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7 Metabolism and residue data (KCA section 6)

7.1 Summary and zRMS Conclusion

Proposed uses are acceptable.

The residues arising from the proposed uses will not exceed the MRLs established for cereals (Reg. (EU)
2022/1363).

The proposed uses of Fluroxypyr in the formulation Fashion do not represent unacceptable chronic risks
for the consumer.

According to the available data there is no risk for animal MRLs to be exceeded.

Confined studies conducted with 14C-fluroxypyr-MHE at a dose rate of 594 to 676 g a.s./ha (c.a. 3N)
indicate that significant residues are not expected to be present in rotational crops.

Nevertheless, EFSA recommends avoiding rotation with root and tuber crops (in view of the high persis-
tence of the metabolite fluroxypyr methoxypyridine and the absence of toxicological data on this metabo-
lite).

Tank mixture with safener (Granstar 75 WG) is acceptable.

Re-entry period (in days) for livestock, to areas to be grazed and withholding period (in days) for animal
feedingstuffs — 7 days.

711 Critical GAP(s) and overall conclusion
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Table 7.1-1:

Acceptability of critical GAPs (and respective fall-back GAPs, if applicable)

It was not considered necessary to produce additional data and the evaluator is referred to the registration report for Starane 250 EC (Reg. No. R-52/2013 and previ-

ously No. 634/99).

ZRMS:

PPP (product name/code):

FASHION / SHA 5400 A

Formulation type:

GAP rev. 0, date: January 2022
EC (Emulsion Concentrate)

Active substance 1: Fluroxypyr Conc. of as 1: 250 g/L
Active substance 2: Conc. of as 2:
Safener: - Conc. of safener: -
Synergist: - Conc. of synergist:
Applicant: Sharda Cropchem Limited Professional use: X
Zone(s): Poland Non professional use: ]
Verified by MS: yes/no
Field of use: Herbicide
1 2 3 4 5) 6 7 ‘ 8 ‘ 9 10 11 12 13 14
Use- | Member | Crop and/ F, Fn, | Pests or Group of pests Application Application rate PHI | Remarks:
No. |state(s) |or situation Fpn | controlled . — (days)
© G Method / Timing / Growth Max. Min. inter- | L product/ ha kg as/ha Water L/ha e.g. g safen-
(crop destination / Gn, | (additionally: develop- e SIEE B ATy T vl :J_et\/\{een E) max. rate Iper il in/ er/synergist per ha
purpose of crop) Gpn | mental stages of the pest season z) per use agp ications | b) m/ax. total rate per | a) max.lrate min / max ®
- or pest group) ) per (days) crop/season per appl.
I crop/ b) max. total
season rate per
crop/season

Zonal uses (field or outdoor uses, certain types of protected crops)
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1 |pL Winter wheat, winter Dicotyledons weeds Spraying BBCH 13-37 a) 1 a) 0,6-0,8 a)0.15-02 |200-300 - Tank mixture: 0,3
triticale b) 1 b) 0,6-0,8 b) 0.15 - 0.2 I/Ha FASHION +
15 g/Ha of Fribenu-
ron-methyl-750
gikg Granstar 75
WG 15 g/ha
2 PL Spring wheat, spring Dicotyledons weeds Spraying BBCH 13-37 a)l a) 0,6 a) 0.15 200-300 - Tank mixture: 0,3
barley b) 1 b) 0,6 b) 0.15 I/Ha FASHION +
15 g/Ha of Fribenu-
ron-methyl- 750
gig— Granstar 75
WG 15 g/ha
3. |PL Grassland Dicotyledons weeds Spraying From early springto | a) 1 a) 0,8 a) 0.2 200-300 - -
middle of September. | b) 1 b) 0,8 b) 0.2
Weeds in 8-10 cm
high or BBCH 13-14.
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7.1.2 Summary of the evaluation
Introduction

FASHION is a herbicide formulated as a emulsion concentrate [EC] containing 250 g/L of Fluroxypyr for
professional use. Sharda Cropchem Limited consider that the proposed formulation is comparable to the
Dow AgroSciences Polska Sp. z 0.0. product Starane 250 EC (Reg. No. R-52/2013 and previously No.
634/99) registered in the Poland under Regulation (EC) 1107/2009. The uses and claims for which ap-
proval is being sought are the same as those already approved for Starane 250 EC (Reg. No. R-52/2013
and previously No. 634/99) in the Poland and for which data are unprotected.

Fluroxypyr was renewed and approved under Commission Implementing Regulation (EU) No 736/2011
of 26 July 2011 and was subsequently listed as an approved active substance under Regulation 1107/2009
on 25th May 2011 (Implementing Regulation 540/2011). Data protection on all active substance data
submitted on Fluroxypyr expired on 9™ October 2015 — 30 months after renewal on 10.04.2013 reference
product Starane 250 EC.

As the data protection period has expired for the active substances Fluroxypyr, Sharda Cropchem Limited
are making application for authorisation of FASHION on the basis that FASHION and Starane 250 EC
are comparable. Starane 250 EC was registered in the Poland more than 10 years ago — on 19.10.1999.
Therefore data supporting the national approval of Starane 250 EC in the Poland should no longer be
protected.

Consequently, Sharda Cropchem Limited apply for authorisation in accordance with article 33 of Regula-
tion (EU) No 1107/2009, claiming exemption from provision of any study reports allowed for under arti-
cle 34 of the same regulation.

The proposed Sharda source of Fluroxypyr was evaluated by UK. The GLP 5-batch data was evaluated as
part of this applications. The equivalence report is available on CIRCABC. The applicant considers
FASHION to be comparable, to Starane 250 EC: details provided in Table 1.2-1 of Draft Registration
Report — Part C.

The risk assessment conclusions are based on the information, data and assessments contained within the
EU review of Fluroxypyr and the review carried out for the registration of Starane 250 EC (Reg. No. R-
52/2013 and previously No. 634/99). The data supporting these reviews of Starane 250 EC (Reg. No. R-
52/2013 and previously No. 634/99) are out of protection and therefore maybe accessed by the evaluating
authorities. Therefore, no new data nor risk assessment are required and thus not presented in the current
dossier.

Therefore, on the assumption that the products FASHION and Starane 250 EC are sufficiently similar,
it is entirely valid scientifically to extrapolate from the Starane 250 EC review to support the authorisa-
tion of FASHION in the Poland but also elsewhere in the European Union.

The preparation FASHION (SHA 5400) A is composed of Fluroxypyr.

Table 7.1-2: Toxicological reference values for the dietary risk assessment of Fluroxypyr.
Reference Source Year Value Study relied upon Safety factor
value
Fluroxypyr
ADI EFSA 2011 0.8 mg/kg 2-year rat study 100
bw/day
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Reference Source Year Value Study relied upon Safety factor
value
ARfD EFSA 2011 Not established, not required.
7.2 Active substance - Fluroxypyr
7211 Stability of residues in sample extracts (KCA 6.1)

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

zZRMS: Fluroxypyr residues stable in wheat matrices (whole plant, straw and grain) over the period of 24
months, when stored frozen at -18°C. Additional studies are not required.

71.2.2 Nature of residues in plants, livestock and processed commodities

7221 Nature of residue in primary crops (KCA 6.2.1)

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

7.2.2.2 Nature of residue in rotational crops (KCA 6.6.1)

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

7.2.2.3 Nature of residues in processed commodities (KCA 6.5.1)

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

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

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).
ZRMS:

Residue definition for monitoring (plants and animals): Fluroxypyr (sum of fluroxypyr, its salts, its esters,
and its conjugates, expressed as fluroxypyr) (Reg. (EU) 2022/1363)

Residue definition for risk assessment (plants and animals): Fluroxypyr, its esters, salts and its conjugates
expressed as fluroxypyr (EFSA Journal 2011;9(3):2091)

The residue definition for risk assessment set for the primary crops may also apply to the rotational crops
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on a tentative basis but in view of the high persistence of the metabolite fluroxypyr methoxypyridine and
the absence of toxicological data on this metabolite, rotational crops field trials covering the maximum
plateau concentration of this metabolite are required. EFSA recommends avoiding rotation with root and
tuber crops.

EFSA Journal 2019;17(9):5816 (Animal residue definition for risk assessment):

Residue definition for risk assessment (tentatively derived in the MRL review)
Ruminants: sum of fluroxypyr and its salts, expressed as fluroxypyr (tentative) (EFSA, 2013)Poultry: in
the context of the MRL review a metabolism study in poultry was submitted but not triggered and there-
fore no residue definition was proposed for poultry matrices (EFSA, 2013)

Residue definition for risk assessment (evaluation of confirmatory data following the MRL re-
view)
The tentative residue definition for risk assessment (ruminants) could not be confirmed and should be
reconsidered, pending on the data gap for toxicological information on the metabolite fluroxypyr pyridi-
nol and its conjugates.

7.2.25 Conclusion on the nature of residues in commodities of animal origin
(KCA 6.7.1)

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

zZRMS: see point 7.2.2.4

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

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

7.2.3.2 Conclusion on the magnitude of residues in plants

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

ZRMS:
The residues arising from the proposed uses will not exceed the MRLs established for cereals (Reg. (EU)
2022/1363).

MRLs :

wheat, triticale, oat: 0.1 mg/kg
barley: 0.1 mg/kg

rye: 0.1 mg/kg

Uses are accepted.



FASHION / SHA 5400 A Page 11 /21
Part B — Section 7 - National Assessment January 2022
Sharda Cropchem Limited / Applicant version

724 Magnitude of residues in livestock

7.24.1 Dietary burden calculation

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

ZRMS: The requested uses modify the theoretical maximum daily intake for animals. Nevertheless, ac-
cording to the available data there is no risk for animal MRLs to be exceeded.

Input values for the dietary burden calculation (considering the uses evaluated in Art. 12 procedure and
the uses under consideration).

Results of the dietary burden calculation

Animal species Median Maximum die- | Highest contributing | Max dietary | Trigger
dietary burden tary burden commodity burden exceeded
(mg/kg bw/d) (mg/kg bw/d) (mg/kg DM) | (Y/N)

Risk assessment residue definition: sum of Fluroxypyr, its ester, its salts and its conjugates, expressed as
Fluroxypyr

Cattle (all diets) 0.975 1.515 Grass, forage (fresh) 39.40 Y
Cattle (dairy only) 0.975 1.515 Grass, forage (fresh) 39.40 Y
Sheep (all diets) 1.337 2.078 Grass, forage (fresh) 62.33 Y
Sheep (ewe only) 1.337 2.078 Grass, forage (fresh) 62.33 Y
Swine (all diets) 0.196 0.304 Grass, forage (fresh) 13.17 Y
Poultry (all diets) 0.017 0.027 Wheat straw 0.39 Y
Poultry (layer only) 0.017 0.027 Wheat straw 0.39 Y
7.2.4.2 Livestock feeding studies (KCA 6.4.1-6.4.3)

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

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

7.25.1 Available data for all crops under consideration
It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

7.25.2 Conclusion on processing studies

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).
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7.2.6 Magnitude of residues in representative succeeding crops

7.2.6.1 Field rotational crop studies (KCA 6.6.2)

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).
ZRMS:

Confined studies conducted with *C-fluroxypyr-MHE at a dose rate of 594 to 676 g a.s./ha (c.a. 3N) in-
dicate that significant residues are not expected to be present in rotational crops.

Nevertheless, EFSA recommends avoiding rotation with root and tuber crops (in view of the high persis-
tence of the metabolite fluroxypyr methoxypyridine and the absence of toxicological data on this metabo-
lite).

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

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

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

—
As ARFD was not deemed necessary, acute risk assessment is not relevant.
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7.3 Combined exposure and risk assessment

7.3.1 Acute consumer risk assessment from combined exposure
Not applicable.

7.3.2 Chronic consumer risk assessment from combined exposure

Not applicable.

\l

4 References

EFSA (European Food Safety Authority), 2019. Reasoned Opinion on the evaluation of confirmatory
data following the Article 12 MRL review forfluroxypyr. EFSA Journal 2019;17(9):5816.
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Appendix 1  Lists of data considered in support of the evaluation

Tables considered not relevant can be deleted as appropriate.

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

List of data submitted by the applicant and relied on

Title
Company Report No. Vertebrate

Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N

Published or not

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 YIN

Published or not

The following tables are to be completed by MS.




FASHION / SHA 5400 A Page 15 /21
Part B — Section 7 - National Assessment January 2022
Sharda Cropchem Limited / Applicant version

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/IN

Published or not

List of data relied on and not submitted by the applicant but necessary for evaluation

Title
Company Report No. Vertebrate

Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N

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

A2l Active substance Fluroxypyr
A2l1 Stability of residues
A2111 Stability of residues during storage of samples

A21111 Storage stability of residues in plant products

A211111  Studyl

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

A211.12 Storage stability of residues in animal products
A211121 Study 1

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

A212 Nature of residues in plants, livestock and processed commodities
A2121 Nature of residue in plants
A21211 Nature of residue in primary crops

A212111 Study 1

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

A21212 Nature of residue in rotational crops
A212121 Study 1

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).
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A21213 Nature of residues in processed commodities

A21214 Study 1

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

A213 Magnitude of residues in plants

A2131 Crop1l

A21311 Study 1

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

A2131.2 Study 2

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

A213.2 Crop 2

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

A214 Magnitude of residues in livestock
A2141 Livestock feeding studies
A2141.1 Livestock feeding study 1

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

A215 Magnitude of residues in processed commodities (Industrial Processing
and/or Household Preparation)
A2151 Distribution of the residue in peel/pulp

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).
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A2151.1 Study 1

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

A2152 Processing studies on a core set of representative processes

A21521 Study 1

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

A216 Magnitude of residues in representative succeeding crops

A216.1 Study 1

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).

A21.7 Other/Special Studies

A2171 Study 1

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).
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Appendix 3  Pesticide Residue Intake Model (PR1Mo)

A3l TMDI calculations
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o FRcild 3 15yr 288 o [Whest Milk: Catfe Posoes 0%
o FR tokder 23y 247 o Mik: Catte Possoes [Whese s
o UK sodder 2% % Potsoes Mitk: Catte Whest 0%
s o RO gunerst 226 ats Possons [Whese Mitk: Cate %
o DK il 228 0% Rye Potsons et ai%
o SE generd 22 otk - Whesst Mik: Catte s
8 o PT gunerad 208 o Possoes [Whess M znicon ao%,
i oz £scid 187 at% Whest Possons Mik: Cate %
2 0z Fiay 18 o Possons Whese Rye a0k
0z p— 158 o Posoes [Whest Mitk: Catfe %
0z OE women 1450y 157 a0k Milk: Catte Potsos [Whest at%
a2 DE genersd 15 0% Mik: Conte Potsioes Wi 0%
0z FRinkan 141 0% - Mik: Catte Besrs (with poxd) 1%
0% T e 140 ot Whese Psoes Ot hestos 0%
a2 Figyr 128 at Possons [Whess P ao%
s LT bt 118 0% Possioes Rye [Whese ao%
o Fladit 112 o — — Ry ot
o FR kit 110 oo [Whese Posoes Mitk: Catfe %
o ES kit 108 ao% Wheat Potsos Mitk: Catte 0%
ars% T it 108 otk [Whese [ Posoes ao%
o PLgeers 103 s Potsoes Catery femves Acries 0%
ot UK veerion 0% 0% e Whesst Mikk: Catte o
0 DK kit am ao% [— W Mitk: Catte 0%
as UK kit a8s 0% e [Whese Misk: Catfe ok
ot £ chid aa7 0% Pocsoes [Whes Milk: Cante ao%
[Conciusion:
ety imse (T e ADL
[The fog terem intotkes o ressichuess of Flurcaypyr is unikedy fo present 3 puiic hesih concernt.
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A3.2 IEDI calculations

A 3.3 IESTI calculations - Raw commodities

A34 IESTI calculations - Processed commodities
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Appendix 4  Additional information provided by the applicant

It was not considered necessary to produce additional data and the evaluator is referred to the registration
report for Starane 250 EC (Reg. No. R-52/2013 and previously No. 634/99).



