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CP8 RESIDUES IN OR ON TREATED PRODUCTS, FOOD OR FEED .
& &

Guidance provided in Annex to SANCO/11803/2010/Rev.7-PPP states that a and inforn@on o’
residues in or on treated products, food and feed shall be submitted, unless it@s justified t]@@the @
and information already submitted for the active substance can be applied. § @ %

. . : YT T
All data and evaluation relative to the active substanc fenacet is @)Vlded in t@i(C@Sectl@ 6 @
and MCA Section 6 (Data Point CA 6) of the active s&bstance dossi@Q %@ N é\” &
A brief summary and cross reference to the relevan%@étive substa@e do(;)u@met%@n ii p%vid@?nerié}

o Q @
Since the representative formulation is a mi tu p%duct @feui%e@ty Jk@ﬂufe&anog@ 60Q§§)me
basic information on the mixing partner is al§d provided @pe an@an sed easy refer%ce is so
desired. The representative formulation @ain}s\ 0] g{@ﬂufen@et &d 00g/L difl enic@j @§
SN g S "\@ SEES
Flufenacet was included in Annex I ﬁf?l éeg;\lve 14/EEC 0/0 ]@@04 notifred in ]@rective
% Digd (EEC on &
2003/84/EC dated 25 September 2003 whegein there is ffo spegific pr@ior@ﬁder B@ch needs
to be considered related to the metabolism andGesidyddata. &) O © ©© S
The Monograph prepared b Rag%érte r Memfgr Stat Fra& in the confext O%he inclusion of
flufenacet in Annex 1 of the Gquncil Directive 91@14/EE€, the, Reviéw Reé%ort for flufenacet
(7469/V1/98-Final — 3“1\J@y 20@) ang the EFSALs Reasoned meioﬁ@n review of existing
maximum residue l%els ( s) &gr ﬂu@lacecogo@g td@rtiglxexm 00@ egulation (EC) No
396/2005 (EFSA rnal @012@(4):@89) @ c@derec@ to @ovid&\the relevant scientific
information for t evi@%of t&e tiw@%b%mce.b rtherzyiformation r@lative to the residue section
can be taken fr thegﬁ)mplef% Listof En@oints,ﬁg\epog E Q'Q!) 73rdnnex 2, 5 Residue Section.
SO O N & @

Diflufenicd® was inclu%d inte / nr@ of @ective@lM@ on @01/2009 (Directive 2008/66/EC).
In the @X I Inclus@%’ Dir@ve fi diﬂufgnica@ere %n(}() &ciﬁc provisions under Part B which
need to be consi@d re&%ed t&mefa@ isnf@nd rgsidue seetion. The Review Report and EFSA
Scientific Repoq@%r di ufenk@a (S%NCOQ?%NOS@ revyl, 14™ March 2008; and EFSA Scientific
Report 122 @OW)@Qnd {he OE@A Seaso@ Onpﬁon on existing MRLs (EFSA Journal
2013;11(6):3281) afe’ co%é)ere%ﬁa pr@ide t@rele@lt scientific information for the review of the
product. <\ § @'jf' .9 %@
@7 °\@ Q @ N
The§1 product ‘Flufeggcet @iﬂ}{@ca 6 as also the representative formulation for evaluation
of diflufenican %1 %the EI@eer& @neW@roce@

S o
Stability@ esidues © Q

X
@, o O
Stabili€y of dug durjng storage of samples
SIS

Fluf%cet @ gy @N

In“the ElQreview process storage stability data were evaluated for flufenacet and 5 metabolites (FOE-
€§E—sulfonic acid, FOE-thioglycolate sulfoxide, FOE-methylsulfoxide, FOE-methylsulfone) in
matrices of corn, soybean (up to 28 months) and turnips (20 months). In the supplementary dossier

oxalat

additional storage stability information is provided on wheat commodities (wheat forage, grain and
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straw) for flufenacet and the 5 metabolites for up to 21 months and for additional commodity groupsoof
high protein content (dry bean seed) and high acid content (orange fruit) for up to 24 months (ﬂufe@et, ©©
FOE-oxalate, FOE-sulfonic acid, FOE-thioglycolate sulfoxide). Q\ @&
In addition, in some samples of supportive trials from two residue studies (1@01 and 1&@)02 the
requested temperature of -18°C was exceeded due to problems during the s@)ment of these samples.

In order to address this deviation, a short term storage stability study&%&s conducte® Resities &f@

. . . NP
flufenacet proved to be stable under the experimental ¢ ions tested@éﬂectmg the@end%%gﬁs du@ﬁg @
X

shipment. ©Q RS

For details please refer to CA 6.1. %@} Q& . &é% N @© @Q}
% P Q& >
AT DG

Diflufenican w & O %\ o @6 o\% w,

Storage stability studies were conducted with di&nic@&’in W&at ,
straw. These data were evaluated durir@be J%@’rev'&g o ﬁ% ac%ve ance %FS@CE %ic
Report (2007) 122). The results indic@@s thal\?ﬁﬂuf@can ig tab]@%nderoz S
i &N N DR
matrices for at least 24 months. &©Q % \@ § @ < @
Ve o b
Stability of residues in sa@e extracts U @j@ Q
Flufenacet *o % O A @ AN &
Th . . o) @ S the 9 .
e stability of the resml{@ in the“sam ex§e s Was ch§@d duging th@eve@pment of the residue
analytical methods. Fg{gdetail@leas%efer ©CA 492 and4.2. & o (©)
. ge §5,°
@
Diflufenican < é &\Q NN \© §2 @& @@
Relevant inftio th@stabi@ of ufe@éan I@idu
during dev%oimenf@ thé&esidqg))anal&ic 11;@{@0& @©
. %, @ @
ST ST S N |
Relevaftinformation@n the(Sgability*of rﬁgkdues@l the *final oifny intermediate extracts can also be
. : N . N et D . .
derived from the f@ﬁca&on e@‘nme\r@ pelt@rmeurmg%ample analysis. Every analytical batch
does contain at least 0n§fres fo d sargple for conglwrent recovery determination. The extracts
of the fortiﬁea@ampl@%nd@?thq study s@les @se han@dled and stored in parallel. If the recoveries in

. (@) N o SN q -1 . .
the fortified Sampl xecept 9%, thstability of th le extract dered
€ 1ortufied s rnp €S arc @110@@ ra@r%@ @ a llyO c sampe extracts 1S considered as

@ o
N Q @ ©\
Q A\ N @§ .
%, S, U A .

Supplementary studies’on @etabo%m &)lants or livestock
> S

Flufenacet &@ N g @@ )

Metabolism4x primary cr Y @

In the E@eviroc@@ pla@@meta]ﬁism studies with [Fluorophenyl-UL-'*C] and [Thiadiazole-2-

14C]ﬂg§§ace ~3h dif@ent efop groups,- i.e. cereals (maize), pulses and oilseeds (soybean, cotton) -

ﬁ/b

sufficie roven. ¢

wereSevalugted. T ta‘t§%ﬁelow compiles supplementary metabolism studies submitted in document
segfion 6. For details please refer to CA 6.2.
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Table 8- 1: Overview of supplementary plant metabolism studies with “C-labeled flufenacet in
primary crops @ @©
Crop Application Label Report | Reported in N v’
scenario Q upplementa®y &)
@] dossier Section 6
Potato Pre- and post- [Fluorophenyl- - E.C.: - S.L. N @ &
emergence UL-"C 2000; M-020428-01-1 &% ng@é.g.l%ﬁ
application é N 2y NS
Wheat Post emergence [Fluorophenyl- WL L RN &
application UL-4C 199@M—002275—0{- é\y KC .2.1@ S
\ Q P 4 Q © . @
Corn Post emergence [Fluorophenyl- LE.; d
(maize) application UL-#C
S
Wheat Post emergence [Thiadiazole-~ °
application 5-14C) %
B
N
Potato Pre-emergence [TI@@%ZOI@&\
application 5-! N
S @@’ . @% e
S 8
Metabolism in livestock @ > © @JQ @ @Q & & A

A A 2 o
The nature of flufenacet réys\i’des@ hen@%d §®t wa@invesﬁgated\m tpef@fram work of Directive

91/414/EEC. The studie\s@ised @luor@ enyds L-lgj]ﬂu nacet %ﬁhia@}zol 22, 14C]flufenacet and
[ﬂuorophenyl-UL-14C@ufena@& oxadgte, the) attee befdg the main pﬁ%nt om@ybolite in poultry and
ruminant feed. The Sable @ov»@mpl@s su@em ry metabo studies submitted in MCA
section 6. Suppl nta@stud@@ver@on%ﬁedgu@ng []@@%] Teifluoro@etic acid (goat and hen) and
[Thiadiazole-2-'4€ thi@ne-N-éﬁtcos@@ (gog%; both @\eiré

in glant mefabolites. A bioconcentration

study with bl@gill fish &0 rep@r‘[in etabejism data in @gsh is @lso submitted. For details please
G
refer to CA%.2.2,6.2.32d 6.2.5.2 @ S Y o &
N < D
A O@QQQQ @%O©©%\©
N
Table 8-2: o) \'iew&(} su emeg@ry stO%\metal%lism studies with “C-labeled
enadet v
Q AN S
Animal @ OTLageyr . © Q| Réport O Reported in
Q O ©© \\ Q\ (p@\ S supplementary
@% § @%ﬁ RZ %@ dossier Section 6
1@
Laying hen o[ [1-" N J.etal.;2013; M-
Q N @ ’
% % uoroggetic §13376—01-1 KCA 6.2.2/04
@@ N @ ®
Lactating gpgit [Thiadiazole2'*C] & , M. E etal.: 2002; M-
NARSE ne-§ R 079251-01-1 KCA 6.2.3/04
@ N oside @
Lacng goat fﬂc N -, J;etal; 2013;
R rifl@roacetic acid | M-444459-01-1 KCA 6.2.3/05
S STINS
§§ish @@ Q@ §§luorophenyl-UL- . G. G.; 1994;
4 9@ C M-003803-01-1 KCA 6.2.5/01
C
Fish [Fluorophenyl-UL- _, W.M.; -,
“c K. S.; 1994; M-003804-01-1 KCA6.2.5/02
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Diflufenican .
Metabolism in primary crops @ ©©
Metabolism data on wheat were evaluated during the EU review of the active substance andyin théy
EFSA Reasoned Opinion on existing MRLs (2013). Pyridine,@ diﬂuoroph&@ll
trifluoromethylphenyl ring labelled ['*C] diflufenican was applied as Wither a p@—emer ehce
application or a post-emergence foliar application (at growth stage BBC;@%I 3/14) with@h q’ppﬁﬁgti%@

N
rate of 187.5 to 400 g as/ha. The relevant residue in pla as deﬁned@ parent difl nica&\ @Q @

The wheat metabolism studies for post-emergence agphcation of (@,ﬁ‘enican \éi@ W ev tedé
during the EU review are considered to adequat@y support ? inte?ded uses of Qluf@cet é
Diflufenican SC 600’ which involve application @ up to 120\g 1ﬂ@ican@. \& % @@}
. S 1,
Metabolism in livestock é @@ w\g@ N @@’ @Qb y\’
The metabolism and distribution of residugs wa@nves pgated @@iacta@lg (@W and@yir@a n @@ﬁ
administration of difluorophenyl and py@&ine &ﬁg lab@&:d (&S] dif&%niga@ %
The cow and hen metabolism studj W@i&both\\g%vimg%d ig\ﬁ@e %r@}t %ssm@ Report and
considered acceptable by the Rapp&@ur Q%rnbe&@ate.@he{%@SA @nclu§ O@e ev@juation of
diflufenican (EFSA Scientific Réport %007) %2) thgyhen abol@dm sté’fr wa@%enﬁi@ied but not
assessed since the anticipatedZexpoSwre of@oult4§ to c@lufel@%n re@due@as gstimated to be
negligible. Based on the cow m%tgbolis@tud)&the r%evant@%idu{@n li@stock c@mmodities was
defined as parent diflufeni€an. ©) @ S

o

N

N <& @9
NN @@ ©§ 6@} ES O
The metabolism studé? on ﬁ§nts @&l liV@OCk @%con,s;i?lered @ade@melyéﬁpport the representative
uses of the produc@ lufenacet +Mjiflufénican S 6(@ @ @
> OSSN S o
@) @\ A N AN & %,
e o O o U s S &
Supplementary r@dulal%(supel%lseﬂ field trials) O %@

& S
Cereals@\ @é}’ §9 @7 @@ < S
The representative uses of*the praduct ‘@?ena&et + Q&)Eﬁufe&%@an SC 600’ supporting the renewal of
approval for ﬂufg@et are Sum rise?gjm TaW@’&&@ S

[
o NI §F o
Q OO O N & D
O 9 8 @@@ @
<) N @% y %o
@7 °\@ Q @ N
Q N S0
N N S & &
S @ &@\ O
@%
PR ) SR
@ < Q & ©@
SN
@ O
S Q
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Table 8-3: Summary of the representative uses of ‘Flufenacet+Diflufenican SC 600” supporting
the renewal of approval for flufenacet

. NG
Maximum Maximum @aximum @®
c Resion® Nfumber Growth stage at Rate " Rate Minim
rop egion ob application flufenacet diflufenica PHI (days)
Appllcatlo (g as /ha:% (g as. /ha§ @
ns S @
% Q, %
) N v
(v s Eary postenerfie | oD S
. ’ EU-N 1 BBCH 1Q-13 SHO > . q
winter barley, (autu o) < é\a Q © %
winter rye) Q . 2 < @
) D R
( igteerreallsleat Pre-emer@' early post-@@ o @ Q <2 @
v wheat, EU-N 1 emerge N %%fZO oy &) e T :§
winter barley, B CH S Rv S A
winter rye) w\’ Qy @@ @ & o
Cereals (wheat, EU-S | rly Pog@ém SHee % Q’%o 12%@ @ 2
barley) {j\? % H 1@ & . O %\&9 N\
Cereals (wheat, i?post rgern v @ Q
. D <0 K
barley) EU-S ! @< &BC@I 133¢ @7&9 16@ @ 8?(‘@ & m
y =4
*EU-N northern Europe EU-S southe@Euro @ @? \%
n.a. not applicable, the PHI is coverec@y the @tatlo@nod &the cr@om tmen@ har%@
@ @
Flufenacet w\’ % § & AN 2]

@
The GAP of the represenfative s in @eal hei{ barle rye,é?cs) @pon@@wlth the Annex II
dossier and taken into \accc@ for_ AnneI 1 s10n§ summarised” in ﬁle 8-4. The GAP
EyAnned U ©

corresponds to the g&&al axp @he r@ﬂherlmggg zone@hpp@%d f%\fhe renewal of approval
@

for flufenacet. S @ % @ §@ @& @
Table 8-4: @um&y éh e r&resen@ Flufegacet W& 60’ considered for Annex I
1nc ion e active s&'bstan cet @ @
N @ ©
Q\ @ axim@ @ @ ©\ Maximum
Cro Rg@n * I, Number of C@% °\© G;%gwthimge Rate 11)\;[_11;1 l(lt;l;ynsl)
@ Awtion "\a C& (g as/ha)
Winter whea @ § @@’ \ pr er%ﬁe to early post
. @ O g emergence (autumn)
Winter bark| EGN é§ \N S @\ S 240 n.a.
i S
Winter ry% § O’%s: @9 %@af stage of weeds
*EU-N: @rthem Europe © >
n.a. :got applicable. f&pr@west@erv@vem@ vegetation period of the crop until harvest.
N N

In total 18 trla@oon Whgjt b@%)ey aad ry &%nducted in the northern European climatic zone were
evaluated f@%nnex% inclgsion ¢one trial providing data only on plant green material). The residue
trials cons granta¢nnexJ inclu§on of flufenacet support application of flufenacet to cereals at
the rat 240§;as/ha &t prec9t early post emergence growth stages up to mid of tillering (BBCH 11
to 25~ The @xals @e c&%dered suitable to support the product Flufenacet WG 60. No residues
w eter@@l%led 1@ere@grain (< 0.05 mg/kg) or straw (< 0.1 mg/kg) at harvest.

Table ummarises the residue trial data (wheat, rye, barley) evaluated in the EU review process.
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Table 8-5: Summary of flufenacet residue data supporting the representative use considered
for Annex I inclusion of the active substance flufenacet @ @@
Sample Residue level (mg/kg) Q\ ©
Application . n T @ @
material Min. | Max. | Medifp & &
&) o
Northern Europe N
’ . S & .o
Grain 17 | <0.05 | <005 |«50.05 o e %
St NN @
raw 17 [ <ef | <01 ¢ <01 | & N @ @
240 (186-260) g as/ha Groen = o & &
material | 18 |020.05 | <005 | <005¢)” R © EN
(BBCH 51) RN RO &1 & O
@) @ = @ @ @
‘ Q} "\ @ NS
ZXIRN AN

Since WG and SC formulations are know@ to &&dm@ ornble@ldué@@ p&r‘ucula@y when

applied early during the crop developm@ - Ig@fes @ trlals ev %wed ithe Arnex I@josm@&of

flufenacet are considered to adeqyately, \uppo@ the& pr atm@ us@of Y@lufeu@ +

Diflufenican SC 600’ in northern Eu (Ei% Q é\a @ @ @ @ @
TN NS @ S

An overview on the supplementar%em@@e dat@for t@wrt Sy zog@usn@mxeé?ormuﬁtlons with

diflufenican and for the southétn chmgtlc @e whiél¥ are f@port#‘- t @cun@t section 6.3
R
is given in the table below. & &) @% 1o \ &
\

Table 8-6: Summag;y of s@ler@ntar@e&d@ dat&@n c*eals §£ pontl@ the representative
GAE@F re@wa@ap&@val @ufe@acet &

Application | ) N R O\ 9 @& @@— Residue level (mg/kg)
rate C%e @ orm l@tlo @F Cro gmp 5 flufenacet
flufenacet @ % 6 nﬁ& & @mat®§ o
(g as/ha) @ . AS Min. | Max. | STMR
N <0.05 | <0.05 | <0.05

© @ 07
EU-NO @' wheat, —
N F@DFF barfdy | straw

iy
110-120 @§ &FFﬁTﬂﬁi @ﬂueat,c gfath

6

6 | <0.10 | <0.10 <0.10
8

arley | Slraw 8 | <0.05]| <0.05 | <0.05
i 9
9

<0.01 | 0.022 <0.01

N
S s 3&% ¥
q Q . Q ain <0.01 | 0.05 <0.01
202540 FES >§A+&FF SCE0 Wﬁ?at, &
D @reyﬁ straw <0.05 | 0.11 0.06
F@FLT FF ¢ . <0.01 | 0.035/

120@ E %S@ SC.360 Wﬁ@iﬁ" g 121 2005 | <005 | 0022
> |drarpBr wgao | A straw 12 [ <005 | 0069 | <0.05

EU-N northern E Qpe @ﬁU S@outhe&@umpe n: number of trials

FFA+DFF WG 6 ntai ing 40%@hifenas&band 2(@ diflufenican
FFA+ DFF SC ainng 408/L flufenacet gnd 200 g/L diflufenican

FFA+FLT+D C 3@(9) containing 129 g/L flufeyacet, 120 g/L flurtamone and 120 g/L diflufenican
FFA+DFF @G 70 mm % flufgnacet and 35% diflufenican

RS
For er ils please réfer to CA 6.3.1
P fﬁ &g
Dlﬂuf@

Table 8-7 summarises the representative use of the formulation ‘Flufenacet + Diflufenican SC 600’
which was considered for Annex I inclusion of the active substance diflufenican.
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Table 8-7: Summary of representative use of ‘Flufenacet + Diflufenican SC 600’ consnd@ o

for Annex I inclusion of the active substance diflufenican ®\ §
S @ @
Region | Maximum Maximung;” Minimum S @
Crop % Number of Latest Growth stage Rat PHI @ @
Applications (g as(ha) (day§§© . &)
@ & N @Q @
Winter X Q@ @@ § 5 é
Wheat EU-N BBCHN3 4© S, 9 S &
Winter 1 L S 120 n.a. < @
b EU-S (apphcan&%m autumn) Q o 5 &
arley @ @@) QO @&
Winter rye QL @} . o @ NS
* EU-N: Northern Europe; EU-S: Southern Europe ' Ro @U °\ v
n.a. : not applicable. The pre-harvest interval covers th@egetiaiﬂ‘ﬁ per@%f th@p ur@arvesf@f & % .
v O K @) @&

In the EFSA Scientific Report (2007) {&%nal&%n m\a‘[ an@baﬂ@g%9 tr1@ from, the éﬁlorthe@one
and 11 trials from the southern zone) ere @Q%med@cce ta le t&@lpp %the @Mes tive fie. The
residue trials considered to grant ¢/ 1@1’16 nclu@ n ﬂu@ ca @tual@ sup apg@cation of
diflufenican to cereals during tlll&lg ipspringat the &ate 0@0 g{@ha @@érefo(@, the‘rgpresentative
uses of ‘Flufenacet + D1ﬂ10a13§§C 600@are@over£@ by & eva@aho@%md 6\ sk assessment
conducted during the EU re%%ew @{dlﬂu@ 1car<17§nd 1@@prm01ﬁle I%@ pple@genta(% residue trials are

necessary to support thls GAP. © & & Q° R @ Q‘&
ST RN
Table 8-8: ﬂ@ary odi 1ca@‘e51d§datm\§ppm@ng t@repn@\entatwe use
dered for @wx TQnclusion 0@ ac%@e sul@tance@lﬂufenlcan

, ple & S Rydu@el (mglkg)
Ap@tm@l§ %© m eriaK X r%\a UI\@F ‘ Wax. @) Median
Northern @rope //@% O o @ e

150 @a at latest B@%H 3@ Gfain « 20 <0$@\ Q01 <0.01
(application n@gng) N ‘%traw@ v\%\ €0.05 %ﬁg 17 <0.05

Southern Europ&)'§> é&@ R & ~ @

150 g as/ha a@test @%H 3@ (@;%1 (Q‘ e <0@ <0.01 <0.01
(applicafipn in S@mg)@ Straw) @5? £.05 | 007 | <0.05

) @
12651@&1&@“3 H13 & Grajir Q001 | <001 | <001
(apffication in avartn) Y Straw S| <0.02 | <0.02 | <0.02

- @k}{@\
Ny %@@"\@Q@

flufenacet. I;@ 1% arefviewdd in dgcument MCA section 6.3 relative to flufenacet.

Detailed infor a@n rel@ve ifluféfican (and flufenacet) can be obtained from the Tier 1 summary
forms G_ @2014 6-01-1) if considered necessary.

y@]@f s} Feeding Studies

. < O e . - .
Supplementaryggesidue Z@wer @enerated for diflufenican using combination products with

(2012) it was concluded that on the basis of the animal metabolism studies, after exposure to the
maximum dietary burden (about 200 times lower than the dose level in the metabolism studies)
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residue levels in livestock commodities are expected to remain below the enforcement LOQ Pf

0.01 mg/kg in milk, 0.02 mg/kg in liver and 0.05 mg/kg in fat, eggs, kidney and muscle. Hen@no o
livestock feeding study is needed and MRLs and risk assessment values for the relevant com@dme@

in ruminants, pigs and poultry can be established at the LOQ level . The repregertative uses&(@ cer
supported in the present dossier are shown not to produce higher residu® than tho& previqusly
evaluated. &% %
Taking into account the findings from the ruminant feeding study Wlt}@ae main pla etakghte @ @
oxalate which was conducted for the US it was concluded that no %@ctable res1d@es of E late &
are to be expected in products of animal origin. @ Q& . @ @g}
For details please refer to CA 6.4. 9

% &
@
@
\% o AR D L S
& N3 RS IS > RS
Diflufenican Q LN @% S N
In the EFSA Scientific Report (2007) 122%1‘[ wa@onch@ggd thé for th repes sentative us pp@@ed

during the EU evaluation of diflufenican, no \m tudles@nd %R.L@o al_product§were
necesiary Q@ &fg %% \& 9 @m Ygﬁ @
SIS $
& @’ NN S @@ S O
Supplementary Studies on @dus&g@l Plﬁessm\g ar@r use @Q)jar&tion
Flufenacet v\, @ @ © & S
The relevant residues of @erna& in @V ultura@commod@é@s ar tem&%d by means of a
anC@Qngll mef&boht@hat contain the N-
ﬂuorophenyl—N—isop@'yl fugetio according tz@the re é@»ﬁmt@% in plants. This residue
analytical method@% risk, asses@ent“@d enf?ce@[ iny@lves a hydr@yms at conditions that are
much harsher ﬂ@th e©usedgo i Ve\ZSO\tigaﬁg}he ngmre ofproces &d rg\“s:@ues Therefore, a study on
the nature o oce&§ res@ues (@gh keég%era(%ase héﬁolyso@mg to OECD GL 507) can be
omitted. 9 \
Supple tary proces@”g d are @orted n do@men‘ﬂstz%s,ectlon 6 for wheat and barley. For
wheat &ie processe%@acti re@\ﬁltlng m mil mg&b ingsproduction of wheat germs and starch
were investigatedSFor ba%ey, cessed fr a@%ns fipm pearl barley processing and preparation of
alcoholic bever@%es @ ﬁe@ng, %Stllla@)n) were investigated for flufenacet residues.
Concentra‘u@Qf re@ é& obsef\?ed @Q@ome\‘t@—p%iucts germs and bran.
For detalls%lease refer to @A 6@ '%'Q @@
@ Yy © @ NS
Dlﬂ%emcan % @ @§ \©
As tesidues of dlﬂv\\fem@§ exc@dlng N mg@ are not expected in the treated cereal grain, and since
the chronic expdsure cLoes x @ 10 Yo of the ADI, there is no need to investigate the effect of
industrial apgyor ]& eh proc%gsmg@Thls was considered acceptable during the EU review of

dlﬂufenlc@ EF@ SCl@@lﬁC &port (3007) 122).
S
% @ ST
Sl@emg@ tary @udi§t§for Residues in Representative Succeeding Crops

Flufena

%
@(f@
@f/

g, 2

“ray, 2

@

common moiety method® ca ing the p

Metabotism in rotational crops was found to be very similar to primary crop metabolism. In the EU
review process rotational crop metabolism studies using [fluorophenyl-UL-'*C] and [thiadiazole-2-
"C]flufenacet were evaluated. In the Monograph and in the EFSA reasoned opinion on existing
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MRLs it was concluded that flufenacet residue levels in rotational crop commodities are not expected
to exceed 0.01 mg/kg, provided flufenacet is applied in compliance with the GAPs that n@i ve O

application rates ranging from 150 — 600 g as/ha. ®\ §

O
In the supplementary dossier, a rotational crop metabolism study is repo using [thiadi azo@@—
1C]flufenacet enabling the detection of a new major metabolite trifluoroaceti€ acid (M4§TF %&aken
up by plants from soil. %y o \zs@

N Ny

Although according to the evaluation in the Monograp@g@nd by EF no field ro@mn@rop \{g@als &@
were deemed necessary four field rotational crop studies are repof@gd in the supp lemetiry dssier, O
The study design covers a scenario where the maximum reglst@d rates are&ph d to patgtoes @
preceding crop followed by application on win%@’ereals No\ﬂufen resiles w@re deggrmin
grain or straw of the succeeding crop. &' @ \ @’ @6 \% N
For further details please refer to CA 6.6. S %@ 5}9 @j& b@’ ('S %

S & @ R s 9O @
Diflufenican @} N \ @ & & N QR &
Data on metabolism of diﬂufenican@suq&%@dmg@r s@re e@duat& uru@h @review of the
substance (EFSA Scientific Report2007)@22). \ > Q)
In the EFSA Reasoned Opinion (201 ;\ﬁ@furthfgmv@gatl f r@@%ue els @ﬂuf}lcan and its
metabolite AE B107137 is “uly re“&omr@ded e appl;catlotegr@excee g tl@ one evaluated
during the EU review (i.e. 120 g @éh @ N @ \@9 2
The maximum applieafion  rate Gf ufem&@n using ‘the @ml@n ‘Flufenacet +
Diflufenican SC 600’ sis, the @% 120 Q §s ev&@a‘[e rln&the E@eview and, therefore,

n areytot

field rotational cr(@mls with ¢ e@ @mec@necess@y to Support the representative
uses of ¢ Flufenac@Jr Dlﬁ%eméan C600°. @ @ @@
@ S S @ & & %

Proposed ées1du§eﬁmon and ng& res@le les@ls @
@
Propo@remdue d@lltl§ @7 < D
& < .90
Flufenacet \ \ N RN
The Review Rep fOf %ufe é@ 4@7’\/ I/&@FmalQ 3 Fyly 2003) does not contain information on
eva

the residue de n1t10 r@@lfm@&lo en from the Complete List of Endpoints,

Report of E@O 73©Xn 5@§%s1du§ectlgg§ @@
=) S ¢F
Table 8@ Residue dé@utlof@for ﬂufeng@

M é\i’ces v R%@e d f@;tlo Reference
N f% rQ @

@° & @ @ufenacet including all
$ Q%Risk essient @ etabolites containing the N-
ri

© é’ 'tori§ Q| fluorophenyl-N-isopropyl Report of ECCO 73,
@ @ G S moiety, expressed as flufenacet Complete list of
N

é/

Y

AN

1, O% QQ% S Flufenacet including all endpoints, Annex 2, 5
F of aniittal Ri @assessment metabolites containing the N- Residue section:
o@fgm

Monitoring fluorophenyl-N-isopropyl

( ; moiety, expressed as flufenacet

In the EFSA reasoned opinion on existing MRLs (EFSA Journal 2012;10(4):2689), EFSA considered
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that the ‘common moiety residue definition” might not be the most adequate for enforcement purposes
for plants and therefore proposed to investigate the option to include six individual metabolit ©©
multi-residue method. In chapter CA 4.2 a justification is provided where it is concluded @a‘[ théy
established residue definition is still adequate and shall be maintained. S &
For further details please refer to CA 6.7.1 and CA 4.2. v N
3, & & o

: . ©) {*’ SN Q
Diflufenican « % \ @ @
The residue definitions set in the EFSA Conclusions qn the evaluatl@Q)f dlﬂufe%% ar @’1 r@f the &
table below. The residue definitions were confirme® for cereal @nmodltles &@he EFSA @@mo&é

Opinion on existing MRLs. Q'?(@ @ . @ ) \© %@9 @@
A
PO S
Table 8-10: Residue definitions for diflufefiitan
Z}’ S LY @@: oS @}% @& ¢
Matrices l&%‘sﬁﬁu &%ﬁniti%l S &% Q" Reference
< o
. Y% U " D
Food of plant origin Rl;l/([;;istzisigné@g (ii% @mm@lcan § $ S Qu ficz,
Food of animal Risk assesstent |~ <O Report 2007) 122
origin Moni@ri g 9 f@@g) g@uﬁﬂ;}@ §© O ﬁ@ S
@ '~ © g @Q & © é
Proposed maximum re(%ldue @els @RL@ @ s @ o\@ 2
Y '27\7
Flufenacet & § ~ ‘&Q §
Table 8-11 summarl@ the @s %U M%S ufemcet 11&ramreal§@barley, wheat, rye, oat)
and animal comm ies as s laid n iy egule??on @ Nq@l49/i0 as well as the MRLs proposed

in the EFSA r@?one @plm&ﬁ on ex1st1®MRBs) accarding @ A r& of Regulation (EC) No

396/2005 (ERSA Jourbal 265105 Y2689 g@&g& ke ©§ @%
© X
Table 8- 1%@ Exnstu{&g@nd@ﬂcq@ for

D
%for @%na%@’
ay
(‘fﬁp/anlmal © @xlstlng EUMRL. > .~ EUMRL
commoditie@ & &mglk@ ‘P\,\ éx groposed by EFSA
. > (mg/kg)
2 @% b @I(E @ Q @%

49/2 x 11 FSA Journal 2012; 10(4):2689)
& Slgrdaacly

@

@

@
W %barley a @ * g N 0.1
) . 4 Q o\
& P Ll
“Rye,0ats 0% | &) D003 & 0.05*
@° v &@ @ &U Meat: 0.05*
< o KL KR Fat: 0.05*
Products @ni l% %o @ Liver: 0.02*
Qigin éﬁ Q §9 Q Kidney (ex.cl. poultry): 0.05*
@@ @ & o milk: 0.01*
N @ Eggs: 0.05*
icates @ﬁhe Set at the LOQ

in %@and oats wer ly reported for the northern region and thus included in EFSA’s evaluation in the
frame @ f the MRL review according to Art. 12 of (EC) 396/2005. Thus, MRLs for rye and oats were
derived\f¥om the northern European data set by means of extrapolation from wheat and barley.
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Diflufenican

Table 8-12 summarises the existing EU MRLs of diflufenican in grain cereals (barley, wheat, oatb@a
and animal commodities as laid down in Regulation (EU) No 897/2012 as we&@ the MRLs %o@g
in the EFSA reasoned opinion on existing MRLs according to Art. 12%f Regulati én (EQ No

396/2005 (EFSA Journal 2013;11(6):3281). % @ %)
Y X
@ @ ‘3”\9\ \\ @Q
Table 8-12:  Existing and anticipated EU MRLs for%iﬂufenica @@ § v &
2 <~ &R & &
Existing %U MBL & & @) &@
c , EU MRL @ fvirs® Q| o @
rop/animal (mg/kg) Q) posg A EFSA \ e S
commodities Regula’tgiong (EC) & (:@ /kggy 1,
No. 8972012 © &%9 E%A J"‘@ﬁl 2 1(6Y§81 S
()
Barley, rye, wheat 0.05*% w ) o \ L&Q A @j §@
Meat, fat, liver & & Q NS RN Ko
kidney of cattle, 0. JQ@ &\ v Q\ %@).OZ& § Q O
sheep & goat [% . < TS D @ 9
Milk @05* s S e O Y \‘”\9
* indicates that the MRL is set at t@ Lb%é@the rgg%od @V @@D Q& @U ®©V N
©

RN

The intended uses of Flufenace%%r ifl@fenicah. SC ’ are%om @gle v@h b%l the existing EU

MRLs and the EU MRLs recommen by EFSAgin its @cent%ason“@ 0 ns for both active
o R e Rifo

substances. &) N .
& @ & @ &@ O & O

)
& O @
Proposed Pre-ttary stInt rvals, Re- ntry Oi\%itl’@ldil@%l’e {q\@.}
N < & Eg AN B

It is not necedpary t@defin®a préharvést 1nte@al forSFlufggacet g, Diflufenican SC 600°. The pre-
harvest 1nt@@/al is given by the @eno@etwe@ the owt}@@age at treatment and harvest.
It is notaelevant to %@&ne Ne&-enteyperiod for esto@ sm@» these crops are not intended to be
grazed by hvestock ‘N . S
Flufenacet + Dlﬂlg@mc % 1S §§d on @reals@t ea@ growth stages, when there is no need to
enter crops shorc aft@ aﬁ %@ th&g&fore ot ng@sary to define particular re-entry times for
workers. \
Handling %f treated ce als ge 11y @é@t ref@uired before harvest, which is always done
mechan@ly Therefo@ ther&Js no r@ed t@eﬁ@:\ywaltmg period between application and handling
of treated product @ S @ @ N
TheYuse of Flufenacet +@§ ﬂu@can S 600Qh cereals is not likely to result in significant uptake of
residues by su@@éedmg%crop &Thu& @necessary to set a waiting period between last application
and sowmg@pla&l&n suﬁdiné%rop@eyond those relevant to agricultural practice.

& & & S
Estm@?on @Ex@ure{grough Diet and Other Means
F &ace @ v
The to@ogical reference values (ADI, ARfD) as published in the Review Report (7469/V1/98-Final
—-31]

@

2003) are summarised in the table below.
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Table 8-13: Toxicological endpoints for flufenacet

Endpoint Value Study Safety | Reference @o @
(mg/kg factor N\ é§
bw/day) . @®

Acceptable Daily | 0.005 2 year rat study (LOEL) 250 @éview & ©®

Intake (ADI) @Report °\

Acute Reference | 0.017 90 day, 1 year dog stud 100 %(7;?31{\”29&8\_@ i § \y\f@

v Q) @ § 2 S
& O %o SEIRS)
@ & o0 R O &
Diflufenican % Q o & & © &@
The toxicological endpoints for diflufenican as@ in the EFSA Scie@ific Rgor\@ surggariséd in
. A I O TR
the table below. & 9 N w S N
o @ &N A & S
g & &YV s
Table 8-14: Toxicological endpoints fo@ﬂufegncan\ > % @Q . @j §@
& <& o

Endpoint Value Stidy G, 5] Safety @efer N O

(mg/kg e‘ R S N >

& tor

bwiday) < RN o S & § “
@Q ?\y@ T T @?A@Q :

Acceptable Daily | 0.2 ear rattudy, | S entific

Intake (ADI) § CANRNGY S5

§&©ﬂ °51¢7\2@@@

Acute Reference | Not aldi@cated/@t ne%%ﬁary © &
ARD & SEERV < R
Dose (ARID) % o S \JJ@ O\©© é q&% o <§
w\g A
TMDI cal ltﬁQ &@) § 4 §©§9 @ - @&
caicula o
© {g\ NN N é@ @& &

In order to e @te t&o‘ce@ntlal clitonic e@osu@hro%h the @t, théJ'heoretical Maximum Dietary
Intakes (TM&) timaged usi isi .
9

R
- X(]
e
w2
5>
=
=
g
2
2
=
2
>

o\ Lo R
T T P
The highest TMD@lcul&ed fo@ufen@e‘t rept senﬁ@g abou&%9% of the ADI taking into account the
the current EU s @d do@ \ula@ (EU) 0 1@9/2008 and the proposed MRLs for wheat

and barley asgyell a& M@ﬁs for@rod@ of a@al (@%ﬂ (EFSA, 2012). For details please refer to
CA69. O ©©©\\Q\@\©

S\ L 4+ 9 @
S 29 Yoy
Diflufenican S < Q\
The_Balculation of\the T@)I fP dlf@mca@\was performed based on the current EU MRLs for
diflufenican laid down W Re @aUO@(EU)@ 897/2012. The highest TMDI was calculated for the

Dutch chlldre& iet (%?% g § N
@
Q

QO &
Based o@ese @%ults @ron@xposure to flufenacet or diflufenican residues is unlikely to cause any
unacc&ble@k to @%nsurﬂ@s

S & T
&
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NEDI calculation

Flufenacet @ @6

Chronic consumer exposure resulting from all the authorized uses of flufenacet and report@in thév’

framework of the MRL review (EFSA Journal 2012; 10(4):2689) was calculated using reyision
the EFSA PRIMo. No long-term consumer intake concerns were identified Tor any of @e Eufopean
diets. The total calculated intake values accounted up to 24.7 % of the @ (WHO cl&@r di¢oB). m@@

modified calculation taking into account a limited nu of crops @iich will bé}upd ie @

future results in a slightly lower usage of the ADI (21 %% . @Q %@ O é\” &
%@ @ &© A & &

Diflufenican ;@ @@ ) & >

N @
A NEDI calculation that takes into account all the exjsting @ of Yil“[blufen@an ir&’uro;éﬁs pr&s%gited
in the EFSA reasoned opinion on the reviewf theisti@ ma)gf@aumldu els&(MRL% (EFSA
. S °
Journal 2013;11(6):3281. The highest NERI wa&tcal ul@ted fo@he%utch @ldren@et, @ese@‘ng

0.3% of ADI. These results confirm th@fécﬁhrgﬁig\ exp@sure t&@ﬂu&&gi an»g@idu@is uq{iﬁkely t&use
harm to consumers. @Q (&\ é\g @ @9 S @ @Q S)
OB &®\©§§®@
8)

NESTI calculation @Q N & S 4 ® ©@@ “ ~

Flufenacet «:§ . & B &@ N2 ©

In the EFSA Reasoned O%nion @@12)@ acu@cons@er exposu@o ﬂ%@@lace@was calculated for
all types of cereals (whéat, ry barley%)nd (@ u@g the@i@hesﬁesidt@ lev und in cereal grain
(0.05 mg/kg). Takinginto (%gou%@le AI@) 0f{9.01 7umg/kgathe highest- TI was estimated at
73% of ARD foehildren dyitto cofffumption ofSinilkggnd 2.5% of ARID for adults due to
consumption of wWheat. @ is Q%ncludséxd thatsthe hertin @po@ uii;c@@n cereals do not result in

unacceptable %@gﬁh i§ks to @urop@ co&s@?’ner%& > §

Diflufonie? 2 A v T 4 o

iflufenican X N

Y NN 'SIA NI

Diflufénican is chaga@érise@y low acut@tbxici\t@and Ma&&@ deemed necessary to set or propose

an ARfD for this @ouﬂ‘d. It i&her&f@e, r}gvreleém to pﬁform a NESTI calculation
v

5 &
S Fs s
Q O &N NS
Y S K 9 O
S\ L 4+ 9 @
& &9 e
S NS}
X @%@@&\
S @§$} Q&@@
@%
N Q
&§§©%©@
AN
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