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CA6 RESIDUES IN OR ON TREATED PRODUCTS, FOOD AND FEED

This document contains only summaries of studies, which were not available at the time of Oth&rst @6

Annex I inclusion of deltamethrin and were therefore not evaluated during the.first EU reviewof thi§0”

compound. In order to facilitate discrimination between new and origi§mformatio Dthe Qi

information is written in grey letters. All studies, which were already submitt&d by Bayer CropScieénce

for the first Annex I inclusion, are contained in the Monograph, its Addenda&nd in the origijal (b(%@ iney,
X

dossier provided by Bayer CropScience and are not sum@ised in this @%&eument. é;ﬂ\ \\ @@ -
o N &N A
CA 6.1 Storage stability of residues @& &© é\a QQ § c&©
The following studies were evaluated during the EU Anne< I 'incl sz» of@ltan@hrin@@ @}@
Q)
R A N SN\ SN
Report: kcA 6.1/01: Af%b.;m()@@ w\? Y & @6 S
Title: Storage stability stud for cofhbined @iduc@trak@cthrin,@ltzu hrin ¢ trzu&—o
deltamethrin in let ébin a f@ézelﬁ( ility s dy.% N @
Report No: A73531 \\ AN R O = §
Document No: M-151815-01-}© ~ %@ o\& ) %”\9\ S é’ Q)
Guidelines: Deviation no$y cciﬁéﬁ Q & é\g § @ @
. )
GLP/GEP: no SO R S S
Ve o » & 9 .0 O ~
o &0 ¥ L @S U
Report: KCADY /02: ar9y S @ 2 Q
Title: Supplement¥o: De ninz@n of tcombi%cd r@lucs &f@ﬁ’)alon@ﬁhrin, deltamethrin and
trams-deltamethrigyin lc@ in Q‘FCCZC@E@lei% udy s @to\a
Report No: AT111 ® 6@ Q %o @
Document No: SM-1 83-%%) N Q ' N
Guidelines: @ USEPA (A)@i -4(c§§§c\%®’n n(@spcciﬁc@ @&
GLP/GEP: o
> SARNEN NN é@ @

S
The wide ran@% s‘u@s c@iucte&em%l\rat%ﬁ%at r@dues<§del rﬁéthrin remain stable in all crop
types, irres%)ctive Sowhether they are predoninantlygvater, oil, protein or starch containing matrices.
Conse @tly, althoug@&le ge @iods in some cropresidue studies have exceeded the periods
specifically validate Br thg@cr%s in st@ﬁge&t@ﬁlity%sts;é@s considered that the overall database
is sufficient to support ade ua@i@ab@@m a&&rop@ trigypes stored in deep freeze for at least 24

months. 2 % .
Y @Q @? O © § @ﬁQ

\©) @) Q A N N
Nevertheless in the wide Qarietyf th @ted@nic%@the acidic matrix was not yet tested. In 2009, a
storage ility study s in@d i%rang® This 'Study is presented here above.

ge g@bility study < €& Thig study is p

S & e

New\\%la for AIR: o @\ @Q o

Report: < o .Koe.1/05: I, C.. 2012

Title: @ Q Storage st%ilf residues of deltamethrin (AE F032640) and its isomers AE

@& @Q @ 085@' and AE 0035073 in orange during deep freeze storage for up to 24

AN mo
SN S

Re§m't No.g; § 09207

Edstion @nber' §12441996-01-1

Guid@s: Guidelines for the generation of data concerning residues as provided in Annex

II part A, section 6 and Annex III, part A, section 8 of Directive 91/414/EEC
concerning the placing of plant protection products on the market, No.
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7032/V1/95 rev.5: Appendix H Storage Stability of Residues Samples, July,

1997; Commission Regulation (EU) No 544/2011 of 10 June 2011 @ Qb

implementing Regulation (EC) No 1107/2009 of the European Parliament and@y

of the Council as regards the data requirements for actje’substances; ﬁ

Residue Chemistry Test Guidelines, OPPTS 860.138@r Storage Stabr ity.

August 1996; OECD Guideline for the Testing of %emlcals No@@ %@pted@

16 October 2007 © Y DN
GLP Yes g Q@ @ @\ @ &@

& O

The study was conducted to evaluate the stability eltamethrir@nd its, iso @ ?&FQO%@@ (a—@
isomer of deltamethrin) and AE 0035073 (trans@ner of del%methr n fré%n c 1t10@9(< 1
for a period of 24 months in orange (fruit). @’ S

", o
Individual aliquots of orange (fruit) were f(@lﬁe%glth tame@rm & Fl&@,&AE 0(%5073 at
0.20 mg/kg. The samples stored in HDP alge@ cont@iners #an av %derag@emper@ure @'—180@“
below, were analyzed at the nominal st({%e mg}valseq 0, 6 @2 25 @onﬂésg

The results for the all storage 1nterval@re giesent in tl@inal dy r@%r‘[ & O

At each storage interval deltamet and {W'isomers ere det oiN 1ne @1 the red §‘dolﬁsamples and
-H
0 /k

in the stored spiked samples acco dmg@to t nal ncur%nt recovery
experiments at fortification le \' of re also per@me r each analyte
at each storage intervals. Tl residues ar uantd\\ﬁed b%frever ph S HPb§J with Electrospray and
MS/MS-detection in a sm@e run@or thﬁt l§latron of all of the%e lyte%@l"he quantification
was carried out by internab stan%rdlzat 1nte@al stable labelled stan ard§§ each corresponding
T

analyte. Validation re Veri§§ K{@e fruft'we ondug c @he s dy C ent recoveries were
conducted at 0.01 @ (ex ept @mte 0 (@@) a 20 @/kg éﬁeeach analytical point.

In the control s es @1du Ssof deﬁame{ﬁ:m A& 10@9 (@ 1sor§er of deltamethrin ) and AE
0035073 (tra%@ome& deéamethéﬂ) we elqo\éthe %mlt o@antlﬁeatron (< 0.01 mg/kg) for each

test item. @

@’
For deltan%e rin, all onc nt r ery @ea were in h@’aeceptable range of 70-110% with
correspQ ing RSD( 1ve dar devj uon) %1, . O

N

For AE F108569 -1si§mer @del r@thr éﬁe con%urent recovery means were within the
acceptable rangedgf 7 41%0% spond;ng D (re@ve standard deviation) < 20%.

For AE 003 @3 (t@s er o %’elt n@hrm{@ﬂl th&%oncurrent recovery means were within the
acceptable ra r ge of corr@ond fg RS@rela‘uve standard deviation) < 20%.

For all rage 1nter\@s 0 one@bom nd \ﬁ%’d been spiked on each stored spiked sample:
deltamethrin, &150% of, @hamethrm) and AE 0035073 (trans isomer of
delt{r%’ethrm) but% ea§ th%om hds mentioned above were analysed to monitor any
formation of other non-s @émp e concurrent recoveries and associated control samples
analyses were doneto valighite f@se e)@erlences These results were not reported because this
phenomeno@as nQt obs du%f‘hg thgystudy.

X ©)
Orange (@it) s@ples &ere s ed at a level of 0.2 mg/kg of deltamethrin or AE F108569 (a-R-isomer
of del@etb @ or 003 (trans isomer of deltamethrin) on day 0. In summary, deltamethrin and
1ts émers @ - the_frans isomer of deltamethrin) fortified to control samples were shown to be
dy, deep frozé% storage for at least 25 months (751 days). These results of stored spiked
sarnpl Y0) were corrected by the mean of concurrent recovery samples at a level of 0.2 mg/kg (%).

Conclusion
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For the sample material orange (fruit), deltamethrin and its isomers (a-R-and the trans isomers of

deltamethrin) were shown to be stable for at least 25 months (751 days) under freezer conditions at@but &

-18 °C or below, after correction of the results by the mean of concurrent recoveries. Q\ @j
& @

Report: kA 6.1/04; | 1996 & & D

Title: Amended summary report covering submission guidelines for maghn 1tud®f th

residue (171-4(k)), processed food/feed (171-4(1))y residue me‘tcgodol (17&
4(c)) and storage stability (171- for residu@s of deltame@in its

metabolites o
Report No.: A55828 %@& Q& Q &é&” R ©<§ é}
Edition Number: M-139715-01-1 QS‘} \ @@ Q & % @}
Guidelines: USEPA (=EPA): 171-4(kY,(I),(c),(e) & .~ @ 6\ AN
GLP Yes & @@ AN IS T
& @ LA N o

USA, in order to establish tolerances f@delta@thru@ corq and i§pro
N \ N O @ N
Corn grain samples for processingé%e h%/es %1 days aftgr@he @ﬁ (last)appli @ 1on {@the 1989
trial (Iowa) and 35 days after thé3th %st) a@hca‘u@ in 199@)rial éﬁnm All- @mples were
maintained in a frozen condltlo@untllfsgmple@ﬁalyﬁ N
The treated field corn sampl SSvere 2 a%alyz@» according toﬁarev das Y V@dated analytidal methodology
designated HRAV-10. This methgd.detemiines @ﬂue@f cis- % rﬁand al a-F@ieltamethrln using
gas chromatography equipped with &gctﬁapm&e det@‘ﬁon /E@) @ validated limit of
quantitation (LOQ) for the deHame I@H an
All residue samples Qere afalyz unct§ wit %r‘uﬁ@ co@l sa, ﬁﬁles to demonstrate the
performance of th@eth@ at th&jim field m@anal@rs Recove%results are provided along
with the field sa c&@ in t&eattach%’d a&%kytrczf or@y re@rts ¥hese data indicate acceptable
method performgnce, O Q& & @
In the course ‘of thi udy«;@g@torage stabﬁﬁy stL@y way ond@ed ov@r 3 years on representative corn
sample corfgodities. s @ @}’
The puggese of this stu@y wa det@me the fre&r stoﬁ%e stability of tralomethrin, cis-, trans- and
alpha-R> eltamethrin % d raw a 1tu@ commbditi ties (corn grain, forage and fodder) and
selected proces tiorfs (corraé%far éour d oiljxThe sfaly was conducted according to EN-CAS
Analytical Proté}?%@%mo %rtled% tability o @Pralomethrin, cis-Deltamethrin. and trans-
Deltamethrin j ree Storage Conditions”.
Alpha-R- dek@neth@ an% 1t1&rral mces (%ﬁrn fo@er starch, flour and oil) were added to the study

by amendment.
Samples were fortlf@ at 0,20 ppm&wnh g1 her@omethrm cis-, trans-, or alpha-R-deltamethrin and

sto&\zdvﬁ'ozen at teffiperaties r &g%g e ) —2@ to -27°C. An unfortlﬁed control and freshly fortified
controls were anaLyzed c curr@rtl ith stefed fortification samples to determine procedural recovery

Y
v
In the growing seasons 1989 and 1990, az@%l ofi@ﬁel&com&gs vs%e copducted in vari@j {7' of
coss .
v

at each anal in Q/al ysis @sults indicated tralomethrin, cis-, trans-, and alpha-R-
deltamethr ere «ta at le§1§t 36 gonths in corn grain, 35 months in corn forage, 36 months in
corn fodd% $tbs @corg@arch@ months in corn flour and 36 months in corn oil. The percent
recove ometliri -, trans- and alpha-R-deltamethrin from individual corn matrices are
describg be@

Co ain; The regyp errf%of tralomethrin, cis-, trans-, and alpha-R-deltamethrin from corn grain ranged
60%>to 112% both uncorrected and corrected for procedural recovery. Procedural recoveries

analyz@oncurrently with the stored fortifications ranged from 76% to 115%.

Corn Forage: The recoveries of tralomethrin, cis-, trans-, and alpha-R-deltamethrin from corn forage

ranged from 74% to 134% uncorrected and 87% to 123% corrected (with the exception of one 151%
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recovery) for procedural recovery. Procedural recoveries analyzed concurrently with the stored

fortifications ranged from 74% to 117%. @ @@

N

Corn Fodder: The recoveries of tralomethrin, cis-,trans-, and alpha—R—deltam@rin from co@od er

ranged from 63% to 115% uncorrected and 73% to 124% corrected for procedgyral recovery. ®roce

recoveries analyzed concurrently with the stored fortifications ranged from 78% to 109%& @ @
O

ha R- deltan@lrl ﬁom a*
starch ranged from 88% to 118%. The 20 month and 36 month recgyeries frorn 1ﬁc% ns &
ranged from 85% to 130% uncorrected (with the exéeption of ong@1% recove and§
corrected for procedural recovery. Procedural rerles anafyred concur@ ly & it tl@ stor@
fortifications ranged from 76% to 116%. Qo?(@ N @
S @ %

Corn Flour: The Day-0 recoveries of tralomet%tn m@@rans\gnd a@m—lta hr1n from corti ﬂour
ranged from 79% to 98%. The 21 month and 36 mghth re@ene@m s@ed fortific a@ens ;@d frorh
76% to 113% uncorrected and 76% to 13§% coxrectedsfor pracedurahreco Procedur ecopéties

analyzed concurrently with the stored :@stlﬁca\%ns T ed f@ 77&‘[0 I%QA @ %

Q &
Corn Qil: The Day-0 recoveries @alon%thrmggl - tmns- @@ag@R -d fr(@ corn oil
ranged from 80% to 124%. The & mopgth an 6 m@yth regoveriefrom red ﬁeegtlons ranged

from 65% to 101% uncorrect@l an % @’125 corr@ d pro cozgxry Procedural
recoveries analyzed concurr@y withrthe @red for ﬁcatﬁ)ns riﬁg d figm 81 ol 1@%

Corn Starch: The Day-0 recoveries of tralomethrin, cis{ frans-, and

During the study, the aa&ﬁ?rﬂcal %eth@ 0d1ﬁ wnd%sg se ﬁltl§valldated (October
1991to April 1992) resultlng nal jcal entjtled Ana tic thod for the Gas
Chromatographic De&te€rmirfation T lorne lﬁqn a@k Del@met (¢isDeltamethrin,  trans-
deltamethrin and &fpha-R-Deltagethri) in @j@mce@ (Raw “Agricultural Commodities and
processed Fract@& h{@lod Q*RAV e was\lsed er na@s of @ san@s presented in this report.
@, RS

Conclusion @ @,@ %© N . (;@0\0 @b ® @

. o s 5 @ >

Stored feitfication res@ n %te s@hty of tral@@ethrﬁ@ms @trans—deltamethrin under freezer
storagé tonditions of @3°C\t 7°C n c@ﬁ forage for 35 months, in corn grain and corn fodder for
37 months, and in stafch, C(@i ﬂo L, Sind %m r&e oil 36 months. Results indicate stability
of alpha-R-delta hrm%l)nder sa stor ndi 10n§@ all matrices for 36 months.
g XS ¢ ©\ S @

Upon reques»y RMS$ UgﬁD{l’fs notifier ha ?@?@rep d the following position paper M-536440-01-1
summarls% the freezer storagg{data e vggious Matrices from the above mentioned study M-
139715481-1. For eaéh cro Actiofand @Wteiﬁé following information is given:

- onthe leve@un in m & @

\% the recoveriés fc&@e samples Q @

- the reC@srles normalized to@day z§ and

- ther @QV&:U@%M @ h;@ortl@gle samples.
Q

CA 6. %@ &etab%»hsn&mtrlbutmn and expression of residues

Upor{%’que@r S*HK the notifier Bayer CropScience has prepared the two position papers M-
5 4-024 and —539@2—01—1 providing a comparison of the metabolic pathway in rat with those
in pla oats and the environment. The document M-539732-01-1 also includes a table of all

significant metabolites identified in the different compartments and their quantitative occurrence.
Additional information to several studies was provided on request to the Rapporteur (M-560007-01-1).
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CA6.2.1 Plants @

The metabolism of deltamethrin was studied after application to apples (M-149515-01-1), @1
(M-149571-01-1), tomato (M-125042-01-1), and cotton (M-093407-01-1 @-149567 014 and@§-l
191128-02-1). @ @Q\ ©
All metabolism data were already evaluated during the ﬁ@EU review &%cess for in& ion°qn An@
L \e @ < ©\ @ @

> @Q < Q& O

& Q)

The detailed metabolism studies were already eva ed and concliled o, be r%xesenmgive fot-the C@%
categories fruits, leafy crops and cereals. Q? Q} \@ @ ©\© 5 @@

@Q @ R R @ °\ R
A short summary of these already evaluated @dl%@ glv@belo@@a& ©@J (e é @j

N S
N

In these studies deltamethrin was radloéebel]be&wnhéjC in Q@ of @ diﬁe@rent @Sltl(x@ asi ated

Q)
in the figure below: Q K X SRS @3\9 N
O e &S @ @@ § & o

7 % [%ém dlg@thyI@] Ia@ wg ed@ap%@@tom Eotton and tomato

Br 2 @ ~ AN &@ @ @ @
A S
& & ~9

114C-vinyl]-label 1 b)
(cotton leaves) § § &Ye [ 4Cx enéﬂ Ial@l was @ed in-apple, corn, cotton and tomato

&’ N v N o Q 2) SN @
ST 1 _iabel & N oY &8
©<® @an abe @' %\9 @@ §

(catton |
@“@0& %é\@,@\@

R X
O § o
a) note/@e [gem- dlmﬁyl 1@label as@led [& actt labe@ apple and corn. In some reports,
one arrow was dir to %he 1nt§hed§@ cyc rop%%C atoTE which could be misleading.
b) note: the [*C&genzy abel&s ce;%d [ 4@@alcog)l] la@in apple and corn, but ['*C-methylene]
label in tomat@@s. _© @Q . S . O @
ARSI \\ S @\
S Q e
The maj %entlﬁed pr@lucts delta@%thr%metalﬁﬂhsm are similar in all crop types and are analogous
to those tTn mamma 1ffe ng onixln the@ njug@lng moieties involved.
The\éﬁ\‘bposed degr%latl g§ d me abol@n pa\ay involves isomerisation, hydrolysis, ester cleavage,
reduction, ox1d@bon an hyc{ ylatign. The only quantifiable constituents of terminal residues are

deltamethrin and %h% twaSisomers frans> and a-R-deltamethrin, with deltamethrin itself being
consistent € myJor ¢ onept.
LA S

As staﬁﬁm t@%ﬁU @nogﬁf} (Annex B Residue Data) for Annex I listing of deltamethrin, the relevant
e 1ant @mm@ltles for the estimation of dietary intake for consumers is defined as
deltarn n only.

The proposed residue definition for the temporary MRLs has been redefined as cis-deltamethrin by the
former Rapporteur Member State, Sweden. This decision was agreed and voted at the Residue Working
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Group held in March 2006 and implemented in the current Directive 2006/59/EC, listing the EU MRLs

& $ 7
. Vo) 2, S y
@Q\ @\@ @y\@ @@& &@§
o, S, % Sy
o, 4 % 2 / 4
%@@ &@\ ‘o @Q@ “
) ) 2 V) @&
Yo o, "% D Yp
Yo O, Y, P Y
& @ 9 n, 7
T, ORI R TR
o/ T, D 2, o ®
0,, Y2, Mo 04, Yy "7 4 T
T My T QT oy, 7O Ve,
\ @ 6 \ @ 7 ¢ @ @ §© o\§
O @&@@ 4y g @@n\ “, Ve %, “up
& g
9 S 4 /9 x@@ Y %\w@ 73 Lo Dg
T 2% 2y & ) 7, % o 2,
9 7 / S %9 A\\v 4§ 7 ) @\@ @\
e \o\& > ey 75 &, %4, %,
A@ ¢ S @@@@ %, ¢ “ @\Qo " 7
@Q@ &\ 5 4 oS, %@@ \%@ 9 L:V@ S 7
o o 8,0 s g iy e, %
9y Y 7o Y8, Wy M 2y "oy,
Sy o 7, W Ty @@@@ !ty
E %@ \@&\ %@ 9 %Q@ @\ %%u (V) %
U, ® g 2 e, sy,

3 oy / T “, @@@
: U % %, &
5 Y 2y
: ’ Y
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The proposed metabolic pathway in plants is depicted in the figure below (major metabolites are

highlighted in bold writing): & D
. N
@ o8
B CH, @b @ &)
= O
Br r -7 \ lo) @
S QD w
Br z N
A CH, v@@ o @x S %, \\ @@ @
-~ CH, /@ @Q alph@%Del@thr@ ©&
y RU23938
T ° ° @} N A&O%GQQ @© @Q}
o CN \Q @@f @ & o @}
[ meosamann N BN
AE 0035073 .- C%}@J o .
Br . @r Q QKo ©O @&
Br— X CH, B @}c . &o % é\a s ©§
" CH, ~ 5 )\ % X é\? @S-D ethrin
: ' & ORU207E  ©
COOH S e $ Q) 2,
trans-Br,CA . % ot o A@ 2640
is-Br,CA 9 & @ Q

trans-dibromocarboxylic acid C. 7z
RU28302 broméc%rb
AE 0035084 023441

<
@C':)ropg%ed inte@@iate
QcH, &

S)
7y
Lo
f@l@
L

g & OH
’ ¢ 30 /©/
‘”\a/// \‘/©\o

@ o CN

4’-hydroxy-Deltamethrin
4’-OH-Deltamethrin
RU53605

AE 0035082

HO—CH

§Bonzoig acid @) & 3hsnoxybenzylalconol ’
3-pheno§ nzoig agid N f@enoxy enzylaicono 4’-hydroxy-3-phenoxybenzylalcohol
mPB v PB alcohol ,

@ 4’-OH-mPB alcohol
PB Q & QRUZ30 RU 46605
R 293 @ @) § AE F109013 AE 0035080
109
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CA 6.2.2 Poultry

The metabolism of deltamethrin was studied in poultry (M-116708-01-1) and ruminant (M-115 0@ @
01-1). These studies were already evaluated during the first EU review process gr inclusion nnex

I: @;Q S \@
A S L e
The metabolism in livestock was investigated using '*C labelled deltamethrih, which was abt{@d at é\g
one of the two different positions indicated in the chemiggal’structure b@\)w: g}” Q\ @ @
R S SIS,
> Y R O 5
[gem-dimethyl-14C .f\\» N &° @ N &
o v > Z Voo E
Br . KA TR I AN
) NS N S S
AN (& &% O = §
AN ) S KA S
yl]' 1Al el @\ % éﬁ @

KON @ % .
The metabolism of farm anlmaleas ualitatively sameyas fi ab@ory @m&@f\ﬂ“he major
identified products of deltamet@m metabolishr are Similar@n”catgly and @ul d are analogous to
those in plants, differing 01% in thevc ating moieties iny&ved. &he proposed@egradation and
metabolic pathways 1nv%)ve 1s erls$ ]@rolys@’ ester cle@ge,\r ductéon, oxidation and
hydroxylation. % @@ @@ . $ §
& <7
As stated in the E‘gﬂogra@h ( 5% emd@%a‘[a@ﬁor n@x I lishing oﬁdeltarnethrm the relevant
or

residue in animal-derive omn& tlaiestlm%@on eta@gm‘ca@or consumers is defined as

deltamethrin onfy? N\
¥ & o & & &,

The propo@i remd@ deﬁmtlo&ﬁ@r the§§mpc®ry MI@,S i mmagﬁaatrlces has been redefined as cis-
deltamegthtin by the R@port MedBer State, S®eden~This ision was agreed and voted at the
Residue“Working g%p hel March 6 a&c@ 1mqilg?nen§d in the current Directive 2006/59/EC,
listing the EU MR5§ or delta in.° @
2 @ N @9 NS Qb
@ @ < © o .0 %

Q QO N &

CA 6.2.3 Lactatl ru an@

Please téfér to MCA 6%2. QQ @ @

~
b g B
Add:guonal 1nform§%”on \?@ prcgg ed 0@equ§to the Rapporteur (M-559823-01-1).

& @ A
CA624§P1g§ § N @Q
Please re@s to §’ ©

@
CA,§2 5 @ F1§ @

At pre @ there are no guidance documents published in form of an update of the Commission
Commumications 2013/C 95/01 to fulfil this data requirement. Therefore, as stated in the document
SANCO/10181/2013— rev. 2.1 (13 May 2013) “Guidance document for applicants on preparing
dossiers for the approval of a chemical new active substance and for the renewal of approval of a

@6
S
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chemical active substance according to regulation (EU) no 283/2013 and regulation (EU) No

284/2013”, Bayer Cropscience did not conduct a specific study. ©©
@\ (g
Nevertheless, a number of existing fish studies are available and indicate that @nt deltametkyin 15@
valid marker for residues in fish edible tissues. o O\Q
NN
Q ¢ N

For all studies submitted during the frame of the Annex I lusion, pleag1 efer to re ‘Pencesggrmte
in grey typeface below and to the corresponding sectlonﬁrthe Monogp and in th@ase@ os &@

N N

Data already evaluated during the first EU review %@cess for mc@slon on Anne& Q @©© @Q}
& G e
Bioconcentration studies (ecotoxicology) Q'? \ N \ N
Report: KCA 8.2.2.3 /01 1%%0 N B
Title: Supplemental 1nf01mat1 to tl tud@Delt@aethnn@’ bl@gnc@tm& o
and ellmmatlo% (14 ~recadl Bruegill (LE@MIS @
MACROCH S)"%EPA @RID@ 4 l 11 4(%)% ®, §
Report No: A97600 K Y QA & @ <& 0
Document No: M- 17497@) @, Q\Q %, \@7 @@ S @ S
Guidelines: Dev1at1@ not speuﬁ@d @ N) ® ©® @Q o\‘”\g
GLP/GEP: No @ & R @Q $ O WO
S RS @Q & S é
Report: KCA 8.2.2.3 /0% 1998y  N° L@
Title: . %@eltar@thri% Biagonce tratm]@md el@nam@» of 14C-residues by
\3@1 (Lg%)omls§e rad@ rus)@ % §
Report No: Y @ @ °
N O Q A&
Document No: @ 135@-01{& D @
Guidelines: N ev1zmon ndtspecified \© @2 @K @
GLP/GEP: ©\ Yoo & gy & §
S & o o &® o @

A bioconc@mration@sjtu%zl%wit%@?4(@Zyl]@ltam@mn@as b@@ conducted in 1990 on Bluegill
( , refercfice 11 2 om the 2 Mg%ﬁ?grap@(M 174973-01-1). Bioconcentration
factors (BCFs) wereterm'med from a @ay period, with a ¢ontinuous exposure to a mean measured
concentration of 1gng/L.. Delta hriﬂ%@ach@ﬂead@s‘[a‘t in edible tissue on day 3 (BCF: 310X) and
on day 10 for n@edll@tlss (BC@SO&%) This corresponded to a whole body bioconcentration
factor of 14@ De@a‘u @of ae& é res\@tes oclurred rapidly, with a half-life of the residues
between 3 and 7 days. D@ to @low nt i sh tissues, metabolite characterisation was not

&

possible @9 @
& Q & O ©\

New ‘tata for AIR: § @ @’ Q@ @
Anoﬁler study \éj@ there@re (i@duct@i w1t}&@c benzyl]-deltamethrin in 1993.

Report: @ Q% l<§ 6. 2&5/0?_ M. J.; 1993
i & lt rin: Bloconcentration exposure with Bluegill Sunfish (Lepomis
Q@ AN ma%@hlms) and identification of resulting metabolites
RepertNog(> £+ 93541-5038
Bdition Nimber: 847149401011
Guid@s: Not applicable
GLP Yes

Summary
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The study was conducted over a longer period of time (49 days) and higher water concentration (27.5
ng/L). Bioconcentration factors (BCF) were calculated to be 189X, 3630X and 698X for edible, V@era ©©
and whole body tissues, respectively, based on the mean exposure water concentration of 27.5 H%L oveRly
the 49-day exposure period. IS @

This study showed that the metabolism of deltamethrin by bluegill susdfish under ﬂ(%\/-th@%gh
conditions appeared to be minimal. After 49 days of exposure, approxim%elv 78% and§3%§ totaly
radioactive residues was identified to be deltamethrin iifsdible and Vis%?era tissue, respectively. @
unknown metabolite, more polar than deltamethrin, Wa%und in both%issue types,-Phe c@enﬂ;\gﬂ@m &@
of this unknown metabolite averaged approximately 0.5 and 9 $pb in edible.and @era@@su%©
respectively. Protein-associated radioactivity, reld as a re of,_proteage dig@stion, @veragéd

approximately 10% and 3% of the TRR for edibl@ viscera tissue, rgs@@ctivef% Ti§s@-bomgd re%@aes

remaining after solvent extraction and protege treagment @e bei?w L&%’ of f@&’all samples
processed. Q @ g}f @% b@ @Q g AN
> @ o & &
W\% N\ AN < @
Conclusion & N N o O w §
@ N O LS
AN X S

S
Q AN N R
| S oy > ©
From these results, it can be demor&s@a edbat parcnt delta CT{I@ acgeunte the@st méjority of
radioactivity in the tissues. Q & S
@ | N N R Q
Metabolism studies from vetg%arv udes @@ < @j& &@
QRN
Although not marketed Bys@]%ay%, delta@thr@ als@used 432 pro
treat sea lice. v L %@) SRS " % N
N @ Q @ § X @) AN

)
In the summary r@%‘c fr@% 209{%M§/M&J 792?‘@ Figr@@%om @e studies mentioned above
@

S N L9
duct f@ete&@’w uses in fin fish to

O

are described, ell@ two r%diol@elled@mdies&g\onduc d in@flantig, Salmon with intravenous and
bath administfationsS” | © O« @’ IS @
In the docuggent, The C&gmmﬂt&ﬁé‘%for V&yrln@Medl@’nal @odlitgg(ZVMP) wrote:

S
55 o he 3o St o et g
“According to the % forg da&ge 0;1& ests&@ishment of waximum residue limits for salmonidae
and other fin fis MEACYMRI153 7—F@4L),@ exgrapolation can be made as an MRL has
already been establishied fo usclg’in Jg\weml@aajormmalian species. [...], and the parent
compound is déreptable as(gwalidig%rke}@esidu@n salfonidae and other fin fish.”
WV S Q
e niute A or €
Deltameghgth was ther@rei clitded @'An of €ouncil Regulation (EEC) No 2377/90 in
accordarnce with the@dlowgg % (as taken fr@EMEA/MRL/893/O3 - Final - June 2004):
v, S L0

- 0y ®@ Qn®
Ph logicall Marké 1 Oth
at:maco oAy ager @ IK . a MRL Target tissues . e'zr
active subs¢ance « r ue O Qecles provisions
>
N @ Muscle and
Del@methr@@ @ltan@?rm Fin fish 10 ng/kg skin in natural -
& N) %\© proportions

o S >

N N
G@?ral i@lclusio@ﬁj N

Deltamethrin is acceptable as a valid marker residue in fish edible tissues.
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CA 6.3 Magnitude of residue trials in plants .
CA 6.3.1 Cauliflower . @ @6
The intended GAP for the AIR dossier is the following: S @® v
& &
(1-2) x 7.5 g a.s /ha, BBCH 10-49, PHI: 7 day% § NS

@@(f
@

The following residue studies were submitted duringae frame o @ae Annex I 1®u51%\Plea
refer to references printed in grey typeface below andéo the corresp@ ing SCCthQ\g the@?b oh Q

and in the baseline dossier. Q . & . @ &@Q}
@’ N LY RO o @
XN NS
Data already evaluated during the first EU ré&zgew prépess fovincliion %&&n ’ S S
@) @ ('S
O \@%ﬂ 7 Q%©©@ @%é
@} \\ Q?} &6 & S é\g o §
S SRR
QY & . L TS @ &
& AN RN N NS
| > & 0. ¢ & -
9 9 S) S S
o = ¥ S o ° S
N RN S
%, N &
v O & o SN L9
e O N L Q Q \5@
Ny I R S "
v e O ¥ .9 & )
S PTE e S %o ¢
& .99 & @ o
S QO NTN N o 9 N
y & 0 9O «7 & O @
RN % N @© © N
S S @ © o &\
N T8 Ve &8
Q Q
§ RN > & S
Sy § & o O
v O & .9 o O @
Q ¢ © SN SN
O o K & o
=) S o L2
@7 2 R @ @ S
i A S & RS
* SR 4 N
o & & Q@
° &
5 y & Q
@ § Q & ©@
& &S
N
< S SN
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Report: KCA 6.3.1/01; ; .:1983
Title: Berichtsbogen fuer Rueckstandsuntersuchungen mit Pﬂanzenbehandlu&smitt§
(Blumenkohl).
Report No: A25151 @§ AN B
Document No: M-098086-01-1 N @\
Guidelines: Deviation not specified % © 9 ©
: pecifie R NN X
GLP/GEP: no V® o> SN o e
g e
Report: KCA 6.3.1 /02; ;198 6\9 @© {%;
Title: Berichtsbogen fuer Rueck%@;gd%unter%uc gengit Pnzenkehandludgsmytiein.
(Blumenkohl). . @r@%n N \© 9 %
Report No: A25152 t &" @ %\ %@’ Q> o\% §
Document No: M-098087-01-1 O @ A A & N oA
Guidelines: Deviation not spe%'ﬁed Q};\f @ Q I S @? @§ o
GLP/GEP: no LTSNSy AL O e §
NN 5 > <&
g ; 2 & S)
Report: AIENS) @
Title: Berichtsb 0 mlt@anz§ ha&%ngsmltteln
(Blumenkotl). ¢ 9 < ©© ©©
Report No: A25 o\w\’ v N @Q SN
Document No: M-0928088-01-1 AN ' . © S
- Q. N @ SN
Guidelines: D%latlo ots guﬁe S @ %@
GLP/GEP: ire T
% S
N

Report: @
Title: S

b 5 ch@uggen @ Pflanzenbehandlungsmitteln
< lumé&nkoh))
Report No: ©© A25¢p4 é %o\a S § @%
DocumentNo: M-=898089;01 N § s
Guidelines: ?&ewa n@eciﬁ@ & @@ \@’
GLP@P: s O w 0O
@\ O >
Report: N) o /03 20@ >
Title: 9 chof lues ivcau Werropean Union (Northern zone) 2000
@ Obelgetl @emu@iabl@ome@’me (EC) 2.81 % w/w (25 g/L) Code: AE

O © F§@ ECYBO0%” &
Repor;ﬁ@ CO155 § . @9 @
Docundi No: - M-200735-01% 1 &

Guigdelines: SE EE@ 70@ / rev 5-22/07/97;Deviation not specified
GBP/GEP:

Report:

&
Re§‘%\f NogH> @ C0&1462

getmegoNo: O M¥I8269101-1
Guideliyes: Deviation not specified
GLPrSEP: yes
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Report: KCA 6.3.1 /07; ; .:1999 .
Title: Residues at harvest in cauhﬂowe1 and broccoh European Union, Southerg&bne <

1998 Deltamethrin emulsifiable granule (EG) 6.25 % w/w Code: AE F%

EGO06 A106 @ S
Report No: C005163 @Q ‘YRS
Document No: M-191503-02-1 Q @ %
Guidelines: EU (=EEC): Working document 7029/VI/95 re\%s Devnatnon@otosl@ciﬁe@ﬂ
GLP/GEP: yes © N P \\ @Q @

M < g s &

Report: KCA 6.3.1/08; 4995 ~ S Q& «
Title: Deltamethrine: Residues dafy summary ft & %u@rvisrials&n vege@oles &@

Brassica: Broccoli and iflower. . @ R \© 9 @@
Report No: A71668 W o F oD o
Document No: MIS0062011 O @ s & @ N oA
Guidelines: Deviation not spe%ﬁed @7 @ Q Q @’ SN

. N < @
GLP/GEP: n.a. N > S O
< N o & & N Qs §
: &) ) . \ N < S)

Report: KCA 6.3.1 /@85 <001 Q)
Title: Residue dga sumiiry frdm supw*fwse QN rlals oOWe brasgicas: &%hﬂower and

broccoli Additiégal %@ el@ethr Od&@xE %@264 O S
Report No: C015 \”\ﬂ > & @Q S A
Document No: M-261128-01-1 § I o\@ & ©
Guidelines: D%latlo ots guﬁe v Q @ %@
GLP/GEP: e o & T

5 O o . O
Q AN
Report: @ ' . S
Title: O eng{yer ueck%taﬁ@sunt% chu@gen I&e 032640, Brassica oleracea
@ b\/al sa&elhc@& i\ &\ Ny @ §

Report No: @ Q Adl@d7T © K@? @3’ @ § @
DocumentNo: @ M%}ﬂ245§% 1-1 & O

N 73 X
Guidelings: ?&ewa@n n@eciﬁ@ @ U
GLPCEP:
Report: N
Title: “

Report N @ 4
Docuz@No: %1 24551 O@V
Guid : s Dev z@on\ot sp&c@edQ

. &
GL\&GEP. o n@

Report: @° : (
Title: @ %% 'R ueckstandsuntelsuchungen (Hoe 032640, Brassica oleracea

Docuient NS

Docgiﬁ t 553-01-1

G ellneé @Q% De%latlon not specified
/G ®

&
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A summary of the overall residue data is presented below. The summary includes also the trials
reviewed during the last deltamethrin EU review (evaluated by the former RMS Sweden).

Crop Region | Application Scheme Residues @ | STMR @@@H
(mg/kg) «p@ (mg/kg). (m@ﬁ%

&
Deltamethrin &ﬁ 9 6 2
0

Cauliflower | North 3x7.5gha 2 x%.OOS, 8x<@p1 |10 @91* N
PHI 7 days N 2

Cauliflower | South 2x12.5 g/ha @x <0.02 &,

PHI 7 days AN QR o |8l ¢ @

*Residue level at the LOQ Q&

@Q
New data for AIR: é

The following studies were not evaluated %rmg td§’ last I review and
A

N

'S SN e I §

Northern European GAP Q@ > é\g@ \& %© ‘”\9\ @ é\g S)
@

@’ N

v
Report: KCA 6@1/15@%, @ ) @ @ S
ith Del

N
Title: e@ ta@’ethr owerbEur@ean ion (Northern
z0ke) 2001. Co AE@O32 000 (@(PO% A). Deltamethrin,
(E 4

/
@@@
%
“Upy, ¢
&

AE F083640 eﬁml& le concentrate @L (2% /L nominal)
Report No.: "S01R054

Edition Number: \/!g 429D1-1 S @ \© N @
@ D@%ﬁlde ifles as§v1se$m IQQDE&ET% 98-1312

Guidelines: @

GLP @\ es&\ K% \\ &\Q @ @& %@@

Material anﬁdetl@ v\g © K @ @ ©§ @
>

Three trla%s%ere conducted inx2001 %caul@ower @he endeuse consisted of 3 applications of

deltamg@m 25 EC (@gpg/l o@mulsgl wncm@%‘[e) ata dos@rate of 7.5 g/ha, with an interval of 7

days (17 days in on@\rlal kk\vee@he 2"Cand tvl%\last %pphcat:ﬁm) with a PHI of 7 days.

The samples frorgﬁe 2(&1 trlageveremalys&@ccor ing @wthod AGR/MOA/DEL-1 using GC/ECD

with a LOQ 0£0).01 r@%g @%ﬂor@cenC@ Q 3
Q © \ N g@\ >
@ ,%,Q & @
Findings:) ; %
In the following ta the ?pp catlon & orm@)n and the residues found in/on cauliflower are

sumittarised. Residues i 111@1 @f Ih@rlali/ere@nd to be below LOQ <0.01 mg/kg.

@f

N
Table 6.3.1-1: Bdue@ inca we&‘@%\lort@rn Europe (3 x 7.5 g a.s./ha, PHI 7 days)

Study = S @Jplication Residues
Trial No. Q %
Trial SubIDY,
GLP @ Crop \g@‘}iety @untry FL No | kg/ha kg/hL GS Portion DALT | Deltamethrin
Year @ @ (a.s.) (a.s.) analysed (days) (mg/kg)
01RO&4 @U“ %é@ﬁovgef‘\a France 25EC |3 [0.0075 [0.0014- [45 curd 0 <0.01
Gé%@n & ter@ 0.0015 7 <0.01
yes Ky

2001 (Q
M-214429001-1

Europe,

North
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Study Application Residues
Trial No. °© 6
Trial SubID
GLP Crop Variety | Country FL No | kg/ha kg/hL GS Portion DALT [Qe tame@
Year (a.s.) (a.s.) anglysed (days) @pg/kg
01R054 Cauliflower | France 25EC |3 [0.0075 [0.0015- |49 cd’ 0 .Y <O@
01R054-2 Fremont 0.0017 @ 7 S Qo
GLP yes Q N
2001 =\ Q § %
M-214429-01-1 Europe, @ R N ° éﬂ
North (7$ ey @ @
01R054 Cauliflower | France 25EC |3 [0.007% [0.0014- oof [eurd @7 0KV | =00l &
01R054-3 Aviso & 0.0015 {IhShead 5 &x0.0 K©
GLP yes @ | diameter Q Q @
2001 Europe, Q% Q rea@d N & q &
M-214429-01-1 North 9 o 1RV el @
. RS EAN
£ & S & 1 @6 NN
Southern European GAP Q @ R S S
R € @ @ S % ' °
@ Q Q @7 @
Report: KCA 6.3.1/14, ; %, §
Title: Determination o, re@'@hes of del afteRsprayfng of
deltamethrin i@ @5 E W n t ©
Report No & RA-2555/068) S $ @Q N
DocumentNo M- 303449@91 1.2 @ & O & ¥ .0
Guidelines: EU Ref@lrecme 9 / 14/EE€@Resi&ues inn Ereated @)du@% Food and Feed
GLP S
o @ @ \ 2
WS
Report: KCA 6 e
Title: @etern@’atl es1du f deltz tamethria 1n/@caul wer after spraying of
eltamethri e fiel@jin Sgun an@ltaly
ReportNo & 5 @547 09 e \ é@ @ ©
Document N%@ NI»308923-01 & § Y
Guidelines: @ Dlre ve %414/@@ RE: dues@n or Q&@Trea‘[ed Products, Food and Feed
GLP & Ye 8 D o @
& & % SN

Materia and Met @% ©© e \@

Four field res1due h%s W§e cogdhuctedhin Sou@’em @%0}9 during the 2006 and 2007 growing seasons
on cauhﬂower fhe i edﬁo@nsted\%f 3 applications of Deltamethrin 15 EW (15 g/l of oil in
water emul  at a@ of L& ga. k@ Wl%gl t@e@jval of 7 days and a PHI of 7 days.

Curds wer sampled on the las@y ot@phc &t harvest, 7 days after the final application for
two tria}g@nd for the t@@) oth sam@ed @he }é\t’day of application and on day 1, day 3, day 4 and

at ha;g?est 7 days aﬁ@ the %st ap@catlo@
Thésauliflower cut% samples \@;e ana%ed @g method 00855/M002 with a LOQ of 0.01 mg/kg.
@" S Q@ o
o KN N
Findings: @ o )
In Table 6@ 1—2,@@ applixatio inforntation and the residues found in/on cauliflower are summarised.
Initial ue@/on the ¢ ranged between under the LOQ of 0.01 mg/kg and 0.02 mg/kg. At the

S

proptﬁ%’d ha@%t ddte.’7 d’ays after the last application, the residues in/on curd samples were all below

@) @O 01 ng/kg
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Table 6.3.1-2: Residues in cauliflower in Southern Europe (3 x 18 g a.s./ha, PHI 7 days) 5\@ @
Study Application Residues ° >
Trial No. @ Q\ K
Trial SubID IS @ )
GLP Crop Country FL N [ kg/ha kg/hL GS | Portio DALT deltan@hrin
Year Variety o | (as.) (a.s.) analysZ@J (days) &, | (mghkg)
RA-2547/07 Cauliflower | Spain 15 3 [0.0180 [0.00225 |49 curd% 0* <§§§g &)
R 2007 0048 2 Optimus EW R 0 ° <001 X
0048-07 Europe, ©@ @& 1 01 @Q
GLP yes South \@ ) éﬁ § <0.0k_ g
2008 <0.
M-308923-01-1 o &© orr R <®@§1§ LN
RA-2547/07 Cauliflower | Italy 15 3 {00 0.00225 [@ d & [0 o1 Y
R 2007 0049 0 ISI 16037 EW @3% Q 7& ) <0.01 @}
0049-07 Fl1 Europe, QL Q} NS
GLP yes South o N |5 %@’ P N %
2007 o @ 7 I8 @ @§
M-308923-01-1 % O GRS & SR
RA-2555/06 Cauliflower | Spain 15 ﬁ 3 | o%so | 840225 48 | curd Q 0% @9&0.01@
R 2006 0305 3 Movidich Eg\g S { Q 0 <§
0305-06 Europe, o N 1 %y <
GLP yes South 2@ > w\g@ \& xﬁ© % § IS EEAY
2006 O O LS 4 § S |4 G001
M-303449-01-1 & 5 N N > O w <001
Q & Ve D @ - S &Y ©>f 9 °
RA-2555/06 Cauliflower | Italy 1 0.01 0.0(@@ 4% | cur 0 0.02
R 2006 0306 1 Trevi @ | Tew % C;@ﬂ‘@ & Q ISHERS <0.01
0306-06 ﬁe, NI S
GLP yes South % < @& or S . N % 2
2006 2] Q| @ N
M-303449-01-1 S 9 & S [N] OY
&/ O
I P S NN
Conclusion: @ S §’ o s

In the Northern opea@%egmg%en Iéegsldue\trlals, Were uct @ng to an intended use of 3
applications at@gdose %e of 7. g/]g,,wnh@ int &@1 0 da}§nd thiédast application taking place 7
days before h@vesﬁﬁ alk@e curd samples cgll@ted éays dfer th@ast application the residue level
was foun&&@low the respectivelLOQ @ od o@én @15 eltl@f 0.005 mg/kg or 0.01 mg/kg.
N & & SRS N o
In the Southern Eu@%ean&imn@ve re&ue s&ﬁls v&ege condicted according to an intended use of 2
applications at 7@ﬁys %erva@d doseép%’te of 2.5 grha with a PHI of 7 days. Four additional
residue trials ypre c t a ltighe sm‘a@ of 3 applications at 7 day interval and at a
dose rate of @g/ha With @H of\lﬁays@ all @curd@mples collected 7 days after the last application
the resfﬁlﬁvel was f%md bé@@r th@@sp {Re L@ﬁ of the method of analysis either, 0.02 mg/kg or
0.01 2 g @\ % @ @} ) \@
S ST RS
(AN Q
CA 6.3.2 @ngarbeet & Q@ Q&
.

The 1ntende@AP\ﬁ)%the§%{ doss1erhe following:

@ @Q & S
S @ % @7.5ga.s /ha, BBCH 10-49, PHI: 30 days.

Thg Qollg@@ng re@due@ldy was submitted during the frame of the Annex I inclusion. Please refer
to the @ nce printed in grey typeface below and to the corresponding section in the Monograph and
in the line dossier.

Data already evaluated during the first EU review process for inclusion on Annex 1.
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Report: KCA 6.3.2 /01 G095 D
Title: Deltamethrin: Residues data summary from supervised trials in root ang ubcr@§
vegetables. S @ S
Report No: A71585 @,Q ‘YRS
Document No: M-149986-01-1 @
Guidelines: Deviation not specified &% \© 2 \:4\9@
GLP/GEP: n.a. © > N O o @
A summary of the overall residue data is presented be@%\w The summary includes @0 the {dals rey eweé'e}
during the last deltamethrin EU review (evaluated hy)the former RMS Sgyédm@ & © &
Q N © o @
Crop Region Application ngeme &° FResidues §© né) ST = HR
S Y & (mgflg) WU | @ | (mgkg) 4 (mg/kg)
: \ @ \@ ) Q & &
Deltamethrin g\y £ S > ﬂ@ é% S Y _ @
Sugarbeet | North 1 x 12.5gMa v, | 4 %50.0 L 0.6 Q).02*
PHI 14@%& &K Q 25? $ @ &
Sugarbeet | North 5g/ha @ 4x<0gR O P w027 0.02%
NI R PG
Sugarbeet | North Sglia 7 @] 5x0.0LR 35| 0%1x [ o.01*
163 & o | & .2 g
Sugarbeet | North ¢ 4x TP g/ @ 3x <0.005, & ‘@ 5 . Jo.01* 0.01*
"~ PHI 28-43days o 3 x8001, AR NS
9 O ol &K . )
*Residue level at t@OQ o Q @ $ é\a M) AN
RS § & oA @
> S N S @ N
New data forAé@) @\ S N @ & § %,
& & O 9 o @b o @
The follow@g studies Wge not {i%luat% dur@ the 145t El@evie %D d are submitted for review
~
S @© NS
Report: N 6:3.2/0 2*001 N
Title: § s1 rvest@i sugddbee %European Union, Northern zone 2000.
2 AJ% 32@4) em@mﬁable concentrate (EC) 2.81 % w/w (=25

Report No.© @ é’@ @

Edition ber: @f 3.9 %

Guideldges: @QD ELQOI{missw@ or@g Document 7029/V1/95 rev. 5 — 22/07/97

GLE, s @ @ \

N % @§E Q

Report: & % 6. 3@/03 h 2002

Title: Q 51due stu ith Deltamethrin in sugar beets. European Union (Northern
@& & @©zon$001. eltamethrin, AE F032640 emulsifiable concentrate (EC) 24.8

Q@ éj&g% g/L nominal)
Rep %No.@ @ 051 or C023401

Edition Namber: U QM-214930-01-1
Guideligss: EU Commission Working Document 7029/V1/95 rev. 5 — 22/07/97
GLP Yes

Report: KCA 6.3.2/04; | IEGEGN:001
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Title: Residues at harvest in sugar beets. European Union, Southern zone 2000.
Deltamethrin, AE F032640 emulsifiable concentrate (EC) 2.81 % w/w@ZS @@
g/l). N\

Report No.: DR 00 EUS 413 > & ©

Edition Number: M-204224-01-1 < N @Q

Guidelines: EU Commission Working Document 7029/V1/95 r@\; 5-— 22/0@97 @

GLP Yes &% \© RN

< 9 &S L@ @

Report: KCA 63.2/05; I 2002 R 2 Q@ & Ké

Title: Residue study with Deltagféthrin in su beets, Eur n %nion (@@ther@
zone) 2001. Deltamethyfiiy,’AE F032<10 em@ﬁabl@onc@ ratedjEC) 2@8
g/L (25 g/L nominal) . XS Q 6\ AN

Report No.: 01R052 & @@ w\g@ (*’ @%’ N > ~

Edition Number: M-216175-01-1 v OOy TS S

Guidelines: EU Commissi%ﬁ’\forg@g D@gum29g 1/95 @ 5— 9/07/@ @

NN O YTy &
GLP Yes @ N @ | Q S SN S
S s &g
Material and Methods: $ > ®\ ©@ < @@ L
In the Northern European regic@,%ou&@sidu@ecli@@ria]@d S har trialy We{: Carried out in

Belgium, France, Germany@@ theoNnita@(ingdo . In‘the Sout en@;um%ean regipn, four residue
decline trials and five har&)est trié» wer@ondl@%d in@’reeceﬁtal@d S@a'n- AG5 g/l emulsifiable

concentrate of deltametlirin we%applieg@n t@tria@; Qv o @y\’
IS QO  .O &« O
S NG N

% N
In all trials, deltam Qin was app§ ot a n¢§ﬁna®1e ofl2.5¢ 43./ha. Deaves with tops and roots

were sampled at harvest @8 — 3k days after Q&plicat@%. OxY in t@bha trials, leaves with tops and

roots were al (@@gnll% on @e da@f a@atio&.&san@es o@lole strgar beet plants were taken on
days 0, 7, 14 and 21g20) ifnihe decline ga 5. . 2 S c @
9 @ @

N
S > o & o N
The sa@es were z}n@%segl &er accordj to;r@%od &GM,{@I/WJ with a LOQ of 0.02 mg/kg in
leaves (with top?ﬁroo&\or to@étbod@G%@A@EL% with a LOQ of 0.01 mg/kg in leaves (with
o v

A
tops), roots and le phant. Xy
Ps) g ¥ & o
@ ©© G o Qo 0O @
Findings: 9 @© ©\ Q\ @(f‘@\ @
In Tabl@.2-l/6.3.2@, the @hca@ in@‘magim and the residues found in sugar beets in Northern
and Southern Europf@re sgl arised. & @
R v (o @ N
N )

In Northern Et@pe, initl@;l r%%\ues @ leaVQs©with tops ranged between 0.17 - 0.32 mg/kg, while the
correspond@oot sa&@ole re ﬁ@ of reues above the limit of quantification (< 0.02 mg/kg). Initial
residues i ole:gg\l“ant ples\ﬁrangetween 0.03 — 0.19 mg/kg. At harvest (PHI = 28 — 31 days)
residues i leavegy® with @é}ps declined to <0.01 — 0.04 mg/kg. In roots, no residues above the LOQ
were detectedyit hapest (@2 mg/kg, <0.01 mg/kg).
S &V

In%ou Europe, initial residues in leaves with tops ranged between 0.07 - 0.21 mg/kg, while the
corresponding root samples were free of residues above the limit of quantification (< 0.02 mg/kg). Initial
residues in whole plant samples ranged between 0.03 — 0.13 mg/kg. At harvest (PHI = 28 — 31 days)
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residues in leaves with tops had declined below the LOQ. In roots, no residues above the LOQ were

detected at harvest (<0.02 mg/kg, <0.01 mg/kg). @ @©
g
Table 6.3.2-1: Residues in sugarbeet in Northern Europe (1 x 12.5 g a.s /ha, PHI 30, @rs). . @ S
Study Application Q\kesidues N
Trial No.
Trial SubID < (§ § %
GLP Crop Country FL No [ kg/ha @ kg/hL GS &@\9 Portion ", DAE{ De ethrin
Year Variety (a.s.) (a.s.) @ analys;ﬁ\ﬂ (days) ( ) @
DROOEUN425 Beet, sugar | Germany 25 EC 1 0.0125 0.00417 @ leaf NS Mo 0.19%
DROOEUN425DE | Tatjana & @ roctgollar § 1 .0@
00301 @ 4 ) 0 @Q %
GLP yes Europe, North % Q @° K & |31 & .02
2000 R . O
QF N &)
M-203812-01-1 Qp O N
DROOEUN425 | Beet, sugar | Germa 25EC f [0.025 P0417 49 =7 [leghWith [ 0 X 030
DROOEUN425DE | Wiebke D @ L @j& 4 colla& 30 A\ 0.04
V0601 % @Q Q O |on o <602
GLP yes Europe, North % o o N % q @ @~0.02
2000 o N N o S %> §§
M-203812-01-1 @ N o
DROOEUN425 Beet, sugar | France 1 & with 0 ¥ 0.28
DROOEUN425FR | Roberta . ot co 36 <0.02
A0101 oot <y | %Y <0.02
GLP yes Europe, No © @) N3l <0.02
2000 (0% ©©
M-203812-01-1 f}\\%
DROOEUN425 Beet, sugar leaf with 0 0.32
DROOEUN425GB | Duke 9 root @lar 30 0.02
RO101 o 1%7 0 <0.02
GLP yes 30 <0.02
2000 R @
M-203812-01-1 N
DROOEUN425 Beet(sudgar leaf with 0 0.17
DROOEUN425GB | R a root collar 30 <0.02
RO102 root 0 <0.02
GLP yes § ©\ 30 <0.02
2000 S
M-203812-01-] o £
0IR051 , %2 |Beet, sugay | Franc 7 @EC (" [0.012488  9.004167539 whole plant [ 0 0.19
OlROSl-l@ Sherif €y 4 Q> X N with root 7 0.05
GLP yed, @ frope. | QIR \© 14 0.02
2001 ; orth 3 ’ 21 <0.01
M-214930-01-1 §§) A\ < o\© @% & = leaf with 28 0.03
A o E} root collar
@ QP O N B SEREN root 28 <0.01
@ Ol¢g .Y ol @
01R051 | Beet, sdgar kince 2@@ 2 0.01@6 0.00418 |39 whole plant [ 0 0.06
01R0O51-2 Roberta ,%: 2 @ with root 7 0.01
GLP yes & Euro orth @2y < Ko 14 <0.01
2001 o @ 21 <0.01
M-214930-01-1 @ % N N o ? leaf with 28 0.02
X R 5 © Q@ @ root collar
N D ®) root 28 <0.01
01R051 cet, sugar | Belgfum 7p5 EC.N| 1 0.013748 0.00414 | 50 % of whole plant 0 0.04
01R051-3 & rian%% Q roots reach | with root 7 0.03
GLP yes @ N pe, NO @ harvestable 14 0.02
2001 %, D % Q size 21 0.01
M-214930-80s1 | & ¢ N) leaf with 30 0.03
@ @ Q root collar
N YRS root 30 <0.01
O1R @ | Be gar .| Gétmany 25 EC 1 0.011984 0.00413 | leaves whole plant 0 0.03
0 4 & Cortfina cover 70% | with root 7 0.02
GIPyes of ground 14 0.02
2001 Europe, North 21 0.01
M-214936-01-1 leaf with 30 0.01
root collar
root 30 <0.01
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Table 6.3.2-2: Residues in sugarbeet in Southern Europe (1 x 12.5 g a.s /ha, PHI 30 days)

<o
&
4,

&
€

Study Application Residues N >
Trial No. (©)
Trial SubID S @ %
N
GLP Crop Country FL No | kg/ha kg/hL GS @\Portion DART @t methrin
Year Variety (a.s.) (a.s.) analysed | gdays) INmg/kg)
DROOEUS413 Beet, sugar | Spain 25EC |1 [0.0125 0.00417 | 49 % leaf with  @©)°0 063
DROOEUS413ES | Claudia R root collaing [ 31 2002
P0201 : ©) @§ oot Bo | o ,oz @
GLP yes Europe, g Q @© § . <o.0€§
2000
M-204224-01-1 South o o S RO &
DROOEUS413 Beet, sugar | Spain 25EC |1 ]eun2s 0.0041Q[ 49 &’ fealwithg [ 0 12
DROOEUS413ES | Napoli Q@ N @ (oot coly 2% @}o.oz
P0202 rook\ <0.02
GLP yes &" é@j 5 %@’ @c@ o} 7o LY <0.02
2000
M-204224-01-1 Europe, D w\g@ <N @ﬁx ©@J © o« <\ o
South O ol @) | &
DROOEUS413 Beet, sugar | Greece 25 &(ﬁ Lo J0.0125 %)2\}0 % leaf with Q@ D 0.07
DROOEUS413GR | Alexandra 7N S . Ol tootiegliar | 31 §§ <0.02
0101 i@ ° %@ s g %\ t QN o St <002
GLP yes (2 v @) 31 <0.02
2000 Europe, SOL&}@ %% o < § @ N) @ ©
M-204224-01-1 5 ®\ ©@ Q) @Q %,
& & & O S
DROOEUS413 Beet, sugar | Italy 3 EC (@@ 0%19;?5 jﬁﬁozs@ 39 © ithK 0 0.18
DROOEUS413IT | Bushel ¢ < & @ & tcollgry®| 30 <0.02
A0101 @ & @ & °N @: root 0 <0.02
g&)}; yes Eyrope. s@ @@ g@ @ \25@ 30 <0.02
° S
M-204224-01-1 D @2% fé S NS
DROOEUS413 Beet, su! @nseC &1 |OPp125 N o.o%@:g 3% o| TBF with 0 0.21
DROOEUS413IT | Rizor & @ Ao Q & [root collar 30 <0.02
A0102 @ S N @@ @ o
GLP D ?
2000 - @? 6\ Eur()[){&\South > Y é\ \? @ § oo 38 iggg
M-204224-01-1 > §
¥ 10 9 « 7 & OIS g
01R052 Beet, Sligar i o.o@s 0.00353 +{ 49 whole plant [ 0 0.04
01R052-1 \@9 Safrane o @@ \@? with root 7 0.03
GLP yes < 14 0.01
2001 &@ L@ R SR \© 21 <0.01
M-216175-01-1 leaf with 30 <0.01
§) S N @% é = r?)?)t\::v(illar
& N &@ N ) root 30 <0.01
01R052 Beet, s%&@ i s E(’©\ 1 ?1296@ 0.00360 | 50% of the | whole plant | 0 0.07
01R052-2 @chhu@ @ expected with root 7 0.05
GLP yes 3 root 14 0.02
2001 % @ diameter 21 0.02
M-216175 & R reached leaf with 30 <0.01
N ? root collar
AN root 30 <0.01
01RQ5Y Bectysugar 0.012684 [ 0.00415 | roots whole plant [ 0 0.13
01R032-3 Monodoro beginning | with root 7 0.03
GLP yes @° to expand 14 <0.01
2001 N 20 <0.01
M-216175-01-@ \% leaf with 30 <0.01
R root collar
AN root 30 <0.01
01R052 %’eet, sugar 0.012656 0.00313 | roots whole plant 0 0.03
01R05%4 @ ubg beginning | with root 7 0.01
GLP @ Iy o to expand 14 <0.01
2 21 <0.01
M- 16175- + leaf with 30 <0.01
@'" Europe, South cal wi :
Q root collar
root 30 <0.01
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Conclusion:

Eighteen residue trials were conducted with Deltamethrin 25 EC on sugar beet in Northern (@nd o

Southern Europe (9). The product was applied once at a rate of 12.5 g a.s /ha and the trials wer@ame@ﬁ

out according to GLP principles. The results presented above demonstrate that@ ©)

— In Northern Europe, the maximum residue level obtained in leaves with to@’ that are uged as anjthal
feed is 0.04 mg/kg. In roots, no residues above the LOQ (0.01 mg/kg) y&%ﬁ detected, @ & %@

— In Southern Europe, no residues above the LOQ (0. 01@/1{}; or 0. OQ@ag/kg) were&etect&&ﬁn le@%s &@

with tops and roots. N @ % Q@ é\a o
%@ Q N & @
%’ $ &
CA633  Wheat & N L@ R O @ &
CAIRI A S §

The intended GAP for the AIR dossier is the @How@@ w\g@ & @%7 Q&
v O &y T«
ScnfanSsgor s O& @
2x6.25g a.s /hm CNG-S@PHI@M a@lcab@ N §
AN ) S KA
The following residue studies were @‘mtt&%%dun W\the @16 O@ile %x I @usi Ql)leasgefer to
the reference printed in grey type@e beld® and to thg%ires@ndm@ectlo % theMonograph and in

Q L S
the baseline dossier. @ &@ @{@ @@ @® Q& S @@ “
<& S @ g @
Data already evaluated during th&f rst E @gewew pmq@s for thclusien’on Awmex I,
2 9 NS
Report: 3/Q % §
Title: %et@?]lna 3 of gis- delt@leth 1%tran@lelta@@thn pand alpha-R-deltamethrin in
@ V 110us Ins, @am fra on@d grag dusts und%ﬁ% C, 30.C and froozen
@@ rag m)ndltf’(%ns
Report No: 71 10
Documenth@@ @J 1@)575@1 1 K@j @@ @6 §
Guidelinés; %s P%@EPA% o, @*4 I@mt;@l not@ecmed
GLP/ : J
'S Q@@Q@ RS
Report: §\ K 024 95 =
Title: © lin@%&esidt@ dat suml@y from supervised trials in 1/ Cereals: Wheat,
" S
Report NOQ@ € %‘ \© @\ S
Documeng No: 0 ;\g & @
Guideiges: Peviatjon no@épe(@ed o\%
GLP/GEP: @\ n.a RS
Ny % -
Report: . 1998
Title: &@ N s ds@@ sumQary from supervised trials in cereals (wheat, winter variety).
% ata Pgltamethrin
@ N ionaldata Rgltame
Report Ng: é\a
Dogu N%@
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Report: KCA 6.3.3 /04; . ..1997 .
Title: Deltamethrin; emulsifiable granules 6.25 % w/w; Code: AE F032640 00 06 @
A103 - Residue trials in winter-wheat to confirm maximum residue levgy,
compliance. Determination of active substance at harvegyfollowing tyg S
applications. European un I S S
Report No: AS56788 Q N
Document No: M-140573-01-1 w\% \© § «zs@
Guidelines: Deviation not specified © N L \\ @Q
. , N\ @ G
GLP/GEP: yes @Q @ S é\g ©&
N X
& Q A
For information, at EU level, the EU MRL on c&%@fl]s is derivé@fro%the gg-haﬁvest useof &@
deltamethrin on stored cereal grains. Qo?(b Q} @ \© @@
. ~ R
N9 YN %@J @6 NS
New data for AIR: Q @ N N ©@J Ry .

(O
The following studies were not evaluated %ring ﬁ@” 1as< BU review a&i are s@gmitte&or r@w: @&
R S 6
& \ \ & "\
A new residue post-harvest study WaQ@nd ted in8 %rdiag@ 3

X
stapfards 62 method
of analysis on wheat grain, in ord&@to c@rm%@ residue le&@s f(@l in &€ tri per{gﬁned in the

o,

eighties. N Q Q) S
o 2 & S P& Y
AR @ ¢ @)
Report: KCM.&%OS; ;20097 9

Title: D@@rmin@ion e dueiof deltagneth@ m@dnte&,@heat after mixing
of De t%gnet in & Pi rﬁutox@E 275 in the Roem, hall, store, ... in
e y, &réece, Portu nd the Unisd Kifjgdom "~
Report No.: @o@o 2214 5 @ N §’ @ Q S
Edition Number:$) 607192014, ~_ \© > @@
Guidelines: O 80EC]j§on 12 May 1 [Aqnex 2 % 30 €E1nal)], endorsed for use in the
@}\

fve @8 of3N Deggmber 1986

> .
GLP ¢ Ye@%b\@f@\é&w

o R

S o O & &
Mate&nd metho® \Q S \© %o \©
The purpose of th§udy Was t i @the@fdgni@e of r%idues of deltamethrin in/on grain wheat

which was treatefby o ix @tion\ Tivthe gtorage£oom with deltamethrin & piperonyl butoxide
EC 275 (25@ of@ero % but&@de 1@25‘%@ of d@fﬁamethrin) at a dose rate corresponding to an

applicatioi% of 0.5 g/t of tar@’ﬂrin 5 &f@of @ronly butoxide. The treatment was done after

normal esting in @cati@ in n@therfgeEuropéthe United Kingdom and Germany) and southern
Eurogca ortugal a@Gre%e). @“@@jgordi@% to 1@@100ations the modalities of application are slightly
diffegent but all used a c@ent g}',xer. The bi@ere covered with a tissue or a net after application.
" RS

The grain sagaples {e\@ anglySed for delt@r%hrin (cis-deltamethrin) only, with the LC-MS/MS method,
00855/M wit@he lin@f of g@nﬁﬁ@ion of 0.01 mg/kg.

NN % S
Findf@gs SR
T]Q%axi m sto@ge p@od observed for the deep frozen grain samples, in this study is 462 days,
period x@ich is covered by the different stability studies. The mean of the concurrent recoveries were
for grain and for all fortification levels within acceptable range of 70-110%.The residue levels

observed in the grain samples at different times of storage are reported in the following table.
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Table 6.3.3-1: Results of residue trials conducted with deltamethrin & piperonylbutoxide EC 275 on stored wheat

grain
Study Application Residues @\
Trial No.
Plot No. @© &@ @g
GLP Crop Country FL |No| g/dt kg/hL | GS Portio@ DALTQ deltdmet
Year Variety (a.s.) (as.) angaé%ed (daysYO $
©) & S| (mg/kg)
08-2214MAN | Wheat, | United 250 [ 1]0.050 [0X50 |99 Q@grain @@ Q" 0.28 7
winter i EC o 8 Q? 030
08-2214-01 | Herewar U Q& N3 @3@9 a
GLP: yes d 2 @ 92‘§ '44@}
2008 Q A 2 & 6 KRS
2SS S R S S
foe || ST 4
North : (ox @ Q D S & o
08-2214MAN | Wheat, |Germany | 250% 1 0050 400050 & =) grai)” [w 0 0
winter ’ 9 A « %\ § 7
08-2214-02 | Herman Q SRS ESI S 3@ 44
GLP: yes n S R ‘\Q % 3 © § @Q S ¢ 0.43
Furye < S PS4
Nort S
AN ) @Q & S K
08-2214MAN | Wheat, w50 9 4 grain? | &7 0.27
winter . S S Ko 23 0.29
08-2214-03 Pirico XS “ Y S 91 0.33
GLP: yes é%” Q" | &N |
2008 & @ o 5
N 9| & &
A S | @] &
08-2214MAN: PWhegts” 0 499 | _ grain 0 0.54
wim§° g 7 0.34
08-2214- 04?@ Cosmod, | @ | & 23 0.33
GLP: y ur ¢y INER SR 92 0.49
2008 @' | Souty é@@ Q| » .[O
AN P X @

AN
@ SRS
Conclusion % § @@’% "©\% ©@ @j@@
As expecte res d ue l@s found inthe sar%les cellected after different periods of storage are
very close@ the dose rat ppl§ E\Ee! 1du@value@ranged from 0.33 mg/kg to 0.49 mg/kg. These
values @n line Wlt&@e curkent M R@ 0 @]g/%i\denved from the post-harvest use of deltamethrin
on cereal grains. § @ @ @ S
S & R §
The represent&t@é use §u‘}§§d il@%s do@wr is the field spray use of deltamethrin on wheat. The

field residu@ials presen ere %lo% @e supporting this use pattern.
X

v @
SN N
@ ©
Suppoifed prarvest GAFYor AIR
Oy )
@ @
N@ﬁﬁer@uropean P]@Harvest GAP, 1+2 x 6.25 g/ha, PHI 30 days
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Document MCA: Section 6 Residues in or on treated products, food and feed

Deltamethrin
Report: Kca 6.3.3/04; | G T 0o )
Title: Deltamethrin; emulsifiable granules 6.25 % w/w; Code: AE F032640 00 06 @
A103 - Residue trials in winter-wheat to confirm maximum residue levig, >
compliance. Determination of active substance at harvegy-following tyg S
applications. European union. @ RS
Report No.: ER9SECN795 Q @
Edition Number:  M-140573-01-1 2 O, 9 2
Guidelines: OECD on 12 May 1981 [Annex%@ C (81) 3()@111&1 ], endoss d f&r\me infhe
European Union by Directive 878 8 of 18 De@mbel 1986 @ § 2y ©&
GLP Yes N v QS w
%@ Q& &© & © @
%’ AN
Report: kca 6.33/06; [ 2011 S 2 ¢ © 2 &
Title: Determination of residues of d@ltameﬁlrm ifton W&g@[ af@spray&ing of'Pecis
EC 025 in the field iffUK && Polagd 201 0 @ o &
Report No.: 51000009 & @ (@ N s 9O & ¢
Edition Number: ~ M-411373-01-1¢ \\ N IR $
Guidelines: EU Ref: Counél Diggetive 9 A14EEC of Ry 18,199k & &
Annex II, pathA, séction 6@nd Afwiex Iypar téﬁ section 8 dueg in or on
Treated Pggducts, @E)od and F&d&EC @xda @NO king dociment'2029/V1/95
rev. 5 (1997-0792) & < @@ >
GLP Yes 7 oY & Q SN
Report: oa 639 S & 2
eport: KCA 6.3.3/07: ) 2012 O %
Title: %Deter at1% &) ‘a.‘z.' of d@tam@&hrm 1n/$§ﬁ Wn§ wheat after spray
L applivati egls EC @ m&h} fieldéh B ,oorthern France, United
@ @gdow&ertﬂ@ﬂy, soﬁ?l @ance@taly Spaln@n Portugal
ReportNo: 57 (02036 = ™ S Y >

A
Edition Num%&’ @ -435 50 -1 @y & Ry
U Ref: CO neil‘irecties 91/@ of Jully 15, 1991,

Guldellnes
. Annex%p}@%)art sec 6 arf@Anngx 111, t A, section 8 Residues in or on
Q\ rea s Food an@ eed@igugance working document 7029/V1/95
N - Prev. 501997-07-22)° O R
GLP Yés . L @x
§ @ \ o >

9 & > S N
Material and@[etho@@ @Q @ o . § @
In Europe, OQ of the pre@rve buses @elt%@thri é@‘o winter varieties of cereals is 3 applications at
6.25ga, , with the@rs‘[ a@ﬁicah@%aki@g placedn autumn and the following ones in spring with a
spray interval of 14@1 days.” s & ©\
R WG N
N N Q Q
Four residue trigls were co@ted@q 199571n Northern Europe in/on winter wheat. Deltamethrin
formulated as& 62.5%{1 e 1ﬁab\l§granu was applied twice as a foliar spray, pre-harvest treatment
a@te e& .s./ha and %3°g a.s./ha for the last application with a PHI of 30 days.
In this %@y, the; pphég%lon utumn was omitted, while the next applications were made according

at a nomin,

to thesintend ter@s the autumn application does not significantly contribute to the residue
be %four hea@’thesé@rials can be used to describe the residue behaviour under the supported AIR

use. @Q

Residue analysis was conducted using method V/974/0OIL/01/01 using GC-ECD with a LOQ of 0.02
mg/kg for grain, ear and straw.
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Document MCA: Section 6 Residues in or on treated products, food and feed
Deltamethrin

Additionally, in 2010, 8 residue trials were performed in Northern European region on winter @é;t. @©
The use pattern consisted in one application in autumn at 6.25 g/ha of deltamethrin formulate a 2%y

g/l emulsifiable concentrate, followed in spring with 2 applications with an intetval of 14 da%@ the fast
application being sprayed at BBCH 83. The samples of green material or@iant without rootgswere
collected at 0 days after last application and the samples of grain and s%ﬁv were coLle@ed a&w%@
(growth stage BBCH 89). Residue analysis was conducteduging methoc@O855/M004 mg &@MS@ @

with a LOQ of 0.01 mg/kg for grain and a LOQ of O£5 mg/kg for @en material @ ant OL@S()ots )

and straw. @ $ @ N
% Q &' g < &@
%0 \ R 9
Findings: \ @ 6 \% %Qb
The maximum storage period observed for t@ dee gral %am @-; in @§ 2010 studigs is 365

days, period which is covered by the dlff@%nt sta@‘ity s %e mea of@e con@ner@cov@%s
were for grain and for all fortification IE‘{%IS W@n ac@ptabl@ang%% 70, 1@%

The following table summarizes the \“E@' ue&@mdm winfer Wh% n N %hern §CSId@S in all
of the trials were found to be b 1@&/ Cé%LOQ%%f 0.8] or Q@Z r@ﬁtg infph tg rain@t harvest

O
corresponding to a PHI from 12 t3 dgys. © @ O
@
@ & @ @j@ @ @Q & S K

S
Table 6.3.3-2:  Residues in v%tnterg&heat %§e haryest tri@lﬁ A °\@ © ©
(Bx6258@s ha)O"  © QN L9
Study % Apfihcatﬁl @ ©@ &\\Res@s
Trial No. IS O & |~
Trial SubID ST & o & s Q | &
GLP C Qouqtr@ F@ No k@ ﬁhL g GS @pPortion | DALT | Deltame
Year iety\D > ‘Ca.s. .S. QY analysed |(days) | thrin
DO % (mg/kg)
ER9SECN795 Whegt, @B |ear 0 0.14
ER9SECN5 | winter » grain 30 <0.02
DEU04 Rektor straw 30 0.09
GLP yés, @ . @©
1995 @@&
s
A
ER9SECN79&y[ Whei, 71 ear 0 0.12
ERO95SECNY95 | winter grain 31 <0.02
DEU060 Kontra% straw 31 0.12
GLPy @
199
~ N
ER95SECN795 | Wheat, 0.0063 | 0.0021- |85 |ear 0 0.15
ER95ECN795¢| wint, - 0.0025 grain 27 <0.02
FRAO0001 Rg:;}ta 0.0075 straw 27 0.39
GLP yes
1095 @ >
. N
(@
ER&ECN7@J Whgat, {Utiited  [6.25 EG |2 0.0031- |75 |ear 0 0.07
@ winter é%lngdom 0.0038 grain 30 <0.02

&
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Deltamethrin
Study Application Residues
Trial No. D
Trial SubID . @ N
GLP Crop Country |FL No |kg/ha |kg/hL |GS |Portion |DALT & eltar@j
Year Variety (a.s.) |(a.s.) anglysed (days{@ th@
o (§g kg)
ER95ECN795 |Riband 0.0063 Jstraw 3p & 046
GBRO0001 - N N N éw
GLP yes ° 0.00'% > & S|.@
1995 X
Europe o @Q %@ V| g
, North @ Q) Q o) &
S10-00009 | Wheat, |United [25EC |3 3@50060 0.0021R | 83¢,° Wl@@ 0 0&1@
S10-00009-01 |winter | Kingdom @ - 0.06821 @ |pla \C %) @
GLP: yes Gladiato O.(%)64 @6@3 > Withouty o\y\’ i§
2010 r K S I N
% A @J Q < grain” g ;@ <Q.01
Europe, 7, N \\ > % W N §@.30
North @% §\ @& A ° D -
S10-00009 Wheat, | United HEC 06349.002%, | 85 ¢ wh 0 0.20
> q
5100000902 |winter | Kingdom [0 o> S & § play §© &
GLP: yes Hevenar o S ithout > O\W\?
2010 d oots ©
grai D 21 <0.01
stégw 21 0.28
D
S X
N
S10-00009 Whea w@w 0 0.23
S10-00009-03 | win plant
GLP: yes % ar pyvithout
2010 < \ N roots
éD ©© Negh K@' @ § grain 26 <0.01
= o RS S © | straw 26 0.25
$10-00009% 0.0065 | @0021F83 | whole 0 0.45
S10-00069:04 Q> *o.oo%\ plant
GLP: % ™ N without
2010 é& S roots
> grain 12 <0.01
S straw 12 0.36
10-2036MANS [ Wheas, 0.0063'10.0021- |83 green 0 <0.05
10-2036-0 winter @ 0.00209 material
10-2036,G15T | Julius o v% 066 grain 34 <0.01
GLP:y & S sraw | 34 | <0.05
201% N
N
Q
10-2036MAN \%Vhe%% 0.0063 1 0.0021 |83 green 0 <0.05
10-2036-02 winger material
10-2036-02- f@‘qio ¢l grain 41 <0.01
GLP: @ @ staw | 41 <0.05
2010 NN
10-2036MARY | Wiggat, <§ 25EC | 3 |0.0063]0.0033 |85 green 0 <0.05
1 36- winter PKingdom material
10-20@ -T | Duxford grain 19 <0.01
GLP: y&s Europe, straw 19 <0.05
2010 North
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Document MCA: Section 6 Residues in or on treated products, food and feed

Deltamethrin

Study Application Residues

Trial No. @o q

Trial SubID . N

GLP Crop Country |FL No |kg/ha |kg/hL |GS |Portion |DALT & eltar@j

Year Variety (a.s.) |(a.s.) anglysed (days{@ th@
kg

w

v % )
10-2036MAN | Wheat, Germani 25 EC 0.0063 10.0021 |83 XN green 0.0%

10-2036-04 winter material N
N

10-2036-04-T | Manage i I
GLP: yes r ¢ Eurolll)e» gtraln s 2 é\;%o;
2010 ort S rg&g @ SRS
S ™ 7
SIRC P
@ N
AN
Conclusion: @CS% @@ >
— Residues found in/on winter wheat grain %ollow ts were all @ow @OQG’I‘
0.01 or 0.02 mg/kg. LN S Y
PN < &
- Residues found in straw at harvest red om bql\g of®.05 @/kg O.Aémg/k@
@ > "\@ N @ ©
Two use patterns were env1saged4@r the Southgrn Eu@)ean ey @@ @@ \W\?
- 1 application at a dose rate @ 12.5*g/ha arf@a P @ @© N
- 2 applications at a dose m@? of 6. 2% g/@nd &PHI of % da% % ©
0\ @
\ QL&
Since it was not poss1b1e§o fo&g;ast hat -§§o @\J , two §&¢ of t@s were performed in
2010 reflecting both @ patt@s § @ @ &
5 Q @
Southern Europgan §©—Ha@est G%, 1X12.5g/ha, R@ 30 days S
S @ o ©O
Report: ¢, U KA 6.33/08; pott.
Title: Q\ @eter %a‘a@ the remd@s of deifamethrin in/on wheat after spray
AN @appl@tlon 0 e@s%EC 02% in the ﬁelg@ Southern France, Italy, Spain and

@ G&ece ¥ . w\, N
Report No.: @@Q A0- 2§© %\ @ @ @
9

Edition Number: M-4 7

Guidelines:@@ @ El@ef GQuncﬂ\I@recE 9 F@;EEC of July 15, 1991,
% art Rsec @Annex II1, part A, section 8 Residues in or on

@» @;l' reat rod@ and§E eed EC guidance working document 7029/V1/95
S rev, 5 19& 7-07- 2
GLR. @ @
o Q

Report: &@% — 2011

Title: @ \% rmmg%fon ofresidues of deltamethrin in/on wheat after spraying of Decis
& éﬁ 02 theﬁ@ld in France and Italy 2010

Repor@.: @ 10-@500
Edition Nunger: S M 2@367 01-1
i line(%@ @ §%Ref Council Directive 91/414/EEC of July 15, 1991,
nnex I, part A, section 6 and Annex III, part A, section 8 Residues in or on
Treated Products, Food and Feed EC guidance working document 7029/V1/95
rev. 5 (1997-07-22)
GLP Yes
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Deltamethrin

Material and Methods:

Eight residue trials were conducted in 2010 in Southern Europe (Southern France (3), Greece (l@ly @©

(3) and Spain (1)) in/on winter wheat. Deltamethrin formulated as a 25 g/l emulsifiable concentgite wasd?
applied once as a foliar spray pre-harvest treatment, at a nominal rate of 12.5 @

’s./ha. The ig?rhple
whole plant without roots or green material were collected at 0 days after last a%lication an&the samyples
of grain and straw were collected at harvest (growth stage BBCH 89) cq@ponding 1;0\ @PHI m 15@
to 32 days (proposed PHI 30 days). s Q@x g}y @\\ @@
Q@ S &
Residue analysis was conducted using method 00% /M004 usi@@?C—MS/M@Vith aQO%®§ ()‘@@
mg/kg for grain and a LOQ of 0.05 mg/kg for w lant or ggen ma@al add stra@ % @@}
>

N N\ L
. %WQ%%@J@@\%
Findings: Q @ X S W @ AN
The maximum storage period observed f thebd@%ﬂp frogen grafy samp%s, inthe 2@ st@és i3
days, period which is covered by the di@ent&s@bili \studi@ The@an, g@che curggnt rec@ries
were for grain and for all fortiﬁcatioels@%@}hint&gcept e raag@of @»l 10@ Q& O
&©%§\©%\@©©©%®
Table 6.3.3-3 summarises the restdues ¢gund @fon wibter v@a‘[ inSout @ng Eu@g@pe. Residues in the
trials ranged between < 0.01 @02 @%/kg in/@ﬁ th@ai%@haw correspondipg to HI from 15 to
32 days. v % QI & \@
o O o @ « Q&
o\ Y
Table 6.3.3-3:  Residyes in wj@%r W[@jlt — p@§§rrial@l® x 185 g a.s /ilol\ﬁ, P 0 days)

Q)

Study Q 03 LApplication & %\ o XN Sidues
Trial No. & o § Q@ NS o [
I I B & O .
GLP ©rop ©\ Country FL S| N |ke/ha Neg/hel | GS. | Portion | DAL | Deltameth
Year @%ari@y QO @ « ocj(as. (a @ |analysed |T rin

. A N (days) | (mg/kg)
10-2233 5 7 Wheat ©3Fra @c &@13 @004@@ 83 | green 0 0.22
10-22}@1 Quality, NEROSEN NS material
GLP: yes Q\) %, @Q % t RN grain 28 <0.01
2010 N) y;y\ > | © > straw 28 0.18

9 & @ . VY«
10-2233 @Whea® (25 E@” |1 (.013 ©{0.0031 |83 |[green 0 0.37
10-2233-02 "9 Arti&d Q\ SRS material
GLP: yes % = ¢ @ grain 20 0.02
2010 & 9 X2~ straw 20 0.21
N @D
> X IO

10-2233 Wheat P8painCy @5 c ., O [0.013 [0.0031 [83 [green 0 0.18
10-2233-03 @Q/I%ontca% Q& material
GLP: yes @0\\ da\ @ grain 23 <0.01
2010 %, Q straw 23 0.21

SN ¢

@ W
N %
SRS S
Q@ 2 Q§$urope,
N South

10-2283) Wheat |[Greece [25EC |1 [0.013 [0.0042 |83 [green 0 0.18
10-2233-04 Passarin material
GLP: yes 0 grain 18 <0.01

@
S
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Document MCA: Section 6 Residues in or on treated products, food and feed

Deltamethrin
Study Application Residues
Trial No. ¢ o
Trial SubID . @ q
GLP Crop Country |FL N |kg/ha [kg/hL |[GS |Por n DAL I@tamet@?
Year Variety o [(as.) (a.s.) aned T n @
@ | (days) (m%@)
2010 traw B 28 ©
I P A S S
X @ NS @ @
e 5 e
S$10-00006 Wheat, 25EC |1 [0.9128 [0.0041% 83 [wholeq) Qn.11
$10-00006-01 | winter A\ Ql ofplant,” o |© @
GLP: yes Bologna Q@ N @° | witheut ( © G @
2010 . é@f | fopts @\ Y §
S A SN gpeain S| 27 | ool
DO Sfaraw?  [$27 4 020°
$10-00006 | Wheat, ECH [ 1:[0.0128 71 0.00417 @e 0f A
$10-00006-02 | winter STUN] o & @g% +plant éﬁ s §
GLP: yes Biensur v, 0 S with N O
2010 . LS B RS R SANNES
5 S 3@ n O 15 <001
9 19 & |O Nraw o7 | 15 0.09
$10-00006 | Wheat, QSEC,_ |1 [00132 {{0.004482183 [who o0 0.17
$10-00006-03 | winter ol |« [ |pa
GLP: yes Mieti N3 @ @cho%@
2010 @ & o e 00t
5, Qg S o\> &S “ grai 32 <0.01
kS @ O | [smaw 32 0.16
218_88882 o WJ@;%, {‘;@é 1 o@% %@0419& 83 pwhole 0 0.16
- - e\ N N NS @1 ~Qplant
GLP: yes aslo@ (@3 S @ § *v | without
2010 @ 6§ S ) @;ﬁ Q ®) @ | roots
© S B U g @p e 27 <0.01
S & §\ \} straw 27 0.14
o @% o\ °\
Conclusion: Q\ \© @;\a é\ >
— Residues foun&in/oninte eatggrain, after preharvegtitreatments were all below the LOQ of 0.01

except in on@trial

ere m{@g of @tam@lrin wés found in grain sample.

- Residues§ound in stra ha@st ra@d fr@g@ bel@tbe LOQ of 0.09 mg/kg and 0.28 mg/kg.

&

Som&?«’ern Europea¥i Pr&@@arw@tj GA®, 1+

&) Q @ o\%
N S
N @} N
6.5 g/ha, PHI 30 days

Report: @° KCA%6.3.3/4%; .3 2012
Title: S %%D inati6n of the residues of deltamethrin in/on winter wheat after spray
@ %\ ica;@n ofis EC 025 in the field in Belgium, northern France, United
@& @Q ingdein, Germany, southern France, Italy, Spain and Portugal
Repo@’o.: N 10 6
Edition N T § M2435250-01-1

@@I@

GLP

Ref: Council Directive 91/414/EEC of July 15, 1991,
Annex II, part A, section 6 and Annex III, part A, section 8 Residues in or on
Treated Products, Food and Feed EC guidance working document 7029/V1/95
rev. 5 (1997-07-22)
Yes
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Document MCA: Section 6 Residues in or on treated products, food and feed

Deltamethrin
Report: KCA 6.3.310; [ 2011 ’ Qb
Title: Determination of residues of deltamethrin in/on wheat after spraying O%Decis (7]
EC 025 in the field in France and Spain 2010 &) @ &
Report No.: $10-00010 ~N S
Edition Number: M-433851-01-1 L «© %
Guidelines: EU Ref: Council Directive 91/414/EEC of July lxz,iﬁ 991, \© 2N
Annex II, part A, section 6 and ex III, part Ay section 8 1dues\ﬁ or @
Treated Products, Food and Feed EC guidanorking do en@w/ 5 8
-07- & O R Q)
rev. 5 (1997-07-22) @ & o QR O &
GLP Yes ) Q & S« © &@
o N L@ RO o G
L @S D LS S
N 9 Y S T
Material and Methods: W\% \@ N AN ©© @j @
Seven residue trials were conducted in @40 in@“euth@Eur@g@(S@hem Feance £, Itaky (2),6§ugal

and Spain (2)) in/on winter wheat. @tan@é&rin @*mule@ as @25 K}mul@abl ncentrate was
applied once as a foliar spray pre@rvest feéatment, at a Homidal rat 12.@ a.s.ha. Th@amples of
whole plant without roots or gre@l atg;f@l we@oll@d atys r la ppliéﬁon and the samples
of grain and straw were collé&ted at"harve%growt@jstag&BBC@ ) gorrespo ing ta PHI from 15
to 32 days (proposed PHI 30%ay% §9 @& @ N @ \@9 2
Residue analysis was cm%)uc‘&iﬂusing%net@OO%@/MO@Qusin@LC@/M@ith a LOQ of 0.01
mg/kg for grain and aégOQ 9§® 5 @/kg 69 wh@plz&@ gr@n magerial and-straw.
Findines: @&QQQ@@@@@ ©@&

indings: Q N N N é@ SN N
The maximu @ra %erio %bsed forgghe d@ﬁ fron gra@ampf&s, in 2010 studies is 365 days,
period which%cov d b different sﬁc%bilﬁ@udie@s. Th®mean®f the concurrent recoveries were
for graino@% for all foré@cati%leve@thin@ce@b e @ge 0{@’—1 10%.

A RS & L9 O
Table 6.3.3-4 sum@ises@ﬁe re@ueso feund i@n wiater wheit in Southern Europe. Residues levels
found in the grai@@%m ples at @est@?reba{ﬁ%low the L@ of 0.01 mg/kg. The PHI ranged between
(g

22 to 43days. RS < 5 §
Q@ ©© < @)

O & & D
AN SRS @ ? @
o ReiteBin e i Shaci
Table 6.3.3-4: Res%%es ilgl er<heat P ha@st trials (1+2 x 6.25 g a.s /ha, last application at BBCH
83). O
Study % @\ Q" Application Residues
Trial No. 2° & @ &8
Plot No. N h § Q
GLP @ Crop QCountry §)L No| kg/ha | kg/mL | GS | Portion | DALT | Deltame
Year SN Variety O §’ (a.s.) (a.s.) analysed (days) thrin
N el P (mg/kg)
INAN
$10-00010 LW % _ HFrance 25 [3]0.0065[0.0021 |83 | wholeplant | 0 <0.05
85@5 witier @, ' EC - without roots
I & |Quality 0.0065 i 2 <0.01
S10-0g00-01 Europe, gram :
GLP: yes South straw 22 0.08
2010
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Study Application Residues .
Trial No. S
Plot No. o @ N
GLP Crop Country FL [No| kg/ha | kg/hL | GS Por@n DAL Deltame
Year Variety (as.) (a.s.) ar}@ed (days in
& “(thg/kg)
$10-00010 | Wheat, [Spain 25 |310.0060 [0.0021- [83 [, whole plant | ©0 5} <00
18/[-4{3385 1- | winter EC - (@21 o;%fithout roots \"\ QS ¢
1- Boticelli 0.0065 q . OF 3 @01, @
$10-00010-04 Europe, X ©Q ) § SHN 1&
GLP: yes South @} $ straxéy @© %@
Eol I Pl
$10-00010 | Wheat, | Spain 25 | 3 [@0064 [0.0028 (83D wholeplant 7 «:{\,)@ @@0.05
M-433851- | winter EC - ) %\ \z& ut TEOIS | o
01-1 Isangrain Q 00(@% é\f @,& O gray {29 % <0.01
$10-00010-05 S e Q S g o
. Europe, % (o8 fraw 2@ @0.06
GLP: yes %, N % ) N
2010 South S ) . % §®
@ e @ & Q ‘\9\ & &% S
M-435250- | Wheat, France 23,18 [ 0.0063 21 183 |@reen pidteria 0 <0.05
01-110- winter ©Q E% . @é e, “q by @@ é@ 9
: N S NS @m S 3¢ <0.01
2036MAN Esperia é N) © < 8
10-2036-05 2 an NSRS ©©strav© 36 0.06
10-2036-05-T rope; & |2 & S
GLP: yes % & 'S < 2 %
2010 N S B P S o
@& @ @a/@ @ «\fr\\
M-435250- | Wheat, | Ita 725 1.80.0083 0.8 83 | grpen ial| 0 <0.05
01-110- winter, 9 |ECO| & [.© ocai )1 “0.01
2036MAN SerigQ @ L& & O o < '
10-2036-06 @ Euro AN @ straw 21 <0.05
102036-06-T | & _ QfSouth Ol & |& @@
GLP: yes D© @\ S & Q &\ @ §°@ ko
2010 IS @@ § Ol & L N @
M-43525 Wheat, aif® A25 | 99:0.006%5 0.0021 83 | green material 0 <0.05
PRIy oﬁ% winter ¢y @EC : Q @85 y grain 43 <0.01
2036 ST-4 @ Q |xn . Y '
10203620 . Eufope;_ NN S straw 43 <0.05
10-2036-07-T Q\) ~SouthQs © )
2036-07- S . 3 S
GLP: yes © % @ @7& e o ©©
2011 RN A S e
M-435250-O whéat, é@ort al® %ﬁ 3@59.006@ 0.0016 |83 | green material 0 <0.05
01-1 %\1 winter Y CEC | ¢ @ .
. . grain 35 <0.01
10-203 Arturnidy; |- x>
10-2038608 Soft {weat o ©\ straw 35 <0.05
10-2Q36-08-T |« @ | ¢
GLP yes o Sotfﬂ%l @épeAQ é
2010 2° o @
S 9
Q) ol A -
S
Conclusion: @ © Q

- Re{ﬁ‘}ue ls f@)d i&%ﬂ winter wheat grain after pre harvest treatment were all below the

£OQ 00,01 mp/kgS

- Resi@ levels found on straw after pre-harvest treatment ranged from below the LOQ of 0.05

mg/kg to 0.08 mg/kg.
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CA 6.4 Feeding studies

Deltamethrin is sought for use on wheat and sugar-beet with parts of these crops being fed to li&&cg@?

as straw and sugar-beet leaves. @ (©)
The maximum dietary burdens were therefore calculated for different groups & 1vestock ag descrg

in the OECD Guidance Document on Residues in Livestock (ENV/J M/MONdﬁ%OB)S da@ of %Sep-

2013). The input values for all relevant commodities are summarized in %able 6.4 - 1. \© . é\g
& %, \
Table 6.4 - 1: Input values for the dietary burden c&lculatlon (@?D metho&@og Q@ é\” @
S
Commodity Input value (mg/k Comme@ . &U ) @
m@% 2 Q| % O

Risk assessment residue definition: cis-isomerof deltametlsin '~ oA\ S §

Straw 0.41(!\& @@ Hk&ﬁfgst re@(’iue NN >

Sugar-beet leaves 004 v | HiBhesa®sidu&y v é @ &’

Wheat grain Q01 STM;R RS @

£ SRSy SRR
The results of the calculations are re@tedq{l Tab]@% v C} @ > ©
@' @@ S
@ N N
& ©
Table 6.4 - 2: Results of the d@ary hu den@lcul@mn -@C&meth 0y 010@
Msg,m M%( dlet y bu@% . @ng t cont@butlng
. ©
dietar urd@ /kg D C(@modlt@
"} (mg/kg bw/day) >
Cattle - Beef 0002 © DO. 09@ . @ ‘& straw ®>

Cattle - Dairy o> | 0.604 © @] 0098 & © Q stravik,
Sheep — Rams/Edes  40.006 D . 10191 Q7 2 o |staw

Sheep — Lambg,” 0.068" 0193y V9D | staw
Swine - Brepdthg &7 [ 0001 © « 9 0.025 & § | grain
Swine - Finishing®@  [*9:000¢, 0008 o> Y« grain
Poultry = Broiler 0.0 &° |98 9O O |grain
PoulticsLayer @ | 0.6 > 40058 « O straw
Poultry - Turkey &y [0000 2 ©° | 0006 ¢ Q grain

)

X
The calcula%tarb@lrde@@r @i@ateﬁéﬁes @Ves@ were found to be below the 1x dose level
of the cow a¥g hen feedi udiesy which was at,2 mglkg in feed. The current EU MRLs are based on
the residueNlevels observ the@ere .Q imd) matr@es of this dose group. The representative uses do
not lead@ an 1ncrea5e@fthe@ 1mat& dle@/ bm@en Therefore there is no need to consider a change
for tI&MRLs of the,@’nma%omn}gdmQ

Upon request b@‘@he RM@UI& e nogifier B@er CropScience has prepared the position paper M-
536726-01-1 mons‘%ﬁtm ith @ment@d-448284 01-1 ‘Estimation of trans-isomer of
deltamethrifexpasure - hc&lhty e TTC concept’ that livestock is not exposed to the alpha-R
isomer, onl@ight@exp d to the trans isomer of deltamethrin with a conservative approach.
Cis-del: et@ 1S majdfcomponent of the dietary burden. (Moreover, in the metabolism studies,
all i@ner & deltapiethrig were determined as one cumulated analyte. Therefore, if livestock was

ex ssomers of de%zmethrm the study was able to take them into account.)

The summary of the trials is also available in dRR format.
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Report: KCa 6.4/02; | G001 6: M-559648-01-1

Title: Compilation of dRR tables for deltamethrin residue studies from 2009 onwards @ @

Results displayed for cis-deltamethrin, trans isomer and alpha-R isomer
Report No.: M-559648-01-1 @
Document No.: M-559648-01-1 Q &@ @
RN IS
Guideline(s): none (o8 °
Guideline deviation(s): none % ®) AN &
GLP/GEP: no % NNV
S o S & &
CA 6.4.1 Poultry @} &© & ©© N
A laying hen feeding study was previously eval&ggﬁi during the %st By rew@ pro&@ss for %clu(%@n
on Annex I. Therefore, no new studies were conducted. Q} o\@ @ 6\ 2»5@ S
MR NN
@@ NN S

L
Please refer to the reference printed in grey typ eb a@o th@@gjorres ond@g seg@l m&th%
Monograph and in the baseline dossier. % N S % § “ §7J
\ o &7
@ K S S &
Data already evaluated during the f r@@E U ﬁ&wew Brocessyor m@b%ionm Am@ < S
@% Ry \@7 § $ @ ©
S & L N

Report: 1 . ; .
05:MQM9375-01-1 M O’

Title: ffects of © nted@l amef®¥in 1nd%1pea®/l buQ%’?de d&g on levels of residues in

% ucts o Na2. l*gedmg@«dles poulthRy @\y\?

Report No: AT089 6@ « x> S

Document No: W 75- Oig@])) S °\ Q AN 0N

Guidelines: @ D \1atlor§t sed N §’ @ @ AN

GLP/GEP:  § . %, LQ @

© 6\ QO
Report: ©© 6@@ :
Title: ° ngelermmallon ab@101 d@ﬁmelhlm (alpha-R, cis, and trans) and
v

N ralor
Repoﬂ%o: °\@A5ZQ @ N §\©
Document No: § Mﬁ3468@91 Lo \ ”\a 5

S)
Guidelines: FP@FP 0O, 1@\! -4;Deviatio @)t specified
GLP/GEP: @%ﬁ N @& Q§
@ O ¢ RS
Q O N
Repor@ ] B 1994:M-149579-01-1
Title: N neat and eggs for tralomethrin (RU 25474) and its major
%, y\g@ @J 22974) in white Leghorn chickens.
Reépeort No:

Q
Document No:

Guidelines: & %%Dﬁon @spcci@d

GLP/GEP@- Ny @

& ) v Q
V-
% § SN
N @ @ otﬂ\ﬁ
Y & v

C%6.4.§ Ruminants

A dair@w feeding study was previously evaluated during the first EU review process for inclusion on
Annex 1. Therefore, no new studies were conducted.
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Please refer to the reference printed in grey typeface below and to the corresponding section in the

Monograph and in the baseline dossier. <
N @@
Data already evaluated during the first EU review process for inclusion on Annex L. @ @
& S8
Report: KCA 6.4.2 /01; ;1988 Amend@¥: 2008\05-23
Title: Feeding study of a mlxture of trdlomethrm and deltdmgtﬁ] in in dairy, s dn(f@mgmt\g e
of the combined residues of tralomet@1 deltameth y and trans- de?@meth&%m n@and @
tissues of dairy cattle. (2 Volumes) V Q @ NS %, &
Report No: A70946 @ s QQ ©© Q§©
Document No(s): Report includes Trial Nos. @ . &© @ @
HRAV Proj. #87- ‘6\ D9 Q ©% &
HRAV PlO]LLt NEGT0123 o \@ v o2 &
&> D
M-149428-03-1 9 VN v S N 2o
Guidelines: USEPA (=EPA): 171- @)ev&@)n n@specif@l 6@ G .
GLP/GEP: yes AL @ Q @&

Q
%\\6&%©@ @j
Q

Report: KCA 6.4.2 /024 3 : 992
Title: Deltamethri&sidun midk u THctat '
Report No: A70892 Q ) & @ ®
Document No: M-149336-01-1 vy S @ Q [ ®@ S
Guidelines: Duuﬁ@n no?\ptu%d v & @ & ©)
GLP/GEP: no % > ST L9
L N L9
SRS
Report: ) . 0 °\© é S o\®
Title: S alc @ydos aggrate & deltamethrin @ a runfinant livestock feeding study
§9 @cordim cument 703 1/9/ 4, @ 07.199$ (draft))

ReportNo: ¢} )95&7 \ ’ <&
Document Ney© 796-0(@\1 (8 § r\”
Guidelines: De\\\gatlon not spcé%ﬁcd @ @)
GLP/GEP& ) \

S
Report: &/ ,
Title: £ S ysi t Del@melhlm in Milk from Cows and Humans
Report No: @ \
Document N
Guidelines:®
GLP/G@
Regort: . :1991; Amended: 1995-11-07
Title: N 1 trdlomgthrm and 14C-gem- dlmcthyl -tralomethrin in lactating

&@ %%dair Q slora@ stability of tralomethrin and deltamethrin in cow milk and tissues.
Report No: )@ N A
Documen (5): R ort ingludes{Pial Nos.:
@ @Q O SHR-01-88

<D 2\ M-148509-02-1

Gumi\\ﬁnw@@ &’ USEPA (=EPA): 171-4(b);Deviation not specified

@ /GEl@'i@ T D
&
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CA 6.4.3 Pigs

As the metabolic pathways in rats didn’t differ significantly from those in cow and hen, a pig metal@sm@©
study was not required. Hence a pig feeding study is also not necessary for this %gssier.

@
& @ &.®
CA 6.44 Fish % @@ @@\ o
o X
No metabolism study or feeding study in fish was cond & (refer to A 6.2.5). \\ N @

Currently, no test method or guidance document is available for cond @ng a feedm@@udy@ﬁsh@% S0, ©&
no feeding table with plant commodltles for fish fe@ng is avallalgb Therefor@t canfidt be @md
amethrin in part@of p@/it th@have Been trested \;@Q
N
C& 2) Q@j &%\ © @6 °\% §
In these cases, waiving of this particular daa re @eme@ 1S 1dercce€%ble %co@g to &the
“Guidance document for applicants on ]& arm%%]os&g far t roval 6F a cht‘:c?%lca @ive

substance and the renewal of approval g @ the %herm@b act1§ sub@nce agcordl@yto regulatieREU)
No. 283/2013 and regulation (EU) Q 4{%@13” @AN@QM%&ZOB@%V 2@2 \@013@>

N3 O&@’)

@ @

CA 6.5 Effects of pr(@erug@ ? @6 @® &© R S O
v Q & A

CA6.5.1 Nature of tli? resuhle @

deltamethrin.

O

The processing study (M- %4204@1 1 §5rm d and evalua@see@lden@m to the
Monograph Annex B from J u It wagjdesi to @%Hﬂ{le the nature quantity of

residues which mlgh@ forfaed d@ﬁg p@cesm fr Wgrlc@tura]é@mn%&tles
@

Three different }@é’rol 1@ con@%ons were Q&}iled émmlat@ pas@msaﬁ@n brewing / baking / boiling
and sterilisatigie) Th: erlll@tlon é&dl @Wasxv@arrle@)ut two %ﬁ’fferent label positions, [*C]-

benzyl deltamethrirfénd [14@] ge dime a et Ana@m %@performed with LSC and HPLC.
The resul@%f the stud that er s % ris tl@i (90°C, pH 4, 20 min.), brewing,
bakmg@% boiling (1 «delta@ethrings s];a@ Results of the sterilisation process

(120°C, pH 6, 20 @h) shg}ved @at del@metl%% Wa”&degraa&d under this conditions mainly to two
metabolites; @he ybe §ldeh @d QIR 3R®)-3-(2,2-dibromovinyl)-2,2-  dimethyl-
cyclopropane rboxy@amd CAY T \form@a ected in quantities from 59 to 75% and the
latter one inguantities fr 1@ 9 %7‘;/'§§app1%d rad@ctwlty These two substances are known plant
metabollte%and none of t co red@s a rel@vant residue.

BrZCA@ been 1dent1%’kd al@ n rat@leta@hsm Q% is considered of lower toxicity than parent
compound. Regarditfg 3—ph§§1oxy@nzal@ayd®® toxicological data is available but evidence from
the tat studies has showpthat 1‘@5 tox1c@og1 y covered, as explained in the following statement.

@° & @ A
New data fo;z%iR % § Q
The follow@ stuxiy wa t ev&lﬁuatering the last EU review and is submitted for review:
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Report: KcA 6.5.1/02; R 2013 @ >

Title: Deltamethrin: Metabolic behaviour of 3-phenoxybenzaldehyde N §
Edition Number: M-466413-01-1 S @ S
Guidelines: Not applicable. @JQ & 'S
GLP No Q> @

< O

This document explains that, although 3—phenoxybenz$hyde was &w?seen in t@wrat Q\Eabo
studies, the studies indicate that it is an intermediate that account metabohte@n a &ter
that 10% of the TRR. Moreover, investigations on ir@ztro human nnetabohsm o@rme@m pyblish
in the literature show that 3—phen0xybenzaldeh® oxidised by@LD@(ald de &hydrog%ﬁase to
the corresponding acid and 3-phenoxybenzaldeh$: does not a@l uo]%@dur@g migkoSom: I@?i)lcu

&
A detailed review of the existing rat met@ohs&g@s‘cu 05 sk@ thab@ﬁ;e a@mp ¢ed @n ate
metabolite 3-phenoxybenzaldehyde was%%i de@ eds{n he@ se t metabohte s @ y
oxidised to three subsequent oxidation duc,tg@ -ph@)xy 01c 4‘%hydro@ﬁ3-pl%noxy Z0ic
acid, and 4’-hydroxy- 3—phenoxybelc ({&d )@wh re aly fou@ e. In total 8
metabolites were identified in ur1nQand féges which wére ch 1call@pre@§tln idat&%> products
of 3-phenoxybenzaldehyde. From@hes@tudw@@lt apgears t -p @mx konzal yde"%s a transitory
compound, rapidly 0x1dlseo h@h’er ox@a‘uot@a ro ugs a subseﬁlent@ ex ted For these
reasons, this metabolite shotild nogxbe congiy ered@s tox@ologleg re@@ant &

@

Qaton.

@ N
& > ‘”\9 @ N
CA 6.5.2 Dlstr&utw@%f theresidae i ln l ai@qug o o\@@
Not relevant for th@resentatw@es AIR@ §’ @ @ N
S N & & @
N & oS

CA 6.5.3 &a@tud@of re@uekfﬁ’ preg%sse@:om@dltgs
Some studigs were @’read}%vah@ted d%lng thte ast Annex I r&view. Please refer to the reference
L°

printed @grey typefac@belo@nd t OrT¢ po&dlng 10m@ he Monograph and in the baseline
dossierA,

\ @ & O ?i,\ « %\
Data already evaf%ted durmg((@e fi r@VYU refoew pr@ess}%y* inclusion on Annex 1.

Q O O O N o
3, Ve & &S
o & @ %
& SR &®©\
% N I AN
N . (g @\@Q&©
G @ © 9
& \%é@ S @
% Q
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Report: KCA 6.5.3 /01; ..1999
Title: Magnitude of deltamethrin residues in or on apples and processed apple commo@g @
resulting from three applications of Decis (R) insecticide USA, 1998 N @
Report No: C002139 S (©)
Document No: M-183978-01-1 &@ @
Guidelines: USEPA (=EPA): OPPTS 860.1520;Deviation not specif@ o\Q
GLP/GEP: yes % § €§ &
@ < SIS
e @ ¢ S 2 @
Report: KCA 6.5.3 /02 . 1999 Q o & & &
Title: Magnitude of deltamethrin resl@s in or on tomgatoes and })104§%d to@to ca@modfgs
resulting from six apphcatlon% Decis (R) II”I‘QCULI% USA& 98 & < &@
Report No: C002859 QO o W
Document No: M-185190-01-1 @ 6\ Y @
Guidelines: USEPA (=EPA): OPP& 860@%0 %%tlm@%’)t Sp/ Sified S
GLP/GEP: N @ & Q@’ v S @% %
> Dy O § % §
Report: KCA 6.5.3 /03; : & o~ é\’ S)
Title: Residues at h st ifkolives @1 procsSsed @ctions. urof UniQ¥, Soyghern zone 1997
DeltamthrlQME FO%R640 &t L%uls%%u graule 6. 25% wAPCod E F&32640 00 EG06
A105 o © S &Q ©© S
Report No: o N T S @0 Q S &
Document No: M-238971- 01} A S @ )
Guidelines: E%@Comn@smn @rkm ocur@’nt 702%/Vl@rev %@2/0@7 ;not specified
GLP/GEP: ¥es © § @
& Y < S
& @@ S %\ & <
Report: @ KCA 6.5 @)01 @ @
Title: N) l@esh%&go of%e natyge of L,he t I 1e51@k\e in @roducts of industrial processing
S

@) r houssholdgrepara Cod&g AE (@
Report No: ©© ©COI@97 S %ﬂ @ S
Document &> M%420{%01 1 S
e P
Gu1delm&s Q;\la@g no@e ifie

GLP/@ O @@eso\@ o
P

New data for AIR @ Q}? o\%

The followh@tudy @% o@@alu ated dufing theQast E@review and is submitted for review.

S

The p of the study wa det
fractionss resulting @the T nd pas&
wholemeal, wholemgal bé, sémoli
co Fﬁlg water of fresh a dry@sta an

e magmtude of residues of deltamethrin in/on processed
processes (flour, white bread, white flour bran,
a bran, germ, fresh pasta, cooked pasta, dry pasta,
dr1@> and cooked pasta) of winter wheat.

Report: O g@ 6.5 &ms H P00
Title: & RS atiorfQf the res1dues of deltamethrin in/on winter wheat and processed
@ @Q racti after mixing of Deltamethrin & Piperonylbutoxide EC 275 in the
O &Y 2 rogify hall
& @ § 8 ... in Germany, Greece, Portugal and the United Kingdom
R%ort 3214
Editi umber: M-363957-01-1
Guidelines: OECD on 12 May 1981 [Annex 2 to C (81) 30 (Final)], endorsed for use in the

European Union by Directive 87/18 of 18 December 1986
GLP Yes
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Material and methods @
Winter wheat was treated by one mixing application in the storage room with deltamethrin & pr

butoxide EC 275. The treatment was done after normal harvesting in north¢m Europe (t
Kingdom and Germany) and southern Europe (Portugal and Greece). Samples@ processmgﬁyere t@

in the conduct of study 08-2214 (M-360719-01-1) (KCA 6.3.3/05).

@ @

S’
The processing of winter wheat grain sampl@%%nto @bces @u te b ead white flour
t

bran, wholemeal, wholemeal bread, semoli ina bfan, gel@ fresh cook@pas‘@ y p@%a,
cooking water of fresh and dry pasta, a%h rie %d c%ﬁ%ed p@ta) W erf@nedy@ a specl ilot

plant to simulate industrial procedures %1 ilot plaf®is fuﬂy con@rablg?ﬁ) th @dus 1 pr ation
of flour, white bread, white flour br Q}Vh@k eal@v ola@eal b d %a;g , germ as

well as industrial and homely prepdration 8¢ freshipasta, ¢ %oke asta W@ r of fresh
d dry pasta, and dried and cook S @fth Gelow™
and dry pasta, and dried an co%) ¢ p;af@ ugmarl e@ocei es a@@web ow

X S G M NN
& §E 55 0
SO P 9 & & @
O\ & \\Q@@
©@J@%©®K@©©@
X W 2 AT Y o o
& F§ ¥ s e
PECFTF &S
5 & & & .~ S
Q @ - IS~
@ O 5.0 & .o @
©©©©\\o\
Y S K 9 O
S\ L 4+ 9 @
& &9 e
N N\
Q N &9
%o v\y%o@’@\
N S
> &Q@&QD
@
&%%@@@Q
&§§©%©@
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Figure 1: Overview over the Entire Processing of Wheat Grain
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Figure 2: Flow-chart of the Processing of Flour (Type 550)

D
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i & N
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Q o o &
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Figure. 3: Flow-chart of the Processing of Wholemeal

D
NG
Wheat grain
Wa:ter Field Specimen @6 &@ @g
i g .
) \ 4 < Q\
i Dryingto 10~14% | ¢, &% \© o\@ é\”@
! Kiln, 40 °C T o S S L& @
; R 2 & & O
; v > & S R O &
: Cleaning &\ Q &' & g @) &@
] g N LG R ©O o @
' N @ 6\ N O
! Cleaned é‘gin @C@ %Q &% @1&7 IS S S
' (o
. ol Ol < S & o
; : NN & O & g
: Coiic}%ionihg o (< &% O = §
hmimimimim == > AP @ & S & Ro
©pt10@§1% AN %© L Q O
o &
- = > O OO s
PR indin Y O © O N
e P & .0
& 3 ¥3 passages ((é &@ @Q Q) é
R & o S &
6O 6§ o % o & 2
\ e IS S
S @ P YOS
Ve 9 O O & & o =
@Stra{gh%flm@ &@ oarsé\?’nd fipg bran S @K
R SIS
& DL S FE ped ]
2 < L 92 D T, \%’5\’
A . § Sl 6 < .0
O O I 58 &
@,@@ S ) Rlen :i?ﬁ ) >
@ @Q @§ @@7 g\ @Q @’Q
%Q © ©© m\\ W@O{em;@; &h—b Wholemeal
@7 & @ @ y o%
& Vs N
oy -
O v @@ B@g@; of%ole@l bread
@° & &pe Fngr 6
R
@ < Q & ©@
NN
& S
) @@ @r-'§
%aw ﬁrial or | Proced Intermediate Product
indredients IL rocedure product for analysis




B
Bayer CropScience
R

Document MCA: Section 6 Residues in or on treated products, food and feed

Deltamethrin

Page 46 of 62
2016-12-15

Figure 4: Flow-chart of the Processing of Semolina and Germ
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Figure 5: Flow-chart of Baking of White Bread
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Figure 6: Flow-chart of Baking of Wholemeal Bread
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Figure 7: Flow-chart of the Processing of pasta - Step 1: Preparation of Semolina
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Figure 8: Flow-chart of the Processing of Pasta - Step 2: Pasta Products
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Residues of deltamethrin were determined by LC-MS/MS according to method 00855/M002 @: a@@
LOQ of 0.01 mg/kg in wheat grain and the processed fractions. The mean of the concurrent regoveriesy
were for with bread, flour type 550, pasta cooked, and cooking water and f@ll fortiﬁcz&@n leve)s

e 1100 @ RS
within acceptable range of 70-110%. N

SIS
R e
< < NI

Findings @ é}” AN @ @
Storage time between date of deep-freezing of field sample and theé@rt of the pr@essir%@zm 397 é
days. The mean of the concurrent recoveries were @ with bread\flour type 5&Y), pas&co%b@i, a

cooking water and for all fortification levels withi %ceptable Qnge 0@%—1 16%%. & % @}
A
The residue levels in deltamethrin in the procésed f@ion&ﬁlor@gj@ng to@e 4 %§due trials ga
summarized in the flowing table. (\Zsjj\a @Q Q o ©§ &’
D N $ & ¢
Table 6.5.3-1: Residues of deltamethrin in$wheat ﬁwces@ frac@i@s forbreadand pa@%ﬁmaking §
Study DK licati v | ey Restdues &
Trial No. &© % ig «ys@i \@7 E}QQ § S %@)
Plot No. Q S O @) .
GLP Crop CO@try 5@1 @% g/@6 k@% §S b@*ti AI}‘ deltamet
Year Variety «:§ ° (a@f) Ya.s.) @ @analys %ys) hrin
& O KN g S - % (mg/kg)
@ 2
08-2214MAN | Wheat, , @United” 0 [&40.050 [0.050 |99 rain. 2 0 0.28
winter Kidgdom %%; § @£ @é ® "i@g § 8 0.30
08-2214-01 | Hereysd a4 919 K& «d 23 0.39
GLP: yes Y § N3 q S 92 0.44
2008 & N o & our 92 0.13
) O o o 9 bS
[N o Al N §3ﬂ white bread | 92 0.02
I @@ §;§£6© | B Q@ S| @ whiteflour | 92 1.3
& o > % bran
@QD &S é@% & & Q@ | whole meal | 92 0.36
A . @ @ Y O R o\© wholemeal 92 0.14
@\; é\a Q) & AN bread
@@Q % @ 5 j@ S S semolina 92 0.05
q ©Q @@ @Q @ § @§ semolina 92 0.31
Q @) D \°\ N @ ) bran
% @ ) @ 2y @ germ 92 0.25
@7 .9 QQ @ O§° o\% pasta, fresh [ 92 0.03
S AN o | - © pasta, 92 <0.01
\y\? ) IN @\ Q § cool<.ed
2, & @ cooking 92 <0.01
< %% @ Q& Q water 92 <0.01
o é v pasta, dry | 92 0.02
@ & LS N
O © ©© pasta, dried | 92 <0.01
&% w@ Wi@@% and cooked
at, 250 | 1]0.050 |[0.050 grain 0 0.49
Q Q@ winter @ EC 7 0.45
@ Hermann 23 0.44
89 0.43
flour 89 0.16
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Study Application Residues .
Trial No. @
Plot No. N Q§
GLP FL g/dt | kg/hL |[GS Porti(@)} DALT tamet
Year (as) | (as.) anal(@d (days) h(@
A | (mg/kg)
08-2214MAN V\&lﬁ%@ bread | 890" | ¢50.05, 7
@ <whiteflour ‘&\?E 1 @@
08-2214-02 N Q@ bran  [O  ©
GLP: yes & ©< whole me@ 8 v <<%\939 q
2008 @ & R | &
%@ R @/holeﬁa 8 |90
0 7)” bre Q % @
o el TS s&@lina@@y 89,5 | L 003
9 %@ X § b@molim@, 8 0.29
bran & °
Al |& (@ o @ @
LRI = @% 89 031
AN .
@ @l .5 & p&s}a, fr @9 .04
> D o <y
kN SN S pas @9 ¢ <0.01
@l IS I ®\ & copkdd D %]
% |3 @© S &© kings{ 89 | <0.01
> S &@ Q ate 89 <0.01
@@ Z;x @ . @past@ry & @9 0.02
o
2 o o w,”| pagty; dried |~ 89 <0.01
@@) A coo@
08-2214MAN 250 0 149050 99 graig 7 0.27
EO § & © S A 23 0.29
08-2214-03 o ol 2 | | @ 91 0.33
GLP: yes ~ S @ | S flour 91 0.08
2008 of |« 4 o
IS % %% Q§ @ white bread | 91 0.02
Q v | whiteflour 91 1.2
o\@ @% & Q@ v bran
N q @) Mo whole meal | 91 0.38
<
\© & wholemeal | 91 0.14
bread
. &
°© ©© @j@ semol?na 91 0.06
Y N 3 D semolina 91 0.18
% %’Q @ bran
@’ @ Q\v\a germ 91 0.39
@} . S pasta, fresh | 91 0.03
O Q pasta, 91 <0.01
cooked
& Q cooking 91 <0.01
@ @ water 91 <0.01
@
& © pasta, dry 91 0.03
@@ pasta, dried | 91 <0.01
v O and cooked
0@@41\4@;@ 250 0.050 [0.050 |99 grain 0 0.54
Q EC 7 0.34
08-22504 23 0.33
GLP: yes 92 0.49
2008 flour 92 0.06
white bread | 92 0.02
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Study Application Residues .
Trial No. >
Plot No. N Q§
GLP Crop Country | FL [No| g/dt | kg/hL | GS Portl DALT [ déltamet
Year Variety (as) | (as.) anal(@d (days) h(@
D (mg/kg)
whigeflour | 920 0.92 9D
@ g*’bran y;\ < g\”
X {Fvhole meal €92 9 05 1@
AN &© wholemea ’\, 92@ ©®19 c&@
%@ Q brea% . < @
\
%g@ N semo@a D2 ¢ 0@
w % @6@3 %\ se@hna P 92\% 1« 0236
@ @ @4\9 § ran§ % .
% @Z},\ﬂ @ Q germ éﬁ @y 0
{\9 § N @ &é past@%eslk 92 §!
@ AN @1 .S © \asta Q %ﬁ © 0.01
N S N v @Cook@
oFf & 1. & & @& IS @ 2
S @l I S & copliig {592 =] <0.01
R g O er €} 92, | <0.01
o 12 o] & @ &Y
N I~ @ | & @Q pasta, dey | 92 0.02
R % < S Gy & asta@griedc @2 0.01
ch @ N %) andspoked D
B “@ & S
FF T e
Based on the res1du@velsf§ thexproce 1ng p uct ‘ﬁsansf actofs werghealculated. The transfer
factors for the pro ing égroduc§; late cc i ng t@he followm@ equation:

N
Trat%}@@r) Fac \=

(O
RAC: Raw ﬁ@rlcultural C&nmod%@an@d in @ 0" condiéf of

@©

alctil

X

IS
Transfer factors wi
LOQ. @@§

& Q@emdu%oncen%gatlon 11%ep essecproduct [mg/kg]

O

@

te

O %emd@ onc

S @ o

@ Q @

the @AC [mg/kg]
dy 0863214).
Y A

&ra w&@ ca%bam@or gépurpose residues < LOQ were set at the

N
The followi table éa@s the@r nsf fact(@QObsé@ed for the different processed fractions.

I
KN o @ & &
Table 6@-2: Transfép fac@ for @mdl@of d&‘{ﬁmethrin in wheat processed fractions
N
§ N @ E@nsfe" actors for cis-Deltamethrin
Processed Fractions Q> [ = ©)
@° Q@fﬂl{(gﬁl (§)8-3214-02 08-3214-03 08-3214-04
flour (type&30) « ) 030 @ 037 0.24 0.12
white figurbray” 9| §730 Y 4.0 3.6 1.9
whiggbread > 7 0.05 0.12 0.06 0.04
whplemes @ 1.2 1.1 0.87 1.4
%holé;cé% bread 0.32 0.56 0.42 0.39
germ 0.57 0.72 1.18 0.90
semolina 0.11 0.12 0.18 0.14
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Transfer Factors for cis-Deltamethrin o
Processed Fractions @ @b
08-3214-01 08-3214-02 08-3214-03 08-3214-04 Q\ (3
semolina bran 0.70 0.67 0.55 : & IS
pasta, fresh 0.07 0.09 0.09 o8 ISENS
= QO o 92
pasta, cooked 0.02* 0.02* P 0.03* 70020 ¢ o\ é\a
cooking water 0.02%* 0.02* 4 0.03* ©@ 0.02* @9 § %”\9@ &@
O O
pasta, dry 0.05 005 & 0.0, 006 |Q ®<§ N
pasta, dried and cooked 0.02%* 0.% 0.0& @’ @2 m& @}
cooking water 0.02* 092+ \03* ¥ Q- OZ”R\ v\?@ 2§
S
* = For calculation of the transfer factor the resid@1in th@roce fra n wagget at EOQ.
. \ S @ %

Conclusion

The transfer factors for cis- deltamet sm ur ( n 0 37, %%tween

1.9 - 4.0 for white flour bran and b@&ween 4 -0 for%vhltemead tr er f r fqg@holemeal

ranged between 0.87 — 1.4, for th@vho]@neal Iesead b@wee 232 - @56

@ N S @ Q @©
For germ, semolina and sem(\lﬁla braﬁ the%@ansfir @ctor&ang&@betw@n 0, %7 1. 1@0 11-0.18 and

0.55-0.73, respectwely @ é @ @ v @ @ %@
& o R

S <
During the processmgq%(g)f pasa-the f@lown@ tran f@cl@s W%e fo%d 0. 0'@ 0.09 for fresh pasta,
0.02 - 0.03 for cookethpasta, @’02 3 foycookiig wa rof freSh pasta, 04§?‘) 09 for dried pasta, 0.02
- 0.03 for dried an ke@ pasta@gd 0@ 0 03 @mg/@@mer of drle@pasta
As expected rem ocate to t@exte@%l e 10ps §the grt%'ln therefore all the processed
fractions Wh1 pomsLs to 1 ternal Qf e grain likeOwhite®our, white bread, semolina and
pasta show@reductlon 1&res1d @ rage @nsf@facto@f 0.26 was observed into the white
er factor

flour W/@ is in agreefs gent t@e tr 0@2 CL& ed @n former processing studies.

Additional 1nform§)n su&mté@o the\%ppgéeur N %

2 & RS &
S AR

@ < Q
Report: QO © KCA6.53006; 20 1s; M-559765-01-1
Title: % dgl chréf@n togs of $#idy report 08-3214: Determination of the residues

©of d ethri®in/ogQvint eat and processed fractions after mixing of
@ dx&zmethﬁg & piperonylbioxide EC 275 in the room, hall store ... in Germany,

B %G §@ a@ t}@mted Kingdom
Report No.: 5597$5-01-1
Document No.:@ 39 Q&

o 0 &
Guideline(s), <~ Y
Guideline d@ ath@%) ©@

GLP/G ]
%‘5 @ S

& &

@

CQ%6 & Res1du§ in rotational crops

CA 6@ Metabolism in rotational crops

In 1991, a confined rotational crop study was performed in the USA with ['*C]-benzyl deltamethrin.
The study was previously evaluated during the first EU review process for inclusion on Annex I:
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Please refer to the reference printed in grey typeface below and to the corresponding section @the >

Monograph and in the baseline dossier. 5 ®\ §
@
Data already evaluated during the first EU review process for inclusion on A@ex 1 A . ©®
S < o
Report: kca 6.2 /0s; [ TGIR- F ,h..&g@l (B4 &
(amended version); @\2}” Q\ @ @
Title: C-14 Deltamethrin: Confined cwmulatlon otatlona &ops @alld@ﬂ Da@
Experiment @ S Q R © @Q}
Report No: A47914 ) R o S & O
Document No: M-136651-02-1 (amend&Pversion) @ R \® 9 @@
Guidelines: Deviation not specifi BN Y ”\7\ v 6 > o
) I o 9 LS S
GLP/GEP: yes o @ & & 6@ >

O S S o

Lettuce, carrots and barley were planted b%k 113t@011 3®and 1NV d: s aftexQd0 app@ati«@jto %@“at
u, N S ‘

an elevated rate of 0.045 kg as/ha. No s&gmhcﬁm totgiyadioptive ragidu EK@ 0. %mg/kg\%) Wf:r@und

in edible parts of succeeding crops, thex\ceggm ) °la;uley<;<\\9&w @%)23 y/kg Qaximifsh). The
study showed that these residues w. @ver@ﬂan@ natueg, wn;&f@e o@den abledMmpofents being
the trans-isomer of deltamethrin 41 th%/ R- zs@jnel @elta@hrm@ @@ @Q °<\9

o & T & @y O
New data for AIR: § @ S @ o )

& e
In 2012, a confined rotat@nal CI& stu@ wa &rform@’d with [‘@@e@?ﬂl@deltamethrin. It is

presented below. S > IS LN
N @ S ¥ .9 s« O

9
AN
Report: @* Kkc&6.60001; ﬁw 2012
Title: @ @tab @@1 0&Lgem§methﬁ@4€§d§ tam@ghrm @onﬁned rotational crops

Report No.: \MEF- N/66 N

Edition Numibgt ©M 4@1769@8} 10 @ §

Guldehne% @ obeD ony12 ]\%ﬁ 1984, An 2 to 60%8 &%(Fmal)] endorsed for use in the
> %HO ectixe 87/ Br 1 cember 1986
D N

GLP AS @ % \k &

Q\ N é\’ § W\,\ W S

Test system @’ S}

The objective ot%ins s@%y vﬁo J@S‘u a@e the Retabolism of deltamethrin in rotational crops after
one pre- emnt gpray éﬁhca’&}@n onto” barg SO&, e application rate of the test compound
[gemdlme%yl—”C] delta@thm@ 0 ted& 015, was aimed to be about 10% above the
highest @ual field dogg of approx. &5 g, /he@%? compensate for possible losses during treatment.
The rotational cro sed ere Swiss -‘ rd yﬁ@ms and spring wheat. The intended timeframe for
sows@ was approxy 30, £5 % arQ 65 @ys ag\r soil treatment for the first, the second and the third
rotation, respec@&ely @ &

Immature ra grlm.%@r al m es (R@Cs) investigated were Swiss chard intermediate leaves and
forage and of@heat. ot,ilgr Sw1ss chard leaves, turnip leaves and roots and wheat straw
and grair@%vere@wes at maturity. The study was concluded after two rotations due to the very low

TRRs @) 01 @g/k n all ~© he collected matrices.
S @ @

nng
The T@ values were generally very low and ranged from values below the LOD (=LOQ) in turnip

leaves and roots and wheat forage of the 2nd rotation to 0.009 mg/kg in wheat straw of the 1st rotation.
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The TRRs in the edible RACs were very low. The TRRs of all samples showed a more or less noticeable
decrease from the 1st to the 2nd rotation. o
&

S

The TRR values for all matrices are shown in the following table: @b &@ @@
g .
D
= S & .o
% \ Q, '24\9
< & &S L@ @
¥ Q s S
Table 6.6.1-1: Total radioactive residue (TRR) in rotatl@al crops w1th@ mdlmethyelé%] d@me C:§©
@)
TR@ © Y
Matrix ﬂ@% mg@ég) Q S . &>
Firsttotation @& | @Seco}ﬁi rotation
Swiss chard intermediate LS NN S
00 & @ & @oomr o .
leaves > @ ®) Q & N
Swiss chard leaves o002 S o 0000 Y g
Turnip leaves @ 50000 LS Q0 o 22000 O
Turnip roots oO° & o001 O @) L <« ¢
Wheat forage D T, 0002 S T O 2001
7 2 RS
Wheat hay @l @ @ & +90.002
Wheat straw o MRS 9.069 S &@ 9 0.002
Wheat grain S @003 C @002

9

§ &
No extraction of plan% atri a é%)nduct& dugine thlg@udy&%u& of thg%ry low TRR values.

The rad10act1v1ty i samp exvely@eten@ed I@ combifstion followed by LSC.

$ & &

Conclusion ©© ©\ & \ v
There was n(@ign@nt @aboh@l of (Eﬂeltam@irm @ect in ggnfined rotational crops. Results
from earlie€studies show that u fake ané%; s@atlor@f the@arenw@mpound and potential metabolites

seems @ very hmltn p <@7150 known fhat u{‘i@r am@@lc conditions deltamethrin is rapidly
metabolided in soil aa% that@ f%g}led @%olﬁgs arggeadﬂymmerahsed to carbon dioxide.

CA 6.6.2 %ag@udeﬁe@es 6& rot@na@ops
The metaboi@m stu%es @ rot nal ©.1/01) show that residues of deltamethrin are
expect ﬁ?ﬁ@be < 0.01 gg/k @ rot nal ps {] erefore studies on the magnitude of residues in
rotational* crops are @g neededs
N @ .
5 I S @
N

CA 6.7 @gxopos@ re&s@ﬂue Qfﬁm@%s and maximum residue levels
CA6.7.1 & Pr\ﬁ)se@@md&e defjpitions

Deltametn 1s %rst Ve sﬁ@stance according to Directive 91/414/EEC. It has been peer
revieweds in 2§Q g 1S @ded in Annex [ to Directive 91/414/EEC by Commission Directive
2003/54C6 @N usgsHas san insecticide only. The peer review concluded that deltamethrin (cis-
delf 5,31' ethiz (;!.  onl ’Z‘T as tis residue definition for the dietary risk assessment and the enforcement. This
is lllég@‘@th the residue definition established in the Regulation (EC) No 396/2005.

Here is the extract of the document “deltamethrin - proposals to revise existing MRLs” from the former
Rapporteur Member State, Sweden, dated on June 2005:
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“The residue is predominantly cis-deltamethrin and its isomers alpha-R deltamethrin and 15- @
deltamethrin. The existing residue database consists of a proportion of residue data representmg@ o§@j
cis-deltamethrin and its two isomers and residue data representing cis-deltametlin only

Studies on 20 crops show that the combined contribution from both of the @ers alpha—& delt

thrin and trans-deltamethrin would be unlikely to exceed around 20%. In prinCiple, such acontrihution
does not seem to influence the choice of MRL class to a greater extent aitg%f: levels foufid. Thee is 52
information, available to us, indicating that the two isomefgshould be mére toxic thar@ de&%met . @
- Proposed residue definition for the temporary MRLs c%deltamet G @@ @ é\g &
This decision was agreed and voted at the Remdu%%mg Groupwl éMarc]&@% &n%mp@@nent@%

in the current Directive 2006/59/EC, listing the RLs for Qeltam %) @§
S
CA 6.7.2 Proposed MRLs and Just@ica%@l of @% ac@ﬁ)ta@”ty O@ﬁle Qvels < x
roposed
prop O 5 & @7 @
Irp 0 ation

The EU MRLs for deltamethrin were @hsh@g\n th@nne&ll an

nn
(EC) No. 396/2005 via the RegulatioajtEC 012@6 E@Mﬂgor t @Jppo ed in this

dossier in Table 6.7.2 - 1). This latlol%tates\an ~of 2 he@ whiely1s derived
from the current post-harvest u@ de@met@(@l eal@@q EW RL@ 0. l@éﬁ/kg ot cauliflower

< @
® &
% é § ) S
. 3 @ SRS
% @ @ O ¥ .9 Q
S S e §5,° 0 ¢
&  § Y @
S QNN Qv &
D Ss N ©§ N
& £ .0 O « SIS, S
RN N N N
SN Y A
&@ \@QQ\Q% Q° \@Q v o\©
© S
§ RENIIAN > é@
@ N .C & O @
Q O © SN NN
¥ o KN & o
=) N @%o@ %
@7 °\@ Q @ N
S A\ N @§ 9
~ S SN S
S ¥ & O
> &
&@ %%gf § N
@Q Q & ©@
«
AN
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which is a group MRL for flowering brassica, broccoli and cauliflower, based on the Southern European

cGAP (critical GAP) with 3 applications at 17.5 g a.i./ha and an EU MRL of 0.5 mg/kg for sugar@%t. @©
N S
The EU MRLs are based on the residue definition of the cis-deltamethrin. @ @Q @
& L8

N
The representative uses supported in this dossier, do not trigger change;%)r the existi@ EU-MRLs%
neither for plant commodities nor animal commodities.@is was rec@\\ﬁrmed by gkiﬂ&noti\ﬁ@r Baéé\f
< @

CropScience to the RMS UK in September 2015. g ©Q@ @ § é\g é@
X
Table 6.7.2 - 1: EU MRLs for the uses of deltan@in Q& . &© < < @© @g}
Crop / animal EU MRL S@K l@klll( ) @@) R © & @}
commodities (mg/kg) Qémg/k%Q (@ g %@’ 6\ \% §
Regulation (EC) |g @ | = & > N
No. 396/2005 @, | O 00 | @ S S
Cauliflower 01 ] 001 COIRINE SRS & §@
Sugar beet 0.5 @ [« 001" | Q.01*Q N éa S
Wheat 2% 0.00¥ [ 0.0 § § @ o
Meat QS B R @@ @Q \W\?
Fat o035« o0 | @2 &A| © 9«
Liver ~50.03% MEINEEE O
Kidney e 03 I o [ .o
Poultry meat o 0.1 2 | S $ N
Poultry fat NN \@
Poultry liver & 3 {@@ NN @, P N
Poultry kidney & @7 ~0.1 NAREE IR
Poultry ediblexffal O .~ 0.8 qp O N
Milkandcream @ [+~ 005 .92 & O 9
Bird eggs” 2005% |[© T @ @

(a) Ind‘%tes the Vah%eseorv@in the resid paclga@ of th&eprcse@ative uses presented in this dossier.
(*) Indicates lower l@of a&a%fytic@@term@tm%\ & RN
O >
& & &
CA6.7.3  @Proposed @L}s @nd j @tiﬁc@n O@ﬁe acceptability of the levels
Q proosr im%ort@ products import tolerance)
Y Q % @
MRL s@s based or@mpo@ prodacts @not{)g@posed with this dossier.
N S
< N oSS

CAGS Pr%posg@afgg@inte@als§
There is no neg@to propose ggfety iatérval S

S @ el

CA 6.9©@\ m@)n oﬁ’he po@ential and actual exposure through diet and other
&% @ 0;{;@1’%680 v\g@

A@)ta@Daily Intal§“§(ADI) and Dietary Exposure Calculation

In order to evaluate the potential chronic exposure to deltamethrin residues through the diet, the

Theoretical Maximum Dietary Intakes (TMDI) were calculated using:
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- 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 @es. o

D Q§
- An ADI of 0.01 mg/kg bw/day S @® S
- The STMRs corresponding to the residue data package presented in @IQS dossier for&upp&ﬁng
the representative uses of deltamethrin in/on cauliflower, on %g,lgar beet %heat@
respectively 0.01 mg/kg for each cro > \
pectively g/ke p. ©, @x &S @© K
- As aworse case, current EU MRLs for amma&commodltlesre conmde& Q@ § C&©
For animal commodities, calculations were using therwe@ ag%gatlo& level Bt £ &
commodities meaning that in the spreadsheet t RLs wergyot e&&ed t MO 1ty@up§&els

(e.g. “milk and cream, not concentrated, nor ‘Ez@ntaln@g ad %i‘fy or sweetenmg matter, butter and
other fats derived from milk, cheese and cu@ds”)@ut at @dlv cr level@’(e %ml %égld 1&111(
products Cattle”, “milk and milk producttgéhee

As shown in Table 6.9 - 1, the highest @MDI r%prese@s 22.&@ of&me AB{ and @% calg\ylated§r the

S
NL child diet. ©Q %é% Q @ § \@ §
Therefore, a long-term intake ersu%es of @eltan@hrl@unh@ y t@ese@% pu’kglc health
concern @ w\g @ @ @ @ @ (&
N S N

S v & g S 9o ¢
&  .§ % Y @
N Q N RN Q@ 9 SN @
N O N
S & o © A D &
N s & O |9
& 9 Dy @ v
S & & & o &\
A @ \@ S \@ % \@
SIS
9 @ Y (S
QS b LS
@ 9O g © o .0 @
NI R
S\ L ,@ & @
o & @ &S
& s s & &
S @ &@\ O
@%
@ \%% § § @Q
2 Q
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N @
Table 6.9 -1: TMDI calculations using proposed MRLs and the EFSA model (rev 2.0) Q\@ a© (\@ ’ @
A Y o
©& X Q Pr p@ewor %kforr d
2 2 @% ° (@) & atlon fig
Status of the active substance: |Qd§/ no P \ ((\&
LOQ (mg/kg bw): Abroposed LO&G; @ C, R
Toxicologicalé€hd points K && @’ N 9 gp %N
ADI (mg/kg bw/day): Q %5 mg!kg bw): @ 0,01 Q @@ @ o re@e caICL@ ons
Source of ADI: Q ce of ARD @
Year of evaluation: ar of e\@lu & 9 & % \ K\@
Explain choice of toxicological reference values. % $ @ & ,\\%
The risk assessment has been performed on the basis of the MRLs collected from Member States iNApfil 2006. For&ach pestu:ld%ommodl thg@ est nat%l@L was |Nl@ (proposed @nporary M% pTMRL).
The pTMRLs have been submitted to EFSA in September 2006. O
S (‘«Ii)\onlc ré}@assess O\ \U N\ o
& ) in % of ADY @\cj)) @ @@\V @ &
@ @% mum mum & @
«® D> I M O @@ O ©
No ofdipts exceed;ng ADI: & - &
Highest calculated é I@Vst contnxj @ Q 2ni Fﬁlbutor to @@ 3rd conY%)zL}}er to pTMRLs at
TMDI values in % to MS Comm @g%’ diet modity Commodity / LOQ
of ADI MS Diet Yol (in %qﬁk@l) grou&(gf%ommodlgw in % of ADI@ rc:){:p of ctym |t|es @) /«%\q % of ADI) group of commodities (in % of ADI)
22,7 NL child N\ = OR7 ik and milk proddets: Cattle qi\ Bovipe: Me&t Y 07 Poultry: Meat
16,8 FR infant &@ 12,9 & Ik and r&mducts: Ca% & Meat % 0,6 Poultry: Meat
16,5 ES child 7 Bovine: M \ o @ 2 and milk produgts: Cam@; 1,3 Poultry: Meat
10,9 WHO regional European diet Bow ;. Meat % @ \ 2,4 Milk and rﬁiﬁ)mducts C 0,9 Poultry: Meat
10,5 DE child d milk products: Cattle & 1, @% Bovme M % 0,6 Poultry: Meat
10,5 WHO Cluster diet B vine: Me; % nd milk produci(% attle 1,0 Poultry: Meat
9,0 FR toddler @ Bovme: @ @\ ry: Meat 0,6 Bovine: Edible offal
8,3 WHO Cluster diet F % Bovine: at @ 2 0 @Ik and ml ucts: Cattle 0,5 Poultry: Meat
8,3 WHO cluster diet D : Meat Milk and k products: Cattle 0,7 Wheat
8,3 ES adult @@ Q% g@ Me @@‘\ @ Mllk d milk products: Cattle 0,9 Sheep: Meat
7,9 WHO cluster diet E i) @Bowne d milk products: Cattle 1,0 Poultry: Meat
7,8 NL general % @ Bo \ and milk products: Cattle 0,3 Poultry: Meat
7,0 SE general p@o 90th percentile &mllk p od Cattle Birds’ eggs 0,3 Wheat
6,6 |E adult @ ,0 \ ne Meat @K A& Sheep: Meat 1,4 Milk and milk products: Cattle
5,3 FR al p@%ﬂation 2 5 \ Bovme M \ 3 Milk and milk products: Cattle 0,6 Poultry: Meat
3,8 LT ad& < = Ml|k produc (@ttle @ 1,3 Bovine: Meat 0,3 Poultry: Meat
3,2 DK adult @\ @Meat ° X 0,2 Wheat 0,2 Birds’ eggs
3,1 UK Toddler ’& 3 r eet (r o% 0,4 Birds’ eggs 0,4 Wheat
2,0 UK Infant % gar b % @ 0,7 Birds’ eggs 0,3 Wheat
1,0 DK child @ 9 @9 Q?&\ Whea(@ 0,4 Birds’ eggs 0,0 Bovine: Liver
0,8 UK vegetarian & 4 et (root)o 0,2 Wheat 0,2 Birds’ eggs
0,7 UK Adult @ @% @ar beet (ro 0,2 Wheat 0,2 Birds’ eggs
0,7 IT klds/toﬁjl \% @& %heat 0,0 Cauliflower FRUIT (FRESH OR FROZEN)
0,4 O 4 heat @ 0,0 Cauliflower FRUIT (FRESH OR FROZEN)
0,4 @eral pop @ X\ @ FRUIT (FRESH OR FROZEN) FRUIT (FRESH OR FROZEN)
0,2 adult ©© % B@ eggs 0,1 Wheat 0,0 Cauliflower
0,0 PL gener: ulatlon Cauliflower FRUIT (FRESH OR FROZEN) FRUIT (FRESH OR FROZEN)
éj § N w\\@

@ \\
@@<\ ?

J

&

@U\B)\
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Acute Reference Dose (ARfD) and Dietary Exposure Calculation N S
Sih i
In order to evaluate the potential acute exposure to deltamethrin re&duc@ rough thi @liet, @§

International Estimated Short Term Intakes (IESTI) were calculated using: @y
- The EFSA PRIMo model (revision 2). For the evaluation of the aa% exposure lﬁﬁtloﬁ@dlet%

R
from 11 different EU Member States are used. VC@ @ g}”\ \\ @@
- An ARD of 0.01 mg/kg bw/day . ©Q 9 SRS

- The Highest Residue values observed for representat@ uses Jespegtively: (%1 rﬁg@kg 57

S & Q. & &

cauliflower, 0.01 mg/kg for sugar-beet k@ and 0.02 mg/kg & whea&rm%@ © @@

@ R

- As a worse case, the current EU- @L @ amg\p% co@%ho as@’@%ntio%d m%’ Reg.
& <o

396/2005 were considered % @ @ Q o @j @§

<
For animal commodities, calculatlo wege\mad \t\mn&@e st ggre ton level food
commodities meaning that in the Spread she%&he s Rere n@{gentel@f’ at @m?@ grm.@ levels
(e.g. “milk and cream, not concentrated, con@mingﬁed\s@gar@sweeﬁmn att iﬁ@utter and
other fats derived from milk, chéese a@ji curds”) bubHat m@dua@rol%@vels g and milk
Y

products Cattle”, “milk and r@pmdﬁets Shép”, @§ ) @ Q @

R
The highest IESTI represents 63@4 “the i and@\;vas calcul@ fi %Vi%%eat consumed by
children. Please note thatothis %lue is co&@one@ e&Crop&w would like to argue
against the ARfD set rlng@ las&ﬁ%nnex 1ncl§@on review. Ag a natter ofifact, Bayer CropScience
would like to prop ge an @RfD @ /kg based op del@nethrm@dcute%eurotoxwlty study in the
rat with a NOAED of, ﬁlg/l@and aNOO fald sa&@ fa@ as@tabk@@d and re-discussed by the
WHO/JMPR i 2000 &nd 2006 (refidto MGK Secfion 5).

Therefore, a short-tegin intake of <(%emdues%f dglt@neth@a 18 u@ lk@presen‘c a public health concern.

9
Table g\ 2: IES ‘J alc@tlon@ ing prop@ N@s ar@%the EFSA model (rev 2.0)

Acute rﬁ\“v ment Ichll@ e [ %Zte risk assessment / adults / general population
(RS
The acute risk assessment is n the AR% ‘24\9
For each the i is based MS consu@m per kg@w%he corresg@Rding unit Welg@m the MS with the critical consumption. If no data on the unit weight was available from that MS an average
European unit weight was used for the [EST] wation. § @ \
In the IESTI 1 calculatior variability fa¥ were 10, 7 accordi ng to R manu: al . for lettuce @ablty factor 'was used.

In the IESTI 2 calcul @ e variabili tors of 10 fere repla ed%y . For lettuce the calculatiBawas performed with a variabilty factor of 3.
Threshold MRL is th lculated residuglevel whit leads tof Ui 0 100 % RMD.

n
% o of c for which ARfD/ADI No of odities @ l‘@commodi(ies for which No of commodities for which ARfD/ADI is
g is excee% 1): - Al is excee! - ARfD/ADI is exceeded (IESTI 1): - exceeded (IESTI 2): -
§ (X W) @ J@Z *) **) < IESTI 1 *) ) IESTI 2 Y )
7 pTMRL/ & pTMRL/ pTMRL/
a Highest % of @h reshol gé Highest "k thre e§h Old MRL | Highest % of threshold MRL | Highest % of threshold MRL
H SRARMDIADI __ C i mg/ AR/ Commu Pl ARM/ADI___ Commodities (mg/kg) ARMDIADI Commodities (mglkg)
H ~63,9 Bovine: Meat 2063,9 Bouil al S/ - 29,8 Bovine: Meat 05/- 29,8 Bovine: Meat 05/~
5 62,1 Milk and milk @@3 Milk angsi > - 25,0 Swine: Meat 05/- 25,0 Swine: Meat 0,5/-
51,7 Sheep Meat 0, @? Sheep Mea( 51/ - 238 Sheep: Meat 05/- 238 Sheep: Meat 05/-
424 Ine@ 05/- &424 leat 05/ 14,8 Bovine: Edible offal 05/ 14,8 0 Edible offal 05/
36,4 Bovine: le offal 05/- 36,4 ne: Ed bl 05/- 12,4 Other farm animals: 05/- 12,4 Other farm animals: Meat 05/-
SRR
CA 6,00 Other studies
SIS EES
o
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CA 6.10.1 Effect on the residue level in pollen and bee products

The effect on the residue level in pollen and bee products are considered as not relevant, fﬁﬁhe@6
investigated representative uses (cauliflower, sugar beet and wheat) because tgy are not meroug@j
@
crops. N ‘YRS
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