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7 Metabolism and residue data (KCA section 6)

7.1 Summary and zRMS Conclusion
New and additional information were highlighted in yellow.

The zRMS text/corrections is on grey background.

The present application is prothioconazole PPP authorisation request submitted on 07.2021. Prothiocona-
zole is the active triazole.

As agreed by the SCoPAFF on December 6, 2019, TDMs reference values and residue definitions (TA;
1,2,4-T; TAA; TLA) agreed in EFSA conclusion of 27 July 2018 (EJ 2018; 16 (7): 5376) should be used
from 1 July 2020 as part of the consumer risk assessment for active triazoles and their TDMs in applications
for approval or renewal of active substances and authorization of plant protection products.

However, based on the metabolism the residue definitions for plant products are ‘prothioconazole-desthio
(sum of isomers)’ for enforcement, and TDMs are additionally included for risk assessment.

This means that applicants submitting registration applications after 1 July 2020 are required to submit, in
addition to the residue data of the triazole in question, also the residue data of TDMs and to apply in the
dossier the "EFSA approach to risk assessment for active substances belonging to the triazole class of fun-
gicides", i.e. to include in substance / product evaluation of existing agreed reference values and TDM
residue definition.

Therefore, the dossier of the product was completed by the applicant with the acceptable TDMs data (see
Appendix 2). According to the requirements the risk assessment from the TDMs could be finalized (see
paragraph 7.2.8.2 and the PRiMos Appendix 3). These residues are unlikely to present a public health con-
cern.

Currently valid the representative uses listed in Appendix Il of SANCO/3923 /07 26 January 2021 do not
include use as a seed treatment. Member States should ensure a full and acceptable risk assessment for such
uses, if requested by applicants (SANCO/3923 /07 26 January 2021).

Selection of critical uses and justification

The critical GAPs with respect to consumer intake and risk assessment for the preparation CHR/ZF/PROTI
100 FS are presented in Table 7.1-1. They have been selected from the individual GAPs in the Central Zone
for winter cereals. A list of all intended uses within the Central Zone is given in Part B, Section 0.

Overall conclusion

The data available are considered sufficient for risk assessment.

The assessment of this application is based on the toxicological reference values and endpoints determined
in the framework of the peer review of the active substance Prothioconazole (EFSA Scientific Report (2007)
106, 1-98).

EFESA Scientific Report (2007) 106, 1-98: For seed treatment in cereals 8 trials in wheat (4 in Northern
Europe and 4 in Southern Europe) demonstrate that residues in grains are below the Limit Of Quantifica-
tion (LOQ) in grains and straw (0.01 and 0.05 mg/kg respectively). This no-residue situation is further
supported by 14 additional trials in wheat and barley carried out in both European regions where immature
plants were sampled and consistently contained residues below a LOQ of 0.05 mg/kg.

The review of all existing MRLs of Prothioconazole according to Article 12 is ongoing (EFSA Journal
2020;18 (2):5999).

Sufficient residue trials on winter cereals are available to support the central zone assessment. The exceed-
ance of the currently established MRLs of 0.1 mg/kg for Prothioconazole as laid down in Reg. (EU)
552/2019 is not expected.
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Please note that two MRL values are currently adopted in the context of the intended GAP:

Code number Products to which the Prothioconazole: prothiocona-
MRLs apply zole-desthio (sum of isomers)
0500070 Rye 0,05
0500090 Wheat 0,1

The chronic and acute intakes of Prothioconazole residues are unlikely to present a public health concern.

Data gaps
Noticed data gaps are:
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GAP for PROTHIOCONAZOLE (EFSA Scientific Report (2007) 106, 1-98) in the context of the authorization request

Crop Member| Product | F Pests or Formulation Application Application rate per treatment PHI Remarks:
and/or State name G | Group of pests (days)
situation or or controlled Type | Conc. | method growth number | mterval | kg as/hl | water V'ha | kg as/ha
Countrv I ofas. | kind |stage & season | min bET"'"E'_En min | min max 0 (m)
- 0 max |applications| oo min max
@) (b) © |en| @ | @n ) | (o
wheat. rye. |EU Redigo |F Fusanium spp.. [FS 100 seed pre sowing 1 n.a. 200 — 400 | *approx. na *5-10 g as/dt
triticale, Notth Bunt. Smut oL treat- (0) ml water |9-18 g as’ha seed
oat, barley | g, uth ment fdt (180 kg ]
seed/ha)
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Table 7.1-1: Acceptability of critical GAPs (and respective fall-back GAPs, if applicable)
1 2 3 4 5 6 ‘ 7 8 9 10 11 12 13 14
Use- | Member | Crop and/ F, Pests or Group of pests Application Application rate per treatment PHI | Remarks:
No. |state(s) |or situation Fn, |controlled . . (days)
© Fpn Method / | Timing / Growth | Max. number | Min. interval | kg or L product | g or kg as/ha Water e.g. g safener/syner-
(crop destination/ |G, | (additionally: develop- | Kind stage of crop & | a) per use between ap- |/ ha L/ha gist per ha
purpose of crop) Gn, |mental stages of the pest season b) per crop/ | plications a) max. rate per | a) max. rate per ) ®
Gpn | or pest group) season (days) appl. appl. min /
or b) max. total b) max. total max
| rate per rate per
crop/season crop/season
3 PL Winter wheat F Tilletia caries, Fusarium | winter nla a)l n/a a) Max. 1.0 1/t |a) 0.018-0.025 |max.0.7 [n/a Sowing rate: 180-250
(TRZAW) sp., Microdochium majus, | seed treat- b)1 seed kg a.s/ha L/100 kg kg/ha
Ustilago tritici ment b) Max. 1.0 | /t seed
seed b) 0.018-0.025
kg a.s/ha
4 PL Winter triticale F Fusarium sp., Microdo- | winter nla a)l n/a a) Max. 1.0 1/t |a) 0.015-0.025 |max.0.7 [n/a Sowing rate: 150-250
(TTLWI) chium majus seed treat- b)1 seed kg a.s’ha L/100 kg kg/ha
ment b) Max. 1.0 I /t seed
seed b) 0.015-0.025
kg a.s/ha
5 PL Winter rye F Fusarium sp., Microdo- | winter nla a)l n/a a) Max. 1.0 I/t |a) 0.0095-0.025 | max. 0.7 |[n/a Sowing rate: 95-250
(SECCW) chium majus, Urocystis | seed treat- b)1 seed kg a.s/ha L/100 kg kg/ha
occulta ment b) Max. 1.0 I /t seed
seed b) 0.0095-0.025
kg a.s/ha
*

*x

Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1
Use also code numbers according to Annex | of Regulation (EU) No 396/2005
*** | professional field use, Fn: non-professional field use, Fpn: professional and non-professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, Gpn: professional
and non-professional greenhouse use, I: indoor application
Explanation for Column 11 “Conclusion”

A

Exposure acceptable without risk mitigation measures, safe use

R

Further refinement and/or risk mitigation measures required

- Exposure not acceptable, no safe use
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7.1.1 Summary of the evaluation

The preparation CHR/ZF/PROTI is composed of prothioconazole.

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

Prothioconazole - Parent compound
ADI EFSA 2007 0.05 rat — oncogenicity 100

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

Prothioconazole — metabolite Prothioconazole-desthio
ADI EFSA 2007 0.01 rat — oncogenicity 100

ARTD EFSA 2007 0.01 Supplementary rat 100
developmental

The relevant TDMs Toxicological reference values (Appendix 111; SANCO/830/08 — rev. 3

2020)
Reference value Study Uncertainty
Factor
1,2,4-Triazole
ADI 0.023 mg/kg bw Rat 12-month study
per day
300
ARfD
Rabbit developmental 300
0.1 mg/kg bw study
Triazole alanine
ADI 0.3 mg/kg bw per Rabbit developmental
study
day 100
ARID Rabbit developmental 100
0.3 mg/kg bw study
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Triazole acetic acid
Rat 2-generation and
ADI 1.0 mg/kg bw per rabbit developmental 100
day studies
ARID Rat 2-generation and 100
1.0 mg/kg bw rabbit developmental
studies
Triazole lactic acid
ADI 0.3 mg/kg bw per
day Bridging from TA
ARTD
0.3 mg/kg bw Bridging from TA
7111 Summary for Prothioconazole
Table 7.1-3: Summary for Prothioconazole
Sample Chronic | Acute risk
Plant metab- | Sufficient | PHI suffi- | storage .
Use- - . - : MRL com- | risk for for con-
~ | Crop olism cov- | residue tri- | ciently sup- | covered .
No. : pliance | consumers | sumers
ered? als? ported? | by stabil- ; i . .
: identified? | identified?
ity data?
1 Winter |Yes Yes N/A Yes Yes No
wheat
2 Winter |Yes Yes N/A Yes Yes No
. No
triticale
3 Winter | Yes Yes N/A Yes Yes No
rye

* 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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7.1.1.2 Summary for CHR/ZF/PROTI
Table 7.1-4: Information on CHR/ZF/PROTI (KCA 6.8)
PHI for PHI/ Withholding period* sufficiently PHI for
CHR/ZF/PROTI supported for CHR/zF/PROTI | ZRMS Comments
Crop (if different PHI
proposed by ap- proposed by d
plicant Prothioconazole ZRMS proposed)
Winter | N/A for seed N/A for seed treatment N/A
wheat treatment
Winter | N/A for seed N/A for seed treatment
triticale | treatment
Winter | N/A for seed N/A for seed treatment
rye treatment

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).

7.2 Prothioconazole
General data on Prothioconazole are summarized in the table below (last updated 2021/01/26)

Table 7.2-1:  General information on Prothioconazole

Active substance (ISO Common Name) Prothioconazole
IUPAC (RS)-2-[2-(1-chlorocyclopropyl)-3-(2-chlorophenyl)- 2-
hydroxypropyl]-2,4-dihydro-1,2,4-triazole-3- thione
Chemical structure Cl
HO
1l N fh;%ﬁ
1""1"‘— NH
Molecular formula C14H15CI2N30S
Molar mass 344.26
Chemical group Triazoles

Mode of action (if available) Sterol biosynthesis in membranes

Systemic Yes

Company (ies)

BAYER Cropscience AG

Rapporteur Member State (RMS)

United Kingdom

Approval status

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

Restriction

COMMISSION IMPLEMENTING REGULATION
(EU) 2019/707 of 7 May 2019

Review Report

SANCO/3923 /07 - final
26 January 2021




CHR/ZF/PROTI 100 FS — Gamelan 100 FS/ Doraltes 100 FS
Part B — Section 7 - Core Assessment

ZRMS version

Page 12 /91

Current MRL regulation

COMMISSION REGULATION (EU) 2019/552 of 4

April 2019

396/2005 EC performed

Peer review of MRLs according to Article 12 of Reg No

Yes

EFSA Journal : Conclusion on the peer review

EFSA Scientific Report (2007) 106, 1-98

EFSA Journal: conclusion on article 12

Yes

Current MRL applications on intended uses

EFSA Journal 2020;18 (2):5999

Commodities: all

Status: Evaluation report available

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

721
7.2.1.1
Available data

Stability of Residues (KCA 6.1)
Stability of residues during storage of samples

No new data submitted in the framework of this application.

Table 7.2-2:

Summary of stability data achieved at < - 18°C (unless stated otherwise)

Matrix

Characteristics of the
matrix

Acceptable Maximum
Storage duration

Reference

Data relied on in EU

Plant products

Wheat

Grain (High starch content)

180 days for prothiocona-
zole

540 days for Prothiocona-
zole-desthio

Heinemann, O., 2001a

Straw

120 days for prothiocona-
zole

540 days for Prothiocona-
zole-desthio

Heinemann, O., 2001a

Green material (High water
content)

60 days for prothiocona-
zole

540 days for Prothiocona-
zole-desthio

Heinemann, O., 2001a

Wheat, barley

Grain (High starch content)

12 months for 1,2,4-T
26 months for TA

26 months for TAA
48 months for TLA

EFSA Journal
2018;16(7):5376

Straw

12 months for 1,2,4-T
53 months for TA

40 months for TAA
40 months for TLA

EFSA Journal
2018;16(7):5376

Wheat

Green material (High water
content)

6 months for 1,2,4-T
53 months for TA
53 months for TAA
48 months for TLA

EFSA Journal
2018;16(7):5376

TA: triazole alanine; TAA: triazole acetic acid; TLA: triazole lactic acid; 1,2,4-T: 1,2,4-Triazole.
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Conclusion on stability of residues during storage

The storage stability evaluated during Annex | inclusion covers plant matrices for use CHR/ZF/PROTI 100
FS according to the label.

7.2.1.2 Stability of residues in sample extracts (KCA 6.1)

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

1.2.2 Nature of residues in plants, livestock and processed commodities
7221 Nature of residue in primary crops (KCA 6.2.1)

Available data

No new data submitted in the framework of this application.

Table 7.2-3: Summary of plant metabolism studies
Application and sampling details
Crop Group Crop LZ%?LEO' Method, |Rate No | Sampling | Remarks Reference
ForG (a) |(gas./100 (DAT)
kg seed)

EU data

Cereals Wheat phenyl- Seed treat- |20g(L N)or |1 |57,119 - Haas, M.,
uUL-14C ment 100g (B5N) and 153 2001
Prothio- days
conazole

Summary of plant metabolism studies reported in the EU

The nature of residues in spring wheat (variety: Kadett) was investigated in a 1997 indoor study (EU and
EPA guidelines). [phenyl-UL-14C] JAU 6476 (radiochemical purity >99%) was dissolved in acetone and
applied to wheat seeds at either 20 g a.s./100 kg seed (1 N) or 100 g a.s./100 kg seed (5 N). Treated seeds
were sown in 0.5 m2 pots at an approximate rate of 220 kg seed/ha. (Proposed EU GAP for original ap-
proval for cereals is 9-18 g a.s./ha; 180 kg seed/ha).

All samples were stored at -20 °C until analysed. All matrices except grain were extracted with acetoni-
trile/water, with added cysteine hydrochloride to prevent oxidation of the parent material. Extracts were
then partitioned with dichloromethane and radioactivity quantified by LSC and characterised by TLC and
HPLC against authentic samples. Non-extractable residues were determined by combustion LSC.

Total radioactive residues (TRR) were calculated as the sum of extractable and non-extractable radioac-
tivity. Grain samples were not extracted or characterised, as TRR was less than 0.01 mg/kg. Distribution
of radioactivity in other matrices is given in Table B.7.2.1-3 for 10 N samples. Similar distribution was
found in 2 N rate samples. Characterisation and identification was only carried out for 10 N samples.

Conclusions

Prothioconazole is extensively metabolised. In a first step the sulphur group of the triazolinethione
ring is oxydised to the corresponding sulfonic acid. Subsequent elimination of the sulfonic acid
moiety results in prothioconazole-desthio (metabolite M04) which is consistently the major
prothioconazole-structurally related metabolite in all plant parts and for all growth stages, except in
nutmeat, where it was not found. This metabolite is further hydroxylated in the chlorophenlyl ring
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forming various hydroxyl-desthio isomers and dihydroxy-olefins. Similarly, a-hydroxylation of
prothioconazole-desthio was also observed. A dimerisation product and other metabolites resulting

from combined oxidation of the sulphur atom and hydroxylation of the chlorophenyl ring were also
identified. Cleavage of the triazole moiety is also observed resulting in the ‘triazole derivative
metabolites’ which consist essentially in triazole alanine and triazole acetic acid. These compounds

are common, unspecific metabolites of triazole fungicides. Triazole alanine and triazole acetic acid

are massively translocated to wheat grains where they represent 90% of the Total Radioactive

Residues (TRR).

This study was originally submitted and accepted for the first approval of prothioconazole. The metabolism
in primary crops study presented during Annex I inclusion, covers use of CHR/ZF/PROTI on winter cereals.
No new studies were necessary.

Figwe B.7.1 Proposed metabolic pathway for JAU 6476 in plants
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7.2.2.2 Nature of residue in rotational crops (KCA 6.6.1)

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

Table 7.2-4: Summary of metabolism studies in rotational crops
Application and sampling details
Crop group Crop Label | \jethod, | Rate Sowing |Harvest |Remarks | Reference
position int |
ForG~* |(kg Intervals | Intervals
a.s./ha) (DAT) |(DAT)
EU data
Leafy vegetables | swisschard | [phenyl- |F 580 ¢ 28,146 (80,188 |- Haas, 2001
UL- as/ha and 269 |and 348
14C]- days days
JAU
6476
Root and tuber |turnip [phenyl- |F 580 g 28,146 (94,201 |- Haas, 2001
vegetables UL- as/ha and 269 |and 349
14C]- days days
JAU
6476
Cereals wheat [phenyl- |F 580 g 28,146 |73, - Haas, 2001
UL- as/ha and 269 |111,145,
14C]- days 178, 231,
JAU 269, 327,
6476 377 and
412 days

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

Summary of plant metabolism studies reported in the EU

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

Conclusion on metabolism in rotational crops
The metabolism in rotational crops covers use of CHR/ZF/PROT]I according to the label.
7.2.2.3 Nature of residues in processed commodities (KCA 6.5.1)

No significant residues, i.e. >0.1 mg/Kkg, are expected to be found in winter cereals and therefore processing
studies are not required.

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

Table 7.2-5: Summary of the nature of residues in commodities of plant origin

Endpoints

Plant groups covered Cereals (Wheat)

Rotational crops covered Cereals (wheat)
Leafy vegetables (swisschard)

Root vegetables (turnip)

Metabolism in rotational crops similar to Yes

metabolism in primary crops?

Processed commodities Not required

Residue pattern in processed commaodities similar to | Yes

pattern in raw commodities?

Plant residue definition for monitoring Prothioconazole-desthio. (JAU 6476-desthio)

Plant residue definition for risk assessment
containing the 2-(1-chlorocyclopropyl)-3-(2-

moiety) expressed as prothioconazole-desthio.

Sum of prothioconazole-desthio and all metabolites

chlorophenyl)-2-hydroxypropyl-2H-1,2,4-triazole

Conversion factor from enforcement to RA 2 (cereal grain)

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

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

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

Table 7.2-6: Summary of animal metabolism studies
Application details Sample details
Group Species Label No of Rate Duration |Commodity Time of | Reference
position | animal
(mg/kg bw/d) | (days) samp-
ling
EU data
Lactating |Goat [Phenyl- |2 10 3 Milk twice Weber and
ruminants UL- daily Spiegel,
14CJJAU - - 2001
6476 Urine and faeces |daily Weber, H.
Tissues at Weber, E.
sacrifice |Spiegel, K.,
2002
Laying Hens [Phenyl- |6 10 3 Eggs twice Weber and
poultry UL- daily Spiegel,
14CJJAU 2001
Excreta regular
6476 .
intervals
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Tissues at
sacrifice

Summary of plant metabolism studies reported in the EU

Rat and goat metabolism studies showed that JAU 6476 is rapidly adsorbed but not extensively
metabolised. In the rat, JAU 6476 was almost completely excreted and in the goat it was largely
excreted. In the goat, only 0.96% of the total dose was found in tissues after sacrifice and JAU
6476 was the major residue. However, as animals are more likely to be exposed to the JAU
6476-desthio metabolite, this compound was also been studied. Again in the rat and goat, JAU
6476-desthio is rapidly adsorbed, although there is more extensive metabolism. Although still
largely excreted in the goat, 1.9 % of the total dose was found in tissues after sacrifice. The main
metabolic reactions in the goat were hydroxylation of JAU 6476-desthio resulting in the isomers
M14 and M15, followed by oxidation of the chlorophenyl moiety leading to M32 and M36. To
greater or lesser extent, there was also conjugation of JAU 6476-desthio and metabolites with
glucuronic acid. Although these compounds were found in tissues following dosing at very exag-
gerated levels, they were mainly associated with the excretory organs and are therefore unlikely
to be distributed to other parts of the body.
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Figwre B.7.2 Propesed metabolic pathway for JATT 6476-desthio in the peat
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A similar metabolic pathway was observed in poultry, although residue levels in poultry
feed are unlikely to lead to significant residues in products of poultry origin.
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Figure B.7.3 Proposed metabolic pathway for JAU 6476 in the hen
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Conclusion on metabolism in livestock

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

considered necessary.
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7.2.2.6 Conclusion on the nature of residues in commodities of animal origin
(KCA6.7.1)
Table 7.2-7: Summary on the nature of residues in commodities of animal origin
Endpoints

Animals covered

Lactating goats

Laying hens

Time needed to reach a plateau
concentration

4 days in milk

6 days in eggs

Animal residue definition for monitoring

Sum of prothioconazole-desthio and its glucuronide
conjugate, expressed as prothioconazole-desthio
(JAU 4676-desthio)

Animal residue definition for risk
assessment

Sum of prothioconazole-desthio and all metabolites
containing the 2-(1-chlorocyclopropyl)-3-(2-
chlorophenyl)-2-hydroxypropyl-2H-1,2,4-triazole
moiety) expressed as prothioconazole-desthio.

Conversion factor

10 Milk

2 Liver
10 Muscle
2 Kidney
4 Fat

Metabolism in rat and ruminant similar

Yes

Fat soluble residue

Yes, Log Pow for JAU 6476-desthio = 3.04

* A more recent proposal by EFSA may be provided as additional information (EFSA RO XXXX)
** |f no EFSA proposal is available, a proposal should be made by the applicant/zZRMS.
*** If metabolism in rat and ruminant are not similar
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7.2.3
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 not been submitted by the applicant in the framework of this application, as studies presented on EU level covers cGAP
for CHR/ZF/PROTI 100 FS. These studies are summarized in the Table below.

Table 7.2-8: Summary of EU reported and new data supporting the intended uses of CHR/ZF/PROTI and conformity to existing MRL
Residue Evaluation
zone (N-| ~ 5 Unrounded | Current |\, o, 0
Commodity Source EEUU’ESL-J Residue levels (mg/kg) ST'XI(R H/i OIEtC Dl\(;laécf i E(rL.:]gl\//lkz)L pliance
out,side, E= accordin_g to enf_orcement residue _definitio_n_ _ (mg/kg) (mg/kg) a(rcr)1rg/kg) .
EU) RA = according to risk assessment residue definition
Wheat Heinemann, O, |N-EU GAP on which MRL/EU a.s. assessment is based: 1 x 0.024-0.030 | N/A
(Grain) 2001, RA- kg as/ha, BBCH 0, outdoor
2010/99 8 x <0.01
Heinemann, O,
2001, RA-
2091/00
Heinemann, O,
2001, RA-
2003/99
Overall N-EU 8 x<0.01 <0.01 <0.01 - 0.1 Yes
supporting data
for cGAP
Wheat Heinemann, O, |EU GAP on which MRL/EU a.s. assessment is based: 1 x 0.024-0.030 | N/A
(straw) 2001, RA- kg as/ha, BBCH 0, outdoor
2010/99 4 x <0.05
Heinemann, O,
2001, RA-
2091/00
Heinemann, O,
2001, RA-
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Triazolylacetic acid (TAA):
0.012, 0.041, 0.053, 0.076, 0.098, 0.31, 0.51

2003/99
Overall EU 4 x<0.05 <0.05 <0.05 - -
supporting data
for cGAP
Barley Heinemann, O, |EU GAP on which MRL/EU a.s. assessment is based: 1 x 0.02 kg N/A
(grain) 2001, RA- as/ha, BBCH 0, outdoor
2150/98 5x<0.01
Heinemann, O,
Elke, K., 2001,
RA-2140/98
Overall EU 5x<0.01 <0.01 <0.01 0.2 Yes
supporting data
for cGAP
New data
Spring wheat | Peda, T., N-EU GAP: 1 | prod./t seeds equivalent to 0,100 kg a. s./t seeds and N/A
and spring | Jedrusik, M., 0,025 kg a. s./ha considering drilling rate of 250 kg seeds/ha,
barley 21SGS97, BBCH 0, outdoor
(Grain) 21SGS98, 1,2,4-triazole (1,2,4-T):
21SGS99, <0.003, <0.003, <0.003, <0.003, <0.003, <0.01, <0.01
21SGS103
Peda, T., Triazolyl lactic acid (TLA):
Niewelt-Stasiak, <0.003, <0.003, <0.003, <0.01, <0.01, <0.01, 0.015
S., 21SGS101,
21SGS102, Triazolylalanine (TA):
21SGS104 0.03,0.058, 0.12, 0.14, 0.22, 0.22, 0.59
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supporting data
for cGAP

<0.003, 0.011, 0.013, 0.016, 0.022, 0.024, 0.025

Overall N-EU 1,2,4-triazole (1,2,4-T): 0.003 0.01 0.015
supporting data <0.003, <0.003, <0.003, <0.003, <0.003, <0.01, <0.01
for cGAP
Overall N-EU Triazolyl lactic acid (TLA): 0.01 0.015 0.03
supporting data <0.003, <0.003, <0.003, <0.01, <0.01, <0.01, 0.015
for cGAP
Overall N-EU Triazolylalanine (TA): 0.14 0.59 1.0
supporting data 0.03, 0.058, 0.12, 0.14, 0.22, 0.22, 0.59
for cGAP
Overall N-EU Triazolylacetic acid (TAA): 0.076 0.51 0.9
supporting data 0.012, 0.041, 0.053, 0.076, 0.098, 0.31, 0.51
for cGAP
Spring wheat | Peda, T., N-EU GAP: 1 | prod./t seeds equivalent to 0,100 kg a. s./t seeds and N/A
and spring | Jedrusik, M., 0,025 kg a. s./ha considering drilling rate of 250 kg seeds/ha,
barley 21SGS97, BBCH 0, outdoor
(Straw) 21SGS98, 1,2,4-triazole (1,2,4-T):
21SGS99, <0.003, 0.010, 0.011, 0.021, 0.022, 0.027, 0.030
21SGS103
Peda, T., Triazolyl lactic acid (TLA):
Niewelt-Stasiak, <0.003, 0.011, 0.013, 0.016, 0.022, 0.024, 0.025
S., 21SGS101,
21SGS102, Triazolylalanine (TA):
21SGS104 <0.003, <0.003, 0.012, 0.018, 0.020, 0.028, 0.092
Triazolylacetic acid (TAA):
<0.003, <0.01, 0.018, 0.036, 0.047, 0.17, 0.29
Overall N-EU 1,2,4-triazole (1,2,4-T): 0.021 0.03 -
supporting data <0.003, 0.010, 0.011, 0.021, 0.022, 0.027, 0.030
for cGAP
Overall N-EU Triazolyl lactic acid (TLA): 0.016 0.25 -
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Overall N-EU Triazolylalanine (TA): 0.018 0.092 - - -
supporting data <0.003, <0.003, 0.012, 0.018, 0.020, 0.028, 0.092
for cGAP
Overall N-EU Triazolylacetic acid (TAA): 0.036 0.29 - - -
supporting data <0.003, <0.01, 0.018, 0.036, 0.047, 0.17, 0.29
for cGAP
Rye Residue data extrapolated from supervised trials presented above according to SANTE/2019/12752. 0.05 Yes
Triticale 0.1 Yes

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

According to SANTE/2019/12752, 1 January 2021 guidance document, residue data set for winter rye and triticale can be obtained from wheat and barley. Accord-
ing to GAP winter rye and triticale are designed to be used in the same BBCH 0 phases as seed treatment. The applied for GAP is considered to be covered by the
critical EU GAP that was used for the MRL setting assessment. Data/information which are source of extrapolation were reviewed during the Annex | inclusion
process and were considered to be acceptable.
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7.2.3.2

According to the available data, the intended uses on cereals are considered acceptable, for outdoor uses.
The data submitted show that no exceedance of the MRL will occur.
The uses are considered acceptable.

Conclusion on the magnitude of residues in plants

724 Magnitude of residues in livestock
7.24.1 Dietary burden calculation
Table 7.2-9: Input values for the dietary burden calculation
Median dietary burden Maximum dietary burden
Feed Commodity
Input value Comment Input value Comment
(mg/kg) (mg/kg)
Risk assessment residue definition: sum of prothioconazole-desthio and all metabolites containing the 2-(1-chlorocyclopropyl)-
3-(2-chlorophenyl)-2-hydroxypropyl-2H-1,2,4-triazole moiety, expressed as prothioconazole-desthio (sum of isomers)
Wheat (forage) 0.10 STMR x CF (2) 0.10 STMR x CF (2)
Wheat (hay) 0.10 STMR * CF (2) 0.10 STMR x CF (2)
Wheat (straw) 0.10 STMR x CF (2) 0.10 STMR x CF (2)
Wheat (grain) 0.02 STMR *x CF (2) N/A NA
Rye (forage) 0.10 STMR x CF (2) STMR x CF (2) | STMR x CF (2)
Rye (straw) 0.10 STMR x CF (2) STMR x CF (2) | STMR x CF (2)
Rye (grain) 0.02 STMR * CF (2) N/A NA
Triticale (forage) 0.10 STMR x CF (2) STMR x CF (2) | STMR x CF (2)
Triticale (hay) 0.10 STMR x CF (2) STMR x CF (2) | STMR x CF (2)
Triticale (straw) 0.10 STMR x CF (2) STMR x CF (2) | STMR x CF (2)
Triticale (grain) 0.02 STMR x CF (2) N/A NA
Brewer’s grain 0.07 STMR x CF (2) x Default PF | N/A NA
(dried)
Distiller’s grain 0.07 STMR x CF (2) x Default PF | N/A NA
(dried)
Wheat gluten (meal) |0.04 STMR x CF (2) x Default PF | N/A NA
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Feed Commodity

Median dietary burden

Maximum dietary burden

products)

Input value Input value
Comment Comment
(mg/kg) (mg/kg)
Wheat (milled by 0.14 STMR x CF (2) x Default PF | N/A NA

Following the recently published EFSA conclusion on TDMs (EFSA, 2018), the animal dietary burden
should be calculated in accordance with the agreed residue definitions for risk assessment as derived for
triazole pesticide active substances. The livestock exposure to TDMs from the intake of cereals treated with
the product was not undertaken here by the applicant. However, in the context of this assessment, the
additional data are not required since the maximum dietary burden was considered already in the TDM
review (Triazole Derivative Metabolites Addendum — Confirmatory Data, February 2018), and the
applicant’s input data are covered (see the table below) by the input data that were applied there. Thus, the
use of the product in cereals is covered by sufficient EU data which are considered applicable for the present

assessment.

The input data applied for cereals in dietary burden considered in the TDM review (2018):

Crop Residue (mg/kQg)
T TA TAA TLA
Barley grain HR 0.08 2.20 1.73 0.16
0,01* 0,59* 0,51* 0,015*
Wheat grain HR 0.08 2.20 1.73 0.16
0,01* 0,59* 0,51* 0,015*
Barley straw HR 0.05 0.65 0.78 1.1
0,03* 0,092* 0,29* 0,25*
Wheat straw HR 0.05 0.65 0.78 1.1
0,03* 0,092* 0,29* 0,25*

*The applicant’s data
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New Dietary Burden calculations were performed, taking into account STMR values from residues trials
presented in DAR/RAR. New calculations were presented below in Animal model 2017.

Table 7.2-10: Results of the dietary burden calculation
Animal burden calculation Prothioconazole
According to: "OECD Guidance Document, Seriez on testing and azzezsment No 64 and Seriez on pesticidez No 32" and
"OECD Guidance Document on Residues in livestock, Seriez on Pesticides No 73"
. Cattle Sheep
Maximum 500k 630 1k 73 k 4k
Intake Beef 12 1:;: Dairy 25 k; Ram/Ewe 25 k; Lamb 17 k;
(mgkg bw/d) 0.0406 mgleg bwid | % 0.0406 mg/kg bwid k] 0.0364 mglketbwid | % 0.0636 mglketbwid %
Contrituter 1| Barley grain 70 |Barley orain 40 |Barley orain 40 |Batley erain 60
Contributer 2| Barley forage 30 |Barley forage 30 |Bartley forage 30 |Batley forage 40
Contributor 3 0 |Wheat milled bypdt: 30 |Wheat milled bypdt 10 0
Contribstor 4
Median intake 0.0038 mg/lcg breid 0.0060 mg/lcg breid 0.0078 mgle bw/d 0.0105 mgle bw/d
Maximum — Swine — Intakes >0.004 mg'kg bw/d are highlighted
Intake Breeding “ ‘e Finishing i
(mg'kg bw/d) 0044 meketwd | % | 0056 mekzbwi | %
Contributor 1| Barley grain 30 |Barley grain 20
Contributor 2| Whest forage 20 |Wheat milled bypdt. 20
Contributor 3 0
Contributor 4
Median intake 0.004 mg/lcg bweid 0.003 mg/lcg breid
Maximum e Poultry L e
Intak i E / = y L
take Broiler 012 e Layer 013 ke Turkey 0.5 ke
(mg'kg bw/d) 0.115 melkgbwid | % 0.156 mgkg bwid £ 0.083 mglkebtwid | %
Centrituter 1|Barley grain 70 |Barley grain 100 |Batley grain 50
Contribotor 2] Wheat milled bypdt; 20 0 |Wheat milled bypdt: 20
Contributor 3 0
Contributor 4
Median intake 0.003 mz/kz bw 0006 mg/ke b 0.003 mz'ke bw
Intakes expressed on the dry mater basis (mg kg DM)
mg/lkg DM Cartle Sheep Swine
Besf Dairy FamEwe Lamb Brzading Finiching
Maximum 1.6909 1.06 1.09 1.50 1.90 1.85
Median 0.1568 0.16 0.23 0.235 0.17 0.09
Poultry
Eroiler Laver Turkey Intake =0.1 mg/kg DM
Maximum 1.62 227 1.17 in red characters
Median 0.05 0.0% 0.05
Table 7.22-10: Results of the dietary burden calculation
Animal species Median Median Highest contrib- Max dietary | Trigger ex-
dietary burden | dietary burden | uting commodity | burden (mg/kg | ceeded
(mg/kg bw/d) (mg/kg DM) DM) (Y/N)

Risk assessment residue definition: sum of prothioconazole-desthio and all metabolites containing the 2-(1-chlorocyclopropyl)-
3-(2-chlorophenyl)-2-hydroxypropyl-2H-1,2,4-triazole moiety, expressed as prothioconazole-desthio (sum of isomers)

Beef cattle* 0.0038 0.0406 Barley (grain) 0.0406 Y
Dairy cattle* 0.0060 0.0406 Barley (grain) 0.0406 Y
Ram/ewe 0.0078 0.0364 Barley (grain) 0.0364 Y
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Animal species Median Median Highest contrib- Max dietary | Trigger ex-

dietary burden | dietary burden | Uting commodity | burden (mg/kg |  ceeded

(mg/kg bw/d) (mg/kg DM) DM) (YIN)
Lamb 0.0105 0.0636 Barley (grain) 0.0636 Y
Breeding swine 0.004 0.044 Barley (grain) 0.044 Y
Finishing swine* 0.003 0.056 Barley (grain) 0.056 Y
Broiler poultry 0.003 0.115 Barley (grain) 0.115 Y
Layer poultry* 0.006 0.156 Barley (grain) 0.156 Y
Turkey 0.003 0.083 Barley (grain) 0.083 Y

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

7.24.2 Livestock feeding studies (KCA 6.4.1-6.4.3)

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

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

During the dosing period, milk samples were collected twice daily for three days each week. Urine
and faeces were not sampled and the health of animals during the study period was not reported. Af-
ter sacrifice (within 24 hours of the final dose), liver, kidney, fat and muscle samples were taken for
analysis. Samples were stored below -18°C until analysis. Tissue and milk samples were processed
and analysed by HPLC/MS/MS for M14, M15 and JAU 6476-desthio, using the procedures de-
scribed in residue analytical method and its modification for milk M0O1. Reported LOQs were 0.01
mg/kg for muscle, liver, kidney and fat, and 0.004 mg/kg for milk, as total residue. Total residues in
milk at the 4 and 25 mg/kg dose levels were below the LOQ. At the 100 mg/kg dose level, total resi-
dues increased from <0.004 mg/kg (day 1) to a plateau level of 0.008 to 0.012 mg/kg (day 4 to day
29). Residues in tissues after sacrifice are given in table below and residues in all control samples
were below the LOQ.
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Dietary burden

Results of the livestock feeding study

Commodity

Med.
(mg/kg
bw/d)

Med.

(mg/kg
DM)

Diet contri-
bution

Dose Level
(mg/kg
bw/d)®

No

Result for enforce-

Result for RA

ment
Mean Max. Mean Max.
(mg/kg) |(mg/kg) |(mg/kg) |(mg/kg)

Median
residue

(mg/kg)®

Highest
residue

(mg/kg)®©

Calculated
MRL

(mg/kg)

CF for
RA®

Enforcement residue definition: prothioconazole-desthio (sum of isomers).
Risk assessment residue definition: sum of prothioconazole-desthio and all metabolites containing the 2-(1-chlorocyclopropyl)-3-(2-chlorophenyl)-2-hydroxypropyl-2H-1,2,4-
triazole moiety, expressed as prothioconazole-desthio (sum of isomers).

Pig muscle 0.04 0.056 [80% 0.15 3 <0.01 <0.01
0.91 3 <0.01 <0.01
3.64 3 <0.01 <0.01
Pig fat 80% 0.15 3 <0.01 <0.01
0.91 3 <0.01 <0.01
3.64 3 0.02 0.04
Pig liver 80% 0.15 3 0.02 0.03
0.91 3 0.14 0.18
3.64 3 0.68 1.20
Pig kidney 80% 0.15 3 <0.01 <0.01
0.91 3 0.03 0.03
3.64 3 0.13 0.24
Milk 0.0060 0.0406 | 40% 0.15 3 <0.005 |N/A
0.91 3 <0.005 |N/A
3.64 3 <0.005 |N/A

Refer to results for
enforcement residue
definition

<0.01 <0.01 0.01* 1.0
(tentative)

<0.01 <0.01 0.01* 1.0
(tentative)

<0.01 <0.01 0.01* 2.0
(tentative)

<0.01 <0.01 0.01* 9.0
(tentative)

<0.005 <0.005 <0.005* 1.0
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Ruminant muscle 0.0038 0.0406 | 0% 0.15 3 <0.01 <0.01 Refer to results for <0.01 <0.01 0.01_* 1.0
0.91 3 <001 <0.01 ggi?rrﬁ?g?]ent residue (tentative)
3.64 3 <0.01 <0.01

Ruminant fat 0% 0.15 3 <0.01 <0.01 <0.01 <0.01 0.01* 1.0
0.91 3 |<0.01 0.01 (tentative)
3.64 3 0.02 0.04

Ruminant liver 0% 0.15 3 0.02 0.03 0.01 0.042 0.05 2.0
0.91 3 0.14 0.18 (tentative)
3.64 3 0.68 1.20

Ruminant kidney 10% 0.15 18 |<0.01 <0.01 <0.01 0.012 0.02 9.0
0.91 18 |0.03 0.03 (tentative)
3.64 18 |0.13 0.24

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 (FAO, 2009).

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

(e): Mean residue level from day X until day XX (X cows, Y sampling days).
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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)

No significant residues, i.e. >0.1 mg/kg, were found in grain and therefore processing studies are not re-
quired. No further studies have been performed

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

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

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

The available data on EU level for the active substance sufficiently address aspects of the residue situation
that might arise from the use of CHR/ZF/PROTI, therefore, other special studies are not needed.
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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 7.1.1).

7.2.8.1 Input values for the consumer risk assessment
Table 7.2-11: Input values for the consumer risk assessment
Chronic risk assessment Acute risk assessment
Commodity Input value Input value
Comment Comment
(mg/kg) (mg/kg)
Risk assessment for Prothioconazole-desthio
TMDI/IESTI
Wheat 0.2 MRL x CF (2) 0.2 MRL x CF (2)
Reg. (EU) 2019/552 Reg. (EU) 2019/552
Barley 0.04 MRL x CF (2) 0.04 MRL x CF (2)
Reg. (EU) 2019/552 Reg. (EU) 2019/552
Rye 0.1 MRL x CF (2) 0.1 MRL x CF (2)
Reg. (EU) 2019/552 Reg. (EU) 2019/552
Other cereals 0.1 MRL x CF (2) N/A N/A
Reg. (EU) 2019/552
Barley/beer N/A N/A 0.008 MRL x CF (2) x
Default PF
Reg. (EU) 2019/552
Barley/milling (flour) N/A N/A 0.04 MRL x CF (2)
Reg. (EU) 2019/552
Barley/cooked N/A N/A 0.04 MRL % CF (2)
Reg. (EU) 2019/552
Rye /milling (wholemeal)- N/A N/A 0.1 MRL x CF (2)
baking Reg. (EU) 2019/552
Rye /boiled N/A N/A 0.1 MRL x CF (2)
Reg. (EU) 2019/552
Wheat /bread (wholemeal) N/A N/A 0.2 MRL x CF (2)
Reg. (EU) 2019/552
Wheat /bread/pizza N/A N/A 0.2 MRL x CF (2)
Reg. (EU) 2019/552
Wheat pasta N/A N/A 0.2 MRL x CF (2)
Reg. (EU) 2019/552
Wheat /milling (wholemeal)- N/A N/A 0.2 MRL x CF (2)
baking Reg. (EU) 2019/552
Wheat /milling (flour) N/A N/A 0.2 MRL x CF (2)
Reg. (EU) 2019/552
IEDI/IESTI
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Commodity

Chronic risk assessment

Acute risk assessment

Input value Input value
Comment Comment
(mg/kg) (mg/kg)
Wheat 0.02 STMR x CF (2) 0.02 STMR x CF (2)
RAR 2018, vol.3-B7 RAR 2018, vol.3-B7
Barley 0.02 STMR x CF (2) 0.02 STMR x CF (2)
RAR 2018, vol.3-B7 RAR 2018, vol.3-B7
Rye 0.02 STMR x CF (2) 0.02 STMR x CF (2)
RAR 2018, vol.3-B7 RAR 2018, vol.3-B7
Other cereals 0.02 STMR x CF (2) N/A N/A
RAR 2018, vol.3-B7
Barley/beer N/A N/A 0.004 STMR x CF (2) x
Default PF
RAR 2018, vol.3-B7
Barley/milling (flour) N/A N/A 0.02 STMR x CF (2)
RAR 2018, vol.3-B7
Barley/cooked N/A N/A 0.02 STMR x CF (2)
RAR 2018, vol.3-B7
Rye /milling (wholemeal)- N/A N/A 0.02 STMR x CF (2)
baking RAR 2018, vol.3-B7
Rye /boiled N/A N/A 0.02 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat /bread (wholemeal) N/A N/A 0.02 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat /bread/pizza N/A N/A 0.02 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat pasta N/A N/A 0.02 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat /milling (wholemeal)- N/A N/A 0.02 STMR x CF (2)
baking RAR 2018, vol.3-B7
Wheat /milling (flour) N/A N/A 0.02 STMR x CF (2)
RAR 2018, vol.3-B7
Risk assessment for 1,2,4-Triazole
TMDI/IESTI
Wheat 0.03 MRL x CF (2) 0.03 MRL x CF (2)
Barley 0.03 MRL x CF (2) 0.03 MRL x CF (2)
Rye 0.03 MRL x CF (2) 0.03 MRL % CF (2)
Other cereals 0.03 MRL x CF (2) 0.03 MRL x CF (2)
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Commodity

Chronic risk assessment

Acute risk assessment

Input value Input value
Comment Comment
(mg/kg) (mg/kg)
Barley/beer N/A N/A 0.006 MRL x CF (2) x
Default PF
Barley/milling (flour) N/A N/A 0.03 MRL x CF (2)
Barley/cooked N/A N/A 0.03 MRL x CF (2)
Rye /milling (wholemeal)- N/A N/A 0.03 MRL % CF (2)
baking
Rye /boiled N/A N/A 0.03 MRL < CF (2)
Wheat /bread (wholemeal) N/A N/A 0.03 MRL x CF (2)
Wheat /bread/pizza N/A N/A 0.03 MRL x CF (2)
Wheat pasta N/A N/A 0.03 MRL < CF (2)
Wheat /milling (wholemeal)- N/A N/A 0.03 MRL % CF (2)
baking
Wheat /milling (flour) N/A N/A 0.03 MRL % CF (2)
IEDI/IESTI
Wheat 0.006 STMR x CF (2) 0.006 STMR x CF (2)
RAR 2018, vol.3- RAR 2018, vol.3-B7
B7
Barley 0.006 STMR x CF (2) 0.006 STMR = CF (2)
RAR 2018, vol.3-B7 RAR 2018, vol.3-B7
Rye 0.006 STMR x CF (2) 0.006 STMR x CF (2)
RAR 2018, vol.3-B7 RAR 2018, vol.3-B7
Other cereals 0.006 STMR x CF (2) 0.006 N/A
RAR 2018, vol.3-
B7
Barley/beer N/A N/A 0.0012 STMR x CF (2) x
Default PF
RAR 2018, vol.3-B7
Barley/milling (flour) N/A N/A 0.006 STMR x CF (2)
RAR 2018, vol.3-B7
Barley/cooked N/A N/A 0.006 STMR x CF (2)
RAR 2018, vol.3-B7
Rye /milling (wholemeal)- N/A N/A 0.006 STMR x CF (2)
baking RAR 2018, vol.3-B7
Rye /boiled N/A N/A 0.006 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat /bread (wholemeal) N/A N/A 0.006 STMR x CF (2)

RAR 2018, vol.3-B7
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Chronic risk assessment

Acute risk assessment

Commodity Input value Input value
Comment Comment
(mg/kg) (mg/kg)
Wheat /bread/pizza N/A N/A 0.006 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat pasta N/A N/A 0.006 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat /milling (wholemeal)- N/A N/A 0.006 STMR x CF (2)
baking RAR 2018, vol.3-B7
Wheat /milling (flour) N/A N/A 0.006 STMR x CF (2)
RAR 2018, vol.3-B7
Risk assessment for Triazolyl lactic acid
TMDI/IESTI
Wheat 0.06 MRL x CF (2) 0.06 MRL x CF (2)
Barley 0.06 MRL x CF (2) 0.06 MRL * CF (2)
Rye 0.06 MRL x CF (2) 0.06 MRL x CF (2)
Other cereals 0.06 MRL x CF (2) 0.06 MRL % CF (2)
Barley/beer N/A N/A 0.012 MRL x CF (2) x
Default PF
Barley/milling (flour) N/A N/A 0.06 MRL x CF (2)
Barley/cooked N/A N/A 0.06 MRL x CF (2)
Rye /milling (wholemeal)- N/A N/A 0.06 MRL < CF (2)
baking
Rye /boiled N/A N/A 0.06 MRL x CF (2)
Wheat /bread (wholemeal) N/A N/A 0.06 MRL x CF (2)
Wheat /bread/pizza N/A N/A 0.06 MRL x CF (2)
Wheat pasta N/A N/A 0.06 MRL x CF (2)
Wheat /milling (wholemeal)- N/A N/A 0.06 MRL x CF (2)
baking
Wheat /milling (flour) N/A N/A 0.06 MRL x CF (2)
IEDI/IESTI
Wheat 0.02 STMR x CF (2) 0.02 STMR x CF (2)
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Commodity

Chronic risk assessment

Acute risk assessment

Input value Input value
Comment Comment
(mg/kg) (mg/kg)
RAR 2018, vol.3- RAR 2018, vol.3-B7
B7
Barley 0.02 STMR x CF (2) 0.02 STMR x CF (2)
RAR 2018, vol.3-B7 RAR 2018, vol.3-B7
Rye 0.02 STMR x CF (2) 0.02 STMR x CF (2)
RAR 2018, vol.3-B7 RAR 2018, vol.3-B7
Other cereals 0.02 STMR x CF (2) 0.02 N/A
RAR 2018, vol.3-
B7
Barley/beer N/A N/A 0.004 STMR x CF (2) x
Default PF
RAR 2018, vol.3-B7
Barley/milling (flour) N/A N/A 0.02 STMR x CF (2)
RAR 2018, vol.3-B7
Barley/cooked N/A N/A 0.02 STMR x CF (2)
RAR 2018, vol.3-B7
Rye /milling (wholemeal)- N/A N/A 0.02 STMR x CF (2)
baking RAR 2018, vol.3-B7
Rye /boiled N/A N/A 0.02 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat /bread (wholemeal) N/A N/A 0.02 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat /bread/pizza N/A N/A 0.02 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat pasta N/A N/A 0.02 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat /milling (wholemeal)- N/A N/A 0.02 STMR x CF (2)
baking RAR 2018, vol.3-B7
Wheat /milling (flour) N/A N/A 0.02 STMR x CF (2)
RAR 2018, vol.3-B7
Risk assessment for Triazole alanine
TMDI/IESTI
Wheat 2.0 MRL x CF (2) 2.0 MRL % CF (2)
Barley 2.0 MRL x CF (2) 2.0 MRL x CF (2)
Rye 2.0 MRL x CF (2) 2.0 MRL x CF (2)
Other cereals 2.0 MRL x CF (2) 2.0 MRL x CF (2)
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Commodity

Chronic risk assessment

Acute risk assessment

Input value Input value
Comment Comment
(mg/kg) (mg/kg)
Barley/beer N/A N/A 0.4 MRL x CF (2) x
Default PF
Barley/milling (flour) N/A N/A 2.0 MRL x CF (2)
Barley/cooked N/A N/A 2.0 MRL x CF (2)
Rye /milling (wholemeal)- N/A N/A 2.0 MRL x CF (2)
baking
Rye /boiled N/A N/A 2.0 MRL x CF (2)
Wheat /bread (wholemeal) N/A N/A 2.0 MRL x CF (2)
Wheat /bread/pizza N/A N/A 2.0 MRL < CF (2)
Wheat pasta N/A N/A 2.0 MRL x CF (2)
Wheat /milling (wholemeal)- N/A N/A 2.0 MRL x CF (2)
baking
Wheat /milling (flour) N/A N/A 2.0 MRL x CF (2)
IEDI/IESTI
Wheat 0.28 STMR x CF (2) 0.28 STMR x CF (2)
RAR 2018, vol.3- RAR 2018, vol.3-B7
B7
Barley 0.28 STMR x CF (2) 0.28 STMR x CF (2)
RAR 2018, vol.3-B7 RAR 2018, vol.3-B7
Rye 0.28 STMR x CF (2) 0.28 STMR x CF (2)
RAR 2018, vol.3-B7 RAR 2018, vol.3-B7
Other cereals 0.28 STMR x CF (2) 0.28 N/A
RAR 2018, vol.3-
B7
Barley/beer N/A N/A 0.056 STMR x CF (2) x
Default PF
RAR 2018, vol.3-B7
Barley/milling (flour) N/A N/A 0.28 STMR x CF (2)
RAR 2018, vol.3-B7
Barley/cooked N/A N/A 0.28 STMR x CF (2)
RAR 2018, vol.3-B7
Rye /milling (wholemeal)- N/A N/A 0.28 STMR x CF (2)
baking RAR 2018, vol.3-B7
Rye /boiled N/A N/A 0.28 STMR x CF (2)

RAR 2018, vol.3-B7
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Chronic risk assessment

Acute risk assessment

Commodity Input value Input value
Comment Comment
(mg/kg) (mg/kg)
Wheat /bread (wholemeal) N/A N/A 0.28 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat /bread/pizza N/A N/A 0.28 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat pasta N/A N/A 0.28 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat /milling (wholemeal)- N/A N/A 0.28 STMR x CF (2)
baking RAR 2018, vol.3-B7
Wheat /milling (flour) N/A N/A 0.28 STMR x CF (2)
RAR 2018, vol.3-B7
Risk assessment for Triazole acetic acid
TMDI/IESTI
Wheat 1.8 MRL x CF (2) 1.8 MRL x CF (2)
Barley 1.8 MRL x CF (2) 1.8 MRL x CF (2)
Rye 1.8 MRL % CF (2) 1.8 MRL x CF (2)
Other cereals 1.8 MRL x CF (2) 1.8 MRL % CF (2)
Barley/beer N/A N/A 0.36 MRL % CF (2) %
Default PF
Barley/milling (flour) N/A N/A 1.8 MRL % CF (2)
Barley/cooked N/A N/A 1.8 MRL x CF (2)
Rye /milling (wholemeal)- N/A N/A 1.8 MRL x CF (2)
baking
Rye /boiled N/A N/A 1.8 MRL x CF (2)
Wheat /bread (wholemeal) N/A N/A 1.8 MRL x CF (2)
Wheat /bread/pizza N/A N/A 1.8 MRL x CF (2)
Wheat pasta N/A N/A 1.8 MRL x CF (2)
Wheat /milling (wholemeal)- N/A N/A 1.8 MRL x CF (2)
baking
Wheat /milling (flour) N/A N/A 1.8 MRL x CF (2)
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Commodity

Chronic risk assessment

Acute risk assessment

Input value Input value
Comment Comment
(mg/kg) (mg/kg)
IEDI/IESTI
Wheat 0.152 STMR x CF (2) 0.152 STMR x CF (2)
RAR 2018, vol.3- RAR 2018, vol.3-B7
B7
Barley 0.152 STMR x CF (2) 0.152 STMR * CF (2)
RAR 2018, vol.3-B7 RAR 2018, vol.3-B7
Rye 0.152 STMR x CF (2) 0.152 STMR x CF (2)
RAR 2018, vol.3-B7 RAR 2018, vol.3-B7
Other cereals 0.152 STMR x CF (2) 0.152 N/A
RAR 2018, vol.3-
B7
Barley/beer N/A N/A 0.0304 STMR x CF (2) x
Default PF
RAR 2018, vol.3-B7
Barley/milling (flour) N/A N/A 0.152 STMR x CF (2)
RAR 2018, vol.3-B7
Barley/cooked N/A N/A 0.152 STMR x CF (2)
RAR 2018, vol.3-B7
Rye /milling (wholemeal)- N/A N/A 0.152 STMR x CF (2)
baking RAR 2018, vol.3-B7
Rye /boiled N/A N/A 0.152 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat /bread (wholemeal) N/A N/A 0.152 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat /bread/pizza N/A N/A 0.152 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat pasta N/A N/A 0.152 STMR x CF (2)
RAR 2018, vol.3-B7
Wheat /milling (wholemeal)- N/A N/A 0.152 STMR x CF (2)
baking RAR 2018, vol.3-B7
Wheat /milling (flour) N/A N/A 0.152 STMR x CF (2)

RAR 2018, vol.3-B7

7.2.8.2

Conclusion on consumer risk assessment

Extensive calculation sheets are presented in Appendix 3.

Table 7.2-12:

Consumer risk assessment

Prothioconazole-desthio

TMDI (% ADI) according to EFSA PRIMo rev. 3.1

3 % (based on IT toddler for wheat)

IEDI (% ADI) according to EFSA PRIMo rev. 3.1

0.4 % (based on DK child for rye)




CHR/ZF/PROTI 100 FS — Gamelan 100 FS/ Doraltes 100 FS

Part B — Section 7 - Core Assessment
ZRMS version

Page 40 /91

IESTI (% ARfD) according to EFSA PRIMo rev. 3.1
for unprocessed commodities

0.1 % for unprocessed wheat for children

IESTI (% ARTD) according to EFSA PRIMo rev. 3.1
for processed commodities

0.1 % for milled wheat (flour)

1,2,4-Triazole

TMDI (% ADI) according to EFSA PRIMo rev. 3.1

1 % (based on DK child for rye)

IEDI (% ADI) according to EFSA PRIMo rev. 3.1

0.3 % (based on DK child for rye)

IESTI (% ARTD) according to EFSA PRIMo rev. 3.1
for unprocessed commodities

0.09 % (based on child for wheat)

IESTI (% ARTfD) according to EFSA PRIMo rev. 3.1
for processed commaodities

0.1 % (based on child for wheat milling flour)

Triazolyl lactic acid

TMDI (% ADI) according to EFSA PRIMo rev. 3.1

0.2 % (based on DK child for rye)

IEDI (% ADI) according to EFSA PRIMo rev. 3.1

0.1 % (based on DK child for rye)

IESTI (% ARTfD) according to EFSA PRIMo rev. 3.1
for unprocessed commodities

0.1 % (based on child for wheat)

IESTI (% ARfD) according to EFSA PRIMo rev. 3.1
for processed commodities

0.1 % (based on child for wheat milling flour)

Triazole alanine

TMDI (% ADI) according to EFSA PRIMo rev. 3.1

7 % (based on DK child for rye)

IEDI (% ADI) according to EFSA PRIMo rev. 3.1

0.9 % (based on DK child for rye)

IESTI (% ARfD) according to EFSA PRIMo rev. 3.1
for unprocessed commodities

1 % (based on child for wheat)

IESTI (% ARTfD) according to EFSA PRIMo rev. 3.1
for processed commaodities

1 % (based on child for wheat milling flour)

Triazole acetic acid

TMDI (% ADI) according to EFSA PRIMo rev. 3.1

2 % (based on DK child for rye)

IEDI (% ADI) according to EFSA PRIMo rev. 3.1

0.2 % (based on DK child for rye)

IESTI (% ARTD) according to EFSA PRIMo rev. 3.1
for unprocessed commodities

0.2 % (based on child for wheat)

IESTI (% ARfD) according to EFSA PRIMo rev. 3.1
for processed commodities

0.2 % (based on child for wheat milling flour)

The proposed uses of prothioconazole in the formulation CHR/ZF/PROTI do not represent unacceptable

acute and chronic risks for the consumer.

This has been accepted.
7.3

Combined exposure and risk assessment

Not relevant. The product contains only one active substance.
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Appendix 1  Lists of data considered in support of the evaluation
List of data submitted by the applicant and relied on

Title Verte-
Company Report No. brate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status
Published or not YIN
KCA 6.3/01 | Peda, T., 2022 | Magnitude of the residue of metabolites triazole alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic N Chemirol
Jedrusik. M acid (TAA) and triazole lactic acid (TLA) in spring barley (Raw Agricultural Commodity) after one
earusts, application of CHR/ZF/PROTI 100 FS - one decline curve study trial in Germany — 2021
21SGS97, DPL/87/2021
SGS Polska Sp. z 0. 0. GLP, Pszczyna, Poland
GLP
Unpublished
KCA 6.3/02 | Peda, T., 2022 | Magnitude of the residue of metabolites triazole alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic N Chemirol
Jedrusik. M acid (TAA) and triazole lactic acid (TLA) in spring barley (Raw Agricultural Commodity) after one
earusty, M. application of CHR/ZF/PROTI 100 FS - one decline curve study trial in Denmark — 2021
21SGS98, DPL/88/2021
SGS Polska Sp. z 0. 0. GLP, Pszczyna, Poland
GLP
Unpublished
KCA 6.3/03 | Peda, T., 2022 | Magnitude of the residue of metabolites triazole alanine (TA), 1,2,4-triazole(1,2,4-T), triazole acetic acid N Chemirol
Jedrusik. M (TAA) and triazole lactic acid (TLA) in spring wheat(Raw Agricultural Commodity) after one application
ROTUSIY, ML of CHR/ZF/PROTI 100 FS - one harvest study trial in Germany — 2021
21SGS99, DPL/91/2021
SGS Polska Sp. z 0. 0. GLP, Pszczyna, Poland
GLP
Unpublished
KCA 6.3/04 | Peda, T., 2022 | Magnitude of the residue of metabolites triazole alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic N Chemirol
acid (TAA) and triazole lactic acid (TLA) in spring barley (Raw Agricultural Commodity) after one
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Niewelt-Stasiak, S. application of CHR/ZF/PROTI 100 FS — one harvest study trial in Poland — 2021
21SGS101, DPL/89/2021
SGS Polska Sp. z 0. 0. GLP, Pszczyna, Poland

GLP
Unpublished

KCA 6.3/05 | Peda, T., 2022 | Magnitude of the residue of metabolites triazole alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic N Chemirol

Niewelt-Stasiak. S acid (TAA) and triazole lactic acid (TLA) in spring barley (Raw Agricultural Commodity) after one
e application of CHR/ZF/PROTI 100 FS — one decline curve study trial in Poland — 2021

21SGS102, DPL/90/2021

SGS Polska Sp. z 0. 0. GLP, Pszczyna, Poland

GLP
Unpublished

KCA 6.3/06 | Peda, T., 2022 | Magnitude of the residue of metabolites triazole alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic N Chemirol

Jedrusik. M acid (TAA) and triazole lactic acid (TLA) in spring wheat (Raw Agricultural Commodity) after one
earusts, application of CHR/ZF/PROTI 100 FS - one decline curve study trial in Poland — 2021

21SGS103, DPL/93/2021
SGS Polska Sp. z 0. 0. GLP, Pszczyna, Poland
GLP
Unpublished

KCA 6.3/07 | Peda, T., 2022 | Magnitude of the residue of metabolites triazole alanine (TA), 1,2,4-triazole (1,2,4-T), triazole acetic N Chemirol

acid (TAA) and triazole lactic acid (TLA) in spring wheat (Raw Agricultural Commodity) after one
application of CHR/ZF/PROTI 100 FS - one decline curve study trial in Poland — 2021
21SGS104, DPL/94/2021

SGS Polska Sp. z 0. 0. GLP, Pszczyna, Poland

GLP

Unpublished

Niewelt-Stasiak, S.
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List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review

Title Verte-
Company Report No. brate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status
Published or not YN
KCP Heinemann, O. 2001a |18 months storage stability of residues of JAU 6476 and JAU 6476-Desthio during frozen storage in/on N BAY
6.1/01 wheat matrices
Bayer AG, Report No.: MR-282/00,
GLP
Unpublished
KCP 6.2.1 |Haas, M. 2001 | Metabolism of JAU6476 in spring wheat after seed dressing N BAY
Bayer AG, Report No.: MR-467/99
GLP
Unpublished
KCP Weber, H. 2001 |[Phenyl-UL-14C]JAU6476 Absorption, distribution, excretion and metabolism in the lactating goat N BAY
6.2.2/01 | Spiegel, K. Bayer AG, Report No.: MR-092/01
GLP
Unpublished
KCP Weber, H. 2002 | [Phenyl-UL-14C]JAU6476-desthio Absorption, distribution, excretion, and metabolism in the lactating goat N BAY
6.2.2/02 Weber, E. Bayer AG, Report No.: MR-091/01
Spiegel, K. GLP
Unpublished
KCP Weber, H. 2001 |[Phenyl-UL-14C]JAUG6476 Absorption, distribution, excretion and metabolism in laying hens N BAY
6.2.2/03 | Spiegel, K. Bayer AG, Report No.: MR-309/01
GLP
Unpublished
KCP Heinemann, O. 2001 | Determination of residues of JAU 6476-Desthio on spring wheat following seed treatment of JAU 6476 200 FS N BAY
6.3.1/01 in Great Britain, Germany and France
Bayer AG, Report No.: RA-2010/99
GLP
Unpublished
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Title Verte-

Company Report No. brate
Data point Author(s) Year |Source (where different from company) study Owner

GLP or GEP status

Published or not YN
KCP Heinemann, O. 2001 | Determination of residues of JAU 6476-desthio on spring wheat following seed treatment of JAU 6476 200 FS N BAY
6.3.1/02 in Germany and France

Bayer AG, Report No.: RA-2091/00

GLP

Unpublished
KCP Heinemann, O. 2001 |Determination of residues of JAU 6476-desthio on spring wheat and winter wheat following seed treatment of N BAY
6.3.1/03 JAU 6476 200 FS and spray application of JAU 6476 250 EC in Germany, Northern France, and Great Brit-

ain

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

GLP

Unpublished
KCP Heinemann, O. 2001 | Determination of residues of JAU 6476-desthio on spring barley following seed treatment of JAU 6476 200 FS N BAY
6.3.1/04 and spray application of JAU 6476 250 EC in Germany

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

GLP

Unpublished
KCP Heinemann, O., Elke, | 2001 |Determination of residues of JAU 6476-desthio on spring barley following seed treatment of JAU 6476 200 FS N BAY
6.3.1/05 K. and spray application of JAU 6476 250 EC in Germany, France and Great Britain

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

GLP

Unpublished
KCP Heinemann, O. 2001 |JAU 6476-desthio - Dairy cattle feeding study N BAY
6.4.1/01 Auer, S. Bayer AG, Report No.: MR-535/00, Report includes Trial Nos.:

P 673003007

GLP

Unpublished
KCP Haas, M. 2001 | Confined rotational crop study with JAU6476 N BAY
6.6.1/01 Bayer AG, Report No.: MR-159/00

GLP
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Title Verte-
Company Report No. brate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status
Published or not YN
Unpublished




Page 47 /91

CHR/ZF/PROTI 100 FS — Gamelan 100 FS/ Doraltes 100 FS
Part B — Section 7 - Core Assessment
ZRMS version

Appendix 2  Detailed evaluation of the additional studies relied upon
A2l1 Stability of residues
A2111 Stability of residues during storage of samples

A21111 Storage stability of residues in plant products

No new studies submitted

A21112 Storage stability of residues in animal products

No new studies submitted
A21.2 Nature of residues in plants, livestock and processed commodities

A2121 Nature of residue in plants

No new studies submitted

A21211 Nature of residue in primary crops

No new studies submitted

A2121.2 Nature of residue in rotational crops

No new studies submitted
A213 Magnitude of residues in plants

A213111 Study 1

Comments of ZRMS: |Study is acceptable. It was conducted according to acceptable guidelines. It has
been used in evaluation.

One trial in barley was done consistently with the intended GAP. The analytical
method employed was acceptable.

Reference: KCA 6.3/01

Report Magnitude of the residue of metabolites triazole alanine (TA), 1,2,4-triazole
(1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA) in spring
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barley (Raw Agricultural Commodity) after one application of
CHR/ZF/PROTI 100 FS - one decline curve study trial in Germany — 2021,
Peda, T., Jedrusik, M., 21SGS97, DPL/87/2021 SGS, Poland

Guideline(s): Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
1107/2009 of the European Parliament and of the Council of 21 October 2009
concerning the placing of plant protection products on the market and repeal-
ing Council Directives 79/117/EEC and 91/414/EEC
Commission Working Document 7029/V1/95 Rev. 5, General Recommenda-
tions for the Design, Preparation and Realization of Residue Trials, July 22,
1997
OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published in September 2009)

SANTE/2020/12830 Rev.1, 24 February 2021

Deviations: Yes
GLP: Yes
Acceptability: Yes
Objective of the study

The objective of the study is to determine the magnitude of the residue of metabolites triazole alanine (TA),
1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA) in spring barley (Raw
Agricultural Commodity) after one application of CHR/ZF/PROTI 100 FS.

Field phase description

One decline curve study trial (DCS) was established in Germany. Trial consisted of one untreated plot U
and one treated plot T. Environmental conditions did not alter the normal growth, development and maturity
of the crop at the trial site to such a degree as to have negative impact on the integrity and validity of this
study.

Untreated seeds were sown before treated seeds on 25/05/2021. CHR/ZF/PROTI 100 FS was mixed with
water. The target dose rate of the test item according to study plan was 1 I/t equivalent to 0,100 kg a. s./t
and 0,025 kg a. s./ha considering drilling rate of 250 kg seeds/ha. Target drilling rate according to Study
Plan was 250 kg/ha, actually it was 264,851 kg/ha (deviation +5,9%) for untreated seeds and 272,885 kg/ha
(deviation +9,1%) for treated seeds

RAC specimens for analyses were collected:

- S1 (seeds) — BBCH 0- before application

- S2 (seeds) — BBCH 0- just after application
- S3 (whole plant without root) — BBCH 21
- S4 (whole plant without root) — BBCH 41
- S5 (whole plant without root) - BBCH 59
- S6 (grain, straw) — BBCH 89/CH

Quality control measures were taken to maintain specimen integrity and to avoid contamination at the trial
site. RAC specimens were put in deep freezing conditions at a target temperature of < -18°C on the day of
sampling, within 12 hours after sampling.

All specimens remained deep frozen during storage at the test site, during shipment to the laboratory.

Deviations
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Freezer failure. Specimens number: 21SGS97-01 4; 21SGS97-01 5; 21SGS97-01 6 were lost. Retain spec-
imens were sent to analysis: 21SGS97-01 4R; 21SGS97-01 5R; 21SGS97-01 6R.

Initial sample preparation and homogenisation

The field specimens arrived at the Test Site in good conditions, frozen and were stored in a freezer at < -
18°C before analysis. After removal from the freezer the samples were homogenized at Test Site, using a
knife grinder. The homogenized samples were divided into few portions: one portion was used as test sam-
ple in this study (DPL/87/2021), other portions were prepared as archival samples and the rest of the ho-
mogenized material was kept for use as a reference matrix, e.g. for method validation studies or freezer
storage stability studies. The homogenized specimens were further stored at < -180C until beginning of
analysis.

Extraction

5 g (grain, plant)/ 2 g (straw) of the homogenized sample was weighed into a 50 mL centrifuge tube. 10 mL
of water and 10 mL of acidified methanol (with 1 % of HCOOH) was added together with 50 pL of internal
standard solution (IS WS 1), and the mixture was shaken vigorously by hand for one minute, then centri-
fuged at 4700 rpm for 10 min for phase separation and finally subjected to a freezing process at < 18°C for
2 h. After that, extract was filtered through a membrane filter and the final extract was directly employed
for LC-MS/MS analysis.

Fortification and control samples
For analytical sequence one sample blank matrix and two procedural recoveries at the level of LOQ and
two at the level 10 x LOQ were prepared together with the study samples.

Table 3. Preparation of fortification and control samples — grain and plant

Matrix blank

PK 0.010 mg/kg (LOG) , 50.0

PK 0.10 ma/kg (10 x LOQ) 50.0

Table 4. Preparation of fortification and control samples — straw

Matrix blank

PK 0.010 mg/kg (LOQ) - 20.0

PK 0.10 mg/kg (10 x LOQ) 20.0

Extraction of all field samples (treated and untreated), as well as control and forlified samples was
performed on 18.03.2022 (whole plant) and 20.03.2022 {grain, straw) and after that the samples were
directly employed for LC-MS/MS analysis, that was started on the same day.

Analysis

The extracts were analyzed using liquid chromatography coupled with mass spectrometry, by single
extraction and single injection to the detection system. Final extracts were employed for LC-MS/MS
analysis directly after completion of the extraction procedure (on the same day). Data acquisition was
carried out in the MRM mode. The analysis was performed using internal standard addition.

For each analyte, one mass transitions were evaluated and used for quantification. Representative
chromatograms are shown in this report. A second (and third) mass transition was monitored for
confirmation of peak identity but was not used for quantification.
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Results

HNo.:

Table 12 Residue concentrations of triazole derivative metabolites detected in  analyzed field samples (Study Moo 215G37, Tral
215G597-01 Decline Curve Study)
S . ample numbe Result [mg/kg]
B Timi .—:.'.:i"i-:lz'. , ormimeedity -I.':- . z __: triazole- - -___ T_-E
1 Before application 215G597-01 1 barley (seed) DPL87/2021/01U D.38 0.46 D.016 = LoD
2 Just after application 215G39701 2 barley (seed) DPL/ET2021/002T 0.33 0.47 0.015 < LoD
barey (whole X .
3 BBCH 21 215659701 4R plant without root) DPL/ET2021/04T < LOD 0.029 D.018 < LoD
bariey (whole - -
4 BBCH 41 215G59701 53R plant without raot) DPL/ETR2021/05T LoD 0.023 0.015 :LOD
barey (whole X
5 BBCH 39 215659701 6R plant without reot) DPLSTL2021/06T 0.015 0015 0.031 = LOD
6 215G39701 7 barley (grain) DPLE72021/07U 0.074 0.089 < LoD 0.011
7 215G597018 barley {grain) DPL/BTF2021/08T D.076 D.12 = LoD = LoD
] BBCHE9/CH
] 215G39701 9 harley (straw) DPLE72021/09U 0.054 0.030 0.01& 0.025
9 215GS97-01 10 harley (straw) DPL/ET2021M10T D.036 0.028 0.013 0.021

BBCH- According to BBCH Scale, CH- Commercial Harvest
Residues are not cormected for procedural recovernies;
Calculation based on unrounded values

Conclusions

The method was validated according to SANTE/2020/12830, Rev.1 guidelines.

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120%.

The limit of detection (LOD) that was expressed as the lowest calibration standard and limit of quantifica-
tion (LOQ) of the analytical method was established at 0.010 mg/kg for each of compounds (TAA, TA,
1,2,4-T, TLA) in barley.

There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,
TLA) meets the criteria of SANTE/2020/12830, Rev.1 guidelines in terms of precision, accuracy and un-
certainty.

A2131.12 Study 2

Comments of ZRMS: |Study is acceptable. It was conducted according to acceptable guidelines. It has
been used in evaluation.
One trial was done consistently with the intended GAP. The analytical method em-
ployed was acceptable.

Reference: KCA 6.3/02

Report Magnitude of the residue of metabolites triazole alanine (TA), 1,2,4-triazole

(1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA) in spring
barley (Raw Agricultural Commodity) after one application of
CHR/ZF/PROTI 100 FS - one decline curve study trial in Denmark — 2021,
Peda, T., Jedrusik, M., 21SGS98, DPL/88/2021 SGS, Poland

Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
1107/2009 of the European Parliament and of the Council of 21 October 2009

Guideline(s):
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concerning the placing of plant protection products on the market and repeal-
ing Council Directives 79/117/EEC and 91/414/EEC

Commission Working Document 7029/V/1/95 Rev. 5, General Recommenda-
tions for the Design, Preparation and Realization of Residue Trials, July 22,
1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published in September 2009)

SANTE/2020/12830 Rev.1, 24 February 2021

Deviations: Yes
GLP: Yes
Acceptability: Yes
Objective of the study

The objective of the study is to determine the magnitude of the residue of metabolites triazole alanine (TA),
1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA) in spring barley (Raw
Agricultural Commodity) after one application of CHR/ZF/PROTI 100 FS.

Field phase description

One decline curve study trial (DCS) was established in Denmark. Trial consisted of one untreated plot U
and one treated plot T. Environmental conditions did not alter the normal growth, development and maturity
of the crop at the trial site to such a degree as to have negative impact on the integrity and validity of this
study.

Untreated seeds were sown before treated seeds on 28/04/2021. CHR/ZF/PROTI 100 FS was mixed with
water. The target dose rate of the test item according to study plan was 1 I/t equivalent to 0,100 kg a. s./t
and 0,025 kg a. s./ha considering drilling rate of 250 kg seeds/ha. Target drilling rate according to Study
Plan was 250 kg/ha, actually it was 241,016 kg/ha (deviation -3,7%) for treated seeds and 242,036 kg/ha
(deviation -3,3%) for untreated seeds.

RAC specimens for analyses were collected:

- S1 (seeds) — BBCH 0- before application

- S2 (seeds) — BBCH 0- just after application
- S3 (whole plant without root) - BBCH 21
- S4 (whole plant without root) - BBCH 41
- S5 (whole plant without root) —- BBCH 59
- S6 (grain, straw) — BBCH 89/CH

Quality control measures were taken to maintain specimen integrity and to avoid contamination at the trial
site. RAC specimens were put in deep freezing conditions at a target temperature of < -18°C on the day of
sampling, within 12 hours after sampling.

All specimens remained deep frozen during storage at the test site, during shipment to the laboratory.

Deviations
Freezer failure. Specimens number: 21SGS98-01 4; 21SGS98-01 5; 21SGS98-01 6 were lost. Retain spec-
imens were sent to analysis: 21SGS98-01 4R; 21SGS98-01 5R; 21SGS98-01 6R.

Initial sample preparation and homogenisation
The field specimens arrived at the Test Site in good conditions, frozen and were stored in a freezer at < -
18°C before analysis. After removal from the freezer the samples were homogenized at Test Site, using a
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knife grinder. The homogenized samples were divided into few portions: one portion was used as test sam-
ple in this study (DPL/88/2021), other portions were prepared as archival samples and the rest of the ho-
mogenized material was kept for use as a reference matrix, e.g. for method validation studies or freezer
storage stability studies. The homogenized specimens were further stored at < -18°C until beginning of
analysis.

Extraction

5 g (grain, plant)/ 2 g (straw) of the homogenized sample was weighed into a 50 mL centrifuge tube. 10 mL
of water and 10 mL of acidified methanol (with 1 % of HCOOH) was added together with 50 uL of internal
standard solution (IS WS 1), and the mixture was shaken vigorously by hand for one minute, then centri-
fuged at 4700 rpm for 10 min for phase separation and finally subjected to a freezing process at < 18°C for
2 h. After that, extract was filtered through a membrane filter and the final extract was directly employed
for LC-MS/MS analysis.

Fortification and control samples
For analytical sequence one sample blank matrix and two procedural recoveries at the level of LOQ and
two at the level 10 x LOQ were prepared together with the study samples.

Table 3. Preparation of fortification and control samples — grain and plant

Matrix blank -

PK 0.010 mg/kg (LOQ) - 50.0

PK 0.10 ma/kg (10 x LOQ) 50.0

Table 4. Preparation of fortification and control samples — straw

Matrix blank -

PK 0.010 mg/kg (LOQ) - 20.0

PK 0.10 mgfkg (10 x LOG) 20.0

Extraction of all field samples (treated and untreated), as well as control and forfified samples was
performed on 18.03.2022 (whole plant) and 20.03.2022 (grain, straw) and after that the samples were
directly employed for LC-MS/MS analyzis, that was started on the same day.

Analysis

The extracts were analyzed using liquid chromatography coupled with mass spectrometry, by single
extraction and single injection to the detection system. Final extracts were employed for LC-MS/MS
analysis directly after completion of the extraction procedure (on the same day). Data acquisition was
carried out in the MRM mode. The analysis was performed using internal standard addition.

For each analyte, one mass transitions were evaluated and used for quantification. Representative
chromatograms are shown in this report. A second (and third) mass transition was monitored for
confirmation of peak identity but was not used for quantification.
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Results

Table 12 Residue concentrafions of triazole dervative metabolites detected in  analyzed

215GS598-01 Decline Curve Study)

field samples (Study Noo

215G98, Trial

Mo

by sample Tvpe amp imbe:
Mo Timing entificat commeodity 'I.':- . - __: T :_,'-'f
1 Before application 215G598-01 1 bariey (seeds) DPL/88/2021/01U D.26 0.36 = L0a = LoD
2 | Just after application 215659801 2 harley (seeds) DPL/GBE2021/02T 0.24 0.30 : LoD = LoD
bariey (whole -
3 BBCH 21 215G598-01 4R plant without roct) DPL/BB/2021/04T 0.017 0.14 0.32 - LOD
barey (whole -
4 BBCH 41 215G598-01 5R plant without root) DPL/BB/2021/05T 0.069 D.0B4 020 . LOD
barey (whole )
5 BBCH 59 215G598-01 BR plant without root) DPL/BB/2021/06T 0.074 D.047 011 = LOD
6 21565981 T barley (grain) DPL/88/2021/07U 0.38 0.33 = LoD = LoD
7 215G598-01 8 barley (grain) DPL/B8/2021/08T 0.31 0.22 = LoD = LoD
— BBCHE9/CH
] 215G598-01 9 barley (straw) DPL/88/2021/00U 0.096 0.0 D.032 0019
9 215G598-01 10 barley (straw) DPL/88/2021/10T 017 D.092 D.024 o.oz27

BBCH- According to BBCH Scale, CH- Commercial Harvest
Residues are not comected for procedural recoveries;

Calculation based on unrounded values

Conclusions

The method was validated according to SANTE/2020/12830, Rev.1 guidelines.

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120%.

The limit of detection (LOD) that was expressed as the lowest calibration standard and limit of quantifica-
tion (LOQ) of the analytical method was established at 0.010 mg/kg for each of compounds (TAA, TA,
1,2,4-T, TLA) in barley.

There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,
TLA) meets the criteria of SANTE/2020/12830, Rev.1 guidelines in terms of precision, accuracy and un-
certainty.

A213113 Study 3
Comments of zZRMS: |Study is acceptable. It was conducted according to acceptable guidelines. It has
been used in evaluation.
One trial in wheat was done consistently with the intended GAP. The analytical
method employed was acceptable.
Reference: KCA 6.3/03
Report Magnitude of the residue of metabolites triazole alanine (TA), 1,2,4-tria-
zole(1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA) in
spring wheat(Raw Agricultural Commodity) after one application of
CHR/ZF/PROTI 100 FS - one harvest study trial in Germany — 2021, Peda,
T., Jedrusik, M., 21SGS99, DPL/91/2021 SGS, Poland
Guideline(s): Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)

1107/2009 of the European Parliament and of the Council of 21 October 2009
concerning the placing of plant protection products on the market and repeal-
ing Council Directives 79/117/EEC and 91/414/EEC
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Commission Working Document 7029/V1/95 Rev. 5, General Recommenda-
tions for the Design, Preparation and Realization of Residue Trials, July 22,
1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published in September 2009)

SANTE/2020/12830 Rev.1, 24 February 2021

Deviations: Yes (study is not affected)
GLP: Yes

Acceptability: Yes

Objective of the study

The objective of the study is to determine the magnitude of the residue of metabolites triazole alanine (TA),
1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA) in spring wheat(Raw Ag-
ricultural Commodity) after one application of CHR/ZF/PROTI 100 FS.

Field phase description

One single harvest study trial (HS) was established in Germany. Trial consisted of one untreated plot U and
one treated plot T. Environmental conditions did not alter the normal growth, development and maturity of
the crop at the trial site to such a degree as to have negative impact on the integrity and validity of this
study.

Untreated seeds were sown before treated seeds on 20/04/2021. CHR/ZF/PROT]I 100 FS was mixed with
water. The target dose rate of the test item according to study plan was 1 I/t equivalent to 0,100 kg a. s./t
and 0,025 kg a. s./ha considering drilling rate of 250 kg seeds/ha. Target drilling rate according to Study
Plan was 250 kg/ha, actually it was 250 kg/ha (deviation 0,0%) for treated seeds and 250 kg/ha (deviation
0,0%) for untreated seeds.

RAC specimens for analyses were collected:

- S1 (seeds) — BBCH 0- before application
- S2 (seeds) — BBCH 0- just after application
- S3 (grain, straw) — BBCH 89/CH

Quality control measures were taken to maintain specimen integrity and to avoid contamination at the trial
site. RAC specimens were put in deep freezing conditions at a target temperature of < -18°C on the day of
sampling, within 12 hours after sampling.

All specimens remained deep frozen during storage at the test site, during shipment to the laboratory.

Deviations

Freezer failure. Specimens number: 21SGS99-01 4; 21SGS99-01 5; 21SGS99-01 6 were lost. Retain spec-
imens were sent to analysis: 21SGS99-01 4R; 21SGS99-01 5R; 21SGS99-01 6R.

Initial sample preparation and homogenisation

The field specimens arrived at the Test Site in good conditions, frozen and were stored in a freezer at < -
18°C before analysis. After removal from the freezer the samples were homogenized at Test Site, using a
knife grinder. The homogenized samples were divided into few portions: one portion was used as test sam-
ple in this study (DPL/91/2021), other portions were prepared as archival samples and the rest of the ho-
mogenized material was kept for use as a reference matrix, e.g. for method validation studies or freezer
storage stability studies. The homogenized specimens were further stored at < -18°C until beginning of
analysis.
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Extraction

5 g (grain)/ 2 g (straw) of the homogenized sample was weighed into a 50 mL centrifuge tube. 10 mL of
water and 10 mL of acidified methanol (with 1 % of HCOOH) was added together with 50 pL of internal
standard solution (IS WS 1), and the mixture was shaken vigorously by hand for one minute, then centri-
fuged at 4700 rpm for 10 min for phase separation and finally subjected to a freezing process at < 18°C for
2 h. After that, extract was filtered through a membrane filter and the final extract was directly employed
for LC-MS/MS analysis.

Fortification and control samples
For analytical sequence one sample blank matrix and two procedural recoveries at the level of LOQ and
two at the level 10 x LOQ were prepared together with the study samples.

Table 3. Preparation of fortification and control samples - grain

P . Amount of standard solution | Amount of standard solution

1.1 added [pL] 3 added [pL]

Matrix blank - -

PK 0.010 mg/kg (LOQ) - 50.0

PK 0.10 ma/kg (10 x LOQ) 50.0 -

Table 4. Preparation of fortification and control samples - straw

P ; Amount of standard solution | Amount of standard solution

1.1 added [uL] 3 added [pL]

Matrix blank - -

PK 0.010 ma/kg (LOG) - 20.0

PK 0.10 mg/kg (10 x LOQ) 20.0 .

Extraction of all field samples (treated and untreated), as well as conirol and fortified samples was
performed on 19.03.2022 (grain) and 20.03.2022 (straw) and after that the samples were directly
employed for LC-MS/MS analysis, that was started on the same day.

Analysis

The extracts were analyzed using liquid chromatography coupled with mass spectrometry, by single
extraction and single injection to the detection system. Final extracts were employed for LC-MS/MS
analysis directly after completion of the extraction procedure (on the same day). Data acquisition was
carried out in the MRM mode. The analysis was performed using internal standard addition.

For each analyte, one mass transitions were evaluated and used for quantification. Representative
chromatograms are shown in this report. A second (and third) mass transition was monitored for
confirmation of peak identity but was not used for quantification.



Page 57 /91

CHR/ZF/PROTI 100 FS — Gamelan 100 FS/ Doraltes 100 FS
Part B — Section 7 - Core Assessment
ZRMS version

Results

Table 12. Residue concentrations of triazole derivative metabolites detected in  analyzed field samples (Study Moo 2156593, Tral No:
215G599-01 Harvest Trial)

1 Before application 215659801 1 wheat (seads) DPLS1/2021/01U 0.18 0.46 < LoD < LoD

2 Just after application 215G599-01 2 | wheal (seeds) DPL/91/2021/02T 017 0.47 =L0D = LoD

3 215G599-01 5 wheat (grain) DPL/91/2021/05U 0.015 0.039 =L0D = LoD

4 21565991 6 wheat (grain) DPL/A1/2021/06T 0oz 0.030 < LoD < LoD
] BBCHBS/CH

3 215G598-01 7 wheat (straw) DPLS1/2021/07U < LOQ 0019 D.017 0.033

] 215659501 8 wheat (straw) DPL/91/2021/08T < LOQ 0.020 D.016 0.030

Residues are not cormected for procedural recoveries;
Caleulation based on unrounded values

Conclusions

The method was validated according to SANTE/2020/12830, Rev.1 guidelines.

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120%.

The limit of detection (LOD) that was expressed as the lowest calibration standard and limit of quantifica-
tion (LOQ) of the analytical method was established at 0.010 mg/kg for each of compounds (TAA, TA,
1,2,4-T, TLA) in barley.

There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,
TLA) meets the criteria of SANTE/2020/12830, Rev.1 guidelines in terms of precision, accuracy and un-
certainty.

A2131.14 Study 4

Comments of zZRMS: |Study is acceptable. It was conducted according to acceptable guidelines. It has
been used in evaluation.

One trial was conducted consistently with the intended GAP. The analytical method
employed was acceptable.

Reference: KCA 6.3/04

Report Magnitude of the residue of metabolites triazole alanine (TA), 1,2,4-triazole
(1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA) in spring
barley (Raw Agricultural Commodity) after one application of
CHR/ZF/PROTI 100 FS — one harvest study trial in Poland - 2021, Peda, T.,
Niewelt-Stasiak, S., 21SGS101, DPL/89/2021 SGS, Poland

Guideline(s): Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
1107/2009 of the European Parliament and of the Council of 21 October 2009
concerning the placing of plant protection products on the market and repeal-
ing Council Directives 79/117/EEC and 91/414/EEC
Commission Working Document 7029/V1/95 Rev. 5, General Recommenda-
tions for the Design, Preparation and Realization of Residue Trials, July 22,
1997
OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published in September 2009)
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Deviations: No
GLP: Yes
Acceptability: Yes
Objective of the study

The objective of the study was to determine of the residue of metabolites triazole alanine (TA), 1,2,4-
triazole (1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA) in spring barley after one appli-
cation of CHR/ZF/PROTI 100 FS.

Field phase description

One decline curve study trial (DCS) was established in Poland. Trial consisted of one untreated plot U and
one treated plot T. Environmental conditions did not alter the normal growth, development and maturity of
the crop at the trial site to such a degree as to have negative impact on the integrity and validity of this
study.

Untreated seeds were sown before treated seeds on 22/04/2021. CHR/ZF/PROTI 100 FS was mixed with
water. The target dose rate of the test item according to study plan was 1 I/t equivalent to 0,100 kg a. s./t
and 0,025 kg a. s./ha considering drilling rate of 250 kg seeds/ha. Target drilling rate according to Study
Plan was 250 kg/ha, actually it was 250 kg/ha (deviation 0,0%) for treated seeds and 250 kg/ha (deviation
0,0%) for untreated seeds.

RAC specimens for analyses were collected:

- S1 (seeds) — BBCH 0- before application

- S2 (seeds) — BBCH 0- just after application
- S3 (whole plant without root) - BBCH 21
- S4 (whole plant without root) - BBCH 41
- S5 (whole plant without root) —- BBCH 59
- S6 (grain, straw) — BBCH 89/CH

Quality control measures were taken to maintain specimen integrity and to avoid contamination at the trial
site. RAC specimens were put in deep freezing conditions at a target temperature of < -18°C on the day of
sampling, within 12 hours after sampling.

All specimens remained deep frozen during storage at the test site, during shipment to the laboratory.

Deviations
None.

Initial sample preparation and homogenisation

The field specimens arrived at the Test Site in good conditions, frozen and were stored in a freezer at < -
18°C hefore analysis. After removal from the freezer the samples were homogenized at Test Site, using a
knife grinder. The homogenized samples were divided into few portions: one portion was used as test sam-
ple in this study (DPL/89/2021), other portions were prepared as archival samples and the rest of the ho-
mogenized material was kept for use as a reference matrix, e.g. for method validation studies or freezer
storage stability studies. The homogenized specimens were further stored at < -18°C until beginning of
analysis.
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Extraction

5 g (grain)/ 2 g (straw) of the homogenized sample was weighed into a 50 mL centrifuge tube. 10 mL of
water and 10 mL of acidified methanol (with 1 % of HCOOH) was added together with 50 pL of internal
standard solution (IS WS 1), and the mixture was shaken vigorously by hand for one minute, then centri-
fuged at 4700 rpm for 10 min for phase separation and finally subjected to a freezing process at < -18°C
for 2 h. After that, extract was filtered through a membrane filter and the final extract was directly employed
for LC-MS/MS analysis.

Fortification and control samples
For analytical sequence one sample blank matrix and two procedural recoveries at the level of LOQ and
two at the level 10 x LOQ were prepared together with the study samples.

Table 3. Preparation of fortification and control samples — grain

i o - Amount of standard solution | Amount of standard solution
o 1.1 added [pL] 1.3 added [pL]

Matrix blank - -

PK 0.010 mg/kg (LOQ) - 50.0

PK 0.10 mg/kg (10 x LOQ) 50.0 -

Table 4. Preparation of fortification and control samples — straw

P . Amount of standard solution | Amount of standard solution

1.1 added [pL] 3 added [plL]

Matrix blank - -

PK 0.010 mg/kg (LOQ) - 20.0

PK. 0.10 mg/kg (10 x LOQ) 20.0 -

Extraction of all field samples (treated and untreated), as well as control and forlified samples was
performed on 20.03.2022 (grain and straw) and after that the samples were directly employed for LC-
MSIMS analysis, that was started on the same day.

Analysis

The extracts were analyzed using liquid chromatography coupled with mass spectrometry, by single
extraction and single injection to the detection system. Final extracts were employed for LC-MS/MS
analysis directly after completion of the extraction procedure (on the same day). Data acquisition was
carried out in the MRM mode. The analysis was performed using internal standard addition.

For each analyte, one mass transitions were evaluated and used for quantification. Representative
chromatograms are shown in this report. A second (and third) mass transition was monitored for
confirmation of peak identity but was not used for quantification.
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Results

Table 12. Residue concentrations of triazole derivative metabolites detected in analyzed field samples (Study No.: 215G5104, Trial No.: 215G5101-01 Harvest Study)

1 51 = Before application 2136310101 1 barley (seeds) DPLEw202101U 0.51 0.57 0.018 < LoD

2 352 = Just after application | 215G5101-01 2 barley (seeds) DPL/IBG/2021/02T 049 0.57 0.018 < LoD

3 2156510101 5 barley (grain) DPLao2021/05U 0.035 0.040 =L0D = LoD

4 2156510101 6 barley (grain) DPL/e®2021/08T 0.0 0.058 =L0D = LoD
— 53 = BBCHBG/CH

5 215651011 7 barley (straw) DPLaa2021/07U 0.014 =LOD =L0D 0.013

i} 256510101 8 barley (siraw) DPL/BG/2021/08T <LOD <LOD <LOD 0.010

CH- Commerzial Harvest
Residues are not corected for procedural recovernies:
Calculation based on unrounded values

Conclusions

The method was validated according to SANTE/2020/12830, Rev.1 guidelines.

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120%.

The limit of detection (LOD) that was expressed as the lowest calibration standard and limit of quantifica-
tion (LOQ) of the analytical method was established at 0.010 mg/kg for each of compounds (TAA, TA,
1,2,4-T, TLA) in barley.

There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,
TLA) meets the criteria of SANTE/2020/12830, Rev.1 guidelines in terms of precision, accuracy and un-
certainty.

A213.1.15 Study 5

Comments of ZRMS: |Study is acceptable. It was conducted according to acceptable guidelines. It has
been used in evaluation.

One trial was done consistently with the intended GAP. The analytical method em-
ployed was acceptable.

Reference: KCA 6.3/05

Report Magnitude of the residue of metabolites triazole alanine (TA), 1,2,4-triazole
(1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA) in spring
barley (Raw Agricultural Commodity) after one application of
CHR/ZF/PROTI 100 FS — one decline curve study trial in Poland - 2021,
Peda, T., Niewelt-Stasiak, S., 21SGS102, DPL/90/2021 SGS, Poland

Guideline(s): Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
1107/2009 of the European Parliament and of the Council of 21 October 2009
concerning the placing of plant protection products on the market and repeal-
ing Council Directives 79/117/EEC and 91/414/EEC
Commission Working Document 7029/V1/95 Rev. 5, General Recommenda-
tions for the Design, Preparation and Realization of Residue Trials, July 22,
1997
OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published in September 2009)
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Deviations: No
GLP: Yes
Acceptability: Yes
Objective of the study

The objective of the study was to determine of the residue of metabolites triazole alanine (TA), 1,2,4-
triazole (1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA) in spring barley after one appli-
cation of CHR/ZF/PROTI 100 FS.

Field phase description

One single harvest study trial (HS) was established in Poland. Trial consisted of one untreated plot U and
one treated plot T. Environmental conditions did not alter the normal growth, development and maturity of
the crop at the trial site to such a degree as to have negative impact on the integrity and validity of this
study.

Untreated seeds were sown before treated seeds on 21/04/2021. CHR/ZF/PROTI 100 FS was mixed with
water. The target dose rate of the test item according to study plan was 1 I/t equivalent to 0,100 kg a. s./t
and 0,025 kg a. s./ha considering drilling rate of 250 kg seeds/ha. Target drilling rate according to Study
Plan was 250 kg/ha, actually it was 262,22 kg/ha (deviation +4,9%) for treated seeds and 261,11 kg/ha
(deviation +4,4%) for untreated seeds.

RAC specimens for analyses were collected:

- S1 (seeds) — BBCH 0- before application
- S2 (seeds) — BBCH 0- just after application
- S3 (grain, straw) — BBCH 89/CH

Quality control measures were taken to maintain specimen integrity and to avoid contamination at the trial
site. RAC specimens were put in deep freezing conditions at a target temperature of < -18°C on the day of
sampling, within 12 hours after sampling.

All specimens remained deep frozen during storage at the test site, during shipment to the laboratory.

Deviations
None.

Initial sample preparation and homogenisation

The field specimens arrived at the Test Site in good conditions, frozen and were stored in a freezer at < -
18°C before analysis. After removal from the freezer the samples were homogenized at Test Site, using a
knife grinder. The homogenized samples were divided into few portions: one portion was used as test
sample in this study (DPL/90/2021), other portions were prepared as archival samples and the rest of the
homogenized material was kept for use as a reference matrix, e.g. for method validation studies or freezer
storage stability studies. The homogenized specimens were further stored at < -18°C until beginning of
analysis.
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Extraction

5 g (grain)/ 2 g (straw) of the homogenized sample was weighed into a 50 mL centrifuge tube. 10 mL of
water and 10 mL of acidified methanol (with 1 % of HCOOH) was added together with 50 pL of internal
standard solution (IS WS 1), and the mixture was shaken vigorously by hand for one minute, then centri-
fuged at 4700 rpm for 10 min for phase separation and finally subjected to a freezing process at < -18°C
for 2 h. After that, extract was filtered through a membrane filter and the final extract was directly employed
for LC-MS/MS analysis.

Fortification and control samples
For analytical sequence one sample blank matrix and two procedural recoveries at the level of LOQ and
two at the level 10 x LOQ were prepared together with the study samples.

Table 3. Preparation of fortification and control samples — grain

e ; Amount of standard solution | Amount of standard solution

1.1 added [uL] 1.3 added [pL]

Matrix blank - -

PK 0.010 mg/kg (LOQ) - 50.0

PK 0.10 ma/kg (10 x LOQ) 50.0 -

Table 4. Preparation of fortification and control samples — straw

e o } Amount of standard solution | Amount of standard solution

1.1 added [pL] 3 added [plL]

Matrix blank - -

PK 0.010 mg/kg (LOQ) - 20.0

PK 0.10 mg/kg (10 x LOQ) 20.0 -

Extraction of all field samples (freated and untreated), as well as confrol and forfified samples was
performed on 20.03.2022 (grain and straw) and after that the samples were directly employed for LC-
MSIMS analysis, that was started on the same day.

Analysis

The extracts were analyzed using liquid chromatography coupled with mass spectrometry, by single
extraction and single injection to the detection system. Final extracts were employed for LC-MS/MS
analysis directly after completion of the extraction procedure (on the same day). Data acquisition was
carried out in the MRM mode. The analysis was performed using internal standard addition.

For each analyte, one mass transitions were evaluated and used for quantification. Representative
chromatograms are shown in this report. A second (and third) mass transition was monitored for
confirmation of peak identity but was not used for quantification.
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Results

Table 12. Residue concentrations of triazole derivative metabolites detected in analyzed field samples (Study Mo_: 215G5102, Trial No_: 215GS102-01 Harvest Study)

1 51 = Before application 21565102011 barley (seeds) DPLB02021/01U 0.47 0.56 0016 < LoD

2 52 = Just after application | 215G5102-01 2 barley (seeds) DPLA2021/02T 0.84 048 0,035 <LoQ

3 215G5102-01 5 barley (grain) DPLe02021/05U 0.54 0.28 0028 = LoG

4 215G5102-01 6 barley {grain} CPL/e0/2021/08T 0.51 0.58 0015 = LoG
— 53 = BBCHBWCH

5 215G5102-1 7 barley (straw) DPLe02021/07U 0.2z o.010 0.24 <LOD

] 215GS102-01 8 barley straw) DPLO0/2021/08T 0.29 0.2 0.25 <LOD

CH- Commercial Hanvest
Residues are not corrected for procedural recoveries;
Calculation based on unrounded values

Conclusions

The method was validated according to SANTE/2020/12830, Rev.1 guidelines.

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120%.

The limit of detection (LOD) that was expressed as the lowest calibration standard and limit of quantifica-
tion (LOQ) of the analytical method was established at 0.010 mg/kg for each of compounds (TAA, TA,
1,2,4-T, TLA) in barley.

There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,
TLA) meets the criteria of SANTE/2020/12830, Rev.1 guidelines in terms of precision, accuracy and un-
certainty.

A2131.16 Study 6

Comments of zZRMS: |Study is acceptable. It was conducted according to acceptable guidelines. It has
been used in evaluation.

One trial in wheat was done consistently with the intended GAP. The analytical
method employed was acceptable.

Reference: KCA 6.3/06

Report Magnitude of the residue of metabolites triazole alanine (TA), 1,2,4-triazole
(1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA) in spring
wheat (Raw Agricultural Commodity) after one application of
CHR/ZF/PROTI 100 FS - one decline curve study trial in Poland — 2021,
Peda, T., Jedrusik, M., 21SGS103, DPL/93/2021 SGS, Poland

Guideline(s): Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)
1107/2009 of the European Parliament and of the Council of 21 October 2009
concerning the placing of plant protection products on the market and repeal-
ing Council Directives 79/117/EEC and 91/414/EEC
Commission Working Document 7029/V1/95 Rev. 5, General Recommenda-
tions for the Design, Preparation and Realization of Residue Trials, July 22,
1997
OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published in September 2009)

SANTE/2020/12830 Rev.1, 24 February 2021
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Objective of the study

The objective of the study is to determine magnitude of the residue of metabolites triazole alanine (TA),
1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA) in spring wheat (Raw
Agricultural Commodity) after one application of CHR/ZF/PROTI 100 FS.

Field phase description

One decline curve study trial (DCS) was established in Poland. Trial consisted of one untreated plot U and
one treated plot T. Environmental conditions did not alter the normal growth, development and maturity of
the crop at the trial site to such a degree as to have negative impact on the integrity and validity of this
study.

Untreated seeds were sown before treated seeds on 28/04/2021. CHR/ZF/PROT]I 100 FS was mixed with
water. The target dose rate of the test item according to study plan was 1 I/t equivalent to 0,100 kg a. s./t
and 0,025 kg a. s./ha considering drilling rate of 250 kg seeds/ha. Target drilling rate according to Study
Plan was 250 kg/ha, actually it was 250 kg/ha (deviation 0,0%) for treated seeds and 250 kg/ha (deviation
0,0%) for untreated seeds.

RAC specimens for analyses were collected:

- S1 (seeds) — BBCH 0- before application

- S2 (seeds) — BBCH 0- just after application
- S3 (whole plant without root) - BBCH 21
- S4 (whole plant without root) — BBCH 41
- S5 (whole plant without root) - BBCH 59
- S6 (grain, straw) — BBCH 89/CH

Quality control measures were taken to maintain specimen integrity and to avoid contamination at the trial
site. RAC specimens were put in deep freezing conditions at a target temperature of < -18°C on the day of
sampling, within 12 hours after sampling.

All specimens remained deep frozen during storage at the test site, during shipment to the laboratory.

Deviations
None.

Initial sample preparation and homogenisation

The field specimens arrived at the Test Site in good conditions, frozen and were stored in a freezer at < -
18°C before analysis. After removal from the freezer the samples were homogenized at Test Site, using a
knife grinder. The homogenized samples were divided into few portions: one portion was used as test
sample in this study (DPL/93/2021), other portions were prepared as archival samples and the rest of the
homogenized material was kept for use as a reference matrix, e.g. for method validation studies or freezer
storage stability studies. The homogenized specimens were further stored at < -18°C until beginning of
analysis.
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Extraction

5 g (grain, plant)/ 2 g (straw) of the homogenized sample was weighed into a 50 mL centrifuge tube. 10 mL
of water and 10 mL of acidified methanol (with 1 % of HCOOH) was added together with 50 uL of internal
standard solution (IS WS 1), and the mixture was shaken vigorously by hand for one minute, then centri-
fuged at 4700 rpm for 10 min for phase separation and finally subjected to a freezing process at < 18°C for
2 h. After that, extract was filtered through a membrane filter and the final extract was directly employed
for LC-MS/MS analysis.

Fortification and control samples
For analytical sequence one sample blank matrix and two procedural recoveries at the level of LOQ and
two at the level 10 x LOQ were prepared together with the study samples.

Table 3. Preparation of fortification and control samples — grain and plant

T . Amount of standard solution | Amount of standard solution

1.1 added [pL] 3 added [pL]

Matrix blank - -

PK 0.010 mg/kg (LOQ) - 50.0

PK 0.10 mg/kg (10 x LOQ) 50.0 -

Table 4. Preparation of fortification and control samples — straw

E et s } Amount of standard solution | Amount of standard solution

1.1 added [pL] 3 added [pL]

Matrix blank - -

PK 0.010 mg/kg (LOQ) - 20.0

PK 0.10 mgfkg (10 x LOG) 20.0 -

Extraction of all field samples (treated and untreated), as well as control and forfified samples was
performed on 18.03.2022 (whole plant), 19.03.2022 (grain), and 20.03.2022 (straw) and after that the
samples were directly employed for LC-MS/MS analysis, that was started on the same day.

Analysis

The extracts were analyzed using liquid chromatography coupled with mass spectrometry, by single
extraction and single injection to the detection system. Final extracts were employed for LC-MS/MS
analysis directly after completion of the extraction procedure (on the same day). Data acquisition was
carried out in the MRM mode. The analysis was performed using internal standard addition.

For each analyte, one mass transitions were evaluated and used for quantification. Representative
chromatograms are shown in this report. A second (and third) mass transition was monitored for
confirmation of peak identity but was not used for quantification.
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Results

Table 12 Residue concentrations of ftrazole derivative metabolites detected in  analyzed field samples (Study

215G5103-01 Decline Curve Study)

No.:

HEGS103, Trial No:

- ] am Result [mg/kg]
iy Amiple ype of
Mo Timing entificat commodity azole-a trizzole- iz ode- =
lak acid TAJ T cid TLA AT
1 Before application 215G5103-01 1 wheat (seeds) DPLI93/2021/01U D.14 0.38 < LOD < LOD
2 | Just after application 215G5103-01 2 wheat (seeds) DPL/93/2021/02T D.24 D.64 < LOD < LOD
wheat (whole - =
3 BBCH 21 215G5103-01 4 plant without root) DPL/93/2021/04T 0.027 0.015 < LOD < LOD
wheat (whole - -
4 BECH 41 2156510301 5 plant without root) DPL/93/2021/05T 0.027 0.016 LoD - LOD
wheat (whole
[ =t < <
5 BBCH 59 215G5103-016 plant without root) DPL/93/2021/06T 0.017 D.016 LoD - LOD
B 21565103017 wheat (grain) DPLS32021/07U 0.027 D.082 = LOD = LOD
7 2156510301 8 wheat (grain) DPL/A32021/08T 0.053 D.14 = LOD = LOD
— BBCHB/CH
8 21565103019 wheat (straw) DPLI93/2021/09U 0.013 =L0OD = L0G = LOD
9 215G5103-01 10 wheat (straw) DPL/93/202110T 0.018 D.018 0.011 0.011

BBCH- According to BBCH Scale, CH- Commercial Harvast
Residues are not comected for procedural recoveries:
Calculation based on unrounded values

Conclusions

The method was validated according to SANTE/2020/12830, Rev.1 guidelines.

The results acquired during validation of the analytical method (accuracy and repeatability) were in the
range of 70 — 120%.

The limit of detection (LOD) that was expressed as the lowest calibration standard and limit of quantifica-
tion (LOQ) of the analytical method was established at 0.010 mg/kg for each of compounds (TAA, TA,
1,2,4-T, TLA) in barley.

There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,
TLA) meets the criteria of SANTE/2020/12830, Rev.1 guidelines in terms of precision, accuracy and un-
certainty.

A21311.7 Study 7
Comments of zZRMS: |Study is acceptable. It was conducted according to acceptable guidelines. It has
been used in evaluation.
One trial was done consistently with the intended GAP. The analytical method em-
ployed was acceptable.
Reference: KCA 6.3/07
Report Magnitude of the residue of metabolites triazole alanine (TA), 1,2,4-triazole
(1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA) in spring
wheat (Raw Agricultural Commodity) after one application of
CHR/ZF/PROTI 100 FS - one decline curve study trial in Poland — 2021,
Peda, T., Niewelt-Stasiak, S., 21SGS104, DPL/94/2021 SGS, Poland
Guideline(s): Regulations (EU) 283/2013 and 284/2013 implementing Regulation (EC)

1107/2009 of the European Parliament and of the Council of 21 October 2009
concerning the placing of plant protection products on the market and repeal-
ing Council Directives 79/117/EEC and 91/414/EEC
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Commission Working Document 7029/V/1/95 Rev. 5, General Recommenda-
tions for the Design, Preparation and Realization of Residue Trials, July 22,
1997

OECD Guideline for the testing of chemicals on Crop Field Trial (TG 509
published in September 2009)

SANTE/2020/12830 Rev.1, 24 February 2021

Deviations: No
GLP: Yes
Acceptability: Yes
Objective of the study

The objective of the study is to determine the magnitude of the residue of metabolites triazole alanine (TA),
1,2,4-triazole (1,2,4-T), triazole acetic acid (TAA) and triazole lactic acid (TLA) in spring wheat (Raw
Agricultural Commaodity) after one application of CHR/ZF/PROTI 100 FS - one decline curve study trial
in Poland — 2021.

Field phase description

One decline curve study trial (DCS) was established in Poland. Trial consisted of one untreated plot U and
one treated plot T. Environmental conditions did not alter the normal growth, development and maturity of
the crop at the trial site to such a degree as to have negative impact on the integrity and validity of this
study.

Untreated seeds were sown before treated seeds on 14/04/2021. CHR/ZF/PROT]I 100 FS was mixed with
water. The target dose rate of the test item according to study plan was 1 I/t equivalent to 0,100 kg a. s./t
and 0,025 kg a. s./ha considering drilling rate of 250 kg seeds/ha. Target drilling rate according to Study
Plan was 250 kg/ha, actually it was 229,111 kg/ha (deviation -8,4%) for treated seeds and 226,889 kg/ha
(deviation -9,2%) for untreated seeds.

RAC specimens for analyses were collected:
- S1 (seeds) — BBCH 0- before application

- S2 (seeds) — BBCH 0- just after application
- S3 (whole plant without root) —- BBCH 21
- S4 (whole plant without root) - BBCH 41
- S5 (whole plant without root) - BBCH 59
- S6 (grain, straw) — BBCH 89/CH

Quality control measures were taken to maintain specimen integrity and to avoid contamination at the trial
site. RAC specimens were put in deep freezing conditions at a target temperature of < -18°C on the day of
sampling, within 12 hours after sampling.

All specimens remained deep frozen during storage at the test site, during shipment to the laboratory.

Deviations

None.

Initial sample preparation and homogenisation

The field specimens arrived at the Test Site in good conditions, frozen and were stored in a freezer at < -
18°C before analysis. After removal from the freezer the samples were homogenized at Test Site, using a
knife grinder. The homogenized samples were divided into few portions: one portion was used as test
sample in this study (DPL/94/2021), other portions were prepared as archival samples and the rest of the
homogenized material was kept for use as a reference matrix, e.g. for method validation studies or freezer
storage stability studies. The homogenized specimens were further stored at < -18°C until beginning of
analysis.
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Extraction

5 g (grain, plant)/ 2 g (straw) of the homogenized sample was weighed into a 50 mL centrifuge tube. 10 mL
of water and 10 mL of acidified methanol (with 1 % of HCOOH) was added together with 50 uL of internal
standard solution (IS WS 1), and the mixture was shaken vigorously by hand for one minute, then centri-
fuged at 4700 rpm for 10 min for phase separation and finally subjected to a freezing process at < -18°C
for 2 h. After that, extract was filtered through a membrane filter and the final extract was directly employed
for LC-MS/MS analysis.

Fortification and control samples
For analytical sequence one sample blank matrix and two procedural recoveries at the level of LOQ and
two at the level 10 x LOQ were prepared together with the study samples.

Table 3. Preparation of fortification and control samples — grain and plant

i e - Amount of standard solution | Amount of standard solution

1.1 added [pL]

Matrix blank - -

PK 0.010 mg/kg (LOQ) - 50.0

PK 0.10 mg/kg (10 x LOQ) 50.0 -

Table 4. Preparation of fortification and control samples — straw

E et s ; Amount of standard solution | Amount of standard solution
T ’ 1.1 added [pL] 1.3 added [pL]

Matrix blank - -

PK 0.010 mg/kg (LOQ) - 20.0

PK 0.10 ma/kg (10 x LOQ) 20.0 -

Extraction of all field samples (treated and untreated), as well as control and forfified samples was
performed on 11.03.2022 (whole plant), 19.03.2022 (grain), and 20.03.2022 (straw) and after that the
samples were directly employed for LC-MS/MS analysis, that was started on the same day.

Analysis

The extracts were analyzed using liquid chromatography coupled with mass spectrometry, by single
extraction and single injection to the detection system. Final extracts were employed for LC-MS/MS
analysis directly after completion of the extraction procedure (on the same day). Data acquisition was
carried out in the MRM mode. The analysis was performed using internal standard addition.

For each analyte, one mass transitions were evaluated and used for quantification. Representative
chromatograms are shown in this report. A second (and third) mass transition was monitored for
confirmation of peak identity but was not used for quantification.
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Results

Table 12 Residue concentrations of tebuconazole and triazole derivative metabolites detected in analyzed field samples (Study Moo 215GS5104, Tral No.:

215G5104-01 Decline Curve Study)

Result [mghkg]
Mo Timi nle- 2 4-triazole
e TA 34T
1 51 = Before application 2156510401 1 wheat (seeds) DPL/84/2021/01U 0.15 0.37 LoD . LOD
2 | 52=Just after applicaton | 21565104012 wheat (seads) DPL/G4/2021/02T 0.24 0.68 <L0Q <LoD
3 53 =BBCH 21 215Gs10401 4 | Whestlwholeplant | o) om0 DeT 0.040 0022 D023 <LOD
without root)
o4 =BBECH 41 —— wheat (whole plant - -
4 215G5104-015 without roo) DPL/S4/2021/05T 0012 0.023 o012 . LOD
5 S5 =BBCH 59 2156510401 g | Wheatlwholeplant 4 oo o o0010eT <LOD 0.015 < LoD <LOD
without root)
& 215G5104-01 7 wheat (grain) DPL/84/2021/07U 0.11 0.24 <L0Q <LOD
7 215G5104-01 8 wheat (grain) DPL/S4/2021/08T 0.008 0.22 <L0Q <LOD
— 56 = BECHESCH
8 215G5104-01 wheat (straw) DFL/B4/2021/00U 0048 <LOD 0.023 0.027
9 215E5104-01 10 wheat (straw) DPL/S42021/10T 0.047 <LOD D022 0.022

BBCH- According to BBCH Scale, CH- Commercial Harvest
Residues are not cormected for procedural recoveries:

Calculation based on unrounded values,

Conclusions

The method was validated according to SANTE/2020/12830, Rev.1 guidelines.
The results acquired during validation of the analytical method (accuracy and repeatability) were in the

range of 70 — 120%.

The limit of detection (LOD) that was expressed as the lowest calibration standard and limit of quantifica-
tion (LOQ) of the analytical method was established at 0.010 mg/kg for each of compounds (TAA, TA,

1,2,4-T, TLA) in barley.

There were no interfering signals at retention time of analyzed compound in examined control matrix.
The analytical method for determining the residues of triazole derivative metabolites (TAA, TA, 1,2,4-T,
TLA) meets the criteria of SANTE/2020/12830, Rev.1 guidelines in terms of precision, accuracy and un-

certainty.
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Summary results for all performed trials

Active Substance: Prothioconazole

Commercial Product:

CHR/ZF/PROTI 100 FS

Crop / crop group: Spring barley / Spring wheat Producer: PUH Chemirol Sp.z 0. 0
Zone: N-EU Indoor/outdoor: outdoor
Nominal Content of a.s.: 100 g/L Other active substance: -
Formulation: FS Residue calculated for: Triazole derivative metabolites
1 2 3 4 5 6 7 8 9 10 11
Actual application rate Residues (1)
Date of l:(—( < é 5
3 ate 0 = <
Report No. el 1-Sowing | Method of Test item Water K Date of BBCH at |Commodity TSU = § S gﬁ;’j Remarks
21SGS97 Variety 2-Flowering| Treatment (1) (L/100 @ 3 1) Treatment | Treatment | analysed o s © 2 @)
3-Harvest kg) o g G Fg S
I D - =
] [=) L -
sl &g |3
3 = 8 o
Germany  |Spring bar- | 1- 25/05/21 Seed 1,0 0,7 0.025 13/04/21 00 Seed 0.33 0.47 | 0.015 [<LOD 0
ley dresser Analytical
Wallsbiill 2-17/07 to <LOD | 0.029 | 0.018 |<LOD 21 Method:
(Schleswig Ella 18/07/21 | Concrete Whole LC-MS/MS
Holstein) mixer plant  |<LOD | 0.023 | 0.015 |<LOD 34
3- 23/08/21 without Max. Storage In-
Decline Curve root 0.015 | 0.015 | 0.031 [<LOD 49 terval between
Study Trial _ sampling and
215GS97-01 Grain 0.076 | 0.12 |<LOD |[<LOD 90 analysis:
341 days
Straw 0.036 | 0.028 | 0.013 | 0.021 90
Denmark |Spring bar- |1- 28/04/21 Seed 1 0,7 0.025 13/04/21 00 Seed 0.24 0.36 |<LOQ |<LOD 0
ley dresser Analytical
Syddanmark 0.017 | 0.14 0.32 |[<LOD 40 Method:
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(Rollum) Paustian | 2- 01/07 to | Concrete Whole LC-MS/MS
03/07/21 mixer plant 0.069 | 0.084 | 0.20 |<LOD 51
Decline Curve without
Study Trial 3- 23/08/21 root 0.074 | 0.047 | 0.11 [<LOD 61
21SGS98-01
Grain 0.31 0.22 |<LOD |<LOD 117
Straw 0.17 | 0.092 | 0.024 | 0.027 117
Germany Spring | 1- 20/04/21 Seed 1,0 0,7 0.025 13/04/21 00 Seed 0.17 0.47 |<LOD |<LOD 0 Analytical
wheat dresser Method:
Emstek 2- 25/06 to Grain 0.012 | 0.030 |<LOD |<LOD 115 LC-MS/MS
(Lower Sax- |Mandaryna | 05/07/21 | Concrete
ony) mixer Straw |<LOQ | 0.020 | 0.016 | 0.030 115
3-12/08 to
Harvest Study 14/08/21
Trial
21SGS99-01
Poland Spring bar- | 1- 22/04/21 Seed 1,0 0,7 0.025 14/04/21 00 Seed 0.49 0.57 | 0.016 |[<LOD 0 Analytical
ley dresser Method:
Chwastnica 2- 15/06 to Grain 0.041 | 0.058 |<LOD |<LOD 109 LC-MS/MS
(Dolnoslaskie) | Propino 21/06/21 | Concrete
mixer Straw [<LOD |<LOD |<LOD | 0.010 109
Harvest Study 3- 09/08/21
Trial
21SGS101-01
Poland Spring bar- | 1- 21/04/21 Seed 1,0 0,7 0.025 14/04/21 00 Seed 0.84 0.46 | 0.035 [<LOQ 0 Analytical
ley dresser Method:
Kaczkowo 2- 04/06 to Grain 0.51 0.59 0.015 |<LOQ 104 LC-MS/MS
(Kujawsko-po- | Dante 13/06/21 | Concrete
morskie) mixer Straw 029 | 0.012 | 025 |<LOD 104
3- 03/08/21
Harvest Study
Trial
21SGS102-01
Poland Spring | 1- 28/04/21 Seed 1,0 0,7 0.025 14/04/21 00 Seed 0.24 0.64 [<LOD |[<LOD 0 Analytical
wheat dresser Method:
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Cebulki 2- 25/06 to Whole 0.027 | 0.015 |<LOD |<LOD 41 LC-MS/MS
(Warminsko- | Torridon | 03/07/21 | Concrete plant
mazurskie) mixer without | 0.027 | 0.016 |<LOD |<LOD 62
3- 10/08/21 root
Decline Curve 0.017 | 0.016 |<LOD |[<LOD 69
Study Trial )
215GS103-01 Grain | 0053 | 0.4 |<LOD |<LOD | 104
Straw | 9018 | 0.018 | 0.011 | 0.011 | 104
Poland Spring | 1- 14/04/21 Seed 1,0 0,7 0.025 14/04/21 00 Seed 0.24 0.68 [<LOQ [<LOD 0 Analytical
wheat dresser Method:
Zamarte 2- 28/06 to Whole 0.040 | 0.022 | 0.023 [<LOD 43 LC-MS/MS
(Kujawsko-po- | Rospuda | 03/07/21 | Concrete plant
morskie) mixer - 0.012 | 0.023 | 0.012 |<LOD 63
without
3-10/08/21 root
Decline Curve <LOD | 0.015 |<LOD |[<LOD 71
Study Trial
215GS104-01 Grain | 0.098 | 0.22 |<LOQ |<LOD | 118
Straw 0.047 |<LOD | 0.022 | 0.022 118

(1) LOQ = 0.010 mg/kg (2) PHI = DALA - days after last application; CH - commercial harvest
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A21l4 Magnitude of residues in livestock
No additional studies were performed.

A215 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation)

No additional studies were performed.

A216 Magnitude of residues in representative succeeding crops

No additional studies were performed.

A21.7 Other/Special Studies
No additional studies were performed.
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Appendix 3  Pesticide Residue Intake Model (PRIMo)

A31

*‘k%

~ efsam

European Food Safety Authority
EFSA PRIMo revision 3.1; 2019/03H3

TMDI calculations

LOfis (mgikg) range from:

Prothioconazole 100_FS (F)

T

"

ADI [(maikg bwiday):

Source of ADI:

Fear of cvaluation:

ARFD [mgikg bw):

Source of ARFD:

Fear of evaluation:

Input value

Details - chronic risk
assessment

Details - acute risk
assessment/children

Comments:

Chronic risk assessment: JMPR methodology (IEDUTMDI)

Supplementary results -
chronic risk assessment

Details - acute risk
assessment/adults

Mo of dicts ding the ADI:

Exposure resulting from

MRLs set at | sammaditier et
Expsoure | Highest contributr 2nd contributar to 3rd cantributer ta theLOE u":::’::;,‘;“
Calculated exposure [patkg bw per to T diet Commaodity ¢ 1T diet Commodity ¢ M dict Commaodity £ (in % of AD1) )
[% of DM IS Diet day) fin% of &D1] | aroup of commodities [in% of 401 | aroup of commodities fin% of A01] | qroup of commodities
£ T taddler 163 o bt 06% Other cereale 0.0% Erarlay
3% GEM3SFood GO 145 3% ttheat 0.0% Fiye 0.0% Esarley
3% DK child 143 2% wtheat 1% Fiye
2% RO general 101 2% bt Grapefruits
2% T adult 0,87 2% bt 0.5% Other cersale 0.0% Erarlay
2% GEMSFoad G15 086 2% ttheat 0.1% Biarley 0.0% Fipe
2% DE child 0.8z 2% Stheat 0.2% Fiye 0.0% Oither cereals
2% FR child 5 18 pr 0.8z 2% bt 0.0% [ 0.0% Erurley
2% GEM$Faod GOS 0 2% wrhaat 0% Fiys LRES Erarlay
2% E3 child 0,59 2% ttheat 0.0% Eiarley
_ 2% GEM3SFood GOT 057 2% ttheat 0.0% Biarley 0.0% Fipe
H 2% ML child LETS 2% wtheat 0.0% Fye 0.0% Brarley
E 2% ML koddler LETS 2% bt 0.1% [ 0.0% Erurley
2 2% GEMSFoad GI0 LEE 2% bt 0.0% Eiarlay 0.0% Fiys
H 2% PT general 050 2% ttheat 0.0% Fiye 0.0% Esarley
2% UK taddler 075 2% wtheat 0.0% Fye 0.0% Brarley
E 2% GEMEIFood GH 0TS 1 bt 0.1% Baurley 0.0% Fipe
§ 1% ZE general 0ET 1% wheak [N E Ry
£ ] FR taddler 2 5 yr 062 ] ttheat 0.0% Fiye 0.0% Oither cereals
< 1% LK infant 052 ] ttheat Grapefruits
3 10% E3 adult 0.43 0.8% wtheat 0.0% Barley
3 10% DIE women 14-50 yr 048 0.8% bt 0.1% [ 0.0% Erurley
= 0.8% IE = dult 0.47 0.8% bt 0.0% Fiys 0.0% Erarlay
s 0.8% DE gencral 046 0.8% ttheat 0.1% Fiye 0.0% Esarley
g 0.8% FR adult 0.45 0.8% wtheat 0.0% Fye 0.0% Oither cereals
| 0.8% LK vegatarian 041 0.8% bt 0.0% [ 0.0% Erurley
8 0.8% ML gansral 04 0.8% bt 0.0% Eiarlay 0.0% Fiys
= 0% LK adult 0.54 0.7% ttheat 0.0% Eiarley 0.0% Fipe
o 0.8% LT adule 052 0.4% ttheat 0.2% Fiye 0.0% Esarley
H 06% HET 05 05% wtheat 0.1% Fiye 0.0% Brarley
E 06% DK adult 0.28 0.4% bt 0.1% [
0.5% Fl& yr 0.26 0.4% bt 0.1% Fiys 0.0% Erarlay
0.5% IE <hild 0.2% 0.5% ttheat 0.0% Biarley
0.3% FF: infant 018 0.5% ttheat 0.0% Fiye 0.0% Esarley
0.5% Fladult 014 0% Fipe 0.1% wheat 0.0% Esarley
Column? Grapefruits Grapefruits
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A3.2 IEDI calculations

oen .
x Prothioconazole 100 FS (F)
» LO®s [markg) rangs from: to: Details - chronic risk Supplementary results -
o e fsa . Toxi ical I assessment chronic risk assessment
ADI [malkg buwiday): 0.05 | ARFD (malkg bw]: 0.z

European Food Safety Authority Details - acute risk Details - acute risk
Source of ADL Source of ARD: q
) ] assessment/children assessment/adults
EFSA PRIMo revision 3.1: 2019/03419 “fear of evaluation: “fear of evaluation:
Comments:
Chronic risk assessment: JMPR methodology (IEDUTMDI)
Mo of dists exceeding the ADL: - | Exposurs rezulking from
MPLz et 2t | cammodicier noe
. 3 3 . Fhe LOG | undor arrorrment
Expeoure | Highest contributor 2nd contributor b rd contributar ta ) i 2 b A0
Caleulated sxpasure [parkq bw per ko [T dict Commadity ! PAE dist Commadity ! MIE dist Commadity [in% of ADI)
[% of 40N TlE Dt day] [in % of &0 group of commaditics [in % af ADI group of commaditics [in % of A0 group of commaditicz
0.4% Dk child 0.20 0.2% Fiye 0.2% “w'heat
0.5% IT taddler 016 0.3% wheat [AES Ocher cereals 0.0% Barley
0.5% GEME{Food GOG 0.15 0.3% wheat 0.0% Barley 0.0% Ry
0.2% GEME/Facd GOS LR} 0.2% wheat 0o Barlzy 0.0% Ry
0.2% GEME/Foad GI5 LR} 0.2% wheat 0o Barlzy 0.0% Ry
0.2% RO general o0 0.2% wheat Grapefruitz
o.2% DE <hild 010 0.2% “wheat o.o% Riye LR Barley
o.2% GEMZIFeod GOT 010 0.2% “wheat o.o% Erarley LR Ry«
0.2% T adult 040 0.2% “wheat 0.o% Other cereals 0o Barley
0.2% GEMEIFood GI0 0.03 0.2% “wheat 0.o% Barley 0o Fiye
—_ 0.2x% FR child 515 pr 0.03 0.2% wheat 0.0% Ry 0.0% Barley
E 0.2x% ML toddier 0.03 0.2% wheat 0.0% Ry 0.0% Barley
-E' 0.2x% EZ child 0.03 0.2% wheat 0.0% Barley
F 0.2% GEME/Foad G 0.03 LN ES wheat 0o Barlzy 0.0% Ry
§ 0.2% ML <hild 0.03 0.2% wheat 0o Ry 0.0% Barley
o.2% PT gencral 0.0% 0.2% “wheat o.o% Riye LR Barley
E o.2% UK toddler 0.0% 0.2% “wheat o.o% Erarley LR Ry«
7 0% ZE general .07 nik “wheat 0.o% Fige
z 0% FR toddler 2 3 pr 0.06 nik “wheat 0.o% Fige 0o Barley
5 0% DE general 0.06 nix ‘wheat 0.0% Fige 0ok Barley
i [AES E adult 0.06 LN ES wheat 0.0% Barley
3 [AES DE women 14-50 yr 0.06 LN ES wheat 0.0% Ry 0.0% Barley
= [ LK infank 0.05 LN ES wheat Grapefruiez
% [ IE dult 0.05 LN ES wheat 0o Ry 0.0% Barley
E] 0% ML general 0.0z 0% “wheat o.o% Erarley LR Ry«
n 0% FR adult 0.04 0% “wheat o.o% Riye LR Barley
E 0% LT adule 0.04 0.0% Fiye 0.o% “w'heat 0o Barley
E 0% LK vegetarian 0.04 nik “wheat 0.o% Barley 0o Barley
£ 0% Fl3yr 0.04 0.0% ‘wheat 0.0% Fige 0ok Barley
- 0% UK 3dult 0.05 0.1x wheat 0.0% Bsarloy 0.0% Fye
E [AES DK adult 0.03 0.0% wheat 0.0% Ry
[ Fl&yr 0.0z 0.0 wheat 0o Ry 0.0% Barley
0o IE zhild 0.0z 0.0 wheat 0o Barlzy
0o Fladult 0.0z 0.0 Rye 0o wheat 0.0% Barley
0.0% FR infant 0.0z 0.0% wheat 0.0% Ry 0.0% Barley
ColumnT Grapefruits Grapefruits
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A33

IESTI calculations - Raw commodities

Acute risk assessment ichildren

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

ow IESTI new calculations

Unprocessed commadities

The acute risk assessment is baged on the ARFD,

The calculation iz based on the large partion of the most critical consumer group.

Results For o rem
M. of commeditizz for which ARFOVADI iz

Result= For adults
Mz, of commeditics for which ARFONADI iz

IESTI mew calculations:

The calculation is performed with the MPL and the peelinglprocessing Factor [PF], taking into account the residue in the edible portion andior the conversion Factor For the
rezidus definition [CF). Far caze 23, 2b and 3 calculations 3 variakility factar of 3 iz uzed. Fince thiz methadalagy iz not bazed oninkernationally agreed principles, the recults

are considered as indicative anly.
Since thiz methodology is not based o

internationally agreed pri

les, the results are considered as indicatire only.

TESTT new
Resnlt= For childres
Mz, of commeditics for which ARFOVADI iz

TEETT new
Result= For adults
Ne. of commeditics for which ARFOVADI iz ax<eaded

ist

Expandicollipse

cxceeded [IEETI): - exceeded [IESTI): exceeded [IESTI newl: [ESTI new):
IEZTI IESTI IEETI new IESTI new
FRL ! input FRL ! input FRL ! input MRL ! input
Highest % of for Rt Exposure Highest % of for Rt Exposure Highest % of for R Exposure Highest % of For BiA Exposure
ARFOWADI Commodities [maikg] [rg'kq bw] ARFDMADI Commodities [maikg] [rgikq bw] ARFDIADI Commodities [maikg) [rgikq bw] ARFDIADI Commodities [matkg] [rgikq bw]
LA wheat 014002 0.23 0.08% wheat 014002 oir 1% “wfheak oiloz 2.3 0.8% “wfheak oitoz 1T
Q0E% Riye 0.05 ! 002 013 0.05% Ry 0.05 ! 002 nio 0.3% Rye 005401 063 0.2% Rye 0.os/ o1 0.43
0.06% Eiarlew 0.0z 10,02 0.1 0.05% Eiarley 0.0z 10,02 LA 0% Earley 002 0,04 0.2z 0.10% Earley 0.02 0.04 LAE]

Total sumber of commoditics exceeding the
ARFOMADI in children and adulc diets

[IESTI calculation]

Total sember of commoditics Found exceeding the
ARFDMADI im © rem and adalc diets
[IEETI mew calcumlation]
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A34 IESTI calculations - Processed commodities
Results for children Rezults for adults Rezults for childres Resalts for adults
Mo of processed commaditics for which ARFDIADI Mo of processed commodities For which ARFDADI Mo of processed commaditics For which Mo of processed commadities for which ARFDAD iz
E iz exceeded (IEETI): is exceeded [IEETI): ARFOMADN iz exceeded [IEST] new]: enceeded [IEET! newl:
IESTI IESTI IESTI new IESTI new
MIRL { input MIRL { input MRL Finput ARL { input
Highist % of far R Expazure Highest &% of far R Expazurs Highist % of far R Exposure Highest &% of far R Expazure
E ARFDVADI Processed commaditics [ma'ka] [pgfkg bw] ARFDADI Processed commodities [ma'ka] [pgfkg bw] ARFDVADI Processed commodities [maikq] [raika bw) ARFDIADI Processed commodities [malkq] [pgfhag bw]
8 04% wheat ! milling [flour) 011002 0.24 01 Barley { beer 0oz 1AL 1 iheat ! milling [flour] 01002 24 0.4% Wheat { breadipizza 0.2 0,55
E 0% weheat ! milling [wholemeal]-1 0.1/ 0,02 L) 0.04% “wheat | breadipizzs 044002 0,03 0.6% Wwheat ! milling (whelemeall 014 0.2 11 4% “heat | pagta nif02 0.76
0.0% Rye ! bailed 0.051a.02 ant 0.04% wheat | pagta 01002 0.05 0.2% Fiye ! bailed 0.05/ 04 036 03% “wheat | bread fwhalemeal] oiraz 0.0
0.0% Barley { cooked 002 002 il 0.03% ‘Wheat | bread [whalemeal] 0.4 0002 i 0.2% Fye ! milling [wholemeal] 0087 01 0.3% 0.1 Eiarlen | buer oz inm 0.23
0.0% Pye ! milling [wholemeal-bal 0,05 ¢ 0,02 i BLICZEA! HLICZEA! BLICZEA!  HLICZEA! 0.07% Barley { cooked 0.0210.04 INH] HLICZEA! HLICZEA! HLCZEA!  #LICZEA!
0.0% Barley ! milling [flour) 00z 002 0.04 BLICZEA! HLICZEA! BLICZEA!  HLICZEA! 0.04% Biarley { milling [Flaur] 0.0z 0.04 0.7 HLICZEA! HLICZEA! HLCZEA!  #LICZEA!
BLICZEA! BLICZEA! BLICZEA!  HLICZEA! BLICZEA! HLICZEA! BLICZEA!  HLICZEA! HLICZES! BLICZEA! HLUCZES!  HLICZEA! BLICZEA! HLICZEA! HLUCZEA  #LICZEA!
BLICZEA! BLICZEA! BLICZEA!  HLICZEA! HLICZEA! HLICZEA! BLICZEA!  HLICZEA! HLICZES! BLICZEA! HLUCZES!  HLICZEA! BLICZEA! HLICZEA! HLUCZEA  #LICZEA!
#LICZEA! BLICZEA! BLICZEA!  HLICZEA BLICZEA! HLICZEA! BLICZEA!  HLICZEA HLICZEA! BLICZEA! HLCZEA!  HLICZEA! BLICZEA! HLICZEA BLCZEA  #LCZEA!
HLICZEA! HLICZEA! BLICZEA!  HLICZEA! BLICZEA! HLICZEA! BLICZEA!  HLICZEA! #LICZEA! BLICZEA! HLUCZES!  #LICZEA! HLICZEA! HLICZEA! HLCZEA!  #LICZEA!
RLIGZEA! BLICZEA! BLICZEA!  HLICZEA! BLICZEA! HLICZEA! BLICZEA!  HLICZEA! BLICZEA! BLICZEA! HLUCZES!  #LICZEA! BLICZEA! HLICZEA! HLCZEA!  #LICZEA!
BLICZEA! BLICZEA! BLICZEA!  HLICZEA! BLICZEA! HLICZEA! BLICZEA!  HLICZEA! HLICZES! BLICZEA! HLUCZES!  HLICZEA! BLICZEA! HLICZEA! HLUCZEA  #LICZEA!
BLICZEA! BLICZEA! BLICZEA!  HLICZEA! BLICZEA! HLICZEA! BLICZEA!  HLICZEA! HLICZES! BLICZEA! HLUCZES!  HLICZEA! BLICZEA! HLICZEA! HLUCZEA  #LICZEA!
HLICZEA! HLICZEA! BLICZEA!  HLICZEA! BLICZEA! HLICZEA! BLICZEA!  HLICZEA! #LICZEA! BLICZEA! HLUCZES!  #LICZEA! HLICZEA! HLICZEA! HLCZEA!  #LICZEA!
HLICZEA! HLICZEA! BLICZEA!L  HLICZEA! BLICZEA! HLICZEA! BLICZEA!L  HLICZEA! HLICZEA! BLICZEA! HLICZEAl  HLICZEA! HLICZEA! HLICZEA! HLICZEAL  #LICZEA!
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A35 TMDI calculations - 1,2,4-T

*ila-

~ efsam

European Food Safety Authority
EFSA PRIMo revision 3.1; 2019/0313

LO®z (markg) range fram:

1,2,4-Triazole (F)

Toxicological reference values

A0 (matkg bday):

Fource of ADI:

Tear of cvaluation:

0023

#RED [mathg bw):

Fource of ARFD:

Tear of evaluation:

Comments:

Details - chronic risk
assessment

Details - acute risk

assessment/children

Supplementary results -
chronic risk assessment

Details - acute risk
assessment/adults

Mo of dists ding the ADI : Expazurs reculting from
MPLz et okt [ <ommodikicr not
Espoours | Highest contribmtor 2nd contributar to 3rd contributer to LA | e et
Calculated cxposure [tk bw per to M dict Commadity ¢ MS dict Commadity | S dict GCommadity | [in % oF A0 )
[% of ADI] M3 Diet dayl fin % of ADI] | aroup of commodities [in% of 401 | qroup of commedities [in% of 401 | qroup of commeodities
] DK <hild 0.30 0% Pye 08% wheat
% T toddler 024 0.9% Wheat 02% Other cereals 0.0% Brarley
10% GEMSIFood GOB nee 0.9% Wheat 0.0% Barley 0.0% Rye
0% GEMSIFood GOB 017 05% Wheat 0% Barley 0% Rye
0% GEMSIFood GIS 017 0.6% Wheat 0% Barley 0.0% Rye
0% RO general 015 0 Wheat Grapefruitz
0% DE child 015 05% Wheat 0% Rye 0.0% Barley
06% GEME!Facd GOT 015 06% heat 0% Barley 0.0% Ry
0% T adult 045 0.5% Wheat 0.4% Othur cereals 0.0% =
06% GEMSIFood G0 014 05% Wheat 0% Barley 0.0% Rye
_ 0E% FR child 3 15 yr 0.4 0% Wheat 0.0% Fye 0.0% Eiarley
B 06% ML toddler 014 05% Wheat 0% Rye 0.0% Barley
3 0E% ES child 043 06% Wheat 0.0% Barley
H 06% GEMSIFood G 043 05% Wheat 0% Barley 0.0% Ryc
H 06% ML zhild 013 05% heat 0.0% Ry 0.0% Burley
05% PT general 042 05% Wheat 0.0% Fiye 0.0% Biarley
.§_ 05% LUK toddler 02 05% heat 0.0% Barley 0.0% Ry
F 0.5% SE general 040 0.4% Wheat 0.0% Rye
z 0.4% FR toddler 2 3 yr 0.03 0.4% Wheat 0.0% Rye 0.0% Barley
c 0.4% DE general 0.09 0.2% Wheat 0% [ 0% Brarley
E 0.4% ES adult 0.03 0.3% Wheat 0% Barley
3 0.4% DE women 14-50 yr 0.08 0.3% Wheat 0% Rye 0.0% Brarley
=4 0.3% UK infant 0.08 0.3% Wheat Grapefriits
£ 0.3% IE sdult 007 0.3% heat 0.0% Ry 0.0% Barley
2 0.3% ML general 0.07 0.3% Wheat 0.0% Burley 0.0% e
0.3% FR adult 007 0.3% Wheat 0.0% Rye 0.0% Barley
8 0.3% LT adult 0.07 0% R 0.4% Wheat 0.0% Brarley
H 0.3% UK vegetarian 0.06 0.3% Wheat 0.0% Barley 0.0% Barley
5 0.2% FlZyr 0.06 0.2% Wheat 0% Rye 0.0% Brarley
E 0.2% UK adult 0.05 0.2% Wheat 0.0% Barley 0.0% Ryc
E 0.2% DK sdult 0.05 01 heat 0% Ry
0.2% Fl 6 yr 0.05 0% Wheat 0% Rye 0.0% Barley
0.2% IE child 0.04 0.2% heat 0.0% Barley
0% Fl adult 0.03 0% Pye 0.0% Wheat 0.0% Brarley
0% FR infant 0.02 0% Wheat 0.0% Rye 0.0% Brarley
ColumnT Grapefruits Grapefriits
Conclusion:
The estimated long-term dietary intake [TMOINEDIIEDI) was below the ADI.
The longeterm intake of recidues of 1,2,8-Trizaole [F] iz unlikely to present 3 public health concern.
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A 3.6
.,k-km

~ efsam

European Food Safety Authority
EFSA PRIMo revision 3.1; 201910313

IEDI calculations- 1,2,4-T

L0z [mgikg] range from:

1,2,4-Triazole (F)

Toxicological reference values

A0 (matkg briday):

Seource of A0

“Tear of evaluation:

0.023F

ARFD [mathg b):

Fource of ARFD:

“Tear of evaluation:

o1

Commentz:

Details - chronic risk
assessment

Details - acute risk

assessment/children

Input values

Supplementary resulis -
chronic risk assessment

Details - acute risk
assessmentfadults

Chronic risk t: JIMPR
Mo of dicts ding the A0 : - Exposure resulting from
MRILs set at | sommaditior nak
] ) ) ) the LOE | sndsr asressment
Expeoure | Highest contributor 2nd contributor to 3rd contributor to ) i of Y
Caleulaked capasure (rathabipsr|  boMEdict | Commodity ! WS dict Commodity ¢ M dick Commodity ! [in % of ADI)
[% of A0N] PAE Dict day] [in % of ADI] group of commoditics [in % of A01] group of commodities [in % of A0N] qroup of commodities
0.3% DK child 0.06 0% Rye 01% Yw'heat
(kx4 IT taddler 0.05 0.2% w'heat 0.0 Other cereals 00 Barley
n.2% GEMSFood GO& 0.04 0.2% “w'heat 0.0% Barley 0% Ruye
0. GEMSIFood G0S 0.0z 0.1 haat o.o% Barlay 0o% Fye
01% GEMEIFaad GI5 0.03 01% w'heat 0.o% Barley 0% Rye
[INE RO general 0.03 0ix% w'heat Grapefruits
[INES DE child 0.03 1% “w'heat 0.0% Ruye 0% Barley
0.t GEMS/Faod GOT 0.0z 0.t haat o.o% Barlay 0o% Fipe
01% IT adul 0.03 01% w'heat 0.o% Okher cereals 0% Barley
[INE GEMEFood G0 0.03 0ix% w'heat 0.0 Barley 00 Ruye
—_ [INES FR child 515 r 0.03 1% “w'heat 0.0% Ruye 0% Barley
g 0% ML toddler 0.03 0% wheat 0.0% Fiye 0o% Barley
-E' 01% EZ child 0.03 01% w'heat 0.o% Barley
F [INE GEMEFood G 0.03 0ix% w'heat 0.0 Barley 00 Ruye
E [INES ML child 0.03 1% “w'heat 0.0% Ruye 0% Barley
0.t PT general 002 0.t haat o.o% Fye 0o% Barley
E 01% LK taddler n.02 01% w'heat 0.o% Barley 0% Rye
# 0% E general 0oz 0t hiat ok Fue
E [INES FR toddler 23 yr 0.0z 1% “w'heat 0.0% Ruye 0% Barley
: o1 DE general 002 0.0% haat .o Fye oox Barley
-E 01% EZ adule n.02 01% w'heat 0.o% Barley
5 [INE DE women 14-50 yr 0.0z 0ix% w'heat 0.0 Rye 00 Barley
= [INES LK infant 0.0z 1% “w'heat Grapefruits
g o1 IE achlt 0.0 0.1 haat oox Fye oox Barley
g 01% ML general 0.m 01% w'heat 0.o% Barley 0% Rye
[INE FR adult 0.m 0ix% w'heat 0.0 Rye 00 Barley
E [INES LT adult 0.m 0.0% Ruye 0.0% ‘wheat 0% Barley
H o1 UK regetarian 0.0 0.1 haat .o Barlay oox Barley
g 0.o% Fl3yr 0.m 0.0% w'heat 0.o% Ry 0% Barley
E 0.0 LK adult 0.m 0.0% w'heat 0.0 Barley 00 Ruye
E 0.0% DK adult 0.m 0.0% “w'heat 0.0% Ruye
.o FlE 0.0 0.ox haat .o Fye oox Barley
0.o% |E =hild 0.m 0.0% w'heat 0.o% Barley
0.0% Fladult 0.m 0.0% Ruye 0.0% ‘wheat 0% Barley
0.0% FR infant 0.00 0.0% Sw'heat 0.0% Ry 0% Barley
GColumn? Grapefruits Grapefruits
Conclusion:
The aztimated long-term dictary intake (TMDWNEDIIED]) waz balow the AD.
The langeterm intake of reziduss of 124-Triszale [F) iz unlikely ba present 3 public heslth canzern,
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A 3.7 IESTI calculations - 1,2,4-T

TEETT new TEXTTnew
Results For children Results for adelts Results For childrem Results for adults
2 Mo. of commadities For which ARFDMADI s Mo. of commodities For which ARFOADI i= Mo. of commad For which ARFOVADI i Mo, of commodities For which ARFOVAD] is excended
1] excesded [IEETI): - exceeded [IEETI): - exceeded [IEET] new]: === [IEETI new]: -
E IEETI 1IEETI IEET] new IEET] new
MFL { input MFL { input MR { input MRL { input

E Highest % of For P& Exposure Highest % of For P& Exposure Highest % of For P Expocure Highest % of For RA Exposure
g ARFDMADI Commeoditics [malka)] [paikg bw) ARFDIADI Commaditizz [malka)] [paikg bw) ARFOMADL Commoditiaz [malkg) [patkg bw) ARFOVADI Commeditics [malka) [patkg bw]
13 0.03% wheat noz/¢om 0.03 0.05% wheat oo0z/om n.os 0.4% w'heat 0024003 043 0.3% wheat 0.02/ 003 0.2s
5 0.04% Ry 0020 0.0 0.04 0.03% Ry 00200 0.0 0.2x Ry 0020 0,03 013 0% Ry 0.02 0 005 0.15

0.03% Eaarley 0020 0.0 0.03% 0.03% Earley 0020 0. 0.0 .2k Earlay 0020 0,03 LA 0% Esarlay 0.02 0,05 0.15

Expandicallapse list

Total sember of commodities cxceeding the Total sember of commodities Found excecding the
ARFDIADI in children and adult dicts ARFOMADI im children and adalt dicts
[IESTI calculation) [IEETI new calculation]
Results For children Results for adults Results For childres Recults For adults
Mo of pracessed commadities for which ARFDMADI Mo of proceszed commaodities For which ARFOMADI Mo of proceszed commaodities For which Mo of processed commadities For which ARFOVADI s
E i exceeded [IESTI): i excecded [IESTI): ARIDIADI is excecded [IEST] new): cxceeded [IEST] new]:
IEETI 1IESTI IESTI mew IESTI mew
MRL { input RARL { input RARL { input MARL { input
Highest % of Far RA Exposurs Highest % of Far RA Expasurs Highe st % of Far R& Expasurs Highe st % of Far RA Expozurs
E ARFDAADI Processed commodities [mglkg] [rgikq bw) ARFDAADI Processed commoditics [mglkg] [rgikg bw) ARFDADL Processed commoditics [mgikg] [1q'kqg bw] ARFOVADIL Processed commodities [mgikg] [rgfkg bew]
- 0.1% “wheat ! milling [flour) 0oz /oo 0ot 0.0% Earley ¢ beer aozia 004 0.4% wheat ! milling [Flour] 002/ 003 036 0.2% Barley ! beer 0oz ool nzz
§ 0.0% Wheat { milling [wholemeal)-l 0,02 ¢ 0.01 0.03 0.03% “wheat { breadipizza 0.02 ¢ 0. 0.03 u.2% Swfheat ¢ milling (whalemeal)- 0.02 ¢ 0.03 047 0% Sheat ! breadipizaa 0.02 ¢ 0.0 013
0% Fiye ! bailed 0,02 0.0 0.02 0.02% “whiat § pasta 0.0z ¢ 0o 002 0.1% Fue { boiled 0.02/0.03 0.1 0.1% Sheat ! pasta 0.02/0.03 on
n.o% Barley ! cooked noz/om 0.0z o.oax ‘wheat  bread [whaolemeal] oo0z/om ooz 015 Barlen ! cooked 002/ 003 0 0% wheat ! bread [wholemeal] 0.02/ 003 010
0.0% Fiye # milling [whalemeal]-bal 0,02 ¢ .01 0.0z RLICZBA! HLICZEA! HLICZEA!  HLICZEA! 0.1% Fve { milling fwhelemeall- 0,024 0,03 0.1 HLICZBA! HLICZEA!  #LICZEA!
0.o0% Earley ! milling [flour] nozi!om nom HLICZEA! HLICZEA! HLICZES! BLICZEA! 0.05% Barlen ! milling [Flaur] 0024003 0.0s HLICZEA! HLICZEA HLICZEA!
HLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! RLICZEA! HLICZEA! HLICZE&! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! BLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZES! BLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! RLICZEA! HLICZEA! HLICZEA! HLICZE&! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! BLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! RLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! RLICZEA! HLICZEA! HLICZEA! HLICZE&! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! BLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!

Expandicollapze list

Condl a:
M exceedance of the toxicological reference value was identified for any unprocessed commadity.
= af 12 A-Trinanle IF1

For proceszed commaditics, no dance of the ARFONADI was identificd.

A chark bermoinkake A res
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A38

TMDI calculations - TLA

¥ >

~ efsam

European Food Safety Authority

EFSA PRIMo revision 3.1; 20019/03M9

TLA (F)

L0tz [mglhg] rangs From:

LS

Toxicological reference values

AD1 [mglkg Ewldy]:

Fource of 401

Tear of evaluation:

0.3

ARID [malkg bw]:

Fource of ARFD:

Fear of cvaluation:

Comments:

Details - chronic risk
assessment

Details - acute risk
assessment/children

Input values

Supplementary results -
chronic risk assessment

Details - acute risk
assessment/adults

Mo of digts excesding the ADI; Exposure reculting from
PAFLz set ot | commaditior nat
Exproure | Highest contributor 2nd contributer to 3rd contributer ta e LOG | e asreneent
Calculated exposure [ratkg bow per to WS dict Commadity ¢ 13 dict Commadity ¢ 13 dict Commadity ¢ (in % of AD) )
[% oF ADI 1S Dict day] [in%of DI | group of commodities fin% of ADI) | qroup of commodities fin% of ADI) | qroup of commodities
0.2% K child 0.60 0.1% Fye 0.1% wheat
0.2% T toddier 0.43 0.4% Wheat 0.0% Other coreals 0.0% Barley
[ GEMEIFaod GOB 0.44 0% Wheat 0.0% Barley 0.0% Pye
0% GEMSIFood GOG 033 0% Wheat 0.0% Barley 0.0% Rye
0% GEMSIFood GI5 033 0% Wheat 0.0% Barley 0.0% Rye
[ RO general 0.30 0% Wheat Grapefruits
0% DE <hild 0.30 0.4% Wheat 0.0% Fye 0.0% Barley
[ GEMEIFasd GOT 0.23 0% Wheat 0.0% Barley 0.0% Pye
0% T adult 0.23 0% Wheat 0.0% Other cerealz 0.0% Barley
0% GEMSIFood G10 0.2 0% Wheat 0.0% Barley 0.0% Rye
_ [ FF: child 3 15 yr 0.28 0% Wheat 0.0% Fye 0.0% Barley
g 0% ML taddler 0.t 0.4% Wheat 0.0% Fye 0.0% Barley
E [ ES child 021 0% Wheat 0.0% Barley
E 0% GEMSIFood Gl 0.26 0% Wheat 0.0% Barley 0.0% Rye
H 0% ML child 0.26 0% Wheat 0.0% Rye 0.0% Barley
[ PT general 0.25 0% Wheat 0.0% Fye 0.0% Barley
E 0% LUK toddler 024 0.4% Wheat 0.0% Barley 0.0% Fye
¥ [ E general 021 0% Wheat 0.0% Pye
H 0% FRtoddler 2 3 yr 013 0% Wheat 0.0% Rye 0.0% Barley
£ 0% DE general 018 0.0% Wheat 0.0% Rye 0.0% Barley
i [ ES adult 3] 0.0% Wheat 0.0% Barley
g 0% DIE wwomen 14-500 yr 017 0.0% Wheat 0.0% Fye 0.0% Barley
= [ LK infant 016 0% Wheat Grapefruits
-] 0.0% E adult 015 0.0% Wheat 0.0% Rye 0.0% Barley
g 0.0% ML general 014 0.0% Wheat 0.0% Barley 0.0% Rye
0.0% FFR adult 043 0.0% Wheat 0.0% Fye 0.0% Barley
8 0.0% LT adult 043 0.0% Fye 0.0% Wheat 0.0% Barley
= 0.0% LK wegetarian 013 0.0% Wheat 0.0% Barley 0.0% Barley
i 0.0% Fldyr o1 0.0% Wheat 0.0% Rye 0.0% Barley
E 0.0% UK adult 010 0.0% Wheat 0.0% Barley 0.0% Rye
E 0.0% DK adult 040 0.0% Wheat 0.0% Fye
0.0% FlGyr 010 0.0% Wheat 0.0% Fye 0.0% Barley
0.0% IE <hild 0.07 0.0% Wheat 0.0% Barley
0.0% Fladult 0.06 0.0% Fye 0.0% Wheat 0.0% Barley
0.0% FRinfant 0.05 0.0% Wheat 0.0% Pye 0.0% Barley
Column? Grapefruits Grapefruits
The estimated lang-term dietary intake TRDWMEDINEDI) was bulow the ADI.
The long-term intake of residuss of TLA [F] iz unlikely to prezent 3 public health concern.
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A3.9 IEDI calculations- TLA

.,K'km

~ efsam

European Food Safety Authority
EFSA PRIMo revision 3.1; 2019103113

TLA (F)

L0 [mgihg) range from:

ko

Toxicological reference values

ADI [mglkg bulday): 0.3

Source of A0

“ear of wvaluation:

ARFD [malhg bw )

Source of ARFO:

“ear of wvaluation:

0.3

Input values

Details - chronic risk
assessment

Details - acute risk
assessment/children

Comments:

Chronic risk assessment: JMPR methodology (IEDUTMDI)

Supplementary results -
chronic risk assessment

Details - acute risk
assessmentfadulis

Mo of dicts exceeding the ADI: =

Exposurs resulting from

MFELz set ak | commaditior nok
X . . . theLOG | underarrorrment
Expsours Highest cantributar 2nd cantributar ta 3rd contributor to . [ins af ADN
Caleulsted exposure [pgikg bu per to M diet Commadity ! 1S diet Cammadity ! TAE dict Cammadity ! [in of ADI)
[% of 4D IS Dict day] [in % of DI | aroup of commoditics [in% of 4D | growp of commeditics [in% of 4011 | qroup of commadities
0% DK <hild 020 0.0% Ry 0.0% theat
0.1% T taddler 016 0.0% Wwheat 0.0% Other cerzals 0.0% Erurley
0.0% GEMEFood GOE 015 0.0% Wwheat 0.0% Eiarley 0.0% Fipe
0.0% GEMHFood GOS o 0.0% wheat 0.0% Eiarley 0.0% Fiye
0.0% GEMHFacd GIF o 0.0% whaat 0.0% Eiarly 0% Fiys
0.0% R0 general 010 0.0% whaat Girapsfruitz
0.0% DEE <hild 010 0.0% Wwheat 0.0% Fiye 0.0% Erurley
0.0% GEMEFaod GOT 010 0.0% Wwheat 0.0% Enrley 0.0% Fipe
0.0% T addult 010 0.0% Wwheat 0.0% Oither cerals 0.0% Biarley
0.0% GEMHFocd GIO 008 0.0% wheat 0.0% Eirley 0.0% Fiye
_ 0.0% FF: child 515 yr [LE] 0.0% whaat 0.0% Fiys 0% Erarlay
3 0.0% ML toddler [LE] 0.0% whaat 0.0% Fiys 0.0% Eiarlay
E— 0.0% E3 child 008 0.0% Wwheat 0.0% Eiurley
E 0.0% GEME/Food G 008 0.0% Wwheat 0.0% Eiarley 0.0% Fipe
8 0.0% ML child 008 0.0% Wwheat 0.0% Fye 0.0% Biarley
0.0% PT general 00 0.0% wheat 0.0% Fiye 0.0% Eiurley
E 0.0% LK baddlar 00 0.0% whaat 0.0% Eiarlay 0.0% Fiys
¥ 0.0% SE general o7 0.0% wheat 0.0% Fiye
H 0.0% FR addler 2 3 yr 006 0.0% Wwheat 0.0% Fiye 0.0% Erurley
H 0.0% DE general 006 0.0% Wwheat 0.0% Fye 0.0% Eiarley
i 0.0% E3 adult 006 0.0% Wwheat 0.0% Enrley
g 0.0% DIE weamen 14-50 yr 006 0.0% wheat 0.0% Fiye 0.0% Eiurley
= 0.0% LK infant 005 0.0% whaat Grapsfruitz
] 0.0% IE selult 005 0.0% wheat 0.0% Fiye 0.0% Brurley
g 0.0% ML general 005 0.0% Wwheat 0.0% Eiurley 0.0% Fipe
0.0% FR adult 004 0.0% Wwheat 0.0% Fiye 0.0% Eiarley
8 0.0% LT adult 004 0.0% Fipe 0.0% “wtheat 0.0% Biurley
H 0.0% UK vegetarian 004 0.0% wheat 0.0% Eirley 0.0% Eiurley
o 0.0% Fl3 yr 004 0.0% whaat 0.0% Fiys 0.0% Eiarlay
] 0.0% LI sedult 005 0.0% wheat 0.0% Erurley 0.0% Fiys
E 0.0% DK =dult 005 0.0% Wwheat 0.0% Fiye
0.0% FI6 yr 005 0.0% Wwheat 0.0% Fye 0.0% Biarley
0.0% IE <hild ooz 0.0% wheat 0.0% Enrley
0.0% Fladult 002 0.0% Fips 0.0% titheat 0.0% Eiarlay
0.0% FR infant 0oz 0.0% wheat 0.0% Fiye 0.0% Eiarley
Column? Grapefruits Grapefruits
Concl
The eatimated long-term dictary intakc (TMOWHEDNIEDI) was belaw the ADI.
The long-term inkske of residues of TLA [F] iz unlikely to present u public health concern,
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A 3.10

IESTI calculations - TLA

Results for childres

Results For adults

TEETT new
Results For children

TEETT new
Results For adult=

H Mo, of commaodi Far which ARFOVADI iz Mo. of commaditics Far which ARFOWADI iz Mo, of commaditics Far which ARFDADI iz Ma. of commaditics For which ARFDAADI iz exceeded
£ |exceeded [IESTI: - cxceeded [IESTI): cxceeded [IESTI new]: [ESTI new):
E IESTI IESTI IESTI new IESTI new
FARL ! input FARL ! input FARL ! input FARL ! input
E Highest % of for BA Exposure Highest % of for BA Exposure Highest % of for BA Exposure Highest % of For BA Exposure
§ ARFOADL Commodities [mg'kqg) [ralkg bw] ARFOWADI Commodities [mglkg] [ralkg bw] ARFDMADI Commodities [mgtkqg] [raikg bw] ARFDIADI Commodities [mgtkq) [rgikq bw]
1 0.10% wheat 0031002 0.23 0.06% wWheat 0.03 1002 o7 0.3% wheak 0.0 ! 006 057 o.2x “wheat 0.0% ! 006 0.50
£ 0.04% Rye 003! onz 013 0.03% Ry 003/ 002 00 % Rye 0,03/ 006 0.38 0.40% Rye 003/ 006 0.23
0.04% Earley 0031002 of 0.03% Eiarley 0.03 1 002 0.1 oix Earley 0.0 1 006 0.34 0.10x Earley 0.0 0,06 0.23
Expandlcollapse list
Total samber of commodities exceeding the Total samber of commodities Found exceeding the
ARFDJADI in children and adult diets ARFDIADI in childres and adult dizks
(IESTI calculation]) [IESTI new calculation])
Results for childres Results For adults Result= For o rem Result= For adult=s
Mo of processed commedities For which ARfDGADI Mo of processed commedities for which ARFDAADI Mo of processed commedities for which Mo of processed commedities for which ARFDMAD] iz
5 is exceeded [IEETI): - iz excecded [IEETI): -- ARFOADI iz exceeded [IESTI new): == exceeded [IESTI new): ===
IEETI IEETI IEST] new IEETI new
TARL | input FARL | input MRL { input TARL { input
Highest % of for R4 Exposure Highest % of for R4 Exposure Highest % of for RA Exposure Highest % of For RA Exposure
F ARFOIADI Processed commeditics [maka) [palkg bw) ARFDVADE Processed commeditics [maka] [palkg bw) ARFONAD] Processed commoditics [ma'ka) [paikg bw) ARFDIAD] Processed commoditics [malka) [paikg b
F3 0.1% “wiheat ! milling [flaur) 003! onz nz4 0.0% Barley ! beer nosio 014 0.2% fwheat  milling [Flour) 0,03/ 006 0.3 LA E Earley ¢ beer 00300 0.43
g 0.0% “wheat ! milling (whelemeal)-l 003 ¢ 0.02 on 0.03% “wheat ! breadfpizea 003/ 002 noa LA E “wheat  milling [wholemeal]- 0,03 ! 006 033 0.03% fwheat f breaddpizea 003/ 006 0.26
0.0% Rye ! boiled 0.0% ¢ 002 007 0.03% wheat | pazta 0.0 ¢ .02 0.08 0.07% Foe { bailed 0,03 { 0.0 0.2z 0.08% ‘wheat | pazta 0.0 { 0.06 0.23
0.0% Barley # cooked 0.03 /002 0.0t n.0z% ‘wheat ! bread [whalemeal] 003 /002 007 0.07% Earley { cooked 0.03 ! 0.06 o2z 0.07% “wheat ¢ bread [whalemeal] 003 { 0.06 021
0.0 Ry ¢ milling [whelemeal)-bal 0,05 ! 002 oor HLICZEA! HLICZEA! HLICZEA! RLICZEA! 0.07% Rye ! milling [wholemeal]- 0,03/ 006 0.1 HLICZEA! HLICZEA! HLICZEA! HLICZEA!
0.0% Barley { milling (flour] 0% 1002 0.04 #LICZE HLICZEA! BLICZEA!  #LICZEA! 0.04% Esarley { milling [flour] 0,03 { 0.0 o RLICZEA! HLICZEA! BLICZEA!  #LICZEA!
HLICZEA! HLICZEA! BLICZEA! HLICZEA! H#LICZE: BLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! BLICZEA! BLICZEA! BLICZEA!
HLICZEM! HLICZEA! HLICZEA! HLICZEA! HLICZE HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLIGZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! BLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! BLICZEA! BLICZEA! BLICZEA!
HLICZEM! BLICZEA! HLICZEA! HLICZEA! #LICZE HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! BLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! BLICZEA! BLICZEA! BLICZEA!
HLICZEM! BLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!

W

Expandtcallapss |i

Conclusion:

Mo exceedance of the koxicological reference value waz identified for any unprocessed commodity,

Aozhark bermoinkske wF regidues aF THA GFT iz onlikeln ko neesent sorahli

For processed commeditics, no exceedance of the ARFOVADI was identified.

henlth rizk
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A3.11 TMDI calculations — TA

i"" * TA (F] Input values
*)F LGz (malkg] rangs fram: ta: Details - chronic risk Supplementary results -
* - e S a - T 1 re I assessment chronic risk assessment
ADI (matkg bwiday): 0.3 ARFD [matka bw): 0.3
European Food Safew Author]ty Details - acute risk Details - acute risk
Fourcs of AOK Fourcs of ARID: .
X X assessment/children assessment/adults
EFSA PRIMo revision 3.1; 201910319 ear of evaluation: Tear of evaluation:
Comments:
Ho of dists sxcesding the ADI: Exposurs razulting from
MEL: et at | <ommoditior nok
Expaoure | Highest contributer 2nd contributor to Srd contributor to LR | st
Caleulsted exposure [Ptk bw per te MAE die Cammedity ¢ 1A diet Cammedity ¢ 1Az dict Cammadity ! [in % of ADT) )
[% of ADI 13 Dict day] fin % of 4011 | aroup of commodities fin % of 401 | aroup of commodities fin% of 40| aroup of commodities
T DK <hild 19.55 4% Fye 3% rheat
5% T toddler 1632 4% trheat 1% Oither cereals 0.0% Esarley
5% GEMEIFocd GO 163 % Stheat 0.0% Brarley 0.0% Fiye
4% GEMEIFocd GOS iz 3% wrheat 0% Eiurley 0.4% Fiye
4% GEMSIFood GIS i 3% srheat 05% Biarley 02% Fiye
3% i general 10,45 % ttheat Girapfruits
3% DE <hild 10.04 3% wrheat 05% Fiye 0.0% Erurley
3% GEMSIFood GOT ERH 3% wrheat 0.4% Biarley 0.0% Fiye
3% T adul aT0 3% trheat 05% Oither cereals 0.0% Eiarley
3% GEMEIFoed GI0 225 % ttheat 0.4% Eiarlay 0% Fiys
_ 3% FPR: child 3 15 yr 223 3% wrheat 0.0% Fiye 0.0% Enurley
H 3% ML taddler 2,06 3% wrheat 0.5% Fiye 0% Barley
E 3% ES <hild 355 2 ttheat 0.0% Eiarlay
H 3% GEMEIFocd G a52 2% wrheat 05% Eiurley 0.0% Fiye
8 3% ML <hild 553 3% wrheat 0z Fiye 0.0% Enrley
3% FT general &17 3% trheat 0% Fiye 0.0% Eiarley
E 3% LK baddlar [E=] % ttheat 0.0% Eiarlay 0.0% Fiys
¥ 2% SE general 659 2% wrheat 0.2% Fiye
£ 2% FR toddler 2 5 yr 618 2% wrheat 0.0% Fiye 0.0% Enarley
5 2% DE general 585 ] ttheat 0.4% Fiys 0.3% Erarlay
3 2% E% sdult 5 2% Stheat 0.3% Brarley
3 2% DE wamen 14-50 yr 563 ] wrheat 0.5% Fiye 0z Enarley
= 2% UK infant 524 2% srheat Grapefruits
] 2% IE adult 431 2% ttheat 0% Fiys 0.0% Erarlay
g 2% ML general 453 1% wrheat 0.2% Eiurley 0.0% Fiye
1% FR adult 446 ] wrheat 0.0% Fiye 0.0% Enrley
8 1% LT adult 455 0% Fiye iNET trtheat 0.0% Eiarley
= 1= LK vegekarian 417 1 Stheat 0.0% Brarley 0.0% Erarley
i 1% Fl3yr 352 0.8% wrheat 0.4% Fiye 0.0% Erurley
H 1% LK adult 342 ] srheat 0.0% Birley 0.0% Fiye
H 1% DK adult 330 0.0% ttheat 0.4% Fiys
1% FlGyr 329 0% wrheat 0.4% Fiye 0.0% Erurley
0% IE <hild 235 0.8% wrheat 0.0% Biarley
0% Fl adule 208 0.5% Fiys 0.2% ttheat 0.0% Erarlay
05% FR infant 157 05% wrheat 0.0% Fiye 0.0% Enarley
Calumn? Girapfruits Grapfruits
Conclusion:
The estimated long-term dictary intake [TMDNNEDNIEDI) was below the ADI.
The lang-term intake of residuss of Té [F] iz unlikely to present a public health concern.
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A3.12 IEDI calculations- TA

*¥x

~ efsam

European Food Safety Authority

EF5A PRIMo revision 3.1; 201910313

LOGz [maikq] rangs from:

reference values

ADI [mgikg bwldag):

Fource of ADI:

Tear of evaluation:

0F

ARFD [mgthg bw):

Source of ARFO:

Fear of evaluation:

0F

Input values

Details - chronic risk
assessment

Details - acute risk
assessment/children

Comments:

Supplementary results -
chronic risk assessment

Details - acute risk
assessment/adults

Chronic risk t: JMPR methodology (IEDITMDI)
Mo of divts exceeding the 401 ; Exposure resulting from
MELz st 3k | commaditior nak
Exproure | Highest contributor 2nd contributer to Srd eontributer ko M LO | der seesement
Calculated exposure (natka b per to IS dict Commadity ¢ 1S dict Commadity ¢ 1S dict Commadity ¢ fin % of AD) )
[% oF ADI 1S Dict day] fin% of ADN) | group of commodities [in%of ADN | group of commodities [in%of ADN | group of commodities
0.8k DK, child 278 ! Fye 0.4% wheat
0.8% T toddler 2.28 0.6% wheat 0% Other corsals 0.0% Barley
0% GEMSIF sod GOB 2.08 0% whest 0.0% Barley 0.0% Pye
05% GEMSIFood GOS 156 4% wheat 0% Barley 0% Rye
05% GEMSIFood GIS 156 4% wheat 0% Barley 0.0% Rye
05% RO general 142 05% wheat Grapefruits
05% DE child 141 0.4% what 0% Fige 0.0% Barley
05% GEMSIF ood GOT 137 4% whest 0% Barley 0.0% Pye
05% IT adult 136 4% wheat 0% Other cereals 0.0% Barley
0.4% GEMSIFood GIO 123 4% wheat 0% Barley 0.0% Rye
_ 0.4% FF: child 3 15 yr 123 0.4% wheat 0.0% Fye 0.0% Barley
H 0.4% ML teddler 127 0.4% what 0.0% Fe 0.0% Barley
E 0.4% EZ child 124 4% whest 0.0% Barley
E 0.4% GEMSIFood GII 123 03% wheat 0% Barley 0.0% Rye
H 0.4% ML child 120 0.4% wheat 0.0% Rye 0.0% Barley
0.4% PT general 114 0.4% wheat 0.0% Fye 0.0% Barley
E 0.4% UK toddler 110 0.4% what 0.0% Barley 0.0% Fpe
¥ 0.3% SE genersl 0.38 03% whest 0.0% Pye
z 0.3% FR toddler 2 5 yr 086 03% wheat 0.0% Rye 0.0% Barley
s 0.5% DE genwral 083 nax wheat 0% Rye 0.0% Barley
3 0.3% ES adult 0.80 02% wheat 0.0% Barley
3 0.5% DE women 14-50 yr 0.8 02% what 0.0% Fpe 0.0% Barley
= 0.2% UK infant 073 nan whest Grapefruits
E] 02k IE adult 063 nax wheat 0.0% Rye 0.0% Barley
g 0.2% ML general 064 nax wheat 0.0% Barley 0.0% Rye
0.2% FF: adult 062 0.2% wheat 0.0% Fye 0.0% Barley
g 0.2% LT adult 061 04% Fpe 0% wheat 0.0% Barley
= 0.2% UK vegetarian 058 nan whest 0.0% Barley 0.0% Barley
5 02k Fl3pr 053 0% wheat 0% Rye 0.0% Barley
H 0.2% LUK adult 0.45 nax wheat 0.0% Barley 0.0% Rye
E 0.2% DK adult 0.46 0% wheat 0.0% Fye
0.2% FIG pr 0.45 04% what 0% Fe 0.0% Barley
0% IE <hild 033 0% whest 0.0% Barley
0% Fladult 0.23 0% Fye 0.0% wheat 0.0% Barley
0% FRinfant 0.2z 0% whest 0.0% Pye 0.0% Barley
ColumnT Grapefruits Grapefruits
The estimated lang-term dictary intake [TRMONNEDIIEDI) was below the ADI.
The long-term intake of residuss of T4 [F] iz unlikely ko present 3 public health concern.
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A 3.13 IESTI calculations - TA

TEETT new TESTT new
Results For © rem Results For adult= Results For childres Results For adults
2 Mo, of commodities For which ARFOVADI iz Mo, of commodities For which ARFDMADI iz Mo. of commodities For which ARFD!AD] iz Mo, of commadities For which ARFOVADI is exceeded
] ewceeded [IESTI): --- excecded [IESTI): - excecded [IESTI new]: === [ESTI new]: ===
E IESTI IESTI IESTI newe IEST | new
MRL ! input MRL { input MBL ! input MRL ! input
E Highzst % of far RA Exposurs Highest % of far RA Exposurs Highzzt % of for RA& Exposurs Highz=t % of Far R Expozurs
§ ARFOVADI Commodities [maltkqg] [paikg bw] ARFONADI Commaditics [maltkqg] [praikg bw] ARID/ADI Commodities [maikg] [rgikq bw] ARFOLADI Commodities [magikq] [raikg bw]
= 1% wheat 11028 4.0 0% wheat 11028 24 10% “wheat 112 23 -H] wheat 12 i
1 06 Fiye 11028 13 0.5% Fye 1028 14 4% Ry 112 13 3% Ry 112 ar
3% Barley 14028 16 0.5% Barley 11028 14 4% Barley 1a n 3% Barley 12 ar
Expandicollapse list
Total samber of commoditics exceeding the Tatal sember of dities Found ding the
ARFDIADI im childres and adult diets ARFDIAD « res and adult diets
[IEETI calculation) [IESTI new calculation])
Results For © rem Results For adult= Results For childres Results For adults
Mo of processed commodities for which ARFONADI Mo of processed commoditics For which ARFD{ADI Mo of processed commodities For which Mo of processed commodities For which ARFDVADI i
E iz excesded [IEETI): --- iz excesded (IESTI): - ARFOADI iz exceeded [IEETI new]: === wxcreded [IEET] new]: ===
IEEZTI IEETI IESTI new IESTI new
MEL { input MEL { input MEL ! input FARL ! input
Highest % of far R4 Expasure Highest % of far R& Expaosure Highe st & of far BA Exposure Highest & of Far Ria Exposure
E AR AD] Processed commodities [markg)] [paikg bw) ARFDEADI Processed commeditics [markg)] [paikg bew) ARIDIAD] Processed commadities [markg)] [naikg b ARFOVADI Processed commodities [maikg] paikg b
H 1% “w'heak d milling (Flour) 10028 S 0.7% Barley ! beer 1/ 006 2.0 &% *w'heat f milling [Flour] 1z 24 5% Barley i beer 1004 14
g 0.5% Wwheat ¢ milling [wholemeall 140,28 158 0.4% Wwheat ! breadfpizza 1025 12 ax Wwheat ¢ milling fwhelemeall- 112 1l 3% Wwheat { breadfpizaa 12 5
0.5% Fipe ! bailed 10028 1.0 0.4% ‘wWheat ! pasta 11028 11 2% Rye ! boiled 1z T3 5% wheat { pasta 12 T.6
0.3% Barley ¢ cooked 11028 10 0.3% wWheat ! bread [whalemeal] 11028 0.35 2% Earley ! cocked 112 T3 2% wheat ! bread [wholemeal] 12 Ta
0.3% Fipe ¢ milling [wholemeal)-bal 14 0.23 0.95 #LICZBA! HLICZEA! #LICZEA  #LICZEA! 2% Rue ¢ milling Mwholemeall- 1a 7.0 ELICZEA! HLICZEA! BLICZEAL  HLICZEA!
02k Earley ¢ milling (flour] 14028 [183) HLICZEA! HLICZEA! BLICZEA! BLICZEA! 1% Barley ¢ milling [Flour] 1a 36 HLICZEA! HLICZEA! BLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLIGZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! RLICZEA! ELICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! ELICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! RLICZEA! RLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! RLICZEA!
HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLIGZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! RLICZEA! ELICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! ELICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! RLICZEA! RLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! RLICZEA!
HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
Expandicollapse list

Conclw
Mo exceedance of the toxicological reference value was identificd for any unprocessed commaodity,
ez nf TA TFT iz unlikeln baonresent o nohlic health risk

2, no cxceedance of the ARFONAD] was identificd.

A shark bermoinkake af r
For processed commod
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A3.14 TMDI calculations - TAA

i"k«-

~ efsam

European Food Safety Authority
EFSA PRIMo revision 3.1; 201910319

TAA (F)

L0z (mglhg) rangs Fram:

ko

Toxi ical reference

A0 [maikg bwdday):

Fowrce of ADI:

Tear of evaluation:

ARFO [mglkg bw):

Fource of ARFD:

Year of evaluation:

Input values

Details - chro
assessment

Details - acute risk
assessment/children

Comments:

Supplementary results -
chronic risk assessment

Details - acute risk
assessmentfadults

Chronic risk JMPR gy (IEDLTMDI)
Mo of dists ding the ADI : Esposurs pesulting From
PARLs cot at | commoditior not
Expsours | Highust contributor 2nd contributar ta 3rd contributar to SLOR | uner st
Calculated exposure [tk bw per b M3 diet Commodity ! S diet Commodity ¢ M diet Commodity ! [in % of AU i
[% of 401 13 Dist duy] fin% of ADIL | qroup of commeditics [in% of ADI | qroup of commeditics fin% of 401 | qroup of commeditics
2% DK <hild 1756 1.0% Fiye 0% whaat
1% T taddler 1463 1% “wheat 0% Other cereals 0.0% Eiarley
1% GEMS/Faod GOE 322 1% “heat 0% Barley 0.0% Fipe
1% GEM$/Faod GOS 10,01 0.7% “haat 0% Barly 0.1% Fiys
1o% GEM3Focd GIE 10.00 0.5% “wheat 0% Barley 0.0% Fipe
0.3% RO general 312 0.3% “wheat Grapefruits
0.3% DE <hild 204 0.8% wheat 0% Ry 0.0% Exurley
0.3% GEMS/Foad GOT 578 0.8% “heat 04% Barley 0.0% Fipe
0.3% T adult 573 0.7% “haat 04% Dthar carsale 0.0% Erarly
0.8% GEMEIFood GIO a3 0% “wheat 0% Barley 0.0% Ry:
_ 0% FR child 3 16 yr 830 0% “wheat o Ripe 0.0% Brurley
K 0.8% HL ko ddler 518 07 wheat 0% Ry 0.0% Exurley
"éi 0% ES child Ta3 0% “wheat o Barley
H 0.8% GEMS/Faod Gt T4 0.6% “heat 04% Barley 0.0% Fipe
§ 0.8% ML child Axd 0% “wheat oox Rye 0.0% Barley
0% PT general .35 0% “wheat 0.0% Fipe 0.0% Biurley
E 07 UK kaddler T3 07 wheat o Barley 0.0% Fipe
¥ 0.6% 3E general 623 0.6% “wheat 0% Rye
H 0.6% FR: taddler 2 3 yr 556 0.6% “heat 0% Fiye 0.0% Eiarley
H 0.5% DE genaral 535 0.3% “haat 04% Fiye 0.1% Erarly
3 0.5% ES adult 1] 0.4% “wheat 0% Barley
2 0.5% DE women 14-50 yr 507 0.4% “wheat 0% [ 0.0% Brurley
= 0.5% UK infant 472 0.5% wheat Grapefruits
£ 0.4% IE adult 442 0.4% “heat 0% Fipe 0.0% Eiarley
E] 0.4% HL ganaral 413 0.3% “haat 04% Barly 0.0% Fiys
] 0.4% FR adult 401 0.4% “wheat 0.0% Fipe 0.0% Brurley
H 0.4% LT adult 334 n.2% Fiye 02y wheat 0.0% Brurley
H 0.4% UK wegetarian 376 0.4% wheat o Barley 0.0% Exurley
o 0.3% FI S yr 344 0% “wheat 0% Rye 0.0% Eiarley
] 0.3% UK adult 308 0.3% “haat o Barly 0.0% Fiys
E 0.3% DK adult 237 0.2% “wheat 0% Rye
0.3% FIE yr 236 0.2% “wheat 0% Fipe 0.0% Biurley
n.2% IE child 210 n.2% wheat o Barley
0.2% Fl adult 158 0% Fiye 04% wheat 0.0% Eiarley
% FRinfant 141 % “wheat o0k Fipe 0.0% Brurley
ColumnT Grapefruits Grapefruits
Conclusion:
The cotimated long-term distary inkake [TMOUNEDVIEDI) was below the ADI.
The lang-term intake of residucs of TA [F)is unlikely ta present 3 public health concern.
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A 3.15 IEDI calculations- TAA

i'k«-

~ efsam

European Food Safety Authority
EFSA PRIMo revision 3.1; 2013/031139

TAA (F)

L0 [mglkg) range Frem:

=

Toxzicological reference values

AD1 [malkg bwiday):

Fource of A0I:

Tear of evaluation:

1

ARFD [mgthg bw:

Fource of ARFD:

Tear of evaluation:

Comments:

Details - chronic risk
assessment

Details - acute risk

assessmenty/children

Supplementary results -
chronic risk assessment

Details - acute risk
assessment/adults

CF risk t JMPR thodology (IEDNTMDI)
Mo of dists sxceeding the ADI: Exposure reculting from
MRLs set at | commoditier not
Exps Highest contribut 2nd contributor & 3rd contributar to the LOG | undor arsarsmons
xpsoure ighest contributor nd contributar to rd contri ) i ot A1)
Caleulated sxposure [1-afkg buw per be MAE dict Cammedity ¢ 1Az dick Commadity ¢ M dict Commadity ! (in % of ADT)
[% of ADI) M Diiet day| [in % of ADI1 | group of commodities [in% of 4D | aroup of commodities [in % of 4011 | aroup of commodities
0.2% DK child 151 0.1% Pye 0.1% wheat
0% T taddler 124 0% Wheat 0.0% Other cerealz 0.0% Barley
0% GEMSiFood GOG [RES 0% Wheat 0.0% Barley 0.0% Rye
0% GEMSIFood GO3 0.85 0% Wheat 0.0% Barley 0.0% Fye
0% GEMSIFood GIS 0.54 0.4% Wheat 0.0% Barley 0.0% Fye
0% RO general 0. 0.4% Wheat Grapefruits
0% DE child 0.7 0% Wheat 0.0% Pye 0.0% Barley
0% GEMSiFood GOT 04 0% Wheat 0.0% Barley 0.0% Rye
0% T adult 04 0% Wheat 0.0% Other cerealz 0.0% Barley
0% GEMSIFood G10 0.0 0% Wheat 0.0% Barley 0.0% Fye
_ 0% FR child 3 15 yr 0.0 0.4% Wheat 0.0% Fye 0.0% Barley
g 0% HL toddler 063 0.4% Wheat 0.0% Fye 0.0% Barley
E 0% ES child 067 0% Wheat 0.0% Barley
E 0% GEMSiFood G 067 0% Wheat 0.0% Barley 0.0% Rye
H 0% NL child 065 0% Wheat 0.0% Rye 0.0% Barley
0% PT general 062 0% Wheat 0.0% Fye 0.0% Barley
E 0% UK toddler 0.ED 0.4% Wheat 0.0% Barley 0.0% Fpe
¥ 0% SE general 053 0.0% Wheat 0.0% Pye
z 0.0% FR toddler 25 yr 0.47 0.0% Wheat 0.0% Pye 0.0% Barley
H 0.0% DE general 0.45 0.0% Wheat 0.0% Rye 0.0% Barley
i 0.0% ES adult 043 0.0% Wheat 0.0% Barley
g 0.0% DE women 14-50 yr 0.43 0.0% Wheat 0.0% Fye 0.0% Barley
= 0.0% UK infant 0.40 0.0% Wheat Grapefruits
g 0.0% IE adult 037 0.0% Wheat 0.0% Pye 0.0% Barley
g 0.0% NL genersl 035 0.0% Wheat 0.0% Barley 0.0% Pye
0.0% FR adult 0.34 0.0% Wheat 0.0% Rye 0.0% Barley
a8 0.0% LT adult 033 0.0% Rye 0.0% Wheat 0.0% Barley
H 0.0% UK vegetarian 032 0.0% Wheat 0.0% Barley 0.0% Barley
il 0.0% Fl g yr 0.23 0.0% Wheat 0.0% Fpe 0.0% Barley
B 0.0% UK adult 0.26 0.0% Wheat 0.0% Barley 0.0% Pye
E 0.0% DK adult 0.25 0.0% Wheat 0.0% Pye
0.0% Fl6yr 025 0.0% Wheat 0.0% Rye 0.0% Barley
0.0% IE child 018 0.0% Wheat 0.0% Barley
0.0% Fl udult 045 0.0% P 0.0% Wheat 0.0% Barley
0.0% FR infant 012 0.0% Wheat 0.0% Rye 0.0% Barley
Column? Grapefruits Grapefruits
The estimated long-term dictary intake (TMDIMEDNIED) was below the ADI.
The lang-term intake of residues of A [F) iz unlikely to prezent 3 public health concarn.
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A 3.16 IESTI calculations - TAA

TEETT new TEETT
Results for childres Results For adults Results For childres Result= For adult=s
H Ne. of commaditicz for which ARFOGADI iz M. of commeditics far which ARFONAD iz M. of commeditics for which ARFOMADI iz Ne. of commeditics for which ARFOMD] iz sxcseded
] exceeded [IEETI): --- exceeded [IEETI): -- exceeded [IESTI new): == [IEZTI new]: ===
E IESTI IEETI IEETI new IEETI new
FRL { input MRL { input MRL { input FMFEL { input
E Highest % of For RA Exposurs Highest % of For RA Exposurs Highzst % of for RA Exposurs Highzzt % of for RA Expozurs
g ARFDIADL Commoditics [mg'kq] [raikg bw] ARFOYADE Commoditics [mglkg] [ralkg bw] ARFDMADI Commod [mgikg] [paikg bw] ARFDIADI Commoditics [mgtkg) [rgikqg bw]
14 0.2x wheat 03405 22 01k wheat 0308 13 3% “wheat 0ats 26 a% “wheat 03 15
s 0.10% P 0308 036 00T Ruz 030 074 1% R LEFAKS 1 0.5% R 0AME &7
0.08% Barley 0adnas 085 0.07% Barley 0adnas 074 1% Earley nafs 0 0.3% Earley 0aMs &7
Expandicollapse list
Total sember of commoditics exceeding the Total sember of commo: = Found exceeding the
ARFDVADI in childrew amd adulc diets ARFOIADI im children and adslt
[IEETI calculation] [IESTI new calculation])
Results for children Results for adults Results for children Results For adults
Mo of processed commadities For which ARFOVADI Mo of pracessed commodities For which ARFORADI Mo of pracessed commodities For which Mo of pracessed commodities For which ARFD!AD] iz
§ iz exceeded (IESTI): --- iz excesded ([EETI): - ARFOVADI iz exceeded [IESTI new]: === excetded [IEST] newl: ==
IESTI IEETI IEETI new IEETI new
FARL ! input FARL ! input FARL ! input FARL ! input
Highest % of for BA Exposure Highest % of for BA Exposure Highest % of for BA Exposure Highest % of For BA Exposure
§ ARFOADL Processed commaditios [mg'kqg) [ralkg bw] ARFOWADI Processed commodities [mglkg] [ralkg bw] ARFDMADI Frocessed commoditi [mgtkqg] [raikg bw] ARFDIADI Frocessed commoditics [mgtkq) [rgikq bw]
H 0.2% “wheat ! milling (Flour] 0.8/ 0.5 18 0.1% Barley { beer 0.5/ 0,03 11 au “wheat { milling (Flour] 03018 2z 1% Earluy { basr 0.3/ 0.36 13
g Q1% wheat ! milling (wholemeal)-l 03/ 005 054 0.07% wiheat ! breadipizea 0a/ns 06T 10% wheat ¢ milling [whalemeall- 03015 10.0 0.8% wheat { breaddpizoa 03ME 13
0.1% Fine { bBailed 03dns 055 0.06% wheat ! pasta 03dnas 0538 LN Rye ! boiled nafs b5 UNE ‘wheat { pasta 0aMs 63
0.1% Barley { coched 03¢ 0s 055 0.05% “heat { bread fwhalemeall 0.3/ 05 053 0ix Esarley ¢ cooked 0313 5 0.6% “wheat | bread [whelemeal] 03ME 6.3
0.1% Ry f milling [whelemeall-bal - 0.3/ 0015 053 HLICZEA! HLICZEA! BLIGZEA!  BLIGZEA! 0.6% R ! milling [wholemeal]- 03ME B3 HLICZEA! HLICZEA! BLICZEA! HLICZEA!
0.0x Earley ! milling [Flaur] 03dns nzs HLICZEA! HLICZEA! HLICZEA! HLICZEA! 0.3% Earley i milling [Flour] nafs 33 BLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLIGZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! BLICZEA! BLICZEA! HLICZEA! HLICZEA! BLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! BLICZEA! BLICZEA! BLICZEA!
HLICZEM! BLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! BLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! BLICZEA! BLICZEA! BLICZEA!
HLICZEM! BLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA!  HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! RLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA!
BLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! HLICZEA! RLICZEA! BLICZEA! HLICZEA! RLICZEA! HLICZEA! BLICZEA! HLICZEA! HLICZEA! HLICZEA!
Expandicollapse list

Conclusion:

Mo exceedance of the boxicalogical reference value was identified For any unprocessed commadity.
i~ hanlbh rizk
d

nes oF TALTFY iz onlikel b rrezent somol

5, o exceedance of the ARFOVADI was

A zhark barmoinkske AF res
For processed commaditi
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Appendix 4  Additional information provided by the applicant



