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7 Metabolism and residue data (KCA section 6)

7.1 Summary and zRMS Conclusion

February 2023 assessment of the document completed by the applicant
Storage stability

Fenazaquin residues in high acid and in high water content are stable for at least 12 months. TBPE is sta-
ble in grapes, raisins and orange pulp for at least 18 months, and in orange peel for at least 12 months
under frozen conditions. 4-OHQ residues in fortified matrices of grapes, raisins, and citrus (orange peel
and pulp) are stable under frozen conditions for at least 18 months.

Additional information on TBPE stability in the high water content matrix is required.
Metabolism in plants and animals

The data evaluated during the Annex | inclusion of the active substance are sufficient to describe the be-
havior of the formulated product, and no further studies are required.

Plant residue definition for monitoring: Fenazaquin (Regulation No. 2019/50, Reg. (EU) 2022/1324)
Plant residue definition for risk assessment (EFSAJournal2020;18(1):5955):

Fruits: 1) fenazaquin and 2) TBPE

Leafy vegetables(tentative): 1) fenazaquin and 2) TBPE

All uses under consideration in the framework of this evaluation belong to the fruits and fruiting vegeta-
ble crop group and are covered by the metabolism studies assessed at European level.

Magnitude of residues in plants
Melon, Tomato, Strawberry

No new data are submitted in the framework of this application.
Residue studies are on-going.
Uses are not accepted
Residue trials on melons, tomato and strawberry are required.
New data were submitted in the framework of this application
Melon (4 trials)
Trials GAP: 1 x 0.15 kg.a.s./ha, BBCH 79, PHI 7 days, indoor
Residues:
Fenazaquin:
4 x <0.01 mg/kg
TBPE
4 x <0.01 mg/kg
Application rate per treatment is too low to cover the proposed in GAP.
Acceptable application rate per treatment is 0.15 kg.a.s./ha.
Data GAP (necessary to accept the trials): information on TBPE stability in the high water content matrix.

Tomato (8 trials)
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Trials GAP: 1 x 0.15 kg.a.s./ha, BBCH 85, PHI 3 days, indoor
Residues:

Fenazaquin:

4 x0.01, 2x0.02,0.03, 0.04 mg/kg

TBPE

8 x <0.01 mg/kg

Application rate per treatment is too low to cover the proposed in GAP.
Acceptable application rate per treatment is 0.15 kg.a.s./ha.

Number of applications in the residue trials is too low to cover the proposed in GAP. Acceptable number
of applications is 1.

Data GAP (necessary to accept the trials): information on TBPE stability in the high water content matrix.

Strawberry (8 trials)
Trials GAP: 1 x 0.2 kg.a.s./ha, BBCH 85, PHI 3 days, indoor
Residues:
Fenazaquin:
0.02, 0.04, 0.06, 0.07, 0.16, 0.22, 0.34, 0.37 mg/kg
TBPE
4 x <0.01, 0.01, 0.02, 0.17, 0.19 mg/kg

Sufficient acceptable trials are available to support the proposed uses. Number of applications in the resi-
due trials is too low to cover the proposed in GAP. Acceptable number of applications is 1.

The residues arising from the accepted use will not exceed the MRLs for strawberry (0.4 mg/kg ; Reg.
(EVU) 2022/1324).

Use is accepted with number of application: 1.
Ornamentals

Uses are accepted

Magnitude of residues in livestock

Uses on melon, ornamentals, tomato and strawberry are not edible for European livestock, therefore, die-
tary burden calculations are not necessary.

Processing studies

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

Additional information on processed commodities to cover proposed uses is not required.
Magnitude of residues in representative succeeding crops

Not relevant as the intended uses consider only glasshouses.

Consumer risk assessment

New calculations were provided.

The accepted uses of Fenazaquin in the formulation RULER 10 EC do not represent unacceptable acute
and chronic risks for the consumer.
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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 Fenazaquin
10% EC are presented in Table 7.1-1. They have been selected from the individual GAPs in the EU for
ornamentals, strawberry, melon and tomato. A list of all intended uses within the EU is given in Part B,
Section 0.

Justification for the selection of the critical GAP

Overall conclusion

cerm:
As far as consumer health protection is concerned, authority, ZRMS agrees with the authorization of the
intended use on ornamentals and strawberries.

Data gaps

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

Noticed data gaps are:
« Additional information on TBPE stability in the high water content matrix.

« Melon: Application rate per treatment in the residue trials is too low to cover the proposed in GAP.
Acceptable application rate per treatment is 0.15 kg.a.s./ha. Additional information on TBPE stabil-
ity in the high water content matrix is required.

. Tomato: Application rate per treatment in the residue is too low to cover the proposed in GAP.
Acceptable application rate per treatment is 0.15 kg.a.s./ha. Number of applications in the residue
trials is too low to cover the proposed in GAP. Acceptable number of applications is 1. Additional
information on TBPE stability in the high water content matrix is required.

« Strawberry: Number of applications in the residue trials is too low to cover the proposed in GAP.
Acceptable number of applications is 1.
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Table 7.1-1: Acceptability of critical GAPs (and respective fall-back GAPs, if applicable)
1 2 3 4 5 6 7 8 9 10 11
F,
Fn, Formulation Application Application rate per treatment
GAP Crop and/ Fpn Pests or PHI
number ituati Zone Product G, Group of pests (days) | Conclusion
(see part | OF sttuation code Gn,
B.0)* Gpn controlled Type |[Conc. |method |growth number | interval kg as/hL | water L/ha | kg as/ha
or Ofas |kind stage & | min gew;liigr:ions
*k*k
! season max (r?]?n) min max [min max |min max
1 Melon CEU/SEU/NEU | SHA 9700 |G Spider mites SC 200 g/L | Foliar BBCH70- |1 NA - 1000 0.2 7
B spray 79
2 Ornamentals | CEU/SEU/NEU | SHA 9700 |G Spider mites sC 200 g/L | Foliar BBCH 35- |2 7 - 1000 0.2 - A
B spray 67
3 Tomato CEU/SEU/NEU | SHA 9700 |G Spider mites SC 200 g/L | Foliar BBCH51- |2 7 - 1000 0.2 3
B spray 89
4 Strawberry | CEU/SEU/NEU | SHA 9700 |G Spider mites SsC 200 g/L | Foliar BBCH 15- |2 7 - 1000 0.2 3 A
B spray 91 1 Acceptable
number of
applications
is 1.

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

and non-professional greenhouse use, I: indoor application

Explanation for Column 11 “Conclusion”

A | Exposure acceptable without risk mitigation measures, safe use

R | Further refinement and/or risk mitigation measures required

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

The preparation Fenazaquin 10% EC is composed of Fenazaquin.

Table 7.1-2: Toxicological reference values for the dietary risk assessment of Fenazaquin
Reference Source Year Value Study relied upon Safety factor
value
Fenazaquin
ADI EFSA 2013 0.005 mg/kg bw/d |2-year oral rat study 100
ARTD EFSA 2013 0.1 mg/kg bw Developmental rat study 100
7.1.2.1 Summary for Fenazaquin
Table 7.1-3: Summary for Fenazaquin
Sample Chronic | Acute risk
Plant me- | Sufficient | PHI suffi- | storage .
Use- . . : MRL com- | risk for for con-
No.* Crop tabolism residue | ciently sup- | covered .
0. - . pliance | consumers | sumers
covered? trials? ported? | by stabil- : - . .
: identified? | identified?
ity data?
1 Melon Ne-C Ne-Yes Ne-Yes No Ne-Yes No
2 Ornamentals | Ne-Yes NR NR No NR No
No
3 Tomato Ne-Yes Ne-Yes Ne-Yes No Ne-Yes No
4 Strawberry | Ne-Yes Ne-Yes Ne-Yes Yes Ne-Yes No
* 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 Fenazaquin 10% EC
Table 7.1-4 : Information on Fenazaquin 10% EC (KCA 6.8)
PHI for Fenazaquin PHf:c{ Wittl]uholding 2632‘1* PHI for Fena- zZRMS Comments
Crop 10% EC SUTHEIenTly SUppOrteqior | zaquin10% EC | i different PHI
proposed by applicant Fenazaquin proposed by zZRMS proposed)
Melon NR 7 NR Yes
Ornamentals | NR NR
Tomato NR 3 NR Yes
Strawberry |NR 3 NR Yes

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

7.2 Fenazaquin

General data on Fenazaquin are summarized in the table below (last updated 2019/03/20)

Table 7.2-1:  General information on Fenazaquin
Active substance (ISO Common Name) Fenazaquin
IUPAC 4-tert-butylphenethyl-quinazolin-4-yl ether

Chemical structure

N

N

Molecular formula

—=N
Ca0H22N20

Molar mass

cj—CHZCHz@CcCHS;S
306.4 g/mol

Chemical group

It is a mitochondrial electron transport inhibitor acaricide

Mode of action (if available)

It is a mitochondrial electron transport inhibitor acaricide

Systemic

No

Company

Gowan Comércio Internacional e Servigos Limitada

Rapporteur Member State (RMS)

RMS: Germany
Co-RMS: Poland

Approval status

Approved

Date of (01/06/2011) and reference to decision (COM-
MISSION DIRECTIVE 2011/39/EU - REGULATION
(EU) No 2018/1266)

Restriction

Only uses as acaricide in greenhouse may be authorised.

Review Report

SANCO/10324/2011 — final
11/03/2011

Current MRL regulation

Regulation (EU) No 2019/50

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

Pending

EFSA Journal: Conclusion on the peer review

Yes (EFSA Journal 2013;11(4)3166)

EFSA Journal: conclusion on article 12 No
Current MRL applications on intended uses EFSA-Q-2009-00048
Commaodities

Status: Evaluation ongoing



https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32011L0039&from=EN
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32018R1266&from=EN
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7.2.1 Stability of Residues (KCA 6.1)

7.2.1.1 Stability of residues during storage of samples

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

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

Data relied on in EU

Fenazaquin

Plant products

Greece 2006, 2010, 2012
Orange High acid content 12 months EFSA 2010, 2013
Gambie, Draper, 1993

Greece 2006, 2010, 2012
EFSA 2010, 2013
Gambie, Butcher, Laurie,
1994

Grapes High acid content 12 months

Greece 2006, 2010, 2012

Tomatoes, melon (peel and EFSA 2010, 2013

pulp), cucumber High water content 12 months Buthcer, Laurie, 1993;
Butcher, 1994
TBPE
Grapes High acid content 18 months
Raisins High acid content 18 months Greece 2006, 2010, 2012
- - EFSA 2010, 2013
Orange pulp High acid content 18 months June, 2009
Orange peel High acid content 12 months
4-OHQ
Grapes High acid content 18 months
. - - Greece 2006, 2010, 2012
Raisins High acid content 18 months EFSA 2010, 2013
Citrus (orange peel and High acid content 18 months June, 2009

pulp)

Conclusion on stability of residues during storage

Fenazaquin residues in high acid and in high water content are stable for for at least 12 months. TBPE is
stable in grapes, raisins and orange pulp for at least 18 months, and in orange peel for at least 12 months
under frozen conditions. 4-OHQ residues in fortified matrices of grapes, raisins, and citrus (orange peel
and pulp) are stable under frozen conditions for at least 18 months.
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7.2.1.2 Stability of residues in sample extracts (KCA 6.1)

Available data
No data was submitted and required at EU level during the EU Review of Fenazaquin.

7.2.2

7.2.2.1 Nature of residue in primary crops (KCA 6.2.1)

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

Nature of residues in plants, livestock and processed commaodities

Table 7.2-3: Summary of plant metabolism studies
Application and sampling details
Crop Crop Label position |Method, |Rate No |Sampling |Remarks Reference
Group
ForG (a) |(kg (DAT)
a.s./ha)
EU data
foliar Greece
treatment, |0.015 1 0,46,76 |- 2006, 2010,
F 2012
14C-fenazaquin , EFSA 2010,
quinazoline ring 2013
Grapes | (Q-fenazaquin) ) Haq, Worth,
and phenyl ring | foliar 0.015 + Francis,
(P-fenazaquin) | treatment, | ', - 1 10,28 - Mitsopoulos,
F 1994;
Portwood,
1993
Oranges | **C-fenazaquin , 0,128,112 Greece
quinazoline ring and 191 2006, 2010,
(Q-fenazaquin) days after 2012
. and phenyl ring | foliar application EFSA 2010,
:C:r';]ui!(tif]gnd (P-fenazaquin) treatment, 2 1. - 2013
vegetable F 0, 19 and Berard, 1992
63 after
second
application.
14C-fenazaquin , Leaves: 0, Greece
quinazoline ring 2,4,8, 24, 2006, 2010,
(Q-fenazaquin) 48, 72 and 2012
120 hours EFSA 2010,
foliar (0.5uL 2013 _
treatment 1 d_roplet i Yackovich,
e ' size) 1991
1,3,5,8,
12,18, 25
days (2 pL
droplet
size)
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Fruits: 2, 6,
21 hours;
2,5,9and
15 days
after appli-
cation.

Summary of plant metabolism studies reported in the EU

Metabolism study in grapes is available covering the group of fruits. Furthermore, two metabolism stud-
ies in citrus fruits were submitted for additional data concerning the rate of penetration, degradation and
distribution pattern of fenazaquin in citrus peel and pulp. In general, the degradation and metabolism of
fenazaquin in fruits consist of the following steps:

- Hydroxylation of the tertiary butyl group to a hydroxyl- or a carboxyl function

- Oxidation of the quinazoline ring to carbonyl function or ring opening and deamination

- -cleavage of the ether bridge leading to quinazoline derivatives and tertiarybutylphenylethanol de-

rivatives.

Conclusion on metabolism in primary crops

The residue definition for the crop group of fruits is:
- Fenazaquin for monitoring purposes
- Fenazaquin and TBPE for risk assessment.

7.2.2.2 Nature of residue in rotational crops (KCA 6.6.1)

Available data

No new data submitted in the framework of this application.

Conclusion on metabolism in rotational crops

Metabolism data in rotational crops was not triggered during the peer review (representative uses on per-
manent crops only) and is not triggered by the current assessment (representative uses consider only
glasshouses).

7.2.2.3 Nature of residues in processed commodities (KCA 6.5.1)

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

Table 7.2-4: Nature of the residues in processed commodities

Conditions (Duration, Temperature, pH) Identified compound(s) (%) Reference
EU data

. . R : o A o

Pasteurisation (20 minutes, 90°C, pH 4) Fenazaquin (35%), 4-OHQ (61%) Greece 2006, 2010,
Baking, boiling, brewing Fenazaquin (62%), 4-OHQ (35.5%), | 2012
(60 minutes, 100°C, pH 5) unknown metabolite (<3%) EFSA 2010, 2013
Sterilisation (20 minutes, 120°C, pH 6) Fenazaquin (71%), 4-OHQ (17.7%) | >ren» 2003
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Conclusion on nature of residues in processed commodities

Fenazaquin was shown to be hydrolytically unstable for all hydrolytic conditions: pasteurisation, bak-
ing/brewing/boiling and sterilisation. Up to two hydrolysis products were formed, one of which was char-
acterised as 4-hydroxyquinazoline. 4-OHQ represented the major hydrolysis product (61% under pasteur-
isation conditions). The other hydrolysis product (M2) was shown to be more polar than the parent com-
pound and did not exceed 3.7 of the applied radioactivity.

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

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

Endpoints

Plant groups covered Fruits

Rotational crops covered Not relevant for current assessment

Metabolism in rotational crops similar to metabolism | Not assessed, study not triggered.
in primary crops?

Processed commodities a.s. is highly degraded.

Residue pattern in processed commodities similar to | No

pattern in raw commodities? Fenazaquin is significantly degraded to 4-OHQ [more than
60% AR at pH 4 and 90°C]. Fate of phenyl ring moiety not
investigated.

Plant residue definition for monitoring Fenazaquin (Regulation No. 2019/50, Reg. (EU) 2022/1324)
Plant residue definition for risk assessment Fenazaquin and TBPE

Conversion factor from enforcement to RA Open

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

Available data

No new data submitted in the framework of this application.

Table 7.2-6: Summary of animal metabolism studies
Application details Sample details
. Label No of . . .
Group Species position | animal Rate Duration |Commodity Time of | Reference
(mg/kg bw/d) | (days) samp-
ling
EU data
Lactating |Goat 14C- 3(2+1]10 mg/kg 5 Milk twice Greece
ruminants Fenazaquin | control) | diet/day daily 2006,
Uri df dail 2010, 2012
rine and faeces |daily EFSA
Tissues at 2010, 2013
sacrifice | Portwood,
1992, 1993
1998;
Dennis,

1998
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14C- 3(2+1(0.84mg/kg |5 Milk twice Greece
Fenazaquin | control) | bw/d daily 2006,
ﬁ?nug;; azoline Urine and faeces |daily E(l):ls(?A,\ZOlZ
2010, 2013
0.79 mg/kg Tissues at June, 2009
bw/d (phenyl sacrifice
ring)

Summary of animal metabolism studies reported in the EU

Portwood, 1992, 1993 1998; Dennis, 1998

The metabolism of **C-Fenazaquin was investigated in two lactating goats following oral administration
of phenyl and quinazoline ring labelled Fenazaquin at a rate of 10 mg/kg diet per day for 5 consecutive
days.

Over the dosing period and the 16 h depuration period 83-88% of the total applied dose was excreted: In
the faeces 70-72% and in the urine 13-15% of the total applied radioactivity was found. A further 6-13%
remained association with the Gl tract and content at sacrifice. A smaller quantity, 0.03-0.28% of the
total dose, was secreted in the milk over the sampling period of 120 h. At sacrifice the liver and kidneys
accounted for 0.25-0.38% and 0.01-0.02% of the total dose, respectively. Between 0.32-1.37% was asso-
ciated with the remaining carcass. The highest concentration of radioactivity was found in the liver
(0.246-0.368 mg/kg). Lower concentrations were found in the kidney, perirenal fat, subcutaneous fat,
muscle, whole blood and plasm. In liver, kidney and urine no Fenazaquin could be identified.
Characterisation of the radioactivity in the faeces showed 9-27% to be the parent Fenazaquin. The major
part (~40%) was an unknown component (Unknown B).

In liver the radioactivity could be divided in parts: the major, very polar component had a retention time
similar to Unknown B found in faeces and Metabolite B (2,2-dimethyl-2(4—2-((6-0xy-4-quinazolinyl)
oxy) ethyl) phenyl)-ethane) a derivative which contains a carbonyl group in the quinazoline ring. Un-
known B accounts for 24-25% of the TRR in liver but has not been identified in kidney. Unknown B
seemed to consist of at least 2 components of which one could be detected as Tertiarybutylphenylethanol,
that is considered as a toxicologically relevant metabolite. However, the percentage that Ter-
tiarybutylphenylethanol accounts for within this Unknown B has not been further investigated. The fact
that further investigation of the nature of the radioactivity of this Unknown B has not been performed.

In the kidney the Metabolite B (4-[2-(4-tert-butyl-phenyl)-ethoxy]-1h-quinazolin-2-one), Metabolite D
(2,2-dimethyl-2-(4-((4-quinazolinyl) oxy) ethyl) phenyl) acetic acid) and Metabolite F (4-
Hydroxyquinazoline) were found.

PD June 2009

The absorption, distribution, metabolism and excretion of *C-fenazaquin was studied in lactating goats.
The chemical is rapidly absorbed, distributed and excreted, predominantly in faces and urine. The me-
tabolism pathway consist of oxidation of the tertiarybutyl group and of the quinazoline ring followed by
hydrolysis of the ether bridge.

Fenazaquin was the principal component of the radioactive residue in fat. Fenazaquin was also detected
in milk. The phenyl labelled milk sample was separated into milk fat and skim milk before analysis, and
essentially all of the fenazaquin in this milk sample was associated with the milk fat fraction. The concen-
trations of TRR in muscle samples were very small. Fenazaquin was not detected in the muscle sample
that was analysed or in either liver or kidney samples. In addition, fenazaquin was not detected in phenyl
and quinazoline labelled urine samples. This data indicated that fenazaquin accumulated to a small ex-
tent in fat tissue and milk fat, but not in skim milk, muscle, liver or kidney. The data also indicated that
the portions of the fenazaquin dose adsorbed by the goats were extensively metabolised.

Small concentrations of 4-hydroxyquinazoline were found in milk, liver, and kidney from the quinazoline
label. This metabolite was not found in fat.

Oxy-fenazaquin was not detected in any sample, except for a trace (0.001 mg/kg) in the fat samples. In
addition, fenazaquin acid was also not found in any of the samples analysed.

M29, oxy-fenazaquin acid, was also a component of the residue in all samples analysed, except for fat
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from the quinazoline label. M29 was also present as a major metabolite in both urine samples analysed,
and was identified by mass spectroscopy. This chemical was formed by hydroxylation of the quinazoline
and oxidation of the methyl groups to a carboxylic acid.

M34 was a significant metabolite in the phenyl label liver and kidney samples. The absence of this me-
tabolite in the gquinazoline label samples indicated that M34 lacked the quinazoline ring. M34 was not
detected in the phenyl label milk, muscle or fat samples. It was also not present in the bile sample. M34
was partially purified from liver and shown to be the dicarboxylic acid.

In summary the parent fenazaquin could be detected in faeces, milk and composite fat, but was not found
in liver and kidney. The major metabolites in liver and kidney were characterised as very polar.

Conclusion on metabolism in livestock
The residue definition for monitoring and assessment purposes is fenazaquin.

7.2.2.6 CConclusion on the nature of residues in commodities of animal origin
(KCA6.7.1)
Table 7.2-7: Summary on the nature of residues in commaodities of animal origin
Endpoints
Animals covered Lactating goats
Time needed to reach a plateau 4 days

concentration

Animal residue definition for monitoring Fenazaquin (Regulation No. 2019/50, Reg. (EU) 2022/1324)

Animal residue definition for risk Fenazaquin (EFSA Journal 2013;11(4):3166)
assessment

Conversion factor Not applicable

Metabolism in rat and ruminant similar Yes

Fat soluble residue Yes (log Pow=5.51)
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7.2.3 Magnitude of residues in plants (KCA 6.3)

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

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

Table 7.2-8: Summary of EU reported and new data supporting the intended uses of Fenazaquin 20% SC and conformity to existing MRL
Residue Evaluation
zone (N- GAP Unrounded | Current | o .
Commodity |  Source EU, S- | pesidue levels (mg/kg) STMR HR | OECD caleu-| EUMRL pliance
EU, EU, |_ g . _— (mg/kg) (mg/kg) | lator MRL | (mg/kg)
- E = according to enforcement residue definition
outside RA = di isk idue definiti (mg/kg) *
EU) = according to risk assessment residue definition
Melon pulp |Newdeias | EU N/A
Newtrials | NEU
0.01 0.07 Yes

Tomato Newtrials EU N/A

New trials NEU

'Tf[f"l
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4 xn.d. (<0.003)
Newtrials ~ |SEU r
Overall EU 0.015 0.036 0.05 Yes
supporting
data for cGAP
h oot oot
Strawberry | New-trials EUY Study-on-geing N/A
New trials | NEU r
h,—
Newtrials  |SEU r
Overall  [EU 0114 0.367 0.4 Yes
supporting
data for cGAP
— 0.011 0.188

* Source of EU MRL: Regulation-2019/50
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7.2.3.2 Conclusion on the magnitude of residues in plants

The use on ornamentals is not an edible crop. Therefore, no residues trials are needed.

According to the available data, the intended uses on MelenFemate and Strawberries are considered
acceptable, for indoor uses.

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

The uses are considered acceptable.

« Melon: Application rate per treatment in the residue trials is too low to cover the proposed in GAP.
Acceptable application rate per treatment is 0.15 kg.a.s./ha. Additional information on TBPE stabil-
ity in the high water content matrix is required.

. Tomato: Application rate per treatment in the residue is too low to cover the proposed in GAP.
Acceptable application rate per treatment is 0.15 kg.a.s./ha. Number of applications in the residue
trials is too low to cover the proposed in GAP. Acceptable number of applications is 1. Additional
information on TBPE stability in the high water content matrix is required.

« Strawberry: Number of applications in the residue trials is too low to cover the proposed in GAP.
Acceptable number of applications is 1.

7.2.4 Magnitude of residues in livestock

7.24.1 Dietary burden calculation
Uses on melon, ornamentals, tomato and strawberry are not edible for European livestock, therefore, die-

tary burden calculations are not necessary.

7.24.2 Livestock feeding studies (KCA 6.4.1-6.4.3)

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

Conclusion on feeding studies

Uses on melon, ornamentals, tomato and strawberry are not edible for European livestock, therefore,
feeding study is not necessary.

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

7.25.1 Available data for all crops under consideration

No new data were submitted in the framework of this application.
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Table 7.2-9: Overview of the available processing studies

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

EU data

Fenazaquin

Citrus, Peel / pulp distribution | 12 3.5 (peel) EFSA Journal

0.07 (pulp) 2013;11(4):3166

Citrus, juice 4 0.07 - EFSA Journal
2013;11(4):3166

Citrus, marmalade 4 0.48 - EFSA Journal
2013;11(4):3166

Citrus, canned oranges 4 0.04 EFSA Journal
2013;11(4):3166

Citrus, wer pomace 1 2 - EFSA Journal
2013;11(4):3166

Citrus, dry pomace 1 8.4 - EFSA Journal
2013;11(4):3166

Grapes, rasins 4 2.2 EFSA Journal
2013;11(4):3166

Grapes, wine 4 0.02 - EFSA Journal
2013;11(4):3166

Grapes, juice 4 0.14 - EFSA Journal

2013;11(4):3166

7.25.2 Conclusion on process.ing studies

No processing studies for the GAP uses were submitted in the framework of the EU review of Fena-
zaquin.

7.2.6 Magnitude of residues in representative succeeding crops

Not relevant as the intended uses consider only glasshouses.

7.2.7 Other / special studies (KCAG6.10, 6.10.1)

The available data for the active substance sufficiently address aspects of the residue situation that might
arise from the use of Fenazaquin 20% SC. Therefore, other special studies are not needed.

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

Toxicological reference values relevant for dietary risk assessment are reported in the summary of the
evaluation (see 7.1.2).
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7.28.1 Input values for the consumer risk assessment
Table 7.2-10: Input values for the consumer risk assessment
Chronic risk assessment
Commodity
Input value (mg/kg) Comment

Risk assessment residue definition: Fenazaquin
Mandarins 0.17 STMR

EFSA Journal 2013;11(4):3166
Oranges 0.09 STMR

EFSA Journal 2013;11(4):3166
Apples 0.04 STMR

EFSA Journal 2013;11(4):3166
Peaches 0.04 STMR

EFSA Journal 2013;11(4):3166
Table and wine grapes 0.04 STMR

EFSA Journal 2013;11(4):3166
Other food commaodities MRL Regulation (EU) No. 2019/50
7.2.8.2 Conclusion on consumer risk assessment

Extensive calculation sheets are presented in Appendix 3.

Table 7.2-11: Consumer risk assessment

TMDI (% ADI) according to EFSA PRIMo 133% (based on NL toddler)
IEDI (% ADI) according to EFSA PRIMo 91% (based on NL toddler)
IESTI (% ARfD) according to EFSA PRIMo Unprocessed commodities:

Results for children
29.07% Tomatoes
16.34% Strawberries
15.17% Melons

Results for adults
9.33% Strawberries
7.93% Tomatoes
3.92% Melons

Processed commodities:
Results for children

9.5%  Tomatoes / juice

4.8%  Tomatoes / sauce/puree

Results for adults
4.1%  Tomatoes / sauce/puree

The proposed uses of Fenazaquin in the formulation Fenazaquin 20% SC do not represent unacceptable
acute and chronic risks for the consumer.
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NTMDI (% ADI) **

NEDI (% ADI)**

NESTI (% ARfD) **

7.3 Combined exposure and risk assessment

Not relevant. The product contains only one active substance.

7.4 dssReferences

EFSA (European Food Safety Authority), 2013. Conclusion on the peer review of the pesticide risk as-
sessment of the active substance Fenazaquin. EFSA Journal 2010;8(11):1892

EFSA (European Food Safety Authority), 2013. Conclusion on the peer review of the pesticide risk as-
sessment of the active substance Fenazaquin. EFSA Journal 2013;11(4):3166

Greece, 2006. Draft Assessment Report (DAR) Fenazaquin, Volume 3, Annex B, B.7
Greece, 2010. Additional report to the DAR Fenazaquin, Volume 3, Annex B, part 1, B.1- B.7
Greece, 2012. Addendum to the DAR (post Annex | inclusion), Annex B.
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Appendix 1  Lists of data considered in support of the evaluation

Tables considered not relevant can be deleted as appropriate.

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

List of data submitted by the applicant and relied on
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List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review
Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
The following tables are to be completed by MS.
List of data submitted by the applicant and not relied on
Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
List of data relied on and not submitted by the applicant but necessary for evaluation
Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
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Appendix 2 Detailed evaluation of the additional studies relied upon

>

2.1 Fenazaquin

A2l11 Stability of residues

No new data have been submitted.

A212 Nature of residues in plants, livestock and processed commaodities

No new data have been submitted.

A2121 Nature of residues in livestock

No new data have been submitted.

A213 Magnitude of residues in plants

| =
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| Number of applications: 1(AY

— SRR
| Method of application: Broadband Foliar spray.

— s -
| Target Spray Volume (L/ha): 1000.

m— = A

m— = s
| S20-0003R-03 | Decline 4 0.1L37DALA |
| S20-0003R-04 | Decline 4 013 7DALA
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A21l4 Magnitude of residues in livestock

No new data have been submitted.

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

No new data have been submitted.

A216 Magnitude of residues in representative succeeding crops

No new data have been submitted.

A21.7 Other/Special Studies
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Appendix 3  Pesticide Residue Intake Model (PRIMOo)

A3l TMDI calculations
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2 S . Input values
P : Fenazaquin
x LOQs (mg/kg) range from: 001 to 0.01 Details - chronic risk Supplementary results -
ks e S a - Toxicological reference values assessment ARl sk A EaTE
ADI (mg/kg bw/day): 0.005 ARTD (mg/kg bw): 0.1
European Food Safety Authority ource of ADL. Source of ARD: Details - acute. risk Details - acute risk
o - . assessment/children assessment/adults
EFSA PRIMo revision 3.1; 2019/03/19 Year of evaluation: Year of evaluation:
Comments:
No of diets exceeding the ADI : 2 Exposure resulting from
MRLs set at| commodities not
Calculated Expsoure | Highest contributor 2nd contributor to 3rd contributor to the LoQ under
exposure (Hg/kg bw per to MS diet Commodity/ MS diet Commodity / MS diet Commodity / (in 9% of g:s;s;mg;
(% of ADI) MS Diet day) (in % of ADI) group of commodities (in % of ADI) group of commodities (in % of ADI) group of commodities ADI)
133% NL toddler 6.63 22% Oranges 22% Apples 21% Bananas 19% 17%
130% DE child 6.49 40% Oranges 25% Apples 10% ries 7% 20%
95% GEMS/Food G06 473 36% Tomatoes 10% Tea (dried leaves of Camellia sinensis) 10% Oranges 5% 38%
86% |E adult 4.30 26% Tea (dried leaves of Camellia sinensis) 10% Oranges 7% Grapefruits 5% 9%
81% NL child 4.06 14% Oranges 12% Apples 8% Bananas 10% 12%
78% FR child315yr 391 34% Oranges 8% Tomatoes 5% Tea (dried leaves of Camellia sing 9% 14%
63% GEMS/Food GO7 3.16 14% Oranges 11% Tomatoes 10% Tea (dried leaves of Camellia sing 6% 13%
= 61% DE women 14-50 yr 3.07 19% Oranges 7% Tomatoes 6% Tea (dried leaves of Camellia sing 5% 10%
%_ 61% FR adult 3.05 28% Tea (dried leaves of Camellia sinensis) 9% Wine grapes 6% Oranges 3% 7%
g 57% GEMS/Food G10 2.87 14% Tomatoes 11% Oranges 6% Tea (dried leaves of Camellia sing 6% 16%
2 57% UK toddler 2.86 20% Oranges 6% Tomatoes 5% Tea (dried leaves of Camellia sing 8% 10%
3 56% UK infant 278 13% Oranges 11% Tea (dried leaves of Camellia sinensis) 8% Milk: Cattle 11% 8%
B 55% GEMS/Food G11 2.77 9% Tomatoes 8% Tea (dried leaves of Camellia sinensis) 7% Oranges 7% 11%
"3 55% DE general 276 16% Oranges 7% Tomatoes 6% Tea (dried leaves of Camellia sing 5% 9%
=4 55% FR toddler 2 3 yr 274 14% Oranges 8% Mandarins 6% Apples 9% 8%
§ 54% RO general 2.70 19% Tomatoes 7% Wine grapes 4% Sweet peppers/bell peppers 6% 20%
: 53% ES child 267 22% Oranges 10% Tomatoes 4% Bananas 6% 12%
g 53% GEMS/Food G08 2.66 11% Tomatoes 6% Tea (dried leaves of Camellia sinensis) 5% Oranges 6% 14%
& 53% GEMS/Food G15 2.66 12% Tomatoes 7% Oranges 6% Sweet peppers/bell peppers 6% 13%
& 48% SE general 2.39 8% Tomatoes 7% Oranges % Bananas 6% 11%
8 42% PT general 2.08 10% Wine grapes 9% Tomatoes 6% Oranges 3% 10%
= 41% NL general 2.05 10% Oranges 7% Tea (dried leaves of Camellia sinensis) 4% Tomatoes 5% 6%
% 40% DK child 2.02 7% Cucumbers 5% Tomatoes 5% Apples 7% 9%
© 39% IT toddler 1.97 14% Tomatoes 5% Oranges 3% Peaches 2% 17%
B 39% UK vegetarian 1.96 10% Tea (dried leaves of Camellia sinensis) 9% Oranges 6% Tomatoes 2% 8%
E 38% ES adult 191 13% Oranges 8% Tomatoes 2% Peaches 3% 9%
g 37% FI3yr 1.84 7% Strawberries 6% Tomatoes 5% Bananas 2% 13%
a 33% UK adult 1.67 11% Tea (dried leaves of Camellia sinensis) 6% Oranges 4% Tomatoes 2% 5%
E 32% IT adult 1.62 12% Tomatoes 4% Peaches 4% Oranges 1% 13%
28% FI6yr 1.39 6% Strawberries 4% Tomatoes 3% Mandarins 2% 10%
26% DK adult 1.30 5% Tomatoes 4% Wine grapes 2% Apples 2% 7%
22% Fl adult 112 6% Tomatoes 4% Oranges 3% Strawberries 2% 8%
22% FRinfant 1.10 3% Strawberries 3% Milk: Cattle 3% Apples 5% 4%
22% PL general 1.09 9% Tomatoes 4% Apples 1% Table grapes 1% 9%
17% LT adult 0.87 6% Tomatoes 4% Apples 2% Cucumbers 3% 7%
6% |E child 0.30 0.8% Oranges 0.8% Bananas 0.7% Milk: Cattle 1% 1%
Conclusion:
The estimated TMDI/NEDV/IEDI was in the range of 0 % to 132.6 % of the ADI.
For 2 diet(s) the ADl is exceeded.
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A3.2

IEDI calculations

Chronic risk assessment: JMPR methodology (IEDI/TMDI)
No of diets exceeding the ADI : | Exposure resulting from
MRLs set at| commodities not
Calculated Expsoure | Highest contributor 2nd contributor to 3rd contributor to the LoQ under
exposure (ng/kg bw per to MS diet Commodity/ MS diet Commodity/ MS diet Commodity/ (in % of i?sizssfn:g
(% of ADI) MS Diet day) (in % of ADI) group of commodities (in % of ADI) group of commodities (in % of ADI) group of commodities ADI) (%o )
91% NL toddler 4.55 21% Bananas 12% Milk: Cattle 10% Tomatoes 19%
77% GEMS/Food G06 3.86 36% Tomatoes 10% Tea (dried leaves of Camellia sinensis) 5% Sweet peppers/bell peppers 5%
2% DE child 3.61 10% Strawberries 10% Apples 10% Tomatoes %
65% |E adult 3.27 26% Tea (dried leaves of Camellia sinensis) 7% Grapefruits 4% Tomatoes 5%
53% NL child 2.66 8% Bananas 7% Strawberries 6% Tomatoes 10%
46% FR adult 229 28% Tea (dried leaves of Camellia sinensis) 5% Tomatoes 2% Strawberries 3%
44% FRchild315yr 218 8% Tomatoes 6% Oranges 5% Tea (dried leaves of Camellia sing 9%
= 43% RO general 214 19% Tomatoes 4% Sweet peppers/bell peppers 2% Aubergines/egg plants 6%
'%_ 42% UK infant 212 11% Tea (dried leaves of Camellia sinensis) 8% Milk: Cattle 6% Bananas 11%
E 42% GEMS/Food G10 211 14% Tomatoes 6% Tea (dried leaves of Camellia sinensis) 2% Strawberries 6%
2 42% GEMS/Food GO7 2.10 11% Tomatoes 10% Tea (dried leaves of Camellia sinensis) 3% Oranges 6%
3 41% GEMS/Food G11 2.07 9% Tomatoes 8% Tea (dried leaves of Camellia sinensis) 4% Lemons %
8 40% GEMS/Food G15 2.00 12% Tomatoes 6% Sweet peppers/bell peppers 3% Tea (dried leaves of Camellia sing 6%
“E 40% GEMS/Food G08 2.00 11% Tomatoes 6% Tea (dried leaves of Camellia sinensis) 3% Sweet peppers/bell peppers 6%
= 37% DE women 14-50 yr 1.85 % Tomatoes 6% Tea (dried leaves of Camellia sinensis) 3% Oranges 5%
§ 36% SE general 181 8% Tomatoes % Bananas 3% Strawberries 6%
2 36% UK toddler 1.78 6% Tomatoes 5% Tea (dried leaves of Camellia sinensis) 4% Bananas 8%
g 34% DE general 172 7% Tomatoes 6% Tea (dried leaves of Camellia sinensis) 3% Oranges 5%
a 34% DK child 170 7% Cucumbers 5% Tomatoes 5% Bananas 7%
3, 33% FR toddler 2 3 yr 1.66 6% Milk: Cattle 5% Tomatoes 3% Strawberries 9%
5 31% ES child 156 10% Tomatoes 4% Bananas 4% Oranges 6%
=z 30% FI3yr 151 7% Strawberries 6% Tomatoes 5% Bananas 2%
% 29% IT toddler 147 14% Tomatoes 2% Strawberries 2% Bananas 2%
© 28% UK vegetarian 1.40 10% Tea (dried leaves of Camellia sinensis) 6% Tomatoes 2% Oranges 2%
B 27% NL general 133 7% Tea (dried leaves of Camellia sinensis) 4% Tomatoes 2% Oranges 5%
E 24% UK adult 1.20 11% Tea (dried leaves of Camellia sinensis) 4% Tomatoes 1% Bananas 2%
“ZJ 23% IT adult 117 12% Tomatoes 1% Aubergines/egg plants 1% Strawberries 1%
E 23% PT general 1.13 9% Tomatoes 2% Wine grapes 2% Sweet peppers/bell peppers 3%
E 22% FI6yr 1.12 6% Strawberries 4% Tomatoes 3% Bananas 2%
22% ES adult 111 8% Tomatoes 2% Oranges 2% Sweet peppers/bell peppers 3%
19% DK adult 0.93 5% Tomatoes 2% Tea (dried leaves of Camellia sinensis) 2% Bananas 2%
17% PL general 0.87 9% Tomatoes 2% Apples 1% Plums 1%
17% FR infant 0.83 3% Strawberries 3% Milk: Cattle 2% Courgettes 5%
16% Fladult 0.80 6% Tomatoes 3% Strawberries 1% Cucumbers 2%
14% LT adult 0.72 6% Tomatoes 2% Cucumbers 1% Apples 3%
5% IE child 0.23 0.8% Bananas 0.7% Milk: Cattle 0.5% Tomatoes 1%
Conclusion:
The estimated long-term dietary intake (TMDI/NEDI/IEDI) was below the ADI.
The long-term intake of residues of Fenazaquin is unlikely to presenta public health concern.

A 3.3

IESTI calculations - Raw commodities
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Details - acute risk assessment /children

The acute risk assessmentis based on the ARfD.

Details - acute risk assessment/adults

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

Results for children

Results for adults

Acute risk assessment /children

Hide IESTI new calculatio

Acute risk assessment /adults / general population

w |IESTI new calculati

IESTI new calculations:

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 methodologyis not based on internationally

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.

IESTI new
Results for children

JIESTI new
Results for adults

Expand/collapse list

é No. of commodities for which ARfD/ADI is No. of commodities for which ARfD/ADI is No. of commodities for which ARfD/ADI is No. of commodities for which ARfD/ADI is exceeded

g exceeded (IESTI): exceeded (IESTI): - exceeded (IESTI new): == (IESTI new): ==

o

2 |ESTI IESTI IESTI new IESTI new

4 MRL /input MRL /input MRL /input MRL /input

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

a ARfD/ADI Commodities (mg/kg) (pgkg bw) ARTD/ADI Commodities (mg/kg) (ug/kg bw) ARD/ADI Commodities (mg/kg) (ug/kg bw) ARFD/ADI Commodities (mg/kg) (ugrkg bw)

5 29% Tomatoes 05/05 29 9% Strawberries 1/1 9.3 16% Strawberries 1/1 16 10% Tomatoes 05/0.5 9.6
16% Strawberries 1/1 16 8% Tomatoes 05/05 7.9 15% Tomatoes 05/05 15 9% Strawberries 1/1 gk
15% Melons 0.1/01 15 4% Melons 0.1/0.1 3.9 9% Melons 0.1/01 el 2% Melons 0.1/0.1 24

Total number of commodities exceeding the ARfD/ADI in
children and adult diets

(IESTI calculation)

Total number of commodities found exceeding the
ARFD/ADI in children and adult diets
(IESTI new calculation)

A34

IESTI calculations - Processed commaodities
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H 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 commodities for which ARfD/ADI is
g ARFD/ADI is exceeded (IESTI): ARFD/ADI is exceeded (IESTI): ARfD/ADI is exceeded (IESTI new): exceeded (IESTI new): =
g IESTI IESTI IESTI new |IESTI new
3 MRL /input MRL /input MRL /input MRL /input
a Highest % of for RA Exposure Highest % of for RA Exposure Highest % of for RA Exposure Highest % of for RA Exposure
3 ARfD/ADI Processed commodities (mg/kg) (ng/kg bw) ARfD/ADI Processed commodities (mg/kg) (ng/kg bw) ARfD/ADI Processed commodities (mg/kg) (ng/kg bw) ARfD/ADI Processed commodities (mg/kg) (ng/kg bw)
E 10% Tomatoes / juice 05/05 95 4% Tomatoes / sauce/puree 05/05 4.1 10% Tomatoes / juice 0.5/05 95 4% Tomatoes / sauce/puree 0.5/0.5 41
5% Tomatoes / sauce/puree 05/05 4.8 #LICZBA! #LICZBA! #LICZBA! #LICZBA! 5% Tomatoes / sauce/puree 05/05 48 #LICZBA! #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBAI #LICZBA! #LICZBAI #LICZBAI #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! #LICZBAI #LICZBA! #LICZBAI #LICZBA!I #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! #LICZBAI #LICZBA! #LICZBAI #LICZBAI #LICZBA #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBAI #LICZBA! #LICZBAI #LICZBAI #LICZBAI #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! #LICZBAI #LICZBA! #LICZBA #LICZBA! #LICZBA #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBAI #LICZBA! #LICZBAI #LICZBA! #LICZBAI #LICZBA! #LICZBA! #LICZBA!
#LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBA! #LICZBAI #LICZBA! #LICZBA! #LICZBAI #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!
Expand/collapse list

Conclusion:

No exceedance of the toxicological reference value was identified for any unprocessed commodity.
Ashort term intake of residues of Fenazaauin is unlikelvto nresent a nuhlic health risk

For processed commodities, no exceedance of the ARfD/ADI was identified.
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Fenazaquin

LOOs (mghg) range fom:

e

Toxicological reference values

ADH {mgdeg Eravickany )

Source of ADH:

Vesar ool envalusion:

(AR (g bl

[ Souroe of ARID:
Viesar of ervalusafion:

o

EF 34

Input values

Details - chronic risk
assessment

Supplementary results -
chronic risk assessment

Details - acute risk
assessment,children

Details - acute risk
assessment/adults

Carmmesits:

Moo of diests emoceading e ADH - — Exprmure
MRALs ze o (4
Expreoure: Highest confribuior o 2nd coniributor i M3 3rd coniribuior 0 M5 .fnLDQ
Cfoud e eposre (g b per WS diet Cormmaxity / den Commadity / e Commardity / {im % af ATy
% af A M5 Diest ) {im % of ADT) groug of commodifies {im % of ADI) grous of commodiies {in % of ADI) groug of commodifies
1% DiE child aar 1% Strawhbesries 0¥ Tormanoes L9 Mulore
1% GEMSFaod 308 008 1% Tormnasioes % Medores 0% Strawberries
1% NIL foddler aos 8% |Sirarabesies 03% Tomasioes [ali 3 Medors
1% Fliyr aos 8% | Siraratesrrios 02% Tornasioes [ali oY Medores
i L= oY NIL child aos 7% | Seraratesries 01X Tornasioes [ali oY Medores
0% FR child 3 15yr a0 05% Strawtesties Lk Tormanoes Q% Mudors
0% Fléyr 004 08% Strawhbesries Q% Tormanoes L9 Mulore
0% IT taddler 004 05% Tormnasioes 0¥ Straaberrios LY Medores
= 7% RO general L) Q6% Tomasioes Q1% Siraaberries [ali 3 Medors
07% GEMSFaod 510 [iTi<) 0% Termasioes 3% Sirawtesrries [ali oY Medores
07% IE aschult [iTi<) 0% | Siraratesrrios 02% Muadiores 01% Termasioes
05% UK tockdler 003 05% Strawtesties 02% Tormanoes s Mudors
05% SE gurewal 003 05% Strawhbesries 0% Tormanoes L9 Mulore
E 8% UK it 003 05% Strawberries % Tornasioes LY Medores
E% GEMSFood 508 iTix) 0% Tomasioes 0% Siraaberries [ali 3 Medors
E 05% D child [iTi<) 3% | Siraratesrrios 02% Tornasioes 01% Medores
05% FR taddler 2 3y [iTi<) 0% | Siraratesrrios 1% Tornasioes
5 5% GEMSFaod G07 003 ik Tomanoes 02% Stranatusrios s Mudors
E 5% GEMEFaod G11 003 0% Tomanoes 0% Strawtusrios L9 Mulore
& 05% GEMSFaod G15 003 05% Tormnasioes % Straaberrios LY Medores
5% DE wornes 14-50 yr o2 0% |Sirarabesies 0% Tomasioes [ali 3 Medors
05% IT aschult o2 3% Termasioes 1% Sirawtesrries [ali oY Medores
05% Fll aschul o2 3% | Siraratesrrios 02% Tornasioes [ali oY Medores
5% ES child Lilir] ik Tomanoes 02% Stranatusrios s Mudors
0%% DiE gurwral Lilir] 0% Strawhbesries 0% Tormanoes L9 Mulore
0% FIR achit ilir] 3% Strawberries % Tornasioes LY Medores
E 08% FR infari o2 0% |Sirarabesies Lili 3 Tomasioes
0.8% ES adult o2 2% Termasioes 1% Sirawtesrries [ali oY Medores
E 0.8% PT geresral o2 3% Termasioes 1% Sirawtesrries [ali oY Medores
05% UK wesgestarrian Lilir] 0% Tomanoes 02% Stranatusrios s Mudors
0% DK Lilir] 0% Strawhbesries 0% Tormanoes L9 Mulore
[k NI gerreral ilir] 0% Strawberries % Tornasioes LY Medores
ik 3 PL general o2 0% Tomasioes Lili 3 Siraaberries [ali 3 Medors
0% LT achit ao 0% Tomanoes Q% Strawtusrios
2% U aduit am 1% Tomasioes Q1% Siraaberries [ali 3 Medors
1% IE child .00 ai% Strawhbesries Ll 3 Tormanoes L9 Mulore
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Rasulte for childran Resuits Tor sdults
M. of commaodities for which ARTIVADH is esoseded M. of commaodities for which ARTTVAD is exomeded
{IESTI}: {IESTI:
IEETI IEATI
MRL ! ingust MRL /gt
Highest % of for RA Esprersure Highresst % o o LA Esprrure
E ARIDADH Commoadiies {mgkg) {ugig k) SRITWADI Commodifes {mgkgh gk b}
& Sroatwerios Qa7 A1 P Sroatwrrios /T 14
2% Tornaioes 04008 21 Q8% Tornaioes Lip L LT
i Medors Qa0 1.5 0.8% Medors a/am ik ]
Exgndioollapes lix
Tiotal numiber of comimoditias excasding the ARTOVMAD In
childrsn and adult dists
[IE £T1 cabcutstion)

Reeults for childran Rasults Tor adults
Mo of processed commodifies for wiich ARITVAD i= Moy oof processad commondifies for wiich ARTDVADH i=
woseded (IESTI: wcesacded (IESTI):
IEETI IEETI
MRL ! irgunt ML/ input
Hirgfwesst 36 o for RA Esprrsure Highresst % o for FLA Exprrsure
ARADALH Prooessed commodiies {mgkg) {ugkg b} SRITWADI Processed commoadiies {mglkgh {ugkg b}
0.3% Tornasioes | juices 0002 029 01% Ternaiones | saucaipureas: a0 012
Q1% Tamaioes | saucaiures a/aa2 .14 HICZRA HICTEA HICZBA BLICZBA
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TBPE

Lo {rmgikg) range: fram:

™

Toxicological reference values

(A gl Erariday):

| Source of ADH:
Vieserr ool ervalussion:

EF 34
fairid]

ARID {mighg k) L1
Source of ARID: EF3a
Veer of evalusion: o

Input values

Details - chronic risk
assessment

Details - acute risk
assessment/children

Commeis:

Supplementary results -
chroni

assessment/adults

sk assessment

Details - acute risk

Moo clists emoseding ghe ADI : — g ree
MRLs sef at | o
Exproure | Highesst contriluier o 2l cormribir o MS Ird conwibuir o MS .huLDQ
Caadsed exgremre (gl b per MS et Cammadiy / el Camemadity et Commadity i %o o ADH)
% of ADH) M5 Diest ey} {in % of ADI) grong of cormmexdifies i % of ADH) oo of commadifies {im % of AD) oo of commadifies
a9 GEMSFoxd G0E LT} a9 Tornasioes 2% Madores (LY Srawberrios
1% RO gereral Ll 1M Tarnasioes LiLicH Sraraberries LS Strawberries
8% T taddler Ll ik Tarnasioes Q% Sraraberries LS Medores
8% GEMSFoad G10 Ll ik Tarnasioes Q% Medore ai% Strawberries
8% DiE child Ll 05% Tarnasioes 3% Sraraberries LS Medores
7% GEMSFood G L] 08% Tarnasioes Q% Medore LY Strawberries
7% FRchild 315y L] 8% Tarnasioes 0% Medore 0% Strawberries
7% NL soddler L] 0.5% Tarnasioes 0% Sraraberries LY Medores
= 7% IE axchili L] 8% Mo 0% Tormnaioes 0% Strawberries
7% IT axchilt L] 08% Tarnasioes Q% Medore LY Strawberries
A% GEMEFood G135 am Q5% Tomasioes A% Medors [T | Strawbesries
A% GEMEFood 07 am 5% Tomasioes A% Medors [T | Strawbesries
Q5% ES ohild am 5% Tomasioes A% Medors [T | Strawbesries
E Q5% GEMEFood G11 am 5% Tomasioes A% Medors [T | Strawbesries
5% ES adult am Q2% Tomasioes A% Medors [T | Strawbesries
E Q5% PT general am 0% Tomasioes Ll Medors [iLi g | Sirawbesries
Q5% SE general am 0% Tomasioes 1% | Sraraberries [iLi g Mefores
E Q5% NL child am A% Tomasioes A% | Sraraberries [iLi g Mefores
E Q5% D child am A% Tomasioes 1% Medors 1% | Sirawbesries
Q5% Flayr am A% Tomasioes A% | Sraraberries [iLi g Mefores
g Q5% PL general am 0% Tomasioes Ll | Sraraberries [iLi g Mefores
0% DE wornen 14-50 yr am 0% Tomasioes 1% | Sraraberries [iLi g Mefores
0% LI ol am A% Tomasioes 1% | Sraraberries [iLi g Mefores
0% DE genesal am A% Tomasioes 1% | Sraraberries [iLi g Mefores
0% LI vesestarrian am 3% Tormasioes LT | Srarwtesrios 1P R
0% FlEyr am 2% Tormasioes 1% | Srarwtesrios 1P R
E 0% FR aduit am 2% Tormasioes 1% Madores 1% | Sirawbesrrios
0% D achult am 3% Tormasioes 1% Madores 1P | Sirawbesrrios
E 0% Fll aschat am 3% Tormasioes 1% | Srarwtesrios 1P R
3% LT achalt am 3% Tormasioes LT | Srarwtesrios
3% FR toddler 23y am 2% Tormasioes 1% | Srarwtesrios
3% LI it am 2% Tormasioes 1% | Srarwtesrios 1P R
3% ML gerwsral am 2% Tormasioes LT | Srarwtesrios 1P R
ik LK it ao 0% Tornasioes Lilic s Strawtesrios (LY Srawberrios
1% FR imfard ol 1% Sraatwsries LT Ternasioes
LiTac 3 IE child .00 LiTac 3 Tornasioes Lilic s Strawtesrios (LY Madone




SHA 9700 B/ RULER 10 EC
Part B — Section 7 - Core Assessment
Sharda Cropchem Espafia S.L./ Interzonal

Page 63 /64
Template for chemical PPP
Version July 2019

Reeults for childran Rasults Tor adults
Mo of commuodifies for which ARTIVAD is exoseded Wi, of commodities for which ARTIVAD is exoseded
{IESTI): {IESTIL:
IEETI IEETI
MPAL /irgnnt MPL [ ipnd
Hisghwest % o for RA Expasure Highwest %o of o A Exprrmure
E ARATWALH Commadifies {mighagh {ughy b} ARITWADI Commiodifes {righegh {ughg bw)
TEW Medors a/am 15 i Mo alam 038
29 Tomaioes a0 .58 i Tormaioes a/am Q.18
i Siroratwries a0 .18 5% Sroratwrrios a/aa i}
Exgrrdicallageme st
Tivtal numiber of commoditias excasding the ARTOMADI In
childrsn and adult dists
[IE 5T calculation)
Resuits for children Rasults for adutts
Mo of processed commodifies for winch ARTDVATH = Mo of processsd commaodiies for wiach ARIDVADH =
mwomeded (IESTI): momedesd (IESTI):
IEETI IEETI
MAL firgnd MPAL firgnst
Highwesst % of for RA Exprrmurs Highesst % of for RA Exprrmura
SARITWADI Procesoed commodifes {mighag) g barh ARIWATH Procesoed commaodifes {mglag) {ughg ba)
i Tornaioes | juics a/a0 a.19 % Tornasioes | saucaureses 0/ 008
5 Tiamatoes ! sauceiurese a/am a.1a HICTRA HICTRA HLICTRA! HICTRA
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Appendix 4  Additional information provided by the applicant



