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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 data and information on
residues in or on treated products, food and feed shall be submitted, unless it stiﬁed that the data
and information already submitted for the active substance can be applied. & .

S @ o o
All data and evaluation relative to the active substance flufenacet is p ed he K%A Se% 6
and MCA Section 6 (Data Point CA 6) of the active substanc%@ssier& N S N

A brief summary and cross reference to the relevant active s@stanc@docun@atlon@s provided here.
v

O
N 9 .
nacet%’} Di@nica@ 60@€ome

@ <,
Since the representative formulation is a mixture prt (
basic information on the mixing partner is also pro fddd her€and ca@be usédfor ealy refepéhte is so
4& g/L@fena@Q and 20$g/L d@ufeni@l.
« 5 S e O
Flufenacet was included in Annex I of Direglive 91/@4/El§(ﬁn 01/64/2004, as nofi in Directive
2003/84/EC dated 25 September 2003 whetein therg is no gpee iﬁc&;ovis&@nde@art B which needs
to be considered related to the metabolisth and reSidue d{ @ N S
ec

desired. The representative formulation contains

The Monograph prepared by the Raeur fdember State ce 4{@1 xt of the inclusion of
flufenacet in Annex 1 of the Coticil E'gectiye@ /41 C, § Reovigv?l Report for flufenacet
(7469/V1/98-Final — 3™ July 2063) an(@‘le EFSA’s ReasoneddOpinion, on the review of existing
maximum residue levels (MR\ILS) fi ufer@et acgo ing to rtio@l,’z of Regulation (EC) No
396/2005 (EFSA Joumal@@lZ;lﬁ@f):%M are °%onsid§§@l to\%ovide the relevant scientific
information for the review<sf the@ ive s@&tanceg Further 1nfom=%;ion relative to the residue section

can be taken from the G@snplet&@ist of %point@Rep@g of EQCO 73, Annex 2, 5 Residue Section.
L
@? @ & KR
Diflufenican was ineludedQnto iR I @Dire(@w 91@ on 01/01/2009 (Directive 2008/66/EC).
In the Annex [ Iﬁ’@lusio&@rect for d@lfenic@ therg are no specific provisions under Part B which
need to be \idergﬁrelat&d to mé%olim% and r€sidue section. The Review Report and EFSA
Scientific Re ortofé@diﬂuf@can (@NC&@ 82/08% rev. 1, 14" March 2008; and EFSA Scientific
Report 122 (2%)})) and the @FSA @Reaso Opinion on existing MRLs (EFSA Journal

2013;11(6):3@ are @ynsidered to ide t@he relevant scientific information for the review of the
product. SN 9 % ®
o § Q ©© w;\
The t ‘th%nace@k Diflufenican®C 600’was also the representative formulation for evaluation
: N .
of di enln th@ pe@ewe@oces&

VIR
Stability of I@du S 1oy
Stability of resid (@;\ during storage of samples
Flufenacet
In the EU review process storage stability data were evaluated for flufenacet and 5 metabolites (FOE-
oxalate, FOE-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
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 groups of
high protein content (dry bean seed) and high acid content (orange fruit) for up to 24 months (flufenacet,
FOE-oxalate, FOE-sulfonic acid, FOE-thioglycolate sulfoxide).

In addition, in some samples of supportive trials from two residue studies (12-2801 and 12-2002) the
requested temperature of -18°C was exceeded due to problems during the sl@ent og these samples.
In order to address this deviation, a short term storage stability study w con@ed. @idue@f
flufenacet proved to be stable under the experimental conditions tested Q«)ij tine co&iﬁons @ing
shipment. o & N S

For details please refer to CA 6.1. @ Q N %© Y

A
L )
& %§ Q\@j S

Diflufenican R @g\? @ S) N
Storage stability studies were conducted with diﬂQ@licgn@a Wh@fora @wheat@rain@ﬁ wheat
straw. These data were evaluated during the E@evim\of thewactive sﬁsta (EF Scientific
Report (2007) 122). The results indicate tha@iﬂufe is s@']e undst froz&sy conons in wheat
matrices for at least 24 months. @ Q @ @

N & MBS @

N N
Stability of residues in sample ext@@%ts Q N Q\
Flufenacet @) °\© %@ § @ . ©)
The stability of the residues in thé@amplé}xtractos\vas che@di«:d %@ng tbg%evelopment of the residue

analytical methods. For details %ﬁease r to g& 4.1 iﬁ%@d 4.2.@ @
S
% @ & O\ Q @ < @

Diflufenican Q & @ N
Relevant information@} the m@%ﬂity of diﬂufenican&%idue@%i»n the final extracts was investigated
during developmen@@ the res%ldue a@‘ucal@etho&@ ©©

Q" NS
Relevant infopg@lon Snvthe stability @sidue@n thgyfinal or any intermediate extracts can also be
derived fro@e foré?:atio‘ikexpents SIS ormeﬁ@uring sample analysis. Every analytical batch
does contain at leggone fre@ﬂy fortified°sample for concurrent recovery determination. The extracts
of the fortified samples of tudy&s@npleée handled and stored in parallel. If the recoveries in
the fortified sémples withivacceptable rapges, the stability of the sample extracts is considered as

sufﬁcientl@oven@@ @%& S O\@
D O g 9 @
Sup]ﬁw@y sté@es o@meta®lism in plants or livestock
Flufenacet*v § §\
Metabolism in@ar\/ dps
In the EU revie pre%ss plant metabolism studies with [Fluorophenyl-UL-'“C] and [Thiadiazole-2-
1C]flufenacet in different crop groups,- i.e. cereals (maize), pulses and oilseeds (soybean, cotton) -

were evaluated. The table below compiles supplementary metabolism studies submitted in document
MCA section 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
scenario pplementary
ossier Section 6
Potato Pre- and post- [Fluorophenyl- - E.C.: - S.L.; o
emergence UL-*C 2000: M-020428-01-1 @ @RCA 6@:/07 &
application Qo @
Wheat Post emergence [Fluorophenyl- , M. E.; ,@Q. L., ‘o ) @
application UL-"C 1997; M-0028%5-01-1 N 1@%\ 6.2:4/05
N NS
Corn Post emergence [Fluorophenyl- W \“@ S .
(maize) application UL-'“C L.: 1998)M-0 5-01 @y ) Ké@ﬁ.zlgy
% @éb Cy A2
Wheat Post emergence [Thiadiazole- W, D.;& Q
application 5-14C] 3; Mxg4447520] -1 @KC.I/O9
@ f’% f(\\& %Q &
Potato Pre-emergence [Thiadiazole—@ Q, R.; 2; M%WISO% @b
application s, Do Q S REA 6.2.1/08
§\ S @f@ 5 @@»
AN A
Metabolism in livestock Q S © =

The nature of flufenacet resides 1r@mn &Q@goabgvgvas in{@stigafd \m th@éframework of Directive
91/414/EEC. The studies used @uoro@nyl Ul§14C]ﬂu nacet_ , [thla@azole—z 1C]flufenacet and
[ﬂuorophenyl—UL—”C]ﬂufenacé%oxal the I O @mg th am@iant metabolite in poultry and
ruminant feed. The table % c@plles\gpplemcntaly %etabol%m studies submitted in MCA
section 6. Supplementa@udle@ere cﬁ@ducteé%usm @‘1 4C%’E§§]uoroacetlc acid (goat and hen) and
[Thiadiazole-2-'*C] thiadQje-N %&mde (goat) bot bem@ ain pldnt metabolites. A bioconcentration
study with bluegill séﬁsh also rep(@mg m@bohs@@dta uﬁh is also submitted. For details please

refer to CA 6.2.2, 623 ad G2.5. % @ £ &
Q NN
& @ o
. SO D " . cc with 140
Table 8-2: £ Ox@ew 0 uppl The Vestggj@metabohsm studies with “C-labeled

ﬂu\ acet
Animal ®, @abel@ Réeport Reported in
Y supplementary
9 @ A 1

‘&\ Q@) g dossier Section 6
La&g hen ©®) N‘*c V B o203 M-
§ @Trlﬂuoroacetlc @ 463376-01-1 KCA 6.2.2/04
V. @ G

Lactaing goat S [T@g%iam@%m B Vi E ool 200 M-

Q| thip one-Ny 079251-01-1 KCA 6.2.3/04
&' |Qlucoside
Lactating goat % [1-4CTY -, J.;etal.; 2013;
§ Trifluoroacetic acid M-444459-01-1 KCA 6.2.3/05
Fish [Fluorophenyl-UL- | [ G. G.; 1994;
“C M-003803-01-1 KCA 6.2.5/01

Fish [Fluorophenyl-UL- _, W.M.; -,

1C K. S.; 1994; M-003804-01-1 KCA 6.2.5/02
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Diflufenican
Metabolism in primary crops

Metabolism data on wheat were evaluated during the EU review of the active substance and in the
EFSA  Reasoned Opinion on existing MRLs (2013). Pyridine, cdifluorophenyl and
trifluoromethylphenyl ring labelled ['*C] diflufenican was applied as gither a_pre-emergence
application or a post-emergence foliar application (at growth stage BBCH§/ 14) @Nh anéplica@n
rate of 187.5 to 400 g as/ha. The relevant residue in plants was defined a ent ufen'can. @
. . o NG WY

The wheat metabolism studies for post-emergence apphcatloof diflufenican whichdwere evaluated
during the EU review are considered to adequately supf@ort th@intem&%b uses: ¢ ‘Fk@%ﬁacet +

Diflufenican SC 600’ which involve application rates up @\1’20 g @iufe@i%an/hx@’ @&9
O P R S
Metabolism in livestock & ©@’ @ @® ©© S

The metabolism and distribution of residues wasawvestigated in %&tating&eow %1 layil@ en upon
administration of difluorophenyl and pyridine ring labe@[”c %]ufen?g;an. N

The cow and hen metabolism studies wergCboth eweﬁ the\@raf A@essn@%t Report and
considered acceptable by the Rapporteur 1\/@ Ber State. In ‘@EF Conc@ons on@ﬁe evaluation of
diflufenican (EFSA Scientific Report (2(87) 122) the hé®y metabolism study w, @entioned but not
assessed since the anticipated expo§@ of Q@ultry to diﬂu@nic%n@idu as estimated to be
negligible. Based on the cow metabplism \s@dyo i&eﬁ@elev@ resré@ in liggstock commodities was

defined as parent diflufenican. %) é’}g \\

. N
DN T S BN
ts an@l

The metabolism studies on est@are @il%"idere@o ade@%ely support the representative

uses of the product ‘Flufe t+ ufel@n SC@OO’. S %\
e e

& N

Supplementary ue trials %@er&;@ ﬁelialg@@
L $
Cereals Q N RN
9 \© > KR
of the produ
are mariﬁ

v

The represer@ve u lufenacet + ufenican SC 600’ supporting the renewal of
approval fo&ﬂufe@ Table 8-3%,
° °\
O A
v S

AN
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Table 8-3: Summary of the representative uses of ‘Flufenacet+Diflufenican SC 600’ supporting
the renewal of approval for flufenacet

;’Iaxill)num Maximum %] aximum
Cro Region* Ofum er Growth stage at Rate @ ate Minimum
p g Applicatio application flufenacet dfflufenican | PHI (days)
(g a.s./hay (g ZIW sha) |
ns ﬁ @ @ @@
S Y
(wigteerreiilslea ‘ Early post-emergence @ QX % X
winter barley, | FUN 1 BBCH10-13 240 N 1208 %Qa.
winter rye) (autumn use) @, N Ro N
O K
Cereals O B
. Pre-emergence; eal %’ost- AN K D G @
(vylnter wheat, EU-N 1 emergen r@ v 12 @ 60 § Q%ga.
winter barley, 4 @
. BBCH @ (@)
winter rye) < @) ; )
Cereals (wheat, Early pos@merg ce ‘N %)
barley) EU-S ! BBCH | 1-1§®@& G M | 0 @ e
Cereals (wheat Ea st-er@zgnce @) %%\J/ ©
barley) EU-S ! . @OCH S o % e

9 N\
*EU-N northern Europe EU-S southern Europe’s @% @ Q v

@
n.a. not applicable, the PHI i d by th tion period of tif.crop frof@hreatmedt @
pplicable € 1S covere Yy CV@@ 1011@‘10 (6] Trop sj& rez:@@ (0] %
Q 9 L O
Flufenacet € N R Q < . ©
The GAP of the representative usg in c@als (wheat, bar@y, ry&@ats)@ported with the Annex II
dossier and taken into account for @3 ex Iinclusiéa is s@mar' d in Table 8-4. The GAP

corresponds to the critical %;P for
for flufenacet. @ @ ©, &

northern climatic zofe sugp@ed for the renewal of approval
‘ N

<

Q" @ N
Table 8-4: Sum-&gﬁ}y of ﬂg@reprextative use Fluf@acet WG 60’ considered for Annex I
inc@ n of the acti@ssubs@fke flufenacet;
S ﬁ @ Q AN

9 o S um QQ N Maximum o
Crop ; Regim} Number wth stage Rate Minimum
KU | Applicati N PHI (days)

A K plica R (¢ as/ha)
Winter wheat x\ 2 @ @) pie-emergence to early post

@1 emergence (autumn)

Winter barle@*ﬂ EU§ %,
Winter rye 2« < N

240 n.a.

R Q> 2" leaf stage of weeds
*EU-N: nrthern pe © © A
n.a. : not@pplicable? The @—harvest@%terv vers the vegetation period of the crop until harvest.

@ 9 N A
In total 18 trals on@hea&rley\ag rye, conducted in the northern European climatic zone were

evaluated ??)gr A I in&lusion 6&16 trial providing data only on plant green material). The residue
trials consider@g(rant AnnesgF inclusion of flufenacet support application of flufenacet to cereals at
the rate of 240 g as@t pre- or early post emergence growth stages up to mid of tillering (BBCH 11
to 25). The trials Were considered suitable to support the product Flufenacet WG 60. No residues
were determined in cereal grain (< 0.05 mg/kg) or straw (< 0.1 mg/kg) at harvest.

Table 8-5 summarises the residue trial data (wheat, rye, barley) evaluated in the EU review process.



Page 10 of 17

B
Bayer CropScience 2014-03-18
R

Document MCP: Section 8 Residues in or on treated products, food and feed
DFF+FFA SC 200+400

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)
Application . n .
material Min. | Max. ‘ Mediap,
Northern Europe S o
Grain 7 [ <005 | <005 | <005 |@) O &
Straw 17 | <01 | <01 [0 4
240 (186-260) g as/ha Groen > o— % &% S
material | 18 | <005¢; %005 | <005 O
(BBCH 51) &j A ‘Ei\\\ @ é}’
NS S-S

v
Since WG and SC formulations are known to %@ucq omparable res{@és — &H’ticu@' when
applied early during the crop development - ,th@esid&gﬁialsﬁ@wewed n th&@mossier of
flufenacet are considered to adequately @ppoﬁ@e r@@sent@&/e ugg>’ of {Flufenacet +
Diflufenican SC 600’ in northern Europe. @ Q Q@ N @ @@
é D 2 & &9@ @
An overview on the supplementary res data fc@ the Q@fhem@ﬁe usiag n;ié§formulations with
diflufenican and for the southern climatic zor@@hich@re rep@d inot@\/lc cument, section 6.3
©) N % ) Q ©)

is given in the table below. N N Q) ® N
\@ O S
Table 8-6:  Summary of supplem@ry r@due e@%% on ce%als @porting the representative
GAP:s for re@val %prOMof flifenacet 9 O\Q
Application @ Q v & \ﬁ Residue level (mg/kg)
rate N @ X @@gam flufenacet
Reg1@ Fégxmulation Crop o) n
flufenacet R D" ma @w
(g as/ha) sO @ L Q & Min. | Max. | STMR
240 RN @F A@?MG 60~ W@’ grain 6 | <0.05| <005 | <0.05
. FEATDFF SC0 barey | @) straw 6 | <0.10 | <0.10 | <0.10
Lou12 O&\\ E@ §A+FL§QFF ?Vheak orain 8 | <001 0022 | <0.01
° SC360  °« | barley straw 8 | <0.05| <0.05 | <0.05
220-254 B ou-s S Fr §§§F S \\g Whkat, grain o | <001 005 | <0.01
. 9 &@ ~ barley straw 9 | <0.05| 011 | 0.06
O S | Srearrppiore P . <0.01 | 0.035/
120-%6 (%-s © s@@% Y ‘l’)vhfat’ grait 121 2005 | <005 | 0022
S @| FFA+DFF w@yo | " straw 12 | <0.05| 0.069 | <0.05
< D
EU-N northe?@Europe @ @ EU:S Qouthem Europe n: number of trials

FFA+DFF W60 congaining ufenagdt and 20% diflufenican

FFA+ DFF SC600 ining%@ g/L flufenacet and 200 g/L diflufenican

FFA+FLT+DFF 60 containing 12Qyg/L flufenacet, 120 g/L flurtamone and 120 g/L diflufenican
FFA+DFF WG 70 containing 35% flufenacet and 35% diflufenican

N
For further details g?fease refer to CA 6.3.1

Diflufenican
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.



Page 11 of 17

B
Bayer CropScience 2014-03-18
R

Document MCP: Section 8 Residues in or on treated products, food and feed

DFF+FFA SC 200+400
Table 8-7: Summary of representative use of ‘Flufenacet + Diflufenican SC 600’ considered
for Annex I inclusion of the active substance diflufenican
Resion Maximum Maximum [Z¥inimum
Crop % Number of Latest Growth stage Rate §o q
Applications (g as/h @y O 9
S &
Winter &@ | @ < §a
wﬁi‘;r EU-N | BBCH 13 @5 - 1o m@@ \%
- \ .
barley EU-S (application in aut@ C S > C%
Winter rye @ KSN& § @Q %,
* EU-N: Northern Europe; EU-S: Southern Europe 9 (@) @

n.a. : not applicable. The pre-harvest interval covers the Vegeta&@)erlod @pthe c&@ntil h{@%n @) @

In the EFSA Scientific Report (2007) 20 trial on wh \and ley ‘& 1als the {@rthern zone
and 11 trials from the southern zone) were @eptab@ sui&port %repres (\ ative use. The
residue trials considered to grant Annex I\ &n of fem&n actu upport application of
diflufenican to cereals during tillering 1r@rmg afShe raté@f IS@S/M\%MW , the representative
uses of ‘Flufenacet + Diﬂufenican@ 600 are covered the, Wdluatigiyand risk assessment
conducted during the EU review of@ﬂufe&can amib in prifwiple, f\suppl&ﬁentary residue trials are
2, @) QO N
necessary to support this GAP. . & <
N A Q

Table 8-8: Summary 1ﬂufe@can r@ue data sup[@“tlng the representative use
consider r A@wx | 1@usmn of the active su@ance diflufenican

Application @Q %amp} ¢ @U @emdlf}l’ evel (mg/kg)
@ ma@sal @ @ym. l ax. |Median
Northern Europe > @ % I@ $ S
150 g as/ha atJd I4fat BBEH 30 @Gmm@ oQ [ <po1 | <001 [ <0.01
(application'in sprive) o | Sway’ |9 |05 | 017 | <0.05
Southern Europe Q © o . '©

150 g as/ha at lafest Bz§p3o ({\\@Grainﬂ g g%% <0.01 | <0.01 <0.01

(applicatigipin spri ) sra@ | .8 | <005 | 007 | <005
126gas/h® lates ‘@(;H Gam O3 | <001 | <001 <0.01
(application iy 1n@1tumn)©  Straw 3 <0.02 | <0.02 | <0.02
) @ (g
T @ &S
Suppleme@ remﬁe were% generated for diflufenican using combination products with

flufenacet. The ies a y\rewew% in document MCA section 6.3 relative to flufenacet.
Detailed information relative td@iflufenican (and flufenacet) can be obtained from the Tier 1 summary
forms (R M.; 20433 M-478066-01-1) if considered necessary.

Supplementary ]@Vestock Feeding Studies
Flufenacet

During the EU peer review process and recently in the EFSA Reasoned Opinion on existing MRLs
(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 of
0.01 mg/kg in milk, 0.02 mg/kg in liver and 0.05 mg/kg in fat, eggs, kidney and muscle. Hence, no
livestock feeding study is needed and MRLs and risk assessment values for the relevant commodities
in ruminants, pigs and poultry can be established at the LOQ level . The represegitative uses on cereals
supported in the present dossier are shown not to produce higher residu@@han t}olose previously
evaluated. Q\ @ é 2

Taking into account the findings from the ruminant feeding study with t}@mainnt metabolite OE
oxalate which was conducted for the US it was concluded tno de@@bl@@mdueé@f Oiy@calate

are to be expected in products of animal origin. @ N % N
For details please refer to CA 6.4. é}’ .0 RN o8 @&9
o D> > & &
. & T § o 8
Diflufenican Q Q) @ @ &

In the EFSA Scientific Report (2007) 122, it was@ncl dad that \f% the ré%resen@tive u@@ppor‘[ed
during the EU evaluation of diflufenican, no ﬁe\eﬁding @168 agﬁno 1\§Ls fo %‘;\ imal ducts were

necessary. N @ LN O
) &Q L o @© @@

N @ SN
Supplementary Studies on Indust@l Pr&essin nd/%@ou@old aration
© <,

Flufenacet @© %@?) § @\ @@

The relevant residues of flufenaget in rm\agriéui;[ural cbimodifids a{%etermined by means of a
common moiety method captiiing th¢yparent substafipe and@l abolites that contain the N-
fluorophenyl-N-isopropyl fmagciona@up &cC rdin&% thle @sidgenition in plants. This residue
analytical method for ris sessient a@enfor ement involves @ hydrolysis at conditions that are
much harsher than thossed té est@te the@ature @pro ossed residues. Therefore, a study on
the nature of procesb@) residu% (high temperature P&roly%@according to OECD GL 507) can be
omitted. @ S %@ S %Q Q

Supplementary @j)cesgn@%ata@ rep@ in umen@dCA section 6 for wheat and barley. For
wheat, the progessed @tions resultin@ from mi in%@aking, production of wheat germs and starch
were inves@a ed. bar@ pro ed f@ionss@om pearl barley processing and preparation of
alcoholic beverages (r%glting, @ewing@\distikl&tion) were investigated for flufenacet residues.
Concentration G{)residwas dbserved$n some -products, germs and bran.

For details %e refep to CA65. ©©

©©©§§©°\

Diﬂufe% n O O &
As residues o@iﬂug@:an exteeding®.1 mg/kg are not expected in the treated cereal grain, and since
the chroni&posure does\giot ex¢eed 10 % of the ADI, there is no need to investigate the effect of
industrial and/ophibuse processing. This was considered acceptable during the EU review of
diflufenican (EKSA S%'entiﬁc @ort (2007) 122).

N

Supplementary Studies for Residues in Representative Succeeding Crops

Flufenacet

Metabolism 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-
YC]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 involve
application rates ranging from 150 — 600 g as/ha.

In the supplementary dossier, a rotational crop metabolism study is reported-@sing [thiadiazole-5-
"*C]flufenacet enabling the detection of a new major metabolite trifluoroacetic acid (M45, TFA) taken
up by plants from soil. Q\ @ Q %
Although according to the evaluation in the Monograph and by EFSA @Q ﬁel@btati 1 cr(§%als
were deemed necessary four field rotational crop studies ar@‘éporte‘& in t&é*suppl@enta% ssier.
The study design covers a scenario where the maximum @ister@brates’ﬁre applied to petatoes as
preceding crop followed by application on winter cereal@%o f{@nace&r sidu were @%érmineod in
grain or straw of the succeeding crop. @ R @ N J

N QR YO
For further details please refer to CA 6.6. &© @) @ @ © @

Q \\ °\§ S ©© @@
Diflufenican o § g}g ©§ %oy &
Data on metabolism of diflufenican in succ@ng cf@s wvalugfkd du@g the @review of the
substance (EFSA Scientific Report (2007&&2). & f@ é% %@ @
In the EFSA Reasoned Opinion (2013 nyrther investigation o@esidevels diflufenican and its
metabolite AE B107137 is only re me@ for@jpplic@n rates “exceéding the one evaluated
during the EU review (i.e. 120 g as/ha). ' O\% @© § o\©
The maximum application O\@e € diflufenican,  using&the  formulation  ‘Flufenacet  +
Diflufenican SC 600’ is the same (i.e§0 g a‘@%a) as&yaluatecgri ¢ EU Review and, therefore,
field rotational crop trials ®ith di @nicankaure not \deem @ece&@o support the representative
uses of ‘Flufenacet + Dg@nicc 6@ & @@ &\%

G S S’ @
Proposed residu@ﬁnitign a@a)@m r&@lue @ls
Proposed residye dgﬁ@%o S Q@ N
" > O @

Flufenacet Q\ § N ®© N S
The Revievﬁepgﬁ@)r flufélacet (%69/\/ 1/08-Finat= 31 July 2003) does not contain information on

the residue deﬁr@%n. The relev@nt inf@atio rean be taken from the Complete List of Endpoints,
Report of EC@;ﬁB, A@ex 235 Resi &Section.

N Q
Table 8-9: %sicﬁeﬁni&ns f@ufe@%et

X q @
Matriges Heliducdefinit Reference
2 &rsiduedefinition

vy &/ - -
%, S N Flufenac?et 1nc1ud1.n.g all
% Ri ssessrr%lt metabolites containing the N-
Food of plant MoRitori a henvi-Ni |
?- onitorin@y u?rop enyl-N-isopropy Report of ECCO 73,
a moiety, expressed as flufenacet Complete list of
Q@ Flufenacet including all endpoints, Annex 2, 5
Food of animal Risk assessment metabolites containing the N- Residue section:
origin 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 metabolites in a
multi-residue method. In chapter CA 4.2 a justification is provided where it is concluded that the

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. %@
o M &
S 2 ¢ @
Diflufenican
. I WIRS

The residue definitions set in the EFSA Conclusions on the e@uation@gf diflufenica shq@m the
t

table below. The residue definitions were confirmed for wc\a@éal co@moditigs in EFSA\Reasoned
Opinion on existing MRLs. < o\© gix \ ((2‘} .
~ S § S &
Table 8-10: Residue definitions for diflufenican &© <) @ &@ @)
) z S @
. : RN N &
Mat Residue definit %)
atrices i esi ue@ efini 10;12@ 5 K@ glm@‘ereg%
. Risk assessment . @
Food of plant origin Monitoring @ ufenies SA Sg@jntiﬁc
Food of animal Risk assessment > > Report@2007) 122
origin Monitoring A\ O Dlﬂi@hcan@)@ - 9
) XY \
& o & N O

N
. . S @)
Proposed maximum residue lev%is (¥!;Rl‘s)o *o © o
& N @) §© \\

X o
Table 8-11 summarises the existing @ MRI&of ﬂu%&nacet@'jl graieals (barley, wheat, rye, oat)

and animal commodities as$aid dotn in @u ation (EU) Ke 149/20808 as well as the MRLs proposed
in the EFSA reasoned @pinio @\Q exi?mg ] ac@rdin@o Art. 12 of Regulation (EC) No
396/2005 (EFSA Jour@$2012;&1>0(4):&689). % QO @

O @ N Q
SN
Table 8-11: g(lstlng @ ar}@ted@ M(&@ for ﬂﬁnacet

Flufenacet N §9 ©

Crop/animal ExiSting Ky MRL @ EU MRL
comn@es N &y (mEkg) S proposed by EFSA
N S (mg/kg)
Reguyfation (EG) No.
305 > 1@%08;@); u)& (EFSA Journal 2012; 10(4):2689)
9 VJ@ X a
N & « O
Whea@arle%@@ é w@@f N 0.1
@, oats & 2 0,05%" 0.05%
@y % &
QS v O |0 Meat: 0.05*
v § Q\ Fat: 0.05*
Products of al Q Liver: 0.02*
origin v Kidney (excl. poultry): 0.05*
@ milk: 0.01*
Oy Eggs: 0.05*

* indicates that the MRL is set at the LOQ

3 Uses in rye and oats were only reported for the northern region and thus included in EFSA’s evaluation in the
framework of the MRL review according to Art. 12 of (EC) 396/2005. Thus, MRLs for rye and oats were
derived from 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, rye, oat)
and animal commodities as laid down in Regulation (EU) No 897/2012 as well @the MRLs proposed
in the EFSA reasoned opinion on existing MRLs according to Art. 12 @Regulation (EC) No

396/2005 (EFSA Journal 2013;11(6):3281). K S
( (Or28) S o o o
QN @
Table 8-12:  Existing and anticipated EU MRLs for diﬂu&gican &@ . © % §
@(\ S A N
Existing N v N
o £O MR SoEwm 6|
rop/animal @ proposed FSA N A °
m (mg/kg) o N S
commodities Regulation (EC) & (m/ . « @
No. 897/2012 ESQJoum @3 @ BIG] L
= @
Barley, rye, wheat 0.05* XA S 0.02, & @
Meat, fat, liver & o N4 < Q %oy 9
kidney of cattle, 0.05* § Q© @ o%e* S 9
sheep & goat o Q 2
Milk 0.05% <& R @, ~ O0.01* @
* indicates that the MRL is set at the LOQ e method @ N 2
SR &9 F
The intended uses of ‘Flufenacet +@ﬁiﬂuf‘@@icaq %600’@)@ compatible_ With both the existing EU
MRLs and the EU MRLs recp\@lende@%}lf’)y EFSA in its rec reasoned opinions for both active
substances. é Ny ®)
S @© - N L9 W&
SIS S

N
Proposed Pre-Harv%ﬁter@ﬁs, R ntr)@xr Wi@holdﬁéeriods
It is not necessary t@@eﬁne a& pre-hérvest ifiterval 89 ‘Fl cet + Diflufenican SC 600°. The pre-

harvest interval is @en b)@h% gro%@g $ betW@

It is not releval@jo d@ﬁ@ ar try tod farlivestock, since these crops are not intended to be

grazed by livestock. o @@

Flufenacet %iﬂuf@an S&OO’ i@sed@ o&erea&at early growth stages, when there is no need to

enter crops shor@after@raying@lt is, t@efor&not necessary to define particular re-entry times for
Q S

workers. v @

Handling &(?reate@cer%ils is rally©§§m)t required before harvest, which is always done

the@rowth stage at treatment and harvest.

mechanically. Thergtore tigre is nOneed ‘te define a waiting period between application and handling
of trea roducts. © N~

The u§e of Elfffenac Diﬂ@@nicar@@ 600’ in cereals is not likely to result in significant uptake of
residues by\@gucce%ciing cropsy Th&xit is not necessary to set a waiting period between last application
and sowing or ing sx@ceedi@r;g crops beyond those relevant to agricultural practice.

D

Estimation of E@sure Through Diet and Other Means

Flufenacet
The toxicological reference values (ADI, ARfD) as published in the Review Report (7469/V1/98-Final
— 3% July 2003) are summarised in the table below.
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Table 8-13: Toxicological endpoints for flufenacet

Endpoint Value Study Safety | Reference
(mg/kg factor
bw/day)
Acceptable Daily | 0.005 2 year rat study (LOEL) 250 Régiew
Intake (ADI) port
Y O/VHQE- | &
cute Reference | 0.017 90 day, 1 year dog study 100 $Fmal @ Q &
Dose (ARD) N Jul 03) A @
= &

" &\ O | %N

Diflufenican @ o °\ @j% *z”;y\
The toxicological endpoints for diflufenican as set in t@@EFSA\Qlenti@c Repprt are s@mmarised in
the table below. R @ @Q § &
O @ @ @ O &@
Table 8-14: Toxicological endpoints for dlﬂufen%n Q % & Q @
4
Endpoint Value Study \)f O%afet Referefce
(mg/kg ) Q 4 factor @ 6@@
bw/day) N & G@Q % @
NI I P S
Acceptable Daily | 0.2 a)% rat@udy JﬁO @ SASeientific
O S .@_
Intake (ADI) o X\h@ ©< O | Repg (2007)
Acute Reference | Not allocated/%t neces@i&;@y N © &@ 1%
Dose (AR{D)
L 9 R 4
= e

N
& o L .9 &
TMDI calculation Q VCQ &

In order to evaluate thewpotential chronic exposure thr fzh the .~ iet, the Theoretical Maximum Dietary

Intakes (TMDI) ar%@tlmated usn@ EF% RH\@ modeﬁ;revmon 2).

S

Flufenacet . @J) °\ e @Q
The hlghes& latekzgfor flufenacet %Qpresenﬁ@ about 59% of the ADI taking into account the
the current EU M@s laid @wn 1n§eguol{c@jn EU\ZO}\’NO 149/2008 and the proposed MRLs for wheat
and barley as W&l as ﬂ@MRL@ pro&t@%s of émal origin (EFSA, 2012). For details please refer to

CA 6.9.
5 & &
Dlﬂufenécan @ © @© O\
The @ atl of t‘h@e@@MD for di g@mcan was performed based on the current EU MRLs for
diflufenicanaid dowh in @ulano@EU) No 897/2012. The highest TMDI was calculated for the
Dutch children digt (1.7%ADI). O
© (o

Based on these resuligchronic exposure to flufenacet or diflufenican residues is unlikely to cause any
unacceptable risk t@gonsumers.
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NEDI calculation

Flufenacet
Chronic consumer exposure resulting from all the authorized uses of flufenacet and reported in the

framework of the MRL review (EFSA Journal 2012; 10(4):2689) was calculatéd using revision 2 of
the EFSA PRIMo. No long-term consumer intake concerns were 1dent1ﬁed{or any qf the European
diets. The total calculated intake values accounted up to 24.7 % of the AI@?WH(@ ster@et B)A
modified calculation taking into account a limited number of crops v\@@h wgﬁbe sugorted%@he
future results in a slightly lower usage of the ADI (21.2%). @o & \ @ %
V' SR VN

Diflufenican @i} @ K v o .

A NEDI calculation that takes into account all the ex@\ta@g usghof dlﬂt@mca S Eur@ is presented
in the EFSA reasoned opinion on the review of th @wtmg@aam @n residde Tevel& (M (EFSA
Journal 2013;11(6):3281. The highest NEDI was%kul&%l foro@e Dutch%hlldr@ diet, f&presenting
0.3% of ADIL. These results confirm that chroni¢ expo@ to d@%{fem@remd@ is u&@ely to cause

harm to consumers. N @ Q @Q @ g

&
NESTI calculation @ & ©\ @f@
Flufenacet 9
In the EFSA Reasoned Opinion %O%) th&%cut&&%ﬁsum@expos& to ﬂ&@nacet was calculated for
all types of cereals (wheat, rye> tley oat ) using @%e hlglé remd% level found in cereal grain
(0.05 mg/kg). Taking into %count t@ Ag@of 0.0%7 mg/kg, the est NESTI was estimated at
7.3% of ARfD for child due&o co tion of milg and % of ARfD for adults due to
consumption of wheat is c%ﬁude at th@&heren@uppo& uses in cereals do not result in
unacceptable health ri to Eufopean consul%s

@@Q@é@

Diflufenican % NS
Diflufenican 1s\charaqj.§med by 10 " OW a % toxici and@ was not deemed necessary to set or propose
an ARfD fq& 1S cund %LI 1s, t@fore ot rel \%%t to perform a NESTI calculation
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