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Version history
When What
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highlighted in yellow.
November 2022 |ZRMs evaluated submitted by Applicant dRR
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products containing the active substance clopyralid..
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7 Metabolism and residue data (KCA section 6)
7.1 Summary and zZRMS Conclusion

October 2023 Verification of the Report in accordance with the Polish National Authority's (Ministry of
Agriculture and Rural Development) arrangements, from the meeting regarding the assessment of plant
protection products containing the active substance clopyralid (4.10.2023).

March 2024  Assessment of the new data (marked in green).

The applicant provided the new residue trials. The dark blue background of the new data provided by the
applicant has been changed by zZRMS to a lighter one to increase the readability of the text.

Stability of residues during storage of samples

Stability of residues during storage of samples was provided during the EU review of clopyralid.
Residues of clopyralid were found to be stable at < -18°C for up to:

13 months in maize fodder and forage (high water content matrix)

13 months in maize grain (high starch content matrix)

17 months in pasture grass (high water content matrix)

24 months in rape seed (high oil content matrix)

Metabolism in plants and animals

Residue definition for monitoring (Commission Regulation (EU) 2021/1807 of 13 October 2021):
clopyralid (plants and animals)

Proposed residue definition for monitoring (EFSA Journal 2021;19(1):6389): clopyralid common moiety
(sum of clopyralid, its salts and conjugates expressed as clopyralid) (applicable only for cereals/grass).

The proposed change will not have an impact on the existing MRLs, as the analytical methods used to
generate data for risk assessment and for enforcement include a hydrolysis step which is capable to cover
the common moiety.

Residue definition for risk assessment:

Clopyralid common moiety (sum of clopyralid, its salts and conjugates expressed as clopyralid) — pending
the outstanding clarification on the nature of “polar clopyralid” (EFSA Journal 2018;16(7):5389)

During the peer review, the data gap related to the identification of an unknown compound observed in
sugar beet and oilseed rape metabolism studies was identified.

EFSA Journal 2021;19(1):6389:

Based on the metabolic pattern identified in metabolism studies with cereals, rotational crops and the
results of hydrolysis studies, the residue definitions were proposed as clopyralid common moiety (sum of
clopyralid, its salts and conjugates expressed as clopyralid) both, for enforcement and risk assessment.
These residue definitions are applicable to cereals/grass crop group, rotational crops and processed
products.

Since the clarification of the unknown polar metabolite (called ‘polar clopyralid’) in mature sugar beet
and oilseeds identified by the EU pesticides peer review was not sufficiently addressed under the current
assessment, EFSA concludes that the proposed residue definitions are applicable only to cereals/grass
crop group for which a new metabolism study was submitted under the current assessment and for which
the data gap identified by the peer review is not relevant. For remaining crop groups, the data gap as
identified by the EU pesticides peer review remains open.
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Authority's arrangements:

- in the case of clopyralid, assessment of residue data for the uses proposed by the Applicants, including,
among others, on oilseeds, roots or tubers (crops other than representative crops assessed in RAR (2019)
for the substance clopyralid) should be carried out in accordance with the general residue definition for
clopyralid proposed by EFSA in the document EFSA Journal 2018,;16(8):5389 - applies all administra-
tive proceedings conducted by the Ministry of Agriculture and Rural Development (Article 33, Article 43,
Article 40, Article 45, Article 51).

Plant residue definition for monitoring: Clopyralid (Reg. (EU) 2021/1807)

Plant residue definition for risk assessment: clopyralid common moiety (sum of clopyralid, its salts and
conjugates expressed as clopyralid) — pending the outstanding clarification on the nature of “polar
clopyralid” (EFSA Journal 2018;16(7):5389).
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The intended uses en<eereals are supported by the evaluated plant metabolism studies.

One new hydrolysis study was evaluated as equivalent to protected hydrolysis study and was accepted in
data matching (Finland 2022): K. Hamnett; 2019; Study no: FR/001648 which is equivalent to
Adusumilli, H. 2014; study no: 140574. The test compound clopyralid was stable under all conditions of
high temperature hydrolysis for simulation of food processing. Equivalent endpoint has been received.

New metabolism study in rotational crops was evaluated as equivalent to protected study and was accept-
ed in data matching (Finland 2022): Hall, L. R.; 2015; DAS Study No. 130733 to which is equivalent
Rooney P., 2021, [14C]-Clopyralid Metabolism in Rotational Crops FR/001647. The requirement for
alternative tests has been met.

NOTE: the new alternative studies have not been assessed in this application.

Magnitude of residues in plants
Winter wheat
Proposed uses: 1 application, BBCH 20-29 (Spring), 120 g as/ha, PHI: not required

Applicant refers to the unprotected EU data. GAP on which EU a.s. assessment is based: 1 x 0.150 kg
as/ha, BBCH 39.

No new data are submitted in the framework of this application. Presented data are still valid and meet
criteria of current guidelines.

Sufficient trials are available to support the proposed use. The residues arising from the proposed uses
will not exceed the MRLs established for wheat (Reg. (EU) 2021/1807).

Winter rape, Sugar beet, Beta vulgaris (beetroots)

Winter rape
Proposed use: 1 application, BBCH: till 50, 120 g as/ha, PHI: not required
1 application, BBCH: till 50 or 20-21, 90 g as/ha, PHI: not required (mixed with CHR/H/PCR and
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CHR/H/MTC).

Applicant refers to unprotected EU data:

Trials GAP: 1 x 0.1 kg as/ha + 1 x 0.2 kg as/ha, BBCH:51; outdoor
Residues: <0.01, 0.01, 2 x 0.02, 0.03, 0.04, 0.05, 0.1 mg/kg

Sufficient data are available to support the proposed use. The residues arising from the proposed uses will
not exceed the MRLs established for oilseed rape (Reg. (EU) 2021/1807).

Sugar beet, Beta vulgaris

Proposed use: 1 application, BBCH 12-14 (Spring), 120 g as/ha, PHI: not required
3 applications, BBCH 12-14 (Spring), 60 g as/ha, PHI: not required

Applicant refers to unprotected EU data:

Trials GAP (sugar beets): 1 x 0.1 kg as/ha + 1x 0.2 kg/ha latest timing of BBCH 39
Residues: 0.12, 0.17, 0.21, 0.29, 0.34, 0.35, 0.36, 0.41, 0.56, 0.80 mg/kg

According to the SANTE/2019/12752 rev.1 extrapolation from sugar beets (0900010) is possible to beet-
roots (0213010).

Sufficient data are available to support the proposed uses. The residues arising from the proposed uses
will not exceed the MRLs established for sugar beet roots (Reg. (EU) 2021/1807).

Livestock feeding studies

New Dietary Burden calculations were performed, taking into account STMR and HR values from resi-
dues trials on CHR/H/CPD 300 SL (using Animal model 2017).

According to EFSA Journal 2018;16(7):5389 livestock feeding studies are performed during Annex I
inclusion and renewal. No new livestock studies feeding studies are necessary. There is no risk for animal
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MRLs to be exceeded.
March 2024

New Dietary Burden calculations were performed, taking into account STMR and HR values for Sugar
beet, Wheat and Oilseed rape from new residues trials on Faworyt 300 SL / CHR/H/CPD 300 SL. The
new calculation results do not change the conclusions.

Magnitude of residues in processed commodities

New, alternative to the protected study was provided by the applicant (White T., 2021, S19-01810; White
T., 2021, S20-04397) and was accepted in data matching (Finland 2022). No further data is required.

NOTE: new alternative study has not been assessed in this application.

Rotational study

According to the available data following label restriction is proposed: not to use clopyralid on the same
field for 125 days after the initial application regardless of the crop grown (see EFSA Journal
2021;19(1):6389).

Other / special studies

Clopyralid is systemic compound and potential residues in honey might occur in honey even from appli-
cations before flowering. Therefore, information about residue level in pollen and bee products should be
provided by the applicant (post registration requirement).

05.2024 [T commenting round

As follows from comment contained in Reporting table Part A and B for Major 300 SL after IlI com-
menting round , one of member state does not agree to authorization of the intended use (oilseed rape —
melliferous crop) until the new MRL has been set for honey. zZRMS considers that the decision on the
possibility of authorizing the use on rapeseed can be made at the level of a Member State.

Taking into account the date of submission of the documents and the date of application of the product
shown in the GAP Table, the missing data may be required after registration of the plant protection prod-
uct. In accordance with the arrangements in place in Poland, Poland agrees to such intended use provided
that the study is performed after registration (post-registration requirement).

Estimation of exposure through diet and other means

The aeeepted proposed uses of clopyralid in the formulation CHR/H/CPD 300 SL do not represent unac-
ceptable acute and chronic risks for the consumer. Applicant’s calculations are accepted (EFSA PRIMo
rev 3.1).

March 2024

New consumer calculations were performed considering STMR/HR values from newly submitted residue
studies on Sugar beet., Oilseed rape and Wheat. The new calculation results do not change the conclu-
sions.

7.1.1 Critical GAP(s) and overall conclusion

Selection of critical uses and justification

The critical GAPs with respect to consumer intake and risk assessment for the preparation CHR/H/CPD
300 SL are presented in Table 7.1-1. They have been selected from the individual GAPs in the zone for
sugar beets, winter oilseed rape, winter wheat. A list of all intended uses within the zone is given in Part
B, Section 0.
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The critical GAP was selected from the worst case use on sugar beet, winter oilseed rape and winter
wheat of plant protection product CHR/H/CPD 300 SL and highest maximum rate of 0.120 kg of
clopyralid.

Overall conclusion
The data available is considered sufficient for risk assessment. EFSA (2021) concluded that the residue
definitions only apply for the crop groups cereals and grass.

Authority's arrangements:

- in the case of clopyralid, assessment of residue data for the uses proposed by the Applicants, including,
among others, on oilseeds, roots or tubers (crops other than representative crops assessed in RAR (2019)
for the substance clopyralid) should be carried out in accordance with the general residue definition for
clopyralid proposed by EFSA in the document EFSA Journal 2018,;16(8):5389 - applies all administra-
tive proceedings conducted by the Ministry of Agriculture and Rural Development (Article 33, Article 43,
Article 40, Article 45, Article 51).

As far as consumer health protection is concerned, zZRMS agrees with the authorization of the use on
winter wheat.

An exceedance of the current MRL for clopyralid in wheat, oilseed rape, sugar beets and beetroots as laid
down in Reg. (EU) 2021/1807 is not expected.

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

Accordin to the available data following lael restriction is proposed: not to use clopyralid on the same
field for 125 days after the application regardless of the crop grown.

Crop MRL[mg/kg]
Oilseed rape 05
Sugar beets 1
beetroots
Winter wheat 3
Data gaps

Noticed data gaps are:

- Information about residue level in pollen and bee products should be provided by the applicant
(post registration requirement)*

- Data gap on residue definitions should be filled at EU level.

- In the Data Matching Table, Final conclusion, Finland 2022, in case following DAS studies:
Study No. 120602, Study No. 130202, Study No. 130906, DAS Study No. 150031 and DAS
Study No. 150030 it is stated that above mentioned studies are vertebrate studies, therefore a
letter of access has been requested. As the applicant refers to these studies, the letter of access
should be provided before the registration of the plant protected product.

* Taking into account the date of submission of this document and the time of application, the missing
data may be required after registration of the plant protection product (according to the Authority's




CHR.H/CPD 300SL Major 300SL/Cloe 300SL/ ProSto 300SL, Part B Page 10 /216
— Section 7 — Core Assessment Version: November 2020
Applicant version

arrangements).
e
—



CHR/H/CPD 300SL Major 300 SL/Cleo 300 SL/ ProSto 300SL

Part B — Section 7 — Core Assessment
Applicant version

Page 11 /216
Version: November 2020

Table 7.1-1: Acceptability of critical GAPs (and respective fall-back GAPs, if applicable)
1 2 3 4 5 6 ‘ 7 ’ 8 10 13 14
Neo: | state(s) |orsitua- Fn; | Greupof (days)
destination | Gpn | (additionally: erop-& | seasen by max—total rate-percrop/seasen @
ipurpese |er |developmental Seasos
of erop) 1 stages-of the
pest-orpest
group)
Zonal field 1 i . £ 1 )
1 PLACZ. | Winter E broadical Spray: |t a—F a0 na N
SEO: Brassica sprayer |30
B BRSNW)
2 HU Winter E broadieaf Spray; | il a—1t a—~o04 nla N
Brassiea sprayer |3+
napus;
BRSNW
3 P64 | Winter E annual-and Spray: | il - a—0078--03 a—0:0234+0:09 na f
Brassica broadleaf sprayer | 50 CHR/H/[PCR*
napus; woeds +
(BRSNW) CHR/H/CPD
4 PLCZ | Winter E annual-and Spray | Autumn a—1t a—0,078+0.3+15 a—0-0234+0.-09+0-750 nla N
Brassica broadleaf sprayer |20-21 CHR/H/PCR
napus; weeds +
(BRSNW) CHR/H/CPB
4L
CHRHMTC
5 PLCZ | Winter E broadleal Spray | Spring a1 a——04 Al A
SLO-LT: | Triticum sprayer |BBCH
B aestivam 2029
BBCH
21-29
6 PLCZ |Susarbeet |E broadleal Spray | BBCH a7t a——04 Al N
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1 2 3 4 5 6 | 7 ’ g 9 10 H 12 13 14
© ‘Fom Fpn | pests-con- Method | Timing/ | Max—number Min—inter- | kgorbproduethl gorkgastha Water e safen
destination | Gpn | (additionally: erop-& | seasen (days) by max—total rate-percrop/seasen min/ @
/purpese |eor |developmental R gHaX
of-erop) 1 stages-of the
pest-orpest
group)
SEOLH | earis SPEAYCE
BV BEAVE)
7 PLCZ, |Sugarbeet (E broadieaf Spray | BBEH a—3 6-10 a—~o02 a—0:06 200- |nfa N
SEOLH | earis SPEAYCE
812 BEAVP)
B d g : B¥-6 psed-p ofp produetion)—aspo or-fa B P OFASe o0
8
9
Mi n \rticle 514 1
10
H
Mi n \rticle 51(i 1
12
13
Remarks (a) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) (d) Select relevant
table (b)  Catalogue of pesticide formulation types and international coding system CropLife (e)  Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be
heading: International Technical Monograph n°2, 6th Edition Revised May 2008 given in column 1
(¢) g/kgorg/l (f)  No authorization possible for uses where the line is highlighted in grey, Use should be crossed

out when the notifier no longer supports this use.
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GAP Crop and/ Zone | Product F, Pests or Formulation Application Application rate PHI Conclusion
number L. code Fn, | Group of - (days)
(see or situation Fpn | pests con- Type | Conc. Method | Growth | number | interval kg as/hL water L/ha kg as/ha
¢ ol G trolled /Kind | stage of | min between
par > It of as P
B.0)* Gn, crop & |max appllcatlons ) TN e )
Gpn | (additionally: season (min) min max min max
or |developmental
I*** | stages of the
pest or pest
group)
1 Winter CEU | CHR/H/CPD | F broadleaf SL 300 |Spray, |till 1 n/a 0.4 200-300 0.12 n/a N
oilseed 300 SL weeds g/L | medium | BBCH
rape sprayer |50 W il
Brassica
napus,
(BRSNW)
2 Winter CEU |CHR/H/CPD |E broadleaf SL [300 |Spray, |till 1 n/a 04 200-300 0.12 n/a N
oilseed 300 SL weeds g/L | medium | BBCH
rape sprayer |51 W il
Brassica
napus,
(BRSNW)
3 Winter CEU |CHR/H/CPD |E annual and SL [300 |Spray, |till 1 n/a 0.078+0.3 200-300 0.0234+0.09 n/a N
oilseed 300 SL perennial g/L | medium | BBCH CHR/H/PCR* CHR/H/PCR*
rape broadleaf sprayer |50 | | Vel
Brassica weeds CHR/H/CPTF CHR/H/CPI
napus,
(BRSNW)
4 Winter CEU |CHR/H/CPD |E annual and SL |[300 |Spray |Autumn |1 n/a 0,078+0,3+1.5 | 200-300 0.0234+0.09+0.750 |n/a N
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oilseed 300 SL perennial g/L | medium | BBCH CHR/H/PCKR CHR/H/PCR*
rape broadleaf sprayer |20-21 ] +
Brassica weeds CHR/H/CPD CHR/H/CPT}* Y+ i
napus, + +
(BRSNW) CHR/H/MTC* CHR/H/MTC'
5 Winter CEU |CHR/H/CPD |F broadleaf SL [300 |[Spray |Spring |1 n/a 0.4 200-300 0.12 n/a A
wheat 300 SL weeds g/L | medium | PL:
Triticum sprayer | BBCH
aestivum 20-2
(TRZAW); Cz:
BBCH
21-29
6 Sugar beet | CEU | CHR/H/CPD |F broadleaf SL |[300 (Spray |BBCH |1 n/a 04 200-300 0.12 n/a N
Beta 300 SL weeds g/L |medium |12 - 14
vulgaris sprayer Y
(BEAVP)
| Sugar beet | CEU | CHR/H/CPD |F broadleaf SL |[300 |[Spray |BBCH |3 6-10 0.2 200-300 0.06 n/a N
Beta 300 SL weeds g/L medium | 12-14
vulgaris sprayer Y
(BEAVP)
o Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1
S Use also code numbers according to Annex I of Regulation (EU) No 396/2005
okt 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: pro-

fessional and non-professional greenhouse use, I: indoor application

**** Regarding missing data on residues in honey the decision on the possibility of authorizing the use on rapeseed can be made at the level of a Member State.
Explanation for column 11 “Conclusion”

A | Safe use

R | Further refinement and/or risk mitigation measures required
To be confirmed by cMS

C
- No safe use
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7.1.2

Summary of the evaluation

The preparation CHR/H/CPD 300 SL is composed of clopyralid.

Table 7.1-2: Toxicological reference values for the dietary risk assessment of clopyralid
Rej;;‘:::ce Source Year Value Study relied upon Safety factor
Clopyralid
ADI EFSA Journal 2018 |0.15 mg/kg bw rat, 2-year chronic toxicity and 100
2018:16(7):5389 per day oncogenicity study
ARfD EFSA Journal 2018 [0.17 mg/kg bw rabbit, developmental toxicity 300
2018;16(7):5389
7.1.2.1 Summary for clopyralid
Table 7.1-3: Summary for clopyralid
Sample Chronic risk | Acute risk
Plant Sufficient PHI storage oners cute ris
Use- . . . MRL for for
Crop metabolism residue sufficiently | covered by .
No.* covered? trials? supported? stabilit compliance | consumers consumers
. . pported: Ly identified? | identified?
data?
1,2, 3, | Winter |Yes Ne Yes - Yes Yes No
4 oilseed No
rape
5 Winter | Yes Yes - Yes Yes No
No
wheat
6,7 Sugar Yes Ne Yes - Yes Yes No
beet No
beetroots

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

7.1.2.2 Summary for CHR/H/CPD
Table 7.1-4: Information on CHR/H/CPD 300 SL (KCA 6.8)
PHI for PHI/ Withholding period* PHI for
G CHR/H/CPD sufficiently supported for CHR/H/CPD 300SL ) 'zRMS Comments
proposed by (if different PHI proposed)
applicant clopyralid proposed by ZRMS

Winter NR
oilseed PHIs are not
rape(spring) | required. They

: are determined
Wlmte(rl by the growth I
pLisee stages of crops
rape(autumn) at application.
Winter NR
wheat
Sugar beet NR
beetroots
Sugar beet NR
beetroots

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

Table 7.1-5: Waiting periods before planting succeeding crops
Crop group Overall waiting period
proposed by zZRMS
All crops 125 days after the initial ap-
plication
7.2 Clopyralid

General data on clopyralid are summarized in the table below

Table 7.2-1: General information on clopyralid
Active substance (ISO Common Name) Clopyralid
IUPAC 3,6-dichloropyridine-2-carboxylic acid

Chemical structure

Cl
-
——
Cl N COOH
Molecular formula CeH3C12NO2

Molar mass

191.96

Chemical group

3,6-dichloro-2-pyridinecarboxylic acid

Systemic

Yes

Company (ies)

Dow AgroSciences

Rapporteur Member State (RMS)

RMS - Finland
Co-RMS - Poland

Approval status

Approved

Date of approval (01/05/2007)

(COMMISSION DIRECTIVE 2006/74//EC - REGULATION
(EU) No 540/2011)

The renewal of approval

Date of approval 1 October 2021

COMMISSION IMPLEMENTING REGULATION (EU)
2021/1191 of 19 July 2021

Restriction

COMMISSION IMPLEMENTING REGULATION (EU)
2021/1191 of 19 July 2021

Member States shall pay particular attention to:

- the specification of the technical material as
commercially manufactured,;

- the protection of operators, ensuring that conditions of
use for operators include the application of adequate
personal protective equipment;
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- possible presence of clopyralid residues in rotational

Ccrops;

- the possible transfer of clopyralid residues via
compost or manure of animals whose feed originates
from treated areas, to avoid damage to susceptible

Crops;
- the protection of groundwater under vulnerable
conditions.
Review Report SANTE/10206/2021 Rev 1
20 May 2021
Current MRL regulation COMMISSION REGULATION (EU) 2021/1807
of 13 October 2021
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 2018;16(7):5389

EFSA Journal: conclusion on article 12

No

Current MRL applications on intended uses

N/A — MRL already set

7.2.1.1

Available data

7.2.1

Stability of Residues (KCA 6.1)

Stability of residues during storage of samples

No new data submitted in the framework of this application.

I1IA 8.1 Stability of Residues
Matrix Characterlst'lcs of the Acceptable Max1‘mum Reference
matrix Storage duration

Data relied on in EU

Plant products

Maize forage/fodder High water content 13 months EFSA Journal
2018;16(7):5389
Clements, B, Bolton, A ,
(1996)
RES93050.01;
Foster, D.R., Blakeslee,
B.A., Rutherford, B.S.
DAS Study No.
RES93050.01;1996

Pasture grass High water content 17 months EFSA Journal

2018;16(7):5389
Clements, B, Bolton, A ,
(1996)

RES93050.01;

Foster, D.R., Blakeslee,
B.A., Rutherford, B.S.
DAS Study No.
RES93050.01;1996
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Characteristics of the Acceptable Maximum

Matrix matrix Storage duration

Reference

Maize ( corn grain) High starch content 13 months EFSA Journal
2018;16(7):5389
Clements, B, Bolton, A ,
(1996)

RES93050.01;

Foster, D.R., Blakeslee,
B.A., Rutherford, B.S.
DAS Study No.
RES93050.01;1996

Oilseed rape (seed) High oil content 24 months EFSA Journal
2018;16(7):5389

Dial, E., Lindsay, D.

2006

DAS Study No. 020122.02

Animal products

Bovine Muscle 19 months EFSA Journal
2018;16(7):5389
DAS Study No. 020120.01

Bovine Liver 19 months EFSA Journal
Kidney 2018;16(7):5389
Milk DAS Study No. 020120.01

Hen Eggs 19 months EFSA Journal
2018;16(7):5389
DAS Study No. 020120.01

Bovine Fat 24 months EFSA Journal
2018;16(7):5389
DAS Study No. 120602;

According to EFSA Journal 2018;16(7):5389 stability of conjugates has not been tested, though clopyra-
lid conjugates are major metabolites comprising up to 50 % of TRR depending on crop studied. It is as-
sumed that conjugated clopyralid will be also stable.

7.2.1.2 Stability of residues in sample extracts (KCA 6.1)
No further data is required.

7.2.1.3 Nature of residue in primary crops (KCA 6.2.1)

The metabolism in primary crops presented during Annex I inclusion and renewal, covers use of
CHR/H/CPD 300 SL. No new studies were necessary.

(Clopyralid RAR Volume 3 B7 Chapelo S., Caley 2002a; Chapelo S., Caley 2002b; Guo 1996)

Plant metabolism of clopyralid was studied in three crops: sugarbeet, oilseed rape, cabbage.

The extraction with caustic methanol employed in the cabbage study has led to cleavage of the conjugates
and resulted in the presence of free clopyralid at maturity up to 92% and 99% total radioactive residue
(TRR) in head and wrapper leaves, respectively. In the studies with oilseed rape and sugar beet, a first
extraction was performed with acetonitrile/water and followed with a caustic extraction allowing for
investigation of the presence of eventual conjugates. In sugar beet, clopyralid was initially the major
residue in the plant (97% TRR at day 0 and 85% TRR at day 28). At maturity, it decreased to 51% TRR
in the shoot and to 58% TRR in the root. A ‘polar form of clopyralid’ was observed in shoots and roots up
to 37% TRR and 39% TRR, respectively, but only in the mature plant parts. In oilseed rape clopyralid
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was present at 63% TRR in immature plant and at 32% and 43% TRR in mature straw and seed,
respectively. A ‘polar form of clopyralid’ was reported to 32% and 28% TRR in mature straw and seed,
respectively and an unknown metabolite B also referred to as ‘clopyralid conjugates’ to 29% and 18%
TRR in mature straw and seed, respectively.

In the framework of the assessment of modification of the existing maximum residue levels for clopyralid
in various commodities, a new metabolism study in wheat, representing cereals/grass crop group was
submitted (EFSA Journal 2021;19(1):6389). EFSA concludes that for the intended uses in grass and
cereals, the metabolic behaviour of clopyralid in these crops is addressed with the new metabolism study
in wheat.

EFSA Journal 2021;19(1):6389: Since the clarification of the unknown polar metabolite (called ‘polar
clopyralid’) in mature sugar beet and oilseeds identified by the EU pesticides peer review was not suffi-
ciently addressed under the current assessment, EFSA concludes that the proposed residue definitions are
applicable only to cereals/grass crop group for which a new metabolism study was submitted under the
current assessment and for which the data gap identified by the peer review is not relevant. For remain-
ing crop groups, the data gap as identified by the EU pesticides peer review remains open.

Authority's arrangements:

- in the case of clopyralid, assessment of residue data for the uses proposed by the Applicants, including,
among others, on oilseeds, roots or tubers (crops other than representative crops assessed in RAR (2019)
for the substance clopyralid) should be carried out in accordance with the general residue definition for
clopyralid proposed by EFSA in the document EFSA Journal 2018,16(8):5389 - applies all administra-
tive proceedings conducted by the Ministry of Agriculture and Rural Development (Article 33, Article 43,
Article 40, Article 45, Article 51).

7.2.1.4 Nature of residue in rotational crops (KCA 6.6.1)

Available data

No new data submitted in the framework of this application.

Table 7.2-2: Summary of metabolism studies in rotational crops
Application and sampling details
Crop group Crop I(;:llt)l(:)ln Method, |Rate Sowing Harvest |Remarks Reference
P ForG* |(ga.s./ha) |intervals | (BgCH)
(DAT)
EU data
Leafy vegetables | Lettuce, pyridine |Spray, G |1x0.3 125,319 |Immature Yackovich,
Cabbage kg/ha 30 BBCH 53 P.R.;
to bare soil Mature Lardie, T. S.
(30 days) BBCH 53 ; Brink, D.
1x0.28 L., 1993,
kg/ Study
ha to bare number:
soil GH-C 2992;
(125 and Yackovich,
319 P.R.; Lardie
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days) T.S.; Miller
. . J.H., 1989,
Root and tuber | Turnip, pyridine |Spray, G |1x0.3 125,319 |53 Study
vegetables Radish kg/ha 30 number:
to bare soil ’
(30 days) GH-C 2277;
11( ’; 028 Hall, L. R.;
hi to bare PULSE Dl
soil Study No.
(125 and o m
319 s 11s
i) equivalent
Rooney P.,
Cereals Wheat pyridine |Spray, G |[1x0.3 30, 125, |Forage 2021, [14C]-
kg/ha 319 BBCH 43 Clopyralid
to bare soil Hay Metabolism
(30 days) BBCH 71 in Rotational
1x0.28 Straw Crops
kg/ and grain FR/001647
ha to bare BBCH 97
soil
(125 and
319
days)

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

In plants, clopyralid is converted to at least one major conjugate that was readily hydrolysed in base to
clopyralid. This result suggested that the conjugate was probably an ester formed by reaction with the
carboxylic acid group in clopyralid. The nature of this residue, other than its hydrolysis to clopyralid, was
not further investigated.

Another, usually minor pathway noted primarily in straw was binding to plant matrix. The majority of the
bound residues in straw were solubilized by heating in 1 N NaOH, and this yielded several minor prod-
ucts that were characterized on the basis of distinctly different solubilities in MTBE, acid, and base.

Conclusion on metabolism in rotational crops

The metabolism in rotational crops presented in Clopyralid, RAR, annex B, B.7 Residue, covers use of
CHR/H/CPD 300 SL. No further studies are necessary.

7.2.1.5 Nature of residues in processed commodities (KCA 6.5.1)

No new data submitted in the framework of this application.

Table 7.2-4: Nature of the residues in processed commodities
Conditions (Duration, Temperature, pH) Identified compound(s) (%) Reference

EU data

Pasteurisation (20 minutes, 90°C, pH 4) 99.3 % of the initial clopyralid K. Hamnett; 2019; Study
concentration no: FR/001648 which is

ivalent t

Baking, boiling, brewing 96.9 % of the initial clopyralid :ﬁﬁ;ﬁiﬁli OH

(60 minutes, 100°C, pH 5) concentration 2014; study no: 140574

Sterilisation (20 minutes, 120°C, pH 6) 97.1 % of the initial clopyralid
concentration
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Conclusion on nature of residues in processed commodities
The test compound clopyralid was stable under all conditions of high temperature hydrolysis for simula-
tion of food processing. No changes proposed in residue definition on basis of hydrolysis test.

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

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

Endpoints

Plant groups covered Root crops(sugar beet), leafy crops( cabbage),
Pulses/oilseeds(oilseed rape), cereals(wheat)

Rotational crops covered Root/tuber crops(turnip, radish), leafy crops( lettuce, cabbage),
Cereal(wheat),

Metabolism in rotational crops similar to metabolism in Yes

primary crops?

Processed commodities a.s. is stable

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

Plant residue definition for monitoring clopyralid common moiety (sum of clopyralid, its salts and
conjugates expressed as clopyralid) — pending the outstanding
clarification on the nature of “polar clopyralid” EFSA Journal
2018;16(7):5389

clopyralid (Reg. (EU) 2021/1807)

Plant residue definition for risk assessment clopyralid common moiety (sum of clopyralid, its salts and
conjugates expressed as clopyralid) — pending the outstanding
clarification on the nature of “polar clopyralid”

EFSA Journal 2018;16(7):5389

Applicable only for cereals/grass: clopyralid common moiety (sum
of clopyralid, its salts and conjugates expressed as clopyralid)
EFSA Journal 2021;19(1):6389

Conversion factor from enforcement to RA N/A

* If residue pattern in processed commodities is not similar to that in raw commodities
** A more recent proposal by EFSA may be provided as additional information (EFSA RO XXXX).
*#*  Ifno EFSA proposal is available, a proposal should be made by the applicant/zZRMS.

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

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

Table 7.2-6: Summary of animal metabolism studies
Application details Sample details
Group Species | Label position Noof | Rate Duration | Commodity Time of Reference
animal | (po/ks | (days) samp-
bw/d) ling
EU data
Ruminants | Caprine [14C]Clopyralid | 14 509mg |5 Milk twice A Nature of the
(goat) labelled at two a.s./kg dry daily Residue Study in the
sites of the feed/day ; 4% dail Ruminant with
molecule equivalent Urine and'facces | daily [14C]Clopyralid; .;
to Tissues at Study No. 130202; 16
0.484 sacrifice | January 2015;
mg/kg bw
per day
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Laying Gallus [14C]Clopyralid | N/A 114mg |7 eggs Once a |Nature of the Residue
hen domesticus | labelled at two a.s./kg day Study in the Laying
sites of the feed per Hen with [14C]-
molecule day, Clopyralid;
equivalent Study No. 130906; 20
to November 2014;
0.56-0.65
mg/kg bw
per day

Conclusion on metabolism in livestock

- poultry

It is concluded on basis of the laying hen study by (2014) that clopyralid metabolism is limited in laying
hens. The majority of clopyralid is excreted unchanged.

Identification rate in eggs varied from 52 to 72 %TRR on day 7, which is the last dosing day of the study.
A deficiency of the study is 7 days was not long period enough to reach steady state. It is clear that on day
7 the levels of total radioactivity in eggs was still increasing.

Positive identification by HPLC tandem mass spectrometry was used for identification.

The study fulfils its objectives.

While a diminutive amount, 2.0% TRR and 0.0002 mg eq./kg is metabolized in eggs to an unidentified
Metabolite 1.

A metabolic pathway is proposed below:

OH

Cl N

TS 0

F

Clopyralid

Cl

Insignificant pathway

Metabolite 1. RT: 14 2min

Present in Day 7 pooled eggs

Clopyralid is minimally metabolized in laying hens.

-Lactating ruminnats

In milk over 21% of TRR (corresponding to 0.002 mg eq/kg) was found as clopyralid-glycine conjugate
(X36538).

Clopyralid comprised from 54% to over 70% of the TRR in milk, urine and faeces.

In the tissues unchanged clopyralid was the major residue along with minor amounts of conjugate
X36538.
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Proposed metabolic profile of active substance in domestic animals.

clopyralid, X159934 H

b

clopyralid-glycine conjugate, X36538

Non-extractable residues in tissues, milk and feces

7.2.1.8 Conclusion on the nature of residues in commodities of animal origin
(KCA 6.7.1)
Table 7.2-7: Summary on the nature of residues in commodities of animal origin
Endpoints
Animals covered Goat, laying hen

Time needed to reach a plateau concentration |- For clopyralid residues in milk dosing was once a day and the residues had
already declined to low levels within one day. Any accumulating potential could
not

be demonstrated. Plateau was reached at day 1.

- For eggs residue levels are still slightly increasing at the end of the experiment,
i.e. after 7 days of dosing, but a plateau can be assumed at day 7.

Animal residue definition for monitoring clopyralid and its salts (EFSA Journal 2018;16(7):5389)
clopyralid (Reg. (EU) 2021/1807)

Animal residue definition for risk assessment | clopyralid common moiety (sum of clopyralid, its salts and glycine conjugates
expressed as clopyralid) (EFSA Journal 2018;16(7):5389)

Conversion factor The conversion factor monitoring / risk assessment is only relevant for milk and
is based on the new ruminant metabolism study as 1.3.( EFSA Journal
2018;16(7):5389)

Metabolism in rat and ruminant similar Yes (EFSA Journal 2018;16(7):5389)

Fat soluble residue No (EFSA Journal 2018;16(7):5389)

& 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.
*** If metabolism in rat and ruminant are not similar

7.2.2 Magnitude of residues in plants (KCA 6.3)

7.2.2.1 Summary of European data and new data supporting the intended uses
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New magnitude of residues in plant studies have not been submitted by the applicant in the framework of
this application. These studies are summarized in the table below. The detailed assessment of these
studies was presented and evaluated during the registration process. Taking into account that no changes
in GAP has been implemented, studies were conducted in compliance with Good Laboratory Practice,
method validation includes hydrolysis and current residue definition is pending, no new studies are
required and data can be used to support the reauthorization of CHR/H/CPD 300 SL.

h

Table 7.2-8: Summary of EU reported and new data supporting the intended uses of CHR/H/CPD
300SL and conformity to existing MRL

Resid | Evaluation
ue |GAP
zone |Residue levels Unroun Curren
(N- | (mg/kg) ded {EU MRL
Commodity | Source EU, |E =according to STMR HR OECD MRL complianc
S-EU, | enforcement residue Substrate (mg/kg) | (mg/kg) | calculat (mg/kg) e
EU, |definition or MRL
outsi | RA = according to (mg/kg)
de |risk assessment
EU) |residue definition
Sugar beet |DAR 0 |N-EU |Trials GAP: |1x0.36, Roots 0.345 0.8 - Img/kg Yes
5 vol3 clopyralid 1x0.34,
B7 100 ga.s./ha | 1x0.29,
+200 g 1x0.41,
a.s./ha 1x0.35,
outdoor 1x0.56,
BBCH 14 1x0.21,
1x0.17,
1x0.12,
1x0.80,
1x0.46, Tops 0.465 1.050 - N/A
1x0.57,
1x0.23,
1x1.05,
1x0.36,
1x0.47,
1x0.14,
1x0.47,
1x0.13,
1x0.62
1x0.42, Whole plant | 0.44 0.590 - N/A
1x0.59,
1x0.12,
1x0.46
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Oilseed rape | DAR 0 |N-EU |Trials GAP: |1x 0.03, seed 0.025 0.1 - 0.5mg/k
5 vol3 clopyralid 1x0.05, g
B7 1x 0.1 kg 2x0.02,
a.s./ha+1x |1x0.10,
0.2 kg 1x0.04,
a.s./ha 1x0.01,
outdoor <0.003
BBCH 31 1x1.40, straw 0.215 1.4 - N/A
1x0.30,
1x0.13,
1x<0.01
1x0.59, Whole plant | 1.48 1.74 - N/A
1x 1.74,
1x1.48,
1x0.02, | Restofplant |0.28 0.54 - N/A
1x0.54,
1x0.28
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DAR 0 |N-EU |Trials GAP: |1x0.93, Grain 0.61 1.26 - 3mg/kg Yes
Cereals 5 vol3 clopyralid 1x0.73,
B7 0.150kg/ha, |1x0.23,
outdoor 1x0.07,
BBCH 39 1x0.79,
1x1.11,
1x1.06,
1x1.26,
1x0.38,
1x0.24,
1x0.82,
1x0.95,
1x0.14,
1x0.37,
1x0.61,
1x0.34,
1x0.47

1x0.12, Straw 0.415 1.08 - N/A
1x0.32,
1x0.63,
1x0.43,
1x0.33,
1x0.58,
1x0.81,
1x0.17,
1x0.32,
1x0.28,
1x0.50,
1x0.40,
1x1.08,
1x1.05,
1x0.87,
1x0.31

1x1.16, Whole plant | 1.105 1.62 - N/A
1x1.06,
1x1.62,
1x1.15,
1x0.31,
1x1.57,
1x0.46,
1x0.89
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* Source of EU MRL: COMMISSION REGULATION

EU) 2021/1807
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Conclusions

According to the available data, the intended use _ and winter wheat

is considered acceﬁtable. The data submitted show that no exceedance of the MRL will occur. -

7.2.3.1

7.2.3

Dietary burden calculation

Magnitude of residues in livestock

Table 7.2-9:

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

Median dietary burden Maximum dietary burden
Feed Commodity Input value
Input value (m Comment Comment
p (mg/ke) ot
Residues expressed as Clopyralid
Beet mangel, fodder 0.465 STMR (please refer to Table |1.05 HR (please refer to Table
7.2-8) 7.2-8)
Beet sugar, tops 0.465 STMR (please refer to Table |1.05 HR (please refer to Table
7.2-8) 7.2-8)
Beet sugar, roots 0.345 STMR (please refer to Table |0.8 HR (please refer to Table
7.2-8) 7.2-8)
Beet sugar, ensiled pulp |6.21 STMR x default PF N/A N/A
Beet sugar, molasses 9.66 STMR xdefault PF N/A N/A
Beet sugar, dried pulp | 6.21 STMR x default PF N/A N/A

Wheat, grain STMR (please refer to Table |1.26 HR (please refer to Table
7.2-8) 7.2-8)
Wheat, straw STMR (please refer to Table |1.08 HR (please refer to Table
7.2-8) 7.2-8)
Canola, meal 0.05 STMRx default PF N/A N/A
0.03
Rape, meal 0.05 STMRx default PF N/A N/A
0.03
Distiller’s grain, dried % STMRxdefault PF N/A N/A
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Median dietary burden Maximum dietary burden
Feed Commodity o e
Input value (mg/ Comment Comment
P (mg/kg) (mg/kg)

Wheat gluten, meal 1.10 STMRxdefault PF N/A N/A
Wheat, milled by-pdts | 4.27 STMRxdefault PF N/A N/A

New Dietary Burden calculations were performed, taking into account STMR and HR values from
residues trials on CHR/H/CPD 300 SL. New calculations were presented below in Animal model 2017.

Table 7.2-10:

Results of the dietary burden calculation

Animal burden calculation clopyralid
According to: "OECD Guidance Document, Series on testing and assessment No 64 and Series on pesticides No 32" and
"OECD Guidance Document on Residues in livestock, Series on Pesticides No 73"
Maximum Cattle Sheep
Intake Beef 5?2 ti Dairy 6;(5) 11: Ram/Ewe 27: ti Lamb fs ti
(mg/kg bw/d) 0.0984 mgkgbw/d | % 0.1827 mgkgbw/d @ % 0.1337 mgkgbw/d | % 0.1704 mgkgbw/d | %
Contributor 1[Beet, mangel fodder 30 |Beet, mangel fodder 25 |Beet, sugar dried pulp | 40 |Beet, sugar dried pulp |40
Contributor 2| Beet, sugar ensiled pulp | 25 [Beet, sugar ensiled pulp . 40 [Beet, sugar tops 20 [Beet, sugar tops 20
Contributor 3| Wheat grain 40 |Wheat grain 35 [Wheat grain 40 |Wheat grain 40
Contributor 4
Median intake 0.0703 mg/kg bw/d 0.1452 mg/kg bw/d 0.1167 mg/kg bw/d 0.1488 mg/kg bw/d
Maximum Swine Intakes >0.004 mg/kg bw/d are highlighted
Intake Breeding 260 ke Finishing 100 ke
6 kg 3 kg
(mg/kg bw/d) 0.086 mgkgbw/d | % 0.083 mgkgbw/d | %
Contributor 1|Beet, mangel fodder 15 |Wheat milled bypdts 50
Contributor 2| Wheat milled bypdts 50 |Wheat grain 50
Contributor 3| Wheat grain 35
Contributor 4
Median intake 0.072 mg/kg bw/d 0.083 mg/kg bw/d
Maximum LD L
Intake Broiler 0'11; ii Layer 0.11'2 t: Turkey 0; ti
(mg/kg bw/d) 0.102 mgkgbw/d | % 0.115 mgkgbw/d | % 0.094 mgkgbw/d | %
Contributor 1| Wheat milled bypdts 20 |Wheat milled bypdts 20 [Wheat milled bypdts 20
Contributor 2| Wheat grain 70 |Beet, sugar tops 5 |Wheat grain 50
Contributor 3 ‘Wheat grain 70
Contributor 4
Median intake 0.102 mg/kg bw 0.106 mg/kg bw 0.094 mg/kg bw
Intakes expressed on the dry mater basis (mg/kg DM)
mg/kg DM Cattle Sheep Swine
Beef Dairy Ram/Ewe Lamb Breeding Finishing
Maximum 4.0992 4.75 4.01 4.01 3.72 2ull7/
Median 2.9292 3.77 3.50 3.50 3.13 2.77
Poultry
Broiler Layer Turkey Intake >0.1 mg/kg DM
Maximum 1.45 1.68 1.31 in red characters
Median 1.45 1.55 1.31

ZRMS calculation (considering the intended uses):
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Relevant groups Most critical  Most critical commodity Trigger
Dietary burden expressed in diet (a) (b) exceeded
(Yes/No)
mg/kg bw per day mg/kg DM 0.004

Median Maximum Median Maximum mg/kg bw
Cattle (all diets) 0,137 0,167 3,57 4,34 Dairy cattle Beet, sugar ensiled pulp Yes
Cattle (dairy only) 0,137 0,167 3,57 4,34 Dairy cattle Beet, sugar ensiled pulp Yes
Sheep (all diets) 0,149 0,170 3,50 4,01 Lamb Beet, sugar dried pulp Yes
Sheep (ewe only) 0,087 0,134 2,62 4,01 Ram/Ewe Beet, sugar dried pulp Yes
Swine (all diets) 0,083 0,083 2,90 3,16 Swine (finishing) Wheat milled bypdts Yes
Poultry (all diets) 0,106 0,115 1,55 1,68 Poultry layer Wheat milled bypdts Yes
Poultry (layer only) 0,106 0,115 1,55 1,68 Poultry layer Wheat milled bypdts Yes
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Animal burden calculation clopyralid

According to: "OECD Guidance Document, Series on testing and assessment No 64 and Series on pesticides No 32" and
"OECD Guidance Document on Residues in livestock, Series on Pesticides No 73"
Cattle Sheep
500 k; 650 k; 75 k, 40 k;
€ € Ram/Ewe € Lamb g
12 kg 25 kg 2.5 kg 1.7 kg

0.0956 0.1198

Beef

0.0780

Dairy

Swine Intakes >0.004 mg/kg bw/d are highlighted

260 kg
6 kg

Breeding

0.065 |

Finishing

Broiler

Intakes expressed on the dry mater basis (mg/kg DM

1.6685 1.67 242 2.48 2.27 1.84
Poultry
Broiler Intake >0.1 mg/kg DM
in red characters

Livestock feeding studies (KCA 6.4.1-6.4.3)
According to EFSA Journal 2018;16(7):5389 new livestock feeding studies are performed during Annex I
inclusion and renewal. No new livestock studies feeding studies are necessary.
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OECD Guideline 503 and Animal Dose Duration N rate/comment

SANCO/11187/2013 rev. 3 (fish) (mg"kg b\x'”d) (d;\ys)

Animals covered Laying hen | 11.4 mga.s./kg 7 N rates can be
feed per day, established only
equivalent to once HR and STMR
0.56-0.65 mg/kg for cereal straw and

bw per day grass from valid
residue trials are
available.
Goat/Cow | 50.9 mg as/kg dry 5 N rates can be
feed/day established only

once HR and STMR

equivalent to
for cereal straw and

0.484 mg/kg bw

grass from valid
per day =

residue trials are
available.

Pig Not considered
necessary.

Fish No studies
submitted.

In mulk over 21% of TRR (corresponding to 0.002 mg eqkg) was
found as clopyralid-glycine conjugate (X36538).

Clopyralid comprised from 54% to over 70% of the TRR in milk, urine
and faeces.

In the tissues unchanged clopyralid was the major residue along with
minor amounts of conjugate X36538.

Time needed to reach a plateau concentration in For clopyralid residues in milk dosing was once a day
milk and eggs (days) and the residues had already declined to low levels
within one day. Any accumulating potential could not
be demonstrated. Plateau was reached at day 1.

For eggs residue levels are still slightly increasing at the
end of the experiment, i.e. after 7 days of dosing, but a
plateau can be assumed at day 7.

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

Data/information on processing studies on wheat was reviewed during the renewal of approval of active
substance(s) and were considered acceptable. No new study is necessary.

Data/information on processing studies on sugar beet were reviewed during the Annex I inclusion process
and was considered to be acceptable and no further studies have been generated.

7.2.4.1 Available data for all crops under consideration

Please refer to Clopyralid RAR (Section B.7) (Devine, H.C., 2006, Study report no. GHE-P-11274 to
which are equivalent Tim White, 2021, study codes: S19-01810, S20-04937)
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Crop (RAC)Edible part  or Number Processing Factor (FF) Conversion
Crop (BAC) Processed produoct uf . Tndiidal valnes Niedizn OF Factor -:fT’E--}
stodies for BA

Representative mses {row to be deleted if not relevant

Wheat / bran 4 3.5, 4.3 6.1, 10.4 6.1 /52 N/A

Wheat / white flour 4 0.1, 0.2, 0.3, 0.6 0.3 /03 N/A

Wheat / wholemeal flour 2 0.8 1.2 1/1 N/A

Wheat / germ 2 2.3, 43 3.3 /A

Wheat / white bread 2 0.1,0.1 0.1 /01 N/A

Wheat / wholemeal bread 2 0.5, 0.6 0.6 /0.6 /A

Barley / malt sprouts 2 0.2, 0.2 0.2 /0.2 A

Barley / brewing malt 2 0.6, 0.7 0.7 /0.7 N/A

Barley / spent grains and flocs 2 0.1, 0.2 0.2 /0.2 A

Barley / brewer's yeast 2 0.1, 0.1 0.1 /0.1 A

Earley / beer 2 0.1,0.1 0.1/01 H/A

*': Smidies with residues in the RAC at or close 1o the LOQ) should be disregarded (nnless concenmation)
. When the residue definition for risk assessment differs from the residue definition for monitoring

7.2.4.2

Conclusion on processing studies

Results of residue in processed commodities may therefore be used in order to predict the residue
behaviour of clopyralid after usage of Major 300SL.

7.2.5

Magnitude of residues in representative succeeding crops

According to EFSA Journal 2018;16(7):5389 residues in succeeding crops were reviewed during the
Annex [ inclusion and renewal process and were considered to be acceptable and no further data have

been generated.

Crops under evaluation are expected to be grown in rotation.

Residues in succeeding crops (Regulation (EU) N° 283/2013, Annex Part A, point 6.6.2)

Confined rotational crop study
(Quantitative aspect)
OECD Guideline 502

Field rotational crop study
OECD Guideline 504

In rotational crop intervals majority of the residue
identified was clopyralid conjugates (up to 81%TRR)
most abundant residue at all PBIs. Unconjugated
clopyralid correspond from 10 to 50 %TRR. Clopyralid
taken up by the plants as glucose conjugate of clopyralid

Data gap: Rotational crop field trials according to current
guidelines should be submitted as residues of free and
conjugated parent were found in all plant parts at PHI 30.

ZRMS: According to the available data following label restriction is proposed: not to use clopyralid on
the same field for 125 days after the initial application regardless of the crop grown (see EFSA Journal

2021;19(1):6389).
EFSA Journal 2021;19(1):6389:

Residues in rotational and succeeding | Yes In rotational crop majority of the residue identified at

crops expected based on confined PBI 30 days was clopyralid conjugates (up to 81%

rotational crop study? TRR) and unconjugated clopyralid (10 — 50% TRR) in
all crop parts except radish roots. In total, 81-99% of
the extractable radioactivity was attributed to
clopyralid and its conjugate.

Residues in rotational and succeeding | Not provided Rotational crop field trials according to current

crops expected based on field rotational
crop study?

guidelines are requested as residues of free and
conjugated parent were found in all plant parts at PHI
30.

Until these studies become available EFSA suggests to
risk managers as risk mitigation measure to label
clopyralid containing products with the restriction not
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to use clopyralid on the same field for 125 days after
the initial application regardless of the crop grown.

7.2.5.1 Field rotational crop studies (KCA 6.6.2)

No new data submitted in the framework of this application.
7.2.6 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 CHR/H/CPD 300 SL. Therefore, other special studies are not needed.

05.2024 IIT commenting round

As follows from comment contained in Reporting table Part A and B for Major 300 SL after Il com-
menting round , one of member state does not agree to authorization of the intended use (oilseed rape —
melliferous crop) until the new MRL has been set for honey. ZRMS considers that the decision on the
possibility of authorizing the use on rapeseed can be made at the level of a Member State.

Taking into account the date of submission of the documents and the date of application of the product
shown in the GAP Table, the missing data may be required after registration of the plant protection prod-
uct. In accordance with the arrangements in place in Poland, Poland agrees to such intended use provided
that the study is performed after registration (post-registration requirement).

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

March 2024

New consumer calculations were performed considering STMR/HR values from newly submitted residue
studies on Sugar beet., Oilseed rape and Wheat. The new calculation results do not change the conclu-
sions.

The available data for the active substance sufficiently address aspects of the residue situation that might
arise from the use of CHR/H/CPD. Therefore, other special studies are not needed.

7.2.7.1 Input values for the consumer risk assessment
Table 7.2-12: Input values for the consumer risk assessment
Chronic risk assessment Acute risk assessment
Commodiey Input value
Comment Input value (mg/k Comment
(mg/kg) p (mg/kg)
Sugar beet(root)/ 1 COMMISSION 1 COMMISSION
sugar, REGULATION REGULATION (EU)
beetroots (EU) 2021/1807
2021/1807
Rapeseeds/oil 0.5 COMMISSION 0.5 COMMISSION
REGULATION REGULATION (EU)
(EU) 2021/1807
2021/1807
Wheat/bread 3 COMMISSION 3 COMMISSION
(wholemeal); REGULATION REGULATION (EU)
Wheat/bread/pizza (EU) 2021/1807
Wheat/pasta; 2021/1807
Wheat/ milling
(flour);
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Chronic risk assessment Acute risk assessment
Commodity Input value
Comment Input value (mg/k Comment
(mg/kg) P (mg/kg)
Wheat/
milling(wholemeal)
-baking

7.2.7.2 Conclusion on consumer risk assessment

Extensive calculation sheets are presented in Appendix 3.

Table 7.2-13: Consumer risk assessment

Clopyralid
ADI 0.15 mg/kg bw per day
TMDI (% ADI) according to EFSA PRIMo rev. 3.1 15% (based on GEMS/Food)

14% (based on NL child Diet)

IEDI (% ADI) according to EFSA PRIMo reyv. 3.1 4% ibased on NL child Dieti

ARfD 0.17 mg/kg bw per day
IESTI (% ARfD) according to EFSA PRIMo rev. 3.1 Processed 21% (sugar beet, root, sugar)
26% Beetroots / boiled (chil-
dren)
unprocessed 6% (wheat, children)

34% beetroots (children)

The proposed use of clopyralid in the formulation CHR/H/CPD 300 SL do not represent unacceptable

acute and chronic risks for the consumer.
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¥
*
*h

-éfsa-

European Food Safety Authority

Expsoure

[Sugarbeet roots
Sugar beet roots
(Grapefruits

1% Sugar beet roots
08% Sugar beet roots
03% Sugar beet roots
07% Sugar beet roots
0.1% Beetoots

Sugar beet roots

Sugar beet roots
Sugar beet roots

heat

0.9% Sugar beet roots
0.9% Wheat 06% Sugar beet roots
Wheat 0.1% Beetrools
03% Sugar beet roots
02% Sugar beet roots
0.1% Beetroots
00% Sugar beet roots
01% Sugar beet roots
01% Sugar beet roots
03% Sugar beet roots
01% Beetoots
01% Beetoots
00% Beetroots
01% Beetroots
(Grapefruits
00% Beetrools

Beetroots (Grapefruits

The estimated long-term dietary intake (TMDUNEDVIEDI) was below the ADI.
The long-term intake of residues of clopyralid (F) is unlikely to present a public health concern.

Details - acute risk assessment /children Details - acute risk assessment/adults

Acute risk assessment /children

Hide IESTI new calculations ow IESTI new calculations

Input values

Details - chronic risk
assessment

Details - acute risk

assessment/children

0.1%
0.0%
0.0%
0.0%
0.0%
0,0%
0,0%
0,0%
0,0%
0,0%
0,0%
0,0%

0,0%
0.0%

0,0%
0,0%
0,0%
0,0%

Supplementary results -
chronicrisk assessment

Details - acute risk
assessment/adults

Beetroots,
Beetroots.

Beetroots.
Beetroots.
Beetroots.
Beetroots.
Rapeseeds/canola seeds

Beetroots
Rapeseedsicanola seeds
seeds

Beetroots
Beetroots

Rapeseeds/canola seeds
Rapeseeds/canola seeds
Rapeseeds/cancla seeds

Beetroots.
Beetroots.

Beetroots.

Beetroots
Beetroots
Beetroots
Beetroots
Rapeseeds/canola seeds

Rapeseeds/canola seeds

Rapeseeds/canola seeds

Acute risk assessment/ adults / general population

The acute risk assessmentis based on the ARMD.

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

IESTi new calculations:
performed with the MRL and factor (PF), idue i ol
factor for the residue definition (CF). For case 2a, 2b and 3 calculations a variabili is used. Since this
lagreed principles, the results
the results

Since thi

IESTInew.

Results for children

No. of commodities for which ARTD/ADI is
|exceeded (IESTI new):

Results for adults
[No. of commodities for which ARMDIADI is
exceeded (IESTI):

IESTI new
MRL /input MRL/input WRL 7input MRL/input
for RA for RA Highest % of forRA  Exposure for RA Exposure
(m, (m: ARDIADI (mgkg)  (uglkg bw) Commodities (mglkg)  (ughkg bw)
Beetroots 1 Beetroots 11 25% Wheat 373 43 Wheat 313 25
Wheat 3107 Wheat 3107 14% Beetroots 11 24 Beetroots 111 10
Rapeseeds/canola 051003 Rapeseeds/canola seeds  05/0,03 Rapeseeds/canola 05/05 069 Rapeseeds/canola seeds 05105 026
|ARFDIADI in children and adult diets
(ESTI new calculation)
Results for children Results for adults Results for children Results for adults
[No of processed commodities for which [No of processed commodities for which No of processed commodities for which [No of processed commadities for which ARMD/ADI is
|ARMIADI is exceeded (IESTI): -~ |ARMIADIis exceeded (IESTI): —___|ARMIADI s exceeded (IESTInew): -~ lexceeded (IESTInew): -
IESTI new IESTI new
MRL /input MRL/input WRL 7input MRL/input
for RA for RA Highest % of forRA  Exposure | Highest%of for RA. Exposure
(m ARMIADI___Processed commodities _(mghkg g/kg bw, ARMIAD| __ Processed commodities (¢ bw)
Beetroots / boiled 65% Sugarbeets (roof) /sugar  1/12 110 26% Sugar beets (root)/ sugar 1712 a4
8% Sugarbeets (root) /sugar  1/3,84 Wheat/milling (flour) 31321 39 10% Beetroots / boiled 111 17
2% Wheat/pasta 31075 Beetroots / boiled 11 19 7% Wheat/ pasta 31321 12
: 1% Wheat/ bread 31052 Wheat/milling 3/222 12 5% Wheat/ bread (wholemeal) 31222 78
001 02% Wheat/ breadipizza 31008 028 Rapeseeds / oils 05/1 029 07% Wheat/ bread/pizza 31027 12
#LICZBA #LICZBA #LICZBA H#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
H#LICZBA #LICZBA #LICZBA H#LICZBAI  #LICZBA #LICZBA! #LICZBA #LICZBA  #LICZBA H#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

[Expandicollapse list
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Supplementary results -
chronic risk assessment

Details - chronic risk

e S a n assessment
European Food Safety Authority Details - acute risk Details - acute risk
assessment/children assessment/adults

Normal mode

Chronic risk assessment: JMPR methodology (IEDI/TMDI)

cammaies ot
P (in % of ADI)
(uglkg bw per
o

[Sugar beet roots. [Beetroots.
(Grapefrits

Sugar best roots. 00% Beetroots
[Sugar beet roots. 00% [Rapeseeds/canola seeds.
01% Sugar beet roots 00% Beetroots
02% Sugar beet roots 00% Rapeseeds/canola seeds.
00% Boetroots 0.0% seads
00% Sugar beet roots. 00% Beetroots
00% Beetroots 00% Rapeseeds/canola seeds
[Sugar beet roots. 00% Beetroots
0.0% Rapeseeds/canola seeds.

[Rapeseeds/canola seeds

[Rapeseeds/canola seeds
[Rapeseeds/canola seeds

Sugar beet roots. Beetroots.

0.0% Beetroots
0.0% [Sugar beet roots

02% Sugar beet roots 00% Beetroots

01% [Sugar beet roots

0.0% [Sugar beet roots

0.0% [Sugar beet roots Beetroots

0.0% Beetroots

01% [Sugar beet roots [Rapeseeds/canola seeds
00% [Sugar beet roots 00% Beetroots

00% Sugar beet roots 00% Beetroots

00% Beetroots

0.0% Beetroots. [Rapeseeds/canola seeds
0.0% Sugar beet roots. Beetroots.
Wheat 0.0% Beetroots. 0.0% [Rapeseeds/canola seeds

Beetroots. (Grapefrits

The estimated long-term dietary intake (TMDUNEDIEDI) was below the ADI.
[The long-term intake of residues of clopyralid (F) s uniikely to present a public heaith concern.

Acute risk assessment /children Acute risk assessment / adults / general population Acute risk assessment /children Acute risk assessment / adults / general population
Details - acute risk assessment /children Details - acute risk assessment/adults Hide IESTI new calculatiol Show IESTI new calculatiol

The acute risk assessment s based on the ARD. _IESTI new calculations:

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

ISince this the results are considered as indicative only.
Show results of IESTI calculation for all crops
IESTI new IESTI new
Results for adults Results for children Results for adults
INo. of commaodities for which ARfD/ADI is exceeded No. of commodities for which ARfD/ADI is [No. of commuodities for which ARfD/AD is exceeded (IESTI
— (EST)) lexceeded (ESTI new): new): —
[ESTI new. [ESTI new.
MRL/input MRL / input MRL / input MRL/ input
for RA for RA Highest % of forRA  Exposure |  Highest % of forRA  Exposure
mgkg ARMIADI __ Commodiies (mgke) (ughkgbw) ARMIADI ___ Commoiies (mgha) (ughgbw)
5% Beelrools 2% Beelrools 110,15 35 25% 313 43 1% Wheat 313 25
2 Wh 2% Wh 31041 34 14% Besroots 111 2 % Beetroots 101 10
0.01% Rapeseeds/canola seeds 0.5/0.02 0.02 0.00% Rapeseeds/canola seeds 05/0.02 001 04% Rapeseeds/canola seeds 05/05 0869 0.2% Rapeseeds/canola seeds 05/05 0.26
| ARFD/ADI in children and adult diets
(IESTI new calculation)

Results for children Results for adults Results for children Results for adults

No of processed commodities for which ARMD/ADI INo of processed commodiies for which ARID/ADI No of processed commortes for which ARMD/ADI No of processed commortes for which ARMD/ADIis

is exceeded (IESTI): — lis exceeded (IESTI): is exceeded (IESTI new): — |exceeded (IESTI new): —
IESTI new IESTI new

MRL input L/ input VRL /nput WRL /input
for RA for RA Highest % of for RA Exposure Highest % of for RA Exposure
(m: ARD/ADI Pr d (mg/kg) (ugkg bw) ARD/ADI Pr (mglkg) (uglkg bw)
Boslrools / boied Sugar beels (rool)/sugar _ 1/12 110 %% Sugar beefs (roo) / sugar 1112 4
1% Sugar beets (root) / sugar 23% ‘Wheat / milling (flour) 3/3.21 39 10% Beetroots / boiled 11 17
1.0% Wheat / pasta 1% Beetroots / boiled 171 19 % Wheat / pasta 3/321 12
06% Wheat / bread (wholemeal) % Wheat / milling (wholemeal)- ~ 3/2.22 12 5% Wheat / bread (wholemeal) 3/222 78
009% Wheat / breadipizza 3/004 016 02% Rapeseeds /ols 05/1 029 07% Wheat/ breadipizza 3/027 12
#LICZBA! ICZBAI #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #HLICZBA! #LICZBA #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
wiczBA HiczBA HICZBA HLCZBA HCZBA #LICZBA HICZBA  #LCZBA HCZBAl #LCZBA! HICZBA  HLCZBA
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#iczBA HiczBA HICZBA  #LCZBA #HLCZBA #ICZBA HICZBA  #LCZBA #CZBA #LCZBA! HICZBA  HLCZBA
#iczA wicza HICZBA  HLICZBA #CzBA #ICZBA #CZBA  #LICZBA #LICZBAI #LCZBA HCZBA  HICZBA
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! HLICZBA! #LICZBA #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA!
HCZBA #ICZBA HICZBA HICZBA__ #LCZBA HICZBA #LICZBA HLICZBA__ #LICZBA #iczBA #ICZBA AICZBN  HICZBA
[Expand/collapse list
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Combined exposure and risk assessment
The product has one active substance.

7.2.1 Chronic consumer risk assessment from combined
exposure

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

List of data submitted by the applicant and relied on

Title
Company Report No. Vertebrate
Author(s) Source (where different from company) study
GLP or GEP status
Published or not
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Author(s)

Title
Company Report No.
Source (where different from company)
GLP or GEP status
Published or not

Page 45 /216
Version: November 2020

Vertebrate
study
Y/N
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Author(s)

Title
Company Report No.
Source (where different from company)
GLP or GEP status
Published or not

Page 46 /216
Version: November 2020

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

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

Title
Data Company Report No. Vertebrate
oint Author(s) | Year Source (where different from company) study Owner
P GLP or GEP status Y/N
Published or not
KCA Dial, E., 2006 | Frozen Storage Stability of Clopyralid in Oilseed Rape N DAS
6.1 Lindsay, D. DAS Study No. 020122.02
CEM Analytical Services (CEMAS), North Ascot, Berkshire, UK
GLP/GEP (Y/N): Yes
Published (Y/N): No
KCA Foster, 1996 | Frozen Storage Stability of Clopyralid, 2,4-D in Corn Grain, Straw and N DAS
6.1 DR, Fodder
Blakeslee, DAS Study No. RES93050.01
B.A., Dow Elanco, Indianapolis, Indiana, US
Rutherford, GLP/GEP (Y/N): Yes
B.S. Published (Y/N): No
KCA Clements, |1996 |Determination of the Stability of Clopyralid Residues in Pasture under N DAS
6.1 B, Bolton, Frozen Storage Conditions
A DAS Study No. GHE-P-5350
CEM Analytical Services (CEMAS), North Ascot, Berkshire, UK
GLP/GEP (Y/N): Yes
Published (Y/N): No
KCA 2004 |Frozen Storage Stability of Clopyralid in Beef Muscle, Liver, Kidney, N DAS
6.1 Milk and Chicken Egg
Study No. 020120.01
GLP/GEP (Y/N): Yes
Published (Y/N): No
LoA
Ig?A 2015 |Frozen Storage Stability of Clopyralid in Bovine Fat N DAS
’ Study No. 120602
GLP/GEP (Y/N): Yes
Published (Y/N): No
LoA
6K<23/1\ ghapleo 2002 | The metabolism of [14C]-Clopyralid in Sugar Beet N DAS
2. 0.
Caley C.Y. DAS Study No. GHE-P-9939
Inveresk Research International, Tranent, East Lothian, United Kingdom
GLP: Y
Unpublished
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KCA Guo C. 1996 | Metabolism of 14C-Clopyralid in Cabbage N DAS
621 DAS Study No. GH-C-4289

ABC Laboratories Inc., Columbia, Missouri, USA

GLP: Y

Unpublished
KCA Chapleo 2002 | The metabolism of (14C)-Clopyralid in Oilseed Rape N DAS
6-2.1 g(z)tiey cy. DAS Study No. GHE-P-9938

Inveresk Research International, Tranent, East Lothian, United Kingdom

GLP: Y

Unpublished
KCA 2015 |A Nature of the Residue Study in the Ruminant with [14C]Clopyralid N DAS
gé:? Study No. 130202

GLP/GEP (Y/N): Yes

Published (Y/N): No

LoA
KCA 2014 |A Nature of the Residue Study in the Laying Hen with [14C]-Clopyralid Y DAS
2;:? Study No. 130906

GLP/GEP (Y/N): Yes

Published (Y/N): No

Dow AgroSciences LLC, Indianapolis, Indiana, USA

LoA
KCA 1974 | Dowco 290 and 2,4-D Chicken Feeding Study Y DAS
2:::;' DAS Study No. TA-517

GLP: Y

Unpublished
KCA 1975 | Residues of Dowco 290 (3,6-dichloropicolinic acid) in Tissues of Chicken Y DAS
6.4.1- Fed the Herbicide
64.3 DAS Study No. GH-C 819

GLP: N

Unpublished
KCA 2015 |Summary of Clopyralid Livestock Feeding Study: Magnitude of Residue Y DAS
6.4.1- in Eggs, Muscle, Liver and Fat of Laying Hens
. DAS Study No. 150031

Lab Study No. CEMS-6921

GLP: Y

Unpublished
KCA 1974 | Milk Residue Study with Dairy Cows Fed Lontrel Herbicide, Nellite Y DAS
6.4.1- Nematocide and 2,4-D Herbicide: Animal Care, Sampling and Production
6.4.3 Records

DAS Study No. GH-A 579

GLP: N

Unpublished
KCA 1974 | Residues of Dowco 290 (3,6-dichloropicolini acid) in Milk and Cream Y DAS
6.4.1- from Cows Fed the Herbicide
64.3 DAS Study No. GH-C 745

GLP: N

Unpublished
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KCA
6.4.1-
6.4.3

1975

Residues of Dowco 290 (3,6-dichloropicolini acid) in Bovine Tissues
from Calves Fed the Herbicide

DAS Study No. GH-C 811
GLP: N
Unpublished

Y DAS

KCA
6.4.1-
6.4.3

2015

Summary of Clopyralid Livestock Feeding Study: Magnitude of Residue
in Milk, Muscle, Liver and Fat of Lactating Dairy Cattle

DAS Study No. 150030
Lab Study No. CEMS-6968
GLP: Y

Unpublished

Y DAS

KCA
6.5.1

Adusumili
H.

2014

Processing Study to Determine the Nature of Residues of 14C -Clopyralid
Following the Industrial or Household Preparation

DAS Study No. 140574

Dow AgroSciences LLC, Indianapolis, Indiana, USA
GLP/GEP (Y/N): Yes

Published (Y/N): No

N DAS

KCA
6.5.1

Devine,
H.C.

2006

Residues of clopyralid in wheat and process fractions at harvest follow-
ing a single application of EF-1498, Northern France - 2005

DAS Study No. GHE-P-11274

CEM Analytical Services - UK GLP/GEP (Y/N): Yes

Published (Y/N): No

N DAS

KCA
6.6.1

Hall, L. R.

2015

14C -Clopyralid: Metabolism in Confined Rotational Crops with a 30-
Day Plant-back Interval

DAS Study No. 130733

ABC Laboratories, Inc., Columbia, Missouri 65202, USAGLP/GEP
(Y/N): Yes

Published (Y/N): No

DAS

KCA
6.6.1

Yackovich
PR,

Lardie T.S.

Brink D.L.

1993

A 10-1/2 Month Rotational Crops Study With 14C-Labeled Clopyralid —
MET90080

DAS Study Np. GH-C-2992

Dow AgroSciences LLC, Indianapolis, Indiana, United States
GLP:Y

Unpublished

DAS

KCA
6.6.1

Yackovich
PR,

Lardie T.S.

Miller J.H.

1989

A 125-Day Rotational Crops Study With 14C-Labelled Clopyralid
DAS Study Np. GH-C-2277

DowElanco, Midland, Michigan, USA

GLP: Y

Unpublished

N DAS

KCA
6.3

Jones, EM
Yuill, MM

1976a

Determination of Residues of 3,6-dichloropicolinic Acid (DOWCO 290)
in Rape Seed Oil and Cake from 1975 Trials Carried Out by the Boots
Company Limited

Dow Chemical Company
DAS Report No.: GHE-P-325
GLP:N

Unpublished

N DAS
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KCA
6.3

Jones, EM
Yuill, MM

1976b

Determination of Residues of 3,6-dichloropicolinic Acid (DOWCO 290)
in Rape Seed, Cake, Oil and Straw from a Trial Carried Out in 1975 in
Sweden by BT KEMI

Dow Chemical Company
DAS Report No.: GHE-P-337
GLP:N

Unpublished

N DAS

KCA
6.3

Rawle
N.W.
Khoshab A.

2002

Residues of Clopyralid in Oilseed Rape at Intervals and at Harvest
Following Multiple Applications of Lontrel 100 (EF-1136), EU Northern
Zone —2001.

DAS Report No.: GHE-P-9380
GLP: Y
Unpublished

N DAS

KCA
6.3

Freeman
JMH
Walker SM

1980

Determination of Residues of 3,6-dichloropicolinic Acid (DOWCO* 290)
in Sugar Beet, Roots and Tops, Treated with FORMAT** - UK 1980

Dow Chemical Company
DAS Report No.: GHE-P-803
GLP:N

Unpublished

N DAS

KCA
6.3

Rawle
N.W.
Khoshab A.

2002

Residues of Clopyralid in Sugarbeet at Intervals Under Open Field
Conditions Following Multiple Applications of Lontrel 100 (EF-1136),
Northern France and UK — 2000.

DAS Report No.: GHE-P-9356
GLP:Y
Unpublished

N DAS

KCA
6.3

Rawle
N.W.
Khoshab A.

2002

Residues of Clopyralid in Sugar Beet at Harvest Under Open Field
Conditions Following Multiple Applications of Lontrel 100 (EF-1136),
Northern France and UK — 2000.

DAS Report No.: GHE-P-9357
GLP: Y
Unpublished

N DAS

KCA
6.3

Rawle
N.W.
Khoshab A.

2002

Residues of Clopyralid in Sugar Beet at Intervals and at Harvest
Following Multiple Applications of Lontrel (EF-1136), Northern Zone —
2001.

DAS Report No.: GHE-P-9381
GLP: Y
Unpublished

N DAS

KCA
6.3

Freeman,
JMH at al

1982

Effect of Length of Period Between Application of CYRONAL* and
Harvest on Residues of 3,6-dichoropicolinic Acid (DOWCO 290**) in
Winter Wheat, Winter Barley and Maize — Belgium 1981

Dow Chemical Company
DAS Report No.: GHE-P-943
GLP:N

Unpublished

N DAS

KCA
6.3

Freeman,
JMH

1984

Clopyralid Residues in Wheat Grain and Straw Treated with Either
LONPAR* or LONTREL* 100 from French Trials, 1983

Dow Chemical Company

DAS Report No.: GHE-P-1258
GLP:N

Unpublished

N DAS
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KCA Rawle 2002 |Residues of Clopyralid in Wheat at Intervals Under Open Field N DAS
6.3 N.W. Conditions Following a Single Application of Lontrel (EF-1136), UK and
Khoshab A. Germany — 2000.
DAS Report No.: GHE-P-9358
GLP:Y
Unpublished
KCA Rawle 2002 | Residues of Clopyralid in Wheat at Intervals Under Open Field N DAS
6.3 N.W. Conditions Following a Single Application of Lontrel 100 (EF-1136), EU
Khoshab A. Northern Zone —2001.
DAS Report No.: GHE-P-9385
GLP:Y
Unpublished
KCA Freeman, | 1982 |Effect of Length of Period Between Application of CYRONAL* and N DAS
6.3 JMH Harvest on Residues of 3,6-dichoropicolinic Acid (DOWCO 290*%*) in

Winter Wheat, Winter Barley and Maize — Belgium 1981
Dow Chemical Company
DAS Report No.: GHE-P-943

GLP:N
Unpublished
KCA Rawle 2002 |Residues of Clopyralid in Barley at Intervals and at Harvest Following a N DAS
6.3 II\(IilW.h b A Single Application of Lontrel 100 (EF-1136), EU Northern Zone —2001.
oshab A DAS Report No.: GHE-P-9383
GLP:Y
Unpublished
KCA Rawle 2002 |Residues of Clopyralid in Barley at Intervals Under Open Field N DAS
6.3 N.W. Conditions Following a Single Application of Lontrel (EF-1136), UK —
Khoshab A. 2000.
DAS Report No.: GHE-P-9360
GLP:Y
Unpublished
KCA Rawle 2002 |Residues of Clopyralid in Barley at Harvest in Open Field Conditions N DAS
6.3 gilw.h b A Following a Single Application of Lontrel 100 (EF-1136), UK — 2000.
oshab A DAS Report No.: GHE-P-9359
GLP:Y
Unpublished
List of data submitted by the applicant and not relied on
Title
Data Company Report No. Vertebrate
oint Author(s) |Year Source (where different from company) study Owner
P 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
Data Company Report No. Vertebrate
. uthor(s ear ource (where different from company study wner
oint | Author(s) | Y S (where diff fi ) d o)
P GLP or GEP status Y/N

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

A2.1.1 Stability of residues
A21.1.1 Stability of residues during storage of samples
A21.1.1.1 Storage stability of residues in plant products

No new studies submitted.

A21.1.1.2 Storage stability of residues in animal products

No new studies submitted.

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

A2.1.2.1 Nature of residue in plants

No new studies submitted.

A21.2.1.1 Nature of residue in rotational crops

Data matching studies have been evaluated by RMS - Finland. As a result of the assessment all reports
were accepted and considered as equivalent to protected studies. Therefore, to support the renewal of

authorization of CHR/H/CPD300SL/Major 300SL, Cloe 300SL, ProSto 300SL INNVIGO is allowed to
refer to EU approved reports.

A21.2.1.2 Nature of residues in processed commodities

A 2.1.2.1.3.1 Study 1

Data matching studies have been evaluated by RMS - Finland. As a result of the assessment all reports
were accepted and considered as equivalent to protected studies. Therefore, to support the renewal of
authorization of CHR/H/CPD300SL/Major 300SL, Cloe 300SL, ProSto 300SL INNVIGO is allowed to
refer to EU approved reports.

A2.1.2.2 Nature of residues in livestock

Data matching studies have been evaluated by RMS - Finland. As a result of the assessment all reports
were accepted and considered as equivalent to protected studies. Therefore, to support the renewal of
authorization of CHR/H/CPD300SL/Major 300SL, Cloe 300SL, ProSto 300SL INNVIGO is allowed to
refer to EU approved reports.

A213 Magnitude of residues in livestock

No new studies submitted.

A 2.1.3.1 Livestock feeding studies

Data matching studies have been evaluated by RMS - Finland. As a result of the assessment all reports
were accepted and considered as equivalent to protected studies. Therefore, to support the renewal of

authorization of CHR/H/CPD300SL/Major 300SL, Cloe 300SL, ProSto 300SL INNVIGO is allowed to
refer to EU approved reports.
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T

1.1.1.1  Application details
Application -
Application Rate
Plot Test Item AP I;:?:; Rawe ofthe | oftheactive | Spray volume
’ Product substance

U Untreated — - - - -

T FAWQRYT 300 SL T1 BBCH 14 0.5LMa 150 g/a N'J{j%%ma
4
U
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1.1.1.2 Sampling Details
Decline curve trial
Sampling o . Min.
event Plot Timing Matrix Sample size
U 0DBA Whole plants 0.1 kg and min. 12 plants
81
T 0 DAA Whole plants 0.1 kg and min. 12 plants
s2 T 7 (+1) DAA Whole plants 0.1 kg and min. 12 plants
s3 T 21 (£2) DAA Whole plants 0.1 kg and min. 12 plants
Roots 0.5 kg, from min. 12 plants
s4 T 40 (£2) DAA
Leaves with tops 0.5 kg, from min. 12 plants
NCH Roots 2 kg, from min. 12 plants
S5 u.T BBCH 49
Leaves with tops 1 kg, from min. 12 plants

DBA : Days before application
DAA : Days after application
NCH: Normal Commercial harvest

Trial No. Principal Investigator | 1YP® °F | crop European | pegion, Country
trial darea
1 |C2105 AN1 | Maxime SCHMITT DC Sugarbeet | North Grand Est, France

DC: Decline curve

. Sowing / -
) i Crop density k i Organic

Trial No. Crop Variety plants/ha) PIz:ELng Soil type pH matter (%)

©2105 AN1 | Sugar beet | Jellera KWS 111111 |24/032022| Sityclay | 68 22
Distance
_ TYP® | Modelofthe | Length | Number | o een | Pressure
Trial No. Sprayer type of ozzles of the of nozzles | (bars)
nozzles boom (m) | nozzles (m)

C2105AN1 | AGRISER | Flatfan Teegﬁtﬁx\"?; 10 30 9 0.33 22
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= Deviation from
_— Active . Spray Growth
Trial No. | Piot | APPRCON | sypstance the Intended volume Date stage
: rate (g/ha) | PP [,,K:_?"' € {L/ha) (BBCH)
C2105AN1 | T 1 157.5 +5.0 210 12/05/2022 14

Sampling summary

TrialNo | Sampling Aol Actual timing M”a'[gg’a‘_l;' Stage
1 12/05/2022 | 0DBA/0 DAA 14
2 19/05/2022 7 DAA 18
©2105 AN1 3 01/06/2022 20 DAA 19-31
4 21/06/2022 40 DAA 39
5 21/09/2022 | 132 DAA, NCH 49

DAA: Days after application
DBA: Day before application
MNCH: Normal commercial harvest
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. Storage Expiry date
Solvent Concentration conditions | (Preparation + ...)
Stock solution Acetonitrile =1 mg/mL Frozen & months
Clopyralid g/m
Stock solution
Methanol =1 mg/mL Frozen & months

Clopyralid glycine g/m
Spiking solutions — _
All anal]rl:e separately Acetonitrile 0.2, 2and 20 pgme Frozen 1 month
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid(™
Matrix-matched
Calibration solutions Control extract = 0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid
Intermediate calibration | paesoeor e
solutions (50/50) + 0.1% =200 and 20 ng/mL Refrigerated 14 days
Clopyralid® formic acid
Calibration solution Methanol / water )

o (50/50) + 0.1% = 0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid formic acid

("' For analysis of undiluted extacts
2} For analysis of diluted extacts (dilution factor = 20)
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Analytical Matrix FortMeation | clopyralid | Clopyralid glycine | Extraction
Sample No. (mglkg) % Recovery % Recovery date
S593 01 AA Whole plants 0.01 81.3% } 07/02/2023
S593 01 BA Whole plants 0.10 98.1% } 08/02/2023
S593 01 CA Whole plants 0.01 - 71.3% 08/02/2023
5593 01 DA Whole plants 0.10 - 77.8% 07/02/2023

S59301 EAd250 | Whole plants 25 107.2% - 15/02/2023
S59301 FAd250 | Whole plants 25 - 100.7% 15/02/2023
S594 01 AA | Leaves with tops 0.01 92.8% ] 09/02/2023
S594 01BA | Leaves wilh tops 0.10 91.9% - 10/02/2023
S594 01CA | Leaves with tops 0.01 - 71.9% 10/02/2023
S594 01DA | Leaves with tops 0.10 - 74.2% 09/02/2023
S594 01 EAQ10 | Leaves with tops 1.0 96.5% - 15/02/2023
S594 01 FAd10 | Leaves with tops 10 - 83.9% 15/02/2023
S595 01 AA Roots 0.01 99.8% - 13/02/2023
S595 01 BA Roots 0.10 95.7% - 14/02/2023
S595 01 CA Roots 0.01 - 72.4% 14/02/2023
S595 01 DA Roots 0.10 - 79.7% 13/02/2023
$59501 EA D10 Roots 10 102.1% - 17/02/2023
$595 01 FAD10 Roots 10 - 76.1% 17/02/2023

Table 1 TRIAL No. C2105 AN1
:a'l';fm'ﬁ; Field sample No. Treatment Matrix DAA | residuce found
(mg/kg)
C21050101 | C2105ANT/UT/A - Whole plants - NDR
C21050102 | C2105AN1/T1/A | FAWORYT300SL |  Whole plants 0 13.54
C21050103 | C2105AN1/T2/A | FAWORYT300SL |  Whole plants 7 0.67
C21050104 | C2105AN1/T3/A | FAWORYT300SL |  Whole plants 20 0.43
C21050105 | C2105ANT/T4R/A | FAWORYT 300 SL Roots 40 0.27
C21050106 | C2105AN1/TAL/A | FAWORYT300 SL | Leaveswithtops | 40 0.36
C21050107 | C2105AN1/UHR/A - Roots - NDR
C21050108 | C2105AN1/UHL/A - Leaves with tops - NDR
C21050109 | C2105ANT/THR/A | FAWORYT 300 SL Roots 132 0.04
C21050110 | C2105ANT/THL/A | FAWORYT300SL | Leaveswithtops | 132 0.08

DAA: Days After Application

NDR: No detectable residues (residues below the limit of detection)
LOD = 0.002 mg/kg

LOQ = 0.01 mg/kg
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1.1.1.1  Application details

Application -
lication Rate
App. | Target | Rateofthe | APP .
Plot Test Item No. Timing Formulated o; l:l;z ;;té\;e Spray volume
Product
U Untreated - - — - —
T | FAWORYT 300 SL T1 |BBCH14 | 05LMa 150 g/ha 20“(;3;%?5;%
1.1.1.2 Sampling Details
Decline curve trial
Sampling L - Min.
event Flot Timing Matrix Sample size
U 0 DBA Whole plants 0.1 kg and min. 12 plants
S1
T 0 DAA Whole plants 0.1 kg and min. 12 plants
52 T 7 (+1) DAA Whole plants 0.1 kg and min. 12 plants
s3 T 21 (£2) DAA Whole plants 0.1 kg and min. 12 plants
Roots 0.5 kg, from min. 12 plants
sS4 T 40 (£2) DAA
Leaves with tops 0.5 kg, from min. 12 plants
NCH Roots 2 kg, from min. 12 plants
S5 u.T BBCH 49
Leaves with tops 1 kg, from min. 12 plants

DBA : Days before application
DAA : Days after application
NCH: Normal Commercial harvest

) i ] Type of European .
Trial No. Principal Investigator | Crop area Region, Country
1 [ C2127 AN1 Maxime SCHMITT DC Sugar beet MNorth Grand Est, France

DC: Decline curve
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o THITED I e 4
P A [ ) \, ,J 4 POLAND =
e : = & .
- uE L - o
" 1 ;

- Sowing / -
. . Crop density . ) Organic
Trial No. Crop Variety (plants/ha) PIzg:;ng Soil type pH matter (%)
C2127 AN1 | Sugar beet Rainette =111 110 23/03/2022 | Silty clay 71 23

Distance
_ TYP® | Modelofthe | Length | Number | o een | Pressure

Trial No. | Sprayer type of el ot of the of | Dertee | Mloare)

nozzles boom (m) | nozzles (m)
C2127AN1 | AGRISER | Flatfan | el X110 30 9 0.33 29
- Deviation from

o Active . Spray Growth
Trial No. | Piot | APPRSION | supstance the Intended volume Date stage
: rate (g/ha) | PP m";’"' € (L/ha) (BBCH)

C2127AN1 | T 1 161.0 473 215 04/05/2022 14
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Sampling summary

Trial No | Sampling A[‘;;';:' Actual timing M“a'[gg’g:l? Stage
1 04/05/2022 | 0DBA /0 DAA 14
2 11/05/2022 7 DAA 16
©2127 AN1 3 27/05/2022 23 DAA 19
4 15/06/2022 42 DAA 39
5 13/09/2022 | 132 DAA, NCH 49

DAA: Days after application
DBA: Day before application
NCH: Normal commercial harvest

TRIAL No. C2127 AN1

s‘”;"‘::ﬂ‘;:'} Field Sample No. ::nr:;;s;é Extraction et Analysis iy
Date samples* extracts**
C21270101 | C2127ANT/UT/A | 04/052022 | 07/02/2023 | 279 | 11/0212023 4
C21270102 | C2127ANT/T1/A | 04/052022 | 07/02/2023 | 279 | 16/0212023 g
C21270103 | C2127AN1/T2/A | 11/052022 | 07/02/2023 | 272 | 16/0212023 g
C21270104 | C2127AN1/T3/A | 27/0512022 | 07/02/2023 | 256 | 11/0212023 4
C21270105 | C2127 ANT/TAR/A | 150612022 | 13/02/2023 | 243 | 18/0212023 5
C21270106 | C2127ANT/TAL/A | 15062022 | 09/02/2023 | 239 | 16/0212023 7
C21270107 | C2127 ANT/UHR/A | 13092022 | 13/02/2023 | 153 | 17/0212023 4
C21270108 | C2127ANT/UHL/A | 13/09/2022 | 09/02/2023 | 149 | 11/0212023 2
C21270108 | C2127 ANT/THR/A | 13/09/2022 | 13/02/2023 | 153 | 18/0212023 5
C21270110 | C2127 ANT/THL/A | 13/09/2022 | 09/02/2023 | 149 | 16/0212023 7
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) Storage Expiry date
Solvent Concentration conditions | (Preparation + ...
Stock solution Acetonitrile =1 mg/mL Frozen 6 months
Clopyralid g/m
Stock solution
Methanol =1 mg/mL Frozen 6 months

Clopyralid glycine g/m
Spiking selutions — _
All anﬂl_vte Sepﬂrﬂtﬂly Acetonitrile 0.2, 2and 20 ng'mL Frozen 1 month
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid™
Matrix-matched
Calibration solutions Control extract = 0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid‘"
Intermediate calibration | peoyporo e
solutions (50/50) + 0.1% =200 and 20 ng/mL Refrigerated 14 days
Clopyralid® formic acid
Calibration solution Methanol / water )

o (50/50) + 0.1% = 0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid formic acid

(1} For analysis of undiluted extacts
2} For analysis of diluted extacts (dilution factor = 20)
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Analytical Matrix Fomifieation | clopyralia | Clopyralid glycine | Extraction
Sample No. (mglkg) % Recovery % Recovery date
S593 01 AA Whole plants 0.01 81.3% - 07/02/2023
S593 01 BA Whole plants 0.10 98.1% - 08/02/2023
S593 01 CA Whole plants 0.01 - 71.3% 08/02/2023
$593 01 DA Whole plants 0.10 - 77.8% 07/02/2023

5593 01 EA d250 | Whole plants 25 107.2% - 15/02/2023
S593 01 FA 4250 | Whole plants 25 . 100.7% 15/02/2023

S59401AA | Leaves with fops 0.01 92.8% - 09/02/2023
S59401BA | Leaves with fops 0.10 91.9% - 10/02/2023
S59401CA | Leaves with tops 0.01 - 71.9% 10/02/2023
S594 01 DA | Leaves with tops 0.10 . 74.2% 09/02/2023

5594 01 EA Q10 | Leaves with tops 10 96.5% - 15/02/2023
S594 01 FAQI0 | Leaves with tops 10 - 83.9% 15/02/2023
595 01 AA Roots 0.01 99.8% - 13/02/2023
S595 01 BA Roots 0.10 95.7% - 141022023
S595 01 CA Roots 0.01 - 72.4% 14102/2023
S595 01 DA Roots 0.10 - 79.7% 13/02/2023
$59501 EA D10 Roots 10 102.1% - 17/02/2023
S595 01 FA D10 Roots 10 - 761% 17/02/2023
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Table 1 TRIAL No. C2127 ANA
:;'::3:":‘3{: Field sample No. Treatment Matrix DAA | residuce found
(mg/kg)
C21270101 | C2127AN1/U1/A ; Whole plants i NDR
C21270102 | C2127TAN1/T1/A | FAWORYT300SL |  Whole plants 9.87
C21270103 | C2127TAN1/T2/A | FAWORYT300SL |  Whole plants 0.69
C21270104 | C2127AN1/T3/A | FAWORYT300SL |  Whole plants 23 0.08
C21270105 | C2127AN1/T4R/A | FAWORYT 300 SL Roots 42 0.44
C21270106 | C2127AN1/TAL/A | FAWORYT 300 SL | Leaves withtops | 42 0.52
C21270107 | C2127 AN1/UHR/A ] Roots - NDR
C21270108 | C2127 AN1/UHL/A ; Leaves with tops i NDR
C21270109 | C2127TAN1/THR/A | FAWORYT 300 SL Roots 132 0.15
C21270110 | C2127AN1/THL/A | FAWORYT300SL | Leaveswithtops | 132 0.20

DAA: Days After Application
NDR: No detectable residues (residues below the limit of detection)
LOD = 0.002 mg/kg
LOQ =0.01 mgkg
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1.1.1.1  Application details

Application -
Application Rate
Plot Test Item AP I;:?:; Rawe ofthe | oftheactive | Spray volume
) Product substance
U Untreated - - - - R
T | FAWORYT 300 SL T1 | BBCH14| 05LMma 150 g/ha mﬂj%%’“a
1.1.1.2 Sampling Details
Residue at harvest trial
Sampling I, - Min.
event Plot Timing Matrix Sample size
Roots 2 kg, from min. 12 plants
st u.T BB 49
Leaves with tops 1 kg, from min. 12 plants

NCH: Normal Commercial harvest

Trial No. | Principal Investigator | JYP€ °T | crop European | pogion, Country
trial drea
Baden-Wartiemberg,
1 | C2128 BW1 | Audrey MEYER RH Sugar beet Morth Germany

RH: Residues at harvest




CHR/H/CPD 300SL Major/Cleo, ProSto 300SL

Part B — Section 7 — Core Assessment

Page 68 /216
Version: November 2020
ZRMS version
&L
Y ,
< / S
L= DENH
et e
&7 % | EIE’?HERLANDS - (:5‘5

/_,.f W ___,—\

POLAND

/ SPAIN

-
A
\

\

T

1.2.2 Crop and soeil Information

1

- Sowing / -
. ) Crop density : . Organic
Trial No. Crop Variety (plants/ha) Plg:;lang Soil type pH matter (%)
C2128 BW1 | Sugar beet Cameleon =148 148 19/03/2022 | Clay loam =7 2

Distance
. TYPe | Modelofthe | Length | Number | o een | Pressure
TrialNo. | Sprayer type of del ort of the of | Do | Pleare)
nozzles boom (m) | nozzles (m)
C2128BW1 | PULVEXPER | Flatfan | oo X110 3 9 033 19
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- Deviation from
I Active ? Spray Growth
Trial No. | Plot | APPRCHON | gypstance the intended volume Date stage
: rate (g/ha) | PP m‘;’" rate (L/ha) (BBCH)
c2128 BW1 T 1 1367 -89 273 11/05/2022 14

Sampling summary

. . Actual S Actual Growth Stage
Trial No Sampling Date Actual timing (BBCH)
C2128 BW1 1 19/10/2022 161 DAA, NCH 49
NCH: Normal commercial harvest DAA: Days after application

TRIAL No. C2128 BW1

sﬁ“ﬂi‘;ﬂﬁ; Field Sample No. ::r?;frt\; Exiraction e ?;* Analysts F;it;?gfi
Date samples extracts
C21280101 | C2128BW1/UHR/A | 19/10/2022 | 17/02/2023 | 121 | 18/02/2023 1
C21280102 | C2128BW1/UHL/A | 19/10/2022 | 200212023 | 124 | 21/02/2023 1
C21280103 | C2128BW1/THR/A | 19/10/2022 | 17/02/2023 | 121 | 18/02/2023 1
C21280104 | C2128BW1/THL/A | 19/10/2022 | 200212023 | 124 | 21/02/2023 1

*Frozen storage time of samples from sampling to extraction (days)
**Refrigerated storage time of final extracts, from extraction to analysis (days)
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. Storage Expiry date

Solvent Concentration conditions (Preparation + ...)
Stock solution Acetonitrile =1 mg/mL Frozen & months
Clopyralid g/m
Stock solution

Methanol =1 mg/mL Frozen & months
Clopyralid glycine g/m
Spiking solutions o .
All analyte Sepﬂrately Acetonitrile 02and?2 I..lgfml_ Frozen 1 month
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid
Matrix-matched
Calibration solutions Control extract = 0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid
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Analytical Matrix Forineation | ciopyralid | Clopyralid glycine | Extraction
Sample No. II'I"IQEQ] % Recovery % Recovery date
S597 01 AA Roots 0.01 111.2% - 17/02/2023
597 01 BA Roots 0.10 108.6% - 17/02/2023
S595 01 EA D10 Roots 10 102.1% - 17/02/2023
S597 01 CA Roots 0.01 - 86.1% 17/02/2023
5597 01 DA Roots 0.10 . 79.8% 17/02/2023
595 01 FA D10 Roots 10 - 76.1% 17/02/2023
S50801AA | Leaves with tops 0.01 115.6% - 20/02/2023
S598 01 BA D10 | Leaves with tops 10 91.7% - 20/02/2023
S59801CA | Leaves with tops 0.01 - 78.9% 20/02/2023
$598 01 DA D10 | Leaves with tops 10 - 94.6% 20/02/2023

Table 1 TRIAL No. C2128 BW1
:a"r‘:;}:“;fc: Field sample No. Treatment Matrix DAA | resicues found
(mg/kg)
C21280101 | C2128 BW1/UHR/A - Roots 3 NDR
C21280102 | C2128 BW1/UHL/A - Leaves with tops | - NDR
C21280103 | C2128 BW1/THR/A | FAWORYT 300 SL Roots 161 0.14
C21280104 | C2128BW1/THL/A | FAWORYT 300 SL | Leaves with tops | 161 0.25

DAA: Days After Application

NDR: No detectable residues (residues below the limit of detection)
LOD = 0.002 mg/kg

LOQ =0.01 mgkg
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1.1.1.1 Application details

Application -
ol App. | Target | Rateofthe | APPlication Rate
ot Test Item No Timing | Formulated of the active Spray volume
) Product substance
U Untreated - - - - -
T | FAWORYT 300 SL T |BBCH14| O05Lha 150 g/a m'%j%?%ﬁ"“a
1.1.1.2 Sampling Details
Residue at harvest trial
Sampling - - Min.
avent Plot Timing Matrix Sample size
Roots 2 kg, from min. 12 plants
1 u.T B§C%H49
Leaves with tops 1 kg, from min. 12 plants

MNCH: Normal Commercial harvest
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Trial No. Principal Investigator | 1YP% °f | crop European | p.gion, Country
trial area
1 | C2129 ND1 Rémi DUTERTE RH Sugar beet Morth Hauts-de-France, France
RH: Residues at harvest
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- Sowing / -
. ) Crop density : . Organic
Trial No. Crop Variety (plants/ha) Plg:;lang Soil type pH matter (%)
€2129 ND1 | Sugar beet Calledia =123 457 28/03/2022 | Clay loam 7 22
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Distance
. TYPe | Modelofthe | LeNgth | Number | poieen | Pressure
Trial No. Sprayer type of nozzles of the of nozzles (bars)
nozzles boom (m) | nozzles m)
C2128ND1 | PULVEXPER | Flatfan | oo 9 033 2

- Deviation from
—_— Active ? Spray Growth
Trial No. | Plot | APPRCHON | gypstance the intended volume Date stage
: rate (g/ha) | PP [,,K:_;’" rate (L/ha) (BBCH)
C2129ND1 | T 1 150.0 0.0 300 12/05/2022 14
) i Actual | Actual Growth Stage
Trial No Sampling Date Actual timing (BBCH)
€2129 ND1 1 05/09/2022 | 116 DAA, NCH 49

NCH: Normal commercial harvest

TRIAL No. C2129 ND1

DAA: Days after application

) Harvest/ ! Storage . Storage
Snalytical Field Sample No. | Sampling | =¥T2%0" | time of | AMISIS | time of
pie No. Date samples® extracts™
C21290101 | C2129ND1/UHR/A | 050972022 | 17/02/2023 | 165 | 18/02/2023 1
C21290102 | C2129ND1/UHL/A | 0500972022 | 2010212023 | 168 | 21/02/2023 1
C21290103 | C2129ND1/THR/A | 050972022 | 17/02/2023 | 165 | 18/02/2023 1
C21290104 | C2129ND1/THL/A | 0500972022 | 2010212023 | 168 | 21/02/2023 1

*Frozen storage time of samples from sampling to extraction (days)
**Refrigerated storage time of final extracts, from extraction to analysis (days)
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) Storage Expiry date
Solvent Concentration conditions | (Preparation + ...)

Stock solution Acetonitrile =1 mg/mL Frozen & months
Clopyralid g/m
Stock solution

; - Methanol =1 mg/mL Frozen & months
Clopyralid glycine
Spiking solutions o o
All analyte separately Acetonitrile 0.2 and 2 pg/mL Frozen 1 month
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid
Matrix-matched
Calibration solutions Control extract = 0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid
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Analytical Matrix Fomineation | clopyralid | Clopyralid glycine | Extraction
Sample No. (IT‘IQEQ] % Recovery % Recovery date
S597 01 AA Roots 0.01 111.2% - 17/02/2023
597 01 BA Roots 0.10 108.6% _ 17/02/2023
S595 01 EA D10 Roots 1.0 102.1% - 17/02/2023
S597 01 CA Roots 0.01 . 86.1% 17/02/2023
S597 01 DA Roots 0.10 - 79.8% 17/02/2023
S595 01 FA D10 Roots 10 - 76.1% 17/02/2023
S59801AA | Leaves with fops 0.01 115.6% _ 20/02/2023
S598 01 BAD10 | Leaves with tops 1.0 91.7% - 20/02/2023
S59801 CA | Leaves with tops 0.01 . 78.9% 20/02/2023
S598 01 DA D10 | Leaves with tops 1.0 - 94.6% 20/02/2023
Table 1 TRIAL No. C2129 ND1
:a"r‘:;}:“;fc: Field sample No. Treatment Matrix DAA | resicues found
(mg/kg)
C21290101 | C2129 ND1/UHR/A - Roots - NDR
C21290102 | C2129ND1/UHL/A - Leaves with tops | - NDR
C21290103 | C2129ND1/THR/A | FAWORYT 300 SL Roots 116 0.09
C21290104 | C2129ND1/THL/A | FAWORYT 300 SL | Leaves with tops | 116 0.09

DAA: Days After Application

NDR: No detectable residues (residues below the limit of detection)
LOD = 0.002 mg/kg

LOQ =0.01 mgkg
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1.1.1.1 Application details

Application .
Plot Test Item App. | Target | Rateofthe | APRICEUSRCAE | I
No. Timing Formulated pray volume
Product substance
U Untreated —~ - - - _
T | CHR/HICPD300SL | T1 |BBCH14| 05Uha 150 g/ha 20'3(;?;4‘3]{;5'“8
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1.1.1.2 Sampling Details
Decline curve trial

Sampling . i Min.
event - | Plot Timing Matrix sample size
U 0 DBA Whole plants 0.1 kg and min. 12 plants
1
T 0 DAA Whole plants 0.1 kg and min_ 12 plants
s2 T 7 (£1) DAA Whole plants 0.1 kg and min. 12 plants
s3 T 21 (£2) DAA Whole plants 0.1 kg and min. 12 plants
Roots 0.5 kg, from min_ 12 plants
s4 T 40 (+2) DAA
Leaves with tops 0.5 kg, from min. 12 plants
Roots 2 kg, from min_ 12 plants
S8 u.T BB%(I:-IHle
Leaves with tops 1 kg, from min. 12 plants

DBA - Days before application
DAA - Days after application
NCH: Normal Commercial harvest
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Sowing /

DAA: Days after application
DBA: Day before application
NCH: Normal commercial harvest

. i Crop density k i Organic
Trial No. Crop Variety plants/ha) Plgg;‘.:leng Soil type pH matter (%)
C2130 HU1 | Sugar beet | Conviso Smart | =111111 | 11/04/2022| Clayloam | 79 221
_ TYP® | Modelofthe | Length | Number | o een | Pressure
Trial No. | Sprayer type of el ot of the of | Dertee | Mloare)
nozzles boom [ml nozzles {m}
C2130HU1 | EUROPULVE | Flatfan | AIPYZAVLISO 3 9 0.33 35
i Deviation from
o Active . Spray
Trial No. | Plot | APPRCHON | gypstance the intended volume Date stage
: rate (g/ha) | PP [,,K:_;’" rate (L/ha) (BBCH)
C2130HU1 | T 1 165.8 +106" 332 16/05/2022 14
* See deviation No_17/05/2022
. . Actual | Actual Growth stage
Trial No Sampling Date Actual timing (BECH)
1 16/05/2022 | 0 DBA/0 DAA 14
2 23/05/2022 7 DAA 18
€2130 HU1 3 07/06/2022 22 DAA 35
4 27/06/2022 42 DAA a8
5 18/10/2022 | 155 DAA, NCH 49
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TRIAL No. C2130 HU1

;’:gfg‘:f;_ Field Sample No. ;l::;?:ié Extraction Smes: Analysis P
Date Samples" extracts™
C21300101 | C2130HU1/UT/A | 16/05/2022 | 08/02/2023 | 268 | 11/02/2023 3
C21300102 | C2130HU1/T1/A | 16/05/2022 | 08/02/2023 | 268 | 16/02/2023 8
C21300103 | C2130HU1/T2/A | 23/05/2022 | 08/02/2023 | 261 | 16/02/2023 8
C21300104 | C2130HU1/T3/A | O7/06/2022 | 08/02/2023 | 246 | 16/02/2023 8
C21300105 | C2130 HU1/TAR/A | 27/06/2022 | 14/02/2023 | 232 | 18/02/2023 4
C21300106 | C2130HU1/TAL/A | 27/06/2022 | 10/02/2023 | 228 | 16/02/2023 6
C21300107 | C2130 HU1/UHR/A | 18/10/2022 | 14/02/2023 | 119 | 17/02/2023 3
C21300108 | C2130 HUT/UHL/A | 18/10/2022 | 10/02/2023 | 115 | 11/02/2023 1
C21300109 | C2130 HU1/THR/A | 18/10/2022 | 14/02/2023 | 119 | 17/02/2023 3
C21300110 | C2130 HU1/THL/A | 18/10/2022 | 10/02/2023 | 115 | 11/02/2023 1
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) Storage Expiry date
Solvent Concentration conditions | (Preparation + ...)

Stock solution Acetonitrile =1 mg/mL Frozen 6 months
Clopyralid g/m
Stock solution

A . Methanol =1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions — -
All analyte separately Acetonitrile 0.2, 2 and 20 pg/mL Frozen 1 month
Intermediate calibration
solutions Control extract = 200 and 20 ng/mL Refrigerated 14 days
Clopyralid™
Matrix-matched
Calibration solutions Control extract = 0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid(™
Intermediate calibration | paypono/oter
solutions (50/50) + 0.1% = 200 and 20 ng/mL Refrigerated 14 days
Clopyralidi2) formic acid
Calibration solution Methanol / water ]

o (50/50) + 0.1% = 0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid formic acid

("} For analysis of undiluted extacts
2 For analysis of diluted extacts (dilution factor = 20)
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Analytical Matrix Fomifieation | clopyralia | Clopyralid glycine | Extraction
Sample No. (mg/kg) % Recovery % Recovery date
5593 01 AA Whole plants 0.01 81.3% - 07/02/2023
5593 01 BA Whole plants 0.10 98.1% - 08/02/2023
5593 01 CA Whole plants 0.01 - 71.3% 08/02/2023
5593 01 DA Whole plants 0.10 - 77.8% 07/02/2023
5593 01 EA d250 Whole plants 25 107.2% - 15/02/2023
5593 01 FA d250 Whole plants 25 - 100.7% 15/02/2023
5394 01 AA Leaves with tops 0.01 92.8% - 09/02/2023
5394 01 BA Leaves with tops 0.10 91.9% - 10/02/2023
5594 01 CA Leaves with tops 0.01 - 71.9% 10/02/2023
5594 01 DA Leaves with tops 0.10 - 74.2% 09/02/2023
5594 01 EAd10 | Leaves with tops 10 96.5% - 15/02/2023
5594 01 FAd10 | Leaves with tops 1.0 - 83.9% 132/02/2023
5395 01 AA Roots 0.01 99.8% - 13/02/2023
5595 01 BA Roots 0.10 95.7% - 14/02/2023
S595 01 CA Roots 0.01 - 72.4% 14/02/2023
5595 01 DA Roots 0.10 - 79.7% 13/02/2023
559501 EA D10 Roots 1.0 102.1% - 17/02/2023
5595 01 FA D10 Roots 10 - 76.1% 17/02/2023

Table 1 TRIAL No. C2130 HU1
5‘;’;?3’:'?; Field sample No. Treatment Matrix DA | residucs found
(mg/kg)
C21300101 | C2130HU1/U1/A - Whole plants 3 <LoQ
C21300102 | C2130HUT/T1/A | CHRIHICPD 300 SL|  Whole plants 0 11.65
C21300103 | C2130HU1/T2/A | CHRIHICPD 300 SL|  Whole plants 7 0.47
C21300104 | C2130HU1/T3/A |CHRHICPD300SL|  Whole plants 22 0.70
C21300105 | C2130HU1/T4R/A | CHR/HICPD 300 SL Roots 42 0.71
C21300106 | C2130HUT/TAL/A | CHR/HICPD 300 SL| Leaves with tops | 42 0.23
C21300107 | C2130 HU1/UHR/A - Roots - NDR
C21300108 | C2130 HU1/UHL /A - Leaves with tops 3 NDR
C21300109 | C2130 HU1/THR/A | CHR/HICPD 300 SL Roots 155 0.08
C21300110 | C2130HUT/THL/A | CHRIHICPD 300 SL| Leaves withtops | 155 0.07

DAA: Days After Application

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

LOD = 0.002 mg/kg

LOQ = 0.01 mg/kg
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1.1.1.1 Application details

Application o
App. | Target | Rateofthe | APPlicationRate
Plot Test Item - of the active 5pra].f volume
No. Timing Formulated
Product substance
U Untreated - — — — _
T | CHR/H/ICPD300SL | T1 |BBCH14| O05LMha 150 g/ha m?ﬂ%@ﬁma
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Decline curve trial

Sampling - ; Min.
event Plot Timing Matrix sample size
u 0 DBA Whole plants 0.1 kg and min. 12 plants
81
T 0 DAA Whole plants 0.1 kg and min. 12 plants
852 T T (£1) DAA Whole plants 0.1 kg and min. 12 plants
83 T 21 (£2) DAA Whole plants 0.1 kg and min. 12 plants
Roots 0.5 kg, from min. 12 plants
S4 T 40 (£2) DAA
Leaves with tops 0.5 kg, from min. 12 plants
NCH Roots 2 kg, from min. 12 plants
S5 u.T BBCH 49
Leaves with tops 1 kg. from min. 12 plants
DBA : Days before application
DAA - Days after application
NCH: Normal Commercial harvest
- N . Type of European :
Trial No. Principal Investigator trial Crop area Region, Country
1| C2131 CZ1 | Iva SIMEK DC Sugar beet | North Pardubice, Czech Republic

DC: Decline curve
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: Sowing / ;
- - Crop density " - Organic
Trial No. Crop Variety (plants/ha) Plzlg:::lleng Soil type pH matter (%)
C2131 CZ1 | Sugar beet | Conviso smart 100 000 29/03/2022 | Clay loam 59 2.0

Distance
_ Type Model of the Length | Number | o i een | Pressure
Trial No. | Sprayer type of N rales of the of nozzles |  (bars)
nozzles boom [ITI] nozzles {ﬂ'I}
C2131CZ1 | PULVEXPER | Flatfan Teeﬁﬁ}(&; 10 3 g 033 2
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ZRMS version
- Deviation from
s Active . Spray Growth
Trial No. | Plot | APPRENON | gybstance the Intended volume Date stage
. rate (g/ha) | 3PP [,:;';’"' € (L/ha) (BBCH)
€2131 CZ1 1 148.0 13 247 09/05/2022 14

TrialNo | Sampling ‘“‘;;'::' Actual timing | A°™ [g’E'E_'I;' Stage
1 09/05/2022 | 0 DBA /0 DAA 14
2 16/05/2022 7 DAA 16-17
c2131 ¢z1 3 28/05/2022 19 DAA 17
4 17/06/2022 39 DAA 37
5 29/09/2022 | 143 DAA, NCH 49

DAA: Days after application
DBA: Day before application
NCH: Normal commercial harvest

TRIAL No. C2131 CZ1

S‘:’:"}"If‘:f;_ Field Sample No. ;l::;?;; BxiTaction et Analysis Tme st
Date Samples” extracts™™
C21310101 | C2131CZ1/U1/A | 09/05/2022 | 08/02/2023 | 275 | 11/02/2023 3
C21310102 | C2131CZ1/T1/A | 09/05/2022 | 08/022023 | 275 | 16/02/2023 8
C21310103 | C2131CZ1/T2/A | 16052022 | 08/022023 | 268 | 16/02/2023 8
C21310104 | C2131CZ1/T3/A | 28/05/2022 | 08/022023 | 256 | 16/02/2023 8
C21310105 | C2131CZ1/T4R/A | 17/06/2022 | 141022023 | 242 | 18/02/2023 4
C21310106 | C2131 CZ1/TAL/A | 17/06/2022 | 100272023 | 238 | 16/02/2023 6
C21310107 | C2131CZ1/UHR/A | 29/09/2022 | 141022023 | 138 | 17/02/2023 3
C21310108 | C2131 CZ1/UHL/A | 29/09/2022 | 10/022023 | 134 | 11/02/2023 1
C21310109 | C2131CZ1/THR/A | 29/09/2022 | 141022023 | 138 | 17/02/2023 3
C21310110 | C2131CZ1/THL/A | 29/09/2022 | 10022023 | 134 | 11/02/2023 1
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ZRMS version
) Storage Expiry date
Solvent Concentration conditions | (preparation + ..

Stock solution Acetonitrile =1 mg/mL Frozen & months
Clopyralid g/m
Stock solution

A . Methanol =1 mg/mL Frozen & months
Clopyralid glycine
Spiking solutions — _
All analyte Separately Acetonitrile 02, 2and 20 mme Frozen 1 month
Intermediate calibration
solutions Control extract = 200 and 20 ng/mL Refrigerated 14 days
Clopyralidi
Matrix-matched
Calibration solutions Control extract = (0.4 1o 24 ng/mL Refrigerated 14 days
Clopyralid'"!
Intermediate calibration | yssthanol / water
solutions (50/50) +0.1% = 200 and 20 ng/mL Refrigerated 14 days
Clopyralidi®) formic acid
Calibration solution Methanol / water )

o (50/50) + 0.1% = 0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid formic acid

") For analysis of undiluted extacts
2} For analysis of diluted extacts (dilution factor = 20)
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Analytical Matrix Forineation | clopyralid | Clopyralid glycine | Extraction
Sample No. (mglkg) % Recovery % Recovery date
S593 01 AA Whole plants 0.01 81.3% - 07/02/2023
S593 01 BA Whole plants 010 98.1% - 08/02/2023
5593 01 CA Whole plants 001 - 71.3% 08/02/2023
S593 01 DA Whole plants 0.10 . 77.8% 07/02/2023

59301 EAd250 | Whole plants 25 107.2% - 15/02/2023
S593 01 FA 0250 | Whole plants 25 - 100.7% 15/02/2023

S594 01 AA | Leaves with tops 0.01 92.8% ; 09/02/2023
S594 01BA | Leaves with tops 0.10 91.9% - 10/02/2023
S594 01 CA | Leaves with tops 0.01 - 71.9% 10/02/2023
5594 01 DA | Leaves with tops 010 - 74.2% 09/02/2023

S594 01 EA 10 | Leaves with tops 10 96.5% - 15/02/2023
S594 01 FAd10 | Leaves with tops 10 - 83.9% 15/02/2023

S595 01 AA Roots 0.01 99.8% - 13/02/2023
S595 01 BA Roots 0.10 95.7% - 14/02/2023
S595 01 CA Roots 001 : 72.4% 14/02/2023
5595 01 DA Roots 0.10 - 79.7% 13/02/2023

S595 01 EA D10 Roots 10 102.1% : 17/02/2023
S595 01 FA D10 Roots 10 - 761% 17/02/2023

Table 1 TRIAL No. C2131 CZ1
sﬁéﬁiﬁé_ Field sample No. Treatment Matrix DAA res?nl:lzl:;];uf{gﬂnd
(mgikg)
C2131 0101 C2131CZ1 /U1 T A - Whole plants - NDR
C21310102 C2131 CZ1IT1TA CHR/H/CPD 300 SL Whole plants 9.68
C21310103 C2131 CZ1/T2TA CHR/H/CPD 300 SL Whole plants 1.65
C2131 0104 C2131 CZ1/T3TA CHR/H/CPD 300 SL Whole plants 19 1.08
C21310105 C2131 CZ1/T4R /A | CHR/H/CPD 300 SL Roots 39 0.24
C21310106 C2131CZ1/T4LT A CHR/H/CPD 300 SL | Leaves with tops 39 0.47
C2131 0107 C2131 CZ1/UHR /A - Roots - NDR
C21310108 C2131 CZ1/UHL /T A - Leaves with tops - NDR
C21310109 C213M1 CZ1/THR/A | CHR/H/CPD 300 SL Roots 143 < LoQ
C2131 0110 C2131CZ1/THL/A | CHR/H/CPD 300 SL | Leaves with tops 143 0.01

DAA: Days After Application

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

LOD = 0.002 mg'kg

LOQ =0.01 mg/kg
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1.1.1.1  Application details
Application N
- App. | Target | Rateofthe | APPlication Rate
ot Test Item No. Timing Formulated of tLI-E ;ctlve 5pray volume
supstance
Product
U Untreated - - — - —
T | CHR/H/CPD 300 SL T1 BBCH 14 0.5LMma 150 g/ha m'}ﬂ%ﬁﬁmﬂ
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1.1.1.2 Sampling Details

Decline curve trial

Sampling - . Min.
event Plot Timing Matrix Sample size
U 0 DBA Whole plants 0.1 kg and min. 12 plants
51
T 0 DAA Whole plants 0.1 kg and min. 12 plants
52 T 7 (1) DAA Whole plants 0.1 kg and min. 12 plants
53 T 21 (x2) DAA Whole plants 0.1 kg and min. 12 plants
Roots 0.5 kg, from min. 12 plants
s4 T 40 (£2) DAA
Leaves with tops 0.5 kg, from min. 12 plants
Roots 2 kg, from min. 12 plants
S5 u. T BBCH 49 - ;
Leaves with tops 1 kg, from min. 12 plants

DBA : Days before application
DAA, - Days after application
NCH: Mormal Commercial harvest

Trial No. Principal Investigator ;"We f | crop European | oo gion, Country
rial area
1 |C2132 PL1 | Krzysztof NOWAK DC Sugarbeet | North £ 6dzkie, Poland

DC: Decline curve
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Sowing / Organic
Trial No. Grop Variety Crop density | Planting | Soiltype | pH rganic
Tate matter (%)
C2132 PL1 | Sugar beet Kujavia 9.9 seedsim® | 15/04/2022| Sandy 65 3.0
: clay loam : -

Distance
| Type Model of the Length Number Between | Pressure
Trial No. Sprayer type of nozzles of the of nozzles (bars)
nozzles boom (m) | nozzles (m)
C2132PL1 | EUROPULVE | Flatfan Teeig;ﬁ% 110 30 9 033 30
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. Deviation from
_ Active . Spray Growth
Trial No. | Plot APPL:?“D“ substance | the intended volume Date stage
: rate (g/ha) “PP""?}E" rate (L/ha) {BBCH)
C2132 PL1 T 1 155.0 +3.3 310 18/05/2022 14-16*

*BBCH 14 was the major crop stage in the field.

TrialNo | Sampling Ag;‘t‘:' Actual timing | A°™2 [‘;'E?:ﬁ']‘ Stage
1 18/05/2022 | 0 DBA/0 DAA 14-16
2 24/05/2022 6 DAA 1617
c2132 PL1 3 10/06/2022 23 DAA 33
4 27/06/2022 40 DAA 39
5 16/09/2022 | 121 DAA, NCH 49

DAA: Days after application
DBA: Day before application
NCH: Normal commercial harvest

ANALYTICAL PHASE
The objective of the analytical phase was to determine the residue levels of clopyralid in samples
harvested during the field phase.

Experimental details

Reference item(s)

Clopyralid, 99.50%, Sigma-Aldrich, Expiry date 31/01/2026

Clopyralid glycine, 98.53%, Synthex Technologies, Expiry date 01/10/2023

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

the iersons in charie of the field trial.
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TRIAL No. C2132 PL1

;’:"ﬂ‘:f;_ Field Sample No. :::;?ﬁ; Bxiraction et Analysis tmest
Date SEmples* extracts™
C21320101 | C2132PL1/U1/A | 18/05/2022 | 08/02/2023 | 266 | 11/02/2023 3
C21320102 | C2132PL1/TI/A | 18/052022 | 08/02/2023 | 266 | 16/02/2023 8
C21320103 | C2132PL1/T2/A | 24/05/2022 | 08/02/2023 | 260 | 16/02/2023 8
C21320104 | C2132PL1/T3/A | 10/06/2022 | 08/02/2023 | 243 | 16/02/2023 8
C21320105 | C2132PL1/T4R/A | 27/06/2022 | 14/02/2023 | 232 | 18/02/2023 4
C21320106 | C2132PL1/TALIA | 27/06/2022 | 10/02/2023 | 228 | 16/02/2023 6
C21320107 | C2132PL1/UHR/A | 16/09/2022 | 14/02/2023 | 151 | 17/02/2023 3
C21320108 | C2132PL1/UHL/A | 16/09/2022 | 10/02/2023 | 147 | 11/02/2023 1
C21320109 | C2132PL1/THR/A | 16/09/2022 | 14/02/2023 | 151 | 17/02/2023 3
C21320110 | C2132PL1/THL/A | 16/09/2022 | 10/02/2023 | 147 | 11/02/2023 1
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) Storage Expiry date
Solvent Concentration conditions | (Preparation + ...

Stock solution Acetonitrile =1 mg/mL Frozen 6 months
Clopyralid g/m
Stock solution

. . Methanol =1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions o -
All analyl:e separately Acetonitrile 02, 2and 20 ngmL Frozen 1 month
Intermediate calibration
solutions Control extract = 200 and 20 ng/mL Refrigerated 14 days
Clopyralid™
Matrix-matched
Calibration solutions Control extract = (0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid™
Intermediate calibration | psethanol / water _
solutions (50/50) + 0.1% = 200 and 20 ng/mL Refrigerated 14 days
Clopyralid® formic acid
Calibration solution Methanol / water )

2 {50/50) + 0.1% = (0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid formic acid

("} For analysis of undiluted extacts
2 For analysis of diluted extacts (dilution factor = 20)
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Analytical Matrix F°“If\'f:|“°" Clopyralid | Clopyralid glycine | Extraction
Sample No. (ma/kg) % Recovery % Recovery date
5593 01 AA Whole plants 0.01 81.3% - 07/02/2023
5593 01 BA Whole plants 010 98.1% - 08/02/2023
5593 01 CA Whole plants 0.01 - 71.3% 08/02/2023
55593 01 DA Whole plants 010 - 77.8% 0710272023
55093 01 EAd250 | Whole plants 25 107.2% - 15/02/2023
5593 01 FA d250 Whole plants 25 - 100.7% 15/02/2023
5504 01 AA Leaves with fops 0.01 92.8% - 09/02/2023
5594 01 BA Leaves with tops 010 91.9% - 100022023
5594 01 CA Leaves with fops 0.01 - 71.9% 10/02/2023
5594 01 DA Leaves with tops 010 - 74.2% 09/02/2023
5594 01 EAdI10 | Leaves with tops 1.0 96.5% - 15/02/2023
55594 01 FAd10 | Leaves with tops 1.0 - 83.9% 15/02/2023
5595 01 AA Roots 0.01 99.8% - 13/02/2023
5595 01 BA Roots 0.10 85.7% - 14/02/2023
5595 01 CA Roots 0.01 - 72.4% 14/02/2023
5595 01 DA Roots 0.10 - 79.7% 13/02/2023
S595 01 EA D10 Roots 1.0 102.1% - 17/02/2023
S595 01 FAD10 Roots 1.0 - 76.1% 171022023

Table 1 TRIAL No. C2132 PL1
s’:’::g;:'?{: Field sample No. Treatment Matrix DAA resc::::.ll:;};r?ggnd
(mglkg)
C213201 01 C2132PL1/UTIA - Whole plants - NDR
C213201 02 C2132PL1/T1T A CHR/H/CPD 300 SL Whole plants 0 13.36
C21320103 C2132PL1 /T2 A CHR/H/CPD 300 SL Whole plants 6 0.97
C213201 04 C2132PL1/ T3/ A CHR/H/CPD 300 SL Whole plants 23 0.97
C21320105 C2132PL1/T4R/A | CHR/H/CPD 300 SL Roots 40 0.29
C213201 06 C2132PL1/T4L/A | CHR/H/CPD 300 SL | Leaves with tops 40 0.27
c213201 07 C2132 PL1 /UHR /A - Roots - NDR
C21320108 C2132PL1/UHL A - Leaves with tops - NDR
C213201 08 C2132PL1/THR/A | CHR/H/CPD 300 SL Roots 121 0.05
C213201 10 C2132PL1/THL/A | CHR/H/CPD 300 SL | Leaves with tops 121 0.07

DAA: Days After Application

NDR: No detectable residues (residues below the limit of detection)
LOD = 0.002 mg/kg

LOQ = 0.01 ma/kg
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1.1.1.1  Application details

Application -
Application Rate
Plot Test Item Aﬂp‘f ' Iﬁ;?:; If:r;‘:ut:lfam of the active Spray volume
) Product substance
u Untreated -- - - - -
T | CHR/H/ICPD300SL | T1 |BBCH14| 05LMha 150 g/ha 200{;3%%6'-{“3
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1.1.1.2 Sampling Details

Residue at harvest trial :

Sampling S . Min.
event Plot Timing Matrix Sample size
NCH Roots 2 kg, from min. 12 plants
s u.T BBCH 49
Leaves with tops 1 kg, from min. 12 plants
MNCH: Normal Commercial harvest

Trial No.

Principal Investigator In'-.":f of Crop European

area Region, Country
Krzysziof NOWAK Sugar beet MNorth

1 | C2133 PL1

RH: Residue at harvest

tddzkie, Poland
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Sowing /

Trial No. Crop Variety Crop density | Planting | Soil type pH Organic
date matter {JE]
Sandy
C2133 PL1 | Sugar beet Walzer 11.11 seeds/m® | 31/03/2022 clay loam 6.5 20

Distance
] Type Model of the Length Number Between | Pressure
Trial No. Sprayer type of nozzles of the of nozzles (bars)
nozzles boom (m) | nozzles (m)
C2133 PL1 | EUROPULVE | Flatfan Tee‘g;fg 110 30 9 033 30

i Deviation from
_ Active . Spray Growth
Trial No. | Plot App:.lln:‘;atlnn substance | the intended volume Date stage
: rate (g/ha) "'PF'""'?;G"?" rate (L/ha) (BBCH)
C2133 PL1 T 1533 +22 307 17/05/2022 14

) ] Actual L Actual Growth Stage
Trial No Sampling Date Actual timing (BECH)
C2133 PL1 1 061102022 NCH, 142 DAA 49

DAA: Days after application
MCH: Normal commercial harvest
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TRIAL No. C2133 PL1

Harvest / Storage Stnrage
s‘;“n‘;'"l'g";‘a; Field Sample No. | Sampling Daa‘;':“’" time of A"da;t"':'s time of
P Date samples* extrac

C21°6 o101 021"‘»3 PL1/UHR /A [II:.H 0/2022 1?!1]._&1]'73 1131"[)2!‘7'01.

1'*.3 0102 09133 PL1/UHL/A t.nmznzz 20!1]._?21]'?3 21;02;202L.
C21330103 | C2133PL1/THR/A | 06/10/2022 | 17/02/202: - 2 L.

C21330104 | C2133PL1/THL/A | 06/10/2022 | 20/02/2 - 21/02/2023 —

*Frozen storage time of samples from sampling to extraction (days)
"Refrigerated storage time of final extracts, from extraction to analysis (days)
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. Storage Expiry date
Solvent Concentration conditions (Preparation + ..
Stock solution Acetonitrile =1m L Frozen &6 months
Clopyralid g/m
Stock soluti
oc sc: |on_ Methanol =1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions L -
All analyte separately Acetonitrile 0.2 and 2 pg/mL Frozen 1 month
Intermediate calibration
solutions Control extract = 200 and 20 ng/mL Refrigerated 14 days
Clopyralid
Matrix-matched
Calibration solutions Control extract = 0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid
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Analytical Matrix F°"El'fj|“°" Clopyralid | Clopyralid glycine | Extraction

Sample No. (mglkg) % Recovery % Recovery date
S597 01 AA Roots 0.01 111.2% - 17/02/2023
S597 01 BA Roots 0.10 108.6% - 17/02/2023
$595 01 EA D10 Roots 1.0 102.1% - 17/02/2023
S597 01 CA Roots 0.01 - 86.1% 17/02/2023
S597 01 DA Roots 0.10 - 79.8% 17/02/2023
S$595 01 FA D10 Roots 1.0 - 76.1% 17/02/2023
S598 01 AA | Leaves with tops 0.01 115.6% - 20/02/2023
$598 01 BAD10 | Leaves with tops 1.0 91.7% - 20/02/2023
S598 01 CA | Leaves with tops 0.01 - 78.9% 20/02/2023
$598 01 DAD10 | Leaves with tops 1.0 - 94.6% 20/02/2023

Table 1 TRIAL No. C2133 PL1
5‘:’:;{;‘ o Field sample No. Treatment Matrix DAA | residuce found
(mg/kg)
C21330101 | C2133PL1/UHR/A - Roots - NDR
C21330102 | C2133PL1/UHL/A - Leaves with tops | - NDR
C21330103 | C2133PL1/THR/A | CHR/HICPD 300 SL Roots 142 0.04
C21330104 | C2133PL1/THL/A | CHR/HICPD 300 SL | Leaves with tops | 142 0.06

DAA: Days After Application

NDR: No detectable residues (residues below the limit of detection)
LOD = 0.002 mg/kg

LOQ =0.01 mg/kg
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1.1.1.1 Application details

A Target Aniﬂlﬁt:ﬁ: Application Rate
Plot Test Item "F'f' Tim?ng Formulated of the active Spray volume
Product substance
) Untreated - - -- - --
T | CHR/HICPD300SL | T1 |BBCHI4| 05Uha 150 g/ha mq&“{tm?};"“a
1.1.1.2  Sampling Details
Residue at harvest trial :
Sampling .. : Min.
event Plot Timing Matrix sample size
NCH Roots 2 kg, from min. 12 plants
s u.T BBCH 49 : :
Leaves with tops 1 kg, from min. 12 plants

NCH: Mormal Commercial harvest
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Trial No. Principal Investigator ;rn?;e °f | crop ::‘;:Pea" Region, Country
1 [C2134CZ1 | Iva SIMEK RH Sugarbeet | North HCZ'"?E?;CR’;':L%‘;%
RH: Residue at harvest
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Trial No.

c2134 CI1

Crop

Crop density
(plants/ha)

Sowing /
Planting
date

Organic
matter (%)

Sugar beet

100 000

29/03/2022
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Distance
; Type Model of the Length Number Between | Pressure
Trial No. Sprayer type of nozzles of the of nozzles (bars)
nozzles boom [ITI] nozzles {H'I}
C2134CZ1 | PULVEXPER | Flatfan | 'Cob g 3 9 033 2
; Deviation from

N Active . Spray Growth

Trial No. | Plot APF':,'I?"D“ substance "“f_é';:‘_‘"“e:t volume Date stage
: rate (g/ha) | 2PP!l m‘;’" rate (L/ha) (BBCH)

c2134cz1 | T 1 142.9 48 238 10/05/2022 14

TrialNo | Sampling fesial | Actual timing | AT [‘;g’;:? Stage

c2134 CZ1 1 26/09/2022 MCH, 139 DAA 49

DAA: Days after application
MCH: Mormal commercial harvest

TRIAL No. C2134 CZ1

s‘zﬁéﬂﬁé Field Sample No. gaaum?rt\é E"gaaf:i"" s;ti:nr: ?;* ‘““da;tfis iit:'l;aga
Date samples extracts
C2134 011 C2134 CZ1JUHR /A | 26/09/2022 | 17/02/2023 144 18/02/2023 1
C2134 0102 C2134 CZ1/UHLJ A | 26/09/2022 | 20/02/2023 147 21/02/2023 1
C2134 0103 C2134 CZ1 I THRJ A | 26/09/2022 | 17/02/2023 144 18/02/2023 1
C2134 0104 C2134 CZ1/THL/ A | 26/09/2022 | 20/02/2023 147 21/02/2023 1

*Frozen storage time of samples from sampling to extraction (days)
**Refrigerated storage time of final extracts, from extraction to analysis (days)
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) Storage Expiry date
Solvent Concentration conditions (Preparation + ..)

Stock solution Acetonitrile =1 mg/mL Frozen 6 months
Clopyralid g/m
Stock solution

] _ Methanol =1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions . -
All analyte separately Acetonitrile D2and 2 ug}mL Frozen 1 month
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid
Matrix-matched
Calibration solutions Control extract =0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid
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Fortification

Analytical Matrix level Clopyralid Clopyralid glycine | Extraction
Sample No. (mg/kg) % Recovery % Recovery date
5597 01 AA Roots 0.01 111.2% - 17/02/2023
5597 01 BA Roots 0.10 108.8% - 17/02/2023

559501 EA D10 Roots 1.0 102.1% - 17/02/2023

5557 01 CA Roots 0.01 - 86.1% 17/02/2023

5557 01 DA Roots 0.10 - 79.8% 17/02/2023
5595 01 FA D10 Roots 1.0 - 76.1% 17/02/2023
5598 01 AA Leaves with tops 0.01 115.6% - 2000272023
5598 01 BA D10 | Leaves with tops 1.0 91.7% - 20/02/2023
5598 01 CA Leaves with tops 0.01 - 78.9% 20/02/2023
5598 01 DA D10 | Leaves with tops 1.0 - 94.6% 20/02/2023

Table 1 TRIAL No. C2134 CZ1
] Clopyralid
Analytical Field sample No. Treatment Matrix DAA residues found
sample No.
(mg/kg)

C213401 M C2134 CZ1/UHRTA - Roots - NDR
C2134 01 02 C2134 CZ1/UHL /A - Leaves with tops - NDR
C2134 01 03 C2134 CZ1/THR/A | CHR/H/CPD 300 SL Roots 139 0.04
C2134 01 04 C2134 CZ1/THL/A | CHR/H/CPD 300 SL | Leaves with tops 139 0.06

DAA: Days After Application

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

LOD = 0.002 mg/kg

LOQ = 0.01 mg'kg
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1.1.1.1  Application details
Application
Plot Test ltem A.fap ;im E:r':l:lfam Apo?ﬂ%? Spray volume
Product
U Untreated - ~ - - -
T | FAWORYT300SL | T1 |BRCHS1| 04Lha 120 gha i
1.1.1.2 Sampling Details
Decline curve trial
Sa:::lﬂitng Plot Timing Matrix Sam:i:-ﬂ:n
u 0 DBA Whole plants 0.5kg
s1 T 0 DAA Whole plants 0.5kg
s52 T BBCH 59 Whole plants 0.5 kg
S3 T BBCH 69 Whale plants 0.5kg
S4 T BBCH 79 Whole plants 1kg
ss | uT B(Bh%"H?g Seeds 2 kg

DBA : Days Before Application
DAA : Days After Application
MNCH: Normal Commercial Harvest

Principal Type of European | Region
TrialNo. | estigator tdal | TP area Country
. Pardubice,
1 | C2104 CZ1 Iva SIMEK DC Oilseed Rape | Morth Gzech Republic

DC: Decline curve
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e e e . - -

Length Number Distance
Type Model of Between | rossure
Trial No. Sprayer type of nozzles | the nozzles h:,::-.h('m} no::lu nozzles (m) (bars)

Teejet XR
C2104CZ1 | PULVEXPER | Flatfan | . o%3"\ ¢ 3 9 0.33 2

Application a.s. rate the intended volume Date stage
Triatte. | Plot] T e, (@ha) | applicsbonrate | (Lina) (BBCH)
C2104CZ1| T 1 122.7 +2.2 256 20/04/2022 51

a.s.: active substance

Actual
Date DAA (BBCH)
| 200412022 | Q00 51
2 26/04/2022 6 59
C2104 CZ1 3 22/05/2022 32 69
4 16/06/2022 57 79
5 12/07/2022 83 89

DAA: Days After Application
DBA: Days Before Application
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TRIAL No. C2104 CZ1
s‘;"nfl';'l':"::;_ Field Sample No. g:mw;l?tn; Eﬂmm s;it:-:%: ‘“Ta'r:i’ %t:: of
Date samples® extracts™
C2104 0101 C2104 CZ1/U0/A | 20/04/2022 | 02/02/2023 288 04/02/2023 2
C2104 01 02 C2104 CZ1/TO/A | 20/04/2022 | 02/02/2023 288 05/02/2023 3
C2104 0103 C2104 CZ1/T59/ A | 26/04/2022 | 02/02/2023 282 05/02/2023 3
C2104 01 04 C2104 CZ1/TB9/ A | 22/05/2022 | 02/02/2023 256 05/02/2023 3
C2104 01 05 C2104 CZ1/T79/A | 16/06/2022 | 02/02/2023 23 05/02/2023 3
C2104 01 06 C2104 CZ1/UH/ A | 12/07/2022 | 26/01/2023 198 04/02/2023 o
C2104 01 07 C2104 C21/TH/ A | 12/07/2022 | 26/01/2023 198 04/02/2023 9
*Frozen storage time of samples from sampling to extraction (days)
**Refrigerated storage time of final extracts, from exiraction to analysis (days)
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Analytical Matrix Fmﬁ':‘f:lﬁm Clopyralid | Clopyralid glycine | Extraction
le No. % Reco % R date
Sample No (malkg) Very ecovery
5592 01 AA Whole plant 0.01 68.2% - 02/02/2023
5592 1 BA Whole plant 0.10 96.3% - 03/02/2023
5592 01 CA Whole plant 0.01 - 70.1% 03/02/2023
5592 01 DA Whole plant 0.10 - 76.9% 02/02/2023
5592 01 EA D200 Whole plant 20 106.7% - 02/02/2023
5592 01 FA D200 Whole plant 20 - 78.5% 02/02/2023
SH87 01 AA Seeds 0.01 75.6% - 26/01/2023
5587 01 BA Seeds 0.10 91.7% - 27/01/2023
5587 01 CA Seeds 0.01 - 61.5% 2710112023
S587 01 DA Seeds 0.10 - 71.0% 26/01/2023
Table 1 TRIAL No. C2104 C21
Clopyralid
Analytical Field sample No. Treatment Matrix DAA | residues found
sample No. (mgfkg)
C2104 01 01 C2104 CZ1/U0 /A - Whole plants <LoQ
C21040102 | C2104CZ1/TOIA | Thpeey | Whole plants 1.57
C21040103 | C2104CZ1/T59/A F‘;‘;‘;P:L“ Whole plants | 6 1.87
C21040104 | C2104CZ1/T6O/A | Taoney | | Whole plants | 32 0.84
21040105 | C2104CZ1/T79/A | FANORYT | Whole plants | 57 0.95
C2104 01 06 C2104 CZ1/UH/ A - Seeds 83 NDR
C21040107 | C2104CZ1/TH/A F“a‘u“;”:fr Seeds 83 0.02
DAA: Days After Application
< LOQ: Residues between LOD and LOQ
NDR: No detectable residues (residues below the limit of detection)
LOD = 0.002 mg/kg
LOQ =0.01 mg/kg
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1.1.1.1  Application details
Application | ;0 ation Rate
App. Target Rate of the
Plot Test ltem No. Timing Formulated t: m ;t':‘ti;e Spray volume
Product
u Untreated - - - i =
200-300 L/ha
T FAWORYT 300 SL T BBCH 51 0.4 Ltha 120 glha (+10%)
11.1.2 Sampling Details
Decline curve trial
Sampli E Min.
wen:l 9] Plot Timing —— Sample size
u 0 DBA Wheole planis 0.5kg
51
T 0 DAA Whole plants 0.5 kg
52 T BBCH 59 Whole plants 0.5kg
53 T BBCH 69 Whole plants 0.5 kg
S4 T BBCH 79 Whole plants 1kg
BBCH 88
Seeds 2kg
55 uT (NCH)
DBA : Days Before Application
DAA : Days After Application
NCH: Normal Commercial Harvest
Principal Type of European | Region
L Investigator trial Crop area Country
. North Rhine-Westphalia,
1 | C2120 DE1 Johannes SCHULZ | DC Qilseed Rape | North Germany
DC: Decline curve
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Location
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TrialNo. | Crop Variety c{“‘" der ’:,';" Planting Soll type pH | Orar %
©2120 DEA c";:‘;" ABILITY 120 05/04/2022 Sand 58 18

Type Model of the Length Number Distance o
Trial No. Sprayer type of " of the of Between t
nozzles boom{m) | nozzles | nozzles (m) ( )
Lechler IDK
C2120 DE1 BAUMANN Flat fan 120-025 POM 3.0 6 0.50 3.0
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Deviation from
. Spray Growth
Trial No. | Plot | APPYCation "{;;:f améﬁmﬂ":ﬁ volume Date stage
. (%) {L/ha) {BBCH)
C2120 DE1 iy 1 124.0 +3.3 310 25/06/2022 51
a.s.: aclive substance

TrialNo | Sampling | ‘e DAA (BBCH)
0 DBA/
1 25/05/2022 | o Oan -
2 29/05/2022 4 59
©2120 DE1 3 25/06/2022 31 69
4 04/08/2022 71 9
5 22/08/2022 89 89

DAA: Days After Application
DBA: Days Before Application

TRIAL No. C2120 DE1

s‘;“m"p}f";;_ Field Sample No. ;':ﬁ:; e m‘ . i‘.?-.?ﬁﬂ
samples extracts

C212001 01 C2120 DE1/UO /A | 25/05/2022 | 02/02/2023 253 04/02/2023 2
C2120 0102 C2120 DE1/TO/A | 25/05/2022 | 02/02/2023 253 05/02/2023 3
C21200103 C2120 DE1/T59/ A | 29/05/2022 | 02/02/2023 249 05/02/2023 3
C212001 04 C2120 DE1/T69/ A | 25/06/2022 | 02/02/2023 222 05/02/2023 3
C212001 05 C2120 DE1/T79/ A | 04/08/2022 | 02/02/2023 182 04/02/2023 2
C21200106 | C2120 DE1/UH/A | 22/08/2022 | 26/01/2023 157 04/02/2023 9
c212001 07 C2120 DE1 / TH/A | 22/08/2022 | 26/01/2023 157 04/02/2023 9

*Frozen storage time of samples from sampling to extraction (days)

*Refrigerated storage time of final extracts, from extraction to analysis (days)
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. Storage Expiry date
Soivent Concentration conditions | (Preparation +...)
Stock solution Acetonitrile =1 mg/mL Frozen 6 months
Clopyralid
Stock sclution Mathanol =1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions " = L 1 month
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid("
Matrix-matched
Calibration solutions Control extract = 0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid‘!!
Intermediate calibration | piaihanol / water
solutions (50/50) + 0.1% =200 and 20 ng/mL Refrigerated 14 days
Clopyralid' formic acid
i Methanol / water
Calihrauunzsoluﬂm (50/50) + 0.1% =0.4 to 24 ngimL Refrigerated 14 days
Clopyralid(? formic acid
(1} For analysis of undiluted extacts
(2) For analysis of diluted extacts
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Analytical - Fortification | Glopyralid | Clopyralid glycine | Extraction

Sample No. (malka) % Recovery % Recovery date
S$592 01 AA Whole plant 0.01 68.2% - 02102/2023
$592 01 BA Whole plant 0.10 96.3% - 03/02/2023
$592 01 CA Whole plant 0.01 5 70.1% 03/02/2023
$592 01 DA Whole plant 0.10 - 76.9% 02/02/2023
$592 01 EAD200 |  Whole plant 20 106.7% : 02/02/2023
S592 01 FAD200 | Whole plant 20 . 78.5% 02/02/2023
$587 01 AA Seeds 0.01 75.6% : 26/01/2023
S587 01 BA Seeds 0.10 91.7% . 27/01/2023
$587 01 CA Seeds 0.01 - 61.5% 27/01/2023
S587 01 DA Seeds 0.10 - 71.0% 26/01/2023

Table 1 TRIAL No. C2120 DE1
Clopyralid
Conid b Field sample No. Treatment Matrix DAA | residues found
sample No.
(mglkg)

C21200101 | C2120 DE1/U0/A ; Whole plants | - NDR
21200102 | C2120DE1/TO/A | "AOCSYT | Whole plants [ 0 3.73
C21200103 | C2120DE1/T59/A | apaey ' | Wholeplants | 4 1.10
C21200104 | C2120DE1/T6I/A | aoeer | | Wholeplants [ 31 0.42
C21200105 | C2120DE1/T79/A | apasy | | Wholeplants | 71 NDR
C21200106 | C2120DE1/UH/A - Seeds i NDR
21200107 | c2120DE1/TH/A | FASOEYT Seeds 89 NDR

DAA: Days After Application

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

LOD = 0.002 mg/kg

LOQ = 0.01 mg'kg




CHR/H/CPD 300SL Major/Cleo, ProSto 300SL Page 122 /216
Part B — Section 7 — Core Assessment Version: November 2020
ZRMS version

1.1.1.1  Application details
Application [ o icotion Rate
App. | Target | Rateofthe | "o . orive | Sprayvolume
U Untreated - - - - -
T | FAWORYT300SL | T1 | BBCH51 | 0.4Lha 120 gha mﬂ;ﬂﬂ%ﬁma
1.1.1.2 Sampling Details
Residue at harvest
Min.
Sampiho|  plot Timing Matrix Sample size
s | ur | oocHe Seeds 240
MNCH: Normal Commercial Harvest




CHR/H/CPD 300SL Major/Cleo, ProSto 300SL Page 123 /216

Part B — Section 7 — Core Assessment Version: November 2020
ZRMS version
Principal Type of European | Region
TrialNo. | estigator trial | CTOP area Country
1| C2121 BP1 Michael Elze RH Oilseed Rape | North Opole, Poland
RH: Residue at Harvest
Location

et ® . Yo THE s
o " L "5 NETHERLANDS p ey
T DNITED KINGDOM 1
ot b | e
FRANCE

Trial No. Variety c{:e’;d";';ﬁl}" Soil type

C2121 BP1 INV 110 CL 100 Sandy loam
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Length Number Distance
Type Model of Pressure
Trial No. Sprayer type of the of Between
of nozzles | the nozzies b (m) les | nozzles (m) (bars)
C2121 BP1 AGROTOP Flat fan AlIR MIX 110 25 10 0.25 25

Deviation from
Spray Growth
Trial No. | Plot Application | a.s. rate the intended = Date stage
No. {g/ha) appllc?;:;m rate (L/ha) (BBCH)
C2i21BP1 | T 1 113.6 -6.3 284 01/06/2022 51
a.s.: active substance

Trial No

Sampling

C2121 BP1

1‘

TRIAL No. C2121 BP1

DAA: Days After Application

Harvest | Storage i Storage
s‘f::p‘{:";j: Field Sample No. | Sampling | EX736tion | “ime o | ANAWSIS | ime of
Date samples* extracts™
C21210101 | C2121BP1/UH/A | 09/08/2022 | 26/01/2023 170 04/02/2023 9
C21210102 | C2121BP1/TH/A | 09/08/2022 | 26/01/2023 170 04/02/2023 9

*Frozen storage time of samples from sampling to extraction (days)
**Refrigerated storage time of final extracts, from extraction to analysis (days)
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Storage Expiry date
Solvent Concentration conditions | (Preparation + ...)

Stock solution

Acetaonitrile =1 mg/mL Frozen 6 months
Clopyralid o i
Stock solution

1 mg/mL Frozen 6 months

= id glycine Methanao! =1mg
Spiking solutions . - 1 th
A Alan s SN EaTatR Acetonitrile 0.2 and 2 pg/mL Frozen mon
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid
Matrix-matched
Calibration solutions Control extract = (.4 to 24 ng/mL Refrigerated 14 days
Clopyralid




CHR/H/CPD 300SL Major/Cleo, ProSto 300SL
Part B — Section 7 — Core Assessment
ZRMS version

Page 126 /216
Version: November 2020

Analytical ol Fortification | ¢lopyralid | Clopyralid glycine | Extraction
Sample No. (mglkg) % Recovery % Recovery date

S587 01 AA Seeds 0.01 75.6% . 26/01/2023
S587 01 BA Seeds 0.10 91.7% - 27/01/2023
S587 01 CA Seeds 0.01 - 61.5% 27/01/2023
S587 01 DA Seeds 0.10 i 71.0% 26/01/2023

Table 1 TRIAL No. C2121 BP1
Clopyralid
Analytical Field sample No. Treatment Matrix DAA residues found
sample No. (mg/kg)
cz2121 01 C2121BP1/UH/A - Seeds - NDR
21210102 | C2121BP1/THIA | Tacer ! Seeds 69 0.04

DAA: Days After Application

NDR: No detectable residues (residues below the limit of detection)
LOD = 0.002 mg/kg

LOQ = 0.01 mg/kg
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1.1.1.1 Application details
Application | , .
pplication Rate
App. Target Rate of the
Plot Test ltem No. Timing Formulated u: ttn'l:: active Spray volume
Product EnEe
U Untreated - - - - -
CHR/H/CPD 300 SL 0.4 Liha 120 g/ha 200-300 L/ha
T T1 BBCH 51 (+10%)
Asystent+* 0.1 Liha -
*Adjuvant (Asystent+) to be added in the tank mix with the test item
1.1.1.2 Sampling Details
Decline curve trial
lin . Min.
Samp l 9] plot Timing Matrix Sample size
u 0 DBA Whole plants 0.5kg
51
T 0 DAA Whole plants 0.5 kg
s2 T BBCH 59 Whole plants 0.5kg
53 T BBCH 69 Whole plants 0.5 kg
54 T BBCH 79 Whole plants 1kg
BBCH 88
Seed 2
S5 uT (NCH) eeds kg
DBA : Days Before Application
DAA : Days After Application
NCH: Normal Commercial Harvest

Principal Type of European | Region
Pl Investigator trial ey area Country
1 | C2122 PL1 Krzysztof NOWAK DC Qilseed Rape | North Lodzkie, Poland

DC: Decline curve
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Location
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Trial No. Variety

Crop density
(kgfha)

GALILEUS

c2122 PL1

3.2
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Length Number Distance
Type Model of Pressure
Trial No. Sprayer type of nozzles | the nozzles b . th” (.ml e ::I‘ s namn:zlea{m) {bars)
C2122PL1 | EUROPULVE | Flatfan | 1ooib’R 3.0 9 0.33 3.0

Deviation from Spra Growth
. y
Application | a.s.rate the intended volume Date stage
Trial No. | Plot No. (g/ha) gppltnr.:?n rate (Unha) (BBCH)
el 1 118.4 13 206 | 22/04/2022 | 52-63*

a.s.: active substance
*see deviation No.25/04/2022

TralNo | Sampling | /St Aotual ‘"‘ma'{g'f.;t_,']‘ Stage
i 22042022 | G058 52-53
2 02/05/2022 10 59-60*
2122 PL1 3 23/05/2022 31 69
4 23/06/2022 62 79
5 20/07/2022 89 89

DAA: Days After Application
DBA: Days Before Application
*see deviation No.03/05/2022
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TRIAL No. C2122 PL1

Sampling
Date

*Frozen storage time of samples from sampling to extraction (days)
*Refrigerated storage time of final extracts, from extraction to analysis (days)
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Storage
time of
extracts™
3
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Storage Expiry date
Solvent Concentration conditions | (Preparation +...)

Stock solution .

Acetonitrile = 1 mg/mL Frozen & months
Clopyralid of
g Methanol =1 mg/mL Frozen & months
Clopyralid glycine
iﬁI:inna.g;:I :aﬁmwms ely Acetonitrile = 0.2 and 2 pg/mL Frozen 1 month
Intermediate calibration
solutions Control extract = 200 and 20 ng/mL Refrigerated 14 days
Clopyralid!"
Matrix-matched
Calibration solutions Control extract = 0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid!"
solutions (50/50) + 0.1% =200 and 20 ng/mL Refrigerated 14 days
Clopyralid2) formic acid

7 Methanol / water

Gﬂlbl‘ﬂﬁ:ﬂl’l i (50/50) + 0.1% = (0.4 to 24 ng/mL Refrigerated 14 days
Clopyralidi®) formic acid

) For analysis of undiluted extacls

2) For anal

is of diluted extacts
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Analytical Matrix Fortification | - clopyralid | Clopyralid glycine | Extraction

Sample No. (molkg) | % Recovery | % Recovery date
5592 01 AA Whole plant 0.01 68.2% - 02/02/2023
$592 01 BA Whoale plant 0.10 96.3% ; 03/0212023
5592 01 CA Whole plant 0.01 - 70.1% 03/02/2023
$592 01 DA Whole plant 0.10 E 76.9% 02/02/2023
$592 01 EAD200 | Whole plant 20 106.7% . 02/02/2023
$502 01 FAD200 |  Whole plant 20 » 78.5% 02/02/2023
S587 01 AA Seeds 0.01 75.6% : 26/01/2023
S587 01 BA Seeds 0.10 91.7% - 27/01/2023
587 01 CA Seeds 0.01 . 61.5% 27/01/2023
S587 01 DA Seeds 0.10 : 71.0% 26/01/2023

Table 1 TRIAL No. C2122 PL1
Clopyralid
;“:;{:‘f:; Field sample No. Treatment Matrix DAA | residues found
) (mg/kg)

C21220101 | C2122PL1/U0/A - Whole plants | - NDR
21220102 | c2122PL1/TosA | CHRMICPD | wigie plants | 0 2.33
©21220103 | C2122PL1/T59/A c”gg's'c'l_ D | whole plants | 10 1.70
21220104 | C2122PL1/TE/A | CHRRerD | Whole plants | 31 1.01
C21220105 | C2122PL1/T79/A mﬁ;‘f“ Whole plants | 62 1.02
C21220106 | C2122PL1/UH/A - Seeds . NDR
C21220107 | G2122 PL1/TH/A cl-lswn Seeds 89 0.04

DAA: Days After Application

NDR: Mo detectable residues (residues below the limit of detection)

LOD = 0.002 mg/kg

LOQ = 0.01 mg/kg
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1.1.1.1 Application details
Application Application Rate
App. Target Rate of the
o Test ltem No. Timing Formulated °:m Spray volume
Product
u Untreated - - - - =
CHR/HI/CPD 300 SL 0.4 Liha 120 g/ha 200-300 L/ha
T T1 BBCH 51 (£10%)
Asystent+* 0.1 Ltha -

*Adjuvant (Asystent+) to be added in the tank mix with the test item
1.1.1.2 Sampling Details
Residue at harvest
Sampli Min.

mPIrg | Plot Timing Matrix -

BECH 89 2
51 urT (NCH) Seeds kg
NCH: Normal Commercial Harvest
Principal Type of European | Region
TrialNo. || vestigator trial | C'OP area Country
. Pardubice,
1 |€2123CZ1 | Iva SIMEK RH Oilseed Rape | North Cm‘; Hngpubhc
RH: Residue at Harvest
L ONITED mc;oom
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Sowing / o ic
TrialNo. | Crop Variety c“}ﬂ:}l'::;‘“’ Planting | Soll type PH | mateer (%)
c2123¢z1 | Fooed | TEMPTATION 3 19/08/2021 Clay 6.0 2.1
Length Number Distance
Model of Pressure
Trial No. Spra e of the of Between
prayer typ of nozzles | the nozzles boom (m) | nozzles | nozzles (m) (bars)
| c2123C21 | PULVEXPER | Fiatfen reejet XR 3 ) 0.33 2

Deviation from S Growth
pray
Application | a.s. rate the intended volume Date stage
Trial No. | Plot No. (g/ha) appllc{a;é;m rate (L/ha) (BBCH)
e : 1152 -40 240 20/04/2022 51

a.s.: active substance

C2123 CZ1 1 21/07/2022 92 89

DAA: Days After Application
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TRIAL No. C2123 CZ1

. Harvest / Storage ;
Analytical Extraction Analysis
Sample No. Field Sample No. Sagap::ng Date : m '::. it
C21230101 | C2123CZ1/UH/A | 210772022 | 27/01/2023 | 190 |
C21230102 | C2123CZ1/TH/A | 21/0772022 | 27/01/2023 | 190 | 0410212023

*Frozen storage time of samples from sampling to extraction (days)
*“*Refrigerated storage time of final extracts, from extraction to analysis (days)
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Storage Expiry date
Solvent Concentration conditions | (Preparation +...)
Clopyralid
Stock solution Methanol = 1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions , nitrile =0.2 and 2 pg/mL Frozen 1 month
All analyte separately
Intermediate calibration
solutiens Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid
Matrix-matched
Calibration solutions Control extract = 0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid

Analytical Matri Fortification | Giopyralid | Clopyralid glycine | Extraction

Sample No. . eve % Recovery % Recovery date
(mglkg)

S587 01 AA Seeds 0.01 75.6% ) 26/01/2023

5587 01 BA Seeds 0.10 91.7% - 2710112023

S$587 01 CA Seeds 0.01 ; 61.5% 27/01/2023

S587 01 DA Seeds 0.10 i 71.0% 26/01/2023
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Table 1 TRIAL No. C2123 CZ1
Clopyralid
Analytical Field sample No. Treatment Matrix DAA | residues found

sample No. (mglkg)
c212301 01 C2123CZ1/TH/A = Seeds - NDR
21230102 | C2123CZ1/THIA | CHRSIGPD Seeds 92 <L0Q

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

LOD = 0.002 mg'kg
LOQ = 0.01 mg/kg
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1.1.1.1  Application details
Application Application Rate
App. Target Rate of the .
kot Test item No., Timing Formulated f:m; Spray volume
Product
U Untreated - - - - -
CHR/H/CPD 300 SL 0.4 Liha 120 g/ha 200 L/h
T T1 | BBCH 51 20'-:'&2’;%0%] a
Asystent+* 0.1 Liha -
*Adjuvant (Asystent+) to be added in the tank mix with the test item
1.1.1.2 Sampling Details
Decline curve trial
Samplin Min.
P ¢ 9| Ppiot Timing Matrix Sample size
u 0 DBA Whole plants 0.5 kg
s1
T 0 DAA Whole plants 0.5kg

s2 T BBCH 58 Whole plants 0.5kg

53 T BBCH 69 Whole plants 0.5kg

S4 T BBCH 79 Whole plants 1kg

BBCH 89
ds 2

S5 uT (NCH) See kg
DBA : Days Before Application
DAA : Days After Application
NCH: Normal Commercial Harvest
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Principal Type of European | Region
Trial No. Investigator trial Crop area Country
Hradec Kralove,
1 |c212aCc21 Iva SIMEK DC Oilseed Rape | North c?;;.cggr:uuic
DC: Decline curve

—

- -\".H'?

—

& o fanonom_ \ o

.

Trial No.

Crop density
(kg/ha)

Sowing /
Planting
date

C2124 CZ1

3

21/08/2021
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Type Model of Length Number Distance | 5 o re

Trial No. | Sprayertype | .¢.oozies | the nozzles bu":::'{‘m] ol [ e oy | (bars)

Teejet XR

C2124 CZ1 PULVEXPER Flat fan 110 015 VS 3 9 0.33 2
Deviation from
Spray Growth
Application a.s. rate the intended vol Date
Trial No. | Plot ume stage

No. (g/ha) appllt:{a;i;;m rate (L/ha) (BBCH)

c2124GZ1| T 1 116.3 =31 242 26/04/2022 51

a.s.. active substance

Actual
Date DAA (BBCH)
1 26/04/2022 “u%ﬂ" 51
2 07/05/2022 11 59
C2124 CZ1 3 27/05/2022 31 69
4 22/06/2022 57 79
5 23/07/2022 88 89

DAA: Days After Application
DBA: Days Before Application
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TRIAL No. C2124 CZ1

5‘;""";?:‘;:;_ Field Sample No. g:ﬁﬁ; ERl B;:nr:g;* EEEs ?lt:rueagf:
samples extracts

C212401 M1 C2124 CZ1/U0/A | 26/04/2022 | 03/02/2023 283 04/02/2023 1
C2124 01 02 C2124 CZ1/TO/A | 26/04/2022 | 03/02/2023 283 05/02/2023 2
C2124 01 03 C2124 C21 /759 /A | 07/05/2022 | 03/02/2023 272 05/02/2023 2
C2124 01 04 C2124 CZ1/7T689/ A | 27/05/2022 | 03/02/2023 252 05/02/2023 2
C2124 01 056 C2124 CZ1/ 779/ A | 22/06/2022 | 03/02/2023 226 05/02/2023 2
C2124 01 06 C2124 CZ1/UH/ A | 23/07/2022 | 27/01/2023 188 04/02/2023 B
c2124 01 07 C2124 CZ1/TH/A | 23/07/2022 | 27/01/2023 188 04/02/2023 B8

*Frozen storage time of samples from sampling to extraction (days)

~*Refrigerated storage time of final extracts, from extraction to analysis (days)
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. Storage Expiry date
Solvent e conditions | (Preparation +...)
Stock solution Acatonitrile =1 mg/mL Frozen 6 months
Clopyralid
Stock solution Methanol =1 mg/mL Frozen 6 months
Clopyralid glycine
All analyte separately Acatonitrile sI02and 2ua/me roze
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid("
Matrix-matched
Calibration solutions Control extract = (1.4 to 24 ng/mL Refrigerated 14 days
Clopyralid®
Intermediate calibration Methanol / water
solutions (50/50) + 0.1% = 200 and 20 ng/mL Refrigerated 14 days
Clopyralid'?! formic acid
Methanol / water
=i pp ety (50/50) + 0.1% =0.4 0 24 ng/mL Refrigerated 14 days
Clopyralid® formic acid
1 For analysis of undiluted extacts
{2 For analysis of diluted extacts
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Analytical Matrix Forfificaion | Ciopyralid | Clopyralid glycine | Extraction
Sample No. (mg/kg) % Recovery % Recovery date
5592 01 AA Whole plant 0.01 68.2% _ 02/0212023
592 01 BA Whole plant 0.10 96.3% _ 03/02/2023
592 01 CA Whole plant 0.01 ] 70.1% 030212023
502 01 DA Whole plant 0.10 ] 76.9% 02/02/2023
502 01 EAD200 | Whole plant 20 106.7% ] 02/02/2023
S592 01 FAD200 |  Whole plant 20 ] 78.5% 02/02/2023
S587 01 AA Seeds 0,01 75.6% _ 26/01/2023
$587 01 BA Seeds 0.10 91.7% _ 2710112023
587 01 CA Seeds 0.01 ] 61.5% 2710112023
587 01 DA Seeds 0.10 ] 71.0% 26/01/2023

Table 1 TRIAL No. C2124 CZ1

Analytical Clopyralid
Field sample No. Treatment Matrix DAA | residues found

sample No. (mglkg)
C21240101 | C2124CZ1/U0/A - Whole plants | - NDR
C21240102 | C2124C21/T0/A c“ﬁ;“;‘;‘_"“ Wholeplants | 0 3.72
21240103 | C2124C21/T59/A | CPHCPD | whole plants | 11 2.19
C21240104 | C2124CZ1/T69/A c"ﬁ:ﬁ“ Whole plants | 31 0.75
C21240105 | C2124Cz1/T79/A c"'a':":;:l_m Whole plants | 57 0.46
C21240106 | C2124 CZ1/UH /A - Seeds - NDR
C21240107 | c2124cz1/THIA | SFRE "sul_ D Seeds 88 0.03

DAA: Days After Application

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

LOD = 0.002 mg/kg

LOQ = 0.01 mg/kg
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1.1.1.1  Application details
Application | .01 ation Rate
App. Target Rate of the
Plot Test ltem No. Timing F%m:::d o: Fh:;::.ti: Spray volume
u Untreated - - e " -
CHR/H/CPD 300 SL 0.4 Liha 120 g/ha
T T1 | BBCHS51 zﬂgﬁ%“ﬁ"‘“
Asystent+* 0.1 L/ha - -
*Adjuvant (Asystent+) to be added in the tank mix with the test item
1.1.1.2 Sampling Details
Residue at harvest
Samplin Min.
ovont | Plot Timing Matrix S s
BBCH 89 P
S1 uT (NCH) Seeds kg

NCH: Normal Commercial Harvest

HETHERLANDS

" UNITED KINGDOM \ .
-1 I b r
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N Sowing / Organic
Trial No. | Crop Variety C“E;'.;:;“" Pmng Soil type pH | ".5}
©2125 NL1 Dgzg‘;“ ABILITY 30 11/04/2022 | Sandyloam | 6.1 26

Type Length Number Distance Pressure
Trial No. Sprayer type of Hmhe of the of Between (bars)
nozzles boom (m) | nozzles | nozzles (m)
Lechler IDK
C2125 NL1 BAUMANN Flatfan | | 20-025 POM 3.0 6 0.50 3.0

Deviation from Spray Growth
Application | as. rate the intended volume Date stage
Trial No. | Plot No. (g/ha) appliw{a:::n rate (L/ha) (BBCH)
C2125NL1| T 1 128.9 +1.4 322 | 23/05/2022 g

a.s.: active substance

Actu Actu rowth Stage
Trial No Sampling AE;::' DA: I al{gam-n
C2125 NL1 1 03/08/2022 72 89

DAA: Days After Application
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TRIAL No. C2125 NL1

Analytical
Sample No. Field Sample No. Hime

21250101 | C2125NL1/UH/A 27/01/2023 04/02/2023
C21250102 | C2125NL1/TH/A | 03/08/2022 | 27/01/2023 | 177
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. Storage Expiry date

Solvent Concentration conditions (Preparation + ...)
3 . Acetonitrile =1 mg/mL Frozen 6 months
Clopyralid
Stock solution

Methanol =1 mg/mL Frozen & months
Clopyralid glycine
Spiking solutions o N F 1
All analyte separately Acetonitrile 0.2 and 2 pg/mL (BT month
Intermediate calibration
solutions Control extract = 200 and 20 ng/mL Refrigerated 14 days
Clopyralid
Matrix-matched
Calibration solutions Control extract = (0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid

Analytical e Fortification | giopyralid | Clopyralid glycine | Extraction
Sample No. (mg/kg) % Recovery % Recovery date

S587 01 AA Seeds 0.01 75.6% - 26/01/2023
3587 01 BA Seeds 0.10 91.7% - 27/01/2023
587 01 CA Seeds 0.01 . 61.5% 27/01/2023
$587 01 DA Seeds 0.10 5 71.0% 26/01/2023
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Table 1 TRIAL No. C2125 NL1
Clopyralid
Y. Field sample No. Treatment Matrix DAA | residues found
C2125 0101 CZ125 NL1/UH T A - Seeds - NDR
C2125 0102 C2125NL1/TH/ A C’Hm sL L Seeds T2 <LoQ

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

LOD = 0.002 mg/kg
LOQ =0.01 mg/kg
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1.1.1.1  Application details
Application Ap
plication Rate
App. Target Rate of the
Plot Test ltem No. Timing Formulated o:;hb:t:ﬂn:. Spray volume
Product
U Untreated - - - -- -
CHR/H/CPD 300 SL 0.4 L/iha 120 g/ha
T T1 | BBCHS51 2”‘:{';3;00‘}%")‘”“’
Asystent+* 0.1 L'ha -
*Adjuvant (Asystent+) to be added in the tank mix with the test item
1.1.1.2 Sampling Delails
Decline curve trial
Sampling Min.
e Plot Timing Matrix Sample size
u 0 DBA Whole plants 0.5kg
51
T 0 DAA Whole plants 0.5kg
52 T BBCH 59 Whole planis 0.5kg
53 T BBCH 69 Whole plants 0.5kg
sS4 T BBCH 79 Whaole planis 1kg
BBCH 89
2
S5 uT (NCH) Seeds kg
DBA : Days Before Application
DAA : Days After Application
MCH: Normal Commercial Harvest

Principal Type of European | Region
i=lio: Investigator trial Eron, area Country
1 | C2126 PL1 Krzysztof NOWAK Dc Qilseed Rape | North Lodzkie, Poland

DC: Decline curve
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Sowing |

Trial No. Planting
{seeds/m?) date

Crop density

C2126 PL1 =104 10/09/2021

Type Model of
Trial No. Sprayertype | ¢ ozzies | the nozzles

Teejet XR
C2126 PL1 | EUROPULVE Flat fan 110 02 VS
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Deviation from rowth
Trial No. | Plot | APPlication | as.rate |  the intended oy Date itage
(%)
C226PL1| T 1 116.0 -3.3 290 27/04/2022 51

a.s.: active substance

Actual
Date DAA (BBCH)
0 DBA/
1 27/04/2022 | 5o 51
2 02/05/2022 5 59-60"
€2126 PL1 3 23/05/2022 26 69
4 22/06/2022 56 79
5 27/07/2022 91 89

DAA: Days After Application
DBA: Days Before Application
*At sampling No.2, only 5-10 % of the plants have reached BBCH 60.

TRIAL No. C2126 PL1

5‘;“:”’29;;_ Field Sample No. ::r'::l?:; Rt s::;::ﬁ* Analysis mﬂ
Date samples extracts

G2126 01 01 C2126 PL1/UD/J A | 27/04/2022 | 03/02/2023 282 04/02/2023 1
C2126 01 02 C2126 PL1/TO/ A | 27/04/2022 | 03/02/2023 282 05/02/2023 2
C21260103 | C2126 PL1/T59/A | 02/05/2022 | 03/02/2023 277 05/02/2023 2
C2126 0104 | C2126 PL1/T69/ A | 23/05/2022 | 03/02/2023 256 05/02/2023 2
C2126 0105 | C2126 PL1/T79/A| 22/06/2022 | 03/02/2023 226 05/02/2023 2
C2126 01 06 | 2126 PL1/UH /A | 27/07/2022 | 27/01/2023 184 04/02/2023 8
C2126 0107 | C2126 PL1/TH /A | 27/07/2022 | 27/01/2023 184 04/02/2023 8

*Frozen storage time of samples from sampling to extraction (days)

“Refrigerated storage time of final extracts, from extraction to analysis (days)
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Storage Expiry date
Solvent Concentration conditions | (Preparation + ...)
Stock solution Acetonitrile =1 mg/mL Frozen 6 months
Clopyralid
Stock solution Methanol =1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions . = nd 2 L Erozen 1 manth
All analyte separately Acetonitrile el Hg/m
Intermediate calibration
solutions Control extract =200 and 20 ngimL Refrigerated 14 days
Clopyralid!")
Matrix-matched
Calibration solutions Control extract = (0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid")
Intermediate calibration Methanol / water
solutions (50/50) + 0.1% = 200 and 20 ng/mL Refrigerated 14 days
Clopyralid(? formic acid
: Methanol / water
Calibration solution (50/50) + 0.1% = 0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid'® formic acid
) For analysis of undiluted extacts
2} For analysis of diluted extacts
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Analytical e Fortification | Giopyralid | Clopyralid glycine | Extraction
Sample No. (malkg) % Recovery % Recovery date
5592 01 AA Whole plant 0.01 68.2% - 02/02/2023
$532 01 BA Whole plant 0.10 96.3% 0310212023
$592 01 CA Whole plant 0.01 . 70.1% 03/02/2023
5502 01 DA Whole plant 0.10 - 76.9% 02/02/2023

$592 01 EAD200 |  Whole plant 20 106.7% : 02/02/2023
$592 01 FAD200 |  Whole plant 20 . 78.5% 02/02/2023

5587 01 AA Seeds 0.01 75.6% : 26/01/2023
$587 01 BA Seeds 0.10 91.7% - 27/01/2023
S587 01 CA Seeds 0.01 . 61.5% 27/01/2023
S587 01 DA Seeds 0.10 i 71.0% 260112023

Table 1 TRIAL No. C2126 PLA
Clopyralid
ol e Field sample No. Treatment Matrix DAA | residues found
sample No.
(ma/kg)

C21260101 | C2126 PL1/U0/A - Whole plants | - NDR
21260102 | C2126PL1/TO/A | CTRUCPD | whole plants | 0 2.15
C21260103 | C2126PL1/T50/A | CHRRECID | wnoleplants | 5 2.02
21260104 | C2126PL1/T69/A | CPaceiur® | Whole plants | 26 1.04
C21260105 | C2126 PL1/T79/A C"am‘i_m Whole plants | 56 0.53
C21260106 | C2126PL1/UH/A - Seeds : NDR
21260107 | C2126PL1/THIA | CHenePP Seeds 91 0.01

DAA: Days After Application

NDR: Mo detectable residues (residues below the limit of detection)

LOD = 0.002 mgrkg

LOQ = 0.01 mg/kg
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1.1.1.1  Application details
Application Application
Target Rate of the Rate of the Spray
Plot Testltem App- No. Timing Formulated active volume
Product substance
U Untreated - - - - --
T CHR/HICPD 300 SL T1 BBCH 29 0.4 Liha 120gma | 200"
1.1.1.2 Sampling Details
Decline curve trial
Sampling Plot Timing Matrix Min.
event Sample size
U 0 DBA Whole plants 0.1 kg, 12 plants
s1
T 0 DAA Whole plants 0.1 kg, 12 plants
s2 T BBCH 39 Whole plants 0.2 kg, 12 plants
S3 T BBCH 59 Whole plants 0.5 kg, 12 plants
Ears 0.5 kg from 12 plants
sS4 T BBCH 77
Rest of plants 1 kg from 12 plants
Grain 1 kg from 12 plants
S5 uT BBCH 89
Straw 0.5 kg from 12 plants

DBA : Days before application
DAA - Days after application
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Trial No. Prlnglpal Crop Typ_e of | European Region
Investigator trial area country
1| c2114 BW1 Audrey MEYER Winter wheat DC North Baden-Warttemberg,
Germany

DC: Decline curve
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Trial No Cro Variety | Crop density Ii?;lt':r? ; Soil type H Organic
. P (seeds/m?) date g P matter (%)
. Sandy
C2114 BW1 | Winter wheat | PERKUSSIO 350 29/10/2021 Loam 76 23

Length Numb Distance
. Type Model of the of the UMBEr | Between | Pressure
Trial No. Sprayer type of
of nozzles nozzles boom nozzles (bars)
nozzles
(m) (cm)
Teejet XR
Cc2114 BW1 PULVEXPER Flat fan 110 015 VS 3 9 33 1.9

- Deviation from
S Active ) Spray Growth
Trial No. Plot App:t;atlon substance “"T_ |n:|_andedt volume Date stage
: rate (g/ha) | @PP 'c?‘y';’“ rate (L/ha) (BBCH)
(+]
c2114BW1 | T 1 187 -11 297 26/03/2022 29

Trial No Sampling Actual Actual Actual Growth
Date DAA Stage (BBCH)
1 26/03/2022 $ [[)) [[;E: 29
2 06/05/2022 41 39
C2114 BW1 3 18/05/2022 53 59
4 17/06/2022 83 77
5 04/07/2022 + 05/07/2022* 100 89

DBA: Days before application
DAA: Days after application
*Sampling in the field on 04/07/2022 and threshing on 05/07/2022.
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TRIAL No. C2114 BW1
S‘;’::F'}feii‘a;_ Field Sample No. ::Dr:mv :I?rt'lé E“[’fa‘::ic’“ ?utr?:g: A'La;:’:is 9;:‘:1?3: )
ate samples extracts
C2114 01 01 C2114 BW1 /U0 /A 26/03/2022 | 05/04/2023 375 07/04/2023 2
C2114 01 02 C2114 BW1/TO/ A 26/03/2022 | 06/04/2023 376 07/04/2023 1
C2114 0103 C2114 BW1/T39/7 A 06/05/2022 | 06/04/2023 335 07/04/2023 1
C2114 01 04 C2114 BW1/T59 7 A 18/05/2022 | 06/04/2023 323 07/04/2023 1
C2114 01 05 C2114 BW1/T77E/A | 17/06/2022 | 26/04/2023 313 03/05/2023 7
C2114 01 06 C2114 BWI1 /TITR /A | 17/06/2022 | 19/04/2023 306 20/04/2023 1
C2114 01 07 C2114 BW1 /UHG /A | 04/07/2022 | 27/04/2023 297 05/05/2023 8
C2114 01 08 C2114 BW1/UHS /A 04/07/2022 | 28/04/2023 298 30/04/2023 2
C2114 01 09 C2114 BW1/THG /A 04/07/2022 | 27/04/2023 297 05/05/2023 8
C2114 01 10 C2114 BW1 /THS /A 04/07/2022 | 28/04/2023 298 30/04/2023 2
*Frozen storage time of samples from sampling to extraction (days)
** Refrigerated storage time of final extracts, from extraction to analysis (days)
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. Storage Expiry date
Sol t c trat L
olven oncentration conditions (Preparation + ._.)

Stock solution o

. Acetonitrile =1 ma/mL Frozen 6 months
Clopyralid
Stock solution

. . Methanaol =1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions o -
Clopyralid glycine Acetonitrile 0.2, 2, 20 or 200 pg/mL Frozen 1 month
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid
Matrix-matched
Calibration solutions Control extract =04 to 24 ng/mL Refrigerated 14 days
Clopyralid
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Blank Samples:
. Clopyralid
. Clopyralid .
Analytical Matrix residues found _glycme
sample No. (mglkg) residues found
(mg/kg)
S616 01 11 Whole plants NDR NDR
S607 01 11 Ears NDR NDR
S606 01 31 Rest of plants NDR NDR
S617 01 11 Grain NDR NDR
S618 01 11 Straw NDR NDR
Spiked samples:
. Fortification o . Storage
Analytical Sample Matrix level % | Bxtraction | oo of Spiked with
No. Recovery date .
(ma/kg) extracts
S616 01 AA 0.01 93.5% 05/04/2023 2
S616 01 BA D100 Whole plants 10 85.0% 06/04/2023 1
S616 01 CB D200 20 73.0% 13/04/2023 6
S607 01 AA 0.01 73.6% 26/04/2023 6
S607 01 BAD10 Ears 1.0 93.2% 26/04/2023 7
S607 01 CA d100 10 90.4% 09/05/2023 1 ) ]
Clopyralid glycine
S606 01 EA 0.01 78.7% 28/04/2023 1
Rest of plants
S606 01 DA D10 099 71.5% 19/04/2023 1
S617 01 CA Grai 0.01 89.3% 16/05/2023 0
S617 01 BAD10 rain 1.0 75.1%)| 27/04/2023 8
S618 01 AA st 0.01 76.6% 28/04/2023 2
raw
S618 01 BAD10 1.0 84.0% 02/05/2023 3
*Amount in control subtracted if above LOD.
**Refrigerated storage time of final extracts, from extraction to analysis (days)
Table 1 TRIAL No. C2114 BW1
. Clopyralid
Analytical Field sample No. Treatment Matrix DAA | residues found
sample No.
(mglkg)
C2114 01 01 C2114 BW1 /U0 /A - Whole plants - NDR
C2114 0102 C2114BW1/TO/ A CHR/H/CPD 300 SL | Whole plants 0 11.15
C2114 0103 C2114 BW1/T39/A | CHR/H/CPD 300 SL | Whole plants | 41 1.05
C2114 01 04 C2114 BW1/T59/A | CHR/H/CPD 300 SL | Whole plants | 53 0.40
C2114 0105 | C2114BW1/T77E/A | CHR/H/CPD 300 SL Ears 83 0.69
C2114 0106 | C2114BW1/T77R/A | CHR/H/CPD 300 SL | Rest of plants | 83 0.44
Cc2114 01 07 C2114 BW1 /UHG / A - Grain - NDR
C2114 01 08 C2114 BW1 /UHS /A - Straw - NDR
C2114 0109 C2114 BW1/THG/A | CHR/H/CPD 300 SL Grain 100 0.45
C2114 0110 C2114 BW1/THS /A | CHR/H/CPD 300 SL Straw 100 0.52
DAA: Days after application
NDR: No detectable residues (residues below the limit of detection)
LOD = 0.002 mg/kg
LOQ = 0.01 mg/kg
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1.1.1.1 Application details
Application Application
Target Rate of the Rate of the Spray
Plot Test Item App. No. Timing Formulated active volume
Product substance
U Untreated - - - - --
T CHR/H/CPD 300 SL T1 BBCH 29 0.4 Lha 120 g/ha 2”?;9;%%’“3
1.1.1.2 Sampling Details
Decline curve trial
Sampling Plot Timing Matrix Min.
event Sample size
U 0 DBA Whole plants 0.1 kg, 12 plants
$1
T 0 DAA Whole plants 0.1 kg, 12 plants
S2 T BBCH 39 Whole plants 0.2 kg, 12 plants
S3 T BBCH 59 Whole plants 0.5 kg, 12 plants
Ears 0.5 kg from 12 plants
sS4 T BBCH 77
Rest of plants 1 kg from 12 plants
Grain 1 kg from 12 plants
S5 U T BBCH 89
Straw 0.5 kg from 12 plants
DBA : Days before application
DAA - Days after application

Trial No.

Principal
Investigator

Crop

European
area

Region
country

1 C2115 PL1

Krzysztof NOWAK

Winter wheat

North

Lodzkie, Poland

DC: Decline curve
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Localisation
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Sowing /
Planting Soil type
date

Crop density
(kg/ha)

Organic

Trial No. Crop Variety matter (%)

C2115 PL1 | Winter wheat Belissa 220 08/10/2021 | Loamy Sand . 1.5
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Length Number Distance
. Sprayer Type Model of the of the Between | Pressure
Trial No. of
type of nozzles nozzles boom nozzles nozzles (bars)
(m) (cm)
C2115 PL1 Europulve Flat fan Teejet XR 110 02 VS 3 9 3333 3.0

. Deviation from
L Active - Spray Growth
Trial No. Plot App:(c:,atlon substance the_ |nt:=.nded volume Date stage
: rate (g/ha) app""?;};’“ rate (L/ha) (BBCH)
(1]
C2115 PL1 T 1 157 -3.6 289 29/04/2022 29
Trial No sambolin Actual Actual Actual Growth
piing Date DAA Stage (BBCH)
U:0DBA
1 29/04/2022 T 0DAA 29
2 20/05/2022 21 39
C2115 PL1 3 03/06/2022 35 59
4 07/07/2022 69 77-83*
) 21/07/2022 83 89
DBA: Days before application
DAA: Days after application
*See deviation No. 12/07/2022
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TRIAL No. C2115 PL1
;’:3:‘:‘; Field Sample No. ;I:Dr;v ;;?rt\é E"'[')aa‘t‘;i"” S':;r: gﬁ* A“;a"t":is ?ut r?:gE
ate samples extracts
C2115 01 01 C2115PL1 /U0 A 29/04/2022 | 06/04/2023 342 07/04/2023 1
C2115 01 02 C2115PL1/TO/ A 29/04/2022 | 05/04/2023 341 07/04/2023 2
C211501 03 C2115PL1/T39/ A 20/05/2022 | 05/04/2023 320 07/04/2023 2
C2115 01 04 C2115PL1/T59 /A 03/06/2022 | 05/04/2023 306 07/04/2023 2
C2115 01 05 C21M5PL1/TFTE/A | O7/07/2022 | 26/04/2023 293 03/05/2023 7
C2115 01 06 C2115PLT/T77R /A | O7/07/2022 | 19/04/2023 286 20/04/2023 1
C2115 01 07 C2115PL1 /UHG /A 2170772022 | 27/04/2023 280 05/05/2023 8
C211501 08 C2115PL1/UHS /A 21/07/2022 | 02/05/2023 285 05/05/2023 3
C2115 01 09 C2115PL1/ THG/ A 210772022 | 27/04/2023 280 05/05/2023 8
C211501 10 C21M5PL1/THS T A 21/07/2022 | 02/05/2023 285 05/05/2023 3
“Frozen storage time of samples from sampling to extraction (days)
** Refrigerated storage time of final extracts, from extraction to analysis (days)
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Expiry date
Solvent Concentration 5"°f’.9° P ry
conditions | (Preparation + ...)

Stock solution o

. Acetonitrile =1 mg/mL Frozen 6 months
Clopyralid
Stock solution

A A Methanaol =1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions o -
Clopyralid glycine Acetonitrile 0.2, 2,20 or 200 pg/mL Frozen 1 month
Intermediate calibration
solutions Control extract = 200 and 20 ng/mL Refrigerated 14 days
Clopyralid
Matrix-matched
Calibration solutions Control extract =04 to 24 ng/mL Refrigerated 14 days
Clopyralid
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Blank Samples:

. Clopyralid
Analytical . C_Iopyralld glycine
Matrix residues found .
sample No. residues found
(mal/kg) (mglkg)
S616 01 11 Whole plants NDR NDR
S607 01 11 Ears NDR NDR
S606 01 31 Rest of plants NDR NDR
S617 01 11 Grain NDR NDR
S618 01 11 Straw NDR NDR
Spiked samples:
. Fortification o . Storage
Analytical Sample Matrix level o | Bxtraction | oo of Spiked with
No. Recovery date .
(ma/kg) extracts
S616 01 AA 0.01 93.5% 05/04/2023 2
S616 01 BA D100 Whole plants 10 85.0% 06/04/2023 1
S616 01 CB D200 20 73.0% 13/04/2023 6
S607 01 AA 0.01 73.6% 26/04/2023 6
S607 01 BAD10 Ears 1.0 93.2% 26/04/2023 7
S607 01 CA d100 10 90.4% 09/05/2023 1 ) ]
Clopyralid glycine
S606 01 EA 0.01 78.7% 28/04/2023 1
Rest of plants
S606 01 DA D10 0.99 71.5% 19/04/2023 1
S617 01 CA Grai 0.01 89.3% 16/05/2023 0
rain
S617 01 BAD10 1.0 75.1% 27/04/2023 8
S618 01 AA st 0.01 76.6% 28/04/2023 2
raw
S618 01 BAD10 1.0 84.0% 02/05/2023 3
*Amount in control subtracted if above LOD.
**Refrigerated storage time of final extracts, from extraction to analysis (days)
Table 1 TRIAL No. C2115 PL1
. Clopyralid
Analytical Field sample No. Treatment Matrix DAA | residues found
sample No.
(mg/kg)
C2115 01 01 CZTMSPLT1/UD/JA - Whole plants - NDR
C2115 01 02 C2115PL1/TO/A | CHR/H/ICPD 300 SL | Whole plants 0 4.11
C211501 03 C2115PL1/T39/A | CHR/H/ICPD 300 SL | Whole plants 21 0.70
C211501 04 C2115PL1/T59/A | CHR/HICPD 300 SL | Whole plants 35 1.05
C21150105 | C2115PL1/T/7E/A | CHR/H/CPD 300 SL Ears 69 1.87
C21150106 | C2115PL1/T77R /A | CHR/H/ICPD 300 SL | Rest of plants 69 0.54
C21150107 | C2Z115PLT/UHG /A - Grain - NDR
C21150108 | C21M15PL1/UHS /A - Straw - NDR
C21150109 | C2115PL1/THG /A | CHR/H/CPD 300 SL Grain 83 0.80
C211501 10 C2115PL1/THS /A | CHR/H/CPD 300 SL Straw 83 0.81

DAA: Days after application
NDR: No detectable residues (residues below the limit of detection)
LOD = 0.002 mg/kg
LOQ = 0.01 mg/kg
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1.1.1.1  Application details
Application Application
Target Rate of the Rate of the
Plot Test ltem App. No. Timing Formulated active Spray volume
Product substance
U Untreated - - - -
T CHR/HI/CPD 300 SL T1 BBCH 29 0.4 Lha 120 g/ha Zoeﬁ%%ma
1.1.1.2 Sampling Details
Decline curve trial
Sampling Plot Timing Matrix Min.
event Sample size
U 0 DBA Whole plants 0.1 kg, 12 plants
S1
T 0 DAA Whole plants 0.1 kg, 12 plants
82 T BBCH 39 Whole plants 0.2 kg, 12 plants
83 T BBCH 59 Whole plants 0.5 kg, 12 plants
Ears 0.5 kg from 12 plants
S4 T BBCH 77
Rest of plants 1 kg from 12 plants
Grain 1 kg from 12 plants
13 uT BBCH 89
Straw 0.5 kg from 12 plants

DBA : Days before application
DAA : Days after application

Trial No. Prlnrlzlpal Crop Typ_e of | European Region
Investigator trial area country
1| c2116cz1 Iva SIMEK Winter wheat DC North Pardubicky,
Czech Republic

DC: Decline curve
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Localisation

=
DEMAT

58
- g?}ﬁsﬁ

CZECH -
REPUELIC

Crop density Sowing / Organic
Trial No. Crop Variety (kg/ha) PIZE:Lng Soil type pH matter (%)
C2116 CZ1 | Winter wheat | REGISTANA 200 12/10/2021 Sa’ﬂ‘;*;n(?l By | 53 18

Tvpe Length Number Distance
Trial N s t y|: Model of the of the § Between | Pressure
rat No. prayer type ° nozzles boom e nozzles (bars)
nozzles nozzles
_ (m) (cm)
C2116 C2Z1 Pulvexper Flatfan | o9t X\'fs1 10015 3 9 33 2
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; Deviation from
. Active - Spray Growth
Trial No. Plot App:zatlon substance thf_ |n:._=.ndedt volume Date stage
. rate (g/ha) | @PP 'C?‘y';’“ rate (L/ha) (BBCH)
0
c2116 C21 T 1 118.4 -1.3 247 20/04/2022 29

Sampling summary

Trial No sampling Actual Actual Actual Growth
Date DAA Stage (BBCH)
1 20/04/2022 # :' 3 gf:ﬁ 29
2 10/05/2022 20 39
C2116 CZ1 3 22/05/2022 32 59
4 16/06/2022 57 77
5 12/07/2022 83 89

DBA: Days before application
DAA: Days after application
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TRIAL No. C2116 CZ1
S‘;’:Lﬁi‘:;_ Field Sample No. :::;?:; E"t[r)aa‘:gc'" St:;r: ?::* A";;}::is ?::ureag:"
Date samples extracts
C2116 01 01 C2116 CZ1 /U0 M A 20/04/2022 | 05/04/2023 350 07/04/2023 2
C2116 01 02 C2116 CZ1/TO/ A 20/04/2022 | 05/04/2023 350 07/04/2023 2
C2116 01 03 C2116 CZ1/T39/A 10/05/2022 | 05/04/2023 330 19/04/2023 14
C2116 01 04 C2116 CZ1/T59 /A 22/05/2022 | 05/04/2023 318 07/04/2023 2
C2116 01 05 C2116 CZ1/TVTE /A | 16/06/2022 | 26/04/2023 314 03/05/2023 7
C2116 01 06 C2116 CZ1/TITR /A | 16/06/2022 | 19/04/2023 307 20/04/2023 1
C2116 01 07 C2116 CZ1/UHG /A | 12/07/2022 | 27/04/2023 289 05/05/2023 8
C2116 01 08 C2116 CZ1 /UHS /A | 12/07/2022 | 28/04/2023 290 30/04/2023 2
C2116 01 09 C2116 CZ1 /THG /A | 12/07/2022 | 27/04/2023 289 05/05/2023 8
C2116 01 10 C2116 CZ1/ THS 7 A 12/07/2022 | 28/04/2023 290 30/04/2023 2
*Frozen storage time of samples from sampling to extraction (days)
** Refrigerated storage time of final extracts, from extraction to analysis (days)
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Expiry date
Solvent Concentration S‘°fa.9° P ry
conditions | (Preparation + ...)

Stock solution o

. Acetonitrile =1 mg/mL Frozen 6 months
Clopyralid
Stock solution

. . Methanol =1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions . -
Clopyralid glycine Acetonitrile 02, 2, 200r 200 pg/mL Frozen 1 month
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid
Matrix-matched
Calibration solutions Control extract =04 to 24 ng/mL Refrigerated 14 days
Clopyralid
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Blank Samples: deviation 2«
. Clopyralid
Analytical . C_Iopyralld glycine
Matrix residues found .
sample No. (mglkg) residues found
(mg/kg)
S616 01 11 Whole plants NDR NDR
S607 01 11 Ears NDR NDR
S606 01 31 Rest of plants NDR NDR
S617 01 11 Grain NDR NDR
S618 01 11 Straw NDR NDR

Spiked samples:

. Fortification o . Storage
Analytical Sample Matrix level o | Bxtraction | o of Spiked with
No. Recovery date .
(mg/kg) extracts

S616 01 AA 0.01 93.5% 05/04/2023 2

S616 01 BA D100 Whole plants 10 85.0% 06/04/2023 1

S616 01 CB D200 20 73.0% 13/04/2023 6

S607 01 AA 0.01 73.6% 26/04/2023 6

S607 01 BAD10 Ears 1.0 93.2% 26/04/2023 7
S607 01 CA d100 10 90.4% 09/05/2023 1 ) )

Clopyralid glycine
S606 01 EA 0.01 78.7% 28/04/2023 1
Rest of plants
S606 01 DA D10 099 71.5% 19/04/2023 1
S617 01 CA Grai 0.01 89.3% 16/05/2023 0
rain
S617 01 BAD10 1.0 75.1% 27/04/2023 8
S618 01 AA St 0.01 76.6% 28/04/2023 2
raw
S618 01 BAD10 1.0 84.0% 02/05/2023 3

*Amount in control subtracted if above LOD.

**Refrigerated storage time of final extracts, from extraction to analysis (days)

Table 1 TRIAL No. C2116 C21
. Clopyralid
S‘:’:;ﬁ'if; Field sample No. Treatment Matrix DAA | residues found
) (mg/kg)

C2116 01 01 C21M6 CZ1 /U0 A - Whole plants - <LOQ
C2116 01 02 C2116 CZ1/TO /A CHR/H/CPD 300 SL | Whole plants 0 5.55
C2116 01 03 C2116 CZ1/T39/ A CHR/H/CPD 300 SL | Whole plants | 20 2.59
C2116 01 04 C2116 CZ1/T59 /7 A CHR/H/CPD 300 SL | Whole plants 32 1.64
C2116 01 05 C21M6 CZ1/T77/E/A | CHR/H/CPD 300 SL Ears a7 2.52
C2116 01 06 C21M6 CZ1/TI7TR /A | CHR/H/CPD 300 SL | Restofplants | 57 0.79
C2116 01 07 C2116 CZ1/UHG /A - Grain - NDR
C2116 0108 C2116 CZ1/UHS /A - Straw - NDR
C2116 01 09 C2116 CZ1/THG /A | CHR/H/CPD 300 SL Grain 83 0.54
C2116 01 10 C21M6 CZ1/THS/A | CHR/H/CPD 300 SL Straw 83 0.76

DAA: Days after application

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

< LOQ: residues between LOD and LOQ

LOD =0.002 mg/kg

LOQ = 0.01 mg/kg
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1.1.1.1  Application details
Application Application
Plot Test Item App. No. T_arq_;et Rate of the Rate ?f the Spray
Timing Formulated active volume
Product substance
U Untreated - - - - --
T CHR/HICPD 300 SL T BBCH 29 04 Lia 120gma | 200"
1.1.1.2 Sampling Details
Residue at Harvest
Sampling Plot Timing Matrix Min.
event Sample size
Grain 1 kg from 12 plants
S$1 uT BBCH 89
Straw 0.5 kg from 12 plants

Trial No. Principal Investigator Crop Typ_e of | European Region
trial area country
1 Cc2117 MA1 Benoit BOYETTE Winter wheat RH North Grand-Est, France

RH: Residue at Harvest




CHR/H/CPD 300SL Major/Cleo, ProSto 300SL

Part B — Section 7 — Core Assessment

ZRMS version

Version:

Page 181 /216
November 2020

Localisation

Trial No Cro Variety Crop density ﬁ?;lt:‘r? ! Soil type H Organic
. P (kg/ha) g P matter (%)
date
C2117 MA1 m’g:{ CHEVIGNON 160 28/09/2021| Clay 8 3

Length Number Distance
Trial No Spraver type Type Model of the of the of Between | Pressure
’ prayeriyp of nozzles nozzles boom nozzles (bars)
nozzles
i (m) (em)
€2117 MA1 AGRISER Flat fan 12%969:5’(58 3 9 33 2
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: Deviation from
L Active . Spray Growth
Trial No. Plot App:»:c:,a‘tlon substance thf_ |n:._=.ndedt volume Date stage
: rate (g/ha) | @PP 'c?{y'?“ rate (L/ha) (BBCH)
0
C2117 MA1 T 1 1227 +2.2 307 27/03/2022 29

. . Actual Actual
Trial No Sampling Date DAA Actual Growth Stage (BBCH)
C2117 MA1 1 12/07/2022 107 89

DAA: Days after application

TRIAL No. C2117 MA1

- Harvest / - Storage - Storage
Analytical Field Sample No. Sampling Extraction time of Analysis time of
Sample No. Date . date o

Date samples extracts
C2117 01 01 C2117 MA1 /UHG / A | 12/07/2022 | 27/04/2023 289 05/05/2023 8
C2117 01 02 C2117 MA1 /UHS /A | 12/07/2022 | 02/05/2023 294 05/05/2023 3
C2117 01 03 C2117 MA1 / THG /A | 12/07/2022 | 27/04/2023 289 05/05/2023 8
C2117 01 04 C2117 MA1/ THS /A | 12/07/2022 | 02/05/2023 294 05/05/2023 3

*Frozen storage time of samples from sampling to extraction (days)
** Refrigerated storage time of final extracts, from extraction to analysis (days)
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Expiry dat
Solvent Concentration S‘tor_a_ge xplry. ate
conditions | (Preparation + ...)

Stock solution L

A Acetonitrile =1 mg/mL Frozen 6 months
Clopyralid
Stock solution

. . Methanol =1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions L -
Clopyralid glycine Acetonitrile = 0.2 and 20 pg/mL Frozen 1 month
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid
Matrix-matched
Calibration solutions Control extract =0.4 to 24 ng/mL Refrigerated 14 days
Clopyralid
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Blank Samples:
. Clopyralid
. Clopyralid .
Analytical Matrix residues found _glycme
sample No. (mglkg) residues found
(mg/kg)

S617 01 11 Grain NDR NDR

S618 01 11 Straw NDR NDR
Spiked samples:

. Fortification . Storage
Analytical Sample Matrix level % Extraction | o gf Spiked with
No. (mglkg) Recovery” date extracts™
S617 01 CA Grai 0.01 89.3% 16/05/2023 0
rain
S617 01 BAD10 1.0 75.1% 27/04/2023 8 cl id alvei
opyrall cline
S618 01 AA st 0.01 76.6% 28/04/2023 2 Py i
raw

S618 01 BAD10 1.0 84.0% 02/05/2023 3
*Amount in control subtracted if above LOD.
“*Refrigerated storage time of final extracts, from extraction to analysis (days)

Table 1 TRIAL No. C2117 MA1
. Clopyralid
Analytical Field sample No. Treatment Matrix DAA residues found
sample No.
(mg/kg)

C2117 01 01 C2117 MA1 /UHG T A - Grain - NDR
C2117 01 02 C2117 MA1T f UHS / A - Straw - NDR
C2117 01 03 C2117 MA1/THG /A | CHR/H/CPD 300 SL Grain 107 0.27
C2117 01 04 C2117 MA1/THS /A | CHR/H/CPD 300 SL Straw 107 0.59

DAA: Days after application

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

LOD = 0.002 mg/kg

LOQ =0.01 mg/kg
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1.1.1.1  Application details
Application Application
Application Target Rate of the Rate of the Spray
Plot Test ltem(s) No. Timing Formulated active volume
Product substance
u Untreated - - - - --
T CHR/H/CPD 300 SL T BBCH 29 0.4 L/ha 120 g/ha 20[:fl%['))/(ln_)fha
1.1.1.2 Sampling Details
Sampling | o, ¢ Timing Matrix Min.
event Sample size
U 0 DBA Whole plants 0.1 kg, 12 plants
S1
T 0 DAA Whole plants 0.1 kg, 12 plants
52 T BBCH 39 Whole plants 0.2 kg, 12 plants
S3 T BBCH 59 Whole plants 0.5 kg, 12 plants
Ears 0.5 kg from 12 plants
S4 T BBCH 77
Rest of plants 1 kg from 12 plants
Grain 1 kg from 12 plants
S5 uT BBCH 89
Straw 0.5 kg from 12 plants
DBA : Days before application
DAA : Days after application

- . . Type of European Region
Trial No. Principal Investigator trial Crop area Country
1 | C2103 AN1 Djamel BOUNAAS DC Winter wheat | North Grand Est, France

DC: Decline curve




CHR/H/CPD 300SL Major/Cleo, ProSto 300SL
Part B — Section 7 — Core Assessment

ZRMS version

Version:

Page 187 /216
November 2020

Location

Trial No.

Variety

Crop density
(kg/ha)

Sowing /
Planting
date

Soil type

Organic
matter (%)

C2103 AN1

Fructidor

180

14/10/2021

Silty clay

23

Trial No.

Sprayer type

Type
of nozzles

Model of the
nozzles

Length
of the
boom (m)

Number
of
nozzles

Distance

Between

nozzles
(cm)

Pressure
(bars)

C2103 AN1

Agriser

Flat fan

Teejet XR
110015 VS

3

9

33

22
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Deviation from

L Active " Spray Growth
Trial No. Plot App::lt;allon substance th‘cl"_ 'n:?"dedt volume Date stage
: rate (g/ha) | PP 'C?n/";’“ rate (L/ha) (BBCH)
(]
C2103 AN1 T 1 130.0 +8.3 217 04/04/2022 29

Trial No Sampling A;;'::' ASL"E" Actual Growth Stage (BBCH)
1 04/04/2022 $ : 3 322 20
2 06/05/2022 32 39
C2103 ANT 3 16/05/2022 42 59
4 10/06/2022 67 77
5 20/06/2022 86 89

DAA: Days after application
DBA: Days before application
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TRIAL No. C2103 AN1
. Harvest/ . Storage . Storage

Sitces | s sampione, | Samping | ST | umeor | AT | umeor
C2103 01 01 C2103 AN1/UDT A 04/04/2022 | 23/03/2023 353 25/03/2023 2
C2103 01 02 C2103 ANT1/TO/ A 04/04/2022 | 23/03/2023 353 07/04/2023 15
C2103 01 03 C2103 AN1/T39/A | 06/05/2022 | 23/03/2023 321 07/04/2023 15
C2103 01 04 C2103 ANT/TS9 /A 16/05/2022 | 23/03/2023 311 07/04/2023 19
C2103 01 05 C2103 ANT1/T77E /A | 10/06/2022 | 21/04/2023 315 25/04/2023 4
C2103 01 06 C2103 AN1/T77TR /A | 10/06/2022 | 24/03/2023 287 14/04/2023 21
C2103 01 07 C2103 AN1/UHG /A | 29/06/2022 | 23/03/2023 267 25/03/2023 2
C2103 01 08 C2103 AN1/UHS /A | 29/06/2022 | 23/03/2023 267 25/03/2023 2
C2103 01 09 C2103 AN1/THG /A | 29/06/2022 | 21/04/2023 296 05/05/2023 14
C2103 01 10 C2103 ANT/THS T A | 29/06/2022 | 23/03/2023 267 14/04/2023 22

*Frozen storage time of samples from sampling to extraction (days)

** Refrigerated storage time of final extracts, from extraction to analysis (days)
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Expiry dat
Solvent Concentration S‘tor_a_ge xplry. ate
conditions | (Preparation +...)

Stock solution L

A Acetonitrile =1 mg/mL Frozen 6 months
Clopyralid
Stock solution

. . Methanol =1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions . _
Clopyralid glycine Acetonitrile = 0.2 and 20 pg/mL Frozen 1 month
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid
Matrix-matched
Calibration solutions Control extract =04 to 24 ng/mL Refrigerated 14 days
Clopyralid
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Blank Samples:
. Clopyralid
. Clopyralid .
Analytical Matrix residues found _glycme
sample No. (mglkg) residues found
(mglkg)
C2103 01 01 11 | Whole plants NDR NDR
C2103 01 07 11 Grain NDR NDR
C2103 01 08 11 Straw NDR NDR
Spiked samples:
. Fortification o . Storage
Analwﬁ: Sample Matrix level Rec::fe . Ext:;{t::on time of Spiked with
: (malkg) b extracts™
C210301 01 AA 0.01 86.1% 23/03/2023 2 Clopyralid
C210301 01 BA 0.01 725% 23/03/2023 2 Clopyralid glycine
C210301 01 CA Whole plants 0.10 82.9% 23/03/2023 2 Clopyralid
C210301 01 DA 0.10 745% 23/03/2023 2 Clopyralid glycine
C210301 01 FA D100 10 77.6% 06/04/2023 1 Clopyralid glycine
C2103 01 07 AA 0.01 88.5% 23/03/2023 2 Clopyralid
C2103 01 07 BA 0.01 74 9% 23/03/2023 2 Clopyralid glycine
C2103 0107 CA Grain 0.10 89.7% 23/03/2023 2 Clopyralid
C2103 01 07 DA 0.10 72.1% 23/03/2023 2 Clopyralid glycine
C2103 01 07 GA D10 1.0 824% 21/04/2023 14 Clopyralid glycine
C2103 0108 AA 0.01 82.9% 23/03/2023 2 Clopyralid
C2103 01 08 BA 0.01 65.9% 23/03/2023 2 Clopyralid glycine
C210301 08 CA Straw 0.10 87.4% 23/03/2023 2 Clopyralid
C2103 01 08 DA 0.10 70.9% 23/03/2023 2 Clopyralid glycine
C21030108EAD10 1.0 74.0% 13/04/2023 1 Clopyralid glycine
*Amount in control subtracted if above LOD.
**Refrigerated storage time of final extracts, from extraction to analysis (days)
Summary of recoveries — Concurrent recoveries
Fortification Relative . Number of
. Mean % Min % Max % . . .
Matrix level standard spiked Spiked with
(mglkg) recovery deviation % recovery recovery samples
0.01 92.1% 8.1% 87.6% 100.8% 3 Clopyralid
0.01 80.2% 1.1% 79.7% 81.2% 3 Clopyralid glycine
Rest of plants -
0.10 91.6% 0.8% 90.9% 92.4% 3 Clopyralid
0.10 72.5% 3.6% 70.5% 75.4% 3 Clopyralid glycine
0.01 95.6% 3.6% 93.0% 99.5% 3 Clopyralid
0.01 74.7% 49% 70.5% T7.4% 3 Clopyralid glycine
Ears
0.10 93.6% 2.2% 91.2% 94.9% 3 Clopyralid
0.10 84 6% 22% 82.5% 85.7% 3 Clopyralid glycine
For rest of plants and ears, recovery and repeatability (as precision, % RSD) data complied with the
requirements of the SANTE/2020/12830, Rev.1 guideline as mean recoveries were within the range
60-120% with RSD less than 30% for spiked samples at 0.01 mg/kg and within the range 70-120%
with RSD less than 20% for spiked samples at 0.10 mg/kg.
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Table 1 TRIAL No. C2103 AN1
. Clopyralid
Analytical Field sample No. Treatment Matrix DAA | residues found
sample No.
(mglkg)

C2103 01 01 C2103 ANT/UD/ A - Whole plants - NDR
C2103 01 02 C2103 AN1/TO/ A CHR/HICPD 300 SL | Whole plants | 0 7.01
C210301 03 C2103 AN1/T39/A | CHR/H/CPD 300 SL | Whole plants | 32 0.70
C210301 04 C2103 AN1/T89/A | CHR/H/CPD 300 SL | Whole plants | 42 0.59
C210301 05 C2103 AN1/T77E /A | CHR/H/CPD 300 SL Ears 67 0.75
C21030106 | C2103 AN1/T/7R/A | CHR/H/CPD 300 SL | Rest of plants | &7 0.27
C21030107 | C2103 AN1/UHG/A - Grain - NDR
C2103 01 08 C2103 AN1/UHS /A - Straw - NDR
C21030109 | C2103 AN1/THG/A | CHR/H/CPD 300 SL Grain 86 0.34
C210301 10 C2103 AN1/THS/A | CHR/H/ICPD 300 SL Straw 86 0.27

DAA: Days after last application

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

LOD = 0.002 mag/kg

LOQ =001 mag'kg
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1.1.1.1  Application details
Application .
Application Target Rate of the Appllcatlon_Rate
Plot Test Item(s) . of the active Spray volume
No. Timing Formulated substance
Product
u Untreated -- -- - -- -
T FAWORYT 300 SL T1 BBCH 29 04 Lha 120 g/ha 20[{);31%[;:-}?%
1.1.1.2 Sampling Details
Sampling | p, Timing Matrix Min.
event Sample size
U 0 DBA Whole plants 0.1 kg, 12 plants
S1
T 0 DAA Whole plants 0.1 kg, 12 plants
S2 T BBCH 39 Whole plants 0.2 kg, 12 plants
S3 T BBCH 59 Whole plants 0.5 kg, 12 plants
Ears 0.5 kg from 12 plants
S4 T BBCH 77
Rest of plants 1 kg from 12 plants
Grain 1 kg from 12 plants
S5 uT BBCH 89
Straw 0.5 kg from 12 plants
DBA : Days before application
DAA : Days after application
Trial No. Principal Investigator Type of Crop European Region,
trial area Country
1 |c2111¢cz1 | Iva SIMEK DC Winter wheat | North Pardubicky,
Czech Republic
DC: Decline curve
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Location
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Crop density Sowing / Organic
Trial No. Crop Variety (kg/ha) Planting Soil type pH matter (%)
date
C2111 CZ21 | Winter Wheat | BONANZA 170 11/10/2021 Clay 6.0 2.1

Distance
. Type Model of the Length Number Between | Pressure
Trial No. Sprayer type of the of
of nozzles nozzles nozzles (bars)
boom (m) | nozzles
(em)
TEEJET XR
C2111 CZ1 Pulvexper Flat Fan 3 9 33 2
P 110 015 VS
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" Deviation from
L Active N Spray Growth
Trial No. Plot App::lzatlon substance ‘the'_ |nti_ended volume Date stage
: rate (g/ha) aPP"C?;“)’“ rate (L/ha) (BBCH)
0
c2111 CzZ1 T 1 123.2 +27 257 20/04/2022 29

Trial No Sampling A;;';‘:' A;L'f' Actual Growth Stage (BBCH)
1 20/04/2022 $ : g 32:2 29
2 20/05/2022 30 39
c2111 ¢z 3 05/06/2022 46 59
4 23/06/2022 64 77
5 02/08/2022 104 89

TRIAL No. C2111 CZ1
s‘t:‘:gg'ﬂ_ Field Sample No. ;I:E;;:Erta; Exitaction E:rﬁ:oz Analysis j{%:?j
c211101 01 C21M1 CZ1 /U0 A 20/04/2022 | 06/04/2023 351 07/04/2023 1
C2111 0102 C21M1 CZ1/TO/A 20/04/2022 | 06/04/2023 351 07/04/2023 1
C21110103 C2111 CZ1/T39/ A | 20/05/2022 | 06/04/2023 321 19/04/2023 13
C21110104 C2111 CZ1 /159 /A | 05/06/2022 | 06/04/2023 305 07/04/2023 1
C2111 0105 C2111M1 CZ1 T TITE T A | 23/06/2022 | 26/04/2023 307 05/05/2023 9
C2111 0106 C2111 CZ1/ TI7TR /A | 23/06/2022 | 19/04/2023 300 20/04/2023 1
C2111 0107 C2111 CZ1/ UHG / A | 02/08/2022 | 27/04/2023 268 05/05/2023 8
C21110108 C2111 CZ1/UHS /A | 02/08/2022 | 02/05/2023 273 05/05/2023 3
C21110109 C2111 CZ1/ THG /A | 02/08/2022 | 27/04/2023 268 05/05/2023 8
C211101 10 C2111 CZ1/THS /A | 02/08/2022 | 02/05/2023 273 05/05/2023 3

*Frozen storage time of samples from sampling to extraction (days)

** Refrigerated storage time of final extracts, from extraction to analysis (days)
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Storage Expiry date

Solvent Concentration i .
conditions | (Preparation +...)

Stock solution

Clopyralid Acetonitrile =1 mg/mL Frozen 6 months
Stock solution

i ) Methanol =1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions . -
Clopyralid glycine Acetonitrile 0.2, 2,20 or 200 pg/mL Frozen 1 month
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days

Clopyralid

Matrix-matched
Calibration solutions Control extract =04 to 24 ng/mL Refrigerated 14 days
Clopyralid
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Blank Samples:
. Clopyralid
Analytical . C_Iopyralld glycine
Matrix residues found .
sample No. (mglkg) residues found
(mg/kg)
S616 01 11 Whole plants NDR NDR
S607 01 11 Ears NDR NDR
S606 01 31 Rest of plants NDR NDR
S617 01 11 Grain NDR NDR
S61801 11 Straw NDR NDR
Spiked samples:
. Fortification o - Storage
Analytical Sample Matrix level h | Bxtraction | G of Spiked with
No. Recovery date .
(mglkyg) extracts
S616 01 AA 0.01 93.5% 05/04/2023 2
S616 01 BA D100 Whole plants 10 85.0% 06/04/2023 1
S616 01 CB D200 20 73.0% 13/04/2023 6
S607 01 AA 0.01 73.6% 26/04/2023 6
S607 01 BA D10 Ears 1.0 93.2% 26/04/2023 7
S607 01 CA d100 10 90.4% 09/05/2023 1 ] ]
. Clopyralid glycine
S606 01 EA Rest of plant 0.01 78.7% 28/04/2023 1
est of plants
S606 01 DA D10 P 0.99 71.5% 19/04/2023 1
S617 01 CA Grai 0.01 89.3% 16/05/2023 1]
rain
S617 01 BA D10 1.0 75.1% 27/04/2023 8
S618 01 AA st 0.01 76.6% 28/04/2023 2
raw
S618 01 BA D10 1.0 84.0% 02/05/2023 3
*Amount in control subtracted if above LOD.
*“*Refrigerated storage time of final extracts, from extraction to analysis (days)
Summary of recoveries — Concurrent recoveries
Fortification Relative . Number of
. Mean % Min % Max % . . .
Matrix level standard spiked Spiked with
(mglkg) recovery deviation % recovery recovery samples
0.01 92.1% 8.1% 87.6% 100.8% 3 Clopyralid
0.01 80.2% 1.1% 79.7% 81.2% 3 Clopyralid glycine
Rest of plants
3 0.10 91.6% 0.8% 90.9% 92.4% 3 Clopyralid
0.10 72.5% 3.6% 70.5% 75.4% 3 Clopyralid glycine
0.01 95.6% 3.6% 93.0% 99.5% 3 Clopyralid
0.01 T4 7% 4 9% 70.5% T7.4% 3 Clopyralid glycine
Ears
0.10 93.6% 2.2% 91.2% 94.9% 3 Clopyralid
0.10 84.6% 2.2% 82.5% 85.7% 3 Clopyralid glycine
For rest of plants and ears, recovery and repeatability (as precision, % RSD) data complied with the
requirements of the SANTE/2020/12830, Rev.1 guideline as mean recoveries were within the range
60-120% with RSD less than 30% for spiked samples at 0.01 mg/kg and within the range 70-120%
with RSD less than 20% for spiked samples at 0.10 mag/kg.
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Table 1 TRIAL No. C2111 C21
. Clopyralid
Analytical Field sample No. Treatment Matrix DAA | residues found
sample No.
(mgl/kg)

C2111 01 01 C2111 CZ1 /Ul /A - Whole plants - NDR
C2111 01 02 C2111 CZ1/TO T A FAWORYT 300 SL | Whole plants 0 6.74
C2111 0103 C2111 CZ1/T39/A | FAWORYT 300 SL | Whole plants 30 2.43
C2111 0104 C2111CZ1/T59/A | FAWORYT 300 SL | Whole plants 46 1.37
C2111 0105 C2111 CZ1/TI7TE/ A | FAWORYT 300 SL Ears 64 1.17
C21110106 | C2111CZ1/Ti7TR/A | FAWORYT 300 SL | Rest of plants 64 0.61
C2111 01 07 C21M11 CZ1 TUHG T A - Grain - NDR
C2111 01 08 C21M11 CZ1 /UHS T A - Straw - NDR
C2111 0109 C2111 CZ1/ THG /A | FAWORYT 300 SL Grain 104 0.36
C2111 0110 C2111 CZ1/THS /A | FAWORYT 300 SL Straw 104 0.70

DAA: Days after application

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

LOD = 0.002 mg/kg

LOQ = 0.01 mg/kg
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1.1.1.1 Application details
Application L
Application Target Rate of the Appllcatlon.Rate
Plot Test ltem(s) A of the active Spray volume
No. Timing Formulated bst
Product substance
u Untreated - - - - -
T | FAWORYT 300 SL T BBCH29 | 04 L/ha 120 g/ha 200-300 L/ha
(+10%)
1.1.1.2 Sampling Details
Sampling | o 4 Timing Matrix Min.
event Sample size
Grain 1 kg from 12 plants
S1 urT BBCH 89
Straw 0.5 kg from 12 plants
Trial No. Principal Investigator T)_fpe of Crop European Region
trial area Country
1 [C2112 PL1 Krzysztof NOWAK RH Winter wheat | North Lodzkie, Poland
RH : Residue at harvest
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Trial No Cro Variety Crop density .S--?;'t'.'.? ; Soil type H Organic
: P (kg/ha) Sate g P matter (%)
Winter : Sandy
C2112PL1 | ™ Plejada 150 2110012021 | G0 6.5 20

Type Length Number Distance
. yp Model of the 9 Between Pressure
Trial No. Sprayer type of of the boom of
nozzles nozzles (bars)
nozzles (m) nozzles
(cm)
TEEJET XR
C2112 PL1 Euro-pulve Flat fan 110 02 VS 3 9 33.33 30
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. Deviation from
s Active N Spray Growth
Trial No. Plot Appuc;atlon substance thf_ |n':a_endedt volume Date stage
: rate (g/ha) | 2PP 'C{a“/";‘“ rate (L/ha) (BBCH)
0
C2112 PL1 T 1 128.7 +7.2 322 26/04/2022 29

. . Actual Actual
Trial No Sampling Date DAA Actual Growth Stage (BBCH)
c2112 PL1 1 28/07/2022 93 89

DAA: Days After Application

TRIAL No. C2112 PL1

. Harvest / . Storage . Storage
Analytical Field Sample No. Sampling Extraction time of Analysis time of
Sample No. Date . date -

Date samples extracts
C211201 01 C2112 PL1/UHG /A | 28/07/2022 | 27/04/2023 273 05/05/2023 8
C211201 02 C2M1M2PL1/UHS /A | 28/07/2022 | 02/05/2023 278 05/05/2023 3
C211201 03 C212PL1/THG /A | 28/07/2022 | 27/04/2023 273 05/05/2023 8
C211201 04 C2112 PL1/THS / A | 28/07/2022 | 02/05/2023 278 05/05/2023 3

*Frozen storage time of samples from sampling to extraction (days)
** Refrigerated storage time of final extracts, from extraction to analysis (days)
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Expiry date
Solvent Concentration S"°f*!9° P ry
conditions | (Preparation + ...)

Stock solution L

) Acetonitrile =1 mg/mL Frozen 6 months
Clopyralid
Stock solution

. . Methanol =1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions o -
Clopyralid glycine Acetonitrile 0.2 and 20 pg/mL Frozen 1 month
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid
Matrix-matched
Calibration solutions Control extract =04 to 24 ng/mL Refrigerated 14 days
Clopyralid
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Blank Samples:
. Clopyralid
. Clopyralid .
Analytical Matrix residues found _glyc:lne
sample No. (mglkg) residues found
(mg/kg)
S617 01 11 Grain NDR NDR
S618 01 11 Straw NDR NDR
Spiked samples:
. Fortification . Storage
Analytical Sample Matrix level % Extraction | o gf Spiked with
No. (mg/kg) Recovery” date extracts™
S617 01 CA Grai 0.01 89.3% 16/05/2023 0
rain
S617 01 BA D10 1.0 75.1% 27/04/2023 8 cl id alvei
opyrall Cclne
S618 01 AA St 0.01 76.6% 28/04/2023 2 Py i
raw
S618 01 BA D10 1.0 84.0% 02/05/2023 3
*Amount in control subtracted if above LOD.
**Refrigerated storage time of final extracts, from extraction to analysis (days)

Table 1 TRIAL No. C2112 PL1
. Clopyralid
Analytical Field sample No. Treatment Matrix DAA residues found
sample No.
(mglkg)

C2112 01 01 C2112PL1/UHG /A - Grain - NDR
C211201 02 C21M2PL1/UHS T A - Straw - NDR
C2112 01 03 C2112 PL1/THG /A | FAWORYT 300 SL Grain 93 0.85
C2112 01 04 C2112PL1/THS/A | FAWORYT 300 SL Straw 93 0.93

DAA: Days after application

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

LOD = 0.002 mg/kg

LOQ = 0.01 mg/kg
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1.1.1.1  Application details
Application Application
Plot Test ltem(s) Application T.arget Rate of the Rate ?f the Spray
No. Timing Formulated active volume
Product substance
u Untreated - - -- - --
T | FAWORYT 300 SL T1 BBCH 20 0.4 Liha 120gha | 2205000
1.1.1.2 Sampling Details
Sampling | p . Timing Matrix Min.
event Sample size
U 0 DBA Whole plants 0.1 kg, 12 plants
S1
T 0 DAA Whole plants 0.1 kg, 12 plants
s2 T BBCH 39 Whole plants 0.2 kg, 12 plants
S3 T BBCH 59 Whole plants 0.5 kg, 12 plants
Ears 0.5 kg from 12 plants
S4 T BBCH 77
Rest of plants 1 kg from 12 plants
Grain 1 kg from 12 plants
S5 uT BBCH 89
Straw 0.5 kg from 12 plants
DBA : Days before application
DAA : Days after application
Trial No. Principal Investigator T?fpe of Crop European Region,
trial area Country
1 |C2118 ND1 | Rémi DUTERTE DC Winter wheat | North Hauts de-France,
DC: Decline curve
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Trial No Cro Variety Crop density ﬁ?::t?r? | Soil type H Organic
: P (kg/ha) e P matter (%)
Winter
C2118ND1 | s PORTHUS 180 26/11/2021 | Loam 7.5 22

Length Number Distance
. Type Model of the of the Between | Pressure
Trial No. Sprayer type of
of nozzles nozzles boom nozzles (bars)
nozzles
(m) (cm)
TEEJET XR
C2118 ND1 Pulvexper Flat Fan 110 015 VS 3 9 33 2
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. Deviation from
L Active " Spray Growth
Trial No. Plot App:zatlon substance th?_ |n:c:_endedt volume Date stage
: rate (g/ha) | @PP 'C?,;‘;’“ rate (L/ha) (BBCH)
(]
C2118 ND1 T 1 124.0 +33 207 18/04/2022 29

Trial No Sampling A;;';‘:' A;L‘::' Actual Growth Stage (BBCH)
1 18/04/2022 $ : 3 gﬁﬁ 20
2 18/05/2022 30 39
C2118 ND1 3 01/06/2022 44 50
4 07/07/2022 80 77
5 25/07/2022 08 80

DAA: Days after application

DBA: Da

before a

lication
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TRIAL No. C2118 ND1
. Harvest / . Storage . Storage
Sl | pwasampiono. | samaing | SN | Gmecr | A | e
C2118 01 01 C2118ND1 /U0 /A 18/04/2022 | 05/04/2023 352 07/04/2023 2
C2118 0102 C2118 ND1/TO/ A 18/04/2022 | 05/04/2023 352 07/04/2023 2
C2118 01 03 C2118 ND1/T39/ A 18/05/2022 | 05/04/2023 322 07/04/2023 2
C2118 01 04 C2118 ND1/T59/ A 01/06/2022 | 05/04/2023 308 07/04/2023 2
C2118 0105 C2118 ND1 /T7TE /A | 07/07/2022 | 26/04/2023 293 03/05/2023 7
C2118 01 06 C2T18 ND1 / T77R /A | O7/07/2022 | 19/04/2023 286 20/04/2023 1
C2118 01 07 C2118 ND1 /UHG T A | 25/07/2022 | 27/04/2023 276 05/05/2023 8
C2118 0108 C2118 ND1/UHS /A | 25/07/2022 | 28/04/2023 277 30/04/2023 2
C2118 01 09 C2118 ND1/THG /A | 25/07/2022 | 27/04/2023 276 05/05/2023 8
Cc2118 0110 C2T18 ND1/THS /A | 25/07/2022 | 28/04/2023 277 30/04/2023 2
“Frozen storage time of samples from sampling to extraction (days)
** Refrigerated storage time of final extracts, from extraction to analysis (days)
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Expiry date
Solvent Concentration St°fa.9° P ry
conditions | (Preparation + ...)

Stock solution .

. Acetonitrile =1 mg/mL Frozen 6 months
Clopyralid
Stock solution

. ; Methanol =1 mg/mL Frozen 6 months
Clopyralid glycine
Spiking solutions . -
Clopyralid glycine Acetonitrile 0.2, 2,20 or 200 pg/mL Frozen 1 month
Intermediate calibration
solutions Control extract =200 and 20 ng/mL Refrigerated 14 days
Clopyralid
Matrix-matched
Calibration solutions Control extract =04 to 24 ng/mL Refrigerated 14 days
Clopyralid
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Blank Samples:
. Clopyralid
Analytical . C_Iopyralld glycine
Matrix residues found .
sample No. (mglkg) residues found
g’a (mglkg)
S616 01 11 Whole plants NDR NDR
S607 01 11 Ears NDR NDR
S606 01 31 Rest of plants NDR NDR
S617 01 11 Grain NDR NDR
S618 01 11 Straw NDR NDR
Spiked samples:
. Fortification o . Storage
Analytical Sample Matrix level % | Extraction | e of Spiked with
o. Recovery date o
(mglkg) extracts
S616 01 AA 0.01 93.5% 05/04/2023 2
S616 01 BA D100 Whole plants 10 85.0% 06/04/2023 1
S616 01 CB D200 20 73.0% 13/04/2023 i}
SE607 01 AA 0.01 73.6% 26/04/2023 6
S607 01 BAD10 Ears 1.0 93.2% 26/04/2023 7
S607 01 CA d100 10 90.4% 09/05/2023 1 ) ]
S606 01 EA 0.01 78.7% 28/04/2023 1 Clopyralid glycine
. - (1]
Rest of plants
S606 01 DA D10 0.99 71.5% 19/04/2023 1
S617 01 CA Grai 0.01 89.3% 16/05/2023 0
rain
S617 01 BAD10 1.0 75.1% 27/04/2023 8
S618 01 AA - 0.01 76.6% 28/04/2023 2
raw
5618 01 BAD10 1.0 84.0% 02/05/2023 3
*Amount in control subtracted if above LOD.
“*Refrigerated storage time of final extracts, from extraction to analysis (days)

Table 1 TRIAL No. C2118 ND1
. Clopyralid
Analytical Field sample No. Treatment Matrix DAA | residues found
sample No.
(mglkag)

C2118 01 01 C2118 ND1/UD /7 A - Whaole plants - NDR
Cc2118 0102 C2118 ND1/TO /A FAWORYT 300 SL | Whole plants 0 7.78
Cc2118 0103 C2118 ND1/T39/A | FAWORYT 300 SL | Whole plants 30 0.58
Cc2118 0104 C2118 ND1/T59/A | FAWORYT 300 SL | Whole plants 44 0.48
C2118 0103 C2118 ND1/T7/7E/A | FAWORYT 300 SL Ears 80 0.34
C2118 01 06 C2118 ND1/T77R /A | FAWORYT 300 SL | Rest of plants a0 0.25
c2118 01 07 C21M8 ND1 /UHG /A - Grain - NDR
Cc2118 0108 C2118 ND1/UHS /A - Straw - NDR
Cc2118 01 09 C2118 ND1/THG /A | FAWORYT 300 SL Grain 98 0.26
Cc2118 0110 C2118 ND1/THS /A | FAWORYT 300 SL Straw 98 0.50

DAA: Days after application

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

LOD = 0.002 mg/kg

LOQ = 0.01 mg/kg
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A214 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation)

A214.1 Processing studies on a core set of representative processes

Data matching studies have been evaluated by RMS - Finland. As a result of the assessment all reports
were accepted and considered as equivalent to protected studies. Therefore, to support the renewal of
authorization of CHR/H/CPD300SL/Major 300SL, Cloe 300SL, ProSto 300SL INNVIGO is allowed to
refer to EU approved reports.

A215 Magnitude of residues in representative succeeding crops

No new studies submitted.

A21.6 Other/special studies

No new studies submitted.
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Appendix 3  Pesticide Residue Intake Model (PRIMo)

TMDI calculations

HE . Input values
P clopyralid (F)
x [LOGs (mg/kg) range from: to: Details - chronic risk Supplementary results -
ik e S a - i ical refe values assessment chronic risk assessment
[ADI (mg/kg bwiday): 015 [ARID (mgjkg bw). 07
i Details - acute risk Details - acute risk
European Food Safety Authority source of AD ource of ARID: 4
. assessment/children assessment/adults
EFSA PRIMo revision 3.1; 2019/03/19 Year of evaluation: |Year of evaluation:
[Comments:
INo of ihe ADI - Exposure resulting from
MRLs set at | commodiies ot
i
Expsoure | Highest contributor to. 2nd contributor to 3rd contributor to MS. the Lo | et AD)
Calculated exposure (ug/kg bw per MS diet | Commodity / MS diet |Commodity / i |Commodity / (in % of ADI)
(% of AD) M Diet day) (0 %01ADY _fgroup o omcites (in% of ADI) _|group of commoities (in% of ADI) _|group of commocities
1% ‘GEMS/Food G06 2320 1% Wheat 10% Sugar beet roos 0.0% Rapeseeds/canola seeds.
14% NL chilg 2100 8% eat % Sugar beet roots 02% Rapeseeds/canola seeds
3% IT toddler 19.94 13% Wheat Grapefnis
12% NL toddler 1755 8% heat 3% Sugar beet roots 03% Rapeseeds/canola seeds
12% FRehild 3 15 yr 1746 9% eat 2% Sugar beet roots 00% Rapeseeds/canola seeds
1% RO general 16.52 10% Wheat 09% |Sugar beet roots
10% UK toddler 14.96 8% Wheat 2% Sugar beet roots
9% GEMS/Food G15 1373 9% Wheat 01% Rapeseeds/canola seeds
9% ES chid 1348 % Wheat 01% Sugar beet rools
9% DK child 1325 9% Wheat 00% Rapeseeds/canola seeds
9% GEMS/Food GO7 1293 8% Wheat 02% Rapeseeds/canola seeds 0.0% Sugar best roots
8% DE child 1261 8% Wheat 00% Rapeseeds/canola seeds
8% GEMS/Food G08 1241 8% Wheat 0.1% Rapeseeds/canola seeds
8% 1T adut 1241 8% Wheat Grapefrui
$ 8% FRoddier 23 yr 1207 % Wheat 2% Sugar beet 00% Rapeseeds/canola seeds
8% GEMS/Food G10 11.89 8% eat 01% apeseedsicanola seeds 0% |Sugar beet rool
8% PT general 176 8% Wheat Grapefnits
% DE women 14-50 yr 1103 % Wheat % Sugar beet roots 0.0% Rapeseeds/canola seeds
% GEMS/Food G11 1082 % Wheat Grapefnils
% DE general 988 4% Wheat 3% |Sugar beet roots 0.0% Rapeseeds/canola seeds
6% SE general 9561 6% Wheat rapeuits
% UKinfant 927 5% Wheat 09% Sugar beet roots
% NL general 880 % Wheat 2% ugar beet rools 01% Rapeseeds/canola seeds
5% FR adult 7.48 4% Wheat 05% Sugar beet roots 0.0% Rapeseeds/canola seeds
5% ES adult 718 5% Wheat 0.1% Sugar beet roots
5% E adult 689 5% eat Grapefnts
4% UK vegetarian 667 4% Wheat 04% Sugar beet roos
% UK adut 559 3% Wheat 04% Sugar beet roots
2% FRinfant 371 2% Wheat 09% Sugar beet roots 00% Rapeseedsicanola seeds
2% Flayr 362 2% Wheat 00% Rapeseeds/canola seeds
2% € child 349 2% Wheat Graperuits
2% DK adut 337 2% Wheat Grapeuits
2% LT adult 316 2% Wheat Grapefnis
2% 16 yr 295 2% Wheat 00% apeseeds/canola seeds
06% Fladut 096 0s% Wheat 0.0% Rapeseeds/canola seeds
Column? (Grapefnits Grapefnits
[Conclusion:
The estimated long-term distary intake (TMDUNEDIIEDI) was below the ADI.
The long-term ntake of residues of clopyrald (F) s unikely o present a pubiic health concern.
IEDI calculations- updated
e E . Input values
x clopyralid (F)
x [LOQs (mg/kg) range from: o Details - chronic risk Supplementary results -
ik e S a - i ical refe values assessment chronic risk assessment
[ADI (mg/kg bwiday): 015 [ARID (mgikg bw). 07
i Details - acute risk Details - acute risk
European Food Safety Authority Source of AD ource of ARD: e e
EFSA PRIMo revision 3.1; 2019/03/119 Year of evaluation: |Year of evaluation CEFEESIIRED i
[Commens:
INo of diets exceeding the ADI - Exposure resulting from
MRLs set at | commodiies ot
the L
Expsoure | Highest contrbutor to 2nd contributor to 3rd contributor to MS Pisger aeteeth
Calcuiated exposure (kg bw per MSdiet  |Commodity / MSdiet  |Commodiy / e |Commodity /
(% of AD) WS Diet day) (in% of ADI) _|group of commoites (in% of ADI) _|group of commoities (in% of ADI) _|group of commocities
% NLchid 559 % eat 2% Sugar beet roots 00% Rapeseeds/canola seeds.
4% GEMS/Food G06 554 % eal 03% Sugar beet rools 0.0% Rapeseeds/canola seeds
3% IT toddler 465 3% Wheat rapeuits
3% NL toddlr 445 2% Wheat 1% Sugar beet roots 00% Rapeseeds/canola seeds
3% FRchild 315 yr 439 2% eat 08% Sugar beet rools 0.0% Rapeseeds/canola seeds
3% RO general 397 2% Wheat 03% |Sugar beet roots
3% UK toddler 377 2% Wheat 0% Sugar beet roots
2% GEMS/Food G15 319 2% Wheat 00% Rapeseeds/canola seeds
2% ES child 316 2% Wheat 0.0% |Sugar beet rools
2% DK child 309 2% Wheat 0.0% Rapeseeds/canola seeds
2% FRoddier 23 yr 306 1% Wheat 06% Sugar beet 00% Rapeseeds/canola seeds
2% DE women 14-50 yr 207 % eat 10% Sugar beet root 0.0% peseeds/canola seeds
2% GEMS/Food GO7 207 2% Wheat 00% apeseedsi/canola seeds 0.0% |Sugar beet rools
2% DE child 294 2% Wheat 00% Rapeseeds/canola seeds
2% IT adult 289 2% eat Grapeuits
g 2% GEMS/Food G08 287 2% Wheat 00% Rapeseeds/canola seeds
2% GEMS/Food G10 275 2% Wheat 0.0% Rapeseeds/canola seeds 0.0% |Sugar beet roots
§ 2% PT general 274 2% [Wheat Grapefruits.
2% DE general 267 0% Sugar beet rools 0% Wheat 0.0% Rapeseeds/canola seeds
2% GEMS/Food G11 252 2% Wheat Grapefnuits
2% UKinfant 229 1% Wheat 03% Sugar beet roots
2% NL general 228 0% Wheat 06% Sugar beet roots 00% Rapeseedsicanola seeds
1% £ general 224 1% Wheat rapefnits
1% R aduit 181 1% Wheat 02% Sugar beet roots 0.0% Rapeseeds/canola seeds
1% ES adult 169 1% eat 00% Sugar beet roots
1% E adult 161 1% Wheat Grapefnis
1% UK vegetarian 160 10% Wheat 01% Sugar beet roots
09% UK adult 135 08% Wheat 01% Sugar beet roots
o7% FRinfant 098 04% Wheat 03% Sugar beet rools 0.0% Rapeseedsicanola seeds
08% Flayr 084 08% Wheat 00% Rapeseeds/canola seeds
05% € child 081 05% Wheat Graperuits
05% DK adut 079 05% Wheat Grapefuits
05% LT adult 074 05% Wheat Grapefnis
05% 16yr 068 05% Wheat 00% peseeds/canola seeds
0% Fladut 022 0% Wheat 00% Rapeseeds/canola seeds
Column? (Grapefnits Grapefnis
[Conclusion:
The estimated long-term distary intake (TMDUNEDIIEDI) was below the ADI.
The long-term ntake of resicues of clopyrald (F) s uniikely o present a pubiic health concern.
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Input values

Details - chronic risk
assessment

Supplementary results -
chronic risk assessment

Toxicological reference values

~.efsam

European Food Safety Authority Details - acute risk

assessment/adults

Details - acute risk
assessment/children

Normal mode
Chronic risk assessment: JMPR methodology (IEDI/TMDI)

‘commories not
under assessment
(in % of ADI)

MRLS setat
the LOQ

Expsoure (in % of ADI)

(hglkg bw per
da

[Sugar beet roots
(Grapefruits
[Sugar beet roots
[Sugar beet roots
[Sugar beet roots.
Sugar beet roots
Beetroots

[Sugar beet roots
Beetroots

[Sugar beet roots

[Beetroots.

Beetroots.
[Rapeseeds/canola seeds
Beetroots.

[Rapeseeds/canola seeds
[Rapeseeds/canola seeds
Beetroots.

[Rapeseeds/canola seeds
Beetroots.

[Rapeseeds/canola seeds
[Rapeseeds/canola seeds

[Rapeseeds/canola seeds
Beetroots [Rapeseeds/canola seeds
(Grapefruits

troots.
[Sugar beet roots
Beetroots
[Sugar beet roots
[Sugar beet roots
[Sugar beet roots
[Sugar beet roots.
[Sugar beet roots
Beetroots
[Sugar beet roots
[Sugar beet roots
[Sugar beet roots

Beetroots.

Beetroots.
Beetroots.
Beetroots.
Beetroots.

[Rapeseeds/canola seeds

[Rapeseeds/canola seeds

troots [Rapeseeds/canola seeds
Sugar beet roots. Beetr
Beetroots.
(Grapefruits

troots
[Rapeseeds/canola seeds
[Beetroots.

A 3.1 IESTI calculations - Raw commodities

Acute risk assessment /children Acute risk assessment / adults / general population Acute risk assessment /children Acute risk assessment / adults / general population
Details - acute risk assessment /children Details - acute risk assessment/adults Hide IESTI new calculati Show IESTI new calculations

The acute risk assessment is based on the ARTD. IESTI new calculations:

The calculation is based on the large porlon of the most citcal consumer group. The calculation is performed with the MRL and the peeling/processing factor (PF), taking into account the residue i the edible portion and/or the conversion factor forthe
residue definition (CF). For case 2a, 2b and 3 calculations a variability factor of 3 is used. Since this methodology is not based on intemationally agreed principles, the
results are considered as indicative only
|Since this methodology is not based on internationally agreed principles, the results are considered as indicative only.

Show results of IESTI calculation for all crops
$ IESTI new 1new
E Results for children Results for adults Results for children Results for adults
2 [No. of commodities for which ARIDIADI s No. of commdities for which ARTD/ADI is exceeded No. of commodities for which ARIDIADI is No. of commdities for which ARIDIADI is exceeded (IESTI
E |exceeded (IESTI): - (IESTI) e |exceeded (IESTI new): - new): -
§
2 [esn iEsT ST new ST new
2 MRL / input MRL/ input MRL/ input MRL/ input
§ Highest % of forRA  Exposure |  Highest%of forRA  Exposure |  Highest % of forRA  Exposure |  Highest % of for RA Exposure
g ARMIADI___Commodiies (make)  (ohgbw) | ARDIADI  Commodites (make)  (ugbw) | ARMIADI  Commodities (rgkg)  (akgbw) | ARDIADI _Commodiies (rgka)  (uakgbw)
H 6% Wheat 3/07 10 3% Wheat 3107 59 25% Wheat 3/3 43 15% eat 3/3 25
0.02% Rapeseeds/canola seeds 05/0.03 0.03 0.01% Rapeseeds/canola seeds 0.5/0.03 0.01 0.4% Rapeseeds/canola seeds 05/05 069 0.2% Rapeseeds/canola seeds 05/05 0.26
list

| Total number of commodities exceeding the ARfD/ADI in | Total number of commodities found exceeding the

|children and adult diets. |ARFD/ADI in children and adult diets

[(ESTI calculation) ((ESTI new calculation)

F Results for children Results for adults Results for children Results for adults

£ [No of processed commoities for which ARTD/ADI No of processed commodities for which ARTD/ADI is INo of processed commodities for which ARTD/ADI No of processed commodities for which ARfD/ADI is

‘é is exceeded (ESTI) lexceeded (IESTI) s exceeded (IESTInew): lexceeded (IESTI new}

E IESTI IESTI IESTI new. IESTI new

s MRL /nput VL nput MRL /Tnput MRL /input

H Highest % of forRA  Exposure |  Highest%of forRA  Exposure |  Highest % of for RA posure | Highest % of for RA Exposure

é ARMIADI __Processed commoditis (maka)  (ualkg bw) ARMIADI ___Processed commodities (mgkg)  (ugkg bw) ARDIADI __ Processed commodiies ___(makg) _(ualkg bw) ARIDIADI __ Processed commodiies (mgkg)  (ualkg bw)

8 ‘Sugar beets (root) / sugar 1/384 35 8% ‘Sugar beets (root) / sugar 11384 14 65% ‘Sugar beets (root) / sugar 1/12 110 26% "Sugar beets (root) / sugar 1712 a4

a 5% Wheat / milling (flour) 3/07 85 2% Wheat / breadipizza 3/07 3.1 21% Wheat / milling (flour) 313 36 8% Wheat / bread/pizza 3/3 13

2% Wheat/ miling (wholemeal}  3/0.7 39 2% Wheat/ pasta 3/07 27 10% Wheat / millng (wholemeal)- 313 17 % Wheat / pasta 3r3 7
0.0% Rapeseeds / ois 05/005 % Wheat / bread (wholemeal)  3/0.7 24 2% Rapeseeds / ols 05/1 29 6% Wheat / bread (wholemeal) 3/3 10
MiczBA #CZBA #ICZBA #LICZBA #LczeA #LICZBA MICZBA #ICZBA #LICZBA #LIcZBA #LICZBA  #LICZBA #LIcZBA #LICZBA #LICZBA  #LICZBAL
HICZBA  #LICZBA #ICZBA #LICZBA #CZBA #LCZBA HICZBA  #LICZBA #LicZ8A #LiczBA #ICZBA  #LICZBA #LcZBA #LcZBA #ICZBA #LICZBA!
HICZBA  #LICZBA #ICZBA #LICZBA #CzZBA #LCZBA HICZBA #LICZBA #LicZ8A #LiczBA #ICZBA  #LICZBA #LczBA #LIcZBA #ICZBA  #LCZBA!
HICZBA  #LICZBA #ICZBA #LICZBA #CzBA #LCZBA HICZBA #LICZBA #LicZ8A #LiczBA #ICZBA  #LICZBA #LicZBA #LicZBA #ICZBA #LICZBA!
HICZBA  #LICZBA #ICZBA #LICZBA #CZBA #LCZBA HICZBAI  #LICZBA #LicZ8A #LiczBA #ICZBA  #LICZBA #LiczBA #LIcZBA #ICZBA  #LICZBA!
HICZBA  #LICZBA #ICZBA #LICZBA #CzZBA #LCZBA HICZBA #LICZBA #Licz8A #LiczBA #ICZBA  #LICZBA #LIcZBA #LiczBA #ICZBA  #LCZBA!
HICZBA  #LICZBA #ICZBA #LICZBA #czZBA #LCZBA HICZBA  #LICZBA #LicZ8A #LiczBA #ICZBA  #LICZBA #LcZBA #LiczBA #ICZBA #LICZBA!
HICZBA  #ICZBA #ICZBA #LICZBA #CzBA #LICZBA HICZBA  #LICZBA #LIcZ8A #LiczB #ICZBA  #LICZBA #LiczBA #LicZBA #ICZBA  #LICZBA!
HICZBA  #LICZBA #ICZBA #LICZBA #CzBA #LCZBA HICZBA #LICZBA #Licz8A #LiczBA #ICZBA  #LICZBA #LiczBA #LIcZBA #ICZBA #LCZBA!
HICZBA  #LICZBA #ICZBA #LICZBA #CzBA #LICZBA HICZBA  #LICZBA #Licz8A #LicZBA #ICZBA  #LICZBA #LiczBA #LicZBA #ICZBA #LCZBA!
#ICZBA _ #CZBA #ICZBA__#LicZBA #CzBA #LICZBA HICZBA __#iczBA #LIcZBA #LicZBA #ICZBA__#LICZBA #LicZBA #LIcZBA #LICZBA __ pLCZBAl
st ]
]
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Acute risk assessment /children Acute risk assessment / adults / general population Acute risk assessment /cl Acute risk assessment / adults / general population
Details - acute risk assessment /children Details - acute risk assessment/adults e [ESTI new calculati how IESTI new calculatiol
The calculation s based on the large porton of the most critcal consumer group. IThe calculation is performed with the MRL and the peeling/processing factor (PF), taking into account d factor for th
residue definiion (CF). For case 2a, 2b and 3 calculations a variabiity factor of 3 fs used. Since this methodology is not based on interationally agreed principles, the
resuits are considered as indicative only.
ISince this the results are considered as indicative only.
Show results of IESTI calculation for all crops
IESTI new IESTI new
[Results for aduits Results for children Results for adults.
INo. of commaies for which ARD/ADIis exceeded No. of commoities for which ARTDIADI is INo. of commoities for which ARTD/ADI is exceeded (ESTI
(EST) lexceeded (IESTInew) new) =
ESTinew |ESTInew
MRL/input NRL/ input VRL/ input MRL/ input
forRA for RA Highest % of forRA  Exposure Highest % of for RA Exposure
m ARM/ADI___ Commotes. (mgka)  (ugkgbw) ARM/ADI___ Commoes. (mghg) (ug/kg bw)
Beetroots 17015 17045 25% Wheat 3/3 43 15% Wheat 3/3 %
% Wheat 3/041 59 2% Wheat 3/041 34 14% eetroots 11 2 6% Beelroots 111 0
Rapeseedsicanolaseeds  05/0.02 0.00% Rapeseeds/canolaseeds  05/002 001 04% Rapeseeds/canclaseeds  05/05 069 02% Rapeseeds/canola seeds. 05/05 026
Expandicollapse list
of it the
|ARFDIADI in children and adult diets.
((ESTI new calculation)
A 3.2 IESTI calculati P d diti
. calculations - Processed commodities
Acute risk assessment /children Acute risk assessment / adults / general population Acute risk assessment /children Acute risk assessment / adults / general population

Details - acute risk assessment /children Details - acute risk assessment/adults

Hi

e IESTI new calculat

The acute risk assessment is based on the ARID.
‘The calculation is based on the large portion of the most critical consumer group.

how IESTI new calculations
IESTI new calculations:

IThe calculation is performed with the MRL and the peeling/processing factor (PF), taking into account the residue in the edible portion andor the conversion factor for the
residue definition (CF). For case 2a, 2b and 3 calculations a variabilty factor of 3 is used. ‘Since this methodology is not based on intemationally agreed principles, the
results are considered as indicative onl;

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

Show results of IESTI calculation for all crops
2 IESTI new IESTI new
£ [Results for children Results for adults. Results for children [Results for aduits
8 |No. of commodiies for which ARTD/ADI is No. of commodities for which ARTD/ADI is excoeded INo. of commodities for which ARID/ADI is No. of commdities for which ARD/ADI is exceeded (IESTI
£ |exceeded (EST), (ESTI): — lexceeded (ESTI new): = Inew): —
H
3 lesn IESTI ESTI new ESTinew
H MRL/input MRL/ input MRL / input MRL /input
H Highest % of frRA  Exposure Highest % of forRA  Exposure Highest % of forRA  Exposure Highest % of for RA Exposure.
g ARfD/ADI____ Commodities (mghg)  (ug/kg bw ARMD/ADI____ Commodities (mokg)  (uglkg bw) ARMD/ADI___ Commodies (moka)  (ugik bw) ARD/ADI___Commodities (mgkka)  (uglka bw)
£ % Wheat 3/0. 0 3% Wneat 310 59 25% Wheat 3/3 43 5% Wheat 3/3 25
0.02% Rapeseedsicanola seeds  0.5/0.03 003 0.01% Rapeseedsicancla seeds  0.5/0.03 001 04% Rapeseedsicanola seeds  05/0.5 069 02% Rapeseeds/canola seeds 05105 026
tst
Total number of commadities exceeding the ARTDIADI in [Total number of commadities found exceeding the
children and adult diets. |ARFD/ADI in children and adult diets
[0EST! calculation) |(ESTI new calculation)
g [Results for children Results for adults Results for children [Results for adults
£ |Noof processed commodities for which ARTDIADI No of processed commodiies for which ARMDIADI is INo of processed commodities for which ARTD/ADI INo of processed commodtes for which ARTD/ADI is
8 |is excooded (ESTI) —lexcecded (EST) — _is exceeded (IESTI new) — |owceeded (IESTi new) -
E |Esn IESTI IESTI new IESTI new
s MRL Jinput MR/ nput MRL /input MRL /input
H Highest % of forRA  Exposure Highest % of forRA  Exposure Highest % of forRA  Exposure Highest % of for RA Exposure
g /ADI___Processed commodities (mgkg)  (ugkgbw ARID/ADI___Processed commodities (mghg)  (ugkg bw) ARMD/ADI___Processed commodities (mgkg)  (ug/k bw) ARMDI/ADI__Processed commodities (mgikg)  (uglkg bw)
8 21% ‘Sugar bests (roo) | sugar  1/3.84 35 B3 ‘Sugar bests (roo) | sugar  1/3.84 4 65% Sugar beels (roof) /sugar _ 1/12 10 26% Sugar bees (1oo) / sugar 1712 73
o 5% Wheat / milling (flour) 3/07 85 2% Wheat / bread/pizza 3/07 3.1 21% Wheat / milling (flour) 3/3 36 8% 3/3 13
2% Wheat / miling (wholemeal): ~ 3/0.7 39 2% Wheat / pasta 3/07 27 10% Wheat  millng (wholemeal)- 313 17 7% 3/3 1
0.0% Rapeseeds / ois 051005 001 % Wheat / bread (wholemeal)  3/0.7 24 02% Rapeseads / olls 0511 029 6% Wheat / bread (wholemeal) 3/3 10
#LICZBAI  #LICZBAI #LICZBAI  #LICZBA #LICZBA #LICZBA #LICZBAI  #LICZBA #LICZBA #LICZBA #LCZBAI  #LICZBA #LICZBA HLICZBA! #LCZBAI  #LICZBAl
#LICZBAI  #LICZBAI #LICZBAI  #LICZBA #LICZBA #LICZBA #LICZBAI  #LICZBA #LICZBA #LICZBA #LCZBAI  #LICZBA #LICZBA HLICZBA #UCZBAI  #LICZBAI
#LCZBAI  #LICZBAI #UCZBAI  #LICZBA #LICZBA #LICZBA #LICZBAI  #LICZBA #LICZBA #LICZBA #LCZBAI  #LICZBA #LICZBA HLICZBA #UCZBAI  #LICZBAI
#LICZBAI  #LICZBAI #LICZBAI  #LICZBA #LICZBA #LICZBA #LICZBAI  #LICZBA #LICZBA #LICZBA #LCZBAI  #LICZBA #LICZBA HLICZBA #UCZBAI  #LICZBAI
#LCZBAI  #LICZBAI #LCZBAI  #LICZBA #LICZBA #LICZBA #LICZBAI  #LICZBA #LICZBA #LICZBA #UCZBAI  #LICZBA #LICZBA HLICZBA #UCZBAI  #LICZBAI
#LCZBAI  #LICZBAI #LCZBAI  #LICZBA #LICZBA #LICZBA #LICZBAI  #LICZBA #LICZBA #LICZBA #LCZBAI  #LICZBA #LICZBA #LICZBA #UCZBAI  #LICZBAI
#LICZBAI  #LICZBAI #LICZBAI  #LICZBA #LICZBA #LICZBA #LICZBAI  #LICZBA #LICZBA #LICZBA #LCZBAI  #LICZBA #LICZBA HLICZBA #UCZBAI  #LICZBAI
#LICZBAI  #LICZBAI #LICZBAI  #LICZBA #LICZBA #LICZBA #LICZBAI  #LICZBA #LICZBA #LICZBA #LCZBAI  #LICZBA #LICZBA HLICZBA #UCZBAI  #LICZBAI
#LCZBAI  #LICZBAI #LICZBAI  #LICZBA #LICZBA #LICZBA #LICZBAI  #LICZBA #LICZBA #LICZBA #LCZBAI  #LICZBA #LICZBA HLICZBA #UCZBAI  #LICZBAI
#LICZBAI  #LICZBAI #LICZBAI  #LICZBA #LICZBA #LICZBA #LICZBAI  #LICZBA #LICZBA #LICZBA #LCZBAI  #LICZBA #LICZBA #LICZBA #UCZBAI  #LICZBAl
#LICZBA__ #LICZBAI #LUICZBAI __ #LICZBA #LICZBA #LICZBA #LICZBAI __ #LICZBA #LICZBA #LICZBA #LICZBAI _ #LICZBA #LICZBA HLICZBA #UCZBA__ #LICZBA ‘
st
|
Results for children [Results for adults. Results for children Results for adults
INo of processed commorities for which ARTDIADI INo of processed commotes for which ARTDIADI INo of processed commoxities for which ARTD/ADI INo of processed commorites for which ARDIADI is
is excoeded (ESTI) is exceeded (EST) is exceeded (IESTI new): lexceeded (ESTI new): =
IESTI new IESTI new
VRL/ input VRL/input WRL/input
for RA forRA  Exposure Highest % of for RA Exposure
(mg/ka) /ADI___Processed commoiies __(maka) (kg bw) ARID/ADI P (mgkg) (ugkabw)
Beelroots / bolled Sugar beets (rool) /sugar  1/12 110 26% Sugar beets (roo) / sugar 1112 ]
1% Sugar beets (roo) / sugar 1106 22 23% ‘Wheat / miling (four) 3/321 39 10% Beetroots / boled 111 17
10% Wheat / pasta 3/043 17 1% Betroots / boled 11 19 7% Wheat / pasta 31321 12
06% Wheat / bread (wholemeal)  3/0.3 10 7% Wheat / milling (wholemeal)- 3 /222 12 5% Wheat / bread (wholemeal) 31222 78
Wheat / breadipizza 3/004 016 2% Rapeseeds  ols 0511 029 Wheat / breadipizza 3/027 12
#LICZB #LICZBA #LICZBA #UCZBAI  #LICZBA #LICZBA #LICZBAI HICZBA  HLICZBA
#ICZBA #LICZBA #ICZBA  #LCZBA #LIczBA #ICZBA #ICZBA  #LICZBA
A
A
#LICZBA #LICZBA #LICZBA #LICZBA __#LCZBA #ICZBA!
Expandcollapse st
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