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7 Metabolism and residue data (KCA section 6)
71 Summary and zZRMS Conclusion

Dicamba
Stability of Residues

Dicamba and 5-OH Dicamba residues were stable in maize (forage, fodder and grain) when stored at -
17°C for up to 36 months.

In animal matrices, dicamba and DCSA residues were stable at -12°C for at least 18 months, in beef tis-
sues and milk.

These data are sufficient to demonstrate the stability of dicamba residues in high starch commodities. It is
concluded that the residue data are valid with regard to storage stability.

Metabolism in plants
No new data submitted in the framework of this application.
Plant residue definition for monitoring Dicamba (Reg. (EU) 2015/845)

Plant residue definition for risk assessment Dicamba + 5-OH-dicamba, free and conjugated (EFSA
Journal 2011;9(1):1965)

Magnitude of residues in plants

Proposed GAP:

Maize

BBCH 12-16; 1 application 0.110 kg as./ha; PHI: N/A

EU GAP (maize) (SANCO/829/08 — final rev. 2, 12 July 2016):
BBCH until 16; 1 application 360 g as./ha; PHI: N/A

New studies on the magnitude of residue have been submitted by the applicant in the framework of this
application.

Trials GAP: 1 x 0.110 kg as/ha, BBCH 16, outdoor
Residues: 4 x <0.01 mg/kg

Sufficient trials on maize are available to support the proposed uses. The residues arising from the pro-
posed use will not exceed the MRLs established for maize (Reg. (EU) No. 2015/845: 0.5 mg/kg).

Magnitude of residues in livestock

Animals are not exposed to residues via feed above the trigger value: 0.004 mg/kg. Therefore livestock
feeding studies are not required.

Magnitude of residues in processed commodities (Industrial Processing and/or Household Prepara-
tion)

As quantifiable residues of dicamba are not expected in edible part of crops based on available residue
data, there is no need to investigate the effect of industrial and/or household processing.

Magnitude of residues in representative succeeding crops
Conclusion drawn from EFSA, 2011 are reported below:

DT90 is <100 days, therefore no studies are needed according to guidelines. No residues > 0.01 mg/kg of
dicamba, DCSA or 5-OH-dicamba were seen 32, 131 and 365 DAT, respectively in mustards tops, turnips
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tops and roots, wheat forage, wheat straw, wheat grain and wheat chaff in a confined rotational crop
study.

There is no need to introduce any restrictions.
Other / special studies

Maize has not melliferous capacity. Additionally, the product is applied early in the growing season when
bee foraging activity is low. Studies are not required.

Estimation of exposure through diet and other means

The proposed uses of Dicamba in the formulation EVRITELL 162 OD do not represent unacceptable
chronic and acute risks for the consumer (calculation was conducted using EFSA PRIMo rev.3.1).

Nicosulfuron
Storage stability

Storage stability of active substances was investigated in the framework of the EU pesticides peer re-
view. No new data was submitted in the framework of this application. Information provided is sufficient.
It is concluded that the residue data are valid with regard to storage stability.

No further data are required to support the proposed uses.

Nicosulfuron is stable for up to 9 months when stored at temperatures of -20°C in whole plant and ears
and for up to 12 months in sweet corn, dried kernels, stover and forage.

Metabolism in plants and animals

The metabolism in plants and livestock for the active substance was reviewed during the Annex I inclu-
sion process. No additional studies are available in the framework of this application.

Plant residue definition for monitoring and risk assessment: nicosulfuron (Reg. (EU) No 617/2014, EFSA
2007)

Animal residue definition for monitoring and risk assessment: nicosulfuron (EFSA 2007, EFSA Journal
2012;10(12):3048)

Magnitude of residues in plants
Maize
Proposed GAP: 1 application; BBCH 12-16, 40 g as/ha; PHI: n.a.

New studies on the magnitude of residue have been submitted by the applicant in the framework of this
application.

Trials GAP: 1 x 0.04 kg as/ha, BBCH 16, outdoor
4 x <0.01 mg/kg

The data submitted show that exceedance of the MRL (0.01 mg/kg) is unlikely. The proposed use is con-
sidered acceptable.

Magnitude of residues in livestock

Animals are not exposed to residues via feed above the trigger value: 0.004 mg/kg. Therefore livestock
feeding studies are not required.

There is no risk for animal MRL to be exceeded. Additional studies are no required.
Processing studies
Additional studies are not required since residues are below 0.01 mg/kg.

Residues in Representative Succeeding Crops




DNT-1620D-R-CPd / EVRITELL 162 OD Page 9 /83
Part B — Section 7 - Core Assessment Template for chemical PPP
Applicant version Version January 2024

Occurrence of nicosulfuron residues in rotational crops was already investigated during the peer review of
this substance. It was concluded that significant residues in rotational crops are not expected. No addi-
tional studies on rotational crops are considered necessary. No restrictions are necessary.

Other / special studies

Maize has not melliferous capacity. Additionally, the product is applied early in the growing season when
bee foraging activity is low. Studies are not required.

Consumer risk assessment

The proposed uses of nicosulfuron in the formulation EVRITELL 162 OD does not represent unaccepta-
ble chronic risks for the consumer. As ARfD was not deemed necessary, acute risk assessment is not rele-
vant.

PRIMo rev. 3.1 calculations are accepted.

Thifensulfuron methyl
Stability of residues
The available storage stability data are considered sufficient.
Residue trials are valid in relation to storage stability data.

Storage stability of Thifensulfuron-methyl was demonstrated for a period of at least 24 months in Corn
grain, and 42 months in wheat grain and 12 months in wheat straw.

Metabolism
The intended uses are covered by the available metabolism studies reported in the EU.

Plant residue definition for monitoring: Thifensulfuron-methyl (parent for oilseeds and cereals) (EFSA
2015, Reg. (EU) No 617/2014)

Plant residue definition for risk assessment: For oilseeds and cereals: thifensulfuron-methyl and provi-
sionally IN A4098 a (EFSA, 2015)

Animal residue definition for monitoring: Thifensulfuron-methyl (parent) (EFSA 2015, Reg. (EU) No
617/2014)

Animal residue definition for risk assessment: Sum of thifensulfuron-methyl and thifensulfuron acid (IN-
L9225), expressed as thifensulfuron-methyl and provisionally triazine amine (IN-A4098) (EFSA 2015)

Metabolite IN-A4098 is provisionally included in the residue definition for risk assessment for plant
commodities (pending the outcome of the confirmatory data requirement on genotoxic potential).

Evaluation of IN-A4098 is not finished yet. EFSA PPR panel is currently assessing it (EFSA Supporting
publication 2020:EN-1627).

Magnitude of residues in plants
Maize
Proposed GAP: 1 application; BBCH 12-16, 12 g as/ha; PHI: n.a.

New studies on the magnitude of residue have been submitted by the applicant in the framework of this
application.

Trials GAP: 1 x 0.012 kg as/ha, BBCH 16, outdoor
4 x <0.01 mg/kg

The data submitted show that exceedance of the MRL (0.01 mg/kg) is unlikely. The proposed use is con-
sidered acceptable.

Magnitude of residues in livestock

Animals are not exposed to residues via feed above the trigger value: 0.004 mg/kg. Therefore livestock
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feeding studies are not required.
Magnitude of residues in processed commodities

No data on the effect of processing on the magnitude of residues are required as residues in the raw agri-
cultural commodities are below the limit of determination.

Magnitude of residues in representative succeeding crops

No data are required. Based on the rapid degradation of thifensulfuron-methyl in soil and the findings of
the metabolism studies assessed in DAR, detectable residues are not expected in rotational crops.

Other / special studies

Maize has not melliferous capacity. Additionally, the product is applied early in the growing season when
bee foraging activity is low. Studies are not required.

Estimation of exposure through diet and other means

The input values used for the chronic and acute risk assessments are the current EU MRLs contained in
Regulation (EU) No. 617/2014. Calculation is accepted.

The proposed uses of thifensulfuron-methyl in the formulation EVRITELL 162 OD do not represent un-
acceptable acute and chronic risks for the consumer.

7.1.1 Critical GAP(s) and overall conclusion

Selection of critical uses and justification

The critical GAPs with respect to consumer intake and risk assessment for the preparation DNT-1620D-
R-CPd are presented in Table 7.1-1. They have been selected from the individual GAPs in the zone/EU
for maize. A list of all intended uses within the zone/EU is given in Part B, Section 0.

Overall conclusion

The data available are considered sufficient for risk assessment. An exceedance of the current MRL of
0.5 mg/kg for dicamba, 0.01 mg/kg for nicosulfuron and 0.01 mg/kg for Thifensulfuron methyl as laid
down in Reg. (EU) 396/2005 is not expected.

The chronic and the short-term intakes of dicamba, nicosulfuron and Thifensulfuron methyl residues are
unlikely to present a public health concern.

As far as consumer health protection is concerned, authority, ZRMS agrees with the authorization of the
intended use(s).

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

Data gaps

Data gaps should be listed in the summary to give an overview (especially for cMS).

Noticed data gaps are: none
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Table 7.1-1: Acceptability of critical GAPs (and respective fall-back GAPs, if applicable)
1 2 3 4 5 6 7 8 9 10 11
F,
Fn, Formulation Application Application rate per treatment
GA;’ Crop and/ Product F([;)n Pests or PHI
number L roduc , q
(see part | °F s1t*u*at10n Zone code Gn, Group of pests (days) | Conclusion
B.0)* Gpn controlled Type |Conc. method | growth number | interval kg as/hLL water L/ha | kg as/ha
or of as kind stage & min betvlv‘eel:.
s applications
! season max (lll)lli)n) min max min max min max
1 Maize N-EU | DNT- F Annual dicotyle- | OD Dicamba — 110 dicamba: 100 /300 dicamba: 110 | n.a. A
0500030 1620D- donous weeds g/p; 33.33-110 g g as/ha
R-CPd TTTDD Nicosulfuron — Post- as/ha nicosulfuron:
Annual monocoty- 40 g/L; . .
: emergence nicosulfuron: 40 g as’ha
ledonous weeds Thifensulfuron- Spraving | of weeds 1 na ) 4 hifensulfu
TTTMM methyl — 12 praying BBéH . 333-40¢g thifensulfuron
gL crop as/ha methyl: 12 g
12-16 thifensulfuron as/ha
methyl: 4 - 12
gas/ha

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

and non-professional greenhouse use, I: indoor application

Explanation for Column 11 “Conclusion”

A | Exposure acceptable without risk mitigation measures, safe use

R | Further refinement and/or risk mitigation measures required

- Exposure not acceptable, no safe use
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7.1.2

Summary of the evaluation

The preparation DNT-1620D-R-CPd is composed of dicamba, nicosulfuron and thifensulfuron methyl.

Table 7.1-2:

Toxicological reference values for the dietary risk assessment of dicamba, nic-
osulfuron and thifensulfuron methyl

Reference Source Year Value Study relied upon Safety factor
value
Dicamba
ADI EFSA Conclusion 2010 |0.3 mg/kg bw/d |Rat, 2-generation study 100
ARD 0.3 mg/kg bw | Rabbit, teratology study 100
Nicosulfuron
ADI EFSA Scientific Report 2007 |2 mg/kg bw/d | Chronic rat supported by | 100
(2007) 120, 1-91, Conclu- subchronic dog
i h i f
ARfD sion on the peer review o Not necessary- not allocated
nicosulfuron
Thifensulfuron-methyl
ADI EFSA Journal 2015 {0.01 mg/kg bw | 2-yr rat study 100
2015;13(7):4201, Peer per day
i f th icide risk -
ARfD review of the pestlclqe s 2 mg/kg bw Rat developmental toxicity | 100
assessment of the active tudvl
substance thifensulfuron- study
methyl
7.1.2.1 Summary for Dicamba
Table 7.1-3: Summary for dicamba
Sample Chronic | Acute risk
Plant metab- | Sufficient PHI suffi- storage .
Use- . . . MRL com- risk for for con-
« | Crop olism cov- residue ciently sup- | covered .
No. ered? trials? orted? by stabil- pliance consumers sumers
' ’ porteds | oY identified? | identified?
ity data?
1 Maize |Yes Yes (4) Yes Yes Yes No No
PHI covered
by the time
between the
last applica-
tion and har-
vest

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

As residues of dicamba do not exceed the trigger values defined in Reg (EU) No 283/2013, there is no
need to investigate the effect of industrial and/or household processing.
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7.1.2.2 Summary for Nicosulfuron
Table 7.1-4: Summary for nicosulfuron
Sample . .
Plant metab- | Sufficient | PHI suffi- storage C.hromc Acute risk
Use- . . . MRL com- risk for for con-
Crop olism cov- residue ciently sup- | covered .
No.* ered? trials? orted? by stabil- pliance consumers sumers
' ' porteds | oY identified? | identified?
ity data?
1 Maize |Yes Yes (4) Yes Yes Yes No No
PHI covered
by the time
between the
last applica-

tion and har-
vest

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

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

7.1.2.3

Summary for Thifensulfuron methyl

Table 7.1-5: Summary for Thifensulfuron methyl

Sample . .
Plant metab- | Sufficient PHI suffi- storage C.hromc Acute risk
Use- . . . MRL com- risk for for con-
.« | Crop olism cov- residue ciently sup- | covered .
No. ered? trials? orted? by stabil- pliance consumers sumers
‘ ‘ porte@s 1%y identified? | identified?
ity data?
1 Maize |Yes Yes (4) Yes Yes Yes No No
PHI covered
by the time

between the
last applica-
tion and har-
vest

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

As residues of Thifensulfuron methyl do not exceed the trigger values defined in Reg (EU) No 283/2013,
there is no need to investigate the effect of industrial and/or household processing.
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7.1.2.4

Table 7.1-6:

Summary for DNT-1620D-R-CPd

Information on DNT-1620D-R-CPd (KCA 6.8)

) . . R . )
Plilé 2f(())rD l?II;J_T PHI/ Withholding [:fr(llog rsufﬁcwntly sup PHI for DNT- JRMS Comment
c oD ported fo 1620D-R-CPd | * OmMmEents
rop (if different PHI pro-
proposed by Dicamba | Nicosulfuron Thifensulfuron prOI;;);Z(Si by posed)
applicant methyl z
Maize |F Yes Yes Yes

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

Table 7.1-7:

Waiting periods before planting succeeding crops

Waiting period before planting succeeding crops

Overall waiting period proposed

Crop group Led by dicamba | Led by nicosul- |Led by Thifen- | by zZRMS for DNT-1620D-R-CPd
furon sulfuron methyl
All crops NR NR NR

NR: not relevant
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Assessment

7.2 Dicamba

General data on dicamba are summarized in the table below

Table 7.2-1:  General information on dicamba

Active substance (ISO Common Name)

Dicamba

IUPAC 3,6-dichloro-2-methoxybenzoic acid
Chemical structure ¢l Q
OH
o}
cl |
Molecular formula CsHeCLO3
Molar mass 221.0 g'mol’!

Chemical group

Benzoic acid

Mode of action (if available)

Selective, systemic, absorbed through leaves and translo-
cates throughout plant. Synthetic auxin

Systemic Yes

Company (ies) Syngenta Crop Protection AG*
Rapporteur Member State (RMS) DK

Approval status Approved

Commission Directive 2008/69/EC of 1 July 2008
amending Council Directive 91/414/EEC

Restriction Only uses as a herbicide may be authorised
Review Report SANCO/829/08 — final rev. 2
12 July 2016
Current MRL regulation Reg. (EU) 2015/845
Peer review of MRLs according to Article 12 of Reg No | No

396/2005 EC performed

EFSA Journal : Conclusion on the peer review

Ne* Conclusion on the peer review of the pesticide risk
assessment of the active substance dicamba. EFSA
Journal 2011;9(1):1965

EFSA Journal: conclusion on article 12

No*

Current MRL applications on intended uses

None

* Notifier in the EU process to whom the a.s. belong(s)
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7.2.1 Stability of Residues (KCA 6.1)

7.2.1.1 Stability of residues during storage of samples

Available data

No new data submitted in the framework of this application.

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

Data relied on in EU

Plant products

Maize High starch content 36 months DAR, 2007
Jimenez, N. C., DP-
301949, 1995

Animal Products

Ruminant Fat, kidney, liver, muscle, 18 months DAR, 2007
milk Il 1996 DP-304489

Conclusion on stability of residues during storage

The storage stability study of dicamba and 5-OH dicamba in maize was evaluated in the DAR for dicam-
ba. The storage stability study showing dicamba and 5-OH-dicamba residues to be stable for up to 36
months in maize matrices (forage, fodder and grain), when stored frozen at c.a. -17°C.

Also storage stability study of dicamba and metabolite DCSA in products of animal origin was evaluated
in the DAR for dicamba. The storage stability study showing dicamba and DCSA residues to be stable for
up to 18 months in beef fat, kidney, liver, muscle and milk under freezer conditions.

These data are sufficient to demonstrate the stability of dicamba residues in high protein/starch commodi-
ties.

7.2.1.2 Stability of residues in sample extracts (KCA 6.1)

Available data

In new residue study, for Dicamba and 5-OH-dicamba, after extraction, extracts were stored refrigerated
and analysed after maximum 2 days for grain and 2 days for straw.
For details please refer to Section BS.

Conclusion on stability of residues in sample extracts

The stability of the analytes in the final extracts was sufficiently proven according to the SAN-
TE/2020/12830, Rev.1 guideline, as mean recoveries in the fortified samples were within the range 70-
120%, measured against freshly prepared standards. Results of storage stability of extracts showed a good
stability of Dicamba and 5-OH-dicamba residues in dry commodities for up to 17 days of refrigerated
storage.
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7.2.2

7.2.2.1

No new data submitted in the framework of this application.

Table 7.2-3:

Summary of plant metabolism studies

Nature of residue in primary crops (KCA 6.2.1)

Nature of residues in plants, livestock and processed commodities

Application and sampling details
Crop Group Crop La_b.el Method, Rate No |[Sampling | Remarks Reference
position
For G (a) |(kg (DAT)
a.s./ha)
EU data
Pulses and soybeans |[phenyl- |F 5.17 pgof |1 14 - DAR, 2007
oilseeds (U)-*C]- 14C dicam- Butz, R. G.;
dicamba ba Atallah, Y.
H., 1982
SANS837/5260
cotton [phenyl- |F 5.9 g/ha 1 0 - DAR, 2007
(U)-1C]- 7 Butz, R. G.,
dicamba 14 1982;
SANS837/5140
Butz, R. G,
1984
SAN837/5255
[phenyl- |G 2.24 kg 1 0 - DAR, 2007
(U)-"*C)- as/ha 175 Butz, R. G.,
dicamba 4.48 kg 351 1988
as/ha SANS837/5256
Cereals wheat [phenyl- |F 144 g as/ha |1 18 - DAR, 2007
(U)-1C]- 85 Vollmin, S.,
dicamba 1999
SANS837/5879
sugar cane |[phenyl- |G 1.12 kg 1 0 - DAR, 2007
(U)-"*C)- as/ha 1 Butz, R. G.;
dicamba 2 Atallah, Y.
5 H., 1981a
12 SANS837/5160
21
28 Butz, R. G;
Atallah, Y.
H., 1981b
SAN837/5534

Summary of plant metabolism studies reported in the EU

Metabolism in plants was investigated in cereals (wheat, sugarcane) and in the pulse/oilseed plant group
(soya, cotton), using 14C-dicamba labelled on the phenyl moiety applied by foliar spraying (wheat), or by
droplet applications by means of a micro-syringe to a limited number of leaves (sugar cane, soya, cotton).
In sugar cane, soya and cotton, where the characterization of the residues was investigated shortly after
the application (6 to 28 days), dicamba remains the major component of the residues, accounting for 22 -
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29 % of the TRR in sugar cane leaves, 44 - 94 % of the TRR in soya beans, and 72 % of the TRR in cot-
ton seed. Other identified metabolites were observed in low proportions (< 2 % TRR), except 5-OH-
dicamba, which represented 47 % and 20 % of the TRR in sugar cane leaves, 12 and 28 days after appli-
cation, respectively. In wheat, dicamba seems to be more extensively metabolised, accounting for 10 % of
the TRR in immature plant (forage), and 2 % and 16 % of the TRR respectively in straw and grain at har-
vest. 5-OH-dicamba is detected as the major metabolite in wheat forage (65 % TRR), but it represents less
than 4 % TRR in grain and straw at harvest. Both the parent compound and 5-OH-dicamba were observed
in free and conjugated form. Considering the different structures identified, the following metabolic
pathway in plants was proposed. The metabolism of dicamba proceeds first by hydroxylation to form 5-
OH-dicamba, or by demethylation to the DCSA metabolite, both compounds being further degraded to
DCGA. Based on these studies, it was proposed to define the residue for monitoring as dicamba and its
salts (free and conjugates). For risk assessment, the PRAPeR TC 50 discussed whether 5-OH-dicamba
should be included additionally in the residue definition, since it was not observed at significant levels in
the edible parts used for human consumption. Finally, and considering the conclusion of the PRAPeR
meeting on mammalian toxicology (PRAPeR 83) stating that 5-OH-dicamba is not of higher toxicity than
the parent compound, and having regard to the important levels at which this metabolite was observed in
the residue trials conducted on pasture, it was agreed to include this metabolite in the residue definition
for risk assessment.

Conclusion on metabolism in primary crops

The metabolism of dicamba has been investigated in cereals and legumes in the DAR for dicamba (2007).
Following the evaluation of the metabolism studies on cereals and legumes, the residue definition in
plants based on the these two crop groups for monitoring was agreed to be dicamba and its salts and con-
jugated dicamba expressed as dicamba and for risk assessment was agreed to be Dicamba + 5-OH-
dicamba, free and conjugated. Given that the proposed use is on a crop which has already been considered
in the DAR, no further consideration is necessary.

7.2.2.2 Nature of residue in rotational crops (KCA 6.6.1)

No new data submitted in the framework of this application.

Table 7.2-4: Summary of metabolism studies in rotational crops
Application and sampling details
Label .
Crop group Crop . Method, Rate Sowing |Harvest Remarks Reference
position int 1
ForG* |[(kg Intervals | [ntervals
as./ha) |(DAT) |(DAT)
EU data
Leafy vegeta- |mustard |[phenyl- |F 0.56 32 74 - DAR, 2007
bles (U)- 131 189 Moore, P. A.,
14C1- 369 423 1989
dicamba SAN837/5108
collards |[phenyl- |F 0.84 30 At maturity |- DAR, 2007
(U)- 120 M. V.
1Cl- 365 Pierotti, 1995
dicamba SAN837/5282
Root and tuber |turnip [phenyl- |F 0.56 32 74 - DAR, 2007
vegetables (U)- 131 189 Moore, P. A.,
14C1- 369 423 1989
dicamba SAN837/5108
carrots [phenyl- | F 0.84 30 At maturity |- DAR, 2007




DNT-1620D-R-CPd / EVRITELL 162 OD Page 19 /83

Part B — Section 7 - Core Assessment Template for chemical PPP
Applicant version Version January 2024
(U)- 120 M. V.
14C]- 365 Pierotti, 1995
dicamba SANS837/5282
Pulses and soybean |phenyl- |Soil 0.84 365 Immature |- M. V.
oilseeds (U)-'“C | application, (forage) Pierotti, 1995
F Maturity SAN837/5282
(grain,
straw, chaff)
Cereals wheat [phenyl- |F 0.56 32 74 - DAR, 2007
U)- 131 406 Moore, P. A.,
14C1- 369 423 1989
dicamba SANS837/5108
barley [phenyl- |F 0.84 30 Intermediate | - DAR, 2007
(U)- 120 stage (6-8 M. V.
14C]- 365 weeks) Pierotti, 1995
dicamba SAN837/5282

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

Summary of plant metabolism studies reported in the EU

Wheat, turnips and mustard were grown in soil treated with '*C dicamba, equivalent to 0.56 kg as/ha. No
dicamba, DCSA or 5-OH-dicamba was found in amounts of > 0.01 mg/kg 32, 131 and 365 DAT, respec-
tively.

Barley, carrots and collards greens were planted as rotational crops to maize treated with *C dicamba,
equivalent to 0.840 kg as/ha. TRR was < 0.04 mg/kg 120 DAT. TRR 30 DAT was high (1.022 mg/kg in
carrot roots and 0.272 mg/kg in barley grain). Since no residues of dicamba, DCSA and 5-OH-dicamba
was found in the study, where wheat, turnips and mustard were used as rotational crops it is not expected
either that the residues found in barley, carrots and collard greens 30 DAT will be due to dicamba, DCSA
and 5-OH-dicamba. They could be due to incorporation of "*CO, or other breakdown products into plant
constituents such as lignin or cellulose.

Conclusion on metabolism in rotational crops

All metabolism data are active substance data and were evaluated in the EU review of dicamba.

Based on the available data DAR for dicamba levels of dicamba in rotational crops were not exceeded
0.05 mg/kg, therefore no additional studies are required.

Taking above into consideration additional studies on metabolism in rotational crops are not regarded as
necessary.

According to the EFSA Journal 2011,;9(1):1965 no parent compound but only metabolites 5-OH and
DCSA were identified in the rotational crops. Dicamba forming only one major soil metabolite, DCSA.
The metabolic pathway in rotational crops is sufficiently addressed and no additional metabolism studies
are required.

7.2.2.3 Nature of residues in processed commodities (KCA 6.5.1)

Available data

No new data submitted in the framework of this application.
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Table 7.2-5: Nature of the residues in processed commodities
Conditions (Duration, Temperature, pH) Identified compound(s) (%) Reference
EU data
Pasteurisation (20 minutes, 90°C, pH 4) % radioactive recovery in control DAR, 2007
samples: 102.6 S. J. Grout, 2003
% radioactive recovery for RJ3333B

hydrolysates: 101.9, 101.8

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

% radioactive recovery in control
samples: 105.5

% radioactive recovery for
hydrolysates: 106.9, 105.3

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

% radioactive recovery in control
samples: 107.9

% radioactive recovery for
hydrolysates: 111.2, 105.6

Conclusion on nature of residues in processed commodities

All processing data are active substance data and were evaluated in the EU review of dicamba.

Based on the available data DAR for dicamba it can be concluded that dicamba is hydrolytically stable
under condition representative of pasteurisation, baking, brewing, boiling and sterilisation.

Taking above into consideration additional studies on nature of the residues in processed commodities are

not regarded as necessary.

7.2.2.4
(KCA 6.7.1)

Table 7.2-6:

Conclusion on the nature of residues in commodities of plant origin

Summary of the nature of residues in commodities of plant origin

Endpoints

Plant groups covered

Cereals (wheat and sugar cane)
Pulses/oilseeds (soybean and cotton)

Rotational crops covered

Leafy crops (mustard and collard greans greens), root vegeta-
bles (carrot and turnips) and cereals (wheat and barley)

Metabolism in rotational crops similar to metabolism
in primary crops?

No, parent, 5-OH-dicamba and DCSA identified in the rota-
tional crops. DCSA identified in soil.

Processed commodities

Not provided and not required.

Residue pattern in processed commodities similar to | Not applicable
pattern in raw commodities?
Plant residue definition for monitoring Dicamba

(Regulation n°2015/845)

Plant residue definition for risk assessment

Dicamba + 5-OH-dicamba, free and conjugated
(EFSA 2011)*

Conversion factor from enforcement to RA

None

* If no EFSA proposal is available, a proposal should be made by the applicant/zZRMS.
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7.2.2.5 Nature of residues in livestock (KCA 6.2.2-6.2.5)

Available data

No new data submitted in the framework of this application.

Table 7.2-7: Summary of animal metabolism studies
Application details Sample details
Group Species La.b.el N? of Rate Duration |Commodity | Time of | Reference
position | animal
(mg/kg bw/d) (days) Samp-
ling
EU data
Lactating |Cow [phenyl- |1 2.2 5 Milk twice DAR, 2007
ruminants U)- daily Oehler, D. D;
H4C)- Uri twi Ivie, G. W.
dicamba rne dw.llc N 1980
Y |SAN837/5145
Faeces daily
Tissues at
sacrifice
Goats [phenyl- |3 Goat A-10mg |4 Milk twice DAR, 2007
(U)- [phenyl-(U)-'4C]- daily I 1994
Q- dicamba/kg feed . . SAN837/5286
. Urine and | twice
dicamba Goat B — 1000 mg » dail
[phenyl-(U)-1C]- aeces aily
dicamba/kg feed Tissues at
Goat C - control sacrifice
Laying Hens [phenyl- |3x4 Group A — 1 - Excreta daily DAR, 2007
poultry U)- mg/kg bw - 1983
Q- Group B - 100 Tissues at SAN837/5254
dicamba mg/kg bw sacrifice
Group C -1
mg/kg bw
(ntravenous
injection)
Hens [phenyl- | 8 Group A —0.6 4 Eggs daily DAR, 2007
U)- mg/kg bw Nietschmann,
"Cl- Group B — 30 Excreta daily Il 094
dicamba mg/kg bw SAN837/5285
Tissues at
sacrifice

Summary of plant metabolism studies reported in the EU

Metabolism in animals was considered in cow, goat and poultry, using 14C-dicamba. The transfer in fat,
milk and eggs was limited, the highest TRRs being observed in kidney and liver. Dicamba (free and con-
jugated) was by far the major compound identified in all animal matrices, accounting for more than 50 %
of the TRR. In addition, DCSA was also observed in ruminants, but only in kidney and liver, up to 21 %
of the TRR. 5-OH-dicamba was not detected in animal matrices, except in urine and excreta, but at insig-
nificant levels and proportions (< 0.01 % TRR). Having regard to the high levels of 5-OH-dicamba in
grass, and consequently its significant intake by ruminants (c.a. 1.5 mg/kg bw/day), the PRAPeR TC 50
meeting of experts discussed whether a specific metabolism study using this metabolite needs to be re-




DNT-1620D-R-CPd / EVRITELL 162 OD Page 22 /83
Part B — Section 7 - Core Assessment Template for chemical PPP
Applicant version Version January 2024

quired. The experts were of the opinion that a similar pathway to the parent is expected for 5-OH-
dicamba, this metabolite being probably more extensively excreted than the parent compound since it is
more polar. This assertion is supported by the results of the cow feeding study conducted with 5-OH-
dicamba, where this metabolite was almost not detected in any matrices, except in kidney, at the SN dose
rate. It was therefore concluded that a specific ruminant metabolism study should not be required for 5-
OH-dicamba. Finally, dicamba and its salts (free and conjugates) was proposed to define the residue for
monitoring, and MRLs were derived for ruminant products from the feeding study conducted with the
parent dicamba. For risk assessment, considering the lower ADI of 0.01 mg/kg bw/day proposed for the
metabolite DCSA when compared to the parent compound (see section 2), the PRAPeR TC 50 meeting of
experts proposed to define the residue as parent dicamba and DCSA (free and conjugates). However, after
the meeting, the consumer risk assessment conducted for DCSA, taking into account the expected residue
levels in kidney and liver, showed highest intakes below 0.2 % of the ADI. Having regard to the very low
contribution of the DCSA metabolite to the consumer exposure and considering that the animal intake
will not be increased if additional uses are envisaged, EFSA is of the opinion that the residue definition
for risk assessment should be limited to the parent dicamba only.

Conclusion on metabolism in livestock

The detailed studies about metabolism in livestock are presented in Draft Assessment Report (DAR) for
dicamba (February 2007 — Annex B7), and additional studies are not regarded as necessary.

7.2.2.6 Conclusion on the nature of residues in commodities of animal origin
(KCA 6.7.1)
Table 7.2-8: Summary on the nature of residues in commodities of animal origin
Endpoints
Animals covered Cow, goat and hens
Time needed to reach a plateau Milk: c.a. 20 days
concentration

Animal residue definition for monitoring Dicamba and its salts and conjugated dicamba expressed as dicamba
(Regulation n°2015/845)

Animal residue definition for risk Dicamba (free and conjugated) (EFSA 2011)*
assessment

Conversion factor Not applicable

Metabolism in rat and ruminant similar Yes

Fat soluble residue No

* If no EFSA proposal is available, a proposal should be made by the applicant/zRMS.
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7.2.3 Magnitude of residues in plants (KCA 6.3)

7.2.3.1 Summary of European data and new data supporting the intended uses

New studies on the magnitude of residue have been submitted by the applicant in the framework of this application. These studies are summarized in the Table be-
low. The detailed assessment of these studies is presented in Appendix 2.

Table 7.2-9: Summary of EU reported and new data supporting the intended uses of DNT-1620D-R-CPd and conformity to existing MRL
Residue Evaluation
zone (N- | - Unrounded | Current | \ o,
. EU, S- . STMR HR OECD calcu- | EUMRL .
Commodity Source Residue levels (mg/kg) pliance
EU,EU, | \ . . (mg/kg) (mg/kg) | lator MRL | (mg/kg)
outside E = according to enforcement residue definition (mg/kg) B
EU) RA = according to risk assessment residue definition gke
Maize grain | New trials N-EU Trials GAP: 1 x 0.110 kg as/ha, BBCH 16, outdoor N/A
4 x<0.01
Overall N-EU 4 x <0.01 0.01 0.01 0.01 0.5 Yes
supporting
data for cGAP
Maize straw | New trials N-EU Trials GAP: 1 x 0.110 kg as/ha, BBCH 16, outdoor N/A
3x<0.01,0.03
Overall N-EU 3x<0.01,0.03 0.01 0.03 - - -
supporting
data for cGAP

* Source of EU MRL: Reg. (EU) 2015/845
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7.2.3.2 Conclusion on the magnitude of residues in plants

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

The data submitted show that no exceedance of the MRL will occur.
The uses are considered acceptable.

7.2.4 Magnitude of residues in livestock
7.2.4.1 Dietary burden calculation
Table 7.2-10: Input values for the dietary burden calculation using Animal model 2017
(considering the intended uses)
Median dietary burden Maximum dietary burden
Feed Commodity Input value Comment Input value Comment
(mg/kg) (mg/kg)
Sum of dicamba and 5-OH-dicamba, free and conjugated, expressed as dicamba
Corn, field grain 0.01 STMR -
Corn, pop grain 0.01 STMR -
Corn, field milled by-pdts |0.01 STMR x PF* -
Corn, field hominy meal 0.01 STMR x PF* -
Corn, field gluten feed 0.01 STMR x PF* -
Corn, field gluten meal 0.01 STMR x PF* -
Distiller’s grain 0.01 STMR x PF* -
Corn, field stover 0.01 STMR 0.03 HR
Corn, pop stover 0.01 STMR 0.03 HR

*STMR residue maize grain and stover (Table 7.2-11),), PF = 1 (default PF waived in case residues in RAC <LOQ) (Animal
model 2017 xls)

Table 7.2-11: Results of the dietary burden calculation
Animal species Median Maximum Highest contributing Max dietary | Trigger
dietary burden dietary burden commodity burden exceeded
(mg/kg bw/d) | (mg/kg bw/d) (mg/kg DM) | (Y/N)

Sum of dicamba and 5-OH-dicamba, free and conjugated, expressed as dicamba

Beef cattle* 0.0004 0.001 Corn, field stover 0.02 N
Dairy cattle* 0.0005 0.001 Corn, field stover 0.02 N
Ram/ewe 0.0004 0.001 Corn, field gluten feed 0.00 N
Lamb 0.0005 0.001 Corn, field gluten feed 0.01 N
Breeding swine 0.000 0.000 Corn, field stover 0.02 N
Finishing swine* 0.000 0.000 Corn, field milled by pdts |0.01 N
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Animal species Median Maximum Highest contributing Max dietary | Trigger
dietary burden dietary burden commodity burden exceeded
(mg/kg bw/d) | (mg/kg bw/d) (mg/kg DM) | (Y/N)

Broiler poultry 0.001 0.001 Corn, field milled bypdts |0.01 N

Layer poultry* 0.001 0.001 Corn, field milled bypdts |0.01 N

Turkey 0.001 0.001 Corn, field milled bypdts |0.01 N

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

7.2.4.2 Livestock feeding studies (KCA 6.4.1-6.4.3)

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

Animals are not exposed to residues via feed above the trigger value established in Reg. (EC) No

1107/2009, above 0.004 mg/kg. Therefore livestock feeding studies are not required.

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

No further studies has been performed. Dicamba residue levels in maize grain are below 0.01 mg/kg.

Therefore magnitude of residues in processed commodities are not requires.

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 Blad! Nie mozna odnalez¢ zrédia odwo-

lania.), no study dealing with magnitude of residues in succeeding crops is needed.

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

The available data for the active substance sufficiently address aspects of the residue situation that might
arise from the use of EVRITELL 162 OD. Therefore, other special studies are not needed.

Maize is not melliferous plant according to SANTE/11956/2016 rev. 9 and is not foraged by bees, there-
fore residue in honey study is not required.
7.2.8 Estimation of exposure through diet and other means (KCA 6.9)

Toxicological reference values relevant for dietary risk assessment are reported in the summary of the
evaluation (see 7.1.2).
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7.2.8.1 Input values for the consumer risk assessment
Table 7.2-12: Input values for the consumer risk assessment

Chronic risk assessment Acute risk assessment

Commaodity Input value Comment Input value Comment
(mg/kg) (mg/kg)
Sum of dicamba and 5-OH-dicamba, free and conjugated, expressed as dicamba
Maize 005 EU MRL (In force 0.05 EU MRL (In force
0.5 MRL according to MRL according to Reg.
Reg. (EU) 2015/845) (EU) 2015/845)
All other commodities various - -
7.2.8.2 Conclusion on consumer risk assessment
Extensive calculation sheets are presented in Appendix 3.
Table 7.2-13: Consumer risk assessment
Normal mode Refined mode

TMDI (% ADI) according to EF-
SA PRIMo rev. 3.1

19 % (based on GEMS/Food G11)

1 % (based on NL toddler)

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

TMDI values do not exceed ADI
therefore IEDI calculations are not
required.

TMDI values do not exceed ADI
therefore IEDI calculations are not
required.

IESTI (% AR{D) according to
EFSA PRIMo rev. 3.1%*

Unprocessed commodities:
Asparagus: 32 % (children)
Soyabeans: 18 % (adults)

Processed commodities:
Soyabeans/soya drink: 14% (children)
Barley/beer: 17% (adults)

Unprocessed commodities:
Maize/corn: 1 % (children)
Maize/corn: 0.4 % (adults)

Processed commodities:
Maize/oil: 4% (children)
Maize/oil: 2% (adults)

NTMDI (% ADI) **

Not necessary

Not necessary

NEDI (% ADI)**

Not necessary

Not necessary

NESTI (% AR{D) **

Not required

Not required

*

**  jf national model is available

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

The proposed uses of dicamba in the formulation EVRITELL 162 OD do not represent unacceptable
acute and chronic risks for the consumer.

7.3 Nicosulfuron

General data on nicosulfuron are summarized in the table below

Table 7.3-1:

General information on nicosulfuron

Active substance (ISO Common Name)

Nicosulfuron




DNT-1620D-R-CPd / EVRITELL 162 OD
Part B — Section 7 - Core Assessment
Applicant version

Page 27 /83
Template for chemical PPP
Version January 2024

IUPAC

2-[(4,6-dimethoxypyrimidin-2-ylcarbamoyl)sulfamoyl]-N, N-
dimethylnicotinamide

Chemical structure

CON(CHz), OCH;

A\

N
SONH. _NH—
\ / \E%N_

N
OCH;
Molecular formula C15H18N6OsS
Molar mass 410.4 g/mol
Chemical group Sulfonylurea

Mode of action (if available)

Selective, systemic absorbed by foliage and roots and trans-
located. Inhibits plant amino acid synthesis - acetohydroxy-
acid synthase AHAS

Systemic Yes

Company (ies) ISK Biosciences Europe S.A.*
Rapporteur Member State (RMS) LV

Approval status Approved

Date of (01/01/2009) and reference to decision (COMMIS-
SION DIRECTIVE 2008/40/EC)
https://eur-lex.europa.cu/legal-
content/EN/TXT/PDF/?uri=CELEX:32008L.0040& from=EN

Restriction see COMMISSION DIRECTIVE 2008/40/EC

Review Report SANCO/3780/07 —rev. 1
22/01/2008

Current MRL regulation COMMISSION REGULATION (EU) No 617/2014 of 3
June 2014

Peer review of MRLs according to Article 12 of Reg | No

No 396/2005 EC performed

EFSA Journal : Conclusion on the peer review Yes**

EFSA Journal: conclusion on article 12 No**

Current MRL applications on intended uses

Reasoned opinion available (EFSA Journal
2012;10(12):3048)

* Notifier in the EU process to whom the a.s. belong(s)

**  Ifyes: EFSA, 2007 - see list of references

7.3.1 Stability of Residues (KCA 6.1)

7.3.1.1 Stability of residues during storage of samples

Available data

No new data submitted in the framework of this application.
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Table 7.3-2: Summary of stability data achieved at <- 18°C (unless stated otherwise)

Matrix Characterlst}cs of the Acceptable Max1.mum Reference
matrix Storage duration

Data relied on in EU

Plant products

Maize High protein/high starch 9 months Schulz, M. Ullrich-Mitzel,

content (dry) A., 1995c, Report no.
304762

Summary of storage stability studies reported in the EU

The data supplied in the storage stability study demonstrated that residues of nicosulfuron are stable for at
least 9 months which is sufficient to cover the storage period of the residue trials.

Conclusion on stability of residues during storage

All data on the stability of residues are active substance data, are presented in Draft Assessment Report
(DAR) for nicosulfuron (November 2005) and were evaluated in the EU review of nicosulfuron.
No further review is required.

7.3.1.2 Stability of residues in sample extracts (KCA 6.1)

Available data

In new residue studies, for Nicosulfuron, after extraction, extracts were stored frozen and analysed after
maximum 2 days for grain and 4 days for straw.
For details please refer to Section BS5.

Conclusion on stability of residues in sample extracts

The stability of the analyte(s) in the final extracts was sufficiently proven according to the SAN-
TE/2020/12830, Rev.1 guideline, as mean recoveries in the fortified samples were within the range 70-
120%, measured against freshly prepared standards. Results of storage stability of extracts showed a good
stability of Nicosulfuron residues in dry commodities (grain and straw) for up to 5 days of frozen storage.

7.3.2 Nature of residues in plants, livestock and processed commodities

7.3.2.1 Nature of residue in primary crops (KCA 6.2.1)

Available data

No new data submitted in the framework of this application.
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Table 7.3-3: Summary of plant metabolism studies
Application and sampling details
Crop Group Crop Lab:l posi- Method, Rate No |Sampling | Remarks Reference
ion
For G (a) |(kg (DAT)
a.s./ha)
EU data
Cereals Maize [5, 14C- G 0.060 (N) |1 0 - Schanné C.,
pyrimidinyl] and 5N 14 1991a, re-
nicosulfuron 30 port no.
60 274173
102
[2, 14C- Mamouni
pyridyl] A., 1995a,
report no.
272158

Summary of plant metabolism studies reported in the EU

Metabolism of nicosulfuron was studied in maize. Two studies, one for pyridyl- and one for pyrimidinyl-
labelled nicosulfuron are available for maize grown in soil. The field rate (N) and 5N application rates
were used, with a 4% SC formulation and direct foliar application.

In the pyrimidinyl study, a few hours after application a considerable amount of metabolism had already
occurred. Nicosulfuron was present at 24 % TRR (0.69 mg/kg) and metabolite HMUD 4 % TRR (0.11
mg/kg). At the 60 day time interval the TRR was low with only 0.06 mg/kg in the straw and only 0.003
mg/kg in the grain and the metabolite profile has changed considerably. The metabolites identified were
not present initially. Nicosulfuron was still the most significant residue at 52 % TRR (0.029 mg/kg),
and metabolites identified were DMPU 5.9 % TRR (0.003 mg/kg) and ADMP 5.5 % TRR (0.003 mg/kg).
The other two metabolites were M1 and M5, with M1 being the most significant at 13% TRR (0.007
mg/kg). At the 102 day harvest point the residue profile was very similar to the 60 day harvest; however
some slight increases in metabolite levels were noted which is deemed a result of a decrease in water
content.

In the pyridyl labelled study, immediately after application nicosulfuron was the predominant residue
at 51 % TRR (0.79 mg/kg). Six metabolite fractions were characterised and three identified as AUSN
20.4 % TRR (0.32 mg/kg), HMUD 3.6 % TRR (0.056 mg/kg) and ASDM 17.3 % TRR (0.27 mg/kg).
AUSN and ASDM were not identified in the pyrimidinyl study since cleavage of the ring structures
has occurred. The only other significant metabolite fraction present was M1 at 1.6 % TRR (0.025 mg/kg).
At day 60 the TRR had decreased to 0.05 mg/kg in the straw and 0.001 mg/kg in the grain, and the same
fractions and compounds were characterised as at the 0 day sampling interval. Nicosulfuron was still pre-
sent at 41% TRR (0.024 mg/kg), AUSN 13.5 % TRR (0.008 mg/kg), ASDM 16.7 % TRR (0.01 mg/kg.)
and HMUD 0.1 % TRR (0.001 mg/kg). No other metabolites were present at significant levels. At the 102
day interval it would appear that the M1 metabolite fraction had increased from 0.1 % TRR to 29 % TRR.
Further work was undertaken to clarify how metabolite M1 was formed, the reason for the significant
difference in levels of M1 found between the day 60 and day 102 interval is still unknown. However,
M1 was shown to be a fraction of metabolites (partially conjugates of parent and ASDM) rather than one
single metabolite and individual residues are generally low.

Based on the metabolism and residue data submitted for maize, residues in this crop should be defined as
nicosulfuron.

Conclusion on metabolism in primary crops

All metabolism data are active substance data, are presented in Draft Assessment Report (DAR) for nico-
sulfuron (November 2005) and were evaluated in the EU review of metazachlor.
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Additional studies are not regarded as necessary.

7.3.2.2 Nature of residue in rotational crops (KCA 6.6.1)

Available data

No new data submitted in the framework of this application.

Summary of plant metabolism studies reported in the EU

The DTso in soil from field studies is 63 days therefore at 100 days there will be greater than 10 %
of substance remaining in the soil. However, the main concern was that metabolites ADMP and ASDM
have a similar toxicity to nicosulfuron, and that at least ASDM is medium to high persistent in soil.
Nevertheless, lysimeter studies indicated low uptake by cereal plants (TRR <0.01 mg/kg). Moreover
the phytotoxic effect of nicosulfuron and its soil metabolites on dicot plants leads to a self-limitation in
the re-planting period. So were after a plant back interval of 27 to 30 days marked phytotoxic effects
observed in following crops while residues of nicosulfuron, ADMP and ASDM in the soil were found to
be below the LOQ (0.01 mg/kg). Thus other crops than cereals could not be grown until the following
spring at which time residues in soil of nicosulfuron and relevant metabolites have decreased to <0.001
mg/kg. It can be concluded that at this level in soil no significant residues will occur in rotational crops.

Conclusion on metabolism in rotational crops

All metabolism data are active substance data, are presented in Draft Assessment Report (DAR) for nico-
sulfuron (November 2005) and were evaluated in the EU review of nicosulfuron.

Additional studies are not regarded as necessary.

7.3.2.3 Nature of residues in processed commodities (KCA 6.5.1)

According to requirements of Reg (EU) No 283/2013 studies on the nature of residues in processing shall
be provided where residues in products of plant or animal origin subject to processing may occur
at a level of or higher than 0.01 mg/kg. Submitted residue studies indicated that residues of nicosulfuron
in maize grain are below 0.01 mg/kg. Therefore studies on the nature of residues in processing are not
required.

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

Table 7.3-4: Summary of the nature of residues in commodities of plant origin

Endpoints

Plant groups covered Cereals (maize)

Rotational crops covered Not required. Lysimeter studies indicated low uptake by

cereal plants (TRR <0.01 mg/kg) and the phytotoxic effect
of nicosulfuron and its soil metabolites on dicot plants leads
to a self-limitation in the re-planting period

Metabolism in rotational crops similar to metabolism | Not applicable
in primary crops?

Processed commodities No data supplied or required
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Residue pattern in processed commodities similar to | Not applicable
pattern in raw commodities?

Plant residue definition for monitoring Nicosulfuron (Regulation n°617/2014) *
Plant residue definition for risk assessment Nicosulfuron (EFSA 2007)*
Conversion factor from enforcement to RA None

* If no EFSA proposal is available, a proposal should be made by the applicant/zZRMS.

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

Available data

No new data submitted in the framework of this application.

Table 7.3-5: Summary of animal metabolism studies
Application details Sample details
Group |Species | Label position aljl?n(:zfl Rate Duration | Commodity Time of | Reference
(mg/kg (days) samp-
bw/d) ling
EU data
Lactating |Goat |["*C]nicosulfuron |1 8.3 3 Milk twice ||
ruminants (Pyridine) daily 1995a,
Urine and faeces | daily 358323
Tissues at -
[**C]nicosulfuron 8.64 sacrifice | 1995b,
Pyrimidi RCC
(Pyrimidin) 358312

Summary of animal metabolism studies reported in the EU

Intakes of nicosulfuron by domestic animals will not be significant and these metabolism studies were not
necessary as detailed in Directive 96/68/EC. However, livestock metabolism data with lactating goats
were evaluated and reported by RMS in the DAR for future reference.

The majority of radioactivity was rapidly excreted and identifiable residues were produced in the high
dose level studies. In the more appropriate dose level study no significant residues were detected in edible
tissues and organs (<0.001 mg/kg).

Conclusion on metabolism in livestock

All metabolism data are active substance data, are presented in Draft Assessment Report (DAR) for nico-
sulfuron (November 2005) and were evaluated in the EU review of nicosulfuron.

Additional studies are not regarded as necessary.
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7.3.2.6 Conclusion on the nature of residues in commodities of animal origin
(KCA 6.7.1)
Table 7.3-6: Summary on the nature of residues in commodities of animal origin
Endpoints
Animals covered Ruminants
Time needed to reach a plateau Unable to assess due to low total radioactive residues.
concentration

Animal residue definition for monitoring Unable to propose, however intakes are not significant
(<0.1 mg/kg diet). (EFSA 2007)*

Animal residue definition for risk Unable to propose, however intakes are not significant
assessment (<0.1 mg/kg diet). (EFSA 2007)*

Conversion factor None

Metabolism in rat and ruminant similar Yes

Fat soluble residue: (yes/no) No

* If no EFSA proposal is available, a proposal should be made by the applicant/zZRMS.
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7.3.3

Magnitude of residues in plants (KCA 6.3)

7.3.3.1 Summary of European data and new data supporting the intended uses

New studies on the magnitude of residue have been submitted by the applicant in the framework of this application. These studies are summarized in the Table be-
low. The detailed assessment of these studies is presented in Appendix 2.

Table 7.3-7: Summary of EU reported and new data supporting the intended uses of DNT-1620D-R-CPd and conformity to existing MRL

Residue Evaluation
zone (N- | - Unrounded | Current | \ o,
. EU, S- . STMR HR OECD calcu- | EUMRL .
Commodity Source Residue levels (mg/kg) pliance
EU,EU, | \ . . (mg/kg) (mg/kg) | lator MRL | (mg/kg)
outside E = according to enforcement residue definition (mg/kg) B
EU) RA = according to risk assessment residue definition gke
Maize grain | New trials N-EU Trials GAP: 1 x 0.04 kg as/ha, BBCH 16, outdoor N/A
4 x<0.01
Overall N-EU 4 x<0.01 0.01 0.01 0.01 0.01%* Yes/No
supporting
data for cGAP
Maize straw | New trials N-EU Trials GAP: 1 x 0.04 kg as/ha, BBCH 16, outdoor N/A
4 x <0.01
Overall N-EU 4 x<0.01 0.01 0.01 - - -
supporting
data for cGAP

* Source of EU MRL: Reg. (EU) No 617/2014
Due to the lack of confirmatory analytical data for enforcement in dry commodities, only a tentative MRL was adopted
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7.3.3.2 Conclusion on the magnitude of residues in plants

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

The data submitted show that no exceedance of the MRL will occur.
The uses are considered acceptable.

7.3.4 Magnitude of residues in livestock
7.3.4.1 Dietary burden calculation
Table 7.3-8: Input values for the dietary burden calculation using Animal model 2017
(considering the intended uses)
Median dietary burden Maximum dietary burden
Feed Commodity Input value Comment Input value Comment
(mg/kg) (mg/kg)
Nicosulfuron
Corn, field grain 0.01 STMR -
Corn, pop grain 0.01 STMR -
Corn, field milled by-pdts |0.01 STMR x PF -
Corn, field hominy meal 0.01 STMR x PF -
Corn, field gluten feed 0.01 STMR x PF -
Corn, field gluten meal 0.01 STMR x PF -
Distiller’s grain 0.01 STMR x PF -
Corn, field stover 0.01 STMR 0.01 HR
Corn, pop stover 0.01 STMR 0.01 HR

*STMR residue maize grain and stover (Table 7.3-9),), PF = 1 (default PF waived in case residues in RAC <LOQ) (Animal
model 2017 xls)

Table 7.3-9: Results of the dietary burden calculation

Animal species Median Maximum Highest contributing Max dietary Trigger

dietary burden dietary bur- commodity burden (mg/kg | exceeded
(mg/kg bw/d) den DM) (Y/N)
(mg/kg bw/d)
Nicosulfuron
Beef cattle* 0.0004 0.000 Corn, field gluten feed |0.02 N
Dairy cattle* 0.0005 0.001 Corn, field gluten feed |[0.01 N
Ram/ewe 0.0004 0.001 Corn, field gluten feed |0.02 N
Lamb 0.0005 0.001 Corn, field gluten feed |0.02 N
Breeding swine 0.000 0.000 Corn, field milled by- [0.01 N
pdts
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Animal species Median Maximum Highest contributing Max dietary Trigger
dietary burden | dietary bur- commodity burden (mg/kg | exceeded
(mg/kg bw/d) den DM) (Y/N)
(mg/kg bw/d)
Finishing swine* 0.001 0.001 Corn, field milled by- |0.01 N
pdts
Broiler poultry 0.001 0.001 Corn, field milled 0.01 N
bypdts
Layer poultry* 0.001 0.001 Corn, field milled 0.01 N
bypdts
Turkey 0.001 0.001 Corn, field milled 0.01 N
bypdts

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

7.3.4.2 Livestock feeding studies (KCA 6.4.1-6.4.3)

No new data were submitted in the framework of this application.
Animals are not exposed to residues via feed above the trigger value established in Reg. (EC) No

1107/2009, above 0.004 mg/kg. Therefore livestock feeding studies are not required.

7.3.5 Magnitude of residues in processed commodities (Industrial Processing

and/or Household Preparation) (KCA 6.5.2-6.5.3)
No further studies has been performed. Nicosulfuron residue levels in maize grain are below 0.01 mg/kg.

Therefore magnitude of residues in processed commodities are not requires.

7.3.6 Magnitude of residues in representative succeeding crops

The crops under consideration can be grown in rotation.
Considering available data dealing with nature of residues (see Blad! Nie mozna odnalez¢ Zrédla odwo-

lania.), no study dealing with magnitude of residues in succeeding crops is needed.

7.3.7 Other / special studies (KCA6.10, 6.10.1)
The available data for the active substance sufficiently address aspects of the residue situation that might
arise from the use of EVRITELL 162 OD. Therefore, other special studies are not needed.

Maize is not melliferous plant according to SANTE/11956/2016 rev. 9 and is not foraged by bees, there-
fore residue in honey study is not required.

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

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

As ARfD was not deemed necessary, acute risk assessment is not relevant.
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7.3.8.1 Input values for the consumer risk assessment
Table 7.3-10: Input values for the consumer risk assessment
Chronic risk assessment Acute risk assessment
Commaodity Input value Comment Input value Comment
(mg/kg) (mg/kg)
Nicosulfuron
Maize 0.01 EU MRL (In force MRL Not relevant
according to Reg. (EU) No
617/2014)

All other commodities various All other commodities
7.3.8.2 Conclusion on consumer risk assessment
Extensive calculation sheets are presented in Appendix 3.
Table 7.3-11: Consumer risk assessment

Normal mode Refined mode
TMDI (% ADI) according to EF- [0.1 % (based on NL toddler) 0.0 % (based on NL toddler)
SA PRIMo rev.3.1
IEDI (% ADI) according to EFSA | TMDI values do not exceed ADI TMDI values do not exceed ADI
PRIMo rev.3.1 therefore IEDI calculations are not therefore IEDI calculations are not

required. required.
IESTI (% ARf{D) according to As ARfD was not deemed necessary, acute risk assessment is not relevant.
EFSA PRIMo*
NTMDI (% ADI) ** Not necessary Not necessary
NEDI (% ADI)** Not necessary Not necessary
NESTI (% ARfD) ** Not necessary Not required

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

The proposed uses of nicosulfuron in the formulation EVRITELL 162 OD do not represent unacceptable
acute and chronic risks for the consumer.

7.4 Thifensulfuron methyl

General data on Thifensulfuron methyl are summarized in the table below

Table 7.4-1:  General information on Thifensulfuron methyl

Active substance (ISO Common Name) Thifensulfuron-methyl

IUPAC methyl 3-(4-methoxy-6-methyl-1,3,5-triazin-2-
ylcarbamoylsulfamoyl)thiophene-2-carboxylate
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Chemical structure OCHz
0 N _<
I
S0Oz;NHCN H4< O N
/ \ v
CH;

S CO,CH;

Molecular formula

C12H13N506S:

Molar mass

387.39 g/mol

Chemical group

Sulfonylurea herbicide; Triazinylsulfonylurea herbicide

Mode of action (if available)

5

hosi o A gl HAS

Selective, absorbed through foliage, stems and roots and
translocated throughout the plant. Inhibits plant amino
acid synthesis - acetohydroxyacid synthase AHAS.

Systemic

Yes

Company (ies)

Du Pont de Nemours and EU TSM AIR2 Task Force
(Rotam Agrochemical Europe Ltd. and Cheminova AS) *

Rapporteur Member State (RMS)

FR

Approval status

Approved
Date of (01/07/2002) and reference to decision (Commis-
sion Directive 2001/99/EC of 20 November 2001)

Restriction -
Review Report SANTE/10150/2016 rev. 2
12 July 2016
Current MRL regulation Regulation (EU) No 617/2014
Peer review of MRLs according to Article 12 of Reg No |Yes
396/2005 EC performed
EFSA Journal : Conclusion on the peer review Yes**
EFSA Journal: conclusion on article 12 Yes**

Current MRL applications on intended uses

* Notifier in the EU process to whom the a.s. belong(s)
**  Ifyes: EFSA, 2015 - see list of references

7.4.1

7.4.1.1

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.
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Table 7.4-2: Summary of stability data achieved at < - 20°C (unless stated otherwise)

Matrix Characterlst}cs of the Acceptable Max1.mum Reference
matrix Storage duration

Data relied on in EU

Plant products

Wheat grain High starch content 42 months RMS, 2014

Corn High starch content 24 months

Wheat grain High starch content 12 months* RMS, 2014

Sadgrove, L., 2012,
Wheat straw Dry PII0018
Wheat plant High water

*Applies to Thifensulfuron-methyl and the metabolites IN-L9225 and IN-V7160. For IN-A4098, stability was only demonstrated
for 3 months for grain and 6 months for sugar beet roots / tops.

Conclusion on stability of residues during storage

In the framework of the peer review, storage stability of Thifensufuron-methyl was demonstrated for a
period of 42 months and 24 months at -20 °C in dry commodities - wheat grain and corn respectively
(France, 1996). This study was not reported in detail and it appears that the storage stability of Thifensu-
furon-methyl in wheat straw was not investigated. However, on the basis of the storage data for wheat
grain and corn, extrapolation to wheat straw is possible.

IN-A4098 is a triazine-amine metabolite that is common to several active ingredients. A recent public
EFSA conclusion on the active tribenuron-methyl concluded that IN-A4098 was stable for 18 months in
all commodity categories (the ‘varied’ matrices: wheat forage, hay, sunflower seeds, dried beans, wheat
grain and orange (Tribenuron methyl, RAR Volume 3, Annex B.7, April 2017)).

7.4.1.2 Stability of residues in sample extracts (KCA 6.1)

Available data

In new residue studies for thifensulfuron-methyl and triazine amine IN-A4098, after extraction, extracts
were stored frozen and analysed after maximum 2 days for grain and 4 days for straw.
For details please refer to Section BS.

Conclusion on stability of residues in sample extracts

The stability of the analyte(s) in the final extracts was sufficiently proven according to the SAN-
TE/2020/12830, Rev.1 guideline, as mean recoveries in the fortified samples were within the range 70-
120%, measured against freshly prepared standards. Results of storage stability of extracts showed a good
stability of thifensulfuron-methyl and triazine amine IN-A4098 residues in dry commodities (grain and
straw) for up to 5 days of frozen storage.

7.4.2 Nature of residues in plants, livestock and processed commodities

7.4.2.1 Nature of residue in primary crops (KCA 6.2.1)

Available data

No new data submitted in the framework of this application.
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Table 7.4-3:

Summary of plant metabolism studies

Application and sampling details

Crop Group Crop Label position | Method, |Rate No |Sampling | Remarks | Reference
For G (kg (DAT)
(a) a.s./ha)
EU data
Pulses and soybean | [triazine-2- F l6g 1 |0 - RMS 2014
oilseeds 14C]Thifensulfuron- a.s./ha 7 Brattsten
methyl and 8 g 30 L.B..
a.s./ha (1987),
including AMR 547-
a 86
surfactant
(0.25%
X-77)
soybean |[thiophene-2- G l6g 1 |0 - RMS 2014
14C]Thifensulfuron- a.s./ha 7 Brown,
methyl and 8 g 30 H.M.
a.s./ha (1987),
including AMR 572-
a 86
surfactant
(0.25%
X-77)
Cereals wheat thiophene-2- *C] |F 742 ¢ 1 |0 - RMS 2014
and [triazine-2- '“C] a.s./ha 4 Cotterman
and 80 g 8 J.C.
a.s’/ha) 21 (1987),
28 AMR 794-
63 87
Steveson
LE..
(1986),
AMR 783-
87
Friedman
P.L.and
Stevenson
L.E. (1986),
AMR 498-
86
Friedman
P.L.and
Lichtner
F.T.
(1986),
AMR 513-
86
corn thiophene-2- *C] |F 363 ¢ 1 |0 - RMS 2014
and [triazine-2- *C] a.s./ha 3 Wittenbach
and39 g 10 V.A.
a.s’ha 30 (1987),
72 AMR 532-
113 86
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Summary of plant metabolism studies reported in the EU

Metabolism of thifensulfuron-methyl in wheat, maize and soybean was similar, yielding the same degra-
dation compounds. Most of the radioactivity was recovered in the leaves with the residues in the grain or
seeds being low and therefore not further identified (< 0.01 — 0.036 mg/kg). In the leafy crop parts, parent
underwent deesterification to form thifensulfuron acid (IN-L9225), a major residue in the tested commod-
ities at harvest (10-16% TRR in wheat straw; 28-31% TRR in soybean leaves). Moreover hydrolysis of
the triazinylsulfonylurea structure led to the two groups of thiophene ring structured metabolites (e.g. 2-
acid-3 sulfonamide (IN-L9223), 59% TRR in maize straw) and triazine ring structured metabolites such
as O-demethyl triazine amine (IN-B5528) (11% TRR in soybean leaves, 50% TRR in maize straw) and
triazine amine (IN-A4098) (13% TRR in soybean leaves). Thifensulfuron-methyl was present at harvest
around 11-15% TRR in wheat straw, <10% TRR in soybean leaves with surfactant use and 44% TRR in
soybean leaves without surfactant use, and was not identified in maize commodities at harvest, probably
as for the PHI investigated in maize (113 days) being much longer than for wheat (63 days) and soybean
(30 days). Residue trials with thifensulfuron-methyl were conducted in undersown crops, small grain
cereals, maize and soybean. Some of the trials (grass, alfalfa) analysed for both thifensulfuron-methyl and
thifensulfuron acid (IN 19225). Validation of the analytical methods used was sufficient as were the
storage stability data for both compounds.

Conclusion on metabolism in primary crops

Based on the available data in plants, the residue definition for risk assessment for fodder crops is pro-
posed as sum of thifensulfuron-methyl and thifensulfuron acid (IN-L9225), expressed as thifensulfuron-
methyl, and provisionally IN-A4098 to be considered separately pending the toxicological profile of this
compound to be fully addressed. The residue definition for risk assessment for other plant commodities
(food commodities) is proposed as thifensulfuron-methyl and provisionally IN-A4098 to be considered
separately pending on the toxicological profile of this compound. The plant residue definition for moni-
toring is proposed as thifensulfuron-methyl only, since fodder crops are currently not affected by MRL
setting. Metabolism data were available for two primary crop groups (cereals and pulses), and following
current guidance it is not possible to set a general residue definition.

7.4.2.2 Nature of residue in rotational crops (KCA 6.6.1)

Available data

No new data submitted in the framework of this application.

Table 7.4-4: Summary of metabolism studies in rotational crops

Application and sampling details

Crop group Crop Label position | Method,| Rate | Sowing |Harvest | Remarks| Reference

For G *| (kg intervals | [ptervals
a.s./ha) |(DAT) |(DAT)

EU data
Root and tuber | Beet [Thiophene-2- *C] |G 86-94 ¢ (30 16 - RMS
vegetables a.s./ha 29 2014
43 Hardesty
86 P.T
(1984),
ENE AR
49 256-84

101
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Pulses and Peas [Thiophene-2- *C] |G 86-94 g (30 16 -
oilseeds a.s./ha 29
43
65
120 13
27
49
Sunflowers | [Thiophene-2- “C] |G 86-94 g (30 16 -
a.s./ha 29
43
100
120 13
27
101
Cereals Wheat [triazine-2- G 36¢g - 45 - RMS
4C]Thifensulfuron- a.s./ha 75 2014
methyl Brown
AM
(1987),
AMR
582-86
[thiophene 2- 1*C] |F 33.6g |90 327 - RMS
or [triazine 2-'*C] a.s/ha |241 2014
Thifensulfuron- Ferguson
methyl EM.
(1992),
AMR
858-87

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

Summary of plant metabolism studies reported in the EU

In the rotational crops peas, beetroot, sunflower and wheat good comparability was demonstrated with the
primary crop metabolism studies as metabolites 2-acid-3-sulfonamide (IN-L9223), IN-A4098, triazine
urea (IN-V7160) and O-demethyl triazine amine (IN-B5528) were detected in plant tissues. The principal
plant metabolite was IN-A4098. The mammalian toxicology evaluation has identified that the genotoxic
potential of the metabolite IN-A4098 cannot be ruled out based on the available data (refer to Section 2).
Significant residue levels of IN-A4098 were mainly found in cereal straw and in foliage of pulses/oilseeds
in the rotational crop metabolism study, and in the rotational crop residue trials in the leafy crops. How-
ever, storage stability data on IN-A4098 showed a rapid decline of the compound in all tested matrices.

Conclusion on metabolism in rotational crops

Residues in rotational crops were studied in peas, beet root, sunflower and wheat. The primary plant
metabolism study corresponds with the residues observed in rotational crops where the majority of the
radioactivity could be attributed to incorporation into natural compounds or minor unidentified fractions.
Residues exceeding the LOQ are therefore not expected in rotational crops.

7.4.2.3 Nature of residues in processed commodities (KCA 6.5.1)

According to requirements of Reg (EU) No 283/2013 studies on the nature of residues in processing shall
be provided where residues in products of plant or animal origin subject to processing may occur
at a level of or higher than 0.01 mg/kg. Submitted residue studies indicated that residues of Thifensulfu-
ron methyl in maize grain are below 0.01 mg/kg. Therefore studies on the nature of residues in processing
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are not required.

7.4.2.4 Conclusion on the nature of residues in commodities of plant origin
(KCA 6.7.1)
Table 7.4-5: Summary of the nature of residues in commodities of plant origin
Endpoints
Plant groups covered Foliar treatment — cereals (wheat and maize) and oilseed
(soybean)
Rotational crops covered Beet root, sunflower, pea and wheat

Metabolism in rotational crops similar to metabolism | Yes, the metabolites identified in primary crops and rotational
in primary crops? crops are in a high degree the same. Metabolites found in
rotational crops but not in the primary crop are only found in
minor amounts and evaluated to be of no toxicological
significance.

Processed commodities Not required as residues are

Residue pattern in processed commodities similar to | Not relevant
pattern in raw commodities?

Plant residue definition for monitoring For oilseeds and cereals (weed-control use): Thifensulfuron-
methyl (parent only) Although currently no EU MRLs are set
for feed commodities, for possible future applicability it is
proposed for animal feed items (grass / alfalfa): Sum of
thifensulfuron-methyl and thifensulfuron acid (IN-L9225),
expressed as thifensulfuron-methy (Reg. (EU) No 617/2014)

kek

Plant residue definition for risk assessment For oilseeds and cereals (weed-control use): Thifensulfuron-
methyl and provisionally triazine amine (IN-A4098) For
Animal feed items (grass / alfalfa): Sum of thifensulfuron-
methyl and thifensulfuron acid (IN-L9225), expressed as
thifensulfuron-methyl and provisionally triazine amine (IN-
A4098) (EFSA 2015)***

Conversion factor from enforcement to RA None

** A more recent proposal by EFSA may be provided as additional information (EFSA RO XXXX).
***  Ifno EFSA proposal is available, a proposal should be made by the applicant/zZRMS.

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

Available data

No new data submitted in the framework of this application.

Table 7.4-6: Summary of animal metabolism studies
Application details Sample details
Group |Species| Label position aljl?n?:l Rate Duration | Commodity Time of | Reference
(mg/kg (days) samp-
bw/d) ling

EU data
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Lactating |Goat |[thiophene- 2- 1*C] |2 50 mg 7 Milk twice  |RMS, 2014;
ruminants and (gelatine daily - 1986,
[triazine-2- capsule) . . AMR 326-
14C]Thifensulfuron- that was grel:;and daily 85
methyl equivalent
to 28 ppm Tissues at
in the diet sacrifice
Laying Hens |[thiophene- 2- “C] |5 0.05 mg/kg |14 and 5 |Eggs daily  |RMS, 2014;
poultry and and 50 days - 1992,
[triazine-2- mg/kg Excreta daily | AMR-2022-
14C]Thifensulfuron- Tissues of 91
methyl .
sacrifice

Summary of animal metabolism studies reported in the EU

Livestock metabolism was studied with thifensulfuron-methyl in goat and hen. Based on these data and
assuming a similar behaviour of the thifensulfuron acid (IN-L9225) in the animals, the residue definition
for risk assessment in livestock matrices was derived as sum of thifensulfuron-methyl and thifensulfuron
acid (IN-L9225), expressed as thifensulfuron-methyl, and provisionally IN-A4098 to be considered sepa-
rately pending on the toxicological profile of this compound. IN-A4098 also appeared as a livestock me-
tabolite of thifensulfuron-methyl, and therefore a livestock exposure assessment for IN-A4098 residues in
feeding stuffs is to be conducted to estimate the actual residue levels of IN-A4098 in animal commodities
from both internal and external exposure to IN-A4098.

Conclusion on metabolism in livestock

The metabolism of thifensulfuron-methyl was investigated in lactating goats dosed with 0.71 mg/kg bw
per d of thifensulfuron-methyl corresponding to approximately 25 times the maximum exposure of meat
ruminants. The study demonstrated that the transfer of residues in milk and tissues, at this rate is relative-
ly low. Thifensulfuron-methyl was the major component found in milk, muscle and tissues. Hence it was
concluded that the residue definition for risk assessment and enforcement in ruminants and swine prod-
ucts should be thifensulfuron-methyl. Detectable residues in ruminants and swine commodities are also
not expected and validated analytical methods for enforcement of the residue definition are available
with an LOQ of 0.01 mg/kg in milk, cream, meat, fat, liver, kidney and eggs.

7.4.2.6 Conclusion on the nature of residues in commodities of animal origin
(KCA 6.7.1)
Table 7.4-7: Summary on the nature of residues in commodities of animal origin
Endpoints
Animals covered Lactating goats
Laying hens
Time needed to reach a plateau 3 days in milk
concentration

5 days in eggs

Animal residue definition for monitoring Thifensulfuron-methyl (parent only) (Reg. (EU) No 617/2014) *

Animal residue definition for risk Sum of thifensulfuron-methyl and thifensulfuron acid (IN-L9225),
assessment expressed as thifensulfuron-methyl and provisionally triazine amine
(IN-A4098) (EFSA 2015)**

Conversion factor None
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Metabolism in rat and ruminant similar Yes

Fat soluble residue No

*

A more recent proposal by EFSA may be provided as additional information (EFSA RO XXXX)
If no EFSA proposal is available, a proposal should be made by the applicant/zRMS.

kk
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7.4.3 Magnitude of residues in plants (KCA 6.3)

7.4.3.1 Summary of European data and new data supporting the intended uses

New studies on the magnitude of residue have been submitted by the applicant in the framework of this application. These studies are summarized in the Table be-
low. The detailed assessment of these studies is presented in Appendix 2.

Table 7.4-8: Summary of EU reported and new data supporting the intended uses of DNT-1620D-R-CPd and conformity to existing MRL
Residue Evaluation
zone (N- | - Unrounded | Current | \ o,
. EU, S- . STMR HR OECD calcu- | EUMRL .
Commodity Source Residue levels (mg/kg) pliance
EU,EU, | \ . . (mg/kg) (mg/kg) | lator MRL | (mg/kg)
outside E = according to enforcement residue definition (mg/kg) B
EU) RA = according to risk assessment residue definition gke
Maize grain | New trials N-EU Trials GAP: 1 x 0.012 kg as/ha, BBCH 16, outdoor N/A
4 x <0.01 mg/kg
Overall N-EU 4 x <0.01 mg/kg 0.01 0.01 0.01 0.01* Yes
supporting
data for cGAP
Maize straw | New trials N-EU Trials GAP: 1 x 0.012 kg as/ha, BBCH 16, outdoor N/A
4 x <0.01 mg/kg
Overall N-EU 4 x <0.01 mg/kg 0.01 0.01 - - -
supporting
data for cGAP

* Source of EU MRL: (Reg. (EU) No 617/2014)
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7.4.3.2 Conclusion on the magnitude of residues in plants

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

The data submitted show that no exceedance of the MRL will occur.
The uses are considered acceptable.

7.4.4 Magnitude of residues in livestock
7.4.4.1 Dietary burden calculation
Table 7.4-9: Input values for the dietary burden calculation using Animal model 2017
(considering the intended uses)
Median dietary burden Maximum dietary burden
Feed Commodity Input value Comment Input value Comment
(mg/kg) (mg/kg)
Thifensulfuron-methyl and provisionally triazine amine (IN-A4098)
Corn, field grain 0.01 STMR -
Corn, pop grain 0.01 STMR -
Corn, field milled by-pdts |0.01 STMR x PF -
Corn, field hominy meal 0.01 STMR x PF -
Corn, field gluten feed 0.01 STMR x PF -
Corn, field gluten meal 0.01 STMR x PF -
Distiller’s grain 0.01 STMR x PF -
Corn, field stover 0.01 STMR 0.01 HR
Corn, pop stover 0.01 STMR 0.01 HR

STMR residue maize grain and stover (Table 7.3-10),), PF = 1 (default PF waived in case residues in RAC <LOQ) (Animal
model 2017 xls)

Table 7.4-10: Results of the dietary burden calculation
Animal species Median Maximum Highest contributing Max dietary | Trigger
dietary burden dietary bur- commodity burden exceeded
(mg/kg bw/d) den (mg/kg DM) | (Y/N)
(mg/kg bw/d)

Thifensulfuron-methyl and provisionally triazine amine (IN-A4098)

Beef cattle* 0.0004 0.000 Corn, field gluten feed 0.02 N
Dairy cattle* 0.0005 0.001 Corn, field gluten feed 0.01 N
Ram/ewe 0.0004 0.001 Corn, field gluten feed 0.02 N
Lamb 0.0005 0.001 Corn, field gluten feed 0.02 N
Breeding swine 0.000 0.000 Corn, field milled bypdts 0.01 N
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Animal species Median Maximum Highest contributing Max dietary | Trigger
dietary burden | dietary bur- commodity burden exceeded
(mg/kg bw/d) den (mg/kg DM) | (Y/N)
(mg/kg bw/d)

Finishing swine* 0.001 0.001 Corn, field milled bypdts 0.01 N

Broiler poultry 0.001 0.001 Corn, field milled bypdts 0.01 N

Layer poultry* 0.001 0.001 Corn, field milled bypdts 0.01 N

Turkey 0.001 0.001 Corn, field milled bypdts 0.01 N

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

7.4.4.2 Livestock feeding studies (KCA 6.4.1-6.4.3)

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

Animals are not exposed to residues via feed above the trigger value established in Reg. (EC) No

1107/2009, above 0.004 mg/kg. Therefore livestock feeding studies are not required.

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

No further studies has been performed. Thifensulfuron-methyl residue levels in maize grain are below

0.01 mg/kg. Therefore magnitude of residues in processed commodities are not requires.

7.4.6 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 Blad! Nie mozna odnalez¢ Zrédia odwo-

lania.), no study dealing with magnitude of residues in succeeding crops is needed.

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

The available data for the active substance sufficiently address aspects of the residue situation that might
arise from the use of DNT-1620D-R-CPd. Therefore, other special studies are not needed.

Maize is not melliferous plant according to SANTE/11956/2016 rev. 9 and is not foraged by bees, there-
fore residue in honey study is not required.

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

Toxicological reference values relevant for dietary risk assessment are reported in the summary of the
evaluation (see 7.1.2).
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7.4.8.1 Input values for the consumer risk assessment
Table 7.4-11: Input values for the consumer risk assessment
Chronic risk assessment Acute risk assessment
Commodity Input value Comment Input value Comment
(mg/kg) (mg/kg)
Thifensulfuron-methyl and provisionally triazine amine (IN-A4098)
Maize 0.01%* EU MRL (In force 0.01%* EU MRL (In force
MRL according to MRL according to Reg.
Reg. (EU) No (EU) No 617/2014)
All other crops various 617/2014) - -
7.4.8.2 Conclusion on consumer risk assessment
Extensive calculation sheets are presented in Appendix 3.
Table 7.4-12: Consumer risk assessment
Normal mode Refined mode

TMDI (% ADI) according to EF-
SA PRIMo rev. 3.1

12 % (based on NL toddler)

0.7% (based on NL toddler)

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

TMDI values do not exceed ADI
therefore IEDI calculations are not
required.

TMDI values do not exceed ADI
therefore IEDI calculations are not
required.

IESTI (% AR{D) according to
EFSA PRIMo rev. 3.1%*

Raw commodities:
Potatoes: 0.08 % (based on children)
Head cabbage: 0.02 % (adults)

Processed commodities:

Sugar beet root/sugar: 0.1 % (based on
children)

Sugar beet root/sugar: 0.02 % (adults)

Raw commodities:
0%

Processed commodities:
0%

NTMDI (% ADI) **

Not necessary

Not necessary

NEDI (% ADI)**

Not necessary

Not necessary

NESTI (% AR{D) **

Not required

Not required

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

The proposed uses of thifensulfuron-methyl in the formulation EVRITELL 162 OD do not represent un-
acceptable acute and chronic risks for the consumer.

7.5 Combined exposure and risk assessment

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

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

The product is a mixture of three active substances and for at least two of them an acute reference dose
has been allocated. Therefore, combined acute exposure can be considered.

7.5.1 Acute consumer risk assessment from combined exposure

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

Table 7.5-1: Acute consumer risk assessment from combined exposure
HQ (based on IESTI | HQ (based on NESTI
Crop Active Ingredient according to EFSA according to national
PRIMo) model)*
Maize Dicamba 0.011333 -
Nicosulfuron 0 -
Thifensulfuron methyl 0.000035 -
Cumulative risk maize (HI) 0.011368 -

* if national model wanted, otherwise to be deleted

The Hazard Index is <1. Thus combined exposure to all active substances in DNT-1620D-R-CPd is not
expected to present a consumer risk. No further refinement of the assessment is required.

7.5.2 Chronic consumer risk assessment from combined exposure

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

Tables considered not relevant can be deleted as appropriate.

MS to blacken authors of vertebrate studies in the version made available to third parties/public.

List of data submitted by the applicant and relied on

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

KCA 6.3/01 | Thomas-Delille E. 2023 | Determination of Dicamba, Nicosulfuron and Thifensulfuron-methyl Residues in Maize Following Foliar N CIECH
application with DNT-1620D-R-CPd under Field Conditions in Northern Europe in 2022 Sarzyna S.A.
C2156
Anadiag
GLP
Unpublished

KCA 6.3/02 |Thomas-Delille E. 2023 | Amendment no. R C2156 230908 to final report no. R C2156 N CIECH
Anadiag Sarzyna S.A.
GLP
Unpublished
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List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

KCA 6.1/01

1996

Stability of Dicamba and 3,6-Dichlorosalicylic acid in stored frozen beef tissues and milk SAN837/5242 !
52421480068 ! 151 ! DP-304489 ! 95/01/09A

B (GLP: Yes

Published: No

Y

SYD

KCA 6.1/02

Jimenez, N. C.

1995

Stability of Dicamba and 5-Hydroxy Dicamba in stored frozen field corn SAN837/5433 ! 5433 1 480068 !
127 ! DP-301949

Novartis Crop Protection AG, Basel, Switzerland

GLP: Yes

Published: No

SYD

KCA 6.1/03

Schulz, M.;

Ullrich-Mitzel, A.

1995

Storage stability of SL-950 and its metabolites ASDM and ADMP in corn plants and ears
RCC 304762

GLP: Yes

Published: No

ISK Task
Force
Nicosulfuron

KCA 6.1/04

Schanné, C.

1991

14C-SL-950 (P) Plant metabolism study with corn in the greenhouse RCC Umweltchemie AG,
GLP: Yes
Published: No

ISK Task
Force
Nicosulfuron

KCA 6.1/05

Sadgrove, L.

2012

THIFENSULFURON-METHYL AND METSULFURON METHYL: Storage Stability of Residues in
Wheat Matrices When Stored at Approximately -20°C for Twelve Months HLS Ltd

Report No.: PII0018

GLP,

Unpublished

ROT

KCA
6.2.1/01

Mamouni, A.

1995

14C-SL-950 (P) Plant metabolism study with corn in the greenhouse 272158
GLP: Open
Published: Open

ISK Task
Force
Nicosulfuron

KCA
6.2.1/02

Butz, R. G.

1982

Foliar absorption, metabolism and translocation of Dicamba by cotton plants SAN837/5140 ! 5140 ! 44 !
DP 302643 ! 480068

Novartis Crop Protection AG, Basel, Switzerland

GLP: Yes

SYD
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Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N

Published or not

Published: No

KCA Butz, R. G. 1984 | Characterization of radiocarbon from seeds of 14C-Dicamba treated cotton plants after acid hydrolysis N SYD
6.2.1/03 SAN837/52551 5255170 ! DP302642 ! 480068
Novartis Crop Protection AG, Basel, Switzerland
GLP: Yes

Published: No

KCA Butz, R. G.; 1981 |Metabolic fate of Dicamba in sugarcane plants SAN837/5160 ! DP302640 ! 480068 ! 24 N SYD
6.2.1/04 Atallah, Y. H. Novartis Crop Protection AG, Basel, Switzerland
GLP: No

Published: No

KCA Butz,R. G; 1982 | Foliar absorption, metabolism and translocation of Dicamba by soybeans at early podfill and late N SYD
6.2.1/05 Atallah, Y. H. senescent stages SAN837/5260 ! 5260 ! 39 ! 480068 ! DP 302641
Novartis Crop Protection AG, Basel, Switzerland

GLP: No

Published: No

KCA Vollmin, S. 1999 | Metabolism and behavior of Dicamba in fieldgrown spring wheat after application of [Phenyl-(U)-14C] N SYD
6.2.1/06 material SAN837/5879 1 97SVO01

Novartis Crop Protection AG, Basel, Switzerland
GLP: Yes

Published: No

KCA Brattsten, L. B. 1987 |Metabolism of [triazine-2- 14C]DPX-M6316 in greenhouse-grown soybean plants N DuPont
6.2.1/07 DuPont Experimental Station
AMR 547-86, Revision No. 1
GLP: Yes

Published: No

KCA Brown, H.M. 1987 |Metabolism of [thiophene-2- 14C] DPX-M6316 in greenhouse-grown soybeans N DuPont
6.2.1/08 DuPont Experimental Station
AMR 572-86

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

Published: No

KCA Cotterman J.C. 1987 | Metabolism of [Triazine-2- 14C] DPX-M6316 in field grown wheat: radioactive residues in forage and N DuPont
6.2.1/09 straw

DuPont Experimental Station, Wilmington, Delaware, USA
AMR 794-87

GLP: No

Published: No

KCA Steveson LE.. 1986 |Metabolism of [Thiophene-2- 14C] DPX-M6316 in field grown wheat: radioactive residues in forage and N DuPont
6.2.1/10 straw

DuPont Experimental Station, Wilmington, Delaware, USA
AMR 783-87

GLP: No

Published: No

KCA Friedman P.L. and | 1986 |Metabolism of [Thiophene-2- 14C] DPX-M6316 in field grown wheat: radioactive residues in mature N DuPont
6.2.1/11 Stevenson I.E grain

DuPont Experimental Station, Wilmington, Delaware, USA
AMR 498-86

GLP: No

Published: No

KCA Friedman P.L. and | 1986 |Metabolism of [Triazine-2- 14C] DPX-M6316 in field grown wheat: radioactive residues in mature grain N DuPont
6.2.1/12 Lichtner F.T. DuPont Experimental Station, Wilmington, Delaware, USA
AMR 513-86

GLP: No

Published: No

KCA Wittenbach V.A. 1987 | Metabolism of [thiophene-2- 14C] DPX-M6316 and [triazine-2- 14C] DPX-M6316 in field —grown corn N DuPont
6.2.1/13 DuPont Experimental Station, Wilmington, Delaware, USA
AMR 532-86

GLP: No

Published: No
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Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
kKca6.22- R 1994 | Metabolism of Dicamba in lactating goats SAN837/5286 ! 5286 ! 28 | 480065 ! DP-301499 Y SYD
6.2.5/01
GLP: Yes
Published: No
KcAa6.2.2- | 1994 | Dicamba: Metabolism in laying hens SAN837/5285 | 5285 | 25 1 480065 ! DP301493 Y SYD
6.2.5/02
GLP: Yes
Published: No
KCA 6.2.2- - 1980 | Metabolic fate of the herbicide Dicamba in a lactating cow CBK 101296/87 | SAN837/5145 Y SYD
6.2.5/03 GLP: No
Published: No
Kca6.22- | 1983 | Pharmacokinetics and metabolism of 14C-Dicamba in hens SAN837/5254 | CBK 12 144/88 ! 480068 ! 65 Y SYD
6.2.5/04 ! DP 302659 ! CBK 101 428/87
GLP: No
Published: No
KCcA6.2.2- | 1986 | Goat metabolism study of “C-DPX-M6316 Y DuPont
6.2.5/05 AMR 326-85
GLP: No
Published: No
KCA 6.2.2- - 1992 | Metabolism of '*C-DPX-M6316 in laying hens Y DuPont
6.2.5/06 AMR-2022-91
GLP: No
Published: No
KCA 6.5.1 |Grout, S. J. 2003 | Aqueous hydrolysis at 90, 100 & 120°C. SAN837/6087 ! 6087 ! RJ3333B N SYD
Syngenta Crop Protection AG, Basel, Switzerland
GLP: Yes
Published: No
KCA Moore, P. A.; Butz,| 1989 |Confined accumulation studies of Dicamba on rotational crops after spring application SAN837/5108 ! N SYD
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Data point Author(s) Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

6.6.1/01 R. G.

CBK 13'004/89 ! 16 ! 480065 ! DP 302788
Novartis Crop Protection AG, Basel, Switzerland
GLP: No

Published: No

KCA
6.6.1/02

Pierotti, M. V. 1995

Confined accumulation studies of Dicamba on rotational crops SAN837/5282 1 5282122 ! DP 301712 !
480065

Novartis Crop Protection AG, Basel, Switzerland

GLP: Yes

Published: No

N SYD

KCA
6.6.1/03

Hardesty P.T 1984

Crop rotation studies with DPX-M6316 [Thiophene-2- 14C] in the greenhouse
DuPont Experimental Station, Wilmington, Delaware, USA

AMR 256-84

GLP: No

Published: No

N DuPont

KCA
6.6.1/04

Brown A.M 1987

Greenhouse accumulation study of [triazine-2- 14C]DPX-M6316 on rotational crops
DuPont Experimental Station, Wilmington, Delaware, USA

AMR 582-86

GLP: No

Published: No

N DuPont

KCA
6.6.1/05

Ferguson E.M. 1992

Confined Accumulation Study of 14C-DPX-M6316 on Wheat as a Rotational Crop
DuPont Experimental Station, Wilmington, Delaware, USA

AMR 858-87

GLP: No

Published: No

N DuPont

The following tables are to be completed by MS.
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List of data submitted by the applicant and not relied on
Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
List of data relied on and not submitted by the applicant but necessary for evaluation
Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N

Published or not
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Appendix 2  Detailed evaluation of the additional studies relied upon
A2l Dicamba

A21.1 Stability of residues

No new or additional studies have been submitted.

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

No new or additional studies have been submitted.

A 213 Magnitude of residues in plants

A 2.1.3.1 Maize

Table A 1: Comparison of intended and critical EU GAPs

Type of GAP Number of Application rate Interval be- Growth stage at | PHI (days)
applications per treatment tween applica- | last application
(precise unit) tion

cGAP EU 1 0.360 kg as/ha - Post-emergence |-
until BBCH 16

Intended cGAP (1%*) 1 0.110 kg/ha - Post-emergence of | -
weeds, crop
BBCH 12-16

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

A2.13.1.1 Study 1

Comments of ZRMS: [Study is accepted.

Trials are independent and valid in terms of storage stability data.

They were performed in accordance with the proposed application. The field
phase was performed and reported in accordance with current requirements. The
analytical method used was properly validated. Detailed method validation is pre-
sented and accepted in section BS.

Reference: KCA 6.3

Report Determination of Dicamba, Nicosulfuron and Thifensulfuron-methyl
Residues in Maize Following Foliar application with DNT-1620D-R-CPd
under Field Conditions in Northern Europe in 2022, Thomas-Delille E.,2023,

R C2156
Guideline(s): Yes (OECD 509, Sante/2019/12752))
Deviations: No
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GLP: Yes
Acceptability: Yes

Four new residue trials in maize were conducted in the growing season 2021/2022. The test item was
maize grains and straw samples treated with product DNT-1620D-R-CPd and control samples. The prod-
uct was applied once at rate of 1.0 L/ha (corresponding to 110 g/ha of dicamba). Specimens were collect-
ed at normal commercial harvest. All samples were frozen immediately after sampling and storage at
temperature lower than -18°C before test. Maize samples were provided to laboratory in good conditions.
The maximum interval between specimen collection and extraction for analysis was 263 days. Results on
residue trials in maize are detailed summarised in Table A2. The residues of dicamba in grain samples
treated with DNT-1620D-R-CPd were below the limit of quantification, i.e. 0.01 mg/kg. Hence, they
were below the maximum residue limits, i.e 0.5 mg/kg in maize. Detailed method validation is presented
in section BS.
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Table A 2: Summary of the study 1 trials

Trial No./ Date of Application rate per treatment Dates of treat Residues (mg/kg)

. 1.Sowing or plant- -
Location/ Commodity/ lgn P ment or no. of Growth stage Portion PHI . .
. 2 at last treat- Details on trial
EU zone/ Variety . treatments and analyzed . 5-OH- (days)
2.Flowering gas/ha | Water (Vha) | ga.s./hl last date ment or date Dicamba |
Year dicamba
3. Harvest
(a) (®) (©) (d (e)

C2156 ND1 Maize/Metropolixx | 1. 28/04/2022 113.7 207 55.0 28/06/2022 16 Grain NDR NDR 111 LOQ =0.01 mg/kg
Steenbecquw 2.10/07/2022 to Straw NDR 0.03 111
59189 20/08/2022
Northern France 3.26/10/2022
C2156 BW1 Maize/A75 1.21/04/2022 100.2 273 36.7 22/05/2022 16 Grain NDR NDR 123 LOQ =0.01 mg/kg
Schweighofen 2.30/06/2022 to Straw NDR <LOQ 123
76889 15/07/2022
Germany 3.26/09/2022
C2156 PL1 Maize/ AGRO 1.30/04/2022 114.9 313 36.7 08/06/2022 16 Grain NDR NDR 126 LOQ =0.01 mg/kg
Swinice Warckie POLIS 2.05/07/2022 to Straw NDR <LOQ 126
99140 24/07/2022
Poland 3. 13/10/2022
C2156 HU1 Maize/DKC4391 1.26/04/2022 111.2 303 36.7 26/05/2022 16 Grain NDR NDR 133 LOQ =0.01 mg/kg
Mocsa 2.13/06/2022 to Straw NDR NDR 133
2911 17/06/2022
Hungary 3.15/10/2022

(a) According to CODEX Classification / Guide
(b) Only if relevant

(¢) Year must be indicated
(d) Days after last application (Label pre-harvest interval, PHI, underline)
(e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included
NDR: no detectable residues (below the LOD ; LOD = 0.002 mg/kg for Dicamba and 5-OH-dicamba (corresponding to 0.003 mg/kg for Dicamba glycoside and 5-OH-dicamba glycoside))
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A214 Magnitude of residues in livestock

No new or additional studies have been submitted.

A 215 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation)

No new or additional studies have been submitted.

A 2.1.6 Magnitude of residues in representative succeeding crops

No new or additional studies have been submitted.

A21.7 Other/Special Studies

No new or additional studies have been submitted.

A2.2 Nicosulfuron

A2.2.1 Stability of residues

No new or additional studies have been submitted.

A2.22 Nature of residues in plants, livestock and processed commodities

No new or additional studies have been submitted.

A 223 Magnitude of residues in plants

A 2231 Maize

Table A 3: Comparison of intended and critical EU GAPs

Type of GAP Number of Application rate Interval be- Growth stage at | PHI (days)
applications per treatment tween applica- | last application
(precise unit) tion

cGAP EU 1 60 g sa/ha - BBCH 12-18 -

Intended cGAP (1%) 1 40 g sa‘ha - Post-emergence of |-
weeds, crop
BBCH 12-16

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0
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A223.1.1 Study 1

Comments of ZRMS: [Study is accepted

Trials are independent and valid in terms of storage stability data.

They were performed in accordance with the proposed application. The field
phase was performed and reported in accordance with current requirements. The
analytical method used was properly validated. Detailed method validation is pre-
sented and accepted in section BS.

Reference: KCA 6.3/01

Report Determination of Dicamba, Nicosulfuron and Thifensulfuron-methyl
Residues in Maize Following Foliar application with DNT-1620D-R-CPd
under Field Conditions in Northern Europe in 2022, Thomas-Delille E.,2023,

R C2156
Guideline(s): Yes (OECD 509, Sante/2019/12752))
Deviations: No
GLP: Yes
Acceptability: Yes

Comments of ZRMS: |Study is accepted

Reference: KCA 6.3/02

Report Amendment no. RC2156 230908 to final report no. R C2156, Thomas-
Delille E.,2023, R C2156

Guideline(s): Yes (OECD 509, Sante/2019/12752))

Deviations: No

GLP: Yes

Acceptability: Yes

Four new residue trials in maize were conducted in the growing season 2021/2022. The test item was
maize grains and straw samples treated with product DNT-1620D-R-CPd and control samples. The prod-
uct was applied once at rate of 1.0 L/ha (corresponding to 40 g/ha of nicosulfuron). Specimens were col-
lected at normal commercial harvest. All samples were frozen immediately after sampling and storage at
temperature lower than -18°C before test. Maize samples were provided to laboratory in good conditions.
The maximum interval between specimen collection and extraction for analysis was 134 days. Results on
residue trials in maize are detailed summarised in Table A4. The residues of nicosulfuron in grain sam-
ples treated with DNT-1620D-R-CPd were below the limit of quantification, i.e. 0.01 mg/kg. Hence, they
were below the maximum residue limits, i.e 0.01 mg/kg in maize. Detailed method validation is presented
in section BS5.
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Table A 4: Summary of the study 1 trials

Trial No./ Date of Application rate per treatment Dates of treat Residues (mg/kg)

. 1.Sowing or plant- -
Location/ Commodity/ 1%1 P ment or no. of Growth stage Portion PHI . .
. g at last treat- Details on trial
EU zone/ Variety ) treatments and analyzed (days)
2.Flowering g a.s./ ha Water (I/ha) g a.s./hl last date ment or date
Year Nicosulfuron
3. Harvest
(a) (b) () (d) (e)

C2156 ND1 Maize/Metropolixx | 1. 28/04/2022 41.3 207 20.0 28/06/2022 16 Grain NDR 111 LOQ =0.01 mg/kg
Steenbecquw 2.10/07/2022 to Straw NDR 111
59189 20/08/2022
Northern France 3.26/10/2022
C2156 BW1 Maize/A75 1.21/04/2022 36.4 273 133 22/05/2022 16 Grain NDR 123 LOQ =0.01 mg/kg
Schweighofen 2.30/06/2022 to Straw NDR 123
76889 15/07/2022
Germany 3.26/09/2022
C2156 PL1 Maize/AGRO 1.30/04/2022 41.8 313 133 08/06/2022 16 Grain NDR 126 LOQ =0.01 mg/kg
Swinice Warckie POLIS 2.05/07/2022 to Straw NDR 126
99140 24/07/2022
Poland 3. 13/10/2022
C2156 HU1 Maize/DKC4391 1.26/04/2022 40.4 303 133 26/05/2022 16 Grain NDR 133 LOQ =0.01 mg/kg
Mocsa 2.13/06/2022 to Straw NDR 133
2911 17/06/2022
Hungary 3.15/10/2022

(a) According to CODEX Classification / Guide
(b) Only if relevant

(¢)  Year must be indicated
(d) Days after last application (Label pre-harvest interval, PHI, underline)
() Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included
NDR: no detectable residues (below the LOD ; LOD = 0.003 mg/kg)
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A224 Magnitude of residues in livestock

No new or additional studies have been submitted.

A225 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation)

No new or additional studies have been submitted.

A 2.2.6 Magnitude of residues in representative succeeding crops

No new or additional studies have been submitted.

A2.2.7 Other/Special Studies

No new or additional studies have been submitted.

A2l Thifensulfuron methyl

A2.1.1 Stability of residues

No new or additional studies have been submitted.

A2.1.2 Nature of residues in plants, livestock and processed commodities

No new or additional studies have been submitted.

A 213 Magnitude of residues in plants
A 2.1.3.1 Maize
Table A 5: Comparison of intended and critical EU GAPs
Type of GAP Number of Application rate Interval be- Growth stage at | PHI (days)
applications per treatment tween applica- | last application
(precise unit) tion
cGAP EU 1-2 1x56-1125¢g 7/10 BBCH 12-18 n/a, except
as/ha or 5.6235+ 60 (DK, SE,
3.75=9375¢g LI silage or
as/ha(total) or 2 x feed of
3.75=17.5 g as/ha whole plant,
(total) cob,
kernels)
cGAP EU (Art. 12, 1 15 g as/ha - BBCH 12-18 -
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Type of GAP Number of Application rate Interval be- Growth stage at | PHI (days)
applications per treatment tween applica- | last application
(precise unit) tion

EFSA, 2012)
Intended cGAP (1%) 1 12 g as/ha 1 Post-emergence of |-

weeds, crop

BBCH 12-16

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

A213.1.1 Study 1

Comments of ZRMS: |Study is accepted

Trials are independent and valid in terms of storage stability data.

They were performed in accordance with the proposed application. The field
phase was performed and reported in accordance with current requirements. The
analytical method used was properly validated. Detailed method validation is pre-
sented and accepted in section BS5.

Reference: KCA 6.3

Report Determination of Dicamba, Nicosulfuron and Thifensulfuron-methyl
Residues in Maize Following Foliar application with DNT-1620D-R-CPd
under Field Conditions in Northern Europe in 2022, Thomas-Delille E.,2023,

R C2156
Guideline(s): Yes (OECD 509, Sante/2019/12752))
Deviations: No
GLP: Yes
Acceptability: Yes

Four new residue trials in maize were conducted in the growing season 2021/2022. The test item was
maize grains and straw samples treated with product DNT-1620D-R-CPd and control samples. The prod-
uct was applied once at rate of 1.0 L/ha (corresponding to 12 g/ha of Thifensulfuron methyl). Specimens
were collected at normal commercial harvest. All samples were frozen immediately after sampling and
storage at temperature lower than -18°C before test. Maize samples were provided to laboratory in good
conditions. The maximum interval between specimen collection and extraction for analysis was 134 days.
Results on residue trials in maize are detailed summarised in Table A6. The residues of Thifensulfuron
methyl in grain samples treated with DNT-1620D-R-CPd were below the limit of quantification, i.e. 0.01
mg/kg. Hence, they were below the maximum residue limits, i.e 0.01 mg/kg in maize. Detailed method
validation is presented in section BS5.
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Table A 6: Summary of the study 1 trials

Trial No./ Date of Application rate per treatment Dates of treat Residues (mg/kg)

. 1.Sowing or -
Location/ Commodity/ 1 8 ment or no. of Growth stage Portion PHI . .
. planting at last treat- . Details on trial
EU zone/ Variety 2 Flowerin as/ ha Water as/hl treatmentsand | L e analyzed IN- | Thifensulfuron | (days)
Year : & § i (/ha) g s last date A4098 methyl
3. Harvest
(a) (®) (©) (d (e)

C2156 ND1 Maize/Metropolixx | 1. 28/04/2022 12.4 207 6.0 28/06/2022 16 Grain NDR NDR 111 LOQ =0.01 mg/kg
Steenbecquw 2.10/07/2022 to Straw NDR |[NDR 111
59189 20/08/2022
Northern France 3.26/10/2022
C2156 BW1 Maize/A75 1.21/04/2022 10.9 273 4.0 22/05/2022 16 Grain NDR NDR 123 LOQ =0.01 mg/kg
Schweighofen 2.30/06/2022 to Straw NDR |[NDR 123
76889 15/07/2022
Germany 3.26/09/2022
C2156 PL1 Maize/AGRO 1. 30/04/2022 12.5 313 4.0 08/06/2022 16 Grain NDR NDR 126 LOQ =0.01 mg/kg
Swinice Warckie POLIS 2.05/07/2022 to Straw NDR |NDR 126
99140 24/07/2022
Poland 3.13/10/2022
C2156 HU1 Maize/DKC4391 | 1. 26/04/2022 12.1 303 4.0 26/05/2022 16 Grain NDR |NDR 133 |LOQ=0.01 mg/kg
Mocsa 2.13/06/2022 to Straw NDR |[NDR 133
2911 17/06/2022
Hungary 3.15/10/2022

(a) According to CODEX Classification / Guide
(b) Only if relevant

(¢)  Year must be indicated
(d) Days after last application (Label pre-harvest interval, PHI, underline)

() Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included

NDR: no detectable residues (below the LOD ; LOD = 0.003 mg/kg)
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A214 Magnitude of residues in livestock

No new or additional studies have been submitted.

A 215 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation)

No new or additional studies have been submitted.

A2.1.6 Magnitude of residues in representative succeeding crops

No new or additional studies have been submitted.

A21.7 Other/Special Studies

No new or additional studies have been submitted.
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Appendix 3  Pesticide Residue Intake Model (PRIMo rev.3.1)

Dicamba

A 3.1 TMDI calculations (normal mode)

io of st g o AT0 = from
WFLs S0kt cammatiee
[ [Re——
Expscure  [Highest conbutor io Ird contrbutor o 3rdl corbfbutor to MS. gnm e amn| % A
Calculated axposue fBgka b pror M co oy ! [ry-. Commanity ¢ Commaty ¢
% ot AT MS Dist | fn ot ADl Joves of commodities oot A0 lowus of commenities %ot Aol o of commosties
I3 EEMEFood G 754 2% [soyarmars T = ) Eartey 0% oo
1T EEME Food G0 E- 1% S0y abmars ) ihaat % Bartey LE:S 0%
6% ML e 4850 0% Ml Camia £ [wiraat % Msizaicom 0% %
4% EEMEFood S0 4080 ™ Soyamans £ [tirass Fa Eartey L= 0%
[E:Y EEME Food G5 3mad &% [soyarmars £ [wimaat % Eartey L5 o1m
(e EEME Food GOT TET &% [soyarmars £ [wimaat % Eartey L5 o1m
1% EEME Food G0 256 £ [wimaat 45 soparears L= [ Sugar cares oFm ozm
3 o L Infank A &% Mk Coa b2 haat -2 Bouine: Musclaimast 329 -2
o ML child 2555 4% Ml Camia £ [wiraat o7 Soyanasrs 05% 00
1 ) FRchild 3 15y 2380 4% nlk: Cama £ [tirass 0zn [Bovine: Musclaimeat 0Fn oi%
£ R toader 2 3 yr 348 £ nai: cama n [wimaat [ Eouine: Musclaimast oFm oo
£ O child 2331 £ nai: cama £ [wimaat 0% noies o4 oo
™ L tocdler 2013 £ nai: cama £ [wimaat ozm Eouine: Musclaimast oFm oo
T D child (e ) wihaat b2 Mk Caia L Feve: 329 1.
&% RO 1TET Y izt 23 Mk Cama [+ Msizaicom 0¥n [+
&% ES child 72 £ ireat FY Ml Came 0zn [Bovine: Musclaimest 0Fm 1=
£ D gereral B2 ™ nai: cama ™ [wimaat % Eartey ors oo
£ SE genaral 1835 ™ [wimaat 23 M cama T Eouine: Musclaimast oFm
£ DE women 1450 yr 1474 ™ nai: cama = [wimaat 0% Bartey L5 oo
L) T todler 4sz 4% wihaat [+ Crar coraals L1 foies 0% 1.
4% ML gereral 1252 % Ml Camia 1% [wiraat oTn Bartey ors 00
4% FT gararal 1243 £ ireat 1% Soyateans oi% Fosatons 0Fm oi%
am E5 acut M= ™ [wimaat % Eatey 0% Mtk cama =9 oo
am FRinsant 10m £ nai: cama osm [ wimaat o1m Eouine: Musclaimast =9 oo
£ = acut a7z ™ [wimaat o M cama L= fsparagus o4% oo
£ T adult ERE] ) wihaat oi% Crar coraals L1 foies 0% 1.
¥ R acut EX] % izt ors Mk Cama oi% [Eouine: Musclaimast (i34 00
F UK vegutaan 655 1% ireat 05% Ml Came 0.0 Eartey 0% 1=
F29 £ acut 605 osm nai: cama ors [wimaat o1m Eouine: Musclaimast o1m
F2 L acut 583 [ [wimaat osm M cama o1m Eouine: Musclaimast o1m oo
F2 LT acut L1 orn [wimaat o M cama L= Fove o1m oo
1% Fi3yr 444 0 wihaat [E:29 ER oA Feve 329 1.
1% E child 443 0 izt ;=9 Mk Cama 00 Fice 0 00
1% FGyr 357 0E% ireat 1% Eaey oi% Frs 0Fm 1=
T Flacut zo7 =9 [wimaat oiw Feve o1m Comon baans =9 oo
ozm FL gereral oEs 0% [ peies oim Fotatoas oo Tomatoss o1m oo
Congtucion:
T estmate iongtem cietary irtske (TMOVNEDVEDH| was Ddowma\Dl
Tha lomg-tam inkaka of resicuas of ML of hse s e wilugs' hunclon] 15 Lnilkely o present & public healih concem.
CHECLAMER: Digtan mmmmm.mlm.npﬁmmmu{w & mamber of the Europaan Unlon

A3.2

IEDI calculations

TMDI do not exceed ADI therefore IEDI calculation is not required.
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. oy
A33 IESTI calculations - Raw commodities (normal mode)
H IESTI new IESTI new
E Results for children Results for adults Results for children Results for adults
Q Mo. of commodities for which ARFDVADI i No. of commedities for which ARFDVADI is No. of commedities for which ARFDVADI is No. of commodities for which ARFDVAD| is exceeded
E exceeded {IESTI): - excesded (IESTI): o exceeded (IESTI new): - {IESTI new): -
; IESTI IESTI |IESTI new |IESTI new
H MRL / input MRL / input MRL / input MRL/ input
3 Highest % of for RA Exposure Highest % of for RA Exposure Highest % of fior RA Exposure Highest % of flor RA Exposure
E ARFDVADI Commaodities {mgkg) {wgikg bw) ARFOVADI ‘Commeodities L kg bw) ARFDVADI ‘Commeadities ARFDVADI ‘Commeodities {mgkg) (kg brak
E 2% Asparagus 5/5 i 18% Soyabeans 10710 &5 3% Asparagus 515 58 3k Asparagus 515
21% Milk: Cattle 05/05 g2 13% Asparagus 5i5 k) 21% Milk: Cattle 05/05 82 18% Soyabeans 10710 55
13% Barley TIiT k-] 1% Barley TiT kL 13% Barkey TiT E-] 1% Barkey TiT E
0% Wheat 2i2 25 &% ‘Chamomille 407 40 4 10% Wheat 2i2 23 % ‘Chamomille 407 40 24
&% Soyabeans 0/ 22 &% ‘Chamomille 407 40 4 % Soyabeans 10/10 23 % ‘Chamomille 407 40 24
4% Sorghum 44 13 &% ‘Chamomille 407 40 4 4% Sorghum 4i4 13 % ‘Chamomille 407 40 24
4% Apples 21/01 11 &% ‘Chamomille 407 40 4 Er ‘Chamamille 40/ 40 80 % ‘Chamomille 407 40 24
3% ‘Chamomille 40740 80 &% ‘Chamomille 407 40 4 Er ‘Chamamille 40/ 40 80 % ‘Chamomille 407 40 24
3% ‘Chamomille 40740 80 &% Milk: Cattle 05/05 192 Er ‘Chamamille 40/ 40 80 6% Milk: Cattle 05705 13
3% ‘Chamomille 40740 80 &% Wheat 2i2 7 Er ‘Chamamille 40/ 40 80 6% Wheat 272 17
3% ‘Chamomille 40740 80 % Renibos 407 40 16 Er ‘Chamamille 40/ 40 80 % Reopibos 407 40 16
3% ‘Chamomille 40740 80 % Renibos 407 40 16 Er ‘Chamamille 40/ 40 80 % Reopibos 407 40 16
3% ‘Chamomille 40740 80 4% Hybiscus/roselle 407 40 12 Er ‘Chamamille 40/ 40 80 4% Hybiscus/roselle 40/ 40 12
3% ‘Chamomille 40740 80 % Parsley 44 48 Er ‘Chamamille 40/ 40 80 2% Parskey 414 48
3% ‘Chamomille 40740 80 1% Milk: Goat 02/02 aT 2% Apples 01/01 8.2 1% Milk: Goat 02702 T

Expand/collapse list

Total number of commodities exceeding the ARFDVADI in
children and adult diets

(IESTI calculation)

Total number of commodities found exceeding the
ARFDVADI in children and adult diets

(IESTI new calculation)
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DNT-1620D-R-CPd / EVRITELL 162 OD
Part B — Section 7 - Core Assessment

Page 70 /83

Template for chemical PPP

For processed commedities, no exceedance of the ARFDVAD| was identil

Applicant version Version January 2024
. oy
A34 IESTI calculations - Processed commodities (normal mode)
H Results for children Results for adults Results for children Results for adults
E No of processad commoditi Mo of processad commeodities for which Mo of processad commodities for which ARFDVADI is
2 — ARFDVADI iz exees: — ARFD/ADI is excesded (IESTI new): — exceeded (IESTI new): —
! § IESTI IESTI new IESTI new
MRL / iinput MRL / input MRL / input MRL / input
§ for RA Exposurs Highest 3% of for RA Exposure Highest % of fior RA Exposure
§ Processed commodities {mgkg ARTDVADI Processed commodities i kg ba] ARTDVADI Processed commedities L kg ba]
2 14% Soyabeans / soya drink 10710 42 % Barley / beer 50
@ 8% Barley / cooked TiT 25 % Wheat / bread/pizza 82
% Wheat / milling {flour) 2 24 % Wheat / pasta 76
15 5% Soyabeans / boiled 10/4 15 % Wheat / bread (wholemesal) 22 70
i 12 4% Barley / milling {flowr) TiT 12 % Maize / oil 05/125 6,2
i 12 4% Maize / oil 05/12,5 12 % Sugar canes / sugar 1/1 57
| 11 4% Wheat / milling 272 11 1% Apples / juice o1 33
32 3% Sugar canes [ sugar 171 32 0,7% Sugar beets (root) / sugar 0,05/08 22
| 55 2% Sugar beets (root) / sugar 0,05/ 0,6 55 0,7% Pumpkins / boiled 0,05/0,05 20
54 2% Apples / juice 01/01 5.4 0,4% Candliflowers | boiled 0,05 /10,05 12
47 19 1,0% Potatoes / dried (flakes) 0,05/0,22 30 0,4% Repibos leaves [ infusion 40704 12
4.4 1.7 0,9% Camomille flowsrs # 40704 28 0,4% Camomille flowers / infusion 40704 12
4.4 12 0,9% Camomille flowsrs # 40704 28 0,4% Rice ¥ milling {polishing) 02/0,12 12
39 12 0,9% Pumpkins / boiled 0,05/ 0,05 27 0,4% Withoofs / boiled 0,05 /10,05 11
i 35 Camomille flowers J 1,2 0,9% Oranges / juice 0,05/ 0,05 28 0,2% Wine grapes / juice 0,05 /10,05 1.0
Expand/collapse list
|
Conclusicn:
Mo excesdance of the toxicological reference value was identified for any unp ssed commedity.
A short term intake of residues of Please insert here the base fuse ‘paste values’ function) is unlikehy to present a oublic health risk.
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A 35

TMDI calculations (refined mode)

o of cats i - = from
WL st | canmates m
[ p——
Expsoue [Highest conbibutorto Znd conbibuiorto 20 coniibitor to ME GnmotaDn| A
Calculated exprsue 1A b par 5 Set Commocity | S diet Commacity ¢ aet Commedity |
% of AT} MS Dict Say) n % of ADH) QoD of commodites Ain % of ADI) group of commosites n % of ADH) | roep of commmon et
1% ML tocder 35z 1% | Bai zadcom 1%
0% GEMISFood GOS 053 0% | Bai zadcom |[FRUIT AND TREE NUTS 0%
oz UK inant a5 33 Masizaicom =T A TREE BUTE 3
0z RO qeneral 04z o hasizaicom [FRLIT D TREE MUTE. 0%
o1% EEMEFd G10 033 0% hasizaicom [FRuIT AND TREE MUTS 0%
1% GEMIEFood G15 03z o1 | Bai zadcom |[FRUIT AND TREE NUTS o%
1% FT gereral 0z4 o1 | Bai zadcom |[FRUIT AND TREE NUTS o%
1% GEMIS.Food GOE o0zz o1 | Bai zadcom |[FRUIT AND TREE NUTS o%
0% FRchila3 15 4 oz o1 Masizaicom =T A TREE BUTE 0%
0% GEMEFood GOT 0is o1 hasizaicom [FRLIT D TREE MUTE. 0%
oo ES child 014 o hasizaicom [FRuIT AND TREE MUTS 0%
[=1= ML child o4 oo | Bai zadcom |[FRUIT AND TREE NUTS 0%
[=1= E acult o1 oo | Bai zadcom |[FRUIT AND TREE NUTS 0%
[=1= DE child oos oo | Bai zadcom |[FRUIT AND TREE NUTS 0%
oo GEMEFood G 15 oo Masizaicom =T A TREE BUTE 0.0
oo ML guraral 0os oo hasizaicom [FRLIT D TREE MUTE. 00
oo R toddler 2 3 yr oo o hasizaicom [FRuIT AND TREE MUTS 0%
[=1= ES atult ood oo | Bai zadcom |[FRUIT AND TREE NUTS 0%
[=1= DE woman 14-50 yr 003 oo | Bai zadcom |[FRUIT AND TREE NUTS 0%
[=1= PR acult 003 oo | Bai zadcom |[FRUIT AND TREE NUTS 0%
oo EE qereral ooz oo Masizaicom =T A TREE BUTE 0.0
oo T tocicler oot oo hasizaicom [FRLIT D TREE MUTE. 00
oo Asyr on o hasizaicom [FRuIT AND TREE MUTS 0%
[=1= FR infant oot oo | Bai zadcom |[FRUIT AND TREE NUTS 0%
[=1= 1T 2t oot oo | Bai zadcom |[FRUIT AND TREE NUTS 0%
[=1= FA3yr oot oo | Bai zadcom |[FRUIT AND TREE NUTS 0%
oo [ oot oo Masizaicom =T A TREE BUTE 0.0
oo U vogaanan oo oo hasizaicom [FRLIT D TREE MUTE. 00
oo LT aaudt L1 o hasizaicom [FRuIT AND TREE MUTS 0%
[=1= Fl st 000 oo | Bai zadcom |[FRUIT AND TREE NUTS 0%
[=1= B 2t 000 oo | Bai zadcom |[FRUIT AND TREE NUTS 0%
[=1= FL gareral 000 oo | Bai zadcom |[FRUIT AND TREE NUTS 0%
oo E child a0 oo Masizaicom =T A TREE BUTE 0.0
oo D child oo 1 hasizaicom [FRLIT D TREE MUTE. 00
DK st [FRUIT AND: TREE MUTS [FRuIT AND TREE MUTS
[+ Tl |[FRUIT AND TREE NUTS |[FRUIT AND TREE NUTS
Constucion:
T esimaten lorgem ciatary |ntake (TMDVNEDVIEDN) was beiow e ADL
| Thee: |org-baem i ressiciaes of [ o SO i P 0 vl Ll Sunclion |5 unliKely B0 PResent 3 pubiic el th concam.
[ DISCLAMER: Dictary a2 fom B UK wene Inciuced | PRIMO whon e UK was 2 mambar of e Eunopaan Union.

A 3.6

IEDI calculations

TMDI do not exceed ADI therefore IEDI calculation is not required.
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A 3.7 IESTI calculations - Raw commodities (refined mode)

@ IESTI new IESTI new

2 |Results for children Results for adults Results for children Results for adults

E No. of commedities for which ARTDIADis No. of commodities for which ARTD/ADI is No. of commodities for which ARTDIADI is No. of commodities for which ARTD/ADI is exceeded

E exceeded (ESTI): — exceeded (ESTI): — exceeded (ESTInew): — (ESTI new): —

3 IESTI IESTI IEST| news IESTI news

E MRL / input MRL / input MRL / input MRL / input

§ Highest % of for RA Exposure Highest % of for RA Exposure Highest % of for RA Exposure Highest % of for RA Exposure

H ARFDIADI Commodities (mgikg)  (pgikg bw) ARTDIADI Commodities (mgikg)  (pgikg bw) ARTDIADI Commodities (mgrka)  (pgdkg bw) ARTIADI Commodities (mgikg) (pgikg bw)

;l 1% Maizeicorn 05/05 34 0,4% Maizelcorn 05/05 1,1 1% Maizelcorn 05/05 34 0,4% Maizeicorn 05705 1,1

=

Expand/collapse list

Total ber of dities ding the ARfD/ADI in
children and adult diets
(IESTI calculation)

Total number of commaodities found exceeding the

ARTDVADI in children and adult diets
{IESTI new calculation)
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Template for chemical PPP

Version January 2024

A3.8

IESTI calculations - Processed commodities (refined mode)

Processed commodities

Expand/collapse list

Results for children
Mo of processed commodities for which ARTD/ADI
is exceeded (IESTI). —

Results for adults

No of processed commodities for which ARFDMADI

is exceeded (IESTI):

Results for children

No of processed commodities for which
ARMIADI is exceeded (ESTI new )

Results for adults

No of processed commodities for which ARFIMADI is

exceeded (IESTI new):

IESTI IESTI IESTI new IESTI new
MRL [/ input MRL [/ input MRL / input MRL f input

Highest % of for RA& Exposure Highest % of for RA& Exposure Highest % of for RA Exposure Highest % of for RA Exposure
ARTD/ADI Processed commodities (ma/kg) (wokg bw) ARDVADI Processed commodities (ma/kg) (wokg bw) ARDIAD Processed commodities (ma/kg) (poskg bw) ARDADI Processed commodities (moJkg’ (wo/kg bw)

4% Maize / oil 057125 12 % Maize / oil 057125 63 4% Maize / oil 057125 12 2% Maize / oil 057125 63
0,4% Maize / processed (notspec  05/05 11 #LICZBA! #LICZBA! #LICZBA! #LICZBA! 0,4% Maize / processed (not 05705 1,1 #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #HLICZBA! #LICZBA! #LICZBA! #HLICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! HLICZBA! #LICZBA! #LICZBA! HLICZBA! HLICZBA! #LICZBA! #LICZBA! HLICZBA! HLICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! ! #LICZBA! #LICZBA! ! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LIcZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #HLICZBA! #LICZBA! #LICZBA! #HLICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! HLICZBA! #LICZBA! #LICZBA! HLICZBA! HLICZBA! #LICZBA! #LICZBA! HLICZBA! HLICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!

Conclusion:

Mo exceedance of the toxicological reference value was identified for any unprocessed commodity.
A short term intake of residues of Please insert here the MRLs of COM database (use ‘Daste values’ function) is unlikelv to present a oublic health risk.

For processed commodities, no exceedance of the ARTIVADI was identified
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A3l

A3.2

Nicosulfuron

TMDI calculations (normal mode)

o of chots enceding B ADI - = from
MFLs st at| crmmamiee
e LOD
Expscure  [Highest conbutor io Ird contrbutor o 3l corbfbutor to WS, g e amn| % A
Calculated aeposue fBgka b pror M co Commanity ¢ [ry-. Commanity ¢ Commaty |
% o A0 ME Dict ) fn ot ADl  Joves of commodities onwot A0 lows of commenities fn %ot A0 fomen of commosties

o1m =T 191 o1 hai: cama ) [nopies [ i zaicom o1m [
oi% U Infank 104 o Mk Coa -1 Frotatogs L1 Es: Cricken 0% 1.
00 ML child [ 0 Ml Camia =1 5 bt s 00 s 0 00
39 PR iocder 2 37 L] [T nlk: Cama 00w fppias 19 et 10 19
oo £ child oEr oo nai: cama oo fopies oo et oo oo
oom B child 3 15 yr oss oo nai: cama oom [wiraat 00 Suar ot rmoks oo oo
oom U tocidler oes oo nai: cama oom [wimaat oo Fosstoas oo oo
0.0 i child [15] o Mk Coa . Feve 1. Zwine: Musclamast 12 1.
00 EEMEFood G nss 0 Ml Camia =1 Sopataars 00 Fotsions 0 00
39 ES child [ [T nlk: Cama 19 [tiraas 19 Bovine: Musclaimeat 10 19
oo 5E general oss oo nai: cama oom i Bus clamaat oo Foastoas oo
oom EEME Food GOT os3 oo nai: cama oom [wimaat oo Foastoas oo oo
oom RO general os3 oo nai: cama oom [wimaat oo Foastoas oo oo
0.0 EEMEFood G5 1] o Mk Coa -1 ihaat 1. Poksioas 12 1.
00 DE women 1450 yr o5z 0 Ml Camia =1 5 bt roces 00 s 0 00
39 EEMSFond GOE oSl [T nlk: Cama 19 [tiraas 0.0 Sopabeans 10 19
oo OE general os1 oo nai: cama oo 5 ar ot roces 0o fopies oo oo
oom EEMEFood G0 os1 oo nai: cama oom oo et oo oo
oom FRintant 047 oo nai: cama oom Fotatoas 0o focies oo oo
0.0 GEMEFood GOE 045 o wihaat -1 Mk Caia 1. Tomatons 12 1.
00 ML genral 043 0 Ml Camia =1 5 ar bt roces 00 Fotsions 0 00
39 E acut w4z [T nlk: Cama 00w 5 weat postoes 19 et 10 19
oo Facut 035 oo Comon bears oom Fotatoas 0o Fve oo oo
oom B Aot o oo nai: cama oo ine: arapes 00 et oo oo
oom E5 2ot oz oo nai: cama oom [wimaat oo Eowine: Musclaimast oo oo
0.0 D achit 311 o Mk Coa -1 =i Musclaimaat 1. Poksioas 12
00 LT acudt nzz 0 Ml Camia =13 Fotatoes 00 Swine: Muscleimest 0 00
39 FT gananl ] [T Fotatoss 19 [tirass 0.0 Wire grapes 0% 19
oo U vapatadan 2] oo nai: cama oom [wimaat oo Foastoas oo oo
oom U acht 2] oo nai: cama oom [wimaat oo Foastoas oo oo
oom Fi3yr 2] oo oom Eananas oo et oo oo
0.0 T tocdler o7 o wihaat -1 Crar coraals 1. Tomatons 12 1.
00 FIgyr o4 0 Foeatoes =13 Cocoa baars 00 Wt 0 00
39 E child wiz [T nlk: Cama 19 [tirass 19 Fosatoas 10 19
oo T acult oz oo [wimaat oom Tomatoes 0o focies oo oo
oom FL ganeral oo oo Foatoas oo fopies oo Tomatons oo oo

Contucion:

Th asimatad longsom mtary intke (TMDOVMEDVIED] was balow the ADL

Tro lorg-tem inkaie of resicuss of Fiease Inser hers e MRLS of GOM dakabase (256 asie values' hunclon] 15 unilkely o present 2 public healih concem.

EHECLAMER: Distary data from e UK wena Included in PRIMO when e LB was 3 membar of fha Euncpaan Urion.

A33

IEDI calculations

TMDI do not exceed ADI therefore IEDI calculation is not required.
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A34 IESTI calculations - Raw commodities (normal mode)

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

A35 IESTI calculations - Processed commodities (normal mode)

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

A 3.6 TMDI calculations (refined mode)

oo ot s o - - E from
MFLs S0k 2t ot
Expacurs  [Highest conbtbutor to 2red cortibuton i 3 contibetor to MS. gr ot aDy| A
Calculatod GXposLID ki b pr WS cat Commmessity | WS ciat Commonity ¢ et Commanty |
{3 of ADM) MS Dict day) g et DY |oroes of commeties gn %ot A |orews of commesities gn %ot AD  |orees of commesties
[ ML tocsder 352 1% ptzi zaicom 1%
0zm GEMEFood G065 053 ozm ki zasicom [FruT arn TREE MUTS 0zm
0zm LK intank 051 ozm ki zasicom [FruT arn TREE MUTS 0zm
02% RO general o4s 0% htzi 2o [FruT amD TREE MUTS 0%
01% GEMEFood G10 033 o1% psai zicom [FruIT am TREE MUTS 0.1%
01% GEMEFood G15 03z o1% ki zasicom [FruT arn TREE MUTS 0.1%
01% FT geraral 024 o1% ki zasicom [FruT arn TREE MUTS o.1%
01% GEMEFood 08 o2z o1% ki zasicom [FruT arn TREE MUTS 0.1%
01% FRChII3 15 yr oz o1% ki zasicom [FruT arn TREE MUTS 0.1%
04% GEME oo 0T o5 01% htzi 2o [FruT amD TREE MUTS 0.1%
[:1=:3 ES child 014 00 psai zicom [FruIT am TREE MUTS 0.0
oo ML child 014 0o% ki zasicom [FruT arn TREE MUTS 0.0m
oo E acut o1 0o% ki zasicom [FruT arn TREE MUTS o.0m
oo DE child oos 0o% ki zasicom [FruT arn TREE MUTS 0.0
oo GEMEFood G oos 0o% ki zasicom [FruT arn TREE MUTS 0.0
0om ML geraral 005 0o% htzi 2o [FruT amD TREE MUTS 0.0m
[:1=:3 FR toadler 2 347 004 00 psai zicom [FruIT am TREE MUTS 0.0
oo ES adut o4 0o% ki zasicom [FruT arn TREE MUTS 0.0m
oo DE women 14-50 yr 003 0o% ki zasicom [FruT arn TREE MUTS o.0m
oo FRadut 003 0o% ki zasicom [FruT arn TREE MUTS 0.0
oo DE geraral 003 0o% ki zasicom [FruT arn TREE MUTS 0.0
0om T eeader oo 0o% htzi 2o [FruT amD TREE MUTS 0.0m
[:1=:3 A&y oo 00 psai zicom [FruIT am TREE MUTS 0.0
oo FRirtant oo 0o% ki zasicom [FruT arn TREE MUTS 0.0m
oo T addt oo 0o% ki zasicom [FruT arn TREE MUTS o.0m
oo Ry oo 0o% ki zasicom [FruT arn TREE MUTS 0.0
oo U o oo 0o% ki zasicom [FruT arn TREE MUTS 0.0
0om UK wegenadan 000 0o% htzi 2o [FruT amD TREE MUTS 0.0m
[:1=:3 LT acult 000 00 psai zicom [FruIT am TREE MUTS 0.0
oo Flacdt 000 0o% ki zasicom [FruT arn TREE MUTS 0.0m
oo LR it 000 0o% ki zasicom [FruT arn TREE MUTS o.0m
oo FL geraral 000 0o% ki zasicom [FruT arn TREE MUTS 0.0
oo E chilg 000 0o% ki zasicom [FruT arn TREE MUTS 0.0
0om D8 child 000 0o% htzi 2o [FruT amD TREE MUTS 0.0m
D8 ot [Fru anD TREE BUTS [FruIT am TREE MUTS
D6 it [Fru anD TREE MUTS [FruT arn TREE MUTS
[Comctution:
Thi esimated long e, dietany |rtke (TMOVNEDVIEDH| was below e ADL
[T lomgtem i resicies of [ of G Qs pas e values funcion] s ikl bo present & public hedlth concam.
DS CLAMER: Diotany diata thom B LB wers Incliucied I PRINO whan: ths LI was & mamber of the Euncesan Union.
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A 3.7 IEDI calculations

TMDI do not exceed ADI therefore IEDI calculation is not required.

A 3.8 IESTI calculations - Raw commodities (refined mode)

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

A39 IESTI calculations - Processed commodities (refined mode)

As ARfD was not deemed necessary, acute risk assessment is not relevant.
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Thifensulfuron methyl

A3.10

TMDI calculations (normal mode)

o off e aonConi rag el A0 - Expeesune nesulBrg fom
ML Sof af| oot m
Expsore | Hihest conmbu i MS 2 o B B E LD [ sesscamd
(Sl ahad SopoEin Aok bw por ok (Commosing ¢ IS ok (ot | S dot (Comradity / in s of | A
% of ADI} MS Diat day] in % of ADI| jgrowp of commodiies i % of ADI} group of commodiies in % of ADI| o of commodiies
1% L Doecl o 124 B il Cama 1% LTl 0T Mallad 2200 17% 0T
Th ML child [=1=:1 % Ik i 5% Baaai Baanll nCa0RS DET Lr== Th [=Eec )
W DE child [=1-x3 T Pelilk - Caida 1% ool e 4% WiTeak W [=Eeg
B LK Indant [=1:-3] 4% Mk Tl 0.3% [Frofaioas 0% WiTaal G 0%
(=51 FR edder 2 3 yr =X 3% Ik i 0.3% Ao o 0% WiTeal (=51 [=Eec )
&% FRChild3 15y 055 % Pelilk - Camle 0.5% ieaal 04% | Siagar Ddedd 100kS % [=Ee
4% I Rocecil o 045 2 Ik e A% "Pienal 03 Fiodahoas 4% [=Eec
4% EEMEFe G11 04z S Ik i 4% [Frofahes 4% SR 4% [=Eec )
47 D chila o041 1% il Cama OE% Foya 4% WiTanal 4% OO0
4% EEME o GOT =k DE Ik e A% "Pienal 4% Fiodahoas 4% [=Eec
4% GEMISFood GOS 03 =i Ll 4% Toemahoas 0% Mol Caiia 4% 1%
4% EEMEFd G15 03 i Y Mk Tl 0.5% "Piaal 4% Podaios 4% 0%
E 4% GEMSFocd G02 03 DET Ik i 4% ‘et 4% ==t 4% [=Eec )
4% R0 gereral 03 1% Pelilk - Caida 05 ‘ieaal 4% Fiodaioos 4% 1%
i 4% EE child =k 1% Ik e A% "Pienal 03 (Cimem o el 4% [=Eec
: 4% EE garanal [=E=rg 1% Ik i 4% B . lhucs ol aafrmataalt 4% ==t 4%
E 47 DE wanimaain 1450 T [Ekcr 1% il Cama 05% S Ealalll POORS 0.37% Lla il 4% OO0
4% EEMEFd G0 [=Erg ==Y Ik e A% "Pienal 03 Sy 4% A%
z 4% DE garanal =k 1% Pelilk - Caida 4% Baugar basafl nO0is 0% Apoles 4% [=Eeg
47 Fl 2t 035 3% T et 0% [Frofanoeces o1% e 4% OO0
3% E aduli 033 4% Ik i 4% Sl peCRaiiedcs 0% WiTeal 3% [=Eec )
3 L parweral 030 0E Pelilk - Caida 0.3% Baugar basafl nO0is 0% Fiodaioos 3% [=Eeg
3% FR Infank o0z 2 Ik e 0.2% [Frofabes 0% Let==- 3% [=Eec
% FR adult 02z 4% Ik i 0.2% Pl Qraces 0% WiTeal % [=Eec )
B I FT geradal oz 05% [Fotahoes 047% Wit 0.2% W P e e OO0
E 2 EE 2l oz ==Y Ik e 0.2% "Pienal A% e 2 [=Eec
I Fl3yr [=R-] == [Fotaioes A% Baranas A% WiTeak 2 [=Eeg
I T Boeshcl o o1e 0T it 0Z% O Canaal S o1% Tornaboes e OO0
% D il =513 =X Ik i =5 [Frofahes A% WiTeal %
I LT achdt =R 1) 4% Pelilk - Caida 0.3% [Frofahoas 0% Apoles 2 [=Eeg
1% UK gt am =K -3 03 Ik e 0.2% "Pienal A% Fiodahoas 1% [=Eec
1% FlEyr =R 4% [Fofatoss =5 (Cace e DB A% WiTeal 1% [=Eec )
1% B 2ot 014 037 Pelilk - Camle 0.Z% ieaal 1% Fiotaioas 1% [=Ee
1% IT 2t iz 4% ezl A% Tomahoas A% Let==- 1% [=Eec
1.0% FL gararal =R ] 0% [Fotaioes 0.Z% Aol as A% Tomaions 1.0% [=Eeg
OE% E child oo 4% il Cama 0% Wit o1% [Fiotanoes 0% OO0
‘Conoluskon:
Thaz & i mabesd | orgborm dotary intake (MMDLINEDVEDI | was bl ow tha ADL
Thes | orgdam inkakia of nesidues of Floasa insart hane the MRLs of COM databas o (s Pasts values' furnclon ] is uniikely o present 2 public el th concam.
DS CLARER: Diatary daka from e U wans incliused in PRI whan B UK was 3 maimiber of W Elropssan Union.
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A3.11

IEDI calculations

TMDI do not exceed ADI therefore IEDI calculation is not required.

A 3.12

IESTI calculations - Raw commodities (normal mode)

- IESTI new (IEST1 neww-
T |Resuits for children Results for childran Resuits for aduits
Ma. of cammaxdifies for which ARIDVADH iz axcesded Results for adults [Mea. eof rwmmnaxciiess: for wihiich ARIDVADA i esmeced (M. of cammadifies for which ARITVAD] is emcmsdesd (IESTI
(IESTI): M. aof exmmacies for which ARSDNAD iz ewoseded {IESTI): (IEST] mesar): remw:
g |em [iesTi IEST! s ST e
g MRL / irgut MRL / irgut MRL fingud MRL/ gt
& Highes1 % of o RA Exposre o RA Exposre Highess1 % of i RA Expre Highest % af for RA Exprre
5 ARIVADH Conmeodifes (mghal  {ughgba) Highes % of ARIVADN __ Commenifies (mghagl  {ughgba) ARIVADH Comemediies (mghnl  (ughgbw) ARIDNADI Commedifies (e} (g bw)
[ I{umuz a0t/ 15 0% [P — a0t/ 042 006% Milk: Cander a0l /a0 12 0% Cranges aat oo 047
0.0% eflons Q014 1.5 012% ‘Watermedons Q014 Q41 0,05% Medons a1 fad aa Q2% Plums 201 70,01 033
0.07% Paxs a01/40 14 0.02% Medires a01/40 Lk -] 008% Wtrmadons a1 /o a7 Q2% Milk: Cante 201700 03
00T Orarges a0t/ 13 0% Milke: Catfer a0t/ ik} 0.0%% Cramgess Q01 /a0 Q57 0% Purs Q01 /01 036
006% Milk: Canir a0t/ 12 0% Swehemintgs a0t/ 034 0.0%% Potsioes Q01 /a0 Q8 0% Marebrins Q01 /01 03
006% Wanermnesors ant/am 12 0% Tatie grapess ant/am 034 00%% Popies [T g2 00% Prtmions a0t /a0 o
005% Aeyies a0t /am 11 0% Oranges a0t /am an 00%% Bariries a0t /oo ag 002 Peyies a0t /o0t 030
005% Piregies a0t /a0 10 0% Prsrs a0t /a0 a3 00%% Py [T agt M Berirurs a0t /o0t [ik-.:)
005% Borvrue an1 /a0 it-rg a0t Putsions an1 /a0 a3 00%% Pars a0t /a0 a5 M Yane a0t fo01 i1
005% Pearii ant/an 085 ani% Finesgyies ant/an a3 00 Paches [T 054 0% i fapnese persimemeans aat foni I
004% Mariges ant/an a7 ani% Yams ant/an it} 00% Agricots [T 04 0% o] cofbuapes aat foni 025
0.05% Grapeduits Q014 Q73 0.01% Agpies Q014 Q.28 00 Mangaes a1 fad as Q0% Watermedons 201 70,01 024
0.05% Tatdar gragwes a01/40 Q73 0.01% Cusumnbres a01/40 228 00 Gragsinuits a1 /o as Q0% Wi grapes 201700 024
Q0% Cuurniwers a0t/ 088 a0t Puirrginesiogy plans a0t/ oz 0.02% Tattier gprapes Q01 /a0 a4 am Mo Q01 /01 Q24
0% Carrots ant/am 053 ant% Marypes ant/am 026 002% awi Fruits {green, red, [T Q.40 s Margpes a0t /a0 Q23
Expencloallgrse st
Total numibsr of commadities sucesding the ARTDVAD] In Total number of commodities found sxcesding the ARTIVADI
chilldren and sdult diste (in children and aduft dists
[IESTI calcutation) [IEST1 new calcutstion)
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>
w
[
w

IESTI calculations - Processed commodities (normal mode)

Procassed commaditie

Repuits Tor children Results Tor zduite Resulte Tor childran Resuite for aduite

Mo of processed commadifies o which ARTIVAD iz Niaof processed commadiges for which ARIIVAD is excesded M of processed commadiges for wiich ARIDAD is Mool processed commadifies for which ARIDVAD is

exmemeded (IESTI): {IESTI: exwesesescles] (IESTI resar): encresesched (IESTI resar):

IESTI IESTI IESTI new IE ST1 N

MIAL firgudt MIAL fimgnit MRL/irgnt ML firgant
Highesst % of fr RA Expoeure fr RA = Highwe=t % of fr RA = Highwest %ol fr RA Exprrmure
ARIDVADH Pracessed commexdifies {makal (gl b Higgresst % of ARTDVADH Processad commexities (o) g b ARIDVADI Pracessed commexdifes {mayigh i Erarh ARIDADI Processad commexifies (ool e )

Q1% Bugerr beests (root) / sugar 0a1/a12 1.1 il Purngikires / beiled ao1qam 055 0.06% ‘Gugar beests {roof) [ sugr a0 rgn2 1.1 0% Suggr bets roof)  sugar Q019,12 04
0% Potatoes | fied ao/am k=) 002% Sugar beets {rool) /| sugr 0014012 044 0,0 Potatoes | dried (Eaes) 001 /0,05 0,58 0% Pumngkire | besled a0t am 040
0% Purngikires | boiled ao/am 0 002% Cauliflowers | boled aotsam 042 0,0 Agpies | juice oo 0,54 0% Agpiess | juice a0t am Lk <}
0% Wiidooks / boiled 0017001 [aF -] [iTire Bootroots | boled 001 Fao 0¥ 0,03 Purngikires | Boiled a0i Fo,01 0,53 001% Caifiowens / boiled Q01 Fadd 025
0% Braccdi / boiled 0017001 a7 [iTire Ceslewrivnss J Bl 001 Fao 0,34 0,03 Oranges | juics a0i Fo,01 0,53 001% Tl beowres [ eracion 0,05 /a0 024
0% Caulifiowers [ boiled 0017001 a0 [iTire i 001 Fao 0,33 0,02 Braccdi / boiled a0i Fo,01 LT 001% ‘Widlooks [ boiled Q01 Fadd az
[l Escardlestroad-leaved endie 0,01/0,01 066 a0t 0t ram 24 0,02% ‘Widooks | bailed 01 101 a47 Q0% Wi gragpes | juice 001 M 4]
[l Potaioes | dried (fakes) 001 /0,05 0.5 a0t 0,05/ 00 24 0,02% Poaioes | fried 01 101 044 Q0% Ceserivs / boiled 001 M 02
0% Leseses |/ Exailec] a0t/am a5 a0t a0t ram 023 0,02 Wi gragees | juics 01 a0 044 Q0% Brocoali / beiled 01 M 02
0% gl [ i a0 am 054 a0t a0t ram a2 0,02 Canlificwers { briled 01 a0 042 Q0% Rwerke | ssucefures 01 M a,13
0% Oranggess | juics aar/am a5 01% ao1qam a 2% Ezcarcestrasd-lacrved 01 o0 .40 Q01 Beatroots | bxilad Q01190 17
0% Turriges | boiled aar/am as 01% Wire grapess | juice ao1qam a2 2% Carmnts | juics 01 o0 036 Q01 Conrgesttess | bl Q01190 0,18
0% Par=niges | boiled aar/am as 01% Escaralesbrasd-leaved andives | ao1qam 020 2% Lesesies / Ecailencl 01 o0 233 Q01 Escargiesbrasd-laaved ercives | Q01190 0,18
0% Ganesest patevivess | brilesd ao/am 050 001% Florencs ferreds | boiled aotfam 013 0.I2% Pesars / juiics a0 rom 0.33 001% Orargess | juice a0t ram .15
Q0% Florence fermes | baled oom/am 045 01% Turrigs { boiled 0.01/am 219 0.01% ‘Currarits {red, black and oo 029 Q01% Leedis { boiled 00179 014

Expardioallagrse list

‘Conciusion:

Mo exoeedance of fhe adodogical referencs value was idenified for any unprocessesd commeaditg.

A shor term intaike of residues of Plaese ingen bere fe MRLs of COM detatere (use "nasie values” unciion) is uniiely 1o oresent 2 oublic beali risk.
For processed commadiies, na sxosedencoe of e ARTTVAD wis iderified.
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A3.14

TMDI calculations (refined mode)

Mo oof cliestes evcomencling dhe ADH Exgrzzurs resuling fam
MRALs sm | commadifias not
e 2l et a MS S corwitser ta WS Eml0g s
[T p—— by trw g | Highesst conpitnior o MS et |Comemardity / dan Commadity | et [eT— (e ol ADT) | assesamant
(% o ADI) MS Diest day) it of ADI) o o commexifes (%Al ADT)  |orous of commerdifes {in%halADN)  |orous of sommerities ot e
[ WL e [T 0 [T o [
1% GEMSFood G0B a1 ot Maizatoen FRUIT AND TREE NUTS ot 1%
0% Uk intarn gt ot T— FRUIT AND TREE NUTS ot 0%
1% R gl agt ot Maizatom FRUIT AND TREE NUTS ot 1%
0% GEMSTood G510 gt at% —— FRUIT AND TREE NUTS ot 0%
1% GEMSFood G15 agt ot Maizatom FRUIT AND TREE NUTS ath 1%
ars PT genersl a0 aok Maizaton FRUIT AND TREE NUTS ook ars
o GEMSTood 608 0m 0 T—— FRUIT AND TREE NUTS o o
5 ars FR dhild 3 15y a0 ar Maizatoen FRUIT AND TREE NUTS ark ars
o GEMSTood 67 0m 0 T—— FRUIT AND TREE NUTS o o
ars ES child a0 ar Maizatom FRUIT AND TREE NUTS o ars
s ML chlel 0 A —— FRUIT AND TREE NUTS .1 s
s IE ackit am 0 Maizatom FRUIT AND TREE NUTS i s
E ars DE child a0 aok Maizaton FRUIT AND TREE NUTS ok ars
s GEMSTood G11 am 0 e FRUIT AND TREE NUTS i s
E ars WL gerersd a0 ar Maizatoen FRUIT AND TREE NUTS ark ars
o PR sxder 237 0m 0 T—— FRUIT AND TREE NUTS o o
5 ars ES ackdt a0 ar Maizatom FRUIT AND TREE NUTS o ars
E s DE wamen 1450y 0 A —— FRUIT AND TREE NUTS .1 s
2 s PR achit am 0 Maizatom FRUIT AND TREE NUTS i s
ars DE generad a0 aok Maizaton FRUIT AND TREE NUTS ok ars
s IT s am 0 e FRUIT AND TREE NUTS i s
ars FlEy a0 ar Maizatoen FRUIT AND TREE NUTS ark ars
o FRintrn 0m 0 T—— FRUIT AND TREE NUTS o o
ars IT ackit a0 ar Maizatom FRUIT AND TREE NUTS o ars
A Flaye 0 1 T— FRUIT AND TREE NUTS .1 A
z s e am 0 Maizatom FRUIT AND TREE NUTS i s
g ars LK veryeterian a0 aok Maizaton FRUIT AND TREE NUTS ok ars
s LT ekt am 0 e FRUIT AND TREE NUTS i s
ars Flackit a0 ar Maizatoen FRUIT AND TREE NUTS ark ars
o U kit 0m 0 T—— FRUIT AND TREE NUTS o o
ars PL gererad a0 ar Maizatom FRUIT AND TREE NUTS o ars
A IE chldd 0 1 T— FRUIT AND TREE NUTS .1 A
A DK il 000 A Msizeican FRUIT AND TREE NUTS e A
D kil FRUIT AND TREENUTS FRUIT AND TREE NUTS
D kil FRUIT AND TREENUTS FRUIT AND TREE NUTS
Conciusion:
Thoe exsfemasien)lorng-Serrn chstary intisker { TMDUNEDEDH) wars bedenw S ADL
T o e s o resichies of Plesse e e e ML of COM chsirs {1 s waibaes’ Eacfion) i iy $2 pressern a puiic hesith conoem.
DHSCLAMER: Dietary cltta frarn e LIK were irruded in PRIMO when e UK wers 2 mermber of e Exropesan Urion.
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A 3.15 IEDI calculations
TMDI do not exceed ADI therefore IEDI calculation is not required.
A 3.16 IESTI calculations - Raw commodities (refined mode)
= ESTInew Emnn
T |Results for children Results for childran Results for sdults
E M. o cornmardifies for whisch ARIDVAD] i= evomaded Rzeults for adults whiich ARIDWADH i M. ef coornimedifiess for which ARIDVAD i= excasded (IESTI
i {IESTI: Ma. of commadities for which ARIDVAD is excseded (IESTI): (IESTI resac riea
i § IESTI IESTI IESTI riena IESTI resar
g WAL int MAL fireat MRL firgen MAL /g
g Highwesa 36 of ErRA Cxpemre ErRA Expmre Highest % of B RA Espomre Highesmt% of & AA Exmmre
E APUTHADH Commadities (gl {ugfeg bnar) Highwest % of ARMDNVADH Commexifes imakg) {ugho b ARITWADH Commaoxdifies {magfa) {ugka bw) ARITWADI Commaodifies {mafg) {ugka bw)
| [ Tizzatan 0t raan [T [T [ 0t iant [ 00 Wiz w0t /000 [T 000 W szt 01 faan [T
Coernloalms s
Total numbsr of comma-itiss sxcasding the ARTDVAD In Ti of it ng the ARTINADY
childran and aduit dists In children and sdult dists
pESTI tion) [ESTInew
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A 3.17

Processed commodities

Expandicolapse list

Results for children
No of processed commodities for which
ARFVADI is exceeded (ESTI): —

Results for adults
Mo of processed commodities for which ARTD/ADI is exceeded
(ESTI):

IESTI calculations - Processed commodities (refined mode)

Results for children

No of processed commodities for which
ARTDADI is exceeded (ESTI new):

Results for adults
No of processed commodities for which ARTDVADI is
exceeded (IESTI new)

IESTI IESTI IESTI new IESTI new
MRL / input MRL /input MRL / input MRL / input

Highest % of for RA Exposure for RA Exposure Highest % of for RA Exposure Highest % of for RA Exposure
ARTIVADI Processed commodities (molkg) (po'kg bw) Highest % of ARfIMADI  Processed commodities (mgdkg) (pg'kg bw) ARTIVADI Processed commodities (mg'kg) (po/kg bw ) ARDADI Processed commodities (modkg) (po/kg bw)

0,0% Maize / oil 0,01/025 023 0,0% Waize / il 0,01/0,25 0,13 0,01% Maize / il 001/025 0,23 0,01% Maize / oil 0,01/025 0,13
0,0% Maize / processed (not epe 0,01/0,01 002 #LICZBA! #LICZBA! #LICZBA! #LICZBA! 0,00% Maize / processed (not 0,01/0,01 0,02 HLICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LIcZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! HLICZBA! #LICZBA! #LICZBA! #HLICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! HLICZBA! #LICZBA! #LICZBA! HLICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBAL HLICZBA! #LICZBA! #LICZBA! HLICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! HLICZBA! #LICZBA! #LICZBA! #HLICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! HLICZBA! #LICZBA! #LICZBA! HLICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBAL HLICZBA! #LICZBA! #LICZBA! HLICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!

Conclusion:

No exceedance of the toxicological reference value was identified for any unprecessed commodity.
A short term intake of residues of Please insert here the MRLs of COM database (use 'caste values’ function) is unlkefv to present a oublic health risk.

For processed commodities, no exceedance of the ARTDVADI was identified
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Appendix 4 Additional information provided by the applicant

83



