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CP8 RESIDUES IN OR ON TREATED PRODUCTS, FOOD OR FEED

Stability of residues K
Stability of residues during storage of samples

oS S
Since Annex I inclusion, a new study has been generated wi@ﬁ longer stomg}peri@or ﬂﬂ@mone,
up to 18 months in wheat (grain and green material), sunﬂr sqe@ nd pé&seed. @7&’

iy @

In addition, in some samples of supportive trials fromgwo re e stpdies (M 979§ 1 9\\11751 M-
459808-01-1) the requested temperature of -18°C Wag@xce due %prob@%} dLgl the ment

)

of these samples. In order to address this deviatio %hort stc@e stakulity st nducted.
The storage conditions tested were such that t ﬁos‘[ u@vora g~ condiions %&etermmed
for all shipments are covered. The findings fr@ ﬁ@m st e st@hty @ der@s‘[rate that the
temperature deviations during shipment di resufinin a tlve act @he qua«@t’y of the residue
studies concerned. Residues of ﬂurtam@ pr@ to ‘bé?stabl@dm@ expépimental conditions
@ Q &
tested. .9 §9 & @
These studies have been submitted@} hin k& Se 6 o e a@r ce for flurtamone (Cf.
Document MCA, Section 6 — Res@es Q on % dpr ucts, O and@ed)
§ &g 5
Stability of residues in sa@es e ts Q \
y @ ) @ @% N @
The stability of the res@ s i am ext s@ot cl@ed specifically. However, control
samples fortified w1t@a bsta@ weg ay@xtracf@’ and analysed concurrently with the

untreated and treate&sa l@of thesstndies @ e sat@actﬁcovery rates obtained from the fortified

samples demonstrate th bilitygpt theGre mdue@gn mple extracts throughout the analytical
procedure, from extract un omg\{&raph eter@tion.

@Q@Cb
@ 9 9 &
MR A


http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-459799-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-459808-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-459808-01-1
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Studies on metabolism in plants or livestock

Metabolism in plants

Table CP 8-1: Summary of available metabolism studies in plants h@@
Group | Crop Label Application details > _ Refepgnce
position pre/post Rate No G@th @Y @@
N
emergence | (kg gge N0 % §a
as/ha) @ y: BC{I\\ & R
Cereals | Barley trifluomethyl- | pre 0.065 ?\9 1OT- oS Q} -2 9-02-1
phenyl ring post 0. 65@ ,@ 1% ‘§ N
Wheat phenyl ring re .Gl | @ =20685%91-1
p t J@ Si i) @@
pos & O F LS > @
trifluomethyl- | pre ! 301@ Gl 01- > -4# 6949-01-1
phenylring | post  3V0.35@ @]@ 1 x@ Y
Oilseed | Peanut trifluiomethyl- | pre 2| 1 & NS & 6618-01-1
h 1+ & @D @ oo
pheny R\ A @
phenyl ring QL S o0l 9 4
Sunflower | trifluiomethyl- | preld™ (046807 | © |- D[ M-165807-02-1
phenylring | o O] 0.930(2x) © &© @}@
henyl re S |04 . xF 1 108 | M-397170-01-1
phenyl ring &jpre @@ O %@ @Q 8
ISE 153N | B
Y > Q @ 2
S &@Q QV SN
N ISEES
& & @ & &
Metabolism in animals o@ Q@ >
The calculated dietar %@rde 0 n r r v of 0.004 mg/kg bw/day for cattle,
sheep, swine and p@ﬁl@ T eefore s§feedmg studies are not required.
However, metabolism g@e AN nd to satisfy formal requirements in the
course of an antlclpated@glstr@ @bsta flurtamone.
All these studies hav, @een s@n tte@ r@ Se 6 of the active substance for flurtamone (Cf.
Document MCA, 0n (@ Res1 in ofon tr products, food and feed).
A summary is presented%e ow % abl 8- 2©\@@7
S
Table CP 8-2: Summary O{Yfaila le met@ olism studies in animals
Group Animal | Label @ Dosing Number of Reference
position animals
Duration | Rate dosed | control
(mg/kg
(days) bw)
Poultry Laying trifluomethyl- | 7 7.8 10 5 M-162898-02-1
hen phenyl ring
phenyl ring 14 16.7 6 - M-448149-02-1
Lactating | Goat trifluomethyl- | 7 11 2 1 M-162921-01-1
ruminants phenyl ring
phenyl ring 5 22.9 1 - M-445646-01-1



http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-201819-02-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-206857-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-440949-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-276618-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-165807-02-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-397170-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-162898-02-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-448149-02-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-162921-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-445646-01-1
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Residue trials (supervised field trials) 2
Cereals @
N

Flurtamone belongs to the group of pyridazinone compounds which are&d as@:irbici(é It igxBed
> .
pre-emergence or post-emergence for the control of broa%-lgaved &@1 gra ee(@p cersys by

blocking carotenoid biosynthesis via the inhibition of oengxdesa e c@ng c% ophyll
depletion. N L Q0 & A
AN S

The representative use supported on cereals within the tioné@f the @tive s tanc@r flugigmone
is the use pattern of DFF+FLT SC 100+250AG pro&t (Cf&@)cun@ MC ecti@
<

6 —
or on treated products, food and feed). %, N) S @

S of 88 mot ot fort i
Table CP 8-3: Use pattern (GAPs) for the sl;gpp ication of % amogg contathing fm@atwns on
ut %s

1
cereals in Europe (northern outh regi
P 2 southn regl @

Crop Member |F /| Formulation @estsa@ Growth §3,®mbel"(§zlter & plication PHI
L/h

stateor | G ©h grou Y ge ( a@ lp° (g as/ha)
country |[or| Conc. of ;i\‘? m@ @“ . y@ Q o,\@»
1 A | coptyolled A N )
Spring cereals | Europe | F S Broad P N %0- 125 ¢ None -
(Barley. North / Y @Qleaved% e e@ce @D o @ 0 flurtamone | Covered by
) @ %b
wheat) South gL {7 wee HOO'@ the normal
among o | gragdweeds | @° 09) Q &\ +50¢g .
Q % 403 @@ $ @ diflufenican | Vegetation
Winter cereals @+ 10 @ ©§ Q @ period
(Barley, oat, o\@? diﬂl@ian (3\ ©© % %}@ between last
rye, spelt, &Q o\@ qQ @ 0 J@OSt- application
triticale, & v @ creg and harvest
NS 4 (BBCHY-
wheat) 4D @@@ & %) )
& 4 10
QK\)) (S N Q
A total of 24 sup entagy trial @g& p@%rme@@n barley and wheat since Annex I inclusion to
support this new use . hin @se 4rials, 8 (4 northern + 4 southern EU trials) were

performed with SC350 produ the@’AP.o@ddition, 16 additional trials (8 northern + 8 southern
EU trials) performed with %60 1@iuct s%port also the cGAP with a flurtamone application rate
slightly lower (120 g a.s./ha vs {@ a.s./h@i Despite the fact that the SC350 trials were realized with
applications done at BBCH 25 wWhile SC360 trials were performed with applications between BBCH
22 and BBCH 30, no residue were found in all sample material (<LOQ of 0.01 mg/kg):

- green material harvested at BBCH 51 corresponding to the forage stage,

- whole plant without roots at BBCHS83 corresponding to the silage stage,

- grain at BBCH 89,

- straw at BBCH 89, with only one exception at 0.021 mg/kg in a European southern trial (11-

2094-04 — barley). For that reason all these trials are reported altogether for a better overview.
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Livestock Feeding Studies

All details about livestock feeding studies have been submitted within the Section 6 of the active
substance for flurtamone (Cf. Document MCA, Section 6 — Residues in or on treated products, food
and feed).

9

@

S
The cereal commodities likely to be fed to livestock consist of grain (whl®s feéw%y pou 1y, plg@nd

cattle) and straw (which is fed to cattle only). Use of ﬂurtamon@ Se ac%1 ng@ the

recommended GAP is not likely to result in significant re&d@ﬂn a%%f th{)ea&@com es & ept in
NI~

straw at 0.021 mg/kg. ”\a Q G Sod

Furthermore, livestock metabolism studies showed that @am \do nof@iccu te 1@@, milk or
edible tissues. Using the OECD model, the calculate @etary@rden@ not ed the trlg@alue

9,

of 0.004 mg/kg bw/day for cattle, sheep, swine and@ulﬁy@hereg@, no &%stoﬁedm dies to

investigate the residue levels of flurtamone in fo§f an@ origkre §uired @

: . S
FCEIFE S
Effects of processing @ RS

SN
All details about the effect of process@? een %mltt@mth@e on 6 of the active

substance for flurtamone (Cf. Docun@ M§ ec 1@ 6 — @51 ue or eated products, food
and feed). \

| & .
In the supervised field resi Gials Qo re es oélurta@)ne a{@e 0.01 mg/kg (Limit of
Quantification) were found @am &ﬁ?’ addj n it@§runli th tential for concentration in
processed food is likely ocgd?. Ot efauld roce@g faexg of 8 for bran (used as animal
feed) could be used. It h@ @ow Q\%’hapt d>CA @that & ¢ dietary burden is still under the

trigger value of 0.004 s@(g b\@f’whe@\thls V s u% th @etary burden calculations.
Furthermore ﬂurtam&? 1S o W towlty @ @ @
NI Sl .
Therefore, no processm%@dy I&UII@@ 1n\§igateg§e residues of flurtamone in processed cereal
commodities. N Q
S & §
S @ & -8
Studies for Resnd%s m@prese@atwe@ycceed@g Crops

All details about the nature the t@gm@of residues in representative succeeding crops have
been submitted within the ?ctlog @of t%% ctive substance for flurtamone (Cf. Document MCA,

—

Q

Section 6 — Residues in or on tre products, food and feed).

Nature of residues

Metabolism in rotational crops was found to be very similar to primary crop metabolism. Metabolic
products and discovered metabolic pathways are covered by the common plant metabolism. Therefore
a specific residue definition for rotational crops is not deemed necessary.
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Table CP 8-4: Summary of available metabolism studies in rotational crops

Group Crop Label Application details Reference
position Replanting | Nominal No | Applied
intervals Rate to
(kg as/ha)
Leafy Lettuce trifluomethyl- 30 ‘@r
vegetables phenyl ring 120 N soiia M-198591-01-1
Root crop | Radish 365 375 1 fQ @ Q 5
Leafy Lettuce | phenyl ring g, @ &
vegetables 30 ° $ X \re é . >
Root crop | Radish 120 v\@ D1 g(é : gé? M-228925-02-1
- @) N soﬂ\
Cereals | Wheat | trifluomethyl- 365 RS CHRIRS <§
phenyl ,\é& 250(&?ﬁ §]@ @ 3 N
Cereals Wheat phenyl ring 30 N NS S e 9
156 . R & &1 | < soil Q§M'4 2-01-1
N S’ Y ) o’
§ T g S » &
N S @@@ X @ N
& @ & @ Q, &9 @
S N A
RS .2 & ¥V o
Magnitude of residues in rotational cr@ °\ °<\’ ® N @@
Metabolism studies on rotational ch ave @wn tl@t no % aren @rirtamone at or above
the limit of quantification (0.01 eq. /k %’ ex‘ia%%’ted s of succeeding crops
(lettuce representative of the leafyyvegegables, shes rese ative @})ot vegetables and wheat
grain representative of cereals lurta e WQ only nd i d 1‘c5§ at low residue levels: 0.015
study; 30d rotation with an

mg eq./kg in wheat straw &mﬂuo ometh)%) enyl- 14C

application rate of 250 g@ a p@oﬂ) @’ g e@t \@’ eat hay and 0.041 mg eq./kg in
wheat straw ([phenyl- l&@l“C]l-@rtam(&e Stwib@ 0d gotation

on soil). & \ % @

Only one metabolite hagibeen @’-\ a the \ OQ @ns metabolite is the TFA metabolite

an application rate of 120 g as/ha

R

(trifluoroacetate), a kno w3 soil feeraboliteodf fl mon&yhlch has been considered as a non-relevant
metabolite. Indeed, tl@ssess@t of é prop@ies &

made with a partj dor'e % Othe ]@ uidance Document on the Assessment of the
Relevance of Metabo hte@ Groungtwaterlwithin @ Document N4 .

It is therefore considered thatgg}ev sidye®dre not expected to exceed 0.01 mg/kg in rotational

aracteristics of the metabolite TFA has been

crops following realistic prwﬁce ar@prow that flurtamone is applied according to the reported
GAPs. Consequently, field rotati crop @idies are not required.

Proposed Residue Definition and Maximum Residue Levels

All details about the residue definitions and MRLs have been submitted within the Section 6 of the
active substance for flurtamone (Cf. Document MCA, Section 6 — Residues in or on treated products,
food and feed).

Proposed residue definition

According to Article 12 of Regulation (EC) No 396/2005, the European Food Safety Authority
(EFSA) has reviewed the Maximum Residue Levels (MRLs) currently established at European level
for the pesticide active substance flurtamone. A reasoned opinion on the review of the existing



http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-158591-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-222225-02-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-440369-01-1

2 . Page 10 of 12
sayer) Bayer CropScience 2014-03-19
R

Document MCP: Section 8 Residues in or on treated products, food and feed
DFF+FLT SC 100+250A G

maximum residue levels (MRLs) for flurtamone was published in EFSA Journal 2012; 10(12):3009.

Table CP 8-5: Current residue definitions

Matrices Residue definition 2 Reference

&@
Food of plant origin Risk assessment and flurtamone >

Monitoring @§ ®° & . ;‘f

Food of animal | Risk assessment and %) . SEEESEEEN
origin Monitoring None, as no¢s8 duegg@lp at?§ \@ Q@
e = F—
O NS @ S

o
Considering all metabolism studies in plant@ﬁd a@als, i qudi&@txhe n§ rep@fed within
the Section 6 of the active substance fi %urt one > D men@dc e

Residues in or on treated products, foo d fe@, resjdires o&a@arta}’ X 27\’6 oth&than TFA and
parent compound are not expected @ e &@ mgﬁm T efo@he rant residue for
enforcement and risk assessment ingglants §ébr0 @d to ‘%g%aintd wi@the parent compound

only. For monitoring of misuse in&c}mm es §f ima@rigin@% saﬁ&& efinition of residue is

ction 6 —

proposed despite the fact that digiry busden c atiop§vhave ?%mons@ed that livestock feeding

Q)
studies and consequently residy&definj <’Z§v\ in aaithal cmmod are <?needed.
AR SIS,
Table CP 8-6: Proposed re@%def@:ns @% é@ @ @§\
P N D S Q@ >
Matrices ., \é\@ @Q é Res%é"deflz@m V§
S & &

Food of plant origin

4 MIEE
Food of animal ?§ Risk essm%&nd @) o.\© fAlurtamone
origin onitorBg g g%
NS
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Proposed maximum residue levels (MRLSs)

Table CP 8-7: Current MRLs established by EFSA and proposed MRLs

Commodity (code no.) Existing MRLs MRL (mg/kg) Proposed MRLs
(mg/kg) EFSA Journal 2012; (mg/kg)
Reg. (EC) No 10(12):3009 @@
149/2008 &
CEREALS (0500000) NN
Barley grain (0500010) 0.02* 0.01* & |0 09I+
Oats grain (0500050) 0.02* 001F Z O @Q,m*§
Rye grain (0500070) 0.02* S & o Q0.0
Wheat grain (0500090) 0.02* 001 ST @ 0@y
PRODUCT S OF ANIMAL ORIGIN-TERRESTRIAL A@(’/IAL&@OOO 00®” N
Tissue (1010000) - ] .¢ W O 01 X°
Milk (1020000) - N g R, 001y
Bird eggs (1030000) - X -6 & @@ 0.8

* indicates that the MRL is set at the limit of analytiantifQ}Vﬁon Q@ K@ b" @@
@ @
S P

% N
S Y .9
D @
Proposed Pre-Harvest Intervals, Re-E g@y or N hhoi‘dang P st § 9

It is not necessary to define a pre-@ves e a@ﬂste & the @haw& interval is given by
the growing period between theéo l&@a afgreat e}t anegﬁrvest\

The product is not intended fg c.\- se 1@ mre h@stoc@nma@ay be grazed. Therefore
no re-entry period needs to prop&)ed @

The product is applied ?}r po mer@ce (@Very $ ts Thus, dermal exposure to
persons entering a tre% fi @mle@) use@ bu1 gs is intended. Therefore no re-
entry period needs e pr@)sed f@ mar§ o\

Handling of treated cer @’ erall@not r&ﬁ%lre fore harvest, which is always done

mechanically. Theref@ ther d tq @ﬁneé.waltmg period between application and

handling of treated duc%@ &
The use of flurtagidne igy,cere s n
succeeding crops. Th@ it 1 %t n@ssa@@’ set a waiting period between last application
and sowing or planting suceQe 1n§ps§\©

S @

Estimation of Exposure Thro Diet and Other Means

é%

el%@ result in significant uptake of residues by

All details about the estimation of exposure through diet and other means have been
submitted within the Section 6 of the active substance for flurtamone (Cf. Document MCA,
Section 6 — Residues in or on treated products, food and feed).

TMDI calculations

In order to evaluate the potential chronic exposure to flurtamone residues through the diet, the
Theoretical Maximum Dietary Intakes (TMDI) were estimated using the EFSA PRIMo model
(revision 2). For the evaluation of the chronic exposure the model uses 5 WHO diets relevant
to the EU and 22 national diets from 13 different EU Member States.
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The highest TMDI calculated for flurtamone represented about 3% of the ADI, which denotes

considerable margins of safety.
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