of processed commodities far which Mo of processed commadities far which ARFOMADI i
% ARIDWADI s encesded IESTI): - AROMADOI s exceeded [IESTIL - ARIDWADI iz exceeded [IESTI new: ——- enceceded [[ESTInew]: ——
£ [IESTI IESTI IESTI new IESTl new
E MRBL ! input MRL ! input MBL { input MBL ! input
Q Highest 22 of far Ré Expasure Highest > af Far BA Exposure Highest > of far RA Exposure Highest 22 of far Bé Expaosure
E ARFOMADI Processed commadities  (matkg)  [padkg bw) ARFOAADI Processed commadities  (maglkal  [patkabw] ARIDMADI Processed commadities [matkg)  [uolkabwl ARFOYADI Processed commadities [matkal [palkg bw)
» 42 Oat ! bailed 11035 13 295 Barley ! beer 11024 a7 125 Oat ! boiled 11 36 84 Barley ! beer 10T 25
2 43 Barley ! cooked 11035 13 e Ot  boiled 11035 052 125 Barley ! cooked 11 36 =7 Olat | baoiled 11 15
o @ Oat { milling [flakes) 1035 10 0.3 ‘wheat | breadlpizza 0.210.02 0.03 0 Ot ! milling [flakes] 11 3.0 &t ‘wheat | breadipizza 020z 0.88
e Barley { milling (Flaur] 1035 0.6z 0.3 ‘wheat | pasta 0.210.02 0.03 B Barley ! milling (flaur] 11 18 &t ‘wheat | pasta 020z 0.76
0.4 ‘Wheat {miling (whaleme: 0.2/{0.02 0.1 0.2 ‘wheat {bread 0.210.02 0.07 4 ‘w'heat ! miling 0202 11 s ‘wheat {bread (wholemeall 0zinz 0.70
0.2x Five ! boiled ozinnz 007 HZAHL! #ZAHL! #ZAHL! HZAHL! 21 Fiye { bailed 0zinz 0.73 HZAHL! HZAHL! #ZAHL! #ZAHL!
0.2 Rue { milling (wholemeal)- 0.2/0.02 007 HZAHL! #ZAHL! #ZAHL! HZAHL! 2 Fye { milling (wholemeall- 0.2{0.2 070 HZAHL! HZAHL! #ZAHL! #ZAHL!
0.0z ‘w'heat ! milling [flour) 0zio 0. HZAHL! #ZAHL! #ZAHL! HZAHL! 0.5 ‘wheat ! milling (flavr) 0.zf0.01 013 HZAHL! HZAHL! #ZAHL! #ZAHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #oAHL! #ZAHL! #ZAHL! #ZAHL! #ZBHL! #AHL! #ZBHL! #ZHHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #oAHL! #ZAHL! #ZAHL! #ZAHL! #ZBHL! #AHL! #ZBHL! #ZHHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #oAHL! #ZAHL! #ZAHL! #ZAHL! #ZoHL! #oAHL! #ZBHL! #ZAHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #oAHL! #ZAHL! #ZAHL! #ZAHL! #ZoHL! #oAHL! #ZBHL! #ZAHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #oAHL! #ZAHL! #ZAHL! #ZAHL! #ZoHL! #oAHL! #ZBHL! #ZAHL!
#ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #ZAHL! #oAHL! #ZAHL! #ZAHL! #ZAHL! #ZoHL! #oAHL! #ZBHL! #ZAHL!
#ZAHL! #ZAHL! #2AHL! #ZAHL! #oAHL! #ZAHL! #ZAHL! #oAHL! #eAHL! #eAHL! #ZAHL! #ZAHL! #ZBHL! #eAHL! #EBHL! #EAHL!
Erpandicollapse list

Conclusion:

Mo enceedance of the tosicological reference value was identified for any unprocessed commadity.
A short termintake of residues of Pyraclostrobin iz unlikely 1o present a public health risk,
Far processed commedities, no exnceedance of the ARIDIAD] w az identified.
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