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CA7 FATE AND BEHAVIOUR IN THE ENVIRONMENT

As published in Commission Directive 2008/44/EC of 04™ April 2008 and with an Entry 1nto§rce@©
(EIF) date of 01 August 2008, the fungicide Fluoxastrobin was first 1%uded in An@ I t(@’
Commission Directive 91/414/EEC. & @

Now, with the aim to achieve European Re-Approval under Re latlon 110@09 @ayerf’@
CropScience (BCS) provides this ‘Supplementary Dossiex’. It containg dnly new datiwhichwere
submitted at the time of the Annex I inclusion ofgH uoxastroblr@under Com@’sm(%\mrg\g(@ve &@

91/414/EEC and which were therefore not evaluated (&mng the ﬁrst@opean re\% Q@ @@ C:§©
@ @
In addition to submitting the above mentioned Sgpplementary D%ssw@all ied up%)n er
91/414 and contained in the Draft Assessment ort and its den a%dre @ onvq& nc he
el o %

reviewers — included in what BCS calls ‘Baseﬂl%ne D@@@ler (mculgeﬂt K fe;

Sl
In order to ease the reviewers’ orlentatloncél)gl old@s’tu&e@m the@asg%e Dossier Ve@us 1@ s‘u@ﬁ’es
in the Supplementary Dossier, BCS has@tld&% ap@ly the @HOWQ a?\q;ﬁm@rln@les . §

\

1. Conversion of the Docume@%( of 1‘@ ol dc&@ler ctur. structure
(acc. to Commission Re ations 283/2013 an 284 hn]g,ylg the&)ld sﬁ\%les to the
new structure accord g to Ghe SS- t &l 0V1d1n éﬁldanc% Document
SANCO/10181/2013¢ Fhv. 2%%0 f13¢ §

2. On a case-by-case b%@ls and where; sef for t readeﬁb old tlffales frpm the‘asehne Dossier
are occasionally sﬁ@nmar@d 0 %e D ment level of tﬁ@Su}g@emel@% Dossier; the text
of those summarfes is rmatte% n gy | on@\wlm L7

3. For any reft , 1ts©>1bl aphlg 1nfoéatlo<& (e. g&@%or year, document

number) is att:g@ @ fogt@olousy
4. For any , it liogra ph&fnforﬁ@tlon 1ts§ree ]\Eb@w summary text and table
content § otted 1rf§stan@§rd bl on%%lour §
& o O
Where applicable, foe foﬁqattu@ rule%abovpply@ all d@sme&%}g@ements (e.g. MCA, MCP, JCA
etc.). s RN
<) @ @ A
&@ @ @ @7 % @Q R O

According to the nc NEF on t@ “S B%mssx@ of s@\mﬁc peer-reviewed open literature for
the approval of tlcl%;ct@ ub tﬁﬂces @ider I@gul@on (EC) No 1107/2009” (EFSA Journal
2011; 9(2):20 r tk@’actb@ subgtance &nd its metabolites needs to be presented,
covering th t 10 or tQt tHe sul@uss;o@of thi® Annex I renewal dossier. In relation to this
section 7 no ddequate sc§ E§eer—re@ wed%pen rature was identified which would need to be
reported. sl here were no findiigs AT the  Seientific peer-reviewed open literature for the active
substan ﬂuoxastrob@ and i metabohte{@hl@ﬁmght have a possible impact on an end-point or the

risk agsessments.

% @ o\
For substance ggdes, synon a d%a bbr@atlons please refer to ‘Document N3 - ‘Substances and
metabolites: uctws% codgsysyneq m oxastrobin’.

Fluoxa%@ﬁm@onta%s f% ring moieties. The studies concerning the fate and behaviour of
ﬂuo xas rob enwironment were conducted using three different radiolabel positions,

iﬁl -UL- C] @yﬂmldme 2-"C] and [methoxyiminotolyl-ring-UL-'*C]fluoxastrobin, as
The r

abelled fluoxastrobin.
olabel positions are sufficient to define the route of degradation of fluoxastrobin. The
structure of fluoxastrobin and the positions of the different radiolabels are as follows:



http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32008L0044&from=EN
http://www.efsa.europa.eu/sites/default/files/scientific_output/files/main_documents/2092.pdf
http://www.efsa.europa.eu/sites/default/files/scientific_output/files/main_documents/2092.pdf

B . Page 6 of 146
sayer) Bayer CropScience 2016-03-10
R

Document MCA: Section 7 Fate and behaviour in the environment
Fluoxastrobin

Structural formula of fluoxastrobin (HEC 5725, . &
E-isomer): E-isomer . @ QS

1: 1“C-labeling position of the ring 1-label (short form
used in this summary)
= [chlorophenyl-UL'C]

U
2: 14C-labeling position of the ring 2-label (short form X
used in this summary) @&
= [pyrimidine-2-*C] RN

Qo4
o 5
3: '4C-labeling position of the ring 3-label (shor for(g@nb @

used in this summary) O @

= [methoxyiminotolyl-ring-UL-'“C] KN Qg%o q Q

NSO
4: dioxazine ring oy - > @} &6 (§% S éﬁ 2o §
RO & » O -
F e TS F S E

§ D
A list of the environmental studie‘@erf@ned with ﬂu@aastr@l and3he %@glab@siﬁ@ are

summarised in the following tallle. , % (g @j@ @ Q @© (N
List of studies and used radiofabel %sition@ (7% @ S %\\ .9 o
Matrix Study type\k‘/j Yo X s % Tabel X
I~ @§ @ D o | ST 3)
soil aerobicandtabolish %~ S > oI X X
anaergBic metabolism> o Y . N > X
phoflysis ©°  °~, © %o Y 9 N DX X
ad$Ides. o ALY Fedie X
water Gydrolais O S IS >, X
photof%is, ster? buffey N Qp X N X
", | photolysisymat water &> ¥ | Z T X
&@ aerobic mjneraligyfion surface water O %y O X
aerobi&metabotism (%at/sed)d S | e X
anaefpbic met\aboli@(wat%ed) > © X
2 & & o S o
@ R @? O . O @
Q0O S & b
. o R & @
Labelling:Strategy: N @’jf’ . %

2 Q $ &
Fluo&a?strobin exhipfts a ce@ple@emi@% str&gﬁre with 4 ring-systems in a row. In order to address
all fransformation produ@me@bolites%e f@wing labelling strategy was used:
@° S LS
Fluoxastrobin&is sta@? du, h@lysis@l‘herefore, the development and evaluation of pathways
started Witl@e aerobic sdiP metabolism&udies. Both central ring systems (ring 2 and 3) were labelled
in order tg'cover@H possible n@ébolites.
In prineiple thege diffgrent @s of formation of transformation products are possible:

a{*’lso tsati@h of the E/Z isomers and/or rearrangement (due to photolysis)

Oxi ation@duc@n/derivatisation without changing the core structure
c) avage of the ring systems
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@ &
In soil metabolism under aerobic conditions the metabolites were formed due to modification 0 th@I@@
dioxazine moiety forming HEC 5725-amide (M38) or due to the cleavage of figg 1 and for@ion 0
HEC 5725-deschlorophenyl (M48) and 2-chlorophenol (M$§2). 2—Chloropheq$vas consideked to
well-known compound, which is well described in literature. Therefore, the ¢ loropheny@ging @ag 1)
was not labelled. %

R \ . &
N % \
The results and transformation of fluoxastrobin due to %otolysis oil surface éﬁc redsg@be &
not predictable. This was the reason to perform the study with bothore labels (i é\@ordq&
to cover all possible transformation products. Besi% omerisatioéo n(g@w metabol teiwere f@med&

| o . N S
The anaerobic metabolism soil study did show similar pathw %Ler acrgbic c@dltlpﬁ&and@her
degradation of to HEC 5725-carboxylic acid @140) @@a H 25§ eschd@oph@l (M43).

The amount of unknown metabolites W%%CIO\Q@% in all th e tlon of so#@ §51S
(sum of several unknowns max. 8.2%, @ne p@k exc@ded 4. A) Aé%(ap%‘k@ a(@ ctm{y))

(@) o éﬁ S >
Therefore, in soil the entire pat@ ay all~possible” main met@llte@@zw ﬁef@&%smg the
AN

mentioned label positions.

Water: N 2
2 94 & I s

The aqueous studies were per d@ﬁ/lth ong lab%@hng 8) with the exc%non photolysis in buffer,

where two different labelled/@gst sybstanc (rln§and@were@ed D

Fluoxastrobin was(Stablecin thedyydrolgsis an @@oblo@nnerahzatl% in surface water studies.

Therefore one lagék (c§@abe]@'mg Qi)%as Ql)ﬁﬁcieng @ @& §

In aerobic w§©r / 1m@@§t@stud1§ the%ﬁ%ﬂtab@j}lc prn v@s in @inciple the same as in the soil

degradatiorgstudies. Metabohggﬁg@wer orm due @’ datlo f the dioxazine moiety (ring 4)

(formatjen> of HEC 57 n§ and HEC&925- a01d (M40)) and cleavage of the

chloroﬁyl ring . ( g -1)“esulting @“fom{ on of HE\ 5725-des-chlorophenyl (M48). The

chlorophenyl rlng@ noNabel@" se a@tely%@cau%& chl%’ophenol (M82) was considered to be a

well-known co nd he u etabgﬂ tes were at fdaximum 3.1% AR.

In the anaerobjc Wa d ts boh for from the cleavage of the dioxazine ring

(ring 4) (HEO 725@m1 3 \and &5 -carhoxylic acid (M40)) were observed, only. The

amount of mdentlﬁed abo S d1 t e d 2.8% AR.

S 5@ b gt 24

In case@aqueou otol s mQterlle Quffer@utlon two labels were used in order to cover all

pos&ff}%}e metabolfﬁe,s %1 —1so , I@ 5725-oxazepine (M36) and HEC5725-phenoxy-

amlnopyrlmldlne M5 6)@’ mul@ude @f unk&@vn compounds was formed, but none of the unidentified

minor metabo&@s e&e@de 0 A@ Q

The natur@/@at hotalysis %gadlaf@ water/sediment) is regarded as supportive information. No
degrad for@atlo@ as observed beside the isomerisation. The unknown metabolites did
not exeged 5@ of »

T) }@’efor@@%@ water anﬁ&vater/sediment the entire pathway and all possible main metabolites are
cover@smg the mentioned label positions.
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The results of the studies are summarized in the following sections CA 7.1 to CA 7.5.

D
The chemical structure of fluoxastrobin contains an oxime ether moiety. Due to the subsg'gyiog@@
pattern of that double bond £- and Z-isomers can be formed. The common namgyfluoxastrobi notes
the E-isomer. The technical grade active substance consists of minimu(}§6% of th
whereas the Z-isomer is an impurity in the technical material with a specification limit of@mg/@ The
Z-isomer is biologically inactive in comparison to the E-isomer.
Isomerization of the double bond is a photoreaction, 1@1somerlzat of the dou@ b %b is
possible under the influence of light. This reaction wa?shown to evers1b1 ,} e tr
will lead to an equilibrium state in which the E-igomer is the fabre stable and th ner@cal
preferred isomer (ratio in aqueous solution about 1 =E/Z). T@reﬁ%e the QJ of E- and @1som@

(fluoxastrobin E+Z) is used for calculations as v@ﬁ case assuagptlon & @§

\ N N
In the laboratory studies conducted under daécon(@)ns Wﬁl radéiab @bstanc afnount
of Z-isomer was about 2 - 3% and the ratio of —1s @dld chan 1ﬁ@ inghe

course of the incubation, indicating a sm&ﬁa beh@vmm’\m theén o@ent oth isome

Under irradiated conditions in the lab@y: ato@fsoﬂ @d us plmtolys@%he @s fort@d with

the maximum amount 22%. Unc@@mm@, eald outdoor Shditi (te@strl%) 1eld @issipation

studies) a maximum of 12% is fdtined,.The b av101®of t actl@ der ig;the enyironment is
f: ble than the E-i b bl d; dshett tion to soil.

more favourable than the 1%@r eealise o@om@ e dvgra @()n ratean @ er @Qrp ion to soi

In addition, soil degradatlg?f a d\ ads@uon dles@\lere & (@6 {# th radlolabelled and
unlabelled major degra%%ﬁon products H 72 carbO@&hc asl Q‘_% HEC 5725-E-des-
chlorophenyl (M48- E&In casgof 2-ghloro 2) tiw'ad rptlon S in 1gated with the UL-
phenyl label. The dépradation b Vlou@of t}§pote&t}ally f@mechl&%phenol is known from
literature and was @ressgd by wyyst ca@ assu @

N O \\ N é@ @ <

O \ &
@© @6 @ &K@j N § -
S ol N
N & \§ %&@ o \<§ S
SIS
9 @ Y (S
QRS T LS
o O ¢ .09 o O @
A N
S\ L 4+ 9 @
& @ @ y o%
& SRS &@@
= NS & &
S @ﬂ&@\ O
@%
@\%%é@ §@Q
% Q
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Structural formula of HEC 5725-Z-1somer
(HEC 5725-Z-isomer):

14C-labeling position of the ring 1-label (short form
used in this summary)
= [chlorophenyl-UL!*C]

2: 14C-labeling position of the ring 2-label (short
form used in this summary)
= [pyrimidine-2-*C] @}
3: 1C-labeling position of the ring 3-label (sh@
form used in this summary)
= [methoxyiminotolyl-ring-UL-'*C] é @@
v

Qp
Structural formula of HEC 5725-carboxyli¢ acid,
M40): SO @
( ): @ N @
SIS
1: "*C-labeling position of the ring lab@ short,
form used in this summary) o & O
= [chlorophenyl-UL-* 2 i
[chlorophenyl-U C]@SZ g&carbo@’lw@
5 &8
2 9 & <
Structura%l formula O%EC 5@@@&@11@@&@
(M48-E): v g <
& & & 9
3: 'C-labeling @iti n& thi%ing 3-tabel tshort -
form used%@ is me@r) é& @ %&
= [phenyl L—“@ w, N e
_ .. 3 _@_14 "\ @
[metl@@xylmmotolilg ring )
" S g

Tora Zxe S
Structural formula.ot2-chloréphenol (M&2): -
SETEIE N o
1: “C-labeling pﬁitioz@f th@ﬂen%@abe@ort
form used jg this @ma@ o S §
= [phenyl&d—”@ @@ \°\ Q\ @\ >
P .9
R © Q &) @ N
In or;%inal reports @y a@ors @y ha@} usei@lfferent names or codes for degradation products of

fluoxastrobin. In thig su@@ary °q, singl@am@ a single code is used for each degradation product. A
full list contajging structur&pfom@la, various names, short forms, codes and occurrences of

degradation pgQ uct%s‘pro ed @ocum@ﬁ N3.
& d

Yy O & 9
CA 7.@ @@te ahi b@}viour in soil
Fluog%%&rob' @Velkﬁegraded in soil to the major degradation products carbon dioxide,

HEEY%725egarboxPic agld (M40), HEC 5725-E-des-chlorophenyl (M48-E) and 2-chlorophenol (M82),
and” nopsXtractable residues. In presence of light, the initial isomerisation of fluoxastrobin to
ﬂuoxa@bin—Z—isomer is observed without formation of major degradation products. No
isomerisation was observed in other laboratory studies under dark conditions. Under typical conditions
in the environment the degradation of fluoxastrobin in soil is driven by microbial degradation and
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photodegradation plays only a minor role in the overall fate of fluoxastrobin. More details for the route
and rates of degradation of fluoxastrobin and its major degradation products in soil are gn@ n @
section CA 7.1.1 and section CA 7.1.2, respectively. @

o @ @

CA 711 Route of degradation in soil @’Q & \Q

The route of degradation of fluoxastrobin in soil was studied using two@erem radml@)el p@ﬁlo%@

ring 2- and ring 3-label. The studies have been performtc@n a numberdof soils in th@abo%%ry
e @)

maximum occurrences of degradation products in perSentage of PP ied radloaé%ty o AR] are &

given as means of duplicates and may slightly dlfffrorn the L@@of Endpou‘s.(SA @/0%&

final, 2012). ©
) R 9’ Q &
@ @ \@ *’5@ Q@
CA 7.1.1.1  Aerobic degradation % @@f %Q &% @g@) @6 NN
The route of degradation of ﬂuoxastrob;(%lin s un(%»aer r@i n tl@lab ry Qas
evaluated during the Annex I inclusion agi g two radm abel positiens, rigg*2- and ring 3-lab %nd
was accepted by the European Comm@ 92 140 ﬁné\ 1 @‘[udl@gg are §1ded
in the baseline dossier. Summaries ofthese“two s@dles@re 19%11 th1@ p@ntary ossier,
since they are used for the risk ass% en‘r@ \ § @ N
, 6 ﬁ\® SEINe) "~
Author(s) @ ”\g @’ D Year o ocuﬁéﬁt Ne_
N S 001&@ & M-091500-091
@\“’ @ K 2001 QO 1\?1»@5150’%@1 1

RN
No additional aeroblc‘:spll d dat éa stud@ ar&@%m&a w@m t s supp&@entary dossier for the
fluoxastrobin rene f ap ak@ @

Report: @ @A 7@1 1/01 3 001 i@omsoo 01-1

Title: @@ 6Ael?;c deg, al] [m xyn’@ololy 0-Ul§14C HEC5725 in soil -
Report NQ.:@J) R 23 %@ % b\ @@

Documeg 0. @/I 09 0 01

Guidclm?{ s): @ - UR EPA, Q@b?h\b 1(@N Pdlaud&@ 62 1

O -« nan BBA, Pagt TV
@2@ s & 9SQP/EC,al @11d111§/4 RYEEC
Q SET —ELIf‘QpL Plulc%g@larch 1995
Guideline dc@m(s@© no‘%uﬁ&% \© o\
GLP/GEP: y S & @ @6
S F

Ring 3 fQbelled ﬂuox&g?rome/as added f@ce itrile to stored soil (100 g dry weight equivalent in
eachsgybsample, 2@ siegeyl) oft Xa soil, a sandy loam soil from - Germany
(pH'¥.0 in water, 1.8% Q) a@ targetSeona@itration of 0.265 mg a.s./kg soil (representing a single

application of t&gfoliar EC pfoducia¥the @aximum recommended rate of 200 g/ha). It was noted that
soil samplc@g@crc t%ﬁgc%:n the,field.on” 3 December 1997. Before the start of the study on 19
January 19 he@l weSNdir deied st it could be sieved to 2 mm and then the soil was stored at
5°C unt he s 01L tke expgiment. Flasks containing the treated soil were fitted with traps for CO,
and oggatic tile, soda@me trap and polyurethane foam plug respectively), with air exchange,
thcn mcubaﬁ %%hc dark for up to 120 days with soil maintained at 75% of 1/3 bar moisture

micro 1V1ty of untreated soil was initially 385 mg microbial C/kg soil dry weight

and 34 @ ter 120 days whilst treated soils was 303 after 120 days indicating that the soil systems were
biologi€ally active during the period of the test.
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At the intervals shown in Table 7.1.1.1- 1, radioactivity from duplicate soil samples were extracted
with acetonitrile (organic extract) before hot extraction by boiling with methanol (hot extract). Fu@her &
exhaustive extraction (hot extraction with acidified methanol) was undertaken. The remainin
radioactivity in the soil was determined by combustion. Samples were analysegyby TLC. T Qe ntity

of the main metabolite HEC 5725-E-des-chlorophenyl (M48) was co ed by L& S @1
LC-MS/MS. Radioactivity was determined in extracted liquid samples using LSC. @ @ @

R
The limit of quantification of a single component the extract was 001%\,01‘ E@ app@] @

radioactivity corresponding to approximately 0.26 ug ﬂuxastrobm e@lvalents/kg &1l § é\,
X

| @ o R
1“CO, was quantified by means of LSC measurgyents. The p@yure@ane §ug used to tﬁa% t&
volatiles was extracted with ethyl acetate and aliquot of\the ex@ct wa us&c@f or régioag @

heir

determination using LSC. Solid samples i.e. %ter pagers ar@oﬂ e@}re q&@bust to d\%rml
radioactive content. Q @ @?}9 @& é@: D < %
® @ &

A @ © & ¢
Recoveries and characterisation of radlog&lvn&ﬁfe sla&%n in @able @1 1-D

Table 7.1.1.1- 1: Distribution of radl 1v1t %llow the %robl s@l de smg @1}; 3
H AXXa so@’ma@med °759 0@53 bar

labelled fluoxastr(®1

moisture conten /0 AR) (\@
@

Soil DAT Z % ‘(@’Sml@ @” Q OVOE@es c& Total
Texture N Extra\tabl& NER Tot® " | ¢Co; otdr | recovery
(USDA) o | rfiduestQ] gy @ s%ﬂ B . 2| vetiles

| 0o 2 9559 | 318 | a88.6 1 Q&\ & n.m., 98.6
sandy loam Nl &) 9% O Y O a <0.1 <0.1 97.0
S O B4 o, S 08 [a= 0.1 <0.1 98.5
& o OR8.7Q RO | @9 0,1 <0.1 97.0
O KO IS 780y [N 18 529670y <0.1 97.0
R K4 gy 45 9 [ ™3 <0.1 99.2
§ 0 9 T N0 Qb @ 338 <0.1 97.3
2 98 9230 [ N6930 |92 63 <0.1 99.5
QA 1 SN TN SEEN 72 <0.1 99.3
DAT: Pay} after treatmel@n m, et measured . Q R )

NS
a) extracted: organic ct+ \extl S
et ey @ S & S

b) not extracted: sm@ er Q
% @ @ ”% @

The amoun &ﬂw@@trob@ sum ©F ﬂu@%stro@n@E— %ra Z-isomers) decreased from 93.6% AR on
DAT-0 to 7.1% AR at thgghd of\the 1@at1aﬁ>]me he characterisation of extractable radioactivity
is summagyed in Table 7.1. 2. @Sﬁ @mor metabolites were detected (referred to as
metabolges 2, 3, 4 BQ@ 5). I@ne of thesé‘n lites exceeded 4.1% AR (using extracted values).
Metagg)lite 4 was i@iﬁe%s Hl{;@ 572@—4—1’% roxyphenyl using data from another soil metabolism
studyg. No HEC 5725- xyli"@acid (/@0) @d be detected in this aerobic study.
@° SV
The results @he di%ﬁblgf of &15? acti@\;gubstance and the degradation products are summarized in
2

Table 7.1.1 a
% Q
« S §




E ] Page 12 of 146
sayer) Bayer CropScience 2016-03-10
R

Document MCA: Section 7 Fate and behaviour in the environment
Fluoxastrobin

Table 7.1.1.1- 2: Distribution of fluoxastrobin and degradation products after application of
fluoxastrobin to soil _ (% AR, mean of two values) @

DAT fluoxastrobin (E) HEC 5725-Z-isomer HEC 5725-E-des- Unknowr@inor §
chlorophenyl (M48A@ metab@ites® &),

0 91.5 2.1 0.1 Qp 0”8 , S

1 87.6 2.1 1.1 024

3 82.6 2.1 L 3.0%, 0 . 4072 8
7 73.0 1.9 < 98,

14 55.6 1.8 AR0

30 27.0 12 o & 73.1

62 10.6 0.8 R 204.°

98 6.8 0.6Q% 74

120 6.6 gs f ] O &Nz v

DAT: Days after treatment Ro

a) sum of four unknown minor metabolites, none eéceeded % of appl@dloa

7, N
Fluoxastrobin is calculated to have a 3T’ @26 8®ys aqd’ a ]@ 0fed
Model Maker assuming simple flrst er kl‘h@tlcsgﬂ = (@68) @7&

%\@@Q

/“
U .
Vi

@ \Q

Report: K@ 7.1. @/02 z&ﬁl
Title: Acrob cgr ation admets ®1sm met} xylmlﬁ%ﬁ)lyl§ UL-14C]- and
@ [pyr ineg- 4C 57 tht"%$ smls@ C& \
Report No.: (&
Document No.: S 915 1 1 @
Guideline(s): @) \ & US %A Sub@wsu N, Para@'&ph @ 1 §
©© @6 Ge Parv\\Lg 4@
v\g U 95/36 ame@dm 414/1DC

.9 2, TAGSjurop&¥rocedutes, Mgreh 1
Guide(lé@viation(s): ot s@ﬁed N N ©\
GLP/ : @yes QL . © w\’

i AN AN
¢ &9 5
The aerobic deg i f ﬂl@astr%m w @rylvestlgate @ three soils (_ a loamy sand,
a siy andh a silt loam according to USDA textural

class). Ring"$label astr b*n (i met@xym@otolyl ring-UL-'*C] label) was tested with the
3 dlfferent%oﬂs whilst 11& 2 l@led xas@@)bl (@é [pyrimidine-2-'*C] label) was tested in the .

and Qils. e @rac geistics of the three soils used are shown in
Tabl@\? 1.1.1- 1. S\&\\Is w%e sa@led @thm’\ﬁz month of the experiment and air dried where
nec®ssary and s1eved toggp artjcde size f < m and stored at ambient temperature. It is stated that
the soil was tr@%ed at a tapget rag&)f 2@7 ug/100 g dry soil using active substance dissolved in
acetonitrile. % @

& Q@
A soil m@j%turrres@ndl 0 75% of the 1/3 bar momture for soil and 40% of the
maxi % hol%mg s@pacity for soils - A Il was used. The flasks
con%mng qu1valent were closed with a trap attachment which was permeable for
able to ab developing CO; and other volatile metabolites (soda lime trap to collect

COa olyurethane plug to adsorb volatile organic compounds) and incubated in the dark at 20 °C
for eithér 120 or 365 days.

o
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The metabolism experiment used ring 3 labelled fluoxastrobin and |||l soil stored under
similar conditions to the main experiment. The soil was extracted with acetonitrile. The extracm@&: e O
partitioned sequentially with ethyl acetate and dichloromethane. The extraction efﬁcww wa§§
confirmed by LS measurements. The extracted compounds were separated by §,.C and puri using
HPLC fractionation. The volume and amount of radioactivity was determine the purifieq rac@
and the structures of the fractions were elucidated using NMR, LC-MS and LC-MS/MS. @ @ @)

The other soil samples were extracted first with water fiéh with acetltrlle (organ@ ext&&) wh
were bulked for analysis. An aliquot of extracted N sample addmona ted s g &
Accelerated Solvent Extraction (ASE) or hot extragts. The res (@a‘% radioactf{gty 1r§ a&
determined by combustion. Organic and ASE extra% were analy@ by TLC. & ©

Q?O N @@ ) & © @Z}
The polyurethane plug was extracted with e acgtate a&\ahqu@r wasecl Yo degﬁ\mne

radioactivity content. *CO, was determined %\\benz aciysi %é\;"@e Grg@ald g@tlon

The limit of quantification of a smglew\{:%npegent m\%e ‘?tractséglas (@)AR Corre§?
\\ t

approximately 0.2 pg ﬂuoxastrobm iva, %ts/k oRoil. €R ctem@tlon

radioactivity are shown in Table 7. 1 -4 t%\T abl ”\%1 1@7 % é}?
@’ @@ > N &@
Table 7.1.1.1- 3:  Soil characterist% 9 © @Q S
@
Soil characteristics § w
% q & Germany
: 9 & Q
Textural class [USDA] ) |lggmy s@ 7 SiO & - @@h loam
pH in: S LN @ § %o © o &
Water & o grie @ 8.1
CaCl S QO N[N N W29 S %\@ 7.3
Organic carbond¥d) ) N S22 & 0% 0.86
Organic mattef¥%) %@ \\,© W3 & o &N & @ 1.48
Cation exchgnge capacity & 4.2 N ObS X 8
e e & Pe
Water&Qiding capacity® SYE S Q [exyd |, © 36.4
(g water (o 100g drgnjl) P S N
1/3 bar moisture Yy 7.68> ) -
(g water to 100g g@/ soik% @ @E%,\\/ S S @b
Particle den%@g/ml@@ @@V 1590 © \@ 2 Wy 2.55
Microbial biomass e
(mg micro&@l C/kg dry so@ § %Y—:Q . @)@ @@
Main g§@eriment: _ © @ @ o\%
day O without a. ith 88/nsk, .9 |687/nm. 237 /n.m.
&y 120 without's. / s, Qyn.m.m.@\ 567 / 565 238 /234
}ay 182 without a.s. / @¥th a. @ ca, 60 /cay4> n.m. / n.m. n.m. /n.m.
day 365 witk@nt a.s. / with 4 19 Q& n.m. / n.m. n.m. / n.m.
Additional erlme%t% v
day 0 wighout 4@/ Withe's. . 778 / n.m.
day 12®»-with Q a.s. a8 .m.7/ n.m. 729 / 699
da ' n.m. / n.m.
di365 v n.m. / n.m.

n. not Kzﬂurcd @’ @
a&ﬁulk d&y
b) dat@st be interpreted with caution because the soil moisture was low
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Table 7.1.1.1- 4: Radioactivity following aerobic soil degradation of ring 3 labelled fluoxastrobin (% /\R)

Soil DAT Soil Volatiles Matei%}%l ©©
Texture Extractable | NERY Total 4CO, Other b%nce o3
(USDA) residues® soil Dvolatiles S
T 0 97.0 3.0 100.0 nm @ nm. \1()9.@
loamy sand 4 97.7 3.5 101.2 <04 <01 1Y g
8 99.7 4.5 -104.3 <l HESIRCERN
(low microbial 16 95.2 5.1 700.3 .1 <gy [ N.100.4g @
biomass) 30 93.6 8.5 102.1 AR0.6 @1 N 105 é
59 89.5 9.8 o 993 0.5 Q2018 @3
91 85.5 13\ 989 R A7 & <0g 8995 ¢ 9]
120 84.1 Q% 97.5 @lo Y ¥V [©9 8@
182 80.8 L 181 b 989 o> 160 | 01 1603
270 76.5 0°203@°| 68 & 2y  p>=0] 99.1
365 74.5 2%y | @29.00] W <@ | @12.08°
|- 0 97.9 %, | "1 1069 [nm.@Q nm N g
silt 4 92 > 50 @ %2 B oy [0 ;
8 8 P 1A | 379 0y QY- gﬁ 8.2
16 J26 @] 0 [RN96e Y NI i 99738
30 R525. [edlo D 9 [ Q3087 | 0.1 96.4
59 @ 3R° |[W5488] @9 d 6®  d0<04 92.8
91 . 253 55.0° | 813 @[> @9.0 <09 91.3
120 %97 O 8.0 for 777> [ D125 2] gl 90.3
I 0?2 | V08 L3530« ] B0 RS ik [aam 100.0
silt loam 4 R % @ 3P | Q85a ]| <071 @y<o0.l 98.5
Q8 286 o Q 97501 A0.1 > <0.1 97.6
& 16g EN89.6 N7 Y 9w 0.3 <0.1 96.0
D IO IS T80 285 @1 4> & <0.1 95.9
@Q P BI2 g 229 892 ] 3 <0.1 91.5
@ @Sm P 867N | 67 N s | @38 <0.1 92.2
120 9 40,8\ [39.2 D 852 By 59 <0.1 91.1
DAT: Da ‘*a,ﬂel treatment; \\m Nrheas ¥
a) exu@olyma exll@Jrhm&Tau @% @Q ‘f§ . ©\
O O >

b) not extracted: soil +8§ AN
N
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Soil DAT Soil Volatiles :
Texture Extractable | NER" Total 14C0; Other bz@we
(USDA) residues® soil Qolatiles | @2 A
0 98.9 1.3 100.0 nm @b nm [ S100.6
loamy sand 7 98.7 3.6 102.3 0.2 <0.1 & 163
30 92.5 6.6 991 B <0k 7| B4 %
(low microbial 91 85.0 10.7 95.7 e <0 [ND92@)
biomass) 120 85.3 11.6 96.9 Q4.0 @1 KN 1009
179 73.7 184 op 921 k6.1 a0 G ©2
270 67.0 23.6 90.6 R 90 [& <04 996 4
365 66.5 2208 90.0n g4 R <R |l
| ] 0 98.9 10 Lo 1000 |eonm, 0] _om o 160V
silt 7 89.8 O%.7 @] JB&5 @ KO a0 {00.1
30 58.1 N 246y | @22 Q] 188 1 <0 [&984K
91 282 wJY I8 638y | .41 o] £01 Y o
120 243y | 335 @ 548 o331 | 01K %§
DAT: Das after treatment; n.m. = not measyr&d N X S R ~
a) extracted: organic extract + hot cxtract& % O\Q f§ \@ §) @§ §y w\?@
b) not extracted: soil + filter Q 6 N) ® ® Q) N
RS S - N C
L S KRN @ o
. & Kz
N O N N %
Q0 N W Qo
RPN ° & o & T Q
v N 9 © 6 N é &% °\®
> TS e & S
@ s .9 K Q© @ @
S QO NTN N o 9 N
RIS R > §” N
N © %\ ¢ @@ S @
- o & & & N
A o\@ . @ Q° O\@ L O\@
QTR N
§ @Q PRSI N
S K N O O v
¥ o 8 L&
=) % S @ %
& s s & &
& S D@ & &
¥ &©
SN
KA SSEERN
@ 3 § @;\9 ©@
@ o
< S
& SENS
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Table 7.1.1.1- 6: Distribution of fluoxastrobin and degradation products after application of ring 3

labelled fluoxastrobin (% AR) gf >
O
Soil DAT]| fluoxastrobin | HEC 5725- | HEC 5725-E- [HEC 5725-|HEC 5725-E- Un@own D
Texture (E) Z-isomer |hydroxyphenyl| amide @des- @inor
(USDA) (M02-E) (M38) rophenyl m‘ktabol@
(M48-E) DA
T 0 94.3 2.2 n.d. n.d. 0.1, 9 @l P
loamy sand 4 90.0 2.2 %@@ 0.4 25 %y 0.1 o @
8 88.8 2.5 3 R 36° RO 0a. | &
(low microbial | 16 81.2 2.3 3.9 94 & A ©
biomass) 30 75.4 3.3 "> 4.0 Q04 .| 9.1, W3 .Y
59 69.7 1.9 o7 4.5 0g7 | R11L.Q" e, 05@
91 64.3 1.5 40 @] Js6 oy I S
120 60.1 18 A | 0244, [ <08 o] Q2 1.3
182 53.6 1.4 x, 40 Lo 130 G608 | S90 ¢ °
270 46.1 4D - JY 3T R ESEED Q 21D
365 42.7 SIS NS ENE "I §
] 0 94.1 Q25" |50 O oz 0y &l S \d.
silt 4 72.6 O - ®J U 0O [ B [ D02
8 592 Q 1.8 N ot N Y . 0.6
16 3560, | w7 @ | L8202 | 1.0 O] @5 0.8
30 14 'S e A Yo, 020 2.9
59 50 & 4 & N a3 9D 204 2.4
oL . @6 O] Y6 . 03 D2 w? 2.5
120 3.4 0.5,5 @ 0.4 03°5%] .7 2.4
ST R S O Y] nd.
S .
silt loam 4@ 855 AY D O S0 o 03 4.2 0.2
S R0 w22 L 9326 |,4508.Y 6.3 0.3
D16 [N 714 L &0 26Y B 0%, 10.5 0.4
@~ 5 +
S EENEES D™ w2 b’ O N b3 15.0 1.6
o 599 2.0 ¢ 12 o opt4 0.4 23.6 0.5
° 91 %23%\9 09 Y099 %04 28.4 1.2
N 120 @~ 14 N 09, o &8 D™ 0.5 25.0 1.6

5
I

DAT: Days after treat Ko ~

. LSRNy Q -
a) - soil Sytm of three upgrown fisgor nk‘@)hles@one xceeded 2.1% AR
- soils nd A Il@n ofﬁt@ unkpQwn mi metabolites, none exceeded 1.3% AR

O o O @

o,

R -

S &
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Table 7.1.1.1- 7: Distribution of fluoxastrobin and degradation products after application of ring 2
labelled fluoxastrobin (% AR)

@
)

Soil DAT| fluoxastrobin | HEC 5725- | HEC 5725-E- | HEC 5725- | HEC 5725- Un@own 0
Texture (E) Z-isomer | hydroxyphenyl |amide (M38) @des- @itor
(USDA) (M02-E) rophenyl| m¢aboli®s
(M48-E) &

HIE 94.0 2.8 0.3 08 .Y 03.9 & P
loamy sand 7 90.1 2.7 1.7 @ 114, 23 %, “.d.

30 80.4 2.2 14 ol 562 |9 047

91 70.0 2.1 4.5 QT & g O8>

120 68.8 2.2 4.9 1.0 | X6, REIRZ

179 58.3 1.9 A0 1.2 152 | Q87 | .. 0.6,

270 51.0 2.2 1.0 > 89 S\ SEES

365 49.3 2.2 20 Y 89 N @83 (S
B 93.3 26 . v 1O 0090 | 0068 | ANd g
silt 7 59.7 23S Y 2xgY 1Q Q 2137 [ 09@

30 16.7 184 B Y Q0 o F A .

91 6.2 REAENERNEEN M4 @56 Qo

120 4.7 QWA .8 0> [® ()Q\Q\J Q 13&&/ ¢ 2.3
DAT: Days after treatment © R
a) sum 01%‘/ two unknown minor mctaboli%, no@excee 1.3% @R ®© &© @@ Q) S

@ @ SRS

N &
Degradation kinetics were mﬁul@gd\uﬁl\/m&ef@{\/l <§ ass @%1 @nple@”lrst or@r kinetics. The
results are summarized ingfable$1.1.1 .gnoted at all stud®s wels, undef@ken at 20°C with
soil at 75%1/3 %r mois@ire tent@nd t%@@ther%o sQifs a Yo maximum water

holding capacity. %, SR o & o N U S

S A R R SR R

Table 7.1.1.1- 8: D&pra a@%n 01‘°ﬂu®0xasf§§inmaem@soil@?ple@i 20
@) (k S g & a5 w

O O > @’ringggabel v ring 2-label
& § N F @bﬁ u | [ |
.9 loaan il T @ silt lagm loamy sand silt
Rate coimnt, K (1/d) 9 3002450 0.058° LS 0847 0.00195 0.0567
R? . ° 0920 AT 007 9.999 0.935 0.986
DTso (days) N EE B0 S 47.1 356 12.2
DTy (days) & N &8 X | =200 O 156 1180 40.6

) I

e o & 0 o O @

The major ¥tabolfe i @sobi¢soil Fsgradghon wgs found to be HEC 5725-E-des-chlorophenyl
(M48). HEE 5725-amideM3&3and ST —E-4@ydroxyphenyl (M02) were identified, however,
the leve these confpounddid no@exc@ a nfé?imum of 1.5% and 5% AR, respectively. None of

the other non—identﬁ@l mil%)r me&olit@ieteﬁ@ were present at levels above 3% AR.
%o IS N

¢ . & < Q
s IE v
Y O & 9
& S
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CA 7.1.1.2  Anaerobic degradation

Due to the proposed use pattern of fluoxastrobin as a fungicide applied to cereals and Vegetabl@ an@
anaerobic soil degradation study was not considered to be required. Therefore,qno studies on thg rout
and rate of degradation of fluoxastrobin in soil under anaerobic condition re submit or the
Annex I inclusion. However, an anaerobic soil metabolism and degradation stitdy of fluoxastrobin was
performed in 2014 and is submitted within this supplementary dossier f% the ﬂuoxas@) @ewak@

approval. <
a
Report: KCA7.1.1 2/01_,,

& S
: 2014; M486558-01-] © S & S

Title: [Methoxyiminotolyl-ring-UL- 1]ﬂuoxastrob1Q Anaerobic d@adatm@meta@ ismé&

in soil ©° & © &
Report No.: EnSa-14-0419 Q,S@ N % N \© 9 QO
Document No.: M-486558-01-1 RO N
Guideline(s): OECD Test Guideline @ 307&r0bt@and «%@erob@ ransg@nation inS il§2002)
Guideline deviation(s):  not specified G @& @ S % <’
GLP/GEP: % > @ Q N © @7 @

: yes N S % o
Justification: New data accordlﬁg to O‘EED 3 I & N é\a w, §
& LN O = & O
. Q o D @
Executive Summary @ . w @' SR @ &
@ ) Seas & o Q? Ny

The route and rate of degradatign of i @3 1 ed @oxa re st 1©opne so ilat 20 +2 °C
in the dark in the laboratory er dnaero, QYQ condifions for 12 %llowm n agdbic incubation
phase of 31 days (total study%luratagn of 1@ dagg Q A Y \

: {&\\ =2

Source § @ @ﬁ‘ex@:e (USD®) pH? 0OC [%]
ﬁ Gemany, ™ [siltloam & .~ ]63  |3.1
1 M@ I susﬁs@nswn@
® Q @ @

N~
A study appli n r% of 53&3 ngike sm@y we‘i@mt %as ap §d ba§§on a maximum single field
application ratd of Q@x in o 0 ghha. (C’@

9
The meagimaterial balange wagy 8 2 %R (range m 90 IQQ 4% AR).
el gy e

The maximum am@lt oﬁcarb@ﬁdqu@ fon@ed @ he eﬂﬁ of the aerobic incubation phase was
1.6% AR and re ned@k e le@ d the anaerabjic incubation phase. Formation of volatile
unds ) dring

organic comp @ b1c incubation phase was insignificant as
demonstrateg% val@es of 9. 1"/‘\6R a ng gtervals
Extracta@@%’emdues d@ease@om 9. 7%@% at, BAT 0 to 68.5% AR at DASF-120.

&
Non-<éxtractable r@g;\%ue@IER)@incr @ﬂng the aerobic incubation phase from DAT-0 to

DAT:31 from 0.8 to 28:1% @ During the following anaerobic incubation phase, NER further
increased to 2&@% AR at D F-9d sl@tly declined to 26.1% AR until DASF-120.

RS
Within th rob\lncu ion phase, t@@amount of fluoxastrobin decreased from DAT-0 to DAT-31
from 99,210 56¢% ARSCDurjap'the following anaerobic incubation phase, the amount of fluoxastrobin

furthe& cre@i to 9%-
@

@’
T@ deggadation produe§ were identified with the following maximum occurrences: HEC 5725-des-

chloro yl with 15.0% AR (aerobic, DAT-31) and 13.6% AR (anaerobic, DASF-7 and DASF-16)
as well'as HEC 5725-carboxylic acid with 16.9% AR (anaerobic, DASF-120) and 1.0% AR (aerobic,
DAT-31). The total unidentified residues amounted to a maximum of 3.9% AR and no single
component exceeded 1.5% AR at any sampling interval.

at DASF-120.
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The experimental data could be well described by a single first order (SFO) kinetic model. Thedalf- &
life of fluoxastrobin under anaerobic conditions was 195.4 days in the investigated soil. ° §
I. MATERIALS AND METHODS @J@ &@ @®
D
A. MATERIALS R o & 2
© &% 5O é%

1. Test Item g Q@ @@ § %”\g@ &@
[methoxyiminotolyl-ring-UL-"*C]fluoxastrobin & &© é\g ) @Q c&©
Sample ID: KML 9497 RN Qg & o U @
Specific Activity: 3.7 MBg/mg (100 @/mg) N @ QR © & @
Radiochemical Purity: >99% . @f@’ %\ Q 6\ N @
Chemical Purity: >98% & @@ % & @%’ N >

g & VS

2. Test Soil w\% N AN @ % § @j @

One soil was used (see Table 7.1.1.2- 3. Th& il @ taken™frorgjan %igcultu@?ﬁuse@ea. N§lant

S

protection products were used for th&ypre fous 5 §HI’S. sothawa ple@'es rom fHe field
(upper horizon of 0 to 20 cm) an%@eved% a particlevsize ‘@) > Soildgollegtion %@handling

were in accordance to ISO 103814@ O Q & $)
o 2 & @ P & ©©@@ h
< S © g @Q é
g S ©
v O & o SN L9
S e s S
S ¢ & ~ 8
N QS © o . N O
TS e §y O
& o @© @ @
N) Q N RN . 9 SN
S IS, ©§@ <
D & 0 O «7 & O @
N & N ¢§ © Y
N & & @ & o & "
N T8 Ve &8
Q AN
§ RN ) >
TS F s S
@ 9O ¢ © ©\O© (g
QO OO S & D
¥ o KN & o
S N 2 2o
@’ NS @ ISERN
i AN N & ,0
% LS IR S
. ¥ o Q@
S SN
& %%é@ < @Q
&S @
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Table 7.1.1.2- 1: Physico-chemical properties of test soil

Parameter Results / Units @5/
Soil Designation N 3
Geographic Location @ & @
: @ <
City o
State North- R@e Westphaha©® §\ 2
Country 7 Germafiy
GPS Coordinates S N 51§p4.013>  EPO7 Ag@,sos @
Soil Series noApformation avadable &7 AV
Textural Class (USDA) @ siltloam Q RO a
Sand [50 pm — 2 mm] Qo & @ o < N
Silt [2 um — 50 pm] & | 64%@ \© & @
Clay [<2 pum] . AR TN
pH (soil/CaCl; 1/2) %, 6.3
pH (soil/water 1/1) © @ @© é@jj b@ $ % &’
pH (saturated paste) W\% \ N > 6.5 § @j @
pH (soil/1 N KCI) § N 6\\;[& % D E ©,§
Organic Carbon (combustion . 3%
Orgamc Mattera)( ) ©Q (Ei% . é\a Q\ %-3%@§) §y @ )
Cation Exchange Capacity [meq/lQQ)E] ~ 13@@ $) N
Maximum Water Holding Capac@/ [g I—[&@ad lgyg soﬂ@ﬁw < @\Jj @@i
maximum Q& KN RS 550.7 é
at 0.1 bar (pF 2.0) o g, R & ~ & 36.‘1\%@ &
Bulk Density (disturbed) [ggm’] ©° &~ O - ESIES i

Microbial biomass (aerob?e incubation phase) @
l%) S 6@

@)

[mg microbial carbon o
DAT-3 (BIO-/BIO @ § %\ 135&102&\
DAT-31 (BIO-) < @ N @Q @D [ 1666 o,
Microbial Viabi (an%}\gbic ig&lbation phaQ\)\\[CFU& soil ]@V]W @ S
DASF-120 (B10-) O 5 é@mo&ﬂ
a) % organic mdtter orgag%c carbon X 1 724i\ 9 @
b) BIO- gymples were left untrea@l BIQ% sam@s wer@pph@ with g ent of application solution (400 uL

methanol/water 1/1 (v

CFU: g@&; forming un@@ § @7 N @Q § @

DAT: days after treatthent ' %G § N N g\
& O

DASEF: days after so oodmg& N N
DW: dry welght o
GPS: global posmonmg %m § @ °\% < @@j@
USDA: Unlt@ates artm@ of Agggﬂltu&© S
©\ %Q % @
S

O\%
N L9
1. \Experlmental Cor@ion%
The static test system for de ati ng so@mder anaerobic conditions consisted of Erlenmeyer glass
flasks (volumds. e.g. %OO ’\’ Fag the aerdbic incubation phase, each flask was fitted with a trap
attachment cable s oxygen) 8} alnlng soda lime for absorption of carbon dioxide and a
polyuretl@qe (P 9y foar@plug £or adsorption of volatile organic compounds (VOC). For the anaerobic
mcubaﬁ@*l phas; trap hments were replaced by sealable two-valve glass stoppers connected
w1t}§ “tig st@@ s s&mpling bags for the collection of volatiles.

B. ST@Y DESIG@

For p@tlon of the test systems, 100 g dry weight equivalents of the sieved soil were weighed into
each . Soil moisture was adjusted to 50 £ 5% of the maximum water holding capacity (MWHC)
for the individual test systems by addition of de-ionized water. The flasks were then fitted with trap
attachments and equilibrated to study conditions for 5 days prior to application.
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A study application rate of 533 ug/kg soil dry weight was applied based on a maximum s1ngl@eld
application rate of fluoxastrobin of 200 g/ha. @

. . . . . D
The test item was applied dropwise onto the soil surface of the respectiveQest systems<in 40
methanol/water 1/1 (v/v) using a syringe. After application, the test Vesselsﬁ?except DA@O s@ples)
were fitted with trap attachments.

o
© S @ @
The test systems were incubated in the dark for 3%@5 at 2 % °C and @@%oﬂg@nsm@ of &
55 + 5% MWHC in a walk-in climatic chamber. & & @ Q @ c&

S S
31 days after treatment (DAT-31 correspondl@o DASEF- % the @ wa@ﬂoo@d with 15(®L
oxygen-depleted water and set under an atmosphe re of; nitr I{?‘fe trap @tach nts, \féere rgphaced
by air-tight plastic gas sampling bags. Tsur@ aintg ancegof 0 $ con t10 in the
anaerobic incubation phase, the test syste ac déﬁ gen- ﬁ)oded @ all-in
climatic chamber. The test systems Were ]%1 int arlb r%aero condltlons 2§‘hys
at20=2 °C. @ K N

\ %

2. Sampling ©Q %% O\Q § © § @ @
Ten sampling intervals were d1st1@ute over enti@) inc 1on @rlodé%%@s (3@ days under
aerobic conditions and 364 dayg) undex,anaer@bic conditioms): icate Sa we)@iprocessed and
analysed 0, 10, 17 and 31 d, after*ﬁreat t (DAT) in the ae1@> c 11@1bat10n phas®and 0, 3, 7, 16,
30, 65, 93, and 120 days after so*ﬂood (D F) inthe anacrobig cuba%’bn pbgse. Microbial soil

biomass was determine 1@the aerobicdicub @n phase at @udy S Dﬁﬁ@ 3) end of the aerobic

incubation phase. The amou@ of @Eaerol@ bac@ﬁa w@ det&rmme&%t théyend of the anaerobic

incubation phase (D -126): @ @ @ §9 é& &\

@ @
Analytical ce l@es A @ & @@
Carbon d10x1 by s&ia 1iR e wa@ber t&i Wig %% eousSshydrochloric acid and trapped
in a scmtllla ta11 Qectlve for ﬁ%:ndmg@jz)f cagbon dioxide @ing an air-tight assembly. The
radloactwltﬁ@content was deterp\qﬁ{@ed 1qu1®01nt11@10n @)untn@LSC)

<
The P@foam plugs o@the &% attachme@s“we&@xtrac%d W]@ ethyl acetate in an ultrasonic bath to

desorb VOC. The@oacﬁmty c@@?t’ent was de&nmgxby L

[«

f@/
/

Volatiles coll ted b mp& bag ur1 Qle a@roblc incubation phase were slowly purged
through a soda 1me©.trap f soﬂ@tlon d1 ide, then through a catalytic oven for oxidative
combustign, of VOC (e! ne) d 1@ com@nstlon exhaust through a scintillation cocktail
selectiv @ binding 6§ carg iokdde %ﬂr tight assembly. The radioactivity content was
deterrm d by LSC@d the;soda 1%Q1e wa urthé@rocessed as described before for carbon dioxide.

At %ch samphng\mterv@’of tl@ %10 @ubatlon phase, pH, oxygen content and redox potential

in the water ‘ the redox ent s011 were determined. Water and soil were separated by
centrifugati andQ Tﬁ%ﬂentl@ soil of each test system was extracted three times at ambient
temperatu@ si me nic hak@@nd acetonitrile/water 4/1 (v/v). Furthermore, two accelerated
extract $ usm crowave with a magnetic stirrer were performed, first with
acetondgrile/ r

1/ v/v “@70 °C and second with methanol/water 1/1 (v/v) at 70 °C. After each
extr@tlon soil were separated by centrifugation (3480 x g) and decantation. The

actl content of e water, the combined ambient soil extracts and the microwave soil extracts
was d@mined by LSC. Aliquots of the soil extracts were combined. Water and combined soil
extracts were concentrated and analysed by reversed phase HPLC/radiodetection. The limit of
detection (LOD) and limit of quantitation (LOQ) for HPLC/radiodetection analysis of the water and
combined soil extracts were 0.6 and 1.8% AR, respectively.




E ] Page 22 of 146
sayer) Bayer CropScience 2016-03-10
R

Document MCA: Section 7 Fate and behaviour in the environment
Fluoxastrobin

The exhaustive extracted soils were air-dried, homogenized and non-extractable residues @re S
determined by combustion/LSC.

@®
Test item and degradation products were identified by HPLC-MS(/MS) @@Iudmg acc&rate Q@s
determination. @ @ o

‘”\a
The degradation kinetics of fluoxastrobin was determme@ccordmg ttqu\()CUS klne@}s (ZQ%) u@

the software KinGUI 2 with three different kinetic M)dels sin ﬁrst orde @first @der s@l
compartment and double first order in parallel. Moded input datase&@were the re r ual oun%
in each replicate test system at each sampling 1nte of the anagrobic mcubag on p ase (D F-0 @
DASF-120). The best-fit kinetic model was sel on the be%s) of tl@@%hl Seled- @or ceiferiongnd
on the basis of a visual assessment of the goodness of the f@ T&o\and D&vo va@es wéise cals;é@ated
from the resulting kinetic parameters. Q) @ % g 6@ @Q %
& <

SN

s O @

1. R@T&%N@SC&S%IO% 8 s &
Results indicated that the ant1c1pate@ sta ﬁardlz r@ons %ere r@n‘ca 1n aer@ic and
anaerobic incubation phase, and t {the s wa&@ cro the dutatiofof thé%aboratory
study. Anaerobic bacteria plate cdunt agsays p%‘orme@}at s‘u@ end@anﬁré@d th tabvl@sfment of an
bi fl the t t
anaerobic microflora in the e%@/s ems, @’ @ &@ Q @ (&

2]
The pH values in water of the anagrobic ééuba@n pha@’rang&l fr(@S .8 t&@Z

&

\
Oxygen contents in the Wate ed fr 1mu@ COI&&GHU‘&U(;% of § mg/L at DASF-0 to
< 1.4 mg/L from DA@@B m@’ard% rnm@tratl € sb\jft fron@erol&to al&%roblc conditions.

N
Redox potential measurément mdlcat%% reddein ndltu@ int waté ~and soil from DASF-30 and
DASF-II)6, respest U&)nw ds. & @ gGQ g .
" O« 5 &

S

. @J%@%Q@\@ Q%@
QD & & & & & &
AN @\Q% @%\©%\©

FUSS S
5 & & & .~ S

QRS T LS
@ 9O g © o .0 %

S

S\ L 4+ 9 @
@7 @Q@"oy\a

°\ Q @\
Q N S0
N %@Q@’Q@@
S @ﬂ&@\ O
@%
N Q

&§§©%©@

&¢ls
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A. DATA
| o & g
Table 7.1.1.2- 2: Degradation of fluoxastrobin in soil q under a@robl@’
conditions (mean values and SD expressed as % AR) IS @ @
&> AN S
Sampling Intervals a N
DAT| o0 [10] 17 [ 31 [ 31 [34 ]38 47 |61 [O6 |23 151P
Compound DASF N/A 0 | 3 <] 16 | 30 65 1593 | 1207
Tuoxastrobin Mean | 99.2 |83.8| 779 | 56X 59.9 56.@@6.1 55.0 438)| 41.%%%7.9 &@
SD | £0.0 [£03] 1.7 | 4.8 [ £0.6 |+ @3 1.1] = 0.8:/F0.1|291 |+ 0@} 04[O
Mean | nd. | 62| 64 {450 | 113 @4 13.6 13(@ 125102 @92 | 8@
HECS5725-E-des-chlorophenyl N8 @% &
SD £0.0| = pP £33 | 04 |+ 050505 i@l + io%iogf@%.o
... |[Mean| nd. |07 [sLOD @0 @D O.K@’LO 1.3 b8 [12:5]16.9
HECS5725-carboxylic acid N
carboxylie act SD io.o§ % 0.1 %01 L@ o[+02]£0.5/50.1|x07
N . Mean [<LOD| 1.8 | 2.3g<LOB) 0.9Q 0.8 |89 7 | 0 1@&24 ]9
(7
Sum of Unid./Diff. Residues D %% 92 N 200 [+ OQﬁ\ﬁ: 0.0 éo 0 e o1led

Total Extractable Residues®

+0 0.3

Mean | 9929171869 | @3.1 <25 [1)7 7;.&&; 69.6Q070.7 £68.5 §§ 67.3
SD | g 05+ 0958x 16 075 0.0[205| +6¥ |+ 0gx 02204

Carbon Dioxide? Mean | ma. | 0| 0% | 18] 16 1 L6316 [ 06 § LOP 16 | 1.6

(Sum Aerobic and Anaerobic) | SD Q o+ 0.0] £4.1 @,O a@) + @[+ Q@q 0.0 (# 0.0{%0.0|+ 0.0|+ 0.0

Volatile Organic Compounds® | Med| n.a®f<0.1(€0.1 §55°0.1 @ 0.1 [p.1[< 0] < <0gd[<0.1<0.1}<0.1

(Sum Aerobic and Anaerobic) §§ N lig@) 0.0 [+ 0.0 + 0.09:°0.01650.0| 0.0 |+ 6D[+0.0{£0.0/+0.0

Mean é@.s &8 [ 1y | 23| 233 2% 24.7] 263 |@25.6(25.6(27.8|26.1

D SD [ 0.0650. 1§0.9 07 [ £03 |#03]+ 0« = 0P 02/ 02/200/+ 0.2

1@ 1089 [ 98. 99.0@@97.8 )97.4¢,97.5 [ 977 | 9%8) |97.9]95.8 |95.5|95.0

200 |£9.2] + 0@ + 00 £ 0.0[x 058 0.1 202 |£0.3]+03]£04|x02
n.d.: not detected, n.a 4ot anajysed, D day‘s@\ffer treatiient, RASF: d@gs after soil odmg, SD: standard deviation
\w\,-

a) Difference to Matdjial Balédce vafties due tHwoun, eITox; wel lea and matograph1c losses
b) Values taken f@%a‘[@l Balar%e G& Q;m N @ g
& & O % 639 SRS 2
TN EEN @©

B, MATERIAL BAEAN @ & & &

Mean fhaterial balanc@ was 48:2% rad@actlv*ﬁy [% @{] (range from 96.2 to 100.4% AR).
The complete m&@l bgﬁnce %ound@t al& mphing intdrvals demonstrated that there was no
significant loss o@ﬁdlo%tlwt}@ssma{}i frg{?@fhe te ys@ls or during sample processing.

Non-Extractable Residues®? g

Total Recovery? %,
N

Extractable residues dec@se % AR at y start (DAT-0) to approximately 68.5% AR
from D@HO onw ﬁxtra@ blezgsiduesuncreased from 0.8% AR at DAT-0 to 27.8% AR
at DASK-93 and sh@ﬁy decl d% 26.1 @ R u@l DASF-120.

C. EXTRAETA B@ﬁ NOQ%)%@AC 93 %SIDUES

X
D. “VOLATILES § é} Q @
The maximum @nount of cafPon digxdde 1.6% AR at DAT-31 in the aerobic incubation phase and
remained ¢ f% the Qtaerchic ingubation phase until 120 days after soil flooding (DASF).
Formation e organic Q%mpo was insignificant as demonstrated by values of < 0.1% AR

at all sam@ﬁng rval@ @
@GR@A %I F"PARENT COMPOUND

T mow® of fluoxastrdbin decreased in the aerobic incubation phase from DAT-0 to DAT-31 from

99.2 t 7% AR. During the following anaerobic incubation phase, the amount of fluoxastrobin

furtherdecreased to 37.9% AR at DASF-120.
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Two degradation products were identified: HEC 5725-E-des-chlorophenyl with a maximum
occurrence of 13.6% AR after flooding and HEC 5725-carboxylic acid with a maximum amo@ of
16.9% AR after flooding. The total unidentified residues amounted to a maximum of 3.9% ARsatid n
single component exceeded 1.5% AR at any sampling interval. The proposed @gradatlon p v.0
fluoxastrobin in soil under anaerobic conditions is shown in & ©®

N

The degradation of fluoxastrobin in the anaerobic incubation phase fol@d single ﬁr@ orde@?S (@
kinetics according to the lowest chi? error values and Vls@ assessme able 7.1. k«\?, 3 s&ﬁqmar 2
the best-fit results of the DTso and DTy calculations.

S &8
Table 7.1.1.2-3: Degradation kinetics of ﬂuoxastrobi@n soil uﬁ%er @© @Q}
anaerobic conditions according }@CUS (best fi ° & &
78) @

2 © @
Best-Fit DTso DTw [, Chif®rrors| qvisualy | O
Kinetic Model®” [days] C’%[days@@ %ol &% %ssess@ntb) v
SFO 054 6493 | 0 260 |[© T S| = .-
a) SFO: single first order %ﬁ o\@ N % S @j @
b) visual assessment: + = goo d& N N 6 & N S X §
@ 2NN T S O RS RS NS
@Q W\g < S § <
f@’ COﬁ“C s\:ﬁo S &
Q % @Z@I@ S ©©@ @Q "~

S )
Fluoxastrobin was rapidly » erategy de %ed fx s01<}§unde@Qnae%)blc c@ditu@ following an

aerobic incubation phase in the dagk in th or%ory & e &
S S @ LS a8
The calculated best fit half- hfe%/as bet@een § 4 @s LN
% ‘& )

A

qx <7
Two degradation ucts v@arentl w1tl§ v max1@um o%currences HEC 5725-E-
des-chlorophenyl sith 1 @% R

@ AR 5\25 caf@xyh@md %ch 1 6@@6 AR after flooding.

& L. N
Fluoxastrob1111 b@ odétately &gradg@m il un anlc onditions following an aerobic
incubation @)hase @ ormition of s1%1ﬁca%\ am of “nonsgxtractable residues indicates a

participation of ﬂuoxas bm he al carbon cle i. v

Therefore, fluoxas 1n Q?}d 1‘[@§degr 1onz@ﬁ0du&ts are@ot expected to have a potential for

accumulation in tl@env onme % Q >
o O R o@ o § &
Q O © SN N
SN I N
AN O N & @
& @ Q ¥ & O
o\ N
Q N A9
> @ &@\ O
@%
QNN
@ Q Q & ©@
o S o
¢ F s S
< @ N
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CA 7.1.1.3  Soil photolysis
The route of degradation of fluoxastrobin in soil under photolytic conditions in the laborator@'as

evaluated during the Annex I inclusion using two radiolabel positions, ring 2- and ring 3-lapgl, an(@’

was accepted by the European Commission (SANCO/3921/07-final, 2012)Y No new st y Was
performed for renewal. The following study is included in the baseline doss@r and has beern 1ne‘{ﬁ§

in this supplementary dossier, since it has been used for the risk assessmelms ® § &
R N ° (&\,
Author(s) vgYear @[ Document Ny A @ |,
N EOE M-O915;§3‘¥6r1-1(\© NN
O
I ARG
Report: KCA 7.1.1.3/01 . 2001; M09151301- 1 NI
Title: [HEC5725]: Photolysis & HECE5FS onedil suface o s 2o
Report No.: MR-347/00 Q v\y@ & & b@ (N GN .
Document No.: M-091513-01-1 @ > @ K & © @’ @}
Guideline(s): - EU 95/36 %ﬁ@ding@wmw@c NS . §
- SETA%JI”OPK oced@yes, Migch 19@ ~ L X
- uUsS Q Su&ﬁwlslo Pa@aph C{1@ U@@PA,@@@&W 3 N%’aragraph
162-1
Guideline deviation(s):  not apphca@e 6 ®\ @é @) @Q Y
GLP/GEP: & @ @ $ X o
VRS & 8 YU s
@ @)
Samples of_ sar\%y é‘ n so@m 31eve@73 0 g&dry@?)ht&@er %ied at 105 °C and
then placed onto plate% glV a tgh la r&«depth@, In 0 @est ring 3 labelled
fluoxastrobin or ring 2 labell uo strob@ @alent i{ng a.s. ﬁ%g) w@) added in acetonitrile

to each soil plate. T@ﬁqai st 2 lab aQ: d &xastr@m (eguivalghs to 1.3 mg a.s./kg). All
plates were maintgfged ag 75% 1/3@ mm%%re 0 °@yin flasks f1 with traps for CO, and
organic volatiles oda lfde a d%polyﬁfetharfe%foam& peé@ely)&epl ¢ flasks were either kept in
the dark or égsed ntmuously%@ an @tlﬁ i light sour§31m%&tmg natural sunlight (xenon
chamber wav@%ng 300 QOO%m) f@% It gState@ghat the average intensity of the
Suntest Unggwas 78 W/m ther&@ore in tf&unitequat one solar summer day (June) in
Phoenix S A (33 N). @o 4%@%0@11 the unit iKstated@ equinge to one solar summer day (June) in
Athen$areece (3&0@\1 . max1mun@e‘“xpe§@1€ntafxexpe§e period of 15 days was quoted as
corresponding to @SOI&%&SUH’H@I‘ da& P%@mx @d 87 sotar summer days in Athens.

Duplicate sal 1es ach atm@ at @T 0 and five representative time points.
Rad10act1v1 rom @)11 % le Was exgact %\mth@cetomtrlle then with acetonitrile/water before
quantificatipn by LSC d 51s b3 TL% ‘COgywas identified as the amount of radioactivity
trapped 4 %he soda ligge. oactl@ty 1§ app. hgg solutions was quantified by LSC. The parent
compouitd and me llte werNdentlﬁt@ by~&o-chromatography. As no major metabolites were
foupdvno further%@hara@@ sa.,tl und@ken Unextracted radioactivity was quantified by
combustion and [ SC. % LoD wa@repor&@to be 0.12% AR with a LOQ of 0.27% AR (i.e.3.5 ug
fluoxastrobin i&lVa nts/k & % Q

O N . -
Characten&a 10n§ﬂthe r@nola%@led ftions was as outlined in Table 7.1.1.3- 1.
g g v
N SRS
S LT s
&

&
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Table 7.1.1.3- 1: Distribution of radioactivity after application of fluoxastrobin to a thin layer

of soil

©

which was then kept either under artificial light or in the dark (% AR) [(\b
Test [Label Condi- |[DAT| Fluoxa- HEC 5725- | Unknown [“CO2 Orgg Extrac- NgTota@f
tions strobin (E) | Z-isomer |metabolites volatil table |@ S
) @@ residues IS
Pre-testRing 3|[rradiated] 0 92.6 2.7 1.9 nm. | n.m. 100.0Q> | n.igapt 00.0
3 70.4 9.6 5.8 0.9 £0.1 879 1797958 F
7 61.3 13.6 (96.3 1.9 nd. 83 3390
15 48.9 17.1 7.9 7] <0.1 | o97.9 1034930 | &
Ring 2 0 93.5 25 &) nd. JOm ] nm j 1007 [n Y1004
3 66.9 11.6 A7 64 Q11 [.<0kY 8.5 |ef]%4®
7 61.0 14 A0 7.8 269 <0 &1 80 [gs8
15 56.8 16.37 8@ 83| 981 [N\85.0%,]8.6955.9
Main [Ring 2[[rradiated| 0 95.4 ;@.4 . . m. Pam. 93.8 2.77196.5
Test 1 76.5 3.7%, O2.8 201 0.1y nd. Y R4 ISP w5
3 69.4 =) 1669 {740 X[ 03| o M1 4.6 @0
6 59.6 24,7 SO Jyd [ o873 68@@)51
10 6020 &8 « M4 O] 6 , PLI fond. 88 97.1
15 51.00°] & 2228 [N82 @ 447 n.dS] &1 q8.3 96.8
Dark 0.0 0y 2.4 ndy (AR e | Sonm, S[n.m. [100.0
0.042] 893 .9 2 o O dom [pxPm. 7938 [2.7]9.5
NN 22 @ | & 20 <01 ndS B [44]97.1
3 Ko 864 e 2.4 22& <P ng 915 [53]96.9
e DN 2@ V15 [ ad [2914 0 [7.6]99.0
N 85.0 ¥ O N[ o2 0.1%_h.d @ 896 [83]97.9
15 [ Q¥4 | ©22 @ . Ul 5 K <Q(1 ngd S 886 [8.1]96.7

DAT: Days after treatm =0t m. =<

a) sum of six unknowER¥nor metabolit@honeXQreeded 2259

m. &
7€ @1 0 e ap%d IdledCtIVIt@
b) exposure time 0 d@, no@radld&ted samplte proc‘é@ed aﬁ& out

After 15d of 1rr%13t10n the @1301%r of oxast@m accoun
AR fronfxlluminated sampie PECHE 4 y W

accourdey for 22.2 an@ 2%@ fro t§m
five minor photop@ucts&ﬁ adia

om
minor photoplodgs w%e 1de£d f&Nhe Yg@
@

Ist the Z-isomer of flu

<&

more than 4% A @ \ @

@’

DTso \% lm
rate thegkh

alues were calcula
ﬂuoxas;@\ was acc §
kineticsSealculated a shown n able 7
the cagtinuous 1rra<\ig the @t a
solaiconditions i 1n Phoe@ A@% SA)

egr
npar@@ to the samples kept in the dark. The
3 @ This table also calculates the relationshi
@uvalent number of solar summer days unde

for a mean of 51.0% and 83.4%

oxastrobin

ted @ daﬂ@comr@ respectively. The pre-test identified
@es dsing thA ring 3 labelled fluoxastrobin whilst 6
2 laglled@uoxastrobm although none accounted for

conversion of the E-isomer to the Z-isomer of

photolysis
p between
1 intensive




B . Page 27 of 146
sayer) Bayer CropScience 2016-03-10
R

Document MCA: Section 7 Fate and behaviour in the environment
Fluoxastrobin

Table 7.1.1.3-2:  Photolysis kinetics for radioactive labelled fluoxastrobin

Pre-test (irradiated samples) Main test (ring 2 labelled ﬂuoxast@n)
ring 3 labelled ring 2 labelled Irradiated Dar& g
fluoxastrobin fluoxastrobin @ @ A
E E+7 E E+7 E Y E R
No. data pairs 4 4 4 4 6 6 7 L
Rate constant [day'] 0.0394 | 0.0222 | 0.0283 | 0.0150 | 0.0339 | 00162 | Q0830 | @005% [°
DTs, (days) 17.6 31.2 24.5 469 205 4 428 L T4.6 116,
r2 0.97 0.95 0.84 0§79 0907 093 HY0.30Q
DTso expressed as solar| 66 118 92 & 174 70 161 N@f A
summer days in Phoenix O é &© < @

AR
The data show that light enhances the conversion™ Vf the E- 1so@r of” ﬂuoxax@obm the Z@qomé@vlth
increased mineralisation to carbon dioxide w n LO@?are theqd Jrk S n. ples wev%r the Sverall
effect of light on degradation in the enviro nnent}% el@@ be as t@ DT,() f th&sum +¥
n

1somers (118 to 174 Phoenix solar sumn& ay@l n%o the g,e extr apo@

dark controls (DTso of 115 and 117 da
Q %

No additional soil photolysis st&@es su tted 1thQ@hls @@pple taﬁoss@ for the

fluoxastrobin renewal of approval %

%7
/‘7
Yo

@
&é@@’**@@*&@@@@ @éx
v & 0 &
N © N @ S 2
o O 5 @ o O Qs
Overall summary of roﬁe o@ggra%atm@ 016@ Y §
@
Under aerobic co in th ark the P%ora@y ﬂ@xastro@n (E)%vas degraded to carbon

the ring 2- labe atf‘@g of on df@md 5-E Y»dﬁs chlorophenyl (M48-E) was

identified as the s1<§ for de datl%n pro@ct imug amount of 32.2% AR. Actual

amount of @Jchlorop enct)]%'ormé’d? wa ured ‘@i an\@of th dies (chlorophenol ring was not

1C-lab in the lab(@tory@dle@.s a result f the efgavage.of the molecule 2-chlorophenol will

be reléasad at an exp&ted, v@st case ma@mum @mountof 4& % (see EFSA addendum on fate and
Ey

dioxide with a ra A> AFR forthe ring_ labgnd @wam ~ amount of 37.7% AR for
651 the fo C

behaviour; 26 Jul OSkﬁ\Ion@(tragt@b rw\dues%NER)%%nged from 24.5 to 71.0% AR for the

%’.5 S@R for the rg,\@’Z label. S
G i S
Under anaewgbic cgnditi $ in °soll &Q@ ﬂm%n§w0 degradation products, HEC 5725-E-des-

chlorophe%{i and HEC oXy %;@amd@@vere served with maximum amounts of 13.6% AR
and 16.9%7AR, respec‘%’ely O @ N
N AR

Undét photolytic %Qg)ndlt@ in @ie 1 ratt@ fluoxastrobin (E) was isomerized to the Z-isomer
(HE%5725 Z-isomer) with a I@(lmu mgnt of 22.2% AR. No major degradation products were
observed in thﬁotodegra on \Q(Z’ Fapmation of carbon dioxide increased in comparison to dark
controls an m‘&amm@ts of 44 and 4.8% AR for the ring2- and ring 3-label,
respectlve E&xeac amnum@munts of 8.6 and 10.3% AR for the ring 2- and ring 3-label,
respectl @

g SN @©
B AL

$

&S
&

ring 3-label fro
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The proposed overall degradation pathway of fluoxastrobin in soil including the maximum
occurrences of the metabolites observed in soil is as follows (major degradation products > 5% @2 in@@
g

bold letters): N
& R S
o ~ $LQ
Pathway of Fluoxastrobin in Soil @

ma .4.5%{{ bic)
QN

w @
Y

@Eﬁ 5725-E-deschlorophenyl (M438)
ax. 32.3% (aerobic)
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CA7.1.2

Fluoxastrobin was well degraded in soil under aerobic conditions in the laboratory as well as @der &
field conditions. Under anaerobic conditions in the laboratory fluoxastrobin wag moderately aded”’
The kinetic models and DTso values in soil of fluoxastrobin and its major d dation pro&@&ts u®§1

for modelling purpose and trigger evaluation (best-fit) as well as the form@#ion fractions in s
major degradation products are summarized in sections CA 7.1.2.1 and Cz&? 1.2.2. § § @
%

Modelling input values for the calculation of predi env1r0nm®al concent@on ECs@of @
fluoxastrobin and its major degradation products in goil (PECso), @ sdundwater aceé
water (PECsyw) were derived from studies and kinetig@valuations ording to F ZOO%
summarized in sections CA 7.1.1, CA 7.1.2 and é7 2, and are Submited v@ﬁm t sup leme ()
dossier. The DTso values, maximum occurrences@hd formau@racs&@s in «%91 él\aquat& yst S of
fluoxastrobin and its major degradation products used@as meﬁklllrgxmput @ thé%@alculﬁﬁon of
PECs are summarized in Table 7.1.2- 1 to Table 7,& 3. @ & % %

T o Soaio &
Table 7.1.2-1: ~ DTso values and maximum ccugrence&n SOi: uo stro and its majo
degradation products aud ag%odell@g inpy alu or c&kculan@hf P&?sou §

Rate of degradation in soil

Modelling Input Parameter | Epﬁ%omg\ ((\\9 %@omr@t @ @‘4 @ e
fluoxastrobin (E+Z7) S N N SRR i
DTso in soil [days] T 5@t pha 939 8 1) le P éfm] c latloét?with an Excel
Q@ DI 50siow phase = 23R d, spead she et typ ly@ carriéd out
%, . cons ngt orsi-case 0 and / or DTy 0
g@&@ 499§ D d/or DTy of
% § S @ ©these eval@ns&erefo@ PECioi calculations
N 9 & carried out assumi DFOP dissipation
N @ & @§ 6@ . @odelq@vorst—ca fieldygon-normalised) using
,@@ @ fég @ § «_Jthe padtimeterSiks %%01741 1/d, Ksjow =
I NN, 70.082913 1/d g = 0.4996
maximum occurrend’in sofd[%] |7 X MO LY \@st cast a2
SR N & N
HEC 5725-ca@9xyli%®id o O < & A@ S o
DTS5 in soil gdays] < 286 @ | warst casgdab
maximunydecurrence in goif [%}e’| 47 169 & anaerobic
o @ B @% o @ Y ° ™
HEC 5725-E-des-chlorophenyl (MA$-E) ©° S  « A
DTS5 in soil [days]fv g, 956 [ apparent field decline, non-normalised
maximum occurrence 11;\@1> %ﬁ YIRS S
¥ © © ©
@ N D
2- Chlorop en©ol (M82) Q \ Q 9 @é
DTsoin's ays] 2 g @ @.ﬁ R worst-case half-life used for predictive
°N Q & ©\ calculations according to the recommendation
< @ s given by EFSA (EFSA, 2007)
maximum occurrence in so@'zg%] @ R 4@ theoretical estimation was given by EFSA
@ & \@ é (European Commission, 2007) (p. 72)
S} gj %, X
&3 2
Y O & 9
s FES
O Q
&% O @ N
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Table 7.1.2-2:  DTso values and formation fraction in soil of fluoxastrobin and its major degradation
products used as modelling input values for calculation of PECgw @° @
R
Modelling Input Parameter | Endpoint | Comment é\(\

& o
fluoxastrobin (E+Z) Qy S <
DTs, in soil [days] | 38.9 | geom. lab + field, normalised m@ < 4

% 0 o\ o\@@ '24\9
HEC 5725-Z-Isomer © o o @Qa @
DTs in soil [days] 63.8 geom. ;3:‘ apparent dé@line, ndymaligdd. §
@} PECsare calculated @Sed orQum of J+Z
is0 AN 3 S @
&l S @0 X 5% &
HEC 5725-carboxylic acid (M40) . = Y RS
DTso in soil [days] Q 170 geomdab aetély o
FF fluoxastrobin — HEC 5725-carboxylic acidy > @ Q T ’~ Q L’ A
NS S O
HEC 5725-E-des-chlorophenyl (M48-E)@§ N @} q&b & N éy D r\§
DTS5 in soil [days] AR F67  J(geqmylab +@eld, u@nan@ i
FF fluoxastrobin — HEC 5725-E-des={ © 85145 N ERNG
chlorophenyl & 2 O @g O @@ @Q °\%
T~ T S @ SRS
2-Chlorophenol (M§2) & S v S N @Q - @ é
DTsp in soil [days] & é $) @\23.0 (e Worst-cg@lalf-"lge%used@)r predictive '
N 9 § & Jealculations acdordi the recommendation
S o & 39 uiven by EFSAY(EFSA; 2007)
FF fluoxastrobin — 2-@hforoplgriol &~ 1 S |wofsh-casgS
< Vo L@
O NS N Y R
o & & & > &
SEEESERS) N o S @
(N . N N
& o &y @
: Voo X @ ©
> o O & & N
A @ o\@ Q° \@ B Q\©
PFOUFSITEE S
@ @ § > S Qb
@ 9O g © o .0 %
QOO O N O D
Yo K &2
5 §FL
@’ NS @ @ N
AN % AN >
N NS N
. w &@ @ &©
S &S N
@ < Q" & ©@
@ o O
S O
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Table 7.1.2-3:  DTso values and maximum occurrences in soil and aquatic systems of fluoxastrobin and
its major degradation products used as modelling input values for calculation of P@fw f@
Modelling Input Parameter | Endpoint | Comment s é\(\ 2
@
fluoxastrobin (E+Z) @§ S ©®
DTS5 in soil [days] 38.9 geom. lab + field, norm SN S
DisTs in water [days] 16.0 . |geomean R ) e S
DisTs in sediment [days] 313 | geomeang, Ca S @
DegTs in total water/sediment system [days] 238 geome,@ @ @\J’ ~N f$
max. occurrence in sediment [%] 735 & S R Q
R EEN S
HEC 5725-carboxylic acid (M40) @@ @@) Q & @) @}
DTs in soil [days] « |17.0¢4° ﬁ%om&g}\i lal&agﬁob SN L
max. occurrence in soil [%] Q' |16@ *-|anagrebic " g
DisTsy in water [days] o @ |nédfully refiable,not usable &0 &
DisTs in sediment [days] T T164.9 N .S O §
DegTs in total water/sediment system [da@ e 67.9% Q s S =~ S
max. occurrence in total water [%] AR 5 [ A < & @
max. occurrence in total sediment [%]<, o S8 v [ DY LY o 2
max. occurrence in total water/sediment sysegm [%]510.6 &Y O ) SRS
Formation fraction in total water-sédiment'%] ‘@ 04841 @[ RS
N § « &@ Rz % QO
HEC 5725-E-des-chlorophenyl M4EE) O ¢ @ S - &
DTs in soil [days] N 9 STs56.x  albgeoniab + field, ngrin
max. occurrence in soil [%o] {Q\% & Q [ . O &« ®)
DTso in water [days] @Q ‘o Q @ §L§‘)OO §9 dgault @t evasgﬁble, not sufficient data
@3\ S X D @Qomts) 5
DTs in sediment @%s] \ &\ \\ 1 i%) NS def@t (not@valuable, not sufficient data
Q O N @ pdis) &
DTS5 in total w@%r/se@wnt %%%em [days] S X 4000 @U fault @ot fully reliable, mathematically
© 9 % N oy @ not significantly different from 0; not

& & & o o |usable
max. oécurrence in total&ater [¢4) S B39 % )
max. occurrence in teghsedimeht [%R7 QO 2.4 % .
max. occurrence in.total water/sediffient system [%P°[18.32 &
Formation fraction in totdDwaterssedimef®]%]* 031 (may)”

T ©© " \\\) N ©
2-Chlorop§en©%l (M82) § N2 @@
DTS in sogh]days] ) § @ A 2% worst case lab
max. océutrence in soi@m‘%] N N &% @.2 (theoretical estimation by EFSA, p. 72
S Q @ 2N EuropeanCommission, 2007)
DTso\in water [days] XF e X °[1000 default
DTs in sedimentgays] & @ & [1000 default
DTso in total water/seditpént sgstem [days] 1000 default
0.01 p. 82 (EuropeanCommission, 2007)

max. occurrefiee irg*al watte/sediment sygteth [%]
e

@
&
e S S
C 1.2(;2@ L@or@ry studies

The d %ation rates of fluoxastrobin and its major degradation products in soil were studied using

two di

rent radiolabel positions for the parent compound, ring 2- and ring 3-label, and unlabelled

HEC 5725-carboxylic acid. The degradation rate of 2-chlorophenol was not investigated in a study but
can be addressed using data from literature. The studies have been performed in a number of soils in
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the dark in the laboratory at a temperature of 20 °C. The kinetic models and DTso values used for
modelling purpose (non-normalised) and trigger evaluation (best-fit) are summarized at the egfof S
section CA 7.1.2. The DTso and DTy, values for trigger evaluation (best-fit) were taken fron& tud
reports and may slightly differ from the List of Endpoints (SANCO/3921/(0&final, 2012@ @
evaluations were performed within the course of this re-approval process. @JQ

CA 7.1.2.1.1 Aerobic degradation of the active st@stance {*ﬁ N é\ﬂ
v/ @ > N @ @

The degradation rate of fluoxastrobin in soil under aerobic conditions 8, the dark 11@% la§ ory was

evaluated during the Annex I inclusion using two rgdiolabel po t@ns ring 2- &ad Ti §a

was accepted by the European Commission (SANCG0/3921/07- ﬁ@ 2%)2) Thg 11<vag stfidies i@

included in the baseline dossier: Qo?(b N & @
RN @ @\ A

i Author(s) A @ Near & @ﬁﬁcu@t No N
> c%omQ% PM-091500-0dy1 &) & °
W\ﬂ " 2008 =) M@?lsqgm 1 IS
@ & Q > S

Short summaries of the two stu wﬁo\h ar@mclﬁ@%d 1 he§%eh &os@ ar%glven in

section CA 7.1.1.1.

. Q & @? @ \
eport: KCA 2:8.1.1/6% s M-098500-0 1]
Title: Aerokic dun dddtl()b [mggm -UBi4c }%E( 572@11 soil -
AXX@
Report No.: %73 01 § & $ @y\’
Document No.: w M- 09 -01@9 @) % . S)
Guideline(s): NE bdl\l N dl Agre nl@ 62—& &\
@ man Par IV@
%EU 95 %/Ec \mgndy% 1/4¥PEEC

)

@ \ &SET@&( Eu Prod&edures, March®995

Guideline dul@xm(s)@@bnm %@Luqu K@” @y\g @ o
oy

@}
f&@

GLP/GEP: \es o\ R
\@ é}’ @g@ @ © & Q@ \@
AS @ @ Q
Report: Q\ & @gl/ozh_ 2001; M-091507-01-1
Title: N) ero eradatton and@netabdlsm muthoxylmmotolyl ring-UL-14C]- and
<) éym &L 2(&’ H%SWS@@ thrLls
Report No.: @ @ 0] © @
Document N&® ]\%@15 El 1 O\
Guideline(% - ubd@@mon & Paragraph 162-1
@’ &) Q%el m@ BB &Part. @@4 1
Q\ EN05/36/EC amei@ing 91/414/EEC

Y %, - @ S@I’A(&lop@%cedmes March 1995
Guiddline devi 1a1|on (s): Aot spe@ed
GLP/GEP: yes

@é@

No addlt@al sppdies af® sub ed w1th1n this supplementary dossier for the fluoxastrobin renewal of
approvﬁ@Ho er, ypdatedXXinetic evaluations of the degradation behaviour of fluoxastrobin in soil
unde&aero %ns a the dark in the laboratory have been performed according to FOCUS
kl@ 6, 20 4) t@@erlve kinetic parameters suitable for modelling purpose and environmental
risk a‘@ ment. A summary of the degradation rates of fluoxastrobin and its major degradation
products’in soil in the laboratory is given at the end of this section.
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New kinetic evaluation submitted for Annex I Renewal

Justification for including this study in the Annex I Renewal Dossier: The objective of this @dy S
is a kinetic evaluation of the aerobic soil metabolism studies of fluoxastrobin (CA 7.1.2.1.1), m%c ded@j
in the baseline dossier and its major degradation product HEC 5725-des-chlgsophenyl (

7.1.2.1.2 also included in the baseline dossier). The evaluation was co ted to deriye k1

parameters according to EFSA Guidance 2014 and FOCUS Guidance 2014, Q @ o
@ 2
SO
Report: KCA 7.1.2.1. 1/05_,,& 2015; 4472 01-1 @ @\ @ &@
Title: Kinetic evaluation of aerobic labgatory soil de tion of ﬂu%%trob or g t
FOCUS kinetics using KmGu%@i Q @
Report No.: Ensa-15-0132 &> 22 @ & &
Document No.: M-534472-01-1 Q NNZ N 2 @@
Guideline(s): - EFSA, 2014: Guidaneg Docunagyit for@luaﬁ@g lab r@fdry @ fieldhdissipation

studies to obtain Deg®>0 Val@és of gotive s tan @f plag-protection pr ducts
and transformatiomprodugtSof th actl ubst G&%s soil, Euty ea@ d
Safety Authorit SAY Parmastaly; A Jekgrnal 4;12(5):3662

- FOCUS, 2006:5§uida; e D @en‘c on sti ng P"e;gslsten@énd ]%grada&§
Kinetics fronvif@gment ate Studies eg estl@e §U Re ratlon@eport

of the FOCES Woik Gro n Deg da&@’[ﬁr@ t Refegrence
Sanco/10958/2005, v.2,0, June2006 S SIRN Ny

- FOCU, 201 enerég%uld RS for@matﬂgg Per@ncg@fg Degradation
Ki s from nv1r0nment@Fate &udles esticides in Reé\stration

Vé&mn lDat 8D embe 014

- 5 F@ re of the ®ECD work@@p or@lectl% f soils/sediments,
\TG9 05, Belgiate, T 820 January 199% Q
5" OE 200@ OECIGuid fgr@e testing o hemlcal@Aeroblc and anaerobic
Q& traffitor n ingspil. O§’D 3% dopt 24tké\%\prll 2Q
Guideline deviation@ n%apphcgm & @
GLP/GEP: NN " NN N N \Q é@ @ @@
¥ O s s >

Kinetic analy@ of 5%’ degridation Sf ﬂu%xastm@n ar@ r deggadation product HEC 5725-des-
chlorophengj (M48-E) for trlgg%@md @dell@ endp@’nts é,(;\f

S @ NN
Execu&e Summag{0 @ Q° S * @
The soil degradati f ﬂfgoxas robin, (@C 554}5 Bt Z—1S§mers) and its metabolite HEC 5725-E-
des-chloropheny, has&¥en myﬁ\estlg.% undef aer@bic laboratory conditions in 2 studies, with

4 soils (20 °C and ere@radi@%ivbels@ﬂg 3@61 (all soils) and ring 2-label (soil -
éﬁ \The cqnditigns varigd in soil type, soil moisture (40% MWHC or
@UO (l%?g s./a

M

75% of l/% ar) and appl

A kmeg modelling Ganaly: of @ésid° data™of fluoxastrobin (E+Z) and HEC 5725-E-des-
chlorophenyl (M48@ was, conducted using th&3oftware tool KinGui 2.1, implementing the IRLS
errqr”model (Iteratively r@w% (& leas squa@ The identification of the appropriate kinetic model
followed the recommen@ﬁons@glv s (2006, 2014b) based on a detailed statistical analysis
including VlS & as ssme sgg 1sticQsignificance t-test and correlation analysis. In case of
modelling @) %p théz%hstu@lon for residues > 10% (DFOP, HS) or < 10% (FOMC) of
applied suQ c& stu(@endgaas bet®taken into account. In doubt, the simplest model, as e.g. SFO,
has be osel@
In ge ovgr 3@1 model fit was reached, with the proposed metabolic pathway including
par and@,@@letab rob1c lab soil DegTso values proposed for the best or appropriate fit for
m ellm as well aS> trigger purpose according to FOCUS kinetics are summarised in
Table@?%l 1- 1 and Table 7.1.2.1.1- 2
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In addition, the apparent dissipation of HEC 5725-E-des-chlorophenyl (M48-E) in soil was evaluated,
conservatively, starting from the observed maximum onwards until end of the study. @ S

N

In general, the experimental study conditions lead to the following restrlctlons.gyplcally, th@?&)m ss@j
or microbial carbon content during a study should be above 1% of the total’ organic cathon (
criterion) (FOCUS, 2006; OECD, 1995, 2002). In case of USA soil , the micgobial garbon
content was partly below this 1% criterion (ring 3 label > 120 d, ring2-Tabel at stug@bedgl%) Thé@
reflects a relatively weak biological activity, not f Y represent @se for agn%aitura Soils
especially not fully appropriate for kinetic evaluatlons OCUS ). Thereforg, the

trial with ring 2-label was not taken into account fo is kinetic ey uatlon and@'ﬂth rifig 3-labgl wds,
evaluated until 120 d. In addition, the trial was ¢ terlsed with®very. low %mc %rbon c ten&’f
0.25% and carried out under relatively dry cond s (5.76 g wgter/ 1

f@

soi
o S s \ &2 @
The part concerning the major degradatl@l% pr(@act 8>EC S%S-E -chl@phe@yl (M%S -E) 1s
reported in section CA 7.1.2.1.2 of this do ment@ Q @j
% % @ @
Table 7.1.2.1.1- 1: Trigger endpoints of ﬂ@xa::*@m ( % la@egra{k on é&y ¢$ \H§
i in Tso
&© @%5 S tV ) ‘:@ [days]
Q ~ .
N & ? &9 FOP V| 179
W5 Q SN
« oS [ ,ring’3-abéP .| DFOP 215
Q N ] rng laBelb’ 'S\ BFoP 10.5
N 9 3 3dabel v | CPFOP 110
N © | A%ring@—labelo D SFO 46.2
Maximum & @ «(\@ N S O ) 215

a) SFO: Single first etder, D Deuble firstirder in paralleNQ @ & @
b) i sm@}ggliu %\g@rieafgﬁﬂy @&ce Wltlsg\}geor&e @
@ §

& &0
Table 7.1.2451- 2: Modelling endp%nts mguox@robln@+z@ab d@mdanon
N Sml© ) @ Kinetic DTso
type” [days]
non-norm. | norm.”
FOMC 21.6 21.6
 ring 3-label | pypop 280 150
, ring 2-label FoMC 18.4 17.5
ring 3-label FoMC 15.0 14.3
, geomean 15.8
AlL ring 3- SFO 46.2 30.8
Geometr;&mean@ @%@ S N4 35.59
Maxmt@n x@ w@ 150

SFO? Sm &Jirst o@ FO@ First order multi compartment, DT50 recalc = DT90 / 3.32,
SZ’o figrorder’y parallel, DT50 of slow phase
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I. METHODS .
&
Soil residue data from the aerobic soil degradation studies (M-091500-01-1 and M-09150- 1-1)§
(Baseline Dossier, CA 7.1.2.1.1) were used. In these studies, the degradatiogyof fluoxast as
studied in soil AXXa (sandy loam), soil _ All (sigtoam), soil
(loamy sand) and soil (silt) under aerobic conditions in the dark in the laboratQry a °C,
The conditions varied in soil type, soil moisture (40% MWHC or 75% 3 bar) and a@phca@@)n ratf@

(200, 600 g a.s./ha). AN % \ @
V @ NS v\g@ S

The kinetic analysis was performed according to F&CUS kinet s@2006 201§wusm§l wan&©
KinGUI 2.1 with four different kinetic models: ngle First- bi-exfonent i@
models FOMC (First-Order Multi- Compartme@odel) DF@@ (do& ﬁrs{@ord§1@ara1@) andZHS
(Hockey-stick). %
Calculation of DTso/ DTy values: A half-lifg" is dé%edm the ﬁme 0% o?sub ance to
disappear/dissipate from a compartment fallowi 1ngl rst- er ki t1cs \ er %d Dggo
values are not strictly connected to a firstigrder kineticSnIn t repoﬁ%alf- s, DTso and ¥ &

are calculated from the appropriate rat@onst«@ﬁk as 50 ﬂn(Z)/@nd DTy =1 O)/g\resp 5

@
Normalisation of fitted DTso Valu%@mod@'ﬁng &g?pmﬁ%g) C@%tlo@lke @npe§ moisture
are assumed to keep steady in He la@)rator% but ghey dlff@ fr @fhe g0 called “‘standard”
conditions as they are required @r Dm valué®as n@ﬁt pal@mete sS. T@efog& the modelling
DTso values were cotl cted “to sGpF2  and “an 1er® te%lpera‘u@ of 20°C.
According to EFSA (ZOOSC%QH) v@s set @(Q 58 @1 T Was set%o 2 @ %@
& @%ﬂ %@ESU§ ASD DI§US&ION > \@@

Trigger endpoints & merlhndepoi@’s for ﬁ%o b1n @nd i metak@hte were derived following
the procedure crlb% CUSY\(ZO&%\ 2014) an FSA@%@OI@ For modelling endpoints
additionally ©1or atl% to @%reno@n con@ ons&ccor@g to " FOCUS groundwater (2014)
assumptions S QS @
The trlgge@ndpomts d statist istical ame@\s for @lox@robn@h glven in Table 7.1.2.1.1- 3. A
summagycof the best @ of t@trlg ndpomts uo%@trob@ns given in Table 7.1.2.1.1- 1 in the
Executive Summary.
The non- normah@ﬁnod%ihn @dp @ a tatl@al a%meters for fluoxastrobin are given in
Table 7.1.2.1.1- & heqﬁgode ﬁe values were corréd to pF2 and an ambient temperature of

20°C. Calculaggd COth “Bictor a@trial@@e giggh in Table 7.1.2.1.1- 5. A summary of the
most appropfiate néH- no$ e{ﬁmo ng eg poin@ and the corresponding normalised modelling
endpoints%e given in Table 7. .1.1:@2 the xegc%@ve Summary.

Q@Q@O@\
N
S @@o@Q@@Q
h SRS
G @ © 9
@@ék@%@
Y O & 9
> O o
s &
@’@@%
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Table 7.1.2.1.1- 3: Trigger endpoints and statistical parameters of fluoxastrobin (E+Z), lab degradation,
best fits highlighted in bold letters ¢

Method of calculation ¥ | Fitted parameters r t-test Visual | DegTso
[%] | Kist/Keow | fit” & [days]
T 200  (M-091500-01-1, CA 7.1.2.1.1 >
— AXXa (ring 3-label) % §
SFO Mo: 94.78 464 (9 <0.001 [« o 1877
k: 0.03692 ™ 10 O
FOMC M: 95.13 3.9 of o T8.57
a: 5.569 @% < S R
B: 140.1 %%% K X S f} §
DFOP M: 95.52 Q285 <5001 / - 85
ki: 0.0425 &’ é%s N I D N
k:233E-14 @ % @% @ Q(@
g: 0.9407 N s S
H = 0 g@?mss@-m—ﬁ@AIN.M)% o
. . D O
I i 3- @ > E SO s S
label) @Q Z}K \? S C@ @@2@ A
SFO Mg 94.23 22 1 oot & 0.2 % 532.1
k0004388 © & o$ Ol © O
FOMC 0:9?%3@ g4 |9 o @\“4 &P 6\. > 1000
%, o:0.1826 .
B TSl I S
DFOP .020 97.0%) § 0.@2;}@ @@@0.00?1\9 Q& CN 215 863.9
“ 100680 Of N K
&7 | Ok Q0248 SN Q ¢ O
& Q14730 > S1g @
HS @@ \€ Mg: 96.34 N 093 | & o.o@ B 200.4 758.5
O @ :0.0Q8475 @ & § R
S & Oka: 0.00288% | &5 ©© S
0.6
fJ. % g»z % NV my @ (,(EE%
*(rmg 2-lab§j@ § @ $ N f§
SFO oD o PMy; 9878 O . 876 <Q,001 - 10.88 36.13
[ k063730 ﬂ&,\ D
FOMC ~ b: 9934 V486 | O n 10.1 60.92
@ ©Q . 1.560020 °©\% ©© Q;\
®@ (@) RQB 18,049204 (;@
DFOP N Sy @0-98. K og@Q <0.001 —— 10.53 53.15
@’ @Qj Q: %g 4o, &
w g fb8788¢y; I
a)\§ti_:(l)(: Single firstSrder y C."@Qrst ord@éulti@@lpartment, DFOP: Double first order in parallel, HS: Hockey
stic
b) Visual fit: igoo§g=m te, N@%)or Q&
%
N @
N O S
& e oe
< &S S
$ & e
&< &£ <
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Table 7.1.2.1.1- 3 (cont.):  Trigger endpoints and statistical endpoints of fluoxastrobin (E+Z), lab

degradation, éf S
best fits highlighted in bold letters N @@
Method of calculation ® | Fitted parameters x t-test Visual y DegTso @@éﬁ@
1%] | Kost/kaow | £t 5] [days] § [daysp”

L TS0 S
(2001) M-091507-01-1, CA 7.1.2.1.1 % § KQ 2

%)

I ing 3-1abe) 5 & SN &
SFO My: 97.56 560 S <0001 770 s P3P @
k: 0.060816 . O @ S & |o
FOMC Mo: 98.57 4,80 & + P 710.69% 73
o 2.617173 R o @ & & N
B: 35.259682 99, NN 2 © 4 @
DFOP Mo: 98.00 2.63,° 00151, O 1.0 45.02
ki:0.0701 @% Q&le@ @’ Q@ ~ A\
ka: 0.006029 >y & Q & S & &
3 [, @ Q & o
209202, 0 ' SNy @ Q
B Al (ring 3-label) O §@ SO o Q@ & ©§
SFO Mo: 94,98 9 <0 + 4 153.6
k: @%9% N \@1 CQ & %@ 2
FOMC Mp95.28) & 1.8 Yy O 4551 | 1578
@: 1964 @@@4@@ SO P
B8 o 2 o S
DFOP 22396.72< | o20.81 ‘&P <0001 & 2 4.97 155.5
.2 ﬁ@u.é@@@ 3 < les @R g%@j
004456 S 20T O o S
& | g 0g T £ Q oSN
HS 6. 0.785 0.001 " 44.86 155.7
§ @ & .9.5@% N f@@ g | @
@ ©\ 4001452 N o> N D @
§ B @@%:0.@7%@ T b
) SFO: Single first T, C: Eirst order multi rt , DFOP<Doubletirst order in parallel, HS: Hock
a sti.ckb gle firs e% %%SO u e@& an@ o ou% st order 1n paralle ockey
i SRS SR
SIS Sy
%
@ @ N N SEEENY
o O ¢ .09 o O @
3 S o 2 Z
@7 °\@ Q @ N
Q N S0
= N S & &
S A O
S NSRS
%,
@ Q Q & ©@
@ o
<
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Table 7.1.2.1.1- 4:

degradation (non-normalised)
best fits highlighted in bold letters

Modelling endpoints and statistical parameters of fluoxastrobin (E+Z), lab

&4

Method of calculation Fitted parameters e t-test Visuab¥it DegT@\@"
%] | Kest/kaow | o> [days]
T 200). M-091500-01-1, CA 7.1.2.1.1 Y @ @ %
_AXXa (ring 3-label) c Y "2 Q
My: 94.78 4647 | <0.001.9 0 @ @\77 4
k: 0.03692 . R @ X
FOMC Mo: 95.13 94 & 0Q Nzl
a: 5.569 % R eh° @ @ @
B: 140.1 ol N L@ P o @
DFOP Mo: 95.52 2 2 0.00L7 | O+ O “}EH&
ki: 0.0425 @C§ @éj5 ©§ Q§ @’ (§ A\
k»: 2.33E-1 > @ Q & ¢ & ’
g 0.9407 > S Y
I, 00101570 A S S ]
o N N\
ey O > & O & O & g
SFO :94.23% 322 §0.00@® G- V| |, 1602
k0.004328 @@ N PSR
D & ©
FOMC § Wﬁ%&é@ @14 N @Q 5 © [
A L, i & ° o
DFOP N Mo: 978 @88 H£S<0.00 | N & 279.5
“ @ku@})680@§ 2 I §
S |W k20.002 Q& O © é& O
f@ & §0 1 § \\QQ @@) @
HS Q 96:34 -0.93 <0401 |7 + 240.3
©©© ©\ 0:00847 Q& a §@e N
> @ kz @002 @% ©© & o
. & %@;b 20. Qd & & | @’
F (ring 2-@)el) § @ S § r\?
SF . , 0: 9878 [ Y876 °< 0.001 - 10.88
@ 40,0635 D
FOMC ~ Mo: 9934 « 7| 4386 ¢ + 18.35
2 ©® §i: 0020 S Q§
®@ A2 pl8.0492 e
DFOP 0:9 ) <0.001 + 107.5
<) % Q@z{: 80 . 2 %@Q
& 2| Qe 0.006446> ©
208788

QES: Single first obb%’er
HS: Hockey stick

na: not avail k@, not appropri
a) form lin :Q%) ;
DF T HS& Tso

@ &
50 recdfog™ DT@FOMC /3.

ase
%ﬁte - —%or

32,

F@TG Firgt order @ltl c%%artment, DFOP: Double first order in parallel,
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Table 7.1.2.1.1- 4 (cont.):
degradation (non-normalised)

best fits highlighted in bold letters

Modelling endpoints and statistical parameters of fluoxastrobin, lab

& o8
Method of calculation Fitted e t-test Visual ©DegTso ¥ @\@ @§
parameters [%] Kpast / kstow | fit b%;§ [days] [\ &
- T 200)). M-091507-01-1, CA 7.1.2.1.1 S
. GG S
I (ring 3-label) s P N
SFO Mo: 97.56 560 ¥~ <0.001 ® o 1EA0 R @
k: 0.060816 ) N o P & X
- 98. ) + 98
FOMC My 98.57 4.50) Q& Q <@‘”14 98 ©© 5
@ 2.617173 ) o § & o
B:35.259682 | @ NG {1 O » @
. o Y o
DFOP M: 98.00 263 0| <P001L | 5 @@15.0 N
ki: 0.0701 @ | 2o 0.1% S
ki0006029 | & 4P & [© S @ Sk
2:0.9202° ~ Z
& N & "\
B A1 (ring 3-label) @ N D, Q O S & &
SFO 0: Q%98 ISR SR O+ g 4@
k: Q, 149907 | \@4 S ©
FOMC Mg: 95 5 1370 | & O & | F753
AT Sl Rl N
B: 208 & S @~ ¢ S)
) <0001 + 9
DFOP o : :96.7 @%81 % (Q)\OOIQ K 47.61
N 212, § g @% R @ \i\?\,
<2 0.01456 S 6@ Q % &
&l g, o Q N
HS @ 96 @.78@ @0.001 g +5 47.74
SR 1.930 Q & | @
S O & <SP @ e
Q) ©\ &kz 01452 \ & N
o o R e
SFO: Single first ord@ FOME; Flrst order multi compartment, RFOP: ble order in parallel,
HS: Hockégstick @\\p? @?) é © @ (é’
na: no, ilable, not apprgpriat & N
a) @odellmg FG%@S% D”@m 90, F@s/{.}@@ N, O
DFOP or HS: of sjow phas QO WO w A
b) Visual fit: + §§g 0= odﬁ@r > O 5
%y
% S T LS
Table 7.1.2. ].,#5 ula COI‘R&%IO Qors@@@te%e ature and moisture normalisation for all
trials @ Q @ @
Soil @’» . &) Te@ratm@ @l Moisture Correction factor
@\ Suc% exf) W@ exp. study [at FC /pF 2
2 $ s |g/100g ds g/100g ds | (moist. + temp. f. DTso)
(@5&1) @M-O%gsoo-m-l, CA7.12.1.1)
& NV RWay | 218 | 19 | 1
4:091507-01-1, A 7.1.2.1.1)
7.68 9 5.76 14 0.5370
9
§ 20 63.1 25.24 27 0.9539
20 36.4 14.56 26 0.6664

g}
pF 2 (10 kPa)
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III. CONCLUSIONS

The DegTso values (trigger endpoints) for fluoxastrobin range from 10.5 to 215 days. \@
The non-normalised modelling endpoints range from 15.0 to 280 days. The npgmalised (20@ ) 2)
modelling endpoints range from 15.8 to 150 days with a geometric mean 5.5 days. The de

degradation rates are considered appropriate as input for modelling purpos§. Q @ o
@)
O 5 o \\@ & o
V Q@ @ @ 2 é

Q N
CA 7.1.2.1.2 Aerobic degradation of metab @es, breakdéwn and re@ion [Qodl@s S

The degradation rate of the major degradatigh®products QEC 57@% carb@( @md &)40) @%d
HEC 5725-E-des-chlorophenyl (M48-F) and 2-chloro heno@[&) it soil @der %’obm %@ndl s in

the dark in the laboratory was evaluated ing AnQ;x ﬂé\fum Was accepte by the
European Commission (SANCO/3921/O7%ﬁnal «%@12) e w1n stud1 clu in gthe
baseline dossier: %, SRS @

&SN s &5 E s S &
Author(s) Q NTOOA D Kear %‘}9 ocusivént gn 7
HEC 5725-des-chlorophenyl (M48) <~ @  °~, v Y N ©9

@ @ o O ﬁc\Q\ ©© &’ & >
L I S S
R SN TN M-glsog@l
HEC 5725-carboxylic acid g440 @ S
y \@4 ) Q @© & O § R

I | W, QO 9 0Oy 04@002‘& | M-03598-01-1

D Ga
2-Chorophenol (M82),> ST M © 5
S . QQ

@980 \WM-063778-01-1

19@§ . | M-063760-01-1

1987 =, | M-064556-01-1
2001 < 7 [ M-063783-01-1

L1954 M-063817-01-1
1988 M-063808-01-1
4992 M-065729-01-1
Q 3 @? NN °\©K v
SEONRS & &
<) S .
& @ Q 9 & O
o\ ©\
Q N SO
N @ &@\ 9
@%
@ =) § § @Q
Q Q & 9
N
@ O N
O Q
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o HEC 5725-des-chlorophenyl (M48)

e
Short summaries of the two studies which are included in the baseline dossier are § i@§
@

section CA 7.1.1.1. S S
S S QS
Report: KcA 7.1.2.1.2/02 N CEEEEE. 200 ; M@91500—01—1@ N
Title: Aerobic degradation of [mcthoxyiminotolyl—ring—UL—14§]HEC5725 110il ﬁ %)
% 0\ Q, ?4\9
W 2cxa < & N S QS
Report No.: MR-230/01 & @ <) Q\ @ %
Document No.: M-091500-01-1 @Q @ O é\” Q
Guideline(s): - US EPA, Subdivision N, F@graph 162‘s N S &
- German BBA, Part IV, Q ©& &
- EU9536/EC amendiff@D 1414 BEGS . &7 % ¥ (@ P
- SETAC-Europe Proe&durcarch@? 05 % %, @6 N %o
Guideline deviation(s):  not specified @ @ @@\§ v o3 %
N o @ S & M
GLP/GEP: yes % . v @ Q Q> Q @’ @
NI @ 2 S
@ N O S ¥

O
Report: KCA 7.1.2. 1@“” $1£;>M o@@m o
Title: Aerobic deggadatio@nd mistabolistiwof oxy@, oto@ ring-QL-14 %and

¢
[pyrlmldm@ ]4(%HPC%25 in @»ee S§ & < N

Report No.: MR-23 11 @ O
Document No.: M- 0%@7 01*15 & @7 & Q @ é
Guideline(s): UKEPA, sfon N, F@:agmpﬁl()z
;\@ (@mm@%tp Q:Q v, 4-1 @ @
- U 95/36/EC 2D i@ 91/4 EC
v @@@ &K@‘ —Euroc Pr dul% arc]é“)%
Guideline dwlatlon(g@@ not specifigd® @ @
GLP/GEP: & . O ©
) N @ @& S
(CHENEN NS Y
o S e R
> & o O K
AN 2 & O |9
& 2D Y T 4 o
QD & & @’ & S
/‘} @ . ISEPC I ©
o HEC 5725-car sgyllc i ( 0) . RN
©

Report: RCA % 2002@-033798-01-1

Title: @ @HF 5 c@boxy@ cid]@Yegrad@tion of HEC5725-carboxylic acid (HEC7180) in
Q the@ soi u\derﬁoblc 1d1110®

Report No @

Docume @/I—O 01® §
(Juldclm SN USEPA, SQ 1v19@1N Section 162-1

@ G@’mcm(% @s IV, 4-1
0 @U 95/38*EC g@yending 91/414/EEC
&, SET AU -Eurgee Procedures, March 1995

Guideline dc@on s),%“ T“Eﬁt wags performed based on the requirements of European Guidelines. The soil
t

f

I ure corres ed to 50% of maximum water holding capacity. This was
N @ fele@ the US-EPA Pesticide Assessment Guidelines, which required a moisture
Q@) @ of S‘Z@Of 1/3 bar moisture. The degradation of the test substance was determined,

@ % 011% he formation of metabolites was not investigated.
GL@EP @ i
The b@dnsformation of unlabelled HEC 5725-carboxylic acid (M40) was studied in three different

soils. The soils, a silt loam (_ A III, Germany, pH 7.4 in water and OC 0.83%), a sandy
loam (_ AXXa, Germany, pH 7.2 in water and OC 1.02%) and a silt (
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I 22, Germany, pH 7.6 in water and OC 2.11%) were incubated for a maximum of 62 days

under aerobic conditions in the dark at 20 °C. The soil moisture was adjusted to 50% of the maxj
water holding capacity. The application rate of the investigated metabolite was about 57 g/hay)
was about 8 pg HEC 5725-carboxylic acid per 100 g of soil as dry matter. Tl equates to
the parent application rate being converted to the metabolite HEC 5725-c
used in the study is therefore considered to be a worst case high level as the
, 2002 (CA 7.2.2.3) showed 21% of applied ﬂu@%lstlobm bel@ tra

e% (@diment %y%m after 3

stud

to HEC 5725-carboxylic a01d (M40) in the entire wat

anaerobic conditions.

Soil samples were extracted with acetonitrile/wat

acid (M40) was determined by LC-MS/MS.

(I 2001, MCA Section 4). The LOQ, for the
and Z-isomer of HEC 5725-carboxylic acidOT'he KD
recoveries at 5 ug/kg were 84 - 101% flu

SN

i@oxyllc acid&[The
aerobic weter :%?ment

@The extla@ ar@gunt OQQEC 5725- c@box %
analysis m&thod @'s stafS t

<
&
1
o rme@f@
60*Xdayq er s
Q@ §§§3 <§é§% <>
LN
@ Meghod 0@11

S

strob@v E-1s@1er 8@ 990/

hﬁ\ctho% as @g/kg%@’%o

@’ab

strobifdZ-

f infhel) fagthe £
2 ng/kg. %cedmal

1@@%

HEC 5725-E-des-chlorophenyl (A48- E

@)A %) of@’ e

The recovery was 103.7% (mean

(M40). The degradation of

Table 7.1.2.1.2- 1.

gC

8@%5 0%\?@1 &

f@ 9

&

HES 572%

es@hed @oun @f
57@’ carbdxylic 1d\(M4 @S. in

rbo@§c ag\gd (M4 (@g@

H 572 arb yllc acid
@ sumcg; rized in

©@

N
Table 7.1.2.1.2- 1: Levels of H@C 572§-car%xvhc ac@ (MM@)Z)fou tt@aerobl egré&tlon study
(ng/kg) % \} o @ S Q %
5N e %*
S 9| © O |, 4a
0 L1800 & @ $72.46 Nl &0 8532
I NSRS M @, 18.92
3 A (M02 S 31 Y @] 71.32
7 o Q6618 N @ S S 54.27
14 S 4;@3” N9 Y O o 36.53
9 & 2 XDy T L o 14.3
30> @”5 3’&&\ & Q- N
EN &, 93115 N
44 Q\ 1@@ & O« 2836 2.5
62 f\? .69 & L0 159 Ry 0
W 5
DAT: Days after tredtmenQ @ @@ K @\ § @§

The first orﬁ dlss%atlo@@at

excel sh hich sho

only gafe1? of 0.73 fQr thlrd%ﬂ b
appeaged more dcc@/%

Tabl\e 7.1.2.1.2-2:
@

et fore

ut plot

SN

ve sqiQut 1%® able @1.2.1.2- 2. [Rapporteur checked using Timme

ed all s téﬁ (§ ordgg degradation r* = 0.99 for first 2 soils but Timme
pear correct — applicant’s plot using Model Maker

lues@elow"&re considered acceptable.]

D@rada@ﬁm of@l% Si@s-carboxvllc acid (M40) in three soils (first order Kinetic)

&

skskoskokok

S % X Soil
& A%@ | peecumy QU
a5 Q] sl sandy loam silt
DTso (80%) &2 &.6 25.1 10.9
DTQQJ&%) SIS 83.4 36.1
2,y e O 0.989 0.972 0.998
N

m

@
S
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e 2-Chlorophenol (M82)

D
The degradation of 2-chlorophenol (M82) in soil is not addressed by any guideline study b&gltg@@
some studies published in the open scientific literature. The studies have been ggassessed byg#PSA, in
the Final Addendum to the Draft Assessment Report (DAR)! to estimate soifdTsy of 2-chdgrop ]
based on the summaries provided in the DAR. These DTs values are symmarised in ghe fo@wing@

table.
R v
© & v\,\ \ N @
Table 7.1.2.1.2-3 DT 1 f 2-chl h l(MSF il d@? bi 5 @ ?\a@ S
aple /. 1.z 0.2- 3: 50 values o -Cnioro eno 1n soil un €ropic con ons
50 P % (\@ § @Q©
& @

&ﬁ;@;issi@ ‘ '@a Arlth @%@am

KCRY.1.28 /10 &” RN
1.7

I County

Annex Point / Reference No | KCA 7.1.2.1.2 /04

DTs (days) 0.6 A 7(7%? | 31 0 9
!'wort case estimations reported 7, @@’ o KRN <\
NI s O & &

NS e S
Report: KCA7.1.2.1 2 (; ‘ -063778-01  ©
Title: Microbial an@n b?&loglca S51tioTfRH n and@énol %soil
Report No.: MO0-02-015%73 ~ (SN RN
Document No.: M-063778-01-1 & 9 ) ©© ©© A
Guideline(s): none *o @7 SN
Guideline deviation(s):  -- w \ . & % ©

. S
GLP/GEP: no@ @ Q N ©
° o @ @

The aerobic and anaq@bic %ﬂda n of enoRss d se@cted@ghlorophenols@gere investigated in a
clay loam soil with nQadderutr s 'l@e cla@am@l was@btm@d frogl\the surface 15 cm of an

uncultivated grasskyrd sitg in ounty, O 501 was p@sed through a 2 mm sieve

and stored at 4 ‘@for ng p&ﬁ tQ experlQ%ltatl Whm@l §emo§@l and allowed to equilibrate
t

at 23 °C. So s weye renggred @File b%auto@a imes at 121 °C for 20 minutes. The
pH of the non- steri@’soil s 7. %and ad a ImQI @ure@ntem lw/w) measured gravimetrically.
The pH o@&@e sterile so%was%@ anc@nms@re conten %@/0 (W/A0).

2- chlor%phenol (de @{)ed “as orthg-chl herf&L) was one he phenolic compounds tested in the
experiments. 2-c rophe%ol add b}@ soil@issolyed in aqueous ethanol solution (less than
10% of 95% ethamol), 10 @Vet \ﬁéﬂght)@yas tr{@@d to give an initial concentration of 100
ng/ml wet we@ht or, O 0 a/m] @Py w@t sof'Aerd®ic and anaerobic (using oxygen free N, gas)
flasks sealeﬁvlth seTuUMFPs \e m@ated@ 23 & with some flasks kept in the dark. Soils were
extracted gyth 95% e‘%anol @t n%@o of more than 80%. The representative UV
wavele s of the ceq oun@were used 1d@ﬁcatlon purposes.

" o > @ o .

Afteéx 1.5 days 2—cﬁorop§nol NAS rep@ted @\ave undergone 100% decomposition in aerobic non-
sterile soil. The@ﬁnimum tlHQ@f)OI' nf@re thal 70% degradation in aerobic non-sterile soil was stated to
be 0.5-1.0 daks. Infe agl@?

Shic &16 soi* 67% degradation of 2-chlorophenol was reported after
40 days. Agqdtro Non 1le s01l s d 78% degradation after 80 days whilst anaerobic sterile soil
showe $ @Tada af@’ 80 days. There was no significant difference in degradation of
2-chlo &cul&ted a@lcally and anaerobically in sterile soil in the dark and in the light.

Q@@’$

! Final @wdum to the Draft Assessment Report (DAR) - public version -
Initial risk assessment provided by the rapporteur Member State United Kingdom for the new active substance FLUOXASTROBIN as
referred to in Article 8(1) of Council Directive 91/414/EEC
Volume 3, Annex B, B.8, Addendum prepared by EFSA on 26 July, 2005
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2-chlorophenol was shown to be rapidly degraded by aerobic soil micro-organisms with no significant

lag phase. The apparent decrease in 2-chlorophenol in anaerobic conditions could not be attribug@to &
volatilisation or photolysis and could therefore result from autooxidation and or adsorption{o soi}§
organic matter. [The study noted that ortho-chlorophenyl and para-chloropheng@,were degragisd much

more rapidly by micro-organisms than meta-chlorophenyl. ] @@ & 'S
. SIS
The Rapporteur notes that the study although not standard was repo&% in reasopd®e degail a%{@
showed an acceptable level of recovery for 2-chlorophendl) @& @3\7\ \\ @@ @
§ LTTsE
SN v Q

. : . LN

An evaluation of this report was performed in the\Winal Adden@m tg the D@@ Agessme@%ep(@
(DAR)': Laboratory study. Aerobic degradatio 0 half lifes repo butR is st@ed thegt 70 ‘@%f
2-chlorophenol or more is degraded in a minimuth tim¢ of 01 d. T the @prst @e (1 & thig@@)uld
?\7 Lo @ AN

(o

@
@g\?\\\@}c&@ §%§\©& %, §
RS & 3 ¢ &

S N
®, N
Report: KCA 7.1.202005 ' ; 196@@40@00@@
Title: Effect ogghemigaPstru ¢ onfcroby CCO@pOSiﬁC@Of a@atic rbicides
Report No.: MO-ORIISER, ™ o v o g o
Document No.: M—O&?%Oe&l—l §) @§ Qy AN .9 &
Guideline(s): noép © S . § @ @so\’

Guideline deviation(s): > N N
GLP/GEP: ()é\,no @@ & ©§©©@ WO & (&% \Q
Y > @) S

The aerobic degr &on vamo§or 2Nic com%om@ inc @)@ ng 2-chlorgghenol was investigated for
soil incubated ir&n \ nutri@ dium. %Q\ﬁer s{%ﬂlisat@n the@st ¢ ﬁounds (at concentrations of
10 - 100 ppmyRere ed (g the tio&@[’us 4g aligapt of §shl sampled soil. The soils used to
investigate chloropf@nol ﬁegrac@tion ere loan¥ an silt loam. After regular
intervalw%%quots remgyed @%ask werg ce ge % remove soil particles and the
absorb;@&e of the soét’%on §gar to digtillegywater with @rrection for absorbance seen in the
soil/medium withgig, the, Yest cmpou§ Cgmple disa@earance (i.e. 75-90% decrease in
absorbance) of 2<gfil

01‘%5“ engpyvas seen aft@ 14 days inthe [l soil and after 47 days in the
e shov& t %egr@tion compounds with the halogen in the meta

- soil. [Tﬁ@ ex
position to thenﬁn xyl 0%96 (&@a d\1©0re sl@;vly than other positions for the halogen.]
A N Q

7

y&@ de
SRS @@ @

) o & @%F NN

An eval@ion of thigyeport Ras erforn&@ in Final Addendum to the Draft Assessment Report
(DARY": Laborato@tud o hgif life @ repisged. Complete disappearance (i.e. 75-90 % decrease)
was Seen after 14 d for il andsafte d in the - soil. This would correspond to DT50
between 4.37 d@nd 7.00 d f soi@qd between 14.69 d and 23 d for - soil (calculated
by EFSA). )

skskoskokok

! Final @dum to the Draft Assessment Report (DAR) - public version -
Initial risk assessment provided by the rapporteur Member State United Kingdom for the new active substance FLUOXASTROBIN as
referred to in Article 8(1) of Council Directive 91/414/EEC
Volume 3, Annex B, B.8, Addendum prepared by EFSA on 26 July, 2005
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Report: KCA 7.1.2.1.2/06 | . . 1957; M-064556-01-1
Title: Biodegradation of chlorinated phenols in subsurface soils @f
Report No.: MO-02-015854 o
Document No.: M-064556-01-1 @ @\ @
Guideline(s): none S &@ ©)
Guideline deviation(s):  -- o8 . <
GLP/GEP: no % § Q\ &
R N o\@ v
The biodegradation rates of 2-chlorophenol and oth C/%henolic c@)ounds Weginv 'gate@@n
subsurface saturated and unsaturated soils. Soil and gymdwater ples were @tain§fm itesé

near _, Pennsylvania and -, Vigginia. Soil {1y Pennsylv@’a waake

depth of approx. 4 m (unsaturated zone) and W@e lower part f aGfty s@ lagx, Soil m@e
Virginia site came from depths of 4.5 m (ufi€iturated) a 314&@5&& ated N rg]&@ so%

composed of alternating layers of sand and silty clai)wn@ depﬂ&,of 3d . wetg,all sifswn to
contain extensive microbial populations. Per@sylv rfac at @’as a@ ic @Hh high nitratg
levels, while the Virginia groundwater w chara%rlse(@y lov@)xy n an 1trate@vel p@%f
both groundwaters were near 4.6. Soil/gfound (ter m&%‘oco@s w %c

reat@l using about 10 @1 to
which sterile groundwater andaphe &c cfpou @as (j%ed @l/grogpdw ratl@’ 1). &Jueous
samples were removed from the mggydcosn "at s> 1me<‘§)1nts@ ter pling¥he microcosms
were vortex mixed and stored i Q‘t@he dar@f at aem, eratur f 10 unt@ he @xt safapling. The
biologically active mlcrocos %ere@maeﬁ% T @@ﬁrs @3 oéﬁcubaﬁon Control
microcosms using sterilised ere\used fo checkfhe leyet of @tlon of the @mp(@ads to the soil.

9

Samples were analysed b& gas- l@md §graphy with FID ?%m degBion limits ranged
from 0.01 - 0.05 mg/l. Bode datlon ates Rriedgyith ty e. No m,rptio f 2-chlorophenol to
soil was seen in the sfgsile s Soosms ad%@n of @ehloggphene| Tt the unsaturated soils
lead to half-lives ofgabout 9 — 1 vs % ordl@ to adationQraph $resented (least squares).

en sylvanP@msated @@11 %@ocosm whose groundwater
was initially agfobic nd corl%ml hlgh\mtrat Jevel. @ode tdatiqnewas lowest in the Virginia
saturated soi avu@ owe® micr@ial o ula tha@\/lra u&a‘[ulated soil) where an initial
concentratl%l of S@g/l %f 2- cbg)ro nol s red d to I€ss than 20 mg/l in 45 days. Increased
equlllbrlu@ concentratj 1d higher. radaf®n rates. The degradation of the

comp S appeared @ e ﬁ orde d%anaer ic, lowy tem]@ature conditions.

Title:

N
The paper conclu@d th % p ﬁ@l eg@bnm@con@nnatlons of up to 2000 mg/l were shown
to be blodegrade n 2 nth I es@ \ @ @j
@ \ \ ;
N § & 8 e
@ o
& <7 Q <
Repogt @ L1z S S S 200
N 3783-01 1R ‘
udy yQ!

he dggradatign of the herbicides 2,4-D and MCPA at different depths in
%%con mate@grlcu@ral soil

Report No.: § o 2- 01*5%:75@@

Document § XN NBb063783-01-1

Guidelin o Sone §

Guidelig®dev @n(s@ S

GL[§EP g

The deg@dation of 2,4-D and MCPA and their metabolites including 2-chlorophenol was investigated

in field=soil in an uncontaminated area of |} Spain. The soil was alkaline and clayey and
contained little organic matter. The properties of the soil at different depths were as shown below.
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depth (cm) clay (%) sand (%) silt (%) pH organic
matter [%] @Q S
0-10 47 33 20 8.08 0.9 . @§
10-20 60 13 27 8.14 N 1.0 D
20-30 57 13 30 815 I QQ
30-40 60 13 27 822 'O 12 oo
&) O & 2

A plot of 12 m* was treated with spray solutions of 2,4-I{{gnd MCPA ag\\the amine s&m Thessoil v@s
subjected to no agricultural practice. Samples over tilNg taken fr01fferent dgsdenateg® sanp)

areas were air-dried at room temperature for 24 hoursgground, sift (@0 2mm andsfgoze —20° I‘IQ&
to analysis. The soil temperature over the 50 day was 18 , with §@3 hpurs sul@ght

day with additional irrigation of the soil when 01l moistuge fell l&w 1% wHQ ot%Z D@
MCPA were added to the soil plot at approximadte 1y 8() m Con@uou@xtr@cﬁ@n pre—
concentration of phenols from the soil was erta thQQ%?of @W& as sh\}vn % ave a

LOD for 2-chlorophenol of 30 ng/kg and r%ecmo@SD é% 8‘VQ @

2-chlorophenol was identified as one@ 6 mg%boh@ durm% th@egr@&tlon @ 2,4
The rapporteur could not elucidate @Ts %{ the gra@ he abo]@@—c ophenol from
the paper however, it was clear tlat foll@yving “EQ,rman&n afteg Z da @op 1 lg‘é@s peaked
between 5 and 11 days and dropp‘@ bel@v the ggvel 0@6‘[60@1 afté®l's s in t@ surfage horizon of
soil (0 — 10 cm). @ % o ¢§ @ Q @ K

v
“& @
.9

@

and PA.

***@7 S °\ . @ 2

S
@
Report: SKCAT /08 ¥ 195@,\M 06@17 (&1 N
Title: @ P hmma ons SWthe @omp@tlon of or@;henols in soil
S o

Report No.: -02°84d 2?’0\y N
Document No. SM-063817-0] N O S NS

RS
Guideline(s): ©© N opé n O « %’ ©® ©§ @
Guideline d%latlon(s@ & % b\ 7] Ro
GLP/GER_ OIS @ O
F&E s
The degradation of’ghlorgphenolgwvas i@stl dred 1@@011 p%ﬁolatlon experiments. Chlorophenols in
tap water with oQdwithQut the dlt%&‘fb of IC%% sto€k mineral solutions were allowed to percolate
through columné®f s (1 —@mnsgixh/[os@xperl@ents used Rothamsted allotment soil (light
clay, pH 6.8).@hlo eno@oncg@ahol@ WQrc@stlma@jd using the method of Redman, Weith and
Brock: dilution with wat@C nd a wn @\cess & N/10 KBr-KbrOs mixture added. The mixture
was all@ to stand for 2 miite 1utkggjwas added and the liberated iodine was titrated
with N/ sodium thigs%lpha@solutlon u }é st@h as internal indicator.

D

2- cﬁk)rophenol (r%erre@o @ o- Ch@op 1) was percolated in a mineral solution through
Rothamstead sgils The ﬁrst fercolag@on sifawed a decline of 2-chlorophenol from 25 to 10 mg in
10 days. L@perce@ﬁo OW& faster Heclines. Degradation of 2-chlorophenol when percolated

through st sedt,gi?il VS about half, rate of that in un-sterilised soil. Addition of 0.1% sodium
azide did@@t al e rgly of d€pradation of 2-chlorophenol in the percolator system.

S
The &%po@ %&s@%tha&% details of the temperature in the percolator during the experiment are

( ; seseskoskok
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Report: KCA 7.1.2.1.2/0 . . 10:8; M-063808-01-1 @ S

Title: Toxicity and bioaccumulation of chlorophenols in earthworms in relation to o @§
bioavailability in soil > @

Report No.: Lit. 5358 QS & @

Document No.: M-063808-01-1 @ N

Guideline(s): - % § @ &

Guideline deviation(s):  -- @ R 2N o\@ é\,

GLP/GEP: no & o é\a S R 2

The paper investigated the acute toxicity of ﬁve@alorophenol&@ncluding 3éhloro@enol§ tw‘b%
earthworm species. The two sandy soils used %@ - KU (18)°5.6 & 1 N&KCl, 9% Q
2.4% clay and CEC of 10 meq/100 g and soil (pH.4.8, 11{@1 N KCY, 37% OMD1 .49 @I
and CEC 6.6 meq/100 g. Soils were collecte%from@% topd20 cmwf a r@ult fields, sie air
dried and stored till use. Chemicals were ®ixed #mo ousl@,%thr the@oﬂs (3- chl%)phenol

dissolved in water with addition of a few diQps o ano@The @mture cont t of tl@ soil as r d
to 16% w/w. Glass jars were incubated ‘Nhe “ﬁmu&\%mp@ture r th@wo &gemes 0 1 e.

23 and 15 °C. Soil samples were ac c Cr %%dext @éd fﬁ’l tolu@e Thg Stol en @ acted
with a K»COj solution. Chlorophen e etyted bﬁ@ddl tlc S§ etroleum
ether to this extract. The acetate Q btaine@werc analys y L &t apergives DTso
values for 3-chlorophenol in the@2 115@ 2.1 @ 6 dé at at 2 © 5. 4 s at 93 °C.

The Rapporteur notes, howtwer, hat D§ ValQes fo hlor(m%en(a&%lth@he halo©gen at different

positions on the ring canné be ex®apo ever, it has been siown 1Rta position (i.e. 3-
chlorophenol) is usuallyNmorgyresistan ad@ “the ottho p@smo 1.e. 2-chlorophenol)
therefore it would be%&xpec @chlor @Wo&k ho@nor@&rapidoQ adation than seen in

this experiment for @Q;hloro @ S o «
%@ & f@@ &

@Q @ ‘f& \ & o
S £
@’
Report: \@ W @92 M-065729-01-1
Title: &@ @ 9 oss gan chemicals il pyr co nd treatability studies
Report NO.: -012089 °N %
Document No.: M 65 1 Ie v C&
I @ \ @ >
Guideline(s): c%)ne @? R, o
Guideline devi on(s) <) > < >
a@ @ . @ @
GLP/GEP: @ n0© \

Various @amc chen@als @ sc@zne @det&mme their loss rates from an acidic soil and a
slightly basic soil i rob orgtory batc mf@ocosms The acid soil from Mississippi was a sandy
loan™soil (pH 4.8, mgq@OO @ /0 OC) whilst the slightly basic soil from Texas was a
san}y silt loam (pH7@’ CE@ @'g and 3.25% OC). Both soils had active microbial
populatlons ty al of agrlc ral \;\ 5. F wing collection soils were air-dried, sieved and stored at

4°C in the rk cof&rols @ere used therefore loss of the chemicals may be due to
blodegrad mlc tlon @droly51s and volatilisation although previous experience with
the soi %‘hdlc@ that @e rity of loss is due to biodegradation. The soil was maintained at a
moisteLe co@t of @gou‘[ 0% field capacity. The soils had not had previous exposure to industrial
che@ea@ast@ anck v\fi not receive any pre-treatment. Samples were incubated at 20 °C in the
ddrk. Exgeiction of phetdlic compounds was done with methylene chloride. Concentrated methylene
chlori@xtracts were analysed by capillary-column GC using method 8040 (US EPA, 1986). Pre-
screening determined acceptable levels for the addition of the chemicals whereby insignificant
inhibition of soil microorganisms would occur. 2-chlorophenol was added at 400 mg/kg soil to the
basic soil and at 300 mg/kg soil to the acid soil. Recovery efficiencies for 2-chlorophenol were 23% in
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the basic soil and 25% in the acid soil, reported concentrations therefore include a correction factor for
efficiency. The first order DTsy for 2-chlorophenol was calculated to be 7.2 days (1> = 0.95,&% &
confidence intervals 6.3 - 8.7) in acid soil and 1.7 days (r*= 0.98, 95% confidence intervals 1. 5079) i1@§
the basic soil. [Data in the paper indicated that the DTso for chlorophenols with@e chlorine s@i%&@j

in the meta-position (i.e. 3-chlorophenol) had greater half-lives than subsht&@m in the or&qo or para
positions. ] Q N
< < O
T ¢ RIS
R 9 @

Updated kinetic evaluations of the degradation bel’%@fours of ma@ de%g atlo&@ro cts n s@c?und@
aerobic conditions in the dark in the laboratory;ffave been rforme@ ccor@lg taFOCES kin

(2006) to derive kinetic parameters suitable for rnodelhng P se afid envitgpnmental rlésl&asse §§ent
A summary of the degradation rates of ﬂuo@robi@@nd é@ aj g@g egr@gﬁt n@)ducts in s%ml n the

laboratory is given at the end of section C%7 1.2.% @ Q %b @ @& @j @ o
\

W 6
New Kinetic evaluation submitted fo A nne)N Re
Justification for including this stu m tﬂg An%x ewa 0ssn of t@ study
is a kinetic evaluation of the aero 1@5011 m s

ies rob@ 2, 1@9 included
in the baseline dossier) and itQ ma%r de adati @ t H es- oro@ yl (M48)
(CA 7.1.2.1.2 also included inghe basgline dossier)

@1 Wa@OH@Cd &% o derive kinetic
parameters according to EF ?@Guldaﬁace 4 and IJS Gui
g

&
é @Q @ v @ "\@@ 9
> Ko < N
Report: &A A2.1.211 2045; M-53%472-

Title: Kineg evaluation of aerob boratQ,ry soilyegradation offluoxastrobin according to
§ FOCUS k lcs@g KinGi 2,157 (SR
Report No.: S EReIsOB2 <0 9 2 @
DocumentNo: & AMSMATIOLT o S Y O ©
uideline(s - , : ce umengyfor evaipiatin oratory and field dissipation
Guideli ()©© - EESA, 2083 G Dag Iab d field di
Stydies to obtain alu active substatices of plant protection products
X di btai 5@ I f ifosubsta fpl d
.9 %and tganstor ucts of‘these @gtive si@hstances in soil, European Food
QO @’ Safely° Authosity (EFSA) a, T&l, EESA Journal 2014;12(5):3662
AN - EQ S, .2006: Gc@éﬁlnce\ cumgﬁ’t on Estimating Persistence and Degradation
neticgcirom, rronfhgnta e Studfes on Pesticides in egistration. Report
> K Efwi I Eate Studivs on Pesticides in EU R R
@Q of th CU&}Vor @E}up on*Degragation Kinetics. EC Document Reference

Q ’Sangp71005820035y.2.0, Kite 2°<§
©@ ©© F US ericog ©c ance tor Estimating Persistence and Degradation
net rom @Vlmn@ntﬂ%&: Studies on Pesticides in EU Registration,
% Versiyr: 1.1 IVate: %ec% er 2014
@7 \@9— OE€D, 19957 Fin po wf the OECD workshop on selection of soils/sediments,
95.2 elgi ,¥8-20 January 1995
\y\’ y\ﬂ 4@’ CDX 02: deline for the testing of chemicals - Aerobic and anaerobic

ran @mat in sc& ECD 307, adopted 24th April 2002

Guideline dev1{@h(s) % @ 1catﬂ@

GLP/ GEP

Exec §§e S

The rpos@»f th@ t\%hs to estimate normalised (20 °C, pF2) degradation times (DTso) for use in
m ations of e ronmental exposure (modelhng endpoints) and to estimate trigger endpoints

(trlgg dpomts) for fluoxastrobin and its major degradation product HEC 5725-E-des-chlorophenyl
(M48-
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The present report comprises the evaluation of the data according to the most recent FOCUS Kinetics
report (FOCUS, 2014). Degradation parameters were fitted with the software KinGUI 2.1. §f
Four kinetic models, Single First-Order (SFO) and the bi-exponential models FOMC (First: rde§
Multi-Compartment model), DFOP (double first order parallel) and HS (Hockeygstick) are a ed.to
adequately describe the degradation of the applied substance in laboratory @ls (FOCUS, 014@

7o

EFSA, 2014). Q @
o O o 2
For HEC 5725-E-des-chlorophenyl (M48-E) the kinetic_&galuations aased on the@%il %}rada
of fluoxastrobin laboratory degradation studies (CA 7.1.X1. 1).
< Q @ @ y\ﬂ ©
In addition, the apparent dissipation of HEC57258F~des- chloro@n (M48)1 so{was e@?uate@%}
conservatively, starting from the observed maxn@l onwards J{ltll engyot the@ud %) @}
. @ O D LS @
e i &
The DTso values (trigger endpoints) for KEC de 2%’hlor@h %@’M4&bfran@ fro 11%45 i to

206 days,. The non-normalised modelhn%end@p@ats ra@ge frém 43.6 to day@l’ he
(20 °C, pF2) modelling endpoints ran i%ro 41.6 te_ I diys w1® gec@etrlmean 0 ays
The derived degradation rates are con pro&l@te ag*nput for mod§1°11n rpo@ The@§ are
summarised in Table 7.1.2.1.2- 4 an@ ble\ 1.2. 1@ 5. @ >

Table 7.1.2.1.2- 4: Trigger endpo@s of %EC S%S-E- -chlo&@hen@lﬂ@, lab@gra(é\ﬁon
Sdil . KY S

Q" Kinetic Of “SFO DTso
LS 4 e e | © days
«parent & metabolite

’r%&lab@% ™ DT%P §Q 53.5
ring 3sfabel & QDFOPY 206

O 2ol O o) < DEOP 49.0
O N ) “labed_ v 42 prop 427
$ & __gsﬁ:a% RS AP 457
g TS AHising 3 4gbel [0 SFO 101
& RN 206
ingle first ordeQ@DFQ%(@ouble first or@ﬁm pa%n@el N A
b il in in n onence, Wih i n %
) -so @;@%ﬂ%%e 0& c;\ ts&%@%(’) ea@x
@ oY
o X Y. & o©© 3
QOO O N O D
o K &2 @
<) S o L2
@7 °\@ Q @ @ N
NN ) 9
N SRS
¥ Q
..o Q
@ O é@ ~ @
S Q
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Table 7.1.2.1.2- 5: Modelling endpoints of HEC 5725-E-des-chlorophenyl (M48-E), lab degradation

©

Kinetic SFO DTs
type ¥ [days] metabelite @y
parent Ol non-norm. igrmp)
AXXa, ring 3-label B
FO]%C 484> | 80 |
(2001) M-091500-01-1 ~ 7 - 19 =
— Y TS
, ring 3-label V OP @@2 06 § %@
Q S
(2001) M-091507-01-1 N inc 2-label @ & FOMC @° 463 | .O4.1]
| NrEEeN) < FpMC o &M [T 399
- geomeany) o . 43.@6@ @R@é
AH, ring 3bel @ | s§“ Y 10n | %670
Geometric mean & O b o v § )62.1%
Maximum % N -~ @ = @ }@

a) SFO: Single first order, FOMC: First order thulti coﬁpartm DFO Poub]irst or@r mp el
b) normalised to 20°C and pF2 gﬂ @ & W @P N

¢) I soi! included in mean only OI@QWIth% geom@l @ @
Sy
@Q % 1. @’IE'@D%@@ © 9 é@@ N
Soil residue data from the a&ﬁlc(&oﬂ de@%datl n stud@j s of ﬂg@xas r@l 7.1.@.1) were used.
In these studies, the degradatiorOof ast :§Bin was studied m%ll AXXa (sandy
loam), soil SATL g%lt loam), s
aerobic conditions ip<the ing
moisture (40% M or 75 A> 0

© \
labo atorySat 20X conditions’waried in soil type, soil
k@and &ﬁlca@n ra@E@;OO 600 g as, /ha).

SO R, Q . @
The metabolite FEC 5-E- d%s -chiorophenyl (MQ? E) w§ fitt oge@g with the parent compound
to describe bg& te@ degfadatiofipathways. @fall &@for ion @ the kinetic analysis is given in
the corresp%ldlng c pter the@rent%ompd in ggttion 7.82.1.1.

AN
In add@ the appal@gl% dls%atlon fH GS72§ desschlorophenyl (M48-F) in soil was evaluated,
conservatively, st&@g fr@the @serve@max@\ﬂlﬁlm @Qwardsﬁt}ml end of the study.
PR
& %
@
§ @ S II\@RE{@LT&@N%)%CUSSION

The trig %ndpomts @d stacal @%‘Vél &g?s foC 5725-E-des-chlorophenyl (M48) are given in
Table 792.1.2- 6 summ ary of the of the trigger endpoints of HEC 5725-E-des-
chlorgphenyl (M4 n m®ble @% 2.5 9 in the Executive Summary.

The hon- normahsed modgllin dp01n and3tatistical parameters for HEC 5725-E-des-chlorophenyl

(M48-E) are giggh in ng\. 6. @e modelling DTso values were corrected to pF2 and an

ambient tem ature%? 20287 Caleylated cotrection factors for all trials are given in Table 7.1.2.1.1- 5
in the chapier @e nt t%)rnp ) d. A summary of the best fits non-normalised modelling
endpointgand @ corr@oon normahsed modelling endpoints are given in Table 7.1.2.1.2- 10 in
the E;ge;@tlve &mw%y
$ & &
¢ & =)

&
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Table 7.1.2.1.2- 6:  Estimated SFO degradation rates of HEC 5725-E-des-chlorophenyl (M48-E) for
trigger purpose, lab degradation, in pathway fit @f S

based on fluoxastrobin studies @
model for kmuas DegTso mas DToo t-test g of x> test fortuation fractlo@\%ls
parent I fra-mas &
[1/d] [days] [days] [Yo] . &S «fx\
@2001)  (M-091500-01-1, CA7 L210) o RN
> SN O
I A XX (ring 3-label) N N @ | @
DFOP 0.01295 53.5 1177 <o. 0? 3.1@ 0@926 NS S
T 200 M-091507-01-18A 7.1.2.1.1 ) > N
QN Q& o &© | @© @
B (ing 3-1abe)) > D9 Q S o
DFOP 0.003361 206.2 6851 V00166 > 1067 0:5710 . @ <
. v ST
B Ging 2-1abe)) N 9 %Q & -
DFOP 0.01416 48.95 1626 o 00155 Q@m > @’0.5 < £ o
B (ring 3-1abel) VN Ny @Q @j @
DFOP 0.016237 4269 SMALES <01 < 5 RN 075269, § +
Q@ S S N @9 & O
_ AlII (ring 3-label) Q SN, & < Qr § &
0.006892 100658 1 S <0000 N 5D 6 72w, +
v1sua1 acceptability: + good 0\<med@n @ @J &@ 9 © S
N @ S @ K o

&@& S &

9
Table 7.1.2.1.2-7: EstI@ed S]«% de@@rate&ﬂ HECS725 ﬁs-c‘l@rogyl (M48-E) for

mod rpose, lab n, i thway fit, (non-no lised)

@d O OX% Obln Studle @ \ @ K o\
mode or @ @egk®4s 70\9 \ Q@t €0 % €S @ Ormatloﬂ ractlon lsua

O
parent < N @ frxa-mas fit
O g1 & @ f& @ §%
(2601) M-091390-01- @A7@211
AXXa (riggf3-la & S & o
FOMC 001424 S48.00, ST <@&001 A 401 0.4539 +

m(z )1\@915 01-1, ©A 7.82.1.1
@J \& < Q@

B i 3l o@ Q . @

DFOP 90033 ©© 20@& Q\ @\ 0@@66 1.06 0.5210 +
g2- label) & > @%? @@ o\%
FOMC 0. 0145@% %% 25 @} . \@ <0.001 4.80 0.5603 +
ﬂ(ring 3-label) ~ @\ L S
FOMC 0@1"6857 41.12 Q@ Q& <0.001 6.20 0.5312 +
B v 0
S oo@@z s 1@% @ <0.001 5.73 0.5372 +
visual ae@atabﬂ@fﬁ ) 0 medium, - bad
S @ § " i&@
Q N

The ﬁent dissipation of HEC 5725-E-des-chlorophenyl (M48-E) in soil was evaluated,
conse ely, starting from the observed maximum onwards until end of the study.

Only in 2 soils, at least 4 data points have been available from the maximum onwards: _
AXXa, and | ring 3-1abel.
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The visual assessment, > test and t-test in both soils did result in an appropriate fit, assuming an SFO
decay. Based on the good visual assessment and the low number of data points, bi-phasic models@ave &
been considered not to lead to any improvement and where therefore not taken into account. o S

In general, it has to be noted that apparent dissipation half-lives of a @tabolite givd a VEBy
conservative description of its degradation behaviour and are mainly useful @ cases, where ho proper
degradation rates can be fitted in pathway fits. Results of the evaluation (%the apparen@ssip@m ofty
HEC 5725-E-des-chlorophenyl (M48-FE) are shown in Ta@ 7.1.2.1.2-8* N NS
Table 7.1.2.1.2- 8: Estimated SFO dissipation rates of HEC5725-E- ésde lorophen M48@ in bicq&©
lab studies from maximum onwards, for modelling or trigger purpose; not mgaisture @

normalised & @@ Q 6 % @}
My Kstow t-test isTso DisTon ' DisTh ~ CyPtest ™ visuatfit

ksigy @nitial %, initi lling N error
[1/d] 5 £ldays]” el &ys&@’ 141 @% <
2001 M;091500:01-1 CA7.1.250.1
A S @}og‘@@@@&%s@
000701 (Q <fo01 Sossed 385 | o889 <Y sam o+

(20 @9156%01-1,@1&733.1.1@“’ > @$ N
9

— & &
(ring 3-label) . Q

SFOt™  29.68 0008 Y <0001 6197 2090 | @197
visual acceptability: + good, o mediupdy>- bads® @ ‘o Q& ol 2 &
! best fit model for«t&ig er evaltation & Ro X
m best approach for modelliﬂ%bpurp%se o

% ¥
o .
SRS O an QONCI@JSI & &
@) @\ A N AN & Y %,
The DegTso &ues @gge@ndpo@ts) @@IE@;WZS- -ch@?ph@yl (M48-E) range from 45.7 to
Y .
206 days,. 2 %@’@ % @\ @ @ é&w
S O & & & N |
The nohe ormalised f@odellil endpdints ge fom 436 to, 206 days. The normalised (20 °C, pF2)
modelling endpoin@\ang&*fron‘@lbotéﬂ“ @s with a geér\netric mean of 62.1 days. The derived
degradation rate%% co&idereggzpprgp}iate a&input ®r m@qelling purposes.
Q N N

@

Y
Uy

@

o O F.O S o ®

S AR
@’ 2 Q &@ N
S A o O
G @ © 9
& O § S @
2 Q
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New kinetic evaluation submitted for Annex I Renewal
Justification for including this study in the Annex I Renewal Dossier: The objective of this g8idy &
is a kinetic evaluation of the aerobic soil metabolism study of HEC 5725-carboxylic acid (M- (CA§

7.1.2.1.2, included in the baseline dossier. The evaluation was conducted to dérjve kinetic p eters
according to EFSA Guidance 2014 and FOCUS Guidance 2014. @JQ & 'S
S
ST
Report: kcA 7.1.2.1.2/12 R ; 2015; M- 5@@69 01-1 %\ \\
Title: Kinetic evaluation of aerobic laboratpry 5011 degra \f on of HEC r25 - ca@xyh(‘%d <
according to FOCUS kinetics ung KinGui2.1 © N L @
Report No.: EnSa-15-0328 @ S @ N @© @Q}
Document No.: M-534569-01-1 Q & N
Guideline(s): - EFSA, 2014: Guidance [@ ment for e atna%@bor ory a gld %g@pat]%&@
studies to obtain Degk50 valugs,of ac subs@nces lan tecﬁQn produgts

and transformation pfQducts @thes x‘&etwe sta 1n s@ily Eur pean F%d Safety
Authority (EFSA),Parma, ly, E&A Jou@lal 20T#,12(3):3662 © @ N
- FOCUS, 2006: GyjdancsDocuitrent on stlmatiﬁg Per@ nce and Degradati @

Kinetics from Epviro %ntal \e Studics o Sthld% in E egl1 tion. ort
K g istrg Q
ce

of the FOC or&Group $a Degy atlo 1net1@ EC efer
Sanco/10038)2003;'y.2.0 June 200¢ SR ©
- TUN " .
- FOCUS@P14: Generic guidansg for Esfijiatin Q egradation
Kinetigs fro 1ro%ztal e Stpchps onPesticidss i e%iitration,
Ver& 1.k Date: 18 ecefiber 2@l @Q % o
Guideline deviation(s): none‘”\a & & ©
GLP/GEP: S S o © ISR <2
Justification: N@w data / gulde@le re§ : QD v $ K
Kinetiganalysis of theélegradafion g)f@ajor Wegradation pgo@t HEC 5725-
@ carb@lhc@d for@gger mo elting p@ose© &\
@
S o N SET R
Executive Slw ar @ @ o % > §
@ K 9 & @

A kinetic 4palysis of s re51 1&%7 da om®e aerdBic s deg@aﬁon study M-033798-01-1 was
perfor accordmg t cs (2006) erlv%@lalf- es (DTso) for HEC 5725-carboxylic
tlo

acid (M¥0), a degs d ct of xasg in, w which: %@re suitable for model simulations of
environmental ex@re ('ﬁaodel}@rg end R 1nt @estlm%e trigger endpoints (trigger endpoints).
The kinetic evalagtion s @rm ith«the software KanGUI 2. In this evaluation, the initial soil
concentration Qyas fﬁtt@@toge@er V\@q the&gra ion rate, based on the IRLS error model
(Iteratively t&veighfed 16%@squ r@ A @\ S

3 SR
Single order was Ghe m@$appl@)rla@kme¢£&nodel for modelling and trigger purpose for the

degradzﬁf@i of HE@@US %ﬂbm%}c ac (M4Q@in soils AIll and _
ma and doubfe firsCorderin par&llel/hpgkey-stick for soil AXXa under aerobic

conditions in th@dark in the 1& ra%@ at 2 °C and 50% of the maximum water holding capacity.

S
The DTso @ues*@ﬁgg endpg\\fﬁts @r HEC 5725-carboxylic acid (M40) range from 10.9 to
21.9 day & he @ -n ahs@’mode ng endpoints range from 10.9 to 28.6 days. The normalised
(20°C, & ell c@f{s range from 10.9 to 26.7 days with a geometric mean of 17.0 days.
The &&qved @grad@ n r&zt\\g are considered appropriate as input for modelling purposes.

& &

&
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Table 7.1.2.1.2- 9: Trigger endpoints of HEC 5725-carboxylic acid (M40), lab degradation

Study Soil Kinetic DTso @4 @©
Type [day,g\ >
. 1 5§ o7 o
(2002) M-033798-01-1 [ PNed P 19 @
A\SFO oo, 9@ &
an a% ’ o\ g
Maximum S @ Cs @.9 @ &@
a) SFO: Single first order, DFOP: Double first order in parallel R @
SN S X QQ c&©
@ < O &
Table 7.1.2.1.2- 10: Modelling endpoints of HEC %@arboxyhc aci ]‘6@) lab@egra@tmn @}
R (f@ .
N & N %km @6 %ﬁ":o R,
TN @% yRey? @ ays
SRS nonéorm rmg "
'~ N FO O | . 21.66 §Q)
(2002) o . &6 }@slovg;ﬁhase < 2864 %7
- -01- N
M-033798-01-1 s L ool BTE
Geometric mean S D S YN w110
Ve o & § 0 ¢ &~
T

P
a) SFO: Single first order, HS: H(%@r-stiylgo\a K N @\J &
b) normalised to 20 °C and pF2 %, v A @)Q

o@é@

N .
adatl@stud%\}\/l -038798-04-1 wete used. In this study, the
(M4 ) a adat@n product of fluoxastrobin, was studied

Soil residue data fro@’he a@bi§

degradation of H 725carbo

in soil gsm Joam), sl (saggly loam) and soil [ i
under aerobic @ndit in 616 darkNn th bor% ry fg 62 d§ at 20¥C and 50% of the maximum
water holding apa@$ @ S) @

)

The degeadation kine g%%s @etm@led accor(& to @C\J@kmetlcs (2006) using the software
fer S

KinG with fou tic mo ~\ S: first’ord FO), first order multi compartment

(FOMOQO), hockey@ (d&lbl t oxds & se ntla S) and double first order in parallel (DFOP).
Model input dat@@ets e th 51d arn und it@ch replicate test system at each sampling

interval. 73

@ \ \ >
Calculatlchof DTso / D"@o Vat@s 1f hﬁ@ 1s déBined as the time taken for 50% of substance to
disappe 1551pate frofpa c %artt f Wiy %ngle first-order kinetics, whereas DTso and DToo
values are not strlct onn ted tona firs ‘&rder E@etlcs In this report half-lives, DTso and DTy values
are {%ulated fronitthe a prag ratnsta@ as DTso = In(2)/k and DTy = In(10)/k, respectively.

Normalisatiorn ’f ﬁtte¢ DT aluod@mg endpoints): Conditions like temperature and moisture
are assume@o k@ ste in te lalgratory, but they can differ from the so called “standard”
conditionsias theylare re@ired for DTSValues as input parameter in models. Therefore, the modelling
DTso valtiés wete corrected t®pF2 and an ambient temperature of 20°C. According to EFSA (2008),
Quo w&&set t£8 @ Tr@s set to 20°C.

& & T
&




B . Page 55 of 146
sayer) Bayer CropScience 2016-03-10
R

Document MCA: Section 7 Fate and behaviour in the environment
Fluoxastrobin

II. RESULTS

D

Single first order was the most appropriate kinetic model for modelling and trigger purpose §ih N

degradation of HEC 5725-carboxylic acid (M40) in soils _ A@J and
4a. For the degradation of HEC 5725-carboxylic acid (M40) in

double first order in parallel and hockey-stick were the most appropriate %netlc model m@@llmg@

d tri tivel
and trigger purpose, respectively. < {w \\ @ o

The trigger endpoints and statistical parameters for HED 5725- cayhc acid @40) @ @mé
Table 7.1.2.1.2- 11. A summary of the best fits of thgstrigger end s of HEC§725 c@bo@c&k
(M40) is given in Table 7.1.2.1.2- 9 in the Executiy@\Summary.

The non-normalised modelling endpoints and istical pam@eters&r H& carb@cyhc @md

(M40) are given in Table 7.1.2.1.2- 12. The, modell @mh@% A4 @’corr FZ@ an
ambient temperature of 20 °C. Calcula cofecti S all 1als are ven in
Table 7.1.2.1.2- 11. A summary of thegybest c@ no@-nor 1sed d %ng e@pom %nd %e
corresponding normalised modelling eﬁd 1&§%are@ven i, Tabl‘%7 1. 2@ 0 in th 1ve
Summary. Q@ > \& w> @
w\ﬁ <
Ve 9 > & 9 9 O
o & TS S U
v & 0 &
N © N @ S 2
NI VPR
S @ o >
@ O : N )
S o & §© < O S O

S N @
@©©©© &K@j %&@ § ~
RN & O @
“ 2 A O © ~
S > & & o & "
A @"\@& @%\© %\@
SIS
) %@%& &
Q’ S AN SEEEN
@ 9O g © o .0 %
Q ©@©\\Q\@\®
5 § N E e
2 @"@o%
& Q Q\ O Q
= NS & &
S @ﬂ&@\ O
@%
@\%%é@j@@Q
S Q
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Table 7.1.2.1.2- 11:  Trigger endpoints and statistical parameters of HEC 5725-carboxylic acid (M40),

lab degradation ¢
best fits highlighted in bold letters o\@ @@6
Kinetic model ® Fitted 2 error t-test Visual § DTso @90 ¢
parameters [%] Kslow fit S| [days] &[dayﬁb
2002) (CA7.12.12
I 2002) ) - ST C
I A1 O & @;?\ Q\ &
SFO Mo: 104.2 4.306 <0.001 f + %66 @D .94 | &
k: 0.03201 IS Q S SRS
FOMC Mo: 104.2 4, <o.0@ 472166 @95 @Q}
a: 8031 & o @ 9 \é L o)
B: 2509 @ . Q>
DFOP Mo: 104.2 4.9@@ ~90.00,f vy | Q21.66 [ 7194
ki:0.03202 G S S NG
I %, @) o S S) o
k0032018 | @& P KR o © & ¢
g0000s " IS N S © S
HS Mo: 10&;2 ‘& 4.%@ \&o.oo @> @Q\zm@\a @4
ki 0¥ 15 ¥ &7 @9 }Q q &)
k2 Q03201 | *~ S S @Q S )
{5 0.001 @@ @ s Slolo
@ N @
T
SFO o k&o & @.19:@ ;o. UNS é &7\7@.46 81.24
FOMC 6,16 <0485 | “v- 21.08 122.1
é\’ @@ 622 é) @;© é d &\@
& 7 VOl e
DFOP S O 3.920) @@90.00@% @ 2191 | 89.38
D &kl 55206\ O Y §@ N
D 23 SN«
N RN &01565% 9 SO G
HS \“@ %, %m@ @ 3.2487 @@ o.@ + 22.14 88.63
&@ @© §kkl 0.024 ©© ~ ©
Q, @ ?, Q\
S 1 S
O JQ @»ﬁz&;ﬂ\ @i WQ 0.001
SFO & My 2. <0. + 10.91 36.24
S @oosw L2 ¢
FOMCgQy? 2 ©>MO @ar.2 @ 2842 <0.001 + 10.91 36.24
= g 116260, | <@
S 55000 I
DEOP | Mo 1122 g 3.031 0.5 + 1091 | 36.24
@° S‘i’q 0@354Q
S é Zﬁﬂ 600000
ISR 00060
HS & © Wo 1158 1.483 <0.001 + 11.27 34.06
Q@ @Q © &1:0.06150
%, @ @ k: 0.1025
& tb: 28.97

ockey-stick

@mgle first ord§t§ OMC:

sual fit: + = good, o = moderate, - = poor

First order multi compartment, DFOP: Double first order in parallel,
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Table 7.1.2.1.2- 12: Modelling endpoints and statistical parameters of HEC 5725-carboxylic acid (M40),
lab degradation (non-normalised) @

best fits highlighted in bold letters . @@
Kinetic model ® Fitted parameters | 2 error t-test Visual fit » DY )
[%] Kuon ~ {days}<
TG ca71212) S ©
SFO A Mo: 104.2 4306 ¢ 0001@§9ﬁ) e \021(?56@ @
0. . . V <0. + @ @ .
k: 0.03201 R @ SR
FOMC Mo: 104.2 4.593 <0.Q6‘?Q ® § 21@3%\ k .
o 8031 S\ R gl & & 9 8
B: 2509 - S x@ @Q ©© % B%@
DFOP Mo: 104.2 4961, 0. T 2163
ki: 0.03202 @% § i&, ~ @§
ka: 0.03201 S S Q@ O & 2 <
¢:0.000,> |- S & @g»
HS Mo 10427 N 749 2 0.0 21
ki: 00%?5 N %@ S O ©> § ¢ O
ke 0@201 5% | L © § NS 5 RS %
thi 500010 | S y OO O s
(83 N QO )
I @@o@@w@ﬁ%& @Ug&
Mo:90.8 97 <@001 o] 2446
J > k§0283i§ EN & 8% 2l o .
FOMC @ 193 6.167 _<0. N 36.76
S sated o & Sl S
e | oot
DFOP 6.0 3.92 <0.00 T 29.06
&6 %5%@6 & g & Jo
&7 A| k0023 O @ %45
S & g gQ%%zzq\@ﬂ Eon @(@ -
HS o Mided 3.24 0.00 ¥ 28.64
9 %, ‘2{} 00 (> v @ é’}]
< © 2! SIS
A L@ @tb?yOOOI@% RN RS
O
SN
SFO 2) .2 v 2.689 <0.001 + 10.91
& R @k o 54(\ @é S
FOMC < 2.8 <0.001 T 10.92
3 i >
JQ(@, % [\% 25 @% )
DFOP 'S L 112. 2 031 0.5 T 10.91 ¢
N R 063 @ fs
h o Ski~0S g
&@ﬁ 4 g 1\{1@)00 @
HS 5 N11.8 1.483 <0.001 ¥ 6.76
& ws% @ééy . 0.06
SN :0.10
2 & © O tb: 28.97

SFO: Single f orde@M%ﬁmt order multi compartment, DFOP: Double first order in parallel,

ckey @jck

$D lling: F@MC &50 recale = DTo0, Fomc / 3.32;
or HS: DTso of slow phase

~ netdignificantly different from 0, t-test > 5 %

b) Visual fit: + = good, o = moderate, - = poor

¢) DTso mod based on Ksust, as gast is 1
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Table 7.1.2.1.2- 13:  Calculated correction factors for temperature and moisture normalisation for @ @b

trials N N g
Soil Temperature Moisture Correctlo{\fflcm@@
Study exp. MWHC| exp. study |at FC / pF 2%0]
[°C] g/100g ds |g/100g ds g/100gds | (moist. +<§1p @Tso) 2
2002) (CA7.12.12) © & D L @
J Al 20 36.4 ¥8.2 Q6 @ ORI X S
20 3442 |~ 1721 <19 QY 69331 ©
63.1 =\ 31.55 Q SIS M T
20 o 2% X O I @}
a) estimations for classified soils taken from FOCUS, report (F%@US @5) ﬁ%a\capa&@deﬁn@% be w%fer CQ&E&T[ at
pF 2 (10 kPa) Q @ 2 S

%@@@’@’&

% <o
2 CONCLUST S ©@@§
g{’CL\ 1\@ % O &

The DTso values (trigger endpom for(EiH}E %& c@oxylal% amd@/MO@ang rorn .91 to

21.91 days.

The non-normalised modelling eﬁ%om@ rang@jrom @ 91 @8 64@&ys é% no@%hsee&ﬂ)oc pF2)
modelling endpoints range fr@n 10:91 to 36.72 days with a metrfe” meaty’ of d7.01 days. The
derived degradation rates ar@é%nmde%d agxoprlate as 1nf§ut foi@lodel@qg pu@rposes O

& S @
% @ NI @ N L9
S @9 § $ @xj

CA7.1.2.1.3 Ana@oblc@gra@wn Q th@@ctlv&subs@lce% §\@

Due to the propos@us attem§ ﬂu@strob% @ phed @ cereals, an anaerobic soil
degradation st% r& co&%dere&gfo K\equl T fore@ stadres on the route and rate of
degradation uo %rob und@ anagt ‘tobicsconditins wéte submitted for the Annex I
inclusion. H everyan «@aeroblc soﬂ%’net@alf@hsm@nd d€gradatin study of fluoxastrobin was
performed éa 2014 and is subn&%ed t@ supl@me@ry d@ler for the fluoxastrobin renewal

approv/@w—486558 8@@ c§/ 1.1 ©© § ©§
New study submi ﬁ for%r:@ Reng Qval
tu

Justification focinclu in th nn I Re al Dossier: This study was conducted to
cover metabo]@m gragdation @Htluo trob n sofpinder anaerobic conditions. A full study

summary is ifzludedin %@on k7 1.1 &2

Execut@Summary 9 @ %
The degradation dat%@as re rted this dy w%% kinetically evaluated. The experimental data could
be «@1’1 described by a % or@r (SEQ ’ kinetic model. The half-life of fluoxastrobin under
anaerobic cond@Qns wa 95 s %@he inyestigated soil.
&
@ \% L ® MAZERIALS AND METHODS
& éﬁ ©© v Q

Detailth §ady conduct@nd its results are summarized under (CA 7.1.1.2). Nonlinear regression
analy, Was e the kinetic parameters (KinGUI 2), and linear regression analysis was

%( gf‘hme @e ra act1V1ty detector response.

the tion of the data three different kinetic models (Slngle First Order Model (SFO), First

Order § 1ti Compartment Model) FOMC) and Double First Order in Parallel Model (DFOP)) were
tested in order to determine the best-fit kinetic model. The best-fit kinetic model was selected on the
basis of the chi® scaled-error criterion and on the basis of a visual assessment of the goodness of the
fits. DTso and DTy values were calculated from the resulting kinetic parameters.
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II. RESULTS AND DISCUSSION .
The SFO, FOMC and DFOP models were used to fit the observed degradation of ﬂuoxastrobr&@h@@j
anaerobic soil metabolism study. @
The degradation of fluoxastrobin followed single first order (SFO) kinetics %?ed on chi? eﬁror V@
and visual assessments of fits.
The chi? scaled-error statistic for the SFO model was 2.6%, with calcu]%t%l DTso and @Tgo v@? es F@
195 and 649 days, respectively. The chi? scaled-error stéfistic for the ROMC modez.g}las Qg%%, ~"
calculated DTso and DTy values of 196 and 649 days, pectively.@ chi? scaléﬁe atls&g
the DFOP model was 2.9%, with calculated DTsp and DTq valu 61195 and 6 day§ %@Vely&
The SFO, FOMC and DFOP kinetic end-points are@umarlzed méabl%l 1.2.%3- 1 <)

&
Table 7.1.2.1.3- 1: Summary of the klnetlc% luatl@l (for@igge ues&@brd@ to FQ%US)%I the

degradation of fluoxastfdbin u@der rob ondifions
Soil Kinetic mso ““DTe F Chi? errord \Vlsua@ )
(Texture (USDA)) Maodel*N }day%\ [da & [Yel- O ,ﬁ&sses%ent“) 3§
| 4a [ABFO: 649 @U w6 @ & O
(silt loam) proye |- N(S 649 P 2T I @‘ﬁ
DFOP 1 195%] 6490 | ©79 &

a) SFO: Single first order, FOMy: Flrst@jr(dier mdH con}@ment@ﬁOP@wuble fiost ord§x pag&lel

b) Best fits highlighted in bol¥etters,
¢) Visual Assessment: + = é%od oc&moder@ §>r Qy & \ &) %
9

O
& @@ D 1. Qo@wsﬁNs(@ c& o

Fluoxastrobin is ﬁde@ely Q’ade@ in @11 urf@r n;}t' blC&COH @@)ns following an aerobic

incubation phae. Foxmatiors of (significant a@%unts f \@’ extgactable residues indicates a
participation @ﬂu astroby in the naturdl ¢ le o£S0il. herefore, fluoxastrobin and its
degradatlol%)roduc@’are not exp@ﬁted t%have%&pote for accumm]ation in the environment.

@
N &Y N\
& ¢ @ S § N O
CA7.1.214 A ob‘fe de dat&g of@etal@lte% ﬁeakdown and reaction products
2 % N - @ N

New study 1tt§@for AnnexJd %en%@l 8 v

Justification for includiig i@tudy inthe %ﬁ@\nex@{enewal Dossier: This study was conducted to
cover m@hsm and %:gr adatipn Of@%ox% bin:ip soil under anaerobic conditions.
N

A fukgsummary 1S ﬁudeé%p See@)n C@% 1@2%-486558 01-1.

The route and gate of degrad@tlon [m Xylmmotolyl—rlng—UL C]fluoxastrobin was studied in
one soil un anae@ﬁic ditiaps. Two egradation products were identified with the following
maximum &gcurrgnees: HEC 5&25 dlorophenyl with 13.6% AR and HEC 5725-carboxylic acid

with 16. %AR@Q © @

No 1{1381‘m e d&gradatlon rate of both metabolites in anaerobic soil was evaluated. A
at @@ defa 1t e@nate for the half-life of HEC 5725-E-des-chlorophenyl and HEC 5725-
carbox§ acid under anaerobic conditions in soil can be assumed to be 1000 days.

@
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CA 7.1.2.2 Field studies 5

The dissipation and degradation of fluoxastrobin under field conditions were studied at eight s@ s ings
Germany, United Kingdom, France, Spain and Italy using unlabelled fluoxastrobin formudgted s’
EC 100. Half of the trials were conducted without vegetation, while the ot}§alf of the t¥als s weig
cropped with spring barley in the first and grass in the second year!@The trial locatioQ re
characterised by different soil types and climates. &% § @§ %@)
o e
The kinetic models and DTso values used for model@ purpose &rmalised @20 2 \nd ﬁ7§d @

capacity) and best-fit evaluation are summarized at th&end of sectiogy®A 7.1.2. %@ > é\’ é
@ $ @ Q S &
CA 7.1.2.2.1 Soil dissipation studies Q,;@ \ @@ @ @}

\ <
The dissipation and degradation of fluoxastréhin in §@1°1 unc@* fie &condx@on @ eva:luate(f%urmg
the Annex I inclusion using unlabelled ﬂuox@tro%l@f ted @p EC@ n@We e@cceps%i by th@

European Commission (SANCO/3921/07€§51a1 2@12) TRe foll@nn%stud iginclu @? ba
dossier: & \ \ L
L > u\@ < W\?\ f,@Q éﬂ Q
Annex Point / Reference No A@ﬁor @ Q @7 gYeag@ Q%ﬁme@No
KCA 7.1.2.2.1 @ &2 206D @1356% 01-1
@f S < wj

A soil dissipation study was @@ducf&d A %mt sun@ﬁaryﬁ@the @d st@)dy is g@en b@w

\ %@
Report: I%CA 7 2 2. 1/01 5200 @4 g% OF&L
Title: &Dlss 10n EC 5725 (1 C)ﬂgsoﬂ r ﬁ@@ cond&%s (France, Germany,
Great
Report No.: @ 2047 @
Document No.: @Q -136 % 01]- 1 @ @ <
Guideline(s): ©© @6 @1]11%51 1r§<@e QSQ%EC @M JL§995 ci%endmg Council Directive
3 14/EE o @
X 9 - ECP @1dan§§$Dog®m onf®ield @11 Dm@atlon Studies, D/97/NM/2047 of
@\ <) “NMAu 199 ISHIA ST
A @- SERC-Europe: ‘edyr@ for Alwessis @16 Environmental Fate and Ecotoxicity
O a Pestiglies, M@h 1993SETAC guidelities (1995)
Guideline dev1at10%§ @ %\ @ o @
GLP/GEP: Q%s NI S~
@ O @ @ @ o @
Soil d1$$1p§%n stu%Jles xas&%l n (@%C @@5 100 EC formulation) were carried out to
X stro@g in soil under field conditions. Eight trials were

investigaggthe dissipation be our
located @y typical a %lturaﬂQre ions of fortheedy Europe (Germany, Great Britain and France) and
southgrn Europe (@nce Itakyy. Ha@gyof thg trials were conducted without vegetation, while the
oth&s half of the trials cropped with spgje barley in the first and grass in the second years. The
trial locations vggre characterise b@@ffer soil types and climates.

Weather da@vele &“m'g al plotShad no history of strobilurin pesticide use.

A single@r @’wat @,J@ of @oxastrﬁin (as HEC 5725 100 EC formulation) was carried out to bare
soil. In\re cas®of thg cro trials, the application was done immediately after sowing of the spring
barley, App@tlon@ ajl&are outlined in Table 7.1.2.2.1- 1. As applications were to bare soil, this
regidente@n 2- to —fo@verdose in terms of soil exposure as compared to practical conditions when
folidr i eption will occur. Therefore the trial design represented a worst case scenario.

Soil samples were taken as summarized in Table 7.1.2.2.1- 1. Samples were frozen and stored for up
to 27 months before analysis. A freezer stability report demonstrating stability of residues in soil after
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14 months of storage was submitted (CA 7.1.2.2.2Error! Reference source not found.). Soil samples
were analysed for the FE- and Z-isomer of fluoxastrobin (HEC5725) and its meta Qes S
HEC 5725-carboxylic acid (M40) and HEC 5725-E-des-chlorophenyl (M48-E) according to «qcth
00611 by - (2001, see MCA Section 4). Soil metabolism studies showdyl that the Z-gspner of
the metabolite HEC 5725-des-chlorophenyl (M48) was only seen in very s amounts. H&weve@ S
the E/Z ratio of HEC5725 carboxylic acid reference substance changes dyring the extraQson gdcess
recovery rates and concentrations of both isomers were calculated as the ¥um of botl@somé@ S@i@
samples were extracted with a mixture of acetonitrile/ {er. Identrﬁ@ﬁon and qu 1ﬁc&§&1 ofél} @
active substance and the metabolites were done by HPLY MS/MS d@ection. Statigical iR¥erpr 1on &
and graphical representation of the degradation behdviour of bo @uoxastrob@rsom@
according to simple first order kinetics using the pr%ram packag@dod%l\/[ak é © &
@ © @
The mean recoveries of the method, whic were deter@d t\fortlf@tron&vels%f 5 % to
200 pg/kg, were 101% for fluoxastrobin- ome@(?RSB\? 7.1 9 @/0 EC 5}25— -Isomer
(RSD = 8.4%), 88.6% for HEC 5725-carbagylic @d (Mgh (R %) an 10 §C 575-
E-des-chlorophenyl (M48-E) (RSD= 4.6%). The¢ limitof q@ntrﬁcgﬁon ( Q) was 5 i wPall
analytes. The limit of detection (LO@Z}WaS\}’ated@) be & ng/key SYor a°He com und asen an
application rate of 200 g a.s./ha, whic®is 13%1g a s@(so yer @ crn) il d 1ty 1. g/cm ),

the LOD for the metabolites is algut 1.3%s of the app*l%d amoun trob n LOQ is
about 4% of the applied amount‘&f ﬂ@astr@m TRy me roc@mr er@ durmg analysis of
samples, which were determingd at 5%and 509/ kg-Were % ﬂuo tro sqmer, 101% for
HEC 5725-Z-Isomer, 95.2%] % HEE 57&6§cart£xyllc ackd (@ an 98. 9@% for @c 5725-E-des-

chlorophenyl (M48-E). @ @
o S FE T IS

Residues of the paren Were %d o@y in t® gﬁcm s§ layig in sarnples (@ected up to 745 days
0

after application. @dues@ff 5T2g7E/Z- xx(Je acchM4é§werK}0t detected in any soil
layer (<2 pg/kg). C SQZS—E -&p-chiQophen E) @ns f he 0 — 10 cm soil layer in
samples collect 804 %after%pl\klon ‘m mpl@ R8 (' 04 day 204; R812439, day

13; R812447 @y the etab e W@als und the 7202%m soil layer below the LOQ.
Maximum restduegp{up ¢Q 8 7%pg/k y sgﬁl) C@ared@fter @ — 258 days and dissipated to
<2 ug/kg fer 199 — 6Lidaysv\9 %

S & & & Q@Q%\@

$os T S
5 & & & .~ &
IS > & O
@ N .C & O @
S ARSI N
= § g 2L
N N\
Q N S0
. S S
S @7@\ O
@%
&%%é@é\Q
§§©%©@
> O o
s &
&K’@@%
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Table 7.1.2.2.1- 1: Summary of soil dissipation of fluoxastrobin in 8 field trials

Trial Location/soil Application [No cores per [DAA Residue fluoxastrobin Residue HEC5725-E- Commel@/ Qé
No. properties/plot dates sample core |(days) (total E/Z isomer) (mg/kg) [des-chlorophenyl N gj
size/bare or @/depth (cm) 0-10 cm depth. Levels of |(M48) (ntg(kg) @
cropped Z isomer above LOQ 0-10 cn@th @ @
shown in brackets > S @
R812390 , Germany (8 May 1998 [10 control 0 0.138 n.d, e meplslite
samples 12 0.0589 nd% @ﬁE(‘iﬁE/Z 2
Silt loam 20 treated 28 0.0503 R ° [fcarbgxylic aci
IpH 6.25 samples 55 0.017 @ @éKL()Q R %was @
OC 0.97% 89 0.0128 Q ).00754 @Q @cted %, &
CEC 15 meq At day 0 — 140 < LOQ Q™ [FLOQ % @ @)
Ba/100g dry soil 5/10cm 194 0&34 N 0.00663 @ @ @
MC 37.5 g/100g dry D58 %1 23 Q @%0()875 & g & K@
o1l Other 375 iR LOQ
sampling dates {479 @n.d. @ c\@< LC Q \© @ @@
Plot 225m> 61 n.de_ o N v, g b o R,
4.8-5/50 cm. 73% r& 7, & 15%7 @
Soil left bare. 9 < 5 > (o & % o
m_, 28 April 10 control %, S [0.16 n.d. e met; ltL
UK 1998 samples N 140\\ 0. @ 6 &ﬁ n.‘d\© éﬁ %IIECé@ /Z
R0 trea X RSN carbofllic acid
Sandy clay loam samp, @ % Q‘%%?&Q 5% Z \:QOQ @ @y@ (M40) was not
©H 7.56 °\ 0.087 1.26%Z) ).008 etected.
E)C1.34"u A &yof 135 870/ %% @<L @Q ° &”
CEC 24 meq 1>/10cm 9 20@@@ @ - Q
Ba/100g dry soil @ 5 R 273 52 Q n.d- @ K
MC 41.7 g/100g dry §Othu S $6 0:0312 & @~ gy O
soil sa&g&lmg dag@86 & 0.013@7 S ~ e, &
% ~ 583, o102 KL g %@
Plot 310 m> N 4.8- 5/50@@. 74§ (@@705 Q° Ko ad RS
~
ol fo h N 9 o » K . ©
Soil left bare. A R b ((\ AN
m_ 19 May 1@1&01 @) @ () Ohd SN The metabolite
France (North) @ 1908, . Kyples K 15 . HEC5725-E/Z
@ O ) treate%io\y N 0 79 (lg@) Z) Q carboxylic acid
Silt loam ©© § &samp&@ % 0696 (1% 7 LT0Q (M40) was not
pH 7.18 @ Q © Q K S0\90 0()0 7.9% <LOQ detected.
0C 0.8895 ] = |Atdayo- ise, 9 ). 04@(18 8%Q) @ k109
CEC@meq @Ocm % 19@ @ n.d.
B3/$Q0g dry soil é}a @U @’ 27 &0229 Q@ n.d.
@36 ¢/100g drygy, S Other Bod 0202 n.d.
oM . s sa@gling datdQR0 oo 0-00585 \ <LOQ
Y & Q Olhn2e > hdx, hn.d.
Plot size 360 ;8 5/5@:»1 LT 00 oy n.d
Soil left bare©® Q% é S 4 &
R812420 28 A = 16 @ 9 S om d Tl boli
|®9 ontro o . n.d. he metabolite
UK 19‘7@ %@%}lcs Q\ 14@@\ 0.1 n.d. HEC5725-E/Z
treat 28 0. n.d. carboxylic acid
@Lﬁy loam @ Q\Eampl@%’ %b o %};0871 8.2% 7) <LOQ (M40) was not
PN 7.56 K g @ .0866 (9% Z) 0.00667 detected.
0C 1.34% S % Aﬂ%y 0 @135 oY 00498 0.00424
\*‘\\,CEC 2% meq N @@ oi cm Q 20@ 0.0326 <LOQ
Ba/100g dry soil 2 0.0249 n.d.
MC 41.7 @0 dry & othe: @ <§o 0.0225 <LOQ
s0il & %% samping datesEI6 0.00884 n.d.
§ N L @ b8 0.0068 n.d.
Plot st 310 1}&9 @ éX—S/S@@l 745 0.00744 n.d.
o o |9 &
Kapped. O
o N ﬁ N cont.
< S
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Table 7.1.2.2.1- 1: Summary of soil dissipation of fluoxastrobin in 8 field trials

(cont.) @o @

Trial Location/soil Application [No cores per [DAA Residue fluoxastrobin Residue HEC5725-E- (Commigats §
No. properties/plot dates sample core |(days) (total E/Z isomer) (mg/kg) des-chlor@henyl @
size/bare or D/depth (cm) 0-10 cm depth. Levels of (M48$g kg) & @
Z isomer above LOQ 0-10 epth o
shown in brackets %&\
R812439 rance|l 8 May 10 control 0 0.123 n & . QjThe megbolit 2
(North) 1998 samples 15 0.0785 1% Z) é& S [HESZ5-E/
DO treated 28 0.078%529% 7) @PLoQ é\a cXsoxylic agr @
Silt samples 53 0.0744912.2% Z) Q <LOQ @ 0) waggot S
pH 7.06 o1 0.()%12 (11.4% Z) Q™ [kLoQ %, @ tectedy Q)
OC 0.81% At day 0 — 136 0@- N <LOQ Q 3 @
CEC 13 meq 5/10cm 199 =&§)288 Q a . Q& & © &
Ba/100g dry soil 276 &ﬁ )268 .d. Q @
MC 46.4 g/100g dry Other 364 0.0226 @ °\@<LQ%7 6\ x@ AN
soil sampling dates 48% %35 N &% <K IS o %,
- 6 (OIS I
Plot 360 m? 4.8-5/50 cm. [731 @@oo @Q Q@*’ . @ @& @% IS
SN N @
Cropped. (One of th %o S N @ % §
: N AN R k)
collecte S N @ & @ AN @ B
LS & S & & g °
rok T09 Ca
RS 12447 | Ttaly 28 April |10 &qtrol “% SN[0.1387Y N S pd @V O h&metabolite
1998 sdndles & 14 & 0.09%2 (16.2 ) © n.d O *HEC5725-E/Z
Sandy loam @TZ() trea @gj 28@ 08306 (15 ) A < Q carboxylic acid
bH 7.56 @g?amp s 56 %1 (0592 Q. oo & & |M40) was not
OC 0.48 %, 0.067 (139% Z @ . G1L0Q @) detected.
(CEC 13 meq Aty 0 Q135 @& 0.043Q55.8% Z) N hd, @ )
Ba/100gdrysoil | _ € [s8em @Q 199 0.027 . § N
IMC 39 g/100g dry AN 2§ 500 d NS
soil o @@ther@) (9] E 138 © ' n.
Q @y pantljig dates 479 S .004@ @) nd. N
Plot 960 m? I Diso1 N) n.d.@ Ola &
& . @5/5(@? 730 9 @@ @
(Cropped. @Q O . N N S @ S
R812455 N 10 d@trol N 00136 n.d. The metabolite
France (South) . sgmples 15, @ 0.0 8.6% @ n.d. HEC5725-E/Z
@ treated% 28& 0.0@3 (15870 7) @ <LOQ carboxylic acid
SifiSoam é}g : mpk@’ 56 0435 G Z) N n.d. (M40) was not
5 2 @ 00 ©p051 1516°6% 7O <LOQ detected.
OC 0.85 o N [Alday 0— QBS oy 20369 (lQ%& <LOQ
CEC 10 meqg OY & @%m . Ohorx, 0%3 <LOQ
Ba/100g dry st Y > P . > <LOQ
MC 38 g/106@dry @ Other@? NE < 0154 Q n.d.
Soil @ q @ samifipg datEQ 3 O .0068@3 n.d.
S © @Q N SR e FLQQ h.d.
2 -5/50 729 <L QO n.d.
Plot§0 m @ %@ ,%_1,@ @@ @ D)
. Yy @ v
C ed @) D °
R814202 X 03 Apri 1 0sgontro 127 n.d. [The metabolite
il Ny d [ boli
% JGermany. §1998 sapples @14 oy 0110 (13.9% 2) n.d. HEC5725-E/Z
AN @ °RY trcatcd@ 26 @ 0.0752 (13.3% Z) n.d. carboxylic acid
Sandy loam v @sampl(@ 6® 0.0577 (17.12% Z) <LOQ (M40) was not
bH 6.32 ° AN q 0.0300 (21.97% Z) <LOQ detected.
0C 0.8 %% Ant%;; 0- 0 0.0141 <LOQ
CEC heq N\ 5/10tm @ [208 0.0105 In.d.
Ba/ Q0% dry s © . QX pe4 0.0118 n.d.
M@29.6 gi¥e dry| © Sther 362 0.0102 n.d.
R @ O sampling dates474 <LOQ n.d.
N § § B 600 n.d. h.d.
§ Plot 2@&m’ Iy o 4.8-5/50 cm. (725 n.d. n.d.
Vs K
o

skskoskokok
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No additional studies are submitted within this supplementary dossier for the fluoxastrobin renewal of
approval. However, updated kinetic evaluations of the degradation behaviour of fluoxastrobin i oil @
under field conditions have been performed according to EFSA Guidance (2014) and $@j
Guidance (2014) to derive kinetic parameters suitable for modelling purpose apd environﬁﬁ %
assessment. They are summarized under CA 7.1.2.2.1. An overall summary e degradatfen rat@
fluoxastrobin and its major degradation products in soil is given at the end %f section CA &.2. @
% Q9 P
\ Q,
@ @ R \ @Q @
New Kkinetic evaluation submitted for Annex I renewy @ @ %,
Justification for including this study in the AnnexY Renewal G8sier: The ctvaof th@tud ©
is to estimate dissipation times (DTso) of ﬂuoxastr@> (E- and Z@om%zsummg at study c6nditioffd
(CA 7.1.2.2.1, included in the Baseline Dossier trigger evs&uatlo he e@lu&@ Wa@ondl@ d
to derive klnetlc parameters according to FO%g S Gu%ance @4) S
o & <7 @ 7

"\g
% &"

> & ¥ T
Q % Q @7 @
Report: KCA 7.1.2.2.1/05 3445@1 1
Title: Kinetic evalua@f ai’%&d dis \2\3‘ tion t dy um@strob Euggpe ace§ing
to FOCUS kin foﬁglgge rposéusing Igﬁ u1 -E iso sumrfidd
Report No.: Ensa-15-03670 % \@u @i @
Document No.: M-53445760t-1 N %

Guideline(s): - EFSA, 20T4: G@danﬁocu@t fo&f%ma@g lab§ @ field }ismpatlon

o obgaif D vafges of tances of pla@prot@ﬂon products
andkgrans ormatioﬁiodu&[s of these actl&e Substafides irgsoil, Eur pean Food Safety

thoritgy(EFSA); Par taly, SA Journah@d14;12(5):366%

%« FOCUS, 2006%Guida ent Estlnfﬁtomg istengeand Degradation
Km@ fro@Enwr@men ate @dlesm Pesticides in Registration. Report
é\g of fie FQEUS Wark Grogpron adatiéa Klnées E@)ocument Reference

@ anco/10058/2005, v.2.0June 2006
N) OCUR, 20 Mene’k@ guld \Q ¢ for. tlmaag Pence and Degradation
©© @\ Kineties freqa Envigopmentél ate S §3 estm; es in EU Registration,
&) Vé@ion: 1@ Date; 18 D@%mbe@ 14

Guideline de‘%latlon(s@’ no%pph@j)le % @ g v\?
GLP/GEP;_ u@ Q@ \@’
Justlﬁc@ @er@a / gurdeline requlre?%t %, Q

@\) Klie@c alglgsm 0@ deg‘ atlkof ﬂugastrobln for trigger evaluation

>

Executive Sumffiary @ @\9 %@J & ©©
The purpose of this @%dy s to @snm@ dlss@atlon@’mes (DTso) at study conditions for use as
trigger endp‘@n The d1 atlo of ﬂ astr in an@the metabolite HEC 5725-E-des-chlorophenyl

(M48-E) ﬁagrlcultural S § l f@d corfditions was investigated in eight trials in Europe
(‘7 2001, CA@ 1 25 incl de(@n thQ aseline dossier). The kinetic evaluation was
performed accordm@ to nce?we the FOCUS Kinetics report (FOCUS, 2014).

Degg%atlon paraméters e ﬁﬁg wit @are KinGUI 2.1.
Three kinetic @wels Singl @rst @der and the bi-exponential models FOMC (First-Order

Multi- Compa&ment @del d DFOP (double first order parallel) are assumed to adequately describe
the d1ss1pa ,L« of“th ted substa ¢ in field trials (FOCUS, 2014). The fit of the metabolite
lor eny@w%’) combination with the parent fit, seemed not to be appropriate
&wev @@ conservative, apparent field decline DTso could be evaluated.

j? es f6vfluos strobm and HEC 5725-E-des-chlorophenyl (M48-E) are shown in the tables
XFs50 values (trigger endpoints) ranged from 11.5 to 91.7 days for fluoxastrobin. For
HEC 3Z25-E-des-chlorophenyl (M48-E) the conservative apparent field decline DTso values were 93.5
and 95.6 days. The kinetic parameters determined for the dissipation under realistic field conditions
are considered appropriate as trigger endpoints.
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Table 7.1.2.2.1- 2: Trigger endpoints (field dissipation DisTso) of fluoxastrobin (E+Z)

©

Study Location Kinetic DisTse@j
model init}
[d A,

B Geormany) FOI\@ N353 ©
_ (Germany) DROP ﬁ@44.3§®
I Rs12404 (UK) BFOP o 86 W
' R:i2420 (U @FOMC 9166 @
B R:12412 (France) | SR DFOP @  §38.79%>
B Rc12409 (France) |<~ DFOP o R 764D

| ) RIS (01 S T
| N @DFOPY (P .75 @

a) SFO: Single first order, FOMC: First order multi c%partme%aDFO oub]&:ﬁ\rst ord&in par@k\él N %
Table 7.1.2.2.1-3:  Estimated apparent ﬁé@ declﬁﬁ of{l@C 572@E-d%s chlon@phenyl@ll%’@j for @

I >001)

M-136670-01-1

gger purpose fromi m @
trigger purpose rom ax%}m SN &6 § % &\%gy 5 S
Study Logafion S NN )y Kig€tic Tso
g % Q\Q § \@’ >§ mgdel a)@ © actual
S S b o S 4 day
00 2 R8IZAEEMK) oD <] o SIO 93.47
M-136670-01-1 & 812420'WK) &, @ SFO  § 95.57
a) SFO: Single first order, FOMC: First @&der m@@)compgment RFOP: Double ﬂ%kgt ordg @pazi%l
N % % % §
N .
& @ V@ HODS é &\

The behaviour o uox@ﬁ‘robf&%delﬁl condlotf@s 1nv'gat d%n one terrestrial field soil

dissipation stu@ @passﬁ%g eight trla(%nes LQcated oug -;\w pe (France, Germany, Italy
were

and UK, @001)©A11 ti5als which @f 1der in @; evaluation (Baseline dossier,
CA7.1.22 sed. Swﬁw fiedd d1%pat1(®tr1als@7ere arrled@ut at eight sites across Europe in
order t%%eover dlffer@{ rgsem@re agro-climatic 1onsN ach test site received a single
apphcﬁmn at a nomifél ap tion rate e active su%stanee@f 200 g/ha. Application was made on
bare soil. At 4 tri \@he S«Q;l Wa amta@ed b@% athe othed 4 trials spring barley was sown shortly

before appllcatl Q’oll ass st semon. S
The kinetic an ys1s ed @org to Uﬁnetlcs (2014) using the software KinGUI 2

with four diff Hent @ odelx Sll’l
(First- Ord%Multl Comp@tme

The fit

FO) and the bi-exponential models FOMC
ble first order parallel).
e metabo]@e HE 725@-des or ﬁhenyl (M48-E) in combination with the parent fit,

seemed hot to be a prw& T tr%gger p& Wever a conservative, apparent field decline DT
couldbe evaluateds,

Calculation of DTsp / D‘@o Vadj}s A glf h@ is defined as the time taken for 50% of substance to
disappear/dissiféate fro m a ¢ par u’ t f Wlng single first-order kinetics, whereas DTso and DTg
values are n Tl tl ed t&a ﬁr 0 er kinetics. In this report half-lives, DTso and DTy values
are calcul& fro oprs@;[e rat‘e@onstant k as DTso = In(2)/k and DTy = In(10)/k, respectively.

For trlgg mts @ll re ¢ data beginning from DAT-0 are used and the day length is not
norm d nda@) cond@ons

R
&
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II. RESULTS AND DISCUSSION

Trigger endpoints for fluoxastrobin and HEC 5725-E-des-chlorophenyl (M48-E) were de ive@§
following the procedure described in FOCUS (2014). An overview of the trigggs endpoints i@%@ve in
Table 7.1.2.2.1- 2 and Table 7.1.2.2.1- 3 in the Executive Summary. Thgstrigger endﬁomts@l
statistical parameters for fluoxastrobin and HEC 5725-E-des-chlorophenyl’ (M48-E) @@ge g@n in

Table 7.1.2.2.1- 4 and Table 7.1.2.2.1- 6. . 9 ‘2”5@
@ < MG S
& Q) v\g@@©
@ & & VO &
S Ve & & Y
Q,S‘} \@Q©f@@
AR T A
A A T S
Q @ N N W&
v, O b &%&
&%\@\@Q%©@©@j@
PN N SRSl I
SOSN8 ]
N &9 TS & o
AR NN A R S
) > & o & & -
9 9 (©) Q) S
o & ¥ S @y T
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Table 7.1.2.2.1- 4:

Trigger endpoints (field DisTso) and statistical parameters of fluoxastrobin

(E+Z-isomer) ¢
best fits highlighted in bold letters o\@ §
Type of Kinetics Fitted x? error t-test Visual] DisTso @“E%T@
parameters [%] kit /keow | 6| [days] 4 [dafd]
3 > &P
I - R812390 (Germany) O 9
SFO Mo: 131.9 26.89 SP) < 0.001 @j -0 13,78 59.(@@
k: 0.03898 S O &
FOMC Mo: 137.2 15.36 <0.028) + kG 11.58)7 55
o: 1.098 %@ Qi . <P R @§ a
1310 |G S0 ) I
DFOP My: 137.5 5.65 004 74657 8KI7
ki: 3.362 x 10° RS &% %@g o N S
k002071 O @ o {0 B
g04l64\ | @ 94 K &l © & N
RN O OO
R 202Germany) O @& &S &7 s m§
SFO Mg R26.3¢ > | 44002 <goo1 b - @8 166.4
k0013807 |~ O SN 9
FOMC Mo 1289 @, 11.29 0.000 | oF |Q44.1 220.7
paadtl of & |4 &7 T
O B: 119.06 12 ) @ o @)
DFOP My 128807 | $1059%| <B.00lA | . @ 44.36 225.2
L9 @0.0$7 @ N %0.04&@ & 42
S k0,00 7395 @ N O
A 107 o 344 S . S oo WY
XY (ZEN) Q S
R R S L2 e
SFO <& ©\ 1\4&146.8\ 4321 <0d01 0 11539 | 3833
V© SO 4 K 06Q%@’ @@% N .
FOMC Mo: 1546 .[29.7 0.0 n 88.15 586.3
) @ %V\g %@a?@ @ § @ %7
#\©\ @@ § pd333 § N 7@%
DFO §§) & @g%g}@? @5 .9éi O&Q/0.00E ++ 86.41 552.8
2: 0.802913,, G D
%
S Y ol S
D ©\\)) N \@ O\U O
"_-11?@12420 (UK)@© QN O 9 @@
SFO /o) S Modd2.1 - %645 <0.001 0 104.9 3483
& 2R 000661 |
FOMC < L 14%8 | 8.084 <0.021 + 91.66 4335
@ | ¢ . Q
N o P@8T4 o
DFOP & & Mo>145.2R 8.631 |0.004/0.159 + 92.72 443 4
@ N ki0.010911
g é’ O | 22 0.082315
@ o O |V 0745466
N R cont.
PSRN
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Table 7.1.2.2.1- 4:

Trigger endpoints (field DisTso) and statistical parameters of fluoxastrobin

(cont.) (E+Z-isomer) ¢
best fits highlighted in bold letters @ @@6
Type of kinetics ¥ Fitted x? error t-test Visuak} DisTso %B@
parameters ﬁt@@
[%] Keast / Kslow . [daysl> [@ss]
N O e P
T - k812412 (France) \@ & NN ’
SFO Mo: 134 25.65 <0.001Q@ - 01602 2525 | &
k: 0.009118 < Q NSNS
FOMC Mo: 156.4 1343 <0, - P 2o 29 9.6 ¢
a: 0.55652 & o Q& S [
B: 11.83601 N .Y 9 9
DFOP Mj: 158 5306° | ~<0.00% [« P KI28.79, | 3W.9
ki:1.715 © %@ o > }@’ QQ o
k2: 0.0046 > @ Q & Q é@’ @&
204270 I N x| o §
° @ N O A
B Rs12439 (Franc) <0 0 A s w0 S & &7©
SFO &%110@9 J6.23%y &0%01@'& oy | Qo2 W\S@ 338.7
00678 g o1& O é{\\@ Lo
FOMC Mo: k187 @ 1 @20. So 67,86 555
@ o N)g()% @ﬂ 4 @i@g 2 é? é
~ &76 3518 \(} ol S 1‘@ 9 #
DFOP . © 0 1  8.504 <0.0 ., 76.41 | 406.1
S ke 17 < o & < §
S = 0488 | & . & al \@p
é@n@ - §Oz7\3® & & S <) BN
. @
I R S P &
SFO Q L o112, 707 | % 28.05 <@001 P - 70.06 | 2327
& £ .9 k 009 9 @?@ @§§6 @
FOMC  © 01392 o 6. <0. - 28.69 | 623.1
~ S @a 965 o ¥ \0®
A @ P p128078ss | © . O
DFOP RS C1363 V1022 0.001 + 25.05 366
S ki wor g4 O |y
9 %
QN kz:%@mm\ S
@ O 7 gHayyo | O 9
" 812447 (Italy © ﬁg L9 9
SFO QMo 127.68 | 17 <0.001 0 97.98 3255
@ 1;.730.007%5 NS
FQMC SEE %[o 1 < 11.55 | 0.025/0.054 | o- 85.97 379
S N
2 A @ B%?? 919"
DFOP o 1 7.093 <0.001 + 82.75 358.6
&§ Q § ki: 1@@%
g @Q < §kz 0.005834
NS 1 0.1898
a) Q?O ﬁr @i@r FOMC: Flrst order multi compartment, DFOP: Double first order in parallel

od

% 1sua

erate, - = poor

The metabohte HEC 5725-E-des-chlorophenyl (M48-E) was detected in 3 field trials only above the

LOQ.
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In these cases, the metabolite HEC 5725-F-des-chlorophenyl was fitted together with the parent
compound, to describe best its total degradation pathways in the field. @ @

The best fit model for trigger purpose of the parent was chosen, and the correspond@ SF@@’
degradation rates and formation fractions for the metabolite were considered & @@
It has to be noted, that the observed residue data have been very close to t% limit of det§10n @\]) oL,
quantification LOQ. \ X

O & \ & @
Based on the relatively low residue findings, few d&a points > L@ and scatg&g@g d“ thege testé

error exceed considerably 15% in all trials. @ S

@
Nevertheless, the 15% threshold value for the@%ed error shoul@@lot b@e yed abs@te
cut-off criteria, as this value is strictly appro%} Iy, for gm “sxperifgenta d;tl%tns Iggght

be that the error to pass the %2 test is higherdran 167, b 111 esents’a r%sonable

description of the degradation behaviour. Especi at f@jia alu ons or @ab @e it may
be justified to accept 1arger values. A r& n fmg 1s\ s, the %}ge ml%rent @1&)111’(}/ of field r
dat. ttered dat t

ata (scattered data points). @ & @ % @ é\g S

For metabolites, only a SFO fit was&tedéowe@r as@nlng@? i- g% @% shaddld ngy improve
the fit, as the dissipation curve ggems 8¢ to b bi has1c gboreo th@veraib on%ormahsed)
formation and dissipation was I@t esc@ed s@me@ ©© @

SN

& @)
Table 7.1.2.2.1- 5: Estlmat&(jl SF Q. fiel §e§ n of@EC SﬁS-E@s-cm\%phe l (M48-E), for

rlgg purpo e, basg &st ﬁt@f par%t;§ not:te pel‘@lre %mmsture normalised

Model for parent s« ) Figted O rror_[P  titest Vlsua@b DTso DTy
g K&amet@s é %]&”\9 %‘ @ ﬁ& [days] [days]
Y
| I Rslé?o (Gerinany). © o & &
FOMC k: 0.00134 [ . .
% ©© o 0066t %“1 96@ fr\\g@l o 51509 |> 1000
“@-RSIZW WK) 2 S b\ oo
'DFOP O RSk 0468490 . .
S @D ﬁ??i@% @%.9 «J> 0007 o- | 81649 | 27129
S ©
20 0K o e & O 4
FOMC 2 ) Sk 0@po7l . .
- R & 1560 6.6 @f 0003 o- | 71349 | 237.09

a) SFO: Sinp# first oxder, @C Rigst orde@ultl c anm@t, DFOP: Double first order in parallel
b) Visualfit: + = good, o derate) - = p%f &) @
c) not reliable, mat{ﬁ@matlc not s@lﬁca@y dlf&r\:éft from 0; not usable

The_fi¢ of the met%bohte@ﬁCﬁ@S—E Q —c}k]@)phenyl (M48-E) in combination with the parent fit,
seemed not to be appro@late @r tr@ger purpose. However, a conservative, apparent field decline

DTso could be,d &aluated @ Q
FEE T,




B . Page 70 of 146
sayer) Bayer CropScience 2016-03-10
R

Document MCA: Section 7 Fate and behaviour in the environment

Fluoxastrobin
Table 7.1.2.2.1- 6: Fitted parameters of apparent field decline of HEC 5725-E-des-chlorophenyl
(M48-E), for trigger purpose, not temperature or moisture normalised @° @
Kinetic model ® Fitted x? error t-test Visual [ DTso (‘% 9 §
parameters [%] fit ) @P [days] |@ ays@
T - R812404 (UK) v & "\@
SFO | k05485 [ 3411 | 0007 [ | 9349 | 8jus . [?
S
I - R812420 (UK) O @ & Q. D
SFO | k05669 [ 1321 [ 00025 [ @ss7o] 3% | O
a) SFO: Single first order @ N Q R Q
b) Visual fit: + = good, o = moderate, - = poor % Q © S © &@
o R O @
o) N L Y \ %)
AR T A
1. SoNCLUSI NS oY s & S
@ @ X ©§ % & °

DTso values (trigger endpoints) ranged fm%ll L 55%39 R@cfay S ﬂue%astu@% (E-\{QZ). Forg%c 5-
E-des-chlorophenyl (M48-E) the cm@rvati&ge appaent_field défine @Tso-vﬁ%les re 93 and
95.6 days. The kinetic parameters rmgi«%d fo@ie di@patiggwundgﬂeali@ field,conditions are
considered appropriate as trigger eadpoint®>  °s RN )

S Q
6@@ ©©©
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New Kkinetic evaluation submitted for Annex I renewal

Justification for including this study in the Annex I Renewal Dossier: The objective of tili;@ody S

is to estimate dissipation times (DTso) of fluoxastrobin (£- and Z-isomer summed) at field condition:
(CA7.1.2.2.1, included in the baseline dossier) for use as modelling endpoigt, The evalu@m \&s

conducted to derive kinetic parameters according to FOCUS Guidance 2014)@@ & 'S
N

Report: kA 7.1.2.2.1/06 D . 201 5; M-534453-01-1 § @ &@
Title: Kinetic evaluation of field d15$1pat10@ud1es of fluoxastrobin in Eu&}e a cmd ing Q>

FOCUS kinetics and EFSA TFD gﬁ@’ance for mo@mg purpose bﬁl g&@ E

+ Z-isomer summed & ® y\g Q> @
Report No.: Ensa-15-0309 @ & @ Q @© >
Document No.: M-534453-01-1 S) R I\
Guideline(s): - EFSA, 2007: Scientific (@on of the el on I@int Pro%tm&@oduc@an(@

Residues on a requestglom EESA rel to thg}efa @ é@e uséﬁfo desg b
the temperature effe tra rmggn ratgﬁof p%@ldes

622,1-32
- EFSA, 2014: Gw@%ce I%cumem%)r luatln abor@ and ﬁeld d
studies to obtaéﬂ)egl"% va @f ac c*sub nces @ plan tect;@ﬁn pro w
and transfor oductswf thesg ctivesgybsta 1n S n Fo@ Safety
Authority (EFSA) Rarma @ly, A Jo#ial 662 ©
- FOCUSéGO FOCUS groun ater S@HOS e E@plan@tegtf&a product
review_process: @Repotﬁ the KFCU @oun@ater @arl orkg%up. EC
(sz R&%&’rence nco/gR1/20 @ N
- FOQUS, 2006: Gpiddnce Document on Egumatm@ermgjnce an@)egradatlon
%netlcs m Egyironm@ital Fate’Studies on md@gn EU Registration. Report
°~of the FOCUS @@orl§up O&Degr@‘ﬁon I&netlcts\ﬁ C I@ ment Reference
s@oos 005, G20, Jpid 2000 &
9 A@es& @bten alor M&emeptof A ﬁe Substances and their
@ etabo to ound ter e ElggfFinal report of the Ground Water Working
N) rou OCHS (FQgum for @@fdin n oficide fate models and theri
©© @\ USe) ers.id, 13. Jgne 2009, C Do efereace SANCO/13144/2010, v1
& - FOOUS, 2@4 G@erlc anceQor Es atingPersistence and Degradation

oil EFSAJ urnal

féhetw@}r virongaental Studi€s on %s‘mcldes in EU Registration,

9
o RoVersidw: 1.1 e: 18Pecember 2019
Guideli @\ewatlon(s) @ﬁot aﬁéable@ﬂ @ %
GLP/GE N no °S @ %
Justiﬁcation: @ Néw dat @ulde@gﬂe req?§9emeréx
e&lnetl@alys@@f tlble@egra%mn o@oxastrobin for modelling endpoints
@ @ . S . O @
& <& S \ S RS

Executive Summary & @ Q & @
Normaljged™ (20 °C, 1@3@)% @ car@cny@egra@tion DTso marix values of fluoxastrobin (E- and
Z—1somers summarl rent) &Qd its -~ taboF@ HEC 5725-E-des-chlorophenyl (M48-E) in the soil

t% under Euroiﬁean f & 10ng g. CA ?@ 2.2.1) were derived for modelling purpose according
to FOCUS klnetlgs (FO@J S, 6 @Pthe EFSA guidance on field dissipation studies (EFSA,
2014). Proces& pot rmall curﬁ@g at t@ soil surface, e.g. photodegradation, volatilisation, during
the field s should’be inated to rgsult finally in a DTso mauix representing the degradation in the
soil matrl)&o bu @Onl@are gﬂ field®ials have been taken into account.

Slmulai@ (w@@PE %@r soil temperatures and moisture contents were used to normalise the
evalLQ d @@‘S to*”\veference conditions according to FOCUS groundwater assumptions
( niugequati QQ§— 2.58; - equation, pF2) (FOCUS, 2009, 2014). The residue data
e 1th the transformed times (transformed time approach, time step normalisation) were
i y and statistically evaluated, based on the procedure explained by FOCUS kinetics, using

KinGUI 2.1.

7o
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Three kinetic models, Single First-Order (SFO) and the bi-exponential models DFOP (Double First
Order Parallel) and Hockey-Stick (HS) are assumed to adequately describe the dissipation he &
applied substance in field trials (FOCUS, 2014 and EFSA, 2014). Selection of the most ap riat§§
kinetic model was based on a detailed statistical analysis including visual assesgment, ¥ stat S, @i
significance t-test. @JQ

Following the EFSA decision tree on field dissipation studies (EFSA, 2014), app%@nat%

description of soil matrix degradation of fluoxastrobin cgygld be given L@%g an SFO fit for

a HS fit for 1 site. The fit of the metabolite HEC 5725gE-des-chloroghenyl (M48—®” @snbm@on @
., S

with the parent fit, seemed not to be appropriate f% modelling ose. How& a @nse@hve,@

apparent field decline DTso could be evaluated. & N @© @q}

Normalised DegTso values (modelling endpo@ for flu astrobl@@(EJrZQ ran@ fram 19. @§t0
69.1 days, with a geometric mean of 42.7 days. The normal § klggﬁc par@mete etqrﬁ%ne f6t the
dissipation under realistic field conditions ar ons1@ ed appropriate as ut i odel ng §urposes

The DTso values for fluoxastrobin deriye @ @%’lua‘u@@? of ﬁel wix_ih
SN \ %
The conservative apparent field d@%ne @Q}so @&lue@ HE@?DS@des lorg%nyl @/148 E)
(normalised, modelling endpoint) \&@ 39. aysﬁgee Tame 7. 1\ @ N
@ @Q @Q \%

Table 7.1.2.2.1- 7: Estim iel trlx (@érad@mn g uox@obm (E+Z 1@merr modelling
purpose, nogﬁ\\ 1secE)®20 g 100% field ea cu{,@)w @é .58

Stud 9 Kinetjc DegTso®
y KN > @é& ﬁ@% o ? t}@) [dgayss(]]
I 200) IS % .................. ergiany) ©° & | SHS 19.61
& o T (Goymanyy,  ~ SFO 36.33
o~ @ o 81740440K) o> . SFO 69.13
&’ \ S "Re 12412 Erance)>| | SFO 67.24
Geometric m@n @5\5’ ~ - 2 @\) Q @ 42.66

a) SFO: Sl@@le first order, HS: Hogli@stlck @ ‘o

@ O
b) Non@ed using a Q]@Z 58Gnd ? equation co@iment ¢V.7, valyes are DegT50matrix
AN @ @ " O

o\ Q° o
Table 7.1.2.2.1- 8: S Est&aat@ﬁpar@g@ﬁeld@%clm& %%ZS-E-des-chlorophenyl (M48-E) for

) @Melh urpdse fromymaxgum, C,100% FC
Study ©@ @Q @@ Q\U L<@atm{U o Kinet:)c DegTso ™
SN type [days|
WOOI) D 2404 (UK) SFO 39.54
G ~ N
eom ¢ mean N

&
a) SEO: Single first rder, H ‘QHocke ick @ N
b) Wormalised using a Q10582.58 @d qua@ coefficient of 0.7, values are DegTsomatrix
@" SN Q&
$ ° %,
& @1. METHODS

S Q
The bewk@svlou t@n under field conditions was investigated in one terrestrial field soil
dlssK&ﬁon @ e@e mpassing eight trial sites located throughout Europe (France, Germany, Italy
DK, D 20(®CA 7.1.2.2.1). Only bare soil field trials have been taken into account. The
ﬁel dise Y-\ ation trlals were carried out at eight sites (six geographic locations) across Europe in order
to covdlfferent representative agro-climatic regions. Each test site received a single application at a
nominal application rate of 200 g/ha fluoxastrobin in spring. Application was made on bare soil. At 4

trials, the soil was maintained bare; at the other 4 trials spring barley was sown shortly before
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application, followed by grass after the first season.

The present report comprises the evaluation of the data according to the most recent EFSA guid@ace &
for evaluating field dissipation studies (EFSA, 2014). The kinetic evaluation was also perfo Q§
according to the guidance given by the FOCUS Kinetics report (FOCUS, 2014)@ @ @

Because daily soil temperature and moisture data, which are necessary tQ Igjrmahse th eg tlon
parameters were not measured on-field, corresponding values were gen d by emplo$dng a@ntah@g@
simulation model. Necessary driving variables for such @odel are raififall and otheg}h fie dat
calculate evapotranspiration. Soil moisture and ternper‘fure for thrmahsatlo@@% odelling &
endpoints were calculated with FOCUS PEARL 4 Degradat@ parameterWere @ @1 h&
software KinGUI 2.1.

— , . Q7 . \ 9
Three kinetic models, Single First-Order (SFO) “ind the bi- 8%@pon ﬁual m@gels @OP Poub E@lrst
Order Parallel) and Hockey-Stick (HS) arés n@% to % quat?g Q%ﬂbe @ dlSSEatl n of the

applied substance in field trials (FOCUS, 2014 an@EFS 014%
The fit of the metabolite HEC 5725-E-des- hlo&ophem@ (M4 1on w1th th@ ar ﬁt
seemed not to be appropriate for mod@hng &%ose owe% serWJwe aremﬁﬁeld cline
DTso could be evaluated. N N D v\g

. @Q N Q\Q § g &

o %

In the attempt to separate soil sur@ce d@ﬁrada%)n pr@sses pho@ %éiﬁtlo%%latﬂgsatlon from
bulk soil degradation, an 1mpo@ant thxeSholddo st@@ kn@ atiodmighthe the time, when at
least 10 mm precipitation ( 1gat1§n) h@@e been fall en%EFSz@ 01@ Then it is @ssumed that the
active substance is sufficiently de& p wa intg the S(@’mam T@s in.ci3e of@n SFO fit, residue
data before 10 mm of ra{l@%as be n fallgn, § to be excluded. Iﬂ\;ase@{g% breakpoint time ty
has to be equal or late%han ;@)@ay @)whlc lgﬂm raimfall &1‘[61‘1@21 as i

Calculation of DT DI:go Valu§ A 1-(& hfeﬁ d d asgthe t1me©ta en for 50% of substance to
disappear/dissip &%@fro bartmesﬁt foll%wmg N g t or k1 agtiCs, whereas DTso and DTy

values are no ctly rst %tl ort Half-lives, DTso and DTy values
are calculate ap&é)rlate rate c&astant@ as 50 = 1 )k @d DTgo = In(10)/k, respectively.

/\@ @@ @II @SULTS AND DI{%’US@ION

°
Modelling endpoi \(tenﬁaeratu@ and, r@)ls hsed)%or fluoxastrobin and HEC 5725-E-des-
chlorophenyl ( ﬁ rocedge described in EFSA (2014) and FOCUS
styre c@

(2014). Dally oil te re used to normalise the data to reference
conditions a@nrdm@o F S f@und ter a

Anoverv%vofthemo i dpoinis is g nl@ able71221 7 and Table 7.1.2.2.1- 8 in the
Executi ummary. ¢he ellid® en. 1nts<%\tnd statistical parameters for fluoxastrobin and
HEC 5 E-des-cl@oph nyl (M48-E) é}e glvé@m Table 7.1.2.2.1- 9 and Table 7.1.2.2.1- 10.

@
Ny ~ R §
&8

%
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Table 7.1.2.2.1- 9:

fluoxastrobin (E+Z) normalised to 20 °C and pF2
best fits highlighted in bold letters

Modelling endpoints (field matrix dissipation) and statistical parameters of

S
Type of Kinetics ® Fitted X2 error t-test Visuak} DegTso @J@ete@
parameters ﬁt@@ matrix ©) Q
[‘VO] Keast / Kslow ﬁ [dayi§ I@S d)
@\9 °\ 9, @ b
— - R812390 (Germany) @ S5 Ry NS
SFO Mo: 68.99 31.6 <0.001 + 22.30 & do,:dJ2
K S
k: 0.03109 & O S Q ~
DFOP 1\1219:3138.4 %\.@6 <0491 d T g 1i92 &) &@
1. 2.73 Q'?(@' \ @ Q @ @: @
ko: 0.03664 ARSI IR PN BN
g: 0.4444 9 | &% v, KNS |
t: 0064 )9 T &y o HdO @ o
HS Mo: 137.8Y .o&Q <6001 o | 1961 fé@ o
kﬁO.l% S \ &% . @ Ao §
ki 0.@534 ] @ | O L KN
(ti.\\.léd)@?% \Q w, © &J N @ 2
R O & O © O
I - Rs14202 (Geriiany) & @ S > S O 0
SFO > Metledes | 1471 1&@@10 4 o 36233 do
o A P’ | comit [ 15
DFOP . 0 1235 8.308 £0.0 M 81.76
S ke .0371<§I @3§ @@0@4 Q)
é% @,@ k20200848 @6 ’ NN
& §0.6@ > Sl e 9 S
Q| (8 56:,d) Q le & | @
HS @@ ©\ AN D126.75 @75 N < 901 > o 36.33
kEN.07 %o
S @@ 3 2:0.09%% |2 @b ©o b
@ e009" & U o @
L
@ < @tbi do @ S ((§
., g, D @% ., N
[ B USSR M S S
SFO & @ &Mg%@.o M %8\52 & <0.001 + 69.13 | do, d14
O k@91003s, | A o
DFOP Sy Y A Mo 164,17 5.4 <0.001 + 70.73
NI P
@kz: 98- R
& 2 R 0208 &
< (@%@.om%ﬂ .
HS\, @% Q\ll:/lo@;o%; of 7946 <0.001 + 71.93
N 1- N
&@ A0 §;\\' 162@@100962@
N £70.29%)
Q\§ S O | & 12°Rd9
@ @ O N cont.
NS
- SR
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Table 7.1.2.2.1-9:  Modelling endpoints (field matrix dissipation) and statistical parameters of
(cont.) fluoxastrobin (E+Z) normalised to 20 °C and pF2 éf @

best fits highlighted in bold letters @@
Type of Kinetics ® Fitted X2 error t-test Visuak} DegTso @é\iete@
parameters ﬁt@ matrix ©
[0/0] Keast / Kslow [day I@ d)
W) Jj@ 20 A
N - R812412 (France) © & S @
SFO Mo: 93.15 7.065 <0.00la| o+ 24y 4o | &
k: 0.01031 & @Q &7 IIESEIS
DFOP Mo: 158.0 91 | 05/<@p01 | o+ PP 67 23 > @
ki: 184.8 Q @@f @ S ¢ © @&C
k: 001031 [© > | o NS RS
g:0.4105 9 |V N | RN %o
t: 0011 )] @ I N o <
HS M: 158. @686 @ <6001 | o 6023 S
ki 0.1 *@% SO &% § %, é@j §®@
ka: 0.G@P31 oo @ & ) S S v
PN I S N S S ES)
(g 7) Q @,“”\9 ¢ @
41d O D
a) SFO: Single first order, DFOP: D Te firgt order in paralle}HS: -~'z ystl@\) ™ N
b) Visual fit: + = good, o = moder G@ % é%j) bﬂ S ©©> @@ o
c) fixed to normalised day, whe 1n was fal Q @ é
d) sampling data before 10 mm%{ rain deleted fi (0] f& accorg@g to E&S 20 %
e) for modelling: DFOP or HS: DT@ slo ase @ @ N &
f) calculated according to-KFSA 2014 ase(Egn ﬁtt@odelq@ramet@g& R $ Q\y\a
S ¥ & @
Table 7.1.2.2.1- 10: tlmat@ Sl@ppa@nt ﬁe@ecl§ of HE@SH& des&chlorophenyl (M48-E) for
@ in 8 m max1mu@ or% @ised {0 20 °)100% field capacity
Type of kinetjiés)® Fitted | &of 2 §est =/ Visual DisTso
@éﬁ ©© O p@ame@g@ %\9 t%@ S @ fit
o T o o e & [days]
o, % \Y) Y%
S < D
| (R8124047(UK) § & A > O
SFO N O Mo 11689 368 | <\0.0062 0 39.54
GQ @k 00%9531 & O ¢
a) Visual fit: + Z%ood,@ > mo e, - @oor ° Q N
@ O & . &) O @
¢ O 0 \\ S
@ Q R
S @ GTIL @)NQ}&JSIONS

&

Normalised DegT QV (m(@lh &nd@g@s) for fluoxastrobin (E+Z) ranged from 19.6 to
69.1\days, with a geom of 4 days> The normalised kinetic parameters determined for the

dissipation undgy Tealistic ﬁe con ons considered appropriate as input for modelling purposes.
The conser@e appatentdield decline DTso of HEC5725-E-des-chlorophenyl (M48-E) (normalised,
p

modellin%& o@was clgﬁys ©

@ @ skskosksksk

A N) % Q
S

cL TR

&
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New Kkinetic evaluation submitted for Annex I renewal

Justification for including this study in the Annex I Renewal Dossier: The objective of this gidy &)
is to estimate dissipation times (DTso) of fluoxastrobin (E- and Z-isomer separately) at field conggfm
(CA7.1.2.2.1, included in the baseline dossier) for use as modelling endpoit, The evalu@@ﬁ V@as

conducted to derive kinetic parameters according to FOCUS Guidance 2014)@J© & @
Report: KCA 7.1.2.2.1/07 R 2016; M- 53@%1 03-1 § @ %@2
Title: Kinetic evaluation of field d15$1pat10@ud1es of fluoxastrobin in Eu&}e acc%xdmg L)
FOCUS kinetics and EFSA TFD gmnce using @UI 2.1-E- @@l Z- 1@& t%@ &@
separately & ® % Q O
Report No.: Ensa-15-0103 v3 @ & Q Q @ >
Document No.: M-534461-03-1 ) R o & EN
Guideline(s): EFSA, 2007: Scientific O n of the Pangl on Ele@t Protec%on &@ducts@@ld t
Residues on a requestglom EF, rel@o thg}efa @ § e us%ﬁfo de&g b
the temperature effe o1l EFSA J urnal

tra rm@gn ratgﬁof p%@ldes

622, 1-32

- EFSA, 2014: Gw@%ce }%cumem%)r luatln abor@ and ﬁeld d t1 @
studies to obtaéﬂ)egl"% va @f ac sub nces % plan tec‘@Qﬁn pro ? s
and transfor oductswf thesg ctlveyglgl ta 1n S n Fo@ Safety
Authority (EFSA) Rarma @ly, A Jo#ial 662 ©

- FOCUSéOO FOCUS groun ater s@rlos e E@plan@tegﬁ%ﬂ product
review_process: @Repotﬁ the KFCU @oun@ater @arl orkg%up. EC

(sz R&%&’rence nco/gR1/20 @ N

- FOQUS, 2006: Gpiddnce Document on Egumatm@ermgjnce an@)egradatlon

%netlcs m Egyironm@ital Fate’Studies on 1c1d§%1n EU Registration. Report

the FOCUS & ork up ofi Degradation Kinetic C ment Reference
0 § § p ofi\Degrady v S D{&

Sanga7100582005, ©2.0 J200<©

é\g 9 A@es& @eten alor M&Vemeptof A ﬁe Substances and their
@ etabo to ound ter e EUgfinal report of the Ground Water Working
N) rou OCUS (FQgum for the C Srdinatien oficide fate models and their

©© @\ USe) ers csi; 13. J 2009, EC Docume efere SANCO/13144/2010, vl
- O FO@JS - Geheric nce, Estimating Persistence and Degradation
g g

Kinetics @m Enyironmgqtal FaggStudies on Pesticides in EU Registration, Version:
N zeu D 6@mbe 14 Q@ \@’
Guideli @’ewatlon(s) @ﬁot applicabl @Q %, @
GLP/GE ° no ‘s, N
Justiﬁcation: Q\ Néw dat @uld@%ﬂ@? re@emeé %
e&lnetl@alys@@f the@egrad@mn o@oxastrobm for modelling endpoints
Executive S“@lmal@ @ \ \ %
Normalised, (20 °C, 100 ﬁel apae@ de@adatl(@ Ts0 mawix values of fluoxastrobin E-isomer as
parent its photofytic omef? (H@SU{? Isomer) and its metabolite HEC 5725-E-des-

chlorophenyl (M48@in the soil matrlx der, Esropean field conditions (CA 7.1.2.2.1) were derived
for <Q%ﬂelhng purpbdse acgQrdi ngj.*_@] S k@lcs (FOCUS, 2006, 2014) and the EFSA guidance on
field dissipation studle@(EFﬁA 2014). fotesses potentially occurring at the soil surface, e.g.
photodegrada&@i latilis ddring the field study should be eliminated to result finally in a
DT50 matrix r@sem&@ thﬁrad&ﬁon igthe soil matrix or bulk. Only bare soil field trials have been

v
taken 1nt0@ cou@ﬁ @

Slmula{ed (v@ §§§L) agly soil temperatures and moisture contents were used to normalise the

reference conditions according to FOCUS groundwater assumptions
(A henu@%equath m = 2.58; - equation, pF2) (FOCUS, 2009, 2014). The residue data
togeth ith the transformed times (transformed time approach, time step normalisation) were

kinetically and statistically evaluated, based on the procedure explained by FOCUS kinetics, using
KinGUI 2.1.
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Three kinetic models, Single First-Order (SFO) and the bi-exponential models DFOP (Double First
Order Parallel) and Hockey-Stick (HS) are assumed to adequately describe the dissipation he &
applied substance in field trials (FOCUS, 2014 and EFSA, 2014). Selection of the most ap riat§§
kinetic model was based on a detailed statistical analysis including visual assesgment, stat@%s @i
significance t-test. @JQ

\
Following the EFSA decision tree on field d1551pat10n studies (EQ@A 2014),, ) appﬁﬁrla@@
description of soil matrix degradation of fluoxastrobin omer) cou@be given usm? anii*‘o ﬁ@r @
3 sites and a HS fit for 1 site. V Q @@ § %o S

O
Table 7.1.2.2.1- 11: Estimated field matrix degrad@n of fluoxa &obm-E-lsom® modé@ng E pose@q}
normalised to 20 °C, 100% @ capacity, Qg2 'Y <
¢ ]
Study Location . QX Qnetlc@ gTso
K O .S < typett daysp |

| [ _(Germany)% O o HS ‘0" 19%1 @
ermatly) < ° S SFO ] 3E86 ] @

4R812404 (UK)S (| &S SFO | A64.60 §

-@1@24;&(}%@‘1@ LSBT J@ e3sr |O

Geometric mean @ @ @ ml G

z) SI\II:O Sllnglz first order, (I)szHo stlci . 07 * @ o\

ormalised using a (0) e IOI’IC 16 Q (apucs
) DegTsomatrix, ¢ % & o %

DFOP or HS: DFsg of s[&w phaseQ &

\
\

9
Normalised DegTso valtes ( delhng encéﬁtséﬂ r fl 0 astroﬁ‘n Ewds me§anged from 19.6 to
64.6 days,. The DTso x&@lues uo@strob E-is@iner % ed&f the&valua& of the field trials are
shown in Table 7.1 l ll

A comparison of da o@oe ﬁo of bo‘d@som Y of Quoxas@pbm E and Z, is given in
Table 7.1.2.2.1- @ﬁ 1s table s mmarrsgs al “BTSO@alu evalliated in this report for the
ﬂuoxastrobingand sisomegy, sep tel s011 ©plu w\ - gathway fit free fitted; column 5

arent decline fit from maximum).

- 6: pathway fit w1t@onsé§c/atlv orrn tlon lumn a
The sec (%?:olumn gives the t& dation DT nmauix 8Fthe E-isomer, according to EFSA
(2014)@ column 7,@%& co rvatl , SEQ appaggnt field declipe DisT50 values of the Z-isomer are
given, starting fronitnmaxifium measuredydata °®nwag% s (60. A\ 68.8 d). More detailed explanations
about this compan@1 % givengh the Nlom@ “Refults Dlscusswns section.

Table 7.1.2.2.1- 12 ervi mp on offield :ﬁrlx degradation or apparent field decline of
Q robig -iso. (% elling purpose, normalised to 20 °C, 100%

fie@cap@y Q@Z s%@ @

. 2 Q%egwmatr.(®rm tion | free fitted | conservative [formation apparent
Q\ % E§s0me& fra@on DegTs0 matrix | DegTso mawrix | fraction | DisTso
R Q& @ Z-isomer Z-isomer Z-isomer
o4 [day% E>7 [days] [days] E-> Z | [days]
@x ©6l 4 nd X X :
rmany) ) § ‘”\31.86@ 68.85 <0.0001 | 68.85
125&4 (UKD i, 64.60) 0.6176 12.15 n.a. 60.69
R@MZ (ﬁ%ancg@J 63.51 1.0 12.67 72219 0.0001 9 [ 62.28
Geom¢étric m@i @ N 63.84
n.d,; @ dete > LOQY K n.a.: not appropriate, visually not acceptable

a) t full iable, mathematically not significantly different from 0
b) for@ fraction limited to <0.0001, to deliver a conservative DTso for fluoxastrobin-Z-isomer.
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Principally, the transformation processes of fluoxastrobin E- and Z-isomer, are proposed as follows.
The E-isomer degrades in 2 different processes: a fast photolytic degradation to the Z-isomer a@oin S
parallel, a microbial degradation in soil. Potentially both processes are linked with different foxmatio
fractions (which cannot perfectly be reflected in the evaluation software). Th&ymicrobial d ation

is appropriately described with an SFO fit (after 10 mm rain has been rgached). The<p ot@@
process takes place mainly before the 10 mm rain period is over. @ @

The HEC 5725-Z-isomer is formed from the E-isomer by photolytic proé@es (startlnom %rod
impurity of about 0.2%, initially). Although the Z-isomegOccurs < 5% the initial @9 inpe@sd @
(EFSA criterion for metabolites), its maximum is observed mainly @16 first few@mpl m@afteré
10 mm of rain. @} & @ @ @Q}

During the microbial degradation phase of E, yome soils.a reaso (f@le ﬁ@)f Z@uld e rea@d
assuming a formation fraction > 0.6 and a corresponding sh @%)TS’& Ho@ver app%went @Ime
DisTso of Z from its maximum onwards des¢ijbes vgr co%§vat1§e y 1t ek gr ion with no of very
low formation of the Z-isomer in parallel %HS deggadatigd. T mea@ the are@%m@ of Z 1s
equivalent to a conservative matrix or bu% egpag tlomp 30 paix in %ld §

Despite the different transformaﬂor@@oce@xges of &> and\\@lson@' th ﬁ nf{§ #natrix of E
d inJHe

and the conservative apparent Dis¥'so of @( DTso a§§) ar \rery $unilar sarmge order of
magnitude. No significant dlffere e be@veerg{@th chusters O) be & & @1 it 1s$ery unlikely
that the Z-isomer degrades sl er to]%?i the E-isondor. Fl@ leads th@con ion, that both
isomers can be evaluated*%w sym of —1s&mers @@nd c@mde&%’ as @m in subsequent risk
assessments. @ © N ©
TEs o v
The fit of the metabglite H %72@%@ des @ﬂor eny@%’@ in @mbm&t%n with the parent fit,
seemed not to be a § opriate for ) de@ purppse. @we\@r a co@ervat%e apparent field decline

DTso could be ev atedé

A Y
The conserv@ve arent@ﬁeld @echﬁ@%T § 573 5-E-des-chlorophenyl (M48-E)
(normahse%model g en omt@)’@was see 13)

&

Table %“2 2.1-13: Stll‘r@%d pare &ﬁad d&@ne of%EC 5g©25-E-des-chlor0phenyl (M48-E) for

@modsellln rpose from x1m °‘§ 100% FC
> modslling gurposg Fromfia

Tocatipn’ . @ N Kinetic DisTso
(@) RS @ type ¥ [days]

C . ©
ﬁm@m (UKY SFO 39.54
Ceometric mgan SN ~

a) SFO: Sm&e first order
b) NormaP@d usng.%a Ql(@Z 58 @% ﬁequatlon coefficient of 0.7, values are
DegTs atrl%g

% § & I. METHODS

The b "& 1our § ﬂuogstro@n under field conditions was investigated in one terrestrial field soil
d1551p&tgon stady, ing eight trial sites located throughout Europe (France, Germany, Italy
00 CA 7.1.2.2.1). Only bare soil field trials have been taken into account. The
ﬁe d1s tion trials were carried out at eight sites (six geographic locations) across Europe in order
to cov€ridifferent representative agro-climatic regions. Each test site received a single application at a
nominal application rate of 200 g/ha fluoxastrobin in spring. Application was made on bare soil. At 4
trials, the soil was maintained bare; at the other 4 trials spring barley was sown shortly before

&

v
N
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application, followed by grass after the first season.

The present report comprises the evaluation of the data according to the most recent EFSA guid@ace &
for evaluating field dissipation studies (EFSA, 2014). The kinetic evaluation was also perfo Q§
according to the guidance given by the FOCUS Kinetics report (FOCUS, 2014)@ @ @

Because daily soil temperature and moisture data, which are necessary tQ Igjrmahse th eg tlon
parameters were not measured on-field, corresponding values were gen d by emplo$dng a@ntah@g@
simulation model. Necessary driving variables for such @odel are raififall and oth&g}h fie dat
calculate evapotranspiration. Soil moisture and temper!fure for thrmallsatlo@@& odelling &
endpoints were calculated with FOCUS PEARL 4 Degradat@ parametergyere @ @1 th&
software KinGUI 2.1.

— , . Q7 . \ 9
Three kinetic models, Single First-Order (SFO) “ind the bi- 8%@pon ﬁual m@gels @OP Poub E@lrst
Order Parallel) and Hockey-Stick (HS) arés n@% to % quately ibe dlSSEatI%I of the

applied substance in field trials (FOCUS, &14 an@EFS@ 014@@ @ ©§ @j @& °

In the attempt to separate soil surface rad@f@n pri sse&% sp %tm@ olatglsatlo§rom
bulk soil degradation, an important thpesh th @be thevtime, When at
least 10 mm precipitation (+ irrig%@n) be@ fall EF§ 2 Theb it ssun@i that the
active substance is sufficiently deep washed i intg the §gi . T@s né.i’se 0 SF@\?ﬁt residue
data before 10 mm of rain has @gen fallen, h@’e toﬁ:xc case of HS; fe bg&akpomt time ty
has to be equal or later than @ day aﬁ%whlﬁ?wthe 10 réﬁrnfall @1 erw@ was @geache@
i D

Calculation of DTsg / DI@&) Value@ A @ﬁf 11 s d@ned 4he tm;% tak@i fq @%A) of substance to
disappear/dissipate from a cq r%nt foligwi gle @rst-qrder kln&ﬁcs ereas DTso and DTo

values are not strictlycoonne@ed t% st@rder §@etlcs&ha this @port&lf 11%%5 DTso and DTy values
are calculated fro@p&ropm@y ate@nstan 38@50 = @(2)/1( and D@ggo = In(10)/k, respectively.

N R
O \
S @@ © S, %RES@TS@ND gscu@owx

its photeiyitic Z-isomerGHE 25—@0mer) and netabdlite HEC 5725-E-des-chlorophenyl (M48-E)
were éé?lved followi® t ocedure d@%rlb&@m EPSA RU14) and FOCUS (2014). Daily soil
temperatures and \ture%onte«@% W@&lee(%&je nonéahse the data to reference conditions according
to FOCUS grou ate ssu ons, Xy

Modelling €ndpoints (tempera‘g;;@ andtﬁ)wlst@ norn@hse for fk@xastrobin E-isomer as parent and

An overV1eW ndp@%ts i 1ven the @cuﬁve Summary. The modelling endpoints
and statlstm@ para@ete or ﬁoxa n anZ -isomer and HEC 5725-E-des-chlorophenyl
(M48-E) a% given in Ta 0 T@§ @ 2 1- 18.
& 2 Q & @
> < & @ Q@ S
v o Q
e . @ & Q
S ) %,
@ < Q" & ©@
S
<&
&% O @ RS
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Table 7.1.2.2.1- 14:  Estimated field matrix dissipation of fluoxastrobin-E-isomer for modelling purpose,

normalised to 20 °C, 100% field capacity @ S
Type of Kinetics ® Fitted ¥ error t-test Visual [ DegTso ted §
parameters fit” S matrin® @
[‘VO] Ktast / Kslow [ [days] Day@
@ N
"—-R812390 (Germany) % . S § >
SFO Mo: 68.99 3.6 SP <0.001 o * %,30 ﬁo,d@%
k: 0.03109 ) o Y S
DFOP Mo: 138.4 13,86 <0.00% + o189 | A
ki: 32.73 % Q& . &3 ? & d
ko1 0.03664 | G & Q.S d &
o 04444 |© D N | & D L] ©
(t: 0.064 d) P 9 |y N [ KN OSN|S
HS Mo: 137.5 F| 1407 ¢° <0@p1 P + @ 1961
k1:00.104% @\J\\ﬂ @ g & é @ o
kz:O.Egﬁl SOy SO e S
AN S
(2:0.626) " ™~ @ 1S QO > & é\a S
< NN
B - Rs14202 Germany?) o o & &Y @b F &
SFO @ M:103.2 15@% @ <0. Oo @9) 3186 do
Sk 0302176 ) @ ¢ O
DFOP i (127% NT491qp | <0.002 | .2 41.09
o & %DO@ §|@ & 5 § @ ”\a@
NS ke 001687 o & ~
Q S 3636 © @6 § S & o
ST S eela
HS . D RP3 7. 0.001 @o 37.98
S \© & kl:oo.tlv)%f@&\ N P RS
O O d ko [0 o &Y
< ¢§ %, é)zg:o.44§§0 42 | © %@
2 L& b:@d O v @ \@’
@) <
é R812404 (TK) .. -, O %, 0
SFO XOREES (1237 o, 7.84% 0.001 +0 64.60 | do,d14
) /@QEIOO.@W CEIS
Z D)) (¢ 'S
DFOP o O @5 ON@g”'?@\ 18@ 5/<0.001 | +o 62.33
QO o] P >
& | Ge0qn2 b L
% N @@760 2 %
@7 Q@ Q (t: 0. Od)® @
HS .15 o 8.912 <0.001 +o 62.90
o ke 01102
& %% ng (@319)@
Q & t5:M2.72 ©
S N v @ cont.
& &
O Q
< @ N
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Table 7.1.2.2.1- 14: Estimated field matrix dissipation of fluoxastrobin-E-isomer for modelling purpose,

(cont.) normalised to 20 °C, 100% field capacity @
Type of Kinetics ® Fitted 12 error t-test Visual | DegTso wted
parameters it b matrix ®
%] | Kt/ Ketow S [days) Days@@
< @
B - &512412 (Franco) = 9 o
SFO Mo: 78.5 595 P <o0.001 op + 1 RIS
k: 0.01091 X I~ @;&5 & <@
DFOP Mo: 158.0 4.68 <0.0p¥ + 64600 | A
k01: 195 % Q& &3 X @© @
ke 001072 | o6 o & < S d &
g: 0.506 9 o ARSI IR PN BN
(t: 0.01 d) D S N |a R N R
HS Mo: 158.0 | 443 1 7 <001 T+ @ 6472 |
ki 0.1708, | @ 9 K ol O & @
ko2 0.015%1 \\ 5 OO |x
RN RO AN S
@00 @ LS Ok INEES
bea de s | A s O & g
a) SFO: Single first order, DFOP: Dou&e first ¢@fer in pégallel 14S: Hockey stlcl§ N2 § ‘Z”\j@
b) Visual fit: + =good, 0 = moderate N @Q Q) N
c) fixed to normalised day, when %as @ & @ @
d) sampling data before 10 mm e@am de‘iq for SFO fit, e@z’ordmg%to EF@OM é

e) for modelling: DFOP or HSADTsq,0f slow @ &
f) calculated according to E%A 201%95% Qo itted @del par@leters @ @ \y\?@
N 9 &S @% o @
@ RN
. e & T 9
Table 7.1.2.2.1- 15: § Stimated SF’@ﬂel -.,5? atrixdegradation of HEC 5725-Z-[somer for modelling
urpise er tied), noshalised to 202C, 100% field capacity

N
Model for par @nted err %—tes V@al ﬁt% DegTs0 matrix | formation
éﬁﬁ eters g" Qg@j @ fraction
2 © [%] @" [days] fFxa E — Fxa-Z
N o & & IS \U
IR - s123909Germiny) & QO
oMl g Ok @x@% R
%y
I_-Rs%oz@emﬁ LS &S
SFO @K@ e Mo: 1 15867 \V}.O%&“’ + 68.85 <0.0001
k: 093007 Q B 4
S S N
- QS
SFO,_ SO Mg > 2207 [ < 0.001 + 12.15 0.6176
%k: 03 Q X
U
@ A
%ﬁimz 12 N
(France) * %%
SFO & 12488 0.074 0 12.67 1.00
Y N@’bsm

n.d.: n@(@%tect@é LO
a) O: Singig first
b)Q 1sua é@ +=good, o —@derate - = poor
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Table 7.1.2.2.1- 16: Estimated SFO apparent field decline of HEC 5725-Z-Isomer for modelling purpose

from maximum; normalised to 20 °C, 100% field capacity @° S
Kinetic model Fitted parameters | g of y*test t-test Visual fit ¥ DisT5® Q§
[%] S ldayg]® 4
g .
- R812390 (Germany) % ©@ Q\ &
| Mend | e ST PG
@ N @ @
_ R814202 (Germany) X K & » NS
Mo: 14.23 15.1 @ <0.001 4 + oY RessR |«
k: 0.01007 AN Lo < O @
f ~ O @// Q [®) @ @
I (R312404) (UK) : G v > S
SFO Mo: 12.14 1 @ <0008 [ o+ oS 60.6
k: 0.011421 ﬁ@ kS S @J@’ o Q@’ S é@% 4
WIS DS
T - R812412 (France) & .5 os &6 fm;x% \© S S
SFO My: 15.49 “J2.8 %o | 2550.004, N N7 62.28>
k:0.011130 R KOS T S N %)
n.d.: not detected, < LOQ Q 6 > ©@ @) S Y
a) Visual fit: + = good, o = moderate,’- ;@r 9 @ & o Q S

sadser - @ '
In the following, a compatison ofdhe d at behaV1our of both\@om f @astrobm, E and Z,
is given. Of principal miErest , if the 1ﬁc d1f efent g the glironment or if both

isomers behave s1m11$nd %§ e &@slder ) 1ng§ubsqu

Table 7.1.2.2.1- l@m rises @T@aluesgal atod in @15 re 09 fo he fluoxastrobin E- and Z-
isomer, separatelyysoil por soifcolurin 2 -4 pathyay @ee fgted; eglimn 5 - 6: pathway fit with
conservative %‘, atiotdfractions; o‘: imn 7@) %é%t decline ﬁ@)m ni%xlmum)

c é%l

The second Ves{\y@ ﬁel atrf(ﬁ%degr atio 501,@ix of the F-isomer, according to EFSA

(EFSA, 20@) N % Ny @;w

Table 7 ‘1@’ 2.1-17: ervigyy and comparison o 1d ﬁlx @adatmn or apparent field decline of
AN p

uoxastrobin E- 5@-150@&‘ ( odellln urpose, normalised to 20 °C, 100%
@ﬁe &apz@, Qu=2.58) > @x &P

risk assessments,

€ @H)eg ‘matrik ﬁirma@n @ fitted | conservative formation|apparent
< FQ mg@ fr;lc@)n egTs0 matrix | DegTsomatrix | fraction | DisTso
Q &) & Z-isomer Z-isomer Z-isomer
O [dagst® | B> 79 [days] [days] E-> Z | [days]
g 1961 4 ni - - -
@1.86@ N 68.85 <0.0001 | 68.85
N 64.60% | 6176 12.15 n.a. 60.69
B - R<i0412 (France)| 6351 4 1.0 12.67 72219 10.0001° | 6228
Geometric m % Xy 63.84

n.d.: not detected > L

Q n.a.: not appropriate, visually not acceptable
a) not fullyteliabl @atheally@' significantly different from 0
b) form@n fra@ limited to < 01, to deliver a conservative DTso for fluoxastrobin-Z-isomer.

O S
In Q]@S%furtcolu@hs (@)le 7.1.2.2.1- 17) the Z-isomer is described with 3 different estimations.

In col 3 to 6, the HEC5725-Z-isomer was fitted as a metabolite together with the parent compound
(E-isorier), to describe best its total transformation pathway in field. The best and reasonable model

for modelling purpose for the parent (E-isomer) was chosen, and the corresponding degradation rates
and formation fractions for the Z-isomer were selected.
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Usually, the formation fraction of a metabolite, here the Z-isomer, is free fitted in combination with
the corresponding degradation rates. Here, for the Z-isomer a very strong correlation of the DTs@ﬁh©©

its formation fraction was identified, meaning the lower the formation fraction, the higher the DI so. >

Therefore, in some trials an additional fit was carried out, to estimate a co@wative or wWorst-
DegTso of the Z-isomer, where its formation fraction was limited to be < 0.0G91. In case of
B soil, this comparison fit did not result in any visually acceptable fit for%he Z- 1some@%hu
low formation fraction cannot describe the Z-isomer prop@y in this smg\f S

%, RS
Finally in some cases, for the pathway fit of Z-isomer Yrange of D@50 matrix Valu@@pe \coe &@
given: 1. a lower DTso with fitted formation fractio n.\ 1 (colu -4), an servafive o
worst-case DTso with a very low formation fract10< 0.0001) ( % bv usly, &pecial®

the conservative DTso marix values are statistically#ét reliable ¢due to l%en s ﬁlons@Howé

this is not essential for this comparison, and a good ¢s tlm&t@ for the moébconsélatwé\degr&g dation

of the photolytic Z-isomer under field conditigjis is @%en g}ﬁ @% @

(G
In column 7 (Table 7.1.2.2.1- 17), SFO%pare@’ ﬁi@dech@ D1 %T 50 of@he Z- @me@ g@n
%>

starting from maximum measured data Q%Var&\ 'Y

@
% Ve%@

X
It could clearly be seen, that the app t 50 @ he serv jve D@é mak¥alueg pt the leomer
are very similar for each soil (c %nd °§).” This,le ad& @mclk@lon botlPestimates
describe a very conservative ma@x d@radat@n w1t@no o@ery ]@W foé%tlo i) thoe;%-lsomer in

parallel to its degradation. @ N v @ @ Q @ N
Finall y Bome? 9

y, the transformation pProcesses of @xas{obm %7 and &1501}&r, are @pjopose as follows. The
E-isomer degrades in 2 differe®processes: ‘s@ ast photolytic de%@dat' @ Z-isomer and, in
parallel, a microbial matrix d adatloé in \:u\ ntiall>both processes aﬁ@nked with different
formation fractions 1ch @fectl @lectei valyation software). The microbial
matrix degradatio appropri ed h a FO it (aftefOl0 mfh rain has been reached).
And the photolytgﬁoc@btakei ]%befor&@ns 1Q ,,)@ r@n pe&@l is over.
The HEC572 é—%son@ is formed m t}@E am y @)hot(ﬁy‘uc processes (starting from a
product impusty o 2 —0.3%, fﬁ;tlall}@@ Alt © gh the Z-igmer occurs < 5% in the initial

mm raig&perio Crit (o) ctabahites maximu observed mainly at the first tew
10 @dFSAgé@nf )@ bserved mainly at the first fi

sample@\ts afterlO@h of\fain. @ @@ § &

@ > .
During the microb” deg °@dati0ﬂ§phas§ E,’n some soils\a reasonable fit of Z could be reached
assuming a formagipn fraction 6 artha corggsponding short DTso. However, the apparent DisTso of
Z describes Ver}@con ative gradation @,t noQor very low formation of the Z-isomer in
parallel to 1t%?®gra@ . Kbis me th@ppgr@t Dis®%, of Z is equivalent to a conservative matrix
or bulk de atio Tso lx 1n fe d Q @(r‘@ @@

Q@®

Despijte the dlffereﬁ@rans&gmatp@i pro@ses @E and Z-isomer, the microbial field DTso mawix of £

andsthe conservati ent “RisTso 6F Z DTso matrix) are very similar and in the same order of
magnitude (Ta@eﬂ 1. 2 - & Nawpignificant difference between both clusters can be seen. Even
more, it is very unlikgly th Somer grades slower than the E-isomer. Finally, this leads to the
conclus1on,§§§t both isofmers can be &¥aluated as sum of E+Z-isomers, and considered as sum in

subseque@msk dg?essn@ts. <§’

§ @ S Q
BN
of é’ meta@hte@ECSUS E-des-chlorophenyl (HEC7155, M48-E) in combination with the
par nt fitSeemed not to be appropriate for modelling purpose. However, a conservative, apparent

field decline DTso could be evaluated
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Table 7.1.2.2.1- 18:  Estimated SFO apparent field decline of HEC 5725-E-des-chlorophenyl (M48-E) for
modelling purpose from maximum; normalised to 20 °C, 100% field capacity @° @

Type of Kinetics Fitted g of % t-test Visual DisT{@ 93
parameters test fit 2 @ &
[%] ~ [days] &
< K
I (R812404) (UK) ) > IO
SFO Mo: 11.89 368 D  0.0002 § o ® 39:54
k: 0.017531 V Y SO 9 é@
Visual fit: + = good, 0 = moderate, - = ) SR
a) isual fi good, o = moderate, - = poor g R Q o &

O
R (@) @
I11. C@USION& : @@) @ & & @}
@ N @y 6\ %, §
Despite the different transformation processé\)f E@d Z@s me ?%he r@rob ield ﬁTso arix Of £
and the conservative apparent DisTso of £ (= D matré%r simigtar and” in @ %rde&of
magnitude. No significant difference between beth clu%t@rs caq e se€n. Ev, more it is v@
that the Z-isomer degrades slower thag\the ﬁ%ome@ FlnaQy th ds’to the ncluzs;pn that
isomers can be evaluated as sum%’ %ig-lsm@is ere &is s@ sequt risk
assessments.
The conservative, apparent ﬁel‘@dec e D@jo Va@ of ©>f C& E@s ch@)phﬁg\’l (M48-E)

(normalised, modelling endpoii) was39.5 d4ys. S5
oith was K L
D

N @) § & @% % @ &
PECgw values of HEES 725$1s0mé%> for th@useﬁ@ommgs and«&real&x FOCUS PEARL and
PELMO @ & Q@ N @@ @ . Q" &
In this parag%ﬁ ec1ﬁc{éiy egnmd (%%he a@oach% t 1sk a§essment of the Z-isomer of

fluoxastrobingFhe chemicalStructde of %Luoxa@ebm tai 0 do@le bond. Due to the substitution
©O .
pattern of the doub bond“E- aggl Z-1 mer@&xls‘[. e common ame fluoxastrobin denotes the E-

isomer. The Z-isomer is kn@n ‘:@ an pugty i nlee‘% fluoxastrobin (specification limit
2 mg/kg)> The Z-isonwr car@ fo m th soﬁaer b%@hotolytlc processes exclusively. The

transformatlon w@ead 40 @itgqulhb@m t}te itk which\the E-isomer is the more stable and

%Y

energetically prefevred isomer (@tio i &]ue%@’solut@n abppt 10:1 = E/ Z). In the environment the Z-
isomer shows very sindijar degpad behayiour 4ixd a y@@er soil sorption than the E-isomer. Further,
the Z- isome@%WS@Qegmnlar\oxw l@wa@oﬁ e. A study with Daphnia magna performed with
an increasgd amount o @ner fatio ) =65/35 revealed an at least comparable,
potenti @ ower ecot 1(:01@31 P® 1le an theparent E-isomer, demonstrating that there is no
further isk for the aqua c co aﬂ\ment (& ase @r to CA 8.2.4.1 M-030533-01-1).

It 1s\proposed to addre&he @1 of ]&nd %somer in exposure calculations and risk assessments.
Since this app@oach also jrhpacts-%he @undwater assessment, an exemplary specific leaching
assessment § the%‘fiso imgroundwater recharge was performed. The PECgw calculation
demonstratés> that«there jssio rigk for g undwater leaching of the Z-isomer. Therefore, the proposed
approac con@ﬁered@s apprlate A summary of the PECgw calculation is presented below.

%&\
@
& @

&

%

Q@




B . Page 85 of 146
sayer) Bayer CropScience 2016-03-10
R

Document MCA: Section 7 Fate and behaviour in the environment

Fluoxastrobin

Report: KCA 7.1.2.2.1/0S| I »+ 2016; M-537904-02-1

Title: HEC 5725-Z-isomer (FXA): PECgw FOCUS PEARL, PELMO EUR (fluoxastrol@) -
Use in onions, cereals, and bare soil in Europe .

Report No.: Ensa-15-0714 v2 S S @

Document No.: M-537904-02-1 S &@ ©)

Guideline(s): not applicable (o8 )

Guideline deviation(s):  not applicable % § Q\ &

GLP/GEP: no N ' 9D

@

N
The predicted environmental concentrations in gr(@adwater (PE@W) for the @zxotolyQ m@%oht‘e%
HEC 5725-Z-isomer were calculated using the simulation model@OCI@ff PEAR (vgswn 44, 4) %

FOCUS PELMO (version 5.5.3). Crop interce was take&mto d€count 2 g toGhe
growth stage, as recommended by EFSA (E{SA ( 014), CU@Q\QO 4@’ bs %f’e datgs for
applications based on BBCH codes given@n the@ AP %fere ngat% (Klem
(2010)), a German regulatory tool for estu%tmg @hc&t@n dat@ and p n@@rcept

S)
An exemplary specific leaching asse@ent q@\ the@oto&twall@%’orm&% HE 72 -0 was

carried out by assuming a virtua @Jse g@[catr@@» of @C @5-2 § The intended
o

fluoxastrobin application rate is tlphe@ﬁvlth ‘the maximunaccurr of P15 5725-Z-
isomer in soil under field condition ns, taglelivebthe @en‘u 0 r@of Q@vailale for"teaching. The
pseudo application of HEC 5728:7- Ls&fner in'fachi @en more ap riat@gas Z is formed
exclusively photolytically and thus under @ﬁt at the soil s%rfacg @ @ S

LN e @ Q&

©)
Detailed application data\u@s)ed r simufation @E% wer@bmp%d 1n?i9§1e @@ 1.2.2.1-1.
N

Table CA 7.1.2.2.1- ],r,,@ App@atl@attem used@ PE@gw calc@tmr@ &\
< V& Appﬁeatmp o Amount

Individual ©© @CU Rate~ Lgtervz@ Plant <] BBCH | reaching soil
cro Q us§e per s&on @ @ceptﬁm stage per season
P (S @JQ in ptlon N @@@ IS @ application
& @a.s. /ha} | [@ays] ol [5?] [g a.s./ha]
Winter & Spring < Q ISETRSIEPS
cereals&f o @ 2x 150 Q 14‘% . Q- 30-69 B

Spring cereals, Q¥ g4 cﬁg\fs 2\@7 289 o %Q 2% 80 30-69 2% 345

simulation") N

i TS ;
Winter cereals, innt@rea@@i’ x (35 ) 14> | 2x80 30-69 2% 3.45

simulation) @ q

Onions, GAP ¥ N - A | eXx1256] @ - 15-47 -
Onions, =) RN 2 %\@
simulatigh % On@’} @ 14380 |5 10 2x10 1547 | 2x12.97

D" Pseudo apphcatloﬁﬁﬁatter%or ph@lyﬂc tabolits’ HEC 5725-Z-isomer (in g metabolite/ha): Intended
ﬂ%%’xastrobln apﬁﬁcatlo& e issnultiplied wit i&he maximum occurrence of 11.5 % for HEC 5725-Z-isomer
in soil under field cond @ &

K
@ O S
For cereal@ do applicati , absSRite dates were derived for the simulation runs. All application
dates a mg@lsed in“the table below
D SIS
ST

&
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Table CA 7.1.2.2.1- 2:  Application dates and related information for HEC 5725-Z-isomer as used for

the simulation runs @" S
Individual crop Spring cereals | Winter cereals Onions o Q§
Repeat Interval for @
App. Events Every Year Every Year Every@r &@ @@
Application % °
Technique Spray Spray &pray § § %
Absolute / NN NS
Relative to Absolute &olute @&Absolute kS @\ @Q @
15 App. Date 1** App. Date %15‘ App. D%&g@ N é\g é
Scenario (Julian day) @}(Juhan day) & (Julian d49) R @© @Q}
Offict oD Offset 2| &°Off o &
10Apr 7 g 2pMay N 8
(100&& & &(7 49) @ S
% & °

@m)\ > (10 (5 o
05%& & @Way@% @@%8] 5@© @@
Y

- I
] 2hpr O < \%A rQ $3) - &
O (189) N Sasny IS (1@’ S

[ :
AN S © %S . o @
2]
Substan@speciﬁc@d éﬁd rQated Q§t p@meters for FOCUS PEARL & PELMO PECgW
i

calcutations are sumymar
1nT\ableCA712214 ¥ o
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Table CA 7.1.2.2.1- 3:

Compound input parameters for HEC 5725-Z-isomer

Parameter Unit HE.C S725-Z- @ @b
isomer N o>
C S
ommon S @
Molar Mass [g/mol] 458.8 < & ©®
Solubility [mg/L] 2.3 v & &
Vapour Pressure [Pa] 5.63E-10 @) § 2]
Freundlich Exponent Cy 0932 ¥ NN é\”
Plant Uptake Factor \a 00 @ 5}” Q\ @ @
Exponent 0.7©Q @ O é\ﬁ é
PEARL Parameters @} S @to)\g RO @Q}
Substance Code Q) &z RS © &
DTs, [days] | 638 @ | R O 2 &
Molar Activ. Energy  |[kJ/mol] Q@' 654> D b\% 2§
Kom /g] R 96&% Q}% @@
Kr \{mL/ % Q@ é % &’
PELMO Pa %eter& O AN ©@ @j @
Substance e Y &6 A, N éa N §
G N %L@da% 0.01686 & & SIS
o @38 S
TS| Siess | 5 § 2
RE LR
Table CA 7.1.2.2.1- 4: Degg@%tlon ﬁlthv%@s rel%{e@fmrafﬁeterg @Qr HP@ 572%%501{&
Degradation fraction from = to N @ N s
(FOCUS PEARL) © @ PR & 2
Degradation rate from - to § 0858@Active,Substance -> SBR/CO
(FOCUS PELMO) v @§ @ Sg} @ %& N "\%
S - Q @
\ 9 N
Findings: PE \evalu%%ed the %‘1 pe&\tlle ﬁ theam@ nual leachate concentration

at 1 m soil dgpth.

@%CU@ PEA@L and PE@V{
apphcatlon@o Wlnt@: and%prlng'zyerea% and‘nlons

ng

sult

for HEC 5725-Z-isomer after
iven in Fable CA 7.1.2.2.1- 5 and Table CA
&

7.1.2.2.1 %
@ @ @ @7 o @Q %§ ' S
Table CA 7.1.2.2. 1§ Sp%mg ﬁals &@CU%EAR@&: PEﬁ/IO PECgy results of HEC 5725-Z-
ngmer
Use Pat@rn @ (;@ ©\ Sp@g cereals,
Q @ © 2x 17% gp /;m/hal),%x 80% interception, 14 d interval
% ¥ Q & HEBC 5725-Z-isomer
@’ \@2 Q F@CU@AR& FOCUS PELMO
Q KN @ Q@ng PECgw
N > % [ng/L]
<0 <0.001
%% @ Q@ <090 <0.001
.001 <0.001
é §9 &.001 <0.001
SIS <0.001 <0.001
S A e <0.001 <0.001

&') P%@do a@cat§ pattern for the photolytic metabolite HEC 5725-Z-isomer (in g pure metabolite/ha)

&
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Table CA 7.1.2.2.1- 6:

Winter cereals: FOCUS PEARL & PELMO PECgw results of HEC 5725-Z~

isomer ° S
Use Pattern Winter cereals, o @ é§
2 x 17.25 g p.m./ha?, 2 x 80% interception, 14 ¢hinterval @©
HEC 5725-Z-isomer S & @Q
FOCUS PEARL FOCUSPELMO & [
PEng %ﬁEng ° © o @a %@
[ng/L] © & pg/L] > S @
<0.001 Q <0001 @& N [ &
<0.001 > &© <0.00 Q & &
<0.001 & Q - <0.00T o o @
<0.001 o7 N @’ <0l @ @
<0.001 N RN 0016 RN
<0.0 & %5 O A0, o@ S
<0007« O @ @ <0081 < <\ .
ool O @] R S @001 &\ o
SO00R s O . 0015, N

D" Pseudo application pattern for @ pho@éﬁmc g\fjb

&

olfkgﬁEC%ﬁ%S —Z@Zisome @1 ﬁmeta@hte/ha)

@’ *o 7,
Table CA 7.1.2.2.1-7: _ Onions: F&US@?EAR@»& PEBMO %ﬁgw r®nts qéfEc 5-Zzisomer
Use Pattern @ % 3 Oftions, Q © X
S 2 X14.38@ pm/ha, 2 x 10% jiftéreepfion, 19d mter@l
L S O @ HE&ns-Llsom@; N
© N FOEUS PEARL . S SN FQCUS g%ﬁwo
W, | ) 6 PEGw o 9] & PE
Q| @ pgl) & <o O & g
£ @ =001 7 A2 @000
NN Voar N §@ @<0 001
1 <0.001
o 0 3&001 2 @© S @ <0.001
%@ 0. 00@ (ag o é,(;\f <0.001
é}y NS <0.001 & SO AN <0.001

> Pseudo appgkeftlori Et/t)érnti

<
Conclusion: Th@? argy0 c&mq&@ mynd ter frofw’ the use
isomer in accc@lance th tl@e}lse pétern @’ the reseggdtive formulation.
QO O O o >
@ "S) Q (@%**@
<) N @% %o
& N @ &
CA7.1.222 Soi cc@matm stQ@-es S

No ﬁeld accur@]@tlon s@dle

ﬂuoxastrobln@/ s evaluate

been perfored. Dug to t
soil woul é’j\- ez@;@ted ,©© §y
N &
R SIS

urinthe A

r the @tolyﬁ&%etaboﬁe ]E@ 5725-Z-isomer (in g pure metabolite/ha)

of the metabolite HEC 5725-Z-

ve pgen p&r%rmed for fluoxastrobin. The accumulation potentlal of

kkdkk

Afdex I Inclusion process. No additional studies have since
se p&tem@ @nd the degradation rates of fluoxastrobin no accumulation in
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Overall summary of the rate of degradation of fluoxastrobin (E+Z) and its metabolites in soil
& O
N @§
Studies performed in laboratory under constant conditions: S @Q
Fluoxastrobin degraded in soil under aerobic conditions in the labgtory In aé’obw Soil
fluoxastrobin (E+Z) degraded with DTso values of 10.5 to 215 days and DT Vahés\ of @0 ta,
864 days, a summary of the best-fit degradation kinetu@of ﬂuoxastrgbm in soil foguse {s@[&@

endpoints is shown in the table below. \a @@ @@ &@

. . - Q DTsi, S
Soil Soil type N@el [%é [d %}@ [ ‘iﬁ )
IXXa (ring 3-label) | Sandy loam | @PFOP 285 P Y o 739 o
Al (ring 3-label) | Silt loam SFO | @179 | @462 | =, 1548
- I ing 2-label) Sit NI pFor [N 048 [N 108 53.>
(ring 3-label) Silt wFoP. O 2% O 119 & a0 o o

(ring 3-label) Loamy sand *{_"DFOP 088 A5 $864, .9
r& . &Mawﬁbm RN 215@ R 8&§
N & & §
A summary of the degradaho@me ics o‘{%ﬂuo tro+Z@ n s f@ use {?f predicted
environmental concentration KM 18 K@own Q,i” lues@lo ed.to 20°C and a
moisture content of 100% F 1pha§10 els rec@’cula’é‘@d to \'2» O, for, modelling pwrpose, e.g. slow
phase) were between 15.8 to 50 c‘ S, vg@ a g@metrl@@mean of 35@@1ays ) 2
Soil \ Sml type §® 1 \be DegTs0 moa at
% @ (%)p M@e 8&,] g}@ 20 "Cg and 100%
NI RS (7» FC [days]
s@y 1%1 VFO@ @3, 9@ @;1.6 21.6
Pl Silt Joam SEO ” 1L1® [ 462 30.8
(il 2-ladel) | o & O ﬂz@bM% 4396 18.4 7.5
ring 3-lyel) T Silt Fom€& | 50,9 150 14.3
geomean % N @ D ¥ 1D @ 16.6 15.8
> | &loamysand | BFOP« | @38 280 150
R AN %G N Geo ic mean 35.5%
O [ soi in@i\?ed 'n(amea ly ori’ee(@witkf@ﬁ geoéan. el
© % v &)

D Y S
The degrad\@on ra% ofd "" ?5- mer@\in soil could not be evaluated from studies under

laborato onditions becaus@ es ’é\\ﬁtudle@we erformed according to guideline under dark
conditiags. The meta@ te HRC-5725-2- 19@'}& @a photometabolite and only formed under influence

of light. S @
ST TR
s &
&@ %% g Q@ Q
RV
@ < Q & ©@
o O o
N &
< @ N
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The metabolites HEC 5725-E-des-chlorophenyl (M48-E) and HEC 5725-carboxylic acid (M40)
were also shown to degrade with DTso and DTg values of between 42.7 — 206 days and

o

685 days, respectively, for HEC 5725-E-des-chlorophenyl (M48-E) and with DTso and DToo values o§

between 10.9 —21.9 days and 36.2 — 89.4 days, respectively, for HEC 5725-caghoxylic ac1d@1
summary of the best-fit degradation kinetics of the metabolites for use as tﬂ%@ endpoints 1§ showay %1

the table below. \
3 & & o
Metabolite Soil Soil type (4 Model <% of y*test k. DTsa - DT
P V(J (Paren Z [?’ﬁo] @S}ida§ [dﬁ &@
< Metabofite) O
HEC 5725-E- AXXa Sandy'#8am | DFOPSSFO 379 53?5 F7118 @)
des- All Silpldam | SFO-SFQ2| 533 (o101, | 334
chlorophenyl (ring 2-label) Silt DEOP-SEO QP49 2 4907 | 103
(M48-E) (ring 3-label) N Si? PFORSFO IS 706 | 427 | 142
“Loatmy sandC DF@SF@ 1.06°  [£206 5 6%
N ,%/Iaxmﬁ% value|~ 206
HEC 5725- B | st 4306 | 2L7 § 9
carboxylicacid | | A0 \Sang&gloa% 3.950 °91.9 [Y89.4
(M40) # da] it “@o SO 2%89 (71099] 362
Q DA (@Vlam@ﬁ}n v 219 | 89.4

a) Where only one model is shown th@netabs&te was @phed @ctly t@ﬁ% so@a the d@adat@tud&

A summary of the degradah&i knf%@cs ) 0 %he m@@bohteﬁ%HE %25 %es-%llorophenyl (M48-

E) and HEC 5725- carbox@lc achd n 1ls Qr use in predicted @Ho ental concentration
modelling is shown below D@Vah@e)s wer§ alis ed t 0°C§<md a m%astur§ntent of 100% FC.
(Q\

,Q
Metabolite @ goil % Qd Soﬂ“@pe 2= 7 |DegTso| DegTs0 moa at
SO T on] s .S @ [days] |20 °C and 100%
< &S N D FC [days]
HEC 5725-E-( Sandylpam 4.01 | 48.0 48.0
des- Siftloam 5.73 101 67.0
Chi%;&%% (rigg2-1abély’ | Silt o 4.80 | 411 44.1
NS 6.20 | 46.3 39.2
q 43.6 41.6
> Loa@y san@ DgQP -SFO | 1.06 | 206 111
@ & Geometric mean| 81.2 62.1
HEC 5725 Usnv@fn ~ SFO 4306 | 21.7 16.9
carboxyhc ﬁ ] Sapd¥loangyPHS, slow phase | 3.248 | 28.6 26.7
(M4 @ °@%ilg Y SFO 2.689 | 10.9 10.9
Q"

NG G D Geometric mean| 18.9 17.0

a) W‘here only one model is s@wn ﬂ@lﬂetabolqtéwas @lled directly to the soil in the degradation study

Aerobic sz{}@@grad&@n gﬁh u@ﬁulta 2-chlorophenol (M82) in soil was not investigated in a
guideline , & @ ddrgssed i dles of the scientific literature. These studies have been
reassesse@b FSA to@stimate soil D so of 2-chlorophenol, based on the summaries provided in the
DAR. Accordipg to sthe r%@nmendation given by EFSA (EFSA, 2007) a worst-case half-life of
23 d@@?wa@d @teﬂf&ive calculations.
Y 9

F luox;g@in degraded moderately under anaerobic conditions, after flooding, with a DTy value of
195 days and a DTy value of 649 days. No information on the degradation rate of both metabolites
(M48-E and M40) in anaerobic soil was evaluated. A conservative, default estimate for the half-life of
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HEC 5725-E-des-chlorophenyl and HEC 5725-carboxylic acid in anaerobic soil with 1000 days can be

assumed. S
& g
Studies performed under field conditions (terrestrial field dissipation): @
In the field, fluoxastrobin degraded with DTso values of between 11.5 to 947 days. The&gmou
fluoxastrobin (E+Z) was calculated as sum of fluoxastrobin (E) and Z-Isomer (
isomer) in order to cover worst case conditions. A summary of the b;@éﬁt degradatfon km§f
fluoxastrobin (E+Z) and its metabolites for use as trigger €fdpoints is s&wn in the taskg} be&%y @Q @
(7;) S
Site Soil type @} Mo&@ x* CSDlsTs Wil 90
S Q a° [%]& [(gy inital @)
o g Q| o ] |days}
—-, Germany Silt loam, Bare @OM& B8 11.5¢,°] 986
__, Germany Sandy }(S\&m, bz@%@ > DF@ AN0.6 S 448 225
B 12404, UK Sandy clay loam, bare, O DEOP ¢©79.99'9] &4 L) 553 °

- I R312420, UK Sandy cTay loam eropped | FOMC 8.68 917 & 4%
" N R:12412, France §ilt loat, bare>s ODFER '] - 531 £ 288 272
" I R 312439, France & Siltgcropped~ s [ DFOP [856 @ 7 Q406
—_, France OSilt , cropped o > BFOP 1Q Q§ (ﬁ ¢ 366

ey ©" Sandy loam, cropped SPFORY| 709 [ 982.8%| 359

2 & D &« Maximung) 91.7 553
S AN @Q ©

<
A summary of the field deg%adatr%l kme&

Q
of @uoxa@gobm Q@E-FZ)QQ(? soil&for uge in modelling are

shown below. DTs Value@were@o ed @ and a mms;gy c t ok J00% FC (biphasic
models recalculated to SFO fe&gnodelhng ps%@% se) R §
A\ NN
Site @[(\ m %@ype @ Mo@el O xx DegTs0 matrix at 20 °C
S S 7, ) %] and 100% FC [days]
Germany Rilt loamizbare & NS 1%.07 19.6
) Gerftany ©|  Sandy team, bafer | & SF o 1471 36.3
R812494, UKY | 8gndy clay loats, bare > SFO° |~ 6.862 69.1
R812412, France [  Sifotdam, bare ~ | SO P  7.065 67.2
@ O AL ®) %, . ©Geometric mean 42.7
» O S 0 o S
§ NS \ @%’ é D
The degradation%)lte 5- @%ome{&éoul@be evdlnated from the terrestrial field study. In this

case the fl stro@ (

purposes. Thé conservagiye,

nd

@572 -Z-1SQm
1eld %c@
elh Was .8 days.

were assessed separately, for modelling

isTso values of HEC 5725-Z.isomer from

maximu wards, nogaliz
€ Q
N Site > @ Syp%\ Model X DisTso at 20 °C and
N > N R o [%] 100% FC [days]
ermany St loapiybare - -
_Gamangy’ | «Sandy loam, bare SFO 15.1 68.85
R81R404, UK | Sandyehiy loam, bare SFO 12.1 60.69
R&I2412 @Granc Silt loam, bare SFO 12.8 62.28
@? \ N Geometric mean 63.84
SES
&g T

&
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The fit for the metabolite HEC 5725-E-des-chlorophenyl (M48-E) in combination with the parent fit,

seemed not to be appropriate for trigger purpose. However, a conservative, apparent field declined®I'sy &
could be evaluated. A summary of the apparent field decline kinetics of HEC 5725 -des§
chlorophenyl (M48-E) is shown in the table below. S @®
< o O
Site Soil type Model x* Y DTso [§0 I
(%], | Idays] © s, 7
—-R812404’ Sandy clay loam, bare % 34@ 9 S SII@Q @
UK Q @ D N
-R812420, UK | Sandy clay loam, cropped [&, S &@El &5.6 @J ©
N Q/Iaxu;num & 95@ @318 @
A summary of the apparent field decline of HEC 572 E—de @hlo oiah M4@') n S §b711f %e in
modelling is shown in the table below. Th 1ST@ alute@was %ﬁ@rmab °C and a 01sture
content of 100% FC. @ & ¢
% \ N m - @j §”
Site Soil t del & AN DisTso at,20 ° d
@z@e O a8 @%©[%Ki}9 <1009 FC [days]
—-R812404, Sandy c@%ﬂoan@are" F%’ >.\ N S 3 9
Uk Q o é g O @gow@ @@? .
%o @
As explained under CA 7.1 @ no freld @um{a@m stidies {@% Pe@orm%i%r ﬂﬁ%i;astrobin
s © S @ © < S 2
RPN ° & o & T Q
v .9 O N . N )
F TS e §, 00
@ s .9 K @© @ @
SO S YN U e o
O L .0 O 7 g @
TN g 2 S O S
& NV T e o
S & & & ISER S
A O@\Q & .9 %\©
FIEFITs s
o O ¢ .09 o O @
W OO0 oD
O 9 8 & @
<) N @% y %o
@7 °\@ Q @ N
NN NG ERAN)
S @ &@\ O
@%
s A &SR
@ < Q & ©@
NN
& Q
< @ & <
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CA 713 Adsorption and desorption in soil @ S
CA 7.1.3.1 Adsorption and desorption @ @§
CA 7.1.3.1.1 Adsorption and desorption of the active substance @b &@ @Q

The adsorption and desorption behaviour of fluoxastrobin (£-isomer) in % in a batcl@eqm@m
experiment was evaluated during the Annex I inclusion using one radiolabe pos1t10n 3 -label, asré@

@

was accepted by the European Commission (SANCO/ /07-final, 2) A su ry o&ﬁils s
has been included in this dossier, since it has been used*for the nstssessment § nal%s;ud
was performed for the active substance. @K & @Q C&
7 Q o O 9
Author(s) QY Yeax, @ Docﬁ)ﬁen@@ S @
- o [9% o [Mbnosos
Q @

2o N

& @ Q@ 6@@@6@&
Report: KCA 7.13.1, 1/0* 1998 M-013935- 015}5
Title: Adsorption/desoggtion ef [ineth@yimindyolyl-igy U]&ML]@@ 57&4)11 ﬁ©§

different soils Q (ii% é\a Q\ & @)

Report No.: FM767 (O #, § N) @
Document No.: M- 01303 -1 @ @ @Q @Q o\%
Guideline(s): - EU 9@36/13@%111%@5 9 & 4/ @ @@) .

- OBD 108~ @Q O

. U%P%ubd@n é&l’ara@aph 183- 1 @ .9 %
Guideline deviation(s): n(\)@%pcu § & S v\g @ @\v\,
GLP/GEP: o

%\ei @ @ @ 6@ @ K @

(g )
A batch equilibr m@sogtlon/d@mtﬁ@stud@% @duc@d 1‘0r ﬂ@)mstf%bm

\
Ring 3 labelle @luox robm&m 0Ql M 1um%$lond§(20 added to duplicate samples
(1 ) of the fi ‘Qg rec ils ( @XXC and am 4a - silt
and — sl cldy lodm) cm% (6 L%\m tl@’ fo h 50 — loamy sand), at

concen ns of 0. 49 '@04 mg a.s, @for 1 sot e Table 7.1.3.1.1- 1 for details of
soil chiracteristics. @ . @ Q°

S O ‘v\,\ L D
Treated slurries gyére ﬁlcat&@iass 19)65 Qith Teflon lined screw caps at 20 °C for

4a and -) and for

) ipNthe (@k (equilibrium confirmed in pre-test). After
eqmllblat% the supernatdnt wWas & ved bécentri@gation and radioactivity quantified by LSC and
identifigd®on by HPL& Ad«Qrb f@oxa@)bm\wds calculated by difference. After centrifugation,
soil %elets were 1@Jspf%ded %O 01@4 lec@m chloride (20 mL) and again equilibrated, then

24 hours for thyree 01‘@

48 hours foQthe f&arth @

. v
anadysed as above. @ @\ Q §
o, &4
@ O § ~ @
2 Q
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Table 7.1.3.1.1- 1: Characteristics of soils used for adsorption/desorption of ring 3 labelled
fluoxastrobin on four soils gf
Soil Type » Sand Silt Clay oc» CEC pH
Origin (%) ™ (%) ™ (%) ™ (%) @leq/IOOg) @120 )
Sandy loam 72.4 22.6 5.0 202 ¢ 8 kS
, NRW, Germany Q & 4
. w N U
Silt 8.50 81.30 10,20 2.1&"\9 N o\@/.l &
, NRW, Germany @) A @,
Silty clay loam 12.40 48.00 39.60 6@' 6 @5 SF &
, Kansas, USA @§ (%\9 Q Q
a sanc RO & 2 Vg . Y
Loamy sand ‘ 86.8 7.6 5.6 Q 0. 7@% @ 4. é 6.8 &
, GA, USA Q N %) M@
a) according to USDA @0 @U o N 2 %

b) organic carbon = organic matter divided by factor é? @ w\g Q{yx 6@’

A
&
The adsorption and desorption 1sotherm§%)r &%@ cm&centr t1 vx%ge us§ to calculate@j §%ch
e &

coefficients (Ky) and K. values for eac@sml %lch g glve&
o S X O
HPLC analysis showed 95% reg )@w %ﬂue&@hom afR@t 24 @48§% e@lllbratlon
N

depending on the soil used. Q @ o\
@’ 6 . & ©©
Table 7.1.3.1.1- 2: Adsor/dcxw?}ptlon cliara lStl({

ri labelléd flu@lstl %n on four soils
9 & De
Soil 8 é§)rpt (%od N esogption
o @ KO |71 G R NSNS ) Koe
(o) | s " | Gus | O (mL/g)
Sandy loam é’ @57 70% 0.8356 @f 6388 @ 203 |~ 0.8781 1006.3
4
»@ \]/J %&@ @ @§9 @y @ @
Silt KRG mg R 08438 757& | &23.3Q 0.8922 1088.7
©) AN & N o O § N
Silty clay loary” @\“f @26.26@ &.@749%% é®2l SRR 0.8645 1440.4
& R >
Loamy s R 5 2 0.84%2 N 42 5.09 0.8666 644.6
S4TSR

S OO S
§ & > N @%’ & >
9
CA7.1.3.1.2 Ads«@tm@}nd «tg@for@on o@neta@htes, breakdown and reaction
Q pro@uct&@ \ & @

The ad@mn and d orp eh our @‘? theg;na]or degradation products HEC5725-Z-isomer,
HEC 5 carboxylm\amd ( 0) HEC 5 @s—chlorophenyl (M48-E) and 2-chlorophenol (M82)
in sedl, in batch eqt 1br 1me wele evaluated during the Annex I inclusion using one
radidlabel pos1t10n eny L- ng were accepted by the FEuropean Commission
(SANCO/392 1.7 ﬁnal 201 arle Sof these studies are included in this dossier, since it has

been used fointhe r me% Additi al adsorption/desorption studies was performed for the
HEC5725- -some\}and hlog%phen@

The foﬂ@mn dle%are inghu ded in the baseline dossier:

& @n
S U @ Year Document No
2001 M-033560-01-1
2000 M-024185-01-1
2006 M-277594-01-1
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Report: KCA 7.1.3.1.2/01 | . ; 2001; M-033560-01-1 @
Title: Adsorption and desorption of HEC5725-carboxylic acid in soils o
Report No.: MR-411/01 @ @ v
Document No.: M-033560-01-1 QS &@ @
Guideline(s): - OECD 106 @ \Q

- US EPA, Subdivision N, Section 163-1 % § K &
Guideline deviation(s):  not applicable @ R 2N o\@ é\g
GLP/GEP: yes « o S D @

@ @
A batch equilibrium adsorption/desorption study wa@onducted fo&@EC 5725- c@boxyl@amd@40&

N
Ring 1 labelled HEC 5725-carboxylic acid (M- n 0.01 M %wglcmmﬁ@ﬁlond@( Q) to
duplicate samples (20 g) of four soils (BBA&2 2, %&X&@ UF4 and
), at concentrations of 1.0, 0.3, 0.1, @3 aﬁ&@O O]@qg a. fob@ch - Sqil char%tensncs
are shown in Table 7.1.3.1.2- 1. - Q IS ©) @’ @&
&% \\ \\ @ % O w N
Table 7.1.3.1.2- 1: Characterlstlcs th@\§mls ?&Js@ed the s@g@sor[@n/de thio tudy@or the
metabolite HE@ 720%31%07(@& agdMAY S S &
XS
Soil Type » R nd @ Siky Wlay O @y C Gl
Origin g |ty G @ttt S §(H0)
Loam sand 803 12.4 9" & 1.9 O 6.2
T S I T B S
& @) S %) D
Sandy loam N D24 § 226 507 oz@ 7.2
Aé\Xa, Ggga ny gy © @h@ D &7 \}@
Sandy loam 5 30.5%, : D 1 6.6
Soil LUFA C&crmany@@ @@Q > @Q @ P <
Silty clay O > [ ™Mo | &7 §O) 4080 | O 1.62 6.3

-ﬁ%&\ S ol T & Is
a) accofdng to A %U RN & QU S @

D %
Treated g rrles were en so\‘Teﬂ ubes %20 fo hoa@ in the dark (equilibrium confirmed
in pre ). After e@hb;a@n the sup@matan@was ‘i‘@move@by centrifugation and radioactivity
quantified by LSC@ ana@sed HPLO Ads@}bed WEC 57@% carboxylic acid (M40) was calculated
by difference. A 1fug sa@}ell@é@vere @—sus@nded in 0.01 M calcium chloride (20 mL)
and again equ111b1 §1 s ahqve. [1&as n@d that pH changes the isomerisation of the
ﬁ ué;%)t 1s‘&gners Q

metabohtet Bfor é{ def& 1n%
The ad@on and d rptl sotl@g‘n eacl%concentratlon were used to calculate Freundlich
coeffici (Ky) an, %KOL values for eac ch are given in Table 7.1.3.1.2- 2. HPLC analysis
showwd no degradagion o C 5®5-c X cid (M40) after 48 hours equilibration.
Y gradagj é@ﬁ 2 @ Y® ( q
> & @ &
WO
&3 o
O Q
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Table 7.1.3.1.2- 2: Adsorption and desorption of HEC 5725-carboxylic acid (M40) on four different

soils @ @

Soil Adsorption Desorption @y
K 1/n Koc Ki O 1m @@K
(mL/g) milig) |  (mugS (i |
Sandy loam 1.12 0.9590 56 3.46 0.95 4
BBA 2.2, Germany o é@ @@ K
Sandy loam 0.58 0.8610 Us6 £2.49 38349 24@©
: @ < @
AXXa, Germany v Q %) ) Ry S
Sandy loam 0.50 0.8993 4 37 O 2.69 o 0.9369° ST S)
Soil LUFA -, Germany Y {é . Q\C R 3@/ @§ @
Silty clay 1.41 0.8%@"” 87 QA2 R | @467 328
- Tl [T 8
N = N Y Q
S
< @
o o~ P& 9 @Q SIS
Report: KCA 7.1.3.1. 902 $000; -ozz%i%l S & o
Title: Adsorptiog@lesorption of [phen y@JL—M@ ECAT55 (é@chlo@cnygﬁlic 5725)
on four @ffmu&%’?l]s S @® & IS Q
Report No.: FM7RGS @ & @)Q @ é
Document No.: M-02418501- 1 § S @ & o\@ ©
Guideline(s): - @5CD | N} @ AN @ %@
“EU 9536/EC Rendisd | ASVEECS NS
- US €FA, SubglivisidON, Sgjion | Q1 & w . S)
Guideline dev1at10n( @ not s@cn‘“@ @ § %\ @) S K\
GLP/GEP = ) § @Q @@ O @
\
AN AN
A batch equi l@u @orp n/desé&p‘uon@udy s cc&iuct @r thé werobic metabolite HEC 5725-
E-des- Chloro eny@%’ L) 9 & O @
& g &

Ring 3 @lled HEC 5 d hlo@. salcium chloride (20 mL) was added

to duplicate sample@ g)g rge e soils ¢ _ 4a and -

-) and (6 g ) for th @lh sey ( ), © entrations of 5.12, 1.02, 0.21 and 0.04 mg
ble

a.s./L for each s@. Se 1@% 1 foNetai ofs aracteristics.
Treated slur?@s wer@ she m Otosilate g

( AXXa 4a

dark ( ilibrium  oQu 1rme in pre- test

@ o @ >
tuh@ with Teflon lined caps at 20 °C for 24 hours

ﬂ _) and for 48 hours (-) in the

eqmllbratlon the supernatant was removed by

cenng{’ugatlon andt{g 1oac ntlfl by E§ and analysed by HPLC. Adsorbed HEC 5725-des-
chldsophenyl (M48) wa lcu d by@ffer e. After centrifugation, soil pellets were re-suspended

in 0.01 M calcigns chloride (2Q L) @d agdin equilibrated, then analysed as above.
&@% o &Q &
The adsor NS o,’éLn 10n 1soth for each concentration were used to calculate Freundlich

coeffic@ (K Qnd K@ alu@ for each soil, which are given in Table 7.1.3.1.2- 3. HPLC analysis
showedQI3? coveyy of.alyitchanged radioactive HEC 5725-des-chlorophenyl (M48) after 24 or

48 h%u%% cq@brati@. %y
>
¢ &

&
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Table 7.1.3.1.2- 3: Adsorption and desorption of ring 3 labelled HEC 5725-E-des-chlorophenyl
(M48-E) on four different soils @ S
Soil Adsorption Desorption §
pH (in Kr 1/n Koc Ki &  1m @ o
water) | (mL/g) (mL/g) (mL/§ mL@;
Sandy loam 7.2 0.28 0.94 14.0 136 097 @
< O le
Silt 7.1 0.47 095 X9 22.1 N1.29 98 60.35
\% @ | @
C £ @g}g N 6@% S
Silty clay loam 5.9 3.01 0.9 181.5 3.01 v 0.97@ 5
@ $ D
ﬁ Q JQ Q& & @ & C
Loamy sand 6.8 0.18 ¢9 2%4 @ 1.29 9 e 163@
9 . D
) ;s | @ > | .o O
=) Y Y

+ Rk ok
% K \@ S & o
LR EIRN @ NS N

Report: KCA 7.13, 903“, ZOO&;yM 2370408 D §‘p 5
Title: 2- Chlomp@lol %dsolpt@n/du@tlon our s & @Q S N
Report No.: MEF-0596 = @ Q& @ @© N
Document No.: M-277894-01'% @ @7 AN @ & O
Guideline(s): _OFeD I%Q6 & > SN .9

@S EPRS 1S10QN tlon 6§ § @ S

1
N
NCanadjan P RA \$ % %o §
%Jap ew -/\ uggﬁ‘éimes ©r Su@&ortin@Registration of
@ emlca stl
Guideline dwldtm@ \ . @ @} @@

\ A
GLP/GEP: es & %,
& @ & & oo &
A study Wa@subml@d to fﬁi/estl@te S(% ads%tlon @‘§ chloroph R @

o

The ad@ptlon of '4& ch@;ophen ( daoche@%cal tpﬁlty @7.9%) was measured using a batch
equilibrium proce to @erl tbe§ am\l?}(m %alues :&}1 European soils. Details on the soils
used are provide%@ Ta&e T.1.302- 4> ©® O S

%
KLEFs & &

@ & . o
QOO O N O D
3, v R &S
© § Y&
N N\
Q N &9
N %@Q@’Q@@
> Q@?@\@&@
G @ © 9
& IE Vo
Y O & 9
> O o
s &
&K’@@ON
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Table 7.1.3.1.2- 4: Test soil characteristics for soil adsorption study with 2-chlorophenol
Parameter Results / Units &/
Soil Designation AXXa Allla WuW He

Geographic Location
City
State

Country

S @

North-Rhine North-Rhine N%th-Rhinc

stphalia -

Westphalia &cstphalia KW
QU anyQ

GPS Coordinates

Germany ermany 0% Germany
q
I

Soil Taxonomic Classification (USDA)

@

Sandy loam% Silt loarf@ oam; fRamy, g dam;
sandy, m@gyl, loamy,x@ixccl, @mixc,lcf\@ loagyy, mix@}
mesi¢c Typic | , mesi ypi&?\ ®ypic > | . hesic 1c
Camg%dOHS@n) Aggudalfe @%ﬂ‘gud/’@ \Argyda fs

Soil Series

N N o inﬁ@’natio@wailak&g KNS
1

N

S)
%rth-@mc
Qstg@alia 2

Textural Class (USDA) T&ﬁdy }%% san%}cﬁm N sa@loam S (§
Sand [50 um — 2 mm] @& 70% @ 0 ©& N 3%@9 v, 18
Silt [2 um — 50 pm] 4q gsg§% %y 220 é\y 289 Q> 66
Clay [< 2 pm] 29, Q| 2000 1&§ & 2%
H (0.01 M CaCl, S ? 6.1 . 9 Q6 V|, % 6.1

EH Ewater) ) R e Q} QS@; &© 959 S| s

pH (1 M KCI) & . B @l (D, 5. 5.9

Organic Carbon %o ) 3% 1.1& - |72 % 1.3%

Organic Matter e & § 4.0;@?} v 1.9% S °§%% % 2.2%

Cation Exchange Capacifymeqi 00 g] |=2 @Sl N Q97 RN 11.3

Water Holding Capacity, QY G O I.FY A o D
maximum [g/100 g v @’ @ 58.§ ?“\9\ 46.@ q &g%l. 56.7
at 0.33 bar [g/10 & Q |C 14.49% @§ 1929% 520.1% 19.6%

Bulk Density (djstaibed) fg/cm3] MR ENEE 1.0

Biomass Q S A ON/A NS ON/A N/A

% organic — INTA TAN
a) % organic mtter @orga% carbon X 1.724 o\f@ (@@ S %@

A
The S(@ere air-drie@at ro tem@amre and p&sed H¥ough 2 mm sieve before use in the study.
A preliminary scree@%g teg| n% kine@®s tos( were o¥nd sted to establish the conditions for the

definitive test. In prelfminariests
were establishedgpIt sheyjld belriote

times (test $@bstan&® ma®

problemat'%for the AX soil*@here su

DI
at m,

o

to ufficiently stable to use longer equilibrium

il s%tio tion 6T 1:10 and equilibrium time of 10 hours
e prelimi tests, equilibrium was not reached by

10 hours, but @e test@asta@ wagglot c@sider&
al%%e inNall soifs wagy< 90% after 18 hours). This was particularly
l@igance@lass balance fell < 90% after only 6 hours. As a

conseq ¢, the AXX@soil gyis ster@ised & ing J{g}@lz which increased stability to > 90% at 10 hours

equilibriim time. T«@\use f a shxger
of thitv fact that tis is a’@%ur%@f

eqfilibrj0fR time is considered acceptable by the RMS in view
n @mmended in the SCP opinion on methods of Koc

determination for%unstab@ sup§ances, (SCP, /002 - F inal, 18 July 2002); it is noted that the SCP
considered th&ort raequij@gtium@me Wil result in under-estimation of adsorption. In the definitive
test solutiondof [RCP2- rpheitol wagg prepared at 0.009, 0.03, 0.1, 0.3, and 0.9 mg/L in 0.01 M
calcium ch|OrideQ¥lutiogA 2 $wsoil sﬁﬁlple was agitated at 20 £ 1 °C with 20 mL of each of the five

centrifiyged t

test so@n&?@. soilSolut®n ratio
and SYPLG@n th@fcai%of the high

substa

1:10) for 10 hours. Following this period, the samples were

est tested concentration samples; inspection of the sample

ch mg&ams indicated that there appeared to be no significant metabolites formed. Given that the

all radioactivity counted by LSC in

had been confirmed as stable during the 10 hour equilibrium period in the preliminary tests,

the four lower concentration incubations were assumed to

epa@ th ter from the soil. The water was assayed by liquid scintillation counting

comprise 2-chlorophenol; this is considered acceptable by the RMS. Due to limited stability of the test
compound, desorption steps were not conducted.
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Results from the adsorption test were used to calculate the Freundlich parameters of Kf and 1/n; K¢
values were subsequently used to calculate a K, value for each soil. The adsorption paramete@bre S

shown in Table 7.1.3.1.2- 5. The RMS considers that, whilst the range of soil pH tested w@? no§
particularly wide, there is no evidence of pH dependent adsorption. S @ S
Table 7.1.3.1.2- 5: Soil adsorption parameters for 2-chorophenol Cf§ S O\@
Adsorption < . O § %@@
Kr Uncy| r* [«Xoc NS S
Soil [mL/g] X f@muo] Q) Q\ %@ &@
AXXa (sierile) | 2.302_| Q7983 | 0998OF 100 & QQ SRS
Allla 1.700 [ @7373 | 0.968¢ 155 O é}
WuW 807 ap0.7465 | 09955 [B1090 Q) & o
Hoe I 64@? 0 7502 @9871’ 124, 6\ @
% % N

O

The RMS notes that prior to this study havm©beemcon @ted Not yer hac@:’on deted n-GLP
study giving Koc values in the range of & — 61 mb%@neg 21 L/o) .ﬂ an<7 of 0&

0.69 (mean 0.65). @} O\ @ & & Q\ @
SE Y @‘}9 @» S
S & 8 & o

o f e f@(ast@bm renewal
X SN @© X

~ @ Q
O A ¢ O o

Jux N
Report: KEA 71539200 : H z@@s M-§36661:01
Title: [Netha&glmmoto yl-ri 111 @}\ strobin (isortter Z): §
%Adsq,@on/ e@rptlon n o S seil and t%e E[Koﬂs

Report No.: M-536661s0321 @ S ”\9
Document No.: @ 3666 @ @©
N
&

Two additional studies are submi@d Witﬁelb{l t s sup emen
of approval using HEC 5725-Z@omelgé@d 2-GHloro 0@2

Guideline(s):  ¢}” .\ ~OEGD' Teqi Gmde@e N%\l% @

& @
S <&
©© @ R ulatl(@ (E&@No 28 /20@ §ordance with Regulation (EC) No
1107/2009 @

9 < US ]@P Té Guld@’ne No. 835@230
F

&@\ @@ J a;@e F New T§ Gui ines Supporting Registration of
\ mlc& Peft@es w;\ C& %

Guideline deviatio notspec \ @

GLP/GEP: ) @s @
Justification: @ @ ew.data / g@@c’hn qulr %nt
\©) %thl%ﬁmd dés@rptm%@f HE@SUS—Z isomer
NS

Execut@ummary ) QQ @ @ o\%
< N &9
The_&dsorption bekavior @mﬁt@xyl oto@rlng UL-'"“C]fluoxastrobin (Z isomer) was studied in

four Soils in batch equlh@’lum @pen@lents {@le laboratory in the dark at 20 °C.

Table 7.1.3.1. 56 %Sml /@d i ?@e equf%rlum experiments

Desigiiatio So@ @ Texture (USDA) pH?Y ocC

& on&ﬁ © AQ [Yo
?& N S, US Silty Clay Loam 5.8 1.8

S 11
DF ’ ’ Clay Loam 73 5.2
Q© & Gesmany Y
W Silt Loam 6.3 1.9
Germany

WM , Germany Loam 52 2.1

a) pH determined in CaCl>
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The study followed the OECD Guideline for the Testing of Chemicals No. 106 taking into account
additional EU requirements (Regulation (EC) No 1107/2009 and Commission Regulation {BU) &
No 283/2013) and the US EPA OCSPP Fate, Transport and Transformation Test Guidelin
No. 835.1230. The study was conducted in compliance with the US EPA FI@{A Good L@rat ry
Practices. & S
The adsorption phase of the study was carried out using sieved soils (< 2 mn@j equlhbrat@ in ous
0.01 M CaCl, solution with a soil-to-solution ratio of 1:20 for KS, HF %1 WM soils@nd 1%%(? f%@
DF soil. Test nominal concentrations of 0.5, 0.14, 0.03(.015 and ( g 5 mg/L of@ox&ﬁobl @ @
isomer) were applied in acetonitrile (< 0.1% in the Vfinal test) he equilibgated §yBtems The &
adsorption test was performed in centrifuge tubes \@ﬁh screw ca;g@or 24 hour&Desoﬁn @r a&©
additional 48 hours was also investigated.

The aqueous supernatant after adsorption was@arated by. centrlf@tlon%d tl@ ameunt of@st
substance in the supernatant was analyzed by liquid scintill couinting @SC)%&:SKJH&S in ;@@ soil
were determined by extraction followed by é{nbu@@@nﬁ_&ﬁ for one re@ﬂcate@‘ con&ntr%lon and

soil. The sorption parameters were calculated usi reu@ﬂch @E
The test substance was sufficiently stable thxqughoug the@ﬁ

stud %erlod w1th@(j)0°/@est
Ny &

substance noted in HPLC analyses of s %t an 11 extracts. @ @
Mean material balances for KS, DF M§@ﬂs e 97&& A@(ran 2%§ 101. @A) AR),
97.6 %AR (range 90.5 to 104.3% Q@) 96;3% AR (range,93 o AR)}'95.7% AR Gange 91.5

to 97.9% AR),respectively. The o$@rall mean r@tena lan@as 9B3% @ (SDx50%),

In the definitive adsorption testgthe megn % AR sorhed to s@ 5.4 1659. 8‘@@1 K& 57.51t067.2%
in DF soil, 63.9 to 74.5% in H¥ soil, %nd to 67.8% in‘WM s@il:
After the desorption step, the me erg§;ﬁage orbc@mf the&lmwl? adsofBed e@ount ranged from
17.2 t0 26.0% in KS, 25/ 4o 30 7 § 13. Qto 18@9@ n soﬂ@nd@w} to 16.9% in WM
soil.
The calculated adsorgtion c@stan the ndl ﬁlsoth@ms ged ffom 19.95 to 118.8 mL/g
(mean 52.34 mL/ r tegted sot Ths%eun @nen@l/n ranged om 0.8581 to 1.001 (mean
0.9316), indlc@@ a&@e co %entratg%m of'the te e affgpted the”adsorption behavior of the
examined co tration e. Fo&ﬂuox@obl&%z 1s%§ner) @ Kfoté\ﬂvalues ranged from 1,327 to
2,284 mL/g ( @ mlrg BN & @

The calculdged desorptlon co @Hs I@bdes @Ehe Fi&iindlj 1so s ranged from 41.90 to 205.7
mL/g (mean: 102.2 mI_Q}) f(@ d soils. Th&¥reu &ponents 1/n ranged from 0.8874 to
0. 9715@% 0.935 that th@&)ncel@ratloﬁ%f t st substance affected the desorption
behavior in the e@ned&once&aﬂo&@mg%\Acc@ng g riggs, fluoxastrobin (z-isomer) can be

classified as 1 @

N
© 9O R N F o & o
Table 7.1.3.1@ 7: Ad@pt @mnd d@rptl(ﬁ@\behaﬁr of fluoxastrobin (Z-isomer) on soils
Soi@\yﬁure (USD4&) N @Adsgrption Desorption
@ %—a % rads Q7 KF.0C-ads KF-des 1/n.ges KFr-oC-des
> mugE | @S] [miig) | [mlig] [mL/g]
[KS) Silty clay loam @F 1995 | “0.85&) 1,108 41.90 0.8874 2,328
(DF) Clay I@gin N88 P 0817 2,284 205.7 0.9562 3,955
(HF) Siltdgam =\ 2.7%, 1.001 2,251 72.15 0.9270 3,797
(WM) Kgam A 2788 [0.9556 1,327 88.95 0.9715 4,236
Meagy® - O] 5034 0.9316 1,743 102.2 0.9355 3,579
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I. MATERIALS AND METHODS
& &
A. MATERIALS S
S @® @

1. Test Item N & 'S
[methoxyiminotolyly-ring-UL-*C]Fluoxastrobin (Z isomer) (HEC527 Sﬁjomer 7 o @
Reference No: C1192 o O o \245@
Specific Activity: 44.82 uCi/uMol (~216,600dpm/pg) N \v\g\ > N

X . o o e @ < NS @ @
Radiochemical Purity: 99% Q @ § % &
Chemical Purity: - & O N Q ©© Q&©

@ Q © & @
= o & & <

2. Test Soils QS@ N @ R . © & @

Four soils were used (see Table 7.1.3.1.2- 8) represent,mg reg@geogr@hlca igin ‘and ifferent

soil properties as required by the guidelines. éie sogy werg Sieved 1o a pag 1cle§e of <2 m§ or the

adsorption / desorption batch equilibrium e perm@is © Q@ & @& @j &’

Table 7.1.3.1.2- 8: Physico-chemical &%per&% of tQXmls@ % S & §@

Parameter M EN o N R@ults /(ﬁmts é@ @@ O
Soil Designation 2B KS %, QEU@T N T W
Geographic Location Q % S N & R v
City o 7| | -
AN A @ @German O Germany
v 0
& é) @§ oy Germiny . @ 2
State L@ © 2) §&n5as «_| No h.Rhing- NO@hit&@: North Rhine-
> % S @ @tp lia | Westph, Westphalia
Country @§ @ U ermes) German Germany
Textural Class Q sﬂt@ay clayloam § silt Toam loam
8 oam o x| @
Sand @ mm& « \ sz @16% 48%
Silt 2 1 o 07 28, S 4 65% 33%
Clay @ [< @%n v\:@ 03@0 3, P 19% 19%
pH (50f0.01 M CaC@ T 38 Y @il @ 6.3 52
Orgdtic Carbon NEES 1.82 N5.2% 1.9% 2.1%
Oré@ic Matter (ﬁg@or 12 % 4H° 3% o 9.@%@ 3.3% 3.6%
Cation Exchang&apacity [me100 g] | 18.5 & 20.1 11.6 10.3
Water HoldingCapaeity T N S

at 0.33 bag (pF 2 S U ISl | aS340% 19.5% 16.9%
Bulk De‘i@ty (dlﬁmbed@g em’S Ny 097 o 055 1.08 115

Q @
FEOE G
B. ST DY DESI@N Q
@ N

5 S . @ S
1. Xperlmentgl COH@UO
Glass centrlfu@g’tub s«(30 ndy) wﬂ@@"eﬂ@ lined screw caps were used as test systems for the KS,
HF and W ils @ il re&alred@ 1 to 100 soil-to-solution ratio, thus 250-mL Teflon® bottles
were usede @5& syst@ns vgge shaken on a reciprocal shaker for the pre-equilibration phases and
post-tr ent
Prehmwary @te equlhbrlum time, parental mass balance, sticking to glass and stability
v\{% one f¥ior t iitive tests. For the definitive test, the dry-weight of for KS, DF, HF and
soil§~per test sys were 1 g (dry weight), with 20 mL 0.01M CaCl,, (considering water
contai@ in wet soil) added to each test system. The corresponding soil-to-solution ratio for KS, HF,
and WM soils was 1:20. For DF soil, the amount of soil added per test system was 1 g (dry weight),
with 100 mL 0.0 1M CaCl,, (considering water contained in wet soil) added to each test system. A
soil-to-solution ratio of 1:20 was used for KS, HF, and WM soils; and a soil-to-solution ratio of 1:100
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was used for the DF soil . The centrifuge tubes for DF, HF and WM were closed with screw caps. For
DF soil, 250-mL Teflon bottles were used. The untreated test systems were equilibrated to @dy S
conditions by shaking overnight prior to application. @ @

For the preliminary tests and the definitive test, respective applicati%gsolutions @.019
acetonitrile) were pipetted into the respective equilibrated test systems to Obtain a to itne of
20 mL and final nominal test substance concentrations of 0.5 mg ﬂuoxas&%&m (z- 1some@per gm\%@
preliminary tests and 0.005, 0.015, 0.05, 0.15 and 0,5fig ﬂuoxastm (z- 1some@ per\B for
definitive test. &
Furthermore, two control samples per concentratlon \ re prepared @wrefore 2 aCL§©
solution and 0.019 mL of application solution of respectwe@ nc%ltratm& ere 1nc u @ n @
system (without soil). N @
After application, the test vessels were closed wi h SCrew c@an %aken@n re@rocgl*&hak ?Gh an
environmental chamber at 20 = 1 °C. The eoéfhbra timg hou@% Th @%sorpt%n p%ase was
for an additional 24 hours. @ ¢
S @ \@ N

2. Analytical Procedures & \ o

@ &
Test systems were set up and wereﬁ &&hbra w@hakmg ov@ght Cgﬂme@ After

@

application, the test systems wer akep> for-24 houts. S e separated by
centrifugation for 10 min at 3,000% and decaptation. Fhe v, t wag sdetermined
by weight (1 mL 0.01 M CaClg~= 1 g),and @quo&?rere@ radl@ssa @res CaClz solution
was added back to each test %‘[em and they were then placed o® e @cmrocﬁ?shal@ for another 24
hours. The pH of supernatants w easured. @ S

After the additional 24 h@d)ur shakinggssoil §a su;&ernat@s WG&; se centrifugation for
10 min at 3,000 g and decan n. %e volgme e s@mat&nt wa eten§ d by weight (1 mL
CaCl, =1 g) and ali ots weie ta dloai§ %\

To establish a mgrial balancegyjoils@vere e rac@one@me w% etomtrlle and a 10-minute
ambient shake f w d@y c ﬁ&rlfuga%n aN ,000.g; de@@ca‘uo@&and 10assay Soils were dried
and then co e entlre s sam@ ‘som sted @ a Iﬁmwme was used to wipe and
collect any alm soﬂ&@welgh oat O cent uge

@’
The su: sions were Q@e\ﬁtrl d a@he radloac'®51ty c@tent in the supernatants were analysed by
liquid ‘ssintillation &o:fntm& SC). Afteghthe &c@orpti(\z;\\rf and,_desorption step, the soil of 0.5 mg/L

samples was addi 1ly ‘extra t ee’timgsoat apibient perature using a reciprocating shaker
and acetonitrlle/ terp 4/ 1 @f er ea extractlo tep, extract and soil were separated by
centrifugation at@ T}@ t1V1 s of the combined soil extracts after the
adsorption afy desc@)tlo ggp &eﬁe de % C Aliquot of the combined soil extracts were
concentrated. Aqueous 0:91 MG Cl, tlo@ and @mblned soil extracts were analysed by reversed
phase I—@kadlodete@;ﬁnon @ extf@cted Soil W{*drled and the radioactivity content determined by
combustton/LSC to.gstabli terial balanc
< S, e e

The\parental mass balan@’s We@ determine @r the 24-hour interval from the equilibration time test.
After supern &its ege d %ted@olls Were extracted sequentially 3 times with acetonitrile. The
solvent/soil xturq& er aken%r 10gninutes at ambient conditions and then centrifuged at 3,000 g
for 5 minutes. Sgivent rac ere Yecanted, volumes of each extract were recorded, and extracts
were T Aligdots @ithe supernatant and first soil extract for one replicate of each soil were
analy g’i{% d férmine parental mass balance. Extracted soils were combusted using a

@Zer Verall material balance was determined by the sum of radioactivity in the

rnat soﬂ extract and non-extractable residue.
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II. RESULTS AND DISCUSSION
& &
A. MATERIAL BALANCE S
The overall mean material balance for all four soils was 97.5% AR (SD 5.0%). The mea terial

balance for KS was 97.3 (range 92.3 to 101.5% AR), for DF was 97. 6%AG§(range 90.5%0 104
AR), for HF soil was 96.9% AR (range from 93.0 to 100.6% AR) and fi M soil W@ 95, @ AR

(range from 91.5 to 97.9% AR).
&p onstrated ﬁ@f th&% Wa@@) @

The complete material balances found for all samples fé¥ all soils n@
significant loss of radioactivity from the test systems or during samplegyprocessing. @@ @

@
N & (&%Q@QK

B. DEGRADATION OF PARENT COMPOU & O @

Stability of the test subst d the ti @ f the_defi @%t@w @f d
y of the test substance during the tim me of the defini estyvag @nfirmgd bygthe

parental mass balance. . A I S TR &

A A T S

C. FINDINGS &

In the definitive adsorption test, the mean % &@soﬁb@% t(@g % 55. 69. 8% in § to

67.2% in DF soil, 63.9 to 74.5% in HF@@ﬂ 580 to 6@% in WM S @%

After the desorption step, the mean dge de he 1mhall or m t ran@d from

17.2 10 26.0% in K, 25.1 to 30.7% DF il, 2§, to % i 4% F in I-?E soil, and

17.3 to 16.9% in WM soil. Q o @ @ @

For the adsorption phase, ‘@calcuﬁﬁted sorptlf% coﬁ%tants —a@ of thebFreL(&hch isotherms

ranged from 19.95 to 118 8 mL/ q%mea 2 3 L/g)%r the testedSsoils. f@e F@mdhch exponents
1/n ranged from 0.0. 85&& 1.00 (me@ 0.9 IS @
For the desorption phase t alc ted orp cor@ant F-des Bf th§reundlich isotherms

ranged from 41.90 t ean 102. 2 )@\ﬁf&r the @stedéﬁmls. gﬁe Freundlich exponents
1/n ranged from 0 4 t(&o 971 d@% 935 @ @ o @

@
In general, t%&gan@mat er in det@‘m &as %w @bon “sontent, is the most important

component r ons ding rgan% chel@cals erefQye, the@adsorptlon coefficients KF were
correlated Gith the organic cafon eé%lten@f the@oil get g@jcomparablhty of the adsorption
behav10®n different @ ﬂu(@trobm (z- 1s@snerg??e KEOC-ads values ranged from 1,327 to
2,284 ﬁ/g (mean:, 1 43 g) The K@@Csd@ values ranged from 2,328 to 4,236 mL/g (mean:
3,579 mL/g). Fro \é de§0rpt1 ata it iQan %seen t onc%ﬂuoxastrobln z-isomer is bound to soil,
it is less prone t sorh% %
@@ N \@ \@ @
¥ o 8 &
% ) O @%: y RS
@7 o Q @ N
Q A\ N @§ 9
~ R S o
N (g @\ ) Q
> & @ A
S &S N
&3 o
LS Q
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Table 7.1.3.1.2- 9:

Percentage of adsorbed fluoxastrobin (z-isomer) in soils (mean values)

Concn ID Initial Concentration | Soil Solution [mg/L] | Percentage @
of Test substance ¥ [mg/kg] Adsorbed @
D% AR]* @®
KS: I, Ks, usa o> S
A 0.50 mg/L 5.5 0.223 U554 w250
B 0.14 mg/L 1.6 0.059 S [579., 9 99 | @
C 0.049 mg/L 0.67 @] o.016 é 68.1x >+ 19 §
D 0.015 mg/L 0.20 0.0050 & 6789 +Q10.5
" g & & m§z éﬂ ©
E 0.0050 mg/L 0.069 O 0.00h5 s £ 45° é}
oF: [N 1. Germany @7 2 & o g
A 0.50 mg/L 29.0 Q214 P E NSRS
B 0.15 mg/L 8.1 9 M0.058 %, 600 ® 43
C 0.048 mg/L 307wl Ol 0.0 &Y (@328 .+ kS .
D 0.014 mg/L 995, @ O | 00846 o 6729 + &4 ¢
E 0.0047 mg/L 0.34 @00l > ., O [ee4 £ 068
v I, Cony S S
A 0.50 mg/IO° (92 & KNTowd &7 20+ g5
B 0.14 mglk 98 Q051 )| 63y +.5.1
C 0.049 mgll. 9[0.080 L oIk O e D 07
D 0015 g/l %gﬁz)%f > Y 0.0\%@ @\’ @1.53&1 8.5
E 0.0050 . mg/L 0064 040018, ] 6397+ 138
wot: I Geimany O 5 o
A 050 s g/l 258> P0.21 w > %0 + 33
B 014, Sl [ o . MY]ofss . 1508 = 03
C 0,449 “@:g 70.66 &, |ovle © < ]678 + 6.7
D QO15 & 10197 &7 _J9.0055 @, 1639 = 21
E cM0.0080° g g/L Qoel '~ SP0.0@ 617 =+ 03
TP F o S5 b S
TN N %
- o & & & N
A Q\@ \Q o O '
@) S
§ RN > & >
T e &
v O & .9 o O @
Q O © SN S D
¥ RN &2 ¢
= S @ W’
% T A @ o
S ¥ & O
S NSRS
&S v
& & & ©§’
& N) % S
SIS IR
S LT s
€ o
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Table 7.1.3.1.2- 10: Percentage of desorbed fluoxastrobin (z-isomer) in soils (mean values)
Concn | Initially In Solution at Sorbed to soil after Desorbed@v @6
ID adsorbed on soil after | equilbrium desorption Percentage.of @y
adsorption [ng per 20 mL] ® [ng per 1.g]® S Adsoxh S
[ug per 1 g soil] o [%AR]_ &
KS: | KS, USA ~ NS
A 5.5 T 02 1.4 + 0.1 4.0 T 02 L 92545 P
B 1.6 + 03 0.42 £ 0.1 W12 202 v, 200 & @
C 067 =+ 001 0.13 + 0.01 054  oF 0003 |7 02 7| &
D 020 =+ 0.03 0.040 £ 001¢ [016 ,O% 0.03 ST S J©
E 0.069 =+ 0.004 0.012 + 0.0041 0.0580° = _0.004"~ 172, @
or: I 1. Germany o Z T & o ¢
A 290 + 0.6 8.7 + 071 208 Nt Gp o 130.1 O
B 8.7 £ 0.6 2.7 5032 &1 Y £93 Q 30.7
C 3.0 + 0.07 0.84 e O@Q\f ©22 7 £70.0019 | & 274 -
D 095 + 0.03 024 =) +.001  F 071 + 0. Y81 @
E 031 =+ 0.003 0.088% 7 0. ook 0988 <« %k ., 003 28.0 &
HF: L Germafly « >« o o N &4 & O
A 72 £ 02 19 + 085 V59 @ @\VJ 2\\\ & 185
B 1.8 £+ 0.1 3322 7+ 004 15 N L W9
C 063 =+ 001 0.109 %JOOO@ 053 < ﬂ:%@»OOZ()) 15.2
D 023 = 0.03 & 0:Q37 I 0000 (0200 = 0030 A\ 136
E 0.064 + 0.002°%  [,0.009 o> + 0011, |0.084 . % 0.091 14.7
o B Germasy O > O T & 2
A 5.8 £ 03 1.0 7 003> 8 +x 03 O 17.3
B 1.7 + 900 705 O 0@ (T4 o+ 0022 17.3
C 066 £M.07 0 &0 @ 002 & [0560 COF 0843 15.6
D 019 & 008 . P0.028Y £ 00067 (497  + @01 14.2
E 0.061¢)7+ (%0\603 0010 E 0.0808 0.051@°  £590.001 16.9
a) (mean + SDYO S
(< IR
L
Table 7.1: %%2 11: Z@ptm@con ants @cor&e@ﬁon coefficients in soils of
@ast in (Z>iSomer ®) %, Q
S Ad@rpt S Desorption
@? A Ii§© 1 * g@i 9 Kooy | Ke | 1m'| R | Koc
Soil °__& v Q< [@] [mL/g] [mL/g]
(KS)L@?:’I};G@ @%5 \0.85% 0 @05 ®1 08 || 41.90 [0.8874 [ oo, | 2328

( lay Loam | 118@ 00117 [~09975<) 2284 | 205.7 [0.95620.9951] 3,955
F) Silt Loarin, | 4279 [ 1.001 . $0.978 | 2,251 | 72.15 [0.92700.9959 | 3,797
(WM) Loam > | 2%88 §©0.955& 1 02895 | 1,327 | 88.95 [0.9715[0.9963] 4,236

arlthmetlc mean [052. 3@ 0931% a9847 | 1,743 | 1022 [0.9355]0.9972| 3,579

% N
5 .
% §9 CONCLUSIONS
@
The a@pt ﬁons&@t K@@ds) (arithmetic mean) of CGA 357261, a major photodegradation product
of ﬂ§xast@r@ 17§1L/ g. The Freundlich exponent 1/n (arlthmetlc mean) was 0.9316.
N

@ seskeskoskosk
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Report: KCA 7.1.3.1.2/08| . B 2015; M-533623-01-1
Title: [Phlenyl-UL—14C]2—chlorophen01: Adsorption/desorption on two US soils and O@U @@
SO1 o
Report No.: MEHENO038 S S @
Document No.: M-533623-01-1 S &@ ©)
Guidelines: - OECD Test Guideline No. 106 @ @
- Regulation (EU) No 283/2013 in accordance%wth Regula@l ( Nc@
1107/2009 & é\a
- Japanese MAFF New Test%@udehnes fap~ Supportin %Reg@wratlol@of @
Chemical Pesticides Q %@ é\ﬂ S
_ US EPA OCSPP Test Guidtine No, 83%1230 & S &
Guideline deviation(s):  not specified % @ S &
GLP/GEP: yes "’ @ \® 9 @@
Justification: New data / guideline req&lremer@% %\ ®, Q> o\y\’ %
Adsorption and desorpt@®mn of t@ uo&trob@egra&@ﬂ n pgtluct i—Chlor%henol .
. GRCIS s 9 ¢ ¢
Executive Summary g\y \ @} @ % \@ éﬁ §
The adsorption behaviour of [UL-ESQD Q{%I‘Opl‘@b egr@»ﬂo u@f @%astro in, was
studied in three soils in batch equlk@rlum @xperiinents ifithe dﬁgk at § @Q %
Soil | Source ” S Teg@& (US@A) a1 pHO” oé[%]
cA [N cA vsy \ o 0" [Léamy Sand 7Y 39
ND | [ ND;Us & & |flayLoam . |33 3.7
DF IE ~Ger Uy Clayﬁ[@am N ' 7.3 ‘v\,y 5.2

Q .
The adsorption phas@as c§ in erlhzl 1ng a@leou .01 aCl, solution. Soil-to-
solution ratios of &¥2, 1/20 a@&&re a 11 * ND and DF soils, respectively. 2-

chlorophenol wasappli¢d at nominal %@nceﬁqa‘uo 2005, 0.015 and 0.05 mg/L.
Preliminary te@w erformed afa test@ncenﬁsat g/LMll application solutions were
prepared in dthanol:Sand @olven@con&tﬁraﬂ@ls @ tes@§:te@s was <0.1%. Adsorption took
place for 6@)urs equlhbratlon tl@ % &

\
The teé%%substance 2-@1]01:0%n01 was stable od@%g the te&t’\@PLC analyses revealed that the test
substance was thy c@gnpor@t in s@)emat}nts d extractable fractions. No major degradation
product was obs%%d % @ v\g %@J &

SEC AN S >

The overall wug an ng eriaé%lanc& for Q@hre’e%soﬂ was 94.7% AR (SD 2.2%). The mean material
balances V%{e 94.3% AR@)‘an 3 tqﬁ 4% ) for soil CA, 96.1% AR (range from 91.4 to
99.5% ‘@) or soil N%and % (ra@e frqrﬁ@l 2 to 96.8% AR) for soil DF.

N
The\)v an percent&§ ad@ed t@’soﬂ @er @6 -hour definitive adsorption test in CA, ND and DF
soils Wwere 14.5 to 19.6%WR, 2@\7 to 27 %&1@{ and 27.7 to 31.5% AR, respectively.

T Q . :

Based on t}@ea %d 4C]Z%:hlor@nhenol concentration, the calculated adsorption constants Kr
of the Freymndli §othe d from 0.354 to 6.479 mL/g (mean: 2.874 mL/g) for the tested soils
and the & 0 t¥ed to organic carbon content) ranged from 34.4 to 175.1 mL/g
(meany | N%O 1@;@) &ghe Ffeundlich exponents 1/n ranged from 0.9727 to 0.9844 (mean: 0.9773),
indicating thiat thegycon nitration of the test substance affected the adsorption behaviour in the
ex@mne @@ncentratlon“§nge

Using Briggs classifications for the estimation of the mobility of chemicals in soil based on K¢
and/or Koc values, the mobility of 2-chlorophenol can be classified as intermediate, low and mobile in
CA, ND and DF soils, respectively, for adsorption.
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Table 7.1.3.1.2- 12: Adsorption constants and correlation coefficients in soils of 2-chlorophenol
Adsorption @ @6
Kr 1/n R? Koc Q\ g
Soil [mL/g] [mEJg] @° &
CA 0.354 0.9727 0.9931 D8 NS
ND 6.479 0.9844 | 0.9972 175.1 L
DF 1789 | 09747 | 000w L 1saa LY @ 2
arithmetic mean|  2.874 09787 099625] 1001 P S o &@
S @ X
o% M A SRS
@ & o R @© @Q}
I MATERIAND METI—%DS@@f & & o &
@ N . \ @
A. MATERIALS N &’ Q@j o %@’ @6 \% %
Qo @ X @% > AN
1. Test Item L@ \@ Q o Q @7 @
[UL-“C]2-chlorophenol MO S LY &% O x $
Reference No: C-II@C 194 n@‘@ oﬁ& &7© o > éﬁ Q
Specific Activity: 40.3 /mé (140 fE1/mMol, 2,457,54 rn/§
P y MBY/mg (140 AEVmiYol, 2.4 St § 9

Radiochemical Purity: 99‘V§
r

Chemical Purity: Not reporfed 9 (]
%, AN
Q@% ~ @

2. Test Soils v < & &
Three soils were used @ge Teﬁ&e 7.1301.2-93), re@fesenting ﬂ@er@geo&r@)hical origin and
different soil properties as reg%lired b the§ide@§es. %soil&)veregsleve@o a particle size of

<2 mm and sterilize%&y gagﬁa

ra&@tion for the@sorp&{on ba@h qu@ibritz& periments.

L @ & &
§9@&\®§\0©©@@& @
O\ & \\Q@@
o O SERCAES O
D 0 9O ¥ & D
AN 9 & o |9°

% 9 8 8 T g &
N N A @ W
& S5 s

PECFTF &S
> S & & = &
QRS T LS
o O ¢ .09 o O @
Q O O O NN
Y S K 9 O
3 S g 2 P
& o T
S Q\&Q\
o ‘2§@0@’Q@@
S @ﬂ&@\ O
@%
&%%é@é\Q
§Y§©%©@

> O o

¢y ®
@9@@%
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Table 7.1.3.1.2- 13: Physico-chemical properties of test soils

Parameter Results / Units
Soil Designation CA ND
Geographic Location S
City I .
State California North Dagéﬁﬁ%a
@) &
Country USA X %
Soil Taxonomic Classification (USDA) @& No infor@@tion availab
Soil Series Hanfor%andy Garna sjlt loam,&] Nainformdtibn d @
S to 2 ggfeent Q vall@e @
X @ stepes @y h\ @
Textural Class (USDA) @amy @d &J @lay Lo@ €© Clay Loa
Sand [50 pm — 2 mm] 7§7§% @Q @22 4@ Q 26%@% °
Silt [2 um — 50 um] A 102% N % 496% o 41% §@
Clay [<2 um] @] ~C52%D @%.OV&\ Q8% S
H (50il/0.01 M CaCl: 1/1 for CA a 7 70§ 73
IEID(and 1/2 for DF) ’ &@ % \7@ § o § § @ g&®
Organic Carbon R €0.4% & Y 7%, O O %
Organic Matter ! D N 0 0.78 QT 964%Y  FY  «9.0%
Cation Exchange Capacity E@q/ 100 ﬁ & 6.0 &@ 24% ©20.1
Water Holding Capacity §J @ i N
at 0.33 bar (pF 2.5) °\@ © 9 8.5% Q° @8%%@ R 34.2%
Bulk Density (disturBed) [g/ﬁ,{;ﬁ3 9 1 Y 1@ - A 084 P 0.95
I 9% organic matte@% oriamc ca x 1 N) &9 O S
DW: dry weight ° Ry . Q N @
USA: Unite ofg\gzrica &\ & @,\\ &\ é@ §@ §
USDA: Unit&y} States@epartrfiont of A@icult&@ %ﬁ > S @
v & < %
B. ST 9 v\g % (S @ o
. STUDY DESIGl\@ @7 & N
A S & L9 O

1. Expernmenta@ond&%ns SENEC O N QS

The test system ads §1 ba&@? eq 1@r1um@xpe@nents consisted of glass centrifuge tubes
(volume 30 mL) €losedwith ned&crew S. sware and aqueous 0.01 M CacCl; solution
were sterili sin .Q augélave’ rlm@ s wgre performed in duplicate.

In preli@y tests, th%stablkgof tl@:“\?es &bstanée the adsorption of the test substance to test vessel
surface,the soil-to-sglution ra Qd the % hb@n time for adsorption were determined.
o

The%dsorption ph;\sge w@carr@ out 1Qster@ed soils using aqueous 0.01 M CaCl, solution. Soil-to-
solution ratios@f 1/2, 1/20\and applied for CA, ND and DF soils, respectively. 2-
chlorophenolyvas ap%ﬁed nontpal co centrations of 0.0005, 0.0015, 0.005, 0.015 and 0.05 mg/L.
Prelimina sts swere pgftormed at a concentration of 0.05 mg/L. All application solutions were
preparegsg eth@ and@ppli@to the equilibrated test system. The cosolvent concentrations in all test
0
systeng\ﬁ as &@1 %. @ §
T %St ems were s@mn on a reciprocal shaker in the dark at 20 °C in an environmental chamber
for an @ﬂlbratlon time of 6 hours.

The untreated test systems were equilibrated to study conditions by shaking overnight prior to
application.
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2. Analytical Procedures

The suspensions were centrifuged and the radioactivity contents in the decanted supernatants@& e O
analysed by liquid scintillation counting (LSC). Additionally, the pH value of the supernatants wa§§
determined. Representative samples of supernatants were analysed @ay reverseph
HPLC/radiodetection to prove stability of the test item. @ & 'S

N
To establish a material balance, soils were extracted once with acetoni T% by shakipg@‘or 1§in &g@
ambient temperature. Soil and extract were separated b{%entrifugatioh, at 3000 x and ; &antat'

@

The radioactivity in the extract was determined byX¥LSC. The @ acted soi}swert rled\g
radioactivity was determined by combustion/LSC. {he entlre sample v@ls, com ste Ghd (&

kimwipe was used to wipe and collect any remammg%oﬂ on weigh oat or cent& ge gbe &
‘(}
\ @
Adsorption isotherms were calculated by linear regressmn a@sm o‘ﬁthe a@orpt@ data%cco@g to
the Freundlich equation. & @@ 2. & N

C
S T T & S -
N
IL. RE@LT\&%D\\Q@SC%S%IO% S %© & §®@
A. MATERIAL BALANCE X \ <
R gy
The overall mean material balan@ for 11 thr s011 as 9%A® (S %)@he Q%én material

balances were 94.3% AR (rangg)fromx§9.3 t66.4% R) forsoi @% @(ra e from 91.4 to
99.5% AR) for soil ND, anﬁ.S%ﬁ%R (cange fro 912 to 9& A> l@{) for soil ]@ The complete

material balances found for a so and ephce tions@emons%rat at tl&e@@ wagjno significant loss
of radioactivity dissipate%@om the test@yste§or during S@hple procdessig. 2

LN
B. STABILITY o@AR&T @QMP@I?ND@ S & é\@
The stability w. eq @ to étse@rmln%the fest suhg@nce trlbéi)n on LSC measurements of
the supernata the so%on e%@nme@ of J@@ de%ltlve @ No%aj or degradation product was
observed. N Q @
%y o\ S N
“ SRS @ @

¢ . @ S

The mean perce @ s&r\be 5011 a@er % deﬁfﬁ%we adsorption test in CA, ND and DF
soils were 14.% %0 1%)6% , 24@1 to 7% 27.7 to 31.5% AR, respectively (see
Table 7.1.3.1.@14) ©Q

Q O \ \ @

Based on the measured [@;—14 —chphe %con@ntra‘uon the calculated adsorption constants Kr
of the F@dlich isothgrms ed ff&m 0@4 t0_ 61479 mL/g (mean: 2.874 mL/g) for the tested soils
and the Koc value@ I%ahsed\to 0 3- anlg:@lrbon content) ranged from 34.4 to 175.1 mL/g
(me{f\r” 100.1 mL/g)» Th dtich ‘0¢i S° 1/n ranged from 0.9727 to 0.9844 (mean: 0.9773),
indicating that th conéentr ﬁ@n of, the @@ substance affected the adsorption behaviour in the

examined con& tra‘%a rzg see@ le 7@ 3.1.2-15).

C. FIM NGS <

@/; é@




E ] Page 110 of 146
sayer) Bayer CropScience 2016-03-10
R

Document MCA: Section 7 Fate and behaviour in the environment
Fluoxastrobin

Table 7.1.3.1.2- 14: Percentage of adsorbed 2-chlorophenol in soils (mean values [% AR])

CA 145 £ 181196 =+ 22169 = 0.6 |17.7 i@] 172 +£> 07

DF [282 + 13293 + 1.1]27.7 +,,09 [31.5%+ 18[299 +. 075

p

a) end of adsorption phase, mean values expressed percentage @ the measur@” ULMC2- @
chlorophenol concentration % ©Q @ @ é\ﬂ
b) NA = Not available; one rep lost during shaking @} & é\g Q Q é&

e it &
Table 7.1.3.1.2- 15: Adsorption constants and relation co@cien‘t&m soi}@pf 20r0pwlg;@nol N
S a5 S
Q ptiop"
K @Z}%ﬂ 1/n @@& Q(\ é & @% & °
Soil [n@%] ° «@L @
CA 354 0@27 409851 [~ 90@ %, ©§
ND Q6475 | 0984 | 00972 | 1784 b
DF 1789 0.974%, 09983 3F4 & %@2
arithmetic mear] 2.874 ¢} 0933 KJ0.9962 [ 10010 |
@ N O N @ SR
< \ o T8 @Q o SE
v 0 &
o O W concL LUSIONS ® @ <’ @
N o & & & S &

The adsorption constants Ke @—ch@roph@ol foe s@d S(%Ls ca&x lated @ed on the Freundlich
isotherms ranged frgny 0. 359 to & 79 mey/g @n 2:&, 74 mL ) Ty respQ\tlve Koc values ranged
from 34.4 to 175 / mean 00, @L he@un%@h e@onent@/n ranged from 0.9727 to
0.9844 (mean: 0© 736\ & \ &

/Q/O

R

Using the Br?gs s1ﬁ08410ns for the qS&tmwﬁ@n ﬁ e m@lllt & chemicals in soil based on K
and/or Koc@alues the mo Oblllt§0 2-clfiyrop 01 carrbe cl@sﬁie@s intermediate, low and mobile in

CA, N%@nd DF soﬂs@f@spe ly, adsorpt101@© % N @

L°
S >y O Ry
§ & N ?\q;\ @**** @
5 & & i > IS
s ©\ S
CA 7.1.3. ZQ@Ag@soré@on N 5 »
Studies a&% not require s51§@ Rgéﬂ@latlon (EU) No 283/2013 in accordance with
RegulatiéH (EC) No J @7/20@@ Q
Sy N &9
S @ &@ @ &©
@%
F & & 88

\
Overall %mma@g Yoof a@rpt@i/desoﬁ%tmn of fluoxastrobin and its metabolites in soil

The & rpt1®§and§§%so ﬁl behaviours of fluoxastrobin and its major degradation products in soil

tudig \J sing&radiogstive labelled fluoxastrobin, HEC5725-Z-isomer, HEC 5725-carboxylic acid
EC 5725-desch orophenyl and [phenyl-UL-'*C]2-chlorophenol. The studies have been
fagd in a number of soils in batch equilibrium experiments. Adsorption and desorption isotherms
were calculated by linear regression analysis of the adsorption or desorption data according to the

Test Concentration [mg/L] QQ IS
Adsorption ¥ Q\ @
Soil 0.0005 0.0015 0.005 0.015 @ 0.05@) @

ND [262 + 33[255 + 04247 £+ NAY [26.0 & 34 21752 02| ¢

@
S
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Freundlich equation. The calculated adsorption constants and correlation coefficients are listed in

Table 7.1.3- 1 to Table 7.1.3- 6. @ @@
Table 7.1.3- 1: Overall summary of adsorption constants Kocas) in soils of fluoxastrobin @1 its W
major degradation products @ &)
e~ SRS
Koc(ads® Kocaas? q °N
Compound [mL/g] mL/g] © § 9
fluoxastrobin (£) Fo 848 o 7520, | &Y
7 & Y SN2
HEC5725-Z-Isomer 1743 & 16583 " o7 &
HEC 5725-carboxylic acid (M40) < 59 © s64 A ©© C:§©
HEC 5725-E-des-chlorophenyl (M48-E) %@ 68 19 3Without Q) @
a0 @2 | séd O
2-chlorophenol (M82) . - \)j@l 585 | @y 1043 2§
a) arithmetic mean Rv S N
b) geometric mean S %@ é’ @@x ©@ 0oz &, %
‘&% 7 \@ - s o & g
Table 7.1.3- 2: Overall summar@%f adsorption, nsta&t@and@brrelﬁ@on co@cien@in soi&‘§f
fluoxastrobin %g\ o N R é\ﬁ @ & O
S Q < 3 L
Soil Texture & o pH'S | Annex P(&/ D K@?i) tn . [Kocqa
(USDAQ & ¢ |ReferengeNo O %@ /g]@@ S | [mL/g]
E-isomer N2 Y e Y R N
LH AXXa sandy loam 72, |[KCAT134P/01 D] 127 [6R8356] 629

HF am F 4a St o 7] L0 |[KCER713.01/60> | <1621 908738 758

°| silty ¢lay loanf? CA 7a:3.1.1 14 N 26. 0.8749| 1582
y glay

v, |loay%and®  Po.8 JKCA FI3.L4/01, | 339 [08493] 424
@ SR S arilimetic niehn| 4.6 [0.8584] 848
$ Q ° @ 2y Q ¢ geamean|® 752

AN Y 4

§@ @@ S é > & 5 R

Table 7.1.3- 3: @ Ovexa summary O%dsgi ion %@stanthd &(@relation coefficients in soils of

.9 HEC572§@-ISO!2Q$§ O @ >
Soil @ @\\)) Textire N RLES Ann%ﬁ’oin@ Kraas) 1/n Kocds)
é (BSDA), mQ | ReferenceNo [mL/g] [mL/g]

HECS5725-Z-isomedy P S

KS 9 S)SiltClay Lgpgm . ['5.8  JKCAZ¥3.1.2 /01 19.95 0.8581 | 1,108
DF @ Q> |ClayLoany 7.3 O[KCAY.1.3.1.2 /01 118.8 09117 | 2,284
HF Y St Loam® Q) | 63 |KGA7.13.12/01 4277 1.001 2,251
WM S Loann? 52 JKCA7.13.12/01 [27.88 0.9556 | 1,327
N o 2 R &N arithmetic mean 52.34 0.9316 | 1,743
N % Qp @ °N, | geomean 1658

a) PH value determined in (@12 °@\ R &
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Table 7.1.3- 4: Overall summary of adsorption constants and correlation coefficients in soils of
HEC 5725-carboxylic acid (M40) @° S
Soil Texture pH?® |Annex Point / KFrds 1/n &fads) §
(USDA) Reference No [mL/ /
BBA 2.2 loamy sand 5.4 KCA 7.1.3.1.2 /01 1.12p 0.9590 568
LH AXXa sandy loam 6.3 KCA 7.1.3.1.2 /01 0,58 0.861Q° @
LUFA sandyloam | 60 |KCA7.13.12/01 40.50 08993 |. 87 =l
| silty clay 55 |KCAZ1.3.12/01 o141 0:8979 870> @
arithmetic piedn [0.90  @0.9043)f 59 S
> R
@ g&g&gnean &@j R U@EA )
a) pH value determined in CaClz N
. F VO o &
N\ L O

(og
Table 7.1.3- 5: Overall summary of a@&rpn% %ﬁ?ts aiﬁ*’cor*ﬂwn@befﬁcle\ts in Y[E\élls of

HEC 5725-E-des-chlorophen: o
o R

Soil Texture %, | pH Aﬁ%exP % K@ds) 1/n Kogad)
(USDA) @% WD @eren@ 0 6& C‘émL/gl@ Ro L&]

LH AXXa sandy lof®l o ]9.2 PKCARL.3.1,3402 10280 | 14

HF am 4a sit_ < ° @] 7.0~ [KCAT.LaL2 025 040 {095 . P 22

silty tlay lagm | 58 [KOA 763,12 /02 391 _©O[0.98 | 182

Llogtny sandt 678 CAZP3.12Q02  [0.18 O |0k 23

N NN arithmefic mear [0.99, 095 60

9 Q v~ “Geomean n%’ral @ %@ 19.3

S S_— 9 ©§ ®$ with\i@t%sogi h% §
a) pH value determined ingater O el Y .
@Q S o v 98 ¢

Table 7.1.3- 6: O@&rall Sammarysof adbsgrptw@nstéﬁs angd eorrelation coefficients in soils of

@)
o (\%{:hlof{o%hen&k(Mzﬂ)@ N 1,
Soil RN Texture o p,Ii@ A@r@x Poifid/ %@ Krds) I/n Koc(ads)
A) % @ Réferenggy No @y [mL/g] [mL/g]
LH AXX(sterile) O f§ndy ké;ﬁam 6.1 JKCAT3.12)03 2.302 0.7983 | 100.1
LH Al -~ |Sandy loam {Y76.4< {KCA 7.1.3:1.2 /03 1.700 0.7373 | 154.5
~ N\ >4
LH S S [safdyloam =~ | 567 |K&A7.0.31.2/03  [1.807  [0.7465 [ 129.1
9 5  |efylogy 61 JKCAZE3.12/03  [1645  0.7502 [ 126.5
CA @ O ¢Hoamy¥and Of'7.1 O[KCA®1.3.1.2/05 0.354 09727 | 90.8
ND WY (Ofclaybam > | 78> |K&A 7.1.3.1.2/05 6.479 0.9844 | 175.1
DF d @mam“\f 73 %Q@A 7.1.3.1.2 /05 1.789 09747 | 344
@ 2 Q ° arithmetic mean |2.297 0.8520 | 115.8
@ S @ X geomean 104.7
N N @
b @" v &@ E &©
C o &S R
& @
Y O & 9
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CA7.14 Mobility in soil .
CA7.1.4.1 Column leaching studies @ @6

No column leaching study was performed for the active substance fluoxastrobitiy Instead, th@)bl
in soil is assessed by environmental modelling, using data on the degradatio der aeroblc&eonm@
in the laboratory (CA 7.1.1), and on adsorption to soil as determin%l from batcl@equl@lun}f@

experiments (CA 7.1.3).
@ &% \v\g\ \ @
\g Q@ @@ § %@ §@
CA 7.1.4.1.1 Column leaching of the active substance Q
& s ~ S Q& s

Due to the argumentation provided under CA 7.1. 4‘%above no so@c 1u<%151 leaching study with @
fluoxastrobin was performed. Q@ NN
A

RN
CA 7.1.4.1.2 Column leaching of meta@olit@g@breﬁfdo Vir n(&acti@i pr&dug@ %
ith

Due to the argumentation provided undet¢ &1% 1 %Ve n@soﬂ cefh}}mn chilg,\% stud
metabolites fluoxastrobin was perform

S @ %\
X

S Q(EG;% "\@ N & S § @ 9
CA7.1.42 Lysimeter stud@ % > Q\ @b < @Q

8)
Due to the argumentation pro@ed under CA@’] g@)ovo lyé@eter Qdy @1 flagxastrobin is
required. « § . & ©
@ @ > O
S
CA 7.1.4.3 le@eachﬁ stq%es @6 K C&

The leaching beh ourséQf ﬂgo@str ﬁ% and 1ts lgfpro ucts 1@S011 under field conditions
were evaluated @An X 1 1nclus1o&%mg tmlabe stro¥ih formulated as EC 100, and
were accepte th& uropgan Céml@i@h (S CO@QZU inal %012) The following study is
included in th baselitie dG&swr

2 S 5
Author @@ % @ /($ *Q‘?ear @ Document No
NN RS & 2000 M-136670-01-1
N B
A short summary@%f th@el ﬁ é@ov&?& in s@stlon & 7.1.2.2.1.
Hence, no aﬁhona@ﬂeh@ cl@vg\stud@ are @em i.\ ecessary within this supplementary dossier for
the fluoxastyobin. N) ¥ 2 G
@ %
\@ R & )
> < & G Q@ 3
S . @ & O
S NSRS
RV
€ > 4 &
S &
o N
&% O @ RS
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CA 7.2 Fate and behaviour in water and sediment @ S
CA 721 Route and rate of degradation in aquatic systems (chemical and N @§
photochemical degradation) @@ @® S
&
CA 7.2.1.1 Hydrolytic degradation @ \Q

dark in the laboratory were evaluated during the An 1nclus10nésmg one r lab&k positign, @
ring 3-label, and was accepted by the European Commnission (S&CO/3921 @12 The
following study is included in the baseline dossier: @ & @ @@}

: =\ R & & &
Author(s) Q@ Yedr, @ Docﬁﬁem\\l\(ﬁ@ 9 (\,m\@
] N M@’osg@m NS

G
O O G S
v O K @ O & ¢
Report: KCA 7.2.1.1/01 \999' —008@—01—@ %,
Title: Hydrolysis of [1@ ho @ rm,i L-14Q) EC@% i ‘@rllué&mu ffer

)égmmoto
solutions @

. . . o S
The hydrolytic route and rate of degradation of ﬂuoxastrgbm in buffers er sterile e‘%@dltmﬁ@ in the

Oy
Yo

Report No.: MR-058/994&, @ \ RN

Document No.: M- 008681@1 1 & @ ®® ©@ S o\”\a

Guidelines: - EU 9@36/E&and 99737/ @ @ < @© S
ﬁQC EL%pe@m:edures 19% @ O

1S Ep bd1 118 2 A TN A
Guideline deviation(s): ~ agf pcuﬁc g & S § Q& @a
GLP/GEP: ws Q @ o N % @
24\9 @ @ 6 \ @ (ix °\
M VI S e °
The hydrolytic qt@lllt)&(@%uogax@trobfﬁﬂwas\gudle% ©@ @} @@

Hydrolysis o@ng %@?}6:%@ ﬂuo@slro&m@wa@este@ A§§s b@ffer solution (0.24 mg a.s./L) at
50 °C at pEpvalues 4, 7 and @olutl‘% @ incuf@ited g the gdrk under sterile conditions. After
0.08, 0.2&0.92, 2, 5 a@W d an@s (mostly Qdupliégie birsome single samples) were analysed
for Idc&ab‘[l\/l‘[y usm@LSC\ d for chengial coRent BO?TLQ mL of the solvent acetonitrile was
added to aid extra F‘&goxas@%bm W fo to%&hym@%tlcally stable under the test conditions

IS
as no degradatiogwas s@sn @g %}udy%
N
e N T & & @

IR \\ U
No addltl(%al studies areSub d wL@n thig,supplementary dossier for the fluoxastrobin renewal of

approva & @ N
& < A &é\ NI
. NSRS
. . Yo v O
G @ © 9
Yy O & 9
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CA 7.2.1.2  Direct photochemical degradation

The photolytic route and rate of degradation of fluoxastrobin in buffers in the laboratorygyere
evaluated during the Annex I inclusion using two radiolabel positions, ring 1- and ring 3- labe]®s wel@’
as unlabelled fluoxastrobin for determination of the quantum yield of V§Ct photod @adatl@}.
Furthermore, the DTso value for the photolysis degradation product HEC 5725-oxazepine (M3
calculated. This photometabolite exhibits a completely different structuresompared to& pa@ and
the formation is due to complex phototransformation esses in pyfe- water withisgyclisat
rearrangement. In order to further assess the formation e HEC 5725-oxazepine @[3 der rfore
realistic conditions, the route and rate of degradatign of fluoxastggfin in irra idtad @r/se ent@
systems were evaluated during the Annex I inclusig® using one glolabel posi@ion, r1 l@’g 1 (sé
also section CA 7.2.2.4). All studies were accep@g?by the Europ&an (@@mml@m (é&NCO 21 Q
final, 2012). The following studies are included the basehn@osm& @

& 9’ @\\

Author(s) O g&\% Ye.'@) @, K@?Doc@iem No o
S L O 2081 X 1\/@933515%1-1@zr @
& O\ 52001 xw M-091829-01:1 &
Q\J S @3\9 @ @Q >
Report: KCA 7.2. %1 00@335@01- @ @ ”\9

Title: Determ]@tlon fte q d an %ﬁﬁ:nt 01‘@6 ené@nm ntal half-life of
the dir€dt pho"t&deua atlon in"@ater
Report No.: MR-%40/0 o
Document No.: M@33515@
Guideline(s): GSerman UBA (D%% 19§ @ QD v\’ $ @to\’
Guideline deviation(s): sa\gnot I@i@q ied © Q) @ o\© é N o\@
GLP/GEP: S yes o & & S &
é °\® § Q@ @@ SN @
N Y @

The quantum@grd o@uoxgu oblévas &@1 mu&% um@ the @t Met¥od: ECETOC (polychromatic
Y

light source) @@ ©) %@

@ v
About@’% degrada @71 of oxaﬁbm was asures” by@&PLC UV following the maximum
irradiation perlod 0 m in purb@dterx U&lﬁ zug\,shown that sunlight first increases the
relative amount of OXdéﬁob @hom\@ U thed¥V absorption data and the degradation kinetics
of the duplicate @p@ms dntlifm yield, (D) .00098 (E-isomer) or 0.00089 (sum of £
and Z-isomergyy Tw arltl@hetlc®odel GC-@LAR and Frank & Klopffer) were used to

predict enviiShmen&l dis@ ph@g}lyy@alf l@}s usyyg the values obtained for quantum yield and
light abse&gtlon over a Yang&Qf lenés. t@vas concluded that the ‘environmental direct
photoly@half—life’ g)\@luox@robm ) 1@161 falls in the range of 2.3 — 20 days for the periods of
majo\zl;\ause N % @ @ \©
RAEFSLEN A

N

Direct photolysisdin dqu@()us&s@utlo@ls ected to contribute to the elimination of fluoxastrobin in

the env1r0nm@Q % § § .
Q

o & ok
{x’ O~ @ o
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Report: KCA 7.2.1.2/02| N ; 2001; M-091029-01-1
Title: Photolysis of HEC 5725 in aqueous solution §f @
Report No.: MR-072/00 Q
Document No.: M-091029-01-1 5 S
Guidelines: - US EPA, Subdivision N, Paragraph 161-2 S &@ ©)

- EU 95/36/EC amending 91/414/EEC @ N
Guideline deviation(s):  not specified % § <§ &
GLP/GEP: yes Yo N X

K ISP SIC)

The aqueous photolysis of fluoxastrobin in a sterile l@fer was studie d é\’ R @ é}
Sterile aqueous buffer solutions (pH 7) were @pared ontalg 3 %@elle @nd NQ .
labelled fluoxastrobin at concentrations of {53 g} andy?.23 m/L @@bec y &llquo&were
incubated at 25 °C in quartz glass test vessé® ﬁtyiy 1t @ ilesg(PU fo%n plug)
and carbon dioxide (soda lime). Vessels re_cirer in t or ys of®xp @ht
from a Suntest unit with xenon 1amp§%mth At of& 29®1m) up © 8 days. The irrad@ition
exposure under Suntest conditions 1798W %based@n ra@%me det@ﬂinat@n) and
6.3 MJ x m* for one hour. An expo§ tithg of 3. our@as s@ed b@@h 1ca c spond to

one summer June day in Athens, %@ece (?@’ N with g obal ra t10n @ da m®Samples at
time 0, 1, 2, 3, 4, 7 and 8 day 0 1rraf@at1 @nd T 8 (coé%l) were quantified
directly for rad1oact1v1ty USK v:\;\ nd an yse R J @é TLC. The@\ajo hotodegradate
HEC 5725-oxazepine (M3 6)°\Was urther @n‘uf d by MR a /M The minor degradation

compound HEC 5725—ph@xy a@lnm@}m § (M56 Was 1dentﬁ§d l@omp\%%)son of HPLC and
LC-MS/MS. v
@ &

The total recovery, Q radlc@lﬂct W\a d fr 99@% to 1©86 4‘@ Exp%rlmental half-lives were

determined to be ‘ﬁ 97& fqr the rid@ 1 led @d 3.8@ays (R? = 0.9941) for the

ring 3 labelled t@? g(ance &um f E- amL 1s&1%ars) lﬁ’ng \a‘ /ar rggression based on pseudo first

order klnetlc%ghes@ alug® corre§pondyt %@ted @Vlroent%@ half-lives under solar summer

conditions @%f Phod®ix, A% (338)V) ingJune g d 8. days, respectively. For conditions at

Athens, €géece (38°N)Xsa J he @wte enviggnmegddt ha. es are 33.4 and 28.9 days (mean
(38°NY u@ " %90 i y

31.2d , respectivey.
S A

Photo-isomerisatjgdt of the E-i Qer gg?s the @fst tr@sfor@aﬁon process. The highest concentrations

of the resultlng % l 2° in i abe nd 9&% (ring 3-label) of the applied radioactivity

after one 1at & g a@mn product, HEC 5725-oxazepine (M36),

accounted fora max1mu st 0 (r ~.¢» 1 l @7 1% (ring 3-label) of the applied radioactivity

after 8 ﬁof contmu s 1rr§§atlon I dlSS@ ved degradation products were less than 5% AR.

Photo- erahsatlomgo carbo xide 1 ax1mum of 3.7% (ring 1-label) and 8.5% (ring 3-
labelg\g)f the apphe% d10 Vltyéer @ays
@ &Q
N K
WO
&S 2
LS Q
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Table 7.2.1.2- 1: Distribution of ring 1 labelled fluoxastrobin (in % AR)
Sample |DAT] fluoxastrobin | HEC 5725-Z- HEC 5725|HEC 5725| Unknown Volatile Mz@ial @b
(E) Isomer -oxazepine|-phenoxy-| metabolites® | compounds %lance g
(M36) |aminopyri @Oz Org. @ @
midine %é volatilly &
(M56) S |
[rradiated] 0 91.7 8.3 n.d. n.d. nd, > [nm [, 6 [ gho.o &
1 73.7 11.2 4.9 @ n&, 0.1 0.1 99 60 @
2 68.1 10.8 5.6 Nnid. & 0.2oP <0Q] 18029 | &
3 59.5 8.7 8.8 1.4 Q238 ad | <& | Q3 JO
4 52.0 7.4 116 & 40 | 59 7 [ <01 e,700.8@
7 31.7 5.4 157 43 142 5\23 < 0.1, | 10}
8 23.1 3.5 23 47 @ N58 ov] 3R] <&l N2
Dark 8 88.0 7.7 S@.d. D gy &‘%n.d.@?}\, &1 ] <®1 | ™0.7
DAT: days after treatment N o o
a) sum 0>[/ 14 unknown minor metabolites, none w«%@dcd 5@1{ @© Q@ 6 Q> é @ @&
*”\9 \°\ N S % \@ N N §
Table 7.2.1.2- 2: Distribution 0 SQE&%IIL%U()X&SQ%IM(\M@% @“R@ > @@ S)
Sample [DAT| fluoxastrobin Hl£§/5725@- HEC 572%¢ U no.wr@’ %latn@ w\i@latcrlal
(E) an@r pyxazefiyie olité®? @’mpo@ds i balance
@ L @ ( @ Q& 02 §>©Orggx
S & B @ e volat@ies
Irradiated] 0 100.0 % nd. O Javnd. 9 nd. | nd? | gym 100.0
I 7402 | Y 9g7 § 4.3 s nd. @ [xs0.1 106.4
2 61.8 N 39 & @ lo &7 10 N <0.1 101.5
3 S N 3 o 2IN] <01 102.3
4 &9 A 807 [O108YT] g4 Y 2@ | <ol 104.2
7 2410 7 3%, 169 | 9 26 93 | <o 103.8
8 [ & 26% «32 | &1 Y 8.5 <0.1 105.2
Dark S 164 O] Ondal |ownd O oS0 m <0.1 | <o.1 105.9

DAT: days after treatmé&X Y & ]
a) sum of 4 3 whknown min(ﬂwwteﬂ%ﬁ‘i\@s. n@xcccc@ 5% AR @@

CA *2.1.3 Inﬁec oto em@l d&@adatlon

KN
Indlrect photoc%mlcal ?graQ 10 omstrobln was not studied. However, the route and rate of
degradation @ ted Qater/sedlment systems were evaluated during the Annex I
inclusion u onNadlo ]% g 3-label, and were accepted by the European Commission
(SAN;%@@N/O@M]@ 012)5The study is included in the baseline dossier and addressed under

CA 7.224 in @ su&lem@y dossier.

& @ Iy °
@ & <

&
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CA7.2.2 Route and rate of biological degradation in aquatic systems .
CA 7.2.2.1 '"Ready biodegradability" @ @6

According to its molecular structure, fluoxastrobin was regarded not to be Ggadily blod@da
Therefore, a study was not conducted. However, a study for the determlnan@?)f the route 4nd rag

degradation of fluoxastrobin in surface water under aerobic conditions in the dark in the L@eora@ has
been performed (CA 7.2.2.2) and is summarized in in the subsequent section. 9 \x\g

N O \\ < @
CA 7.2.2.2  Aerobic mineralisation in surfac&water @Q y\g@ Q@ é\” c&©

Q©

A study for the determination of the route and ra&%of degradat@l of uoxasuobln in surfdce wat&
under aerobic conditions in the dark in the labo@y has beenperfor@ed ands s 1tted@1th @
supplementary dossier for the ﬂuoxastroblpxrenev%lo of @m\@\ us1n§@’one %dlol\%el pasition,

ring 3-label. é\g @ @ @, o %

% o
% KNS S,
S—, %14@%-%499_%07@01@9 S

Report: KCA 7.2.2.2/01

Title: [Methoxylmanlng 14(@110x@@bm K@I‘Obl ner tlogssurfacgivater
Report No.: EnSa-14-057% @, @ N

Document No.- M-499357 1 S ©© @Q N
Guidelines: - OEC@Test 1del No. @@9 @Q & [

- DRAFT smc%ggoz/z@m/rew in 4 rd@ce n@zeg@lon (EC) No

11071200 QS < '~
Guideline deviation(s): | oq@pemﬁ& @Q @ © . § @ \:7\7@
GLP/GEP: yes % & @ S o @@
Justification: &New g&%}ehne T u@nt o & N s

@ Route’and ¥@te of%@rada f xastg@obm in derobic Surface water
> \® N @ 9 N @
Executive Sum@ary© & \ @ §@ %@
The route ? rate@§ degkadatl f [ eth 1 rln@ Uh&@&]ﬂuoxastrobm were studied in
surface wg%’ under aer@l\:;lc c @dltlo rk %t 1@2& ry@or 61 days at 20 + 2 °C.
AL

Study apphcatl nﬁs 0 \1»0 L a1§ 104; Q\Hg/lq&surfa%\water were applied for low and high
concentration sa s, respecti @ >

I
Mean materi @Dala We@g 0Q \8@6 AR@or théJow cBicentration (range from 97.8 to 104.6% AR)
and 100.1% for the h IS ntrat@ (rar@ fror@7 5t0 105.3% AR).
@ QO ,%:, 2

FormatiQn of carbon»@mde@as 1n51gn1f @1‘[ %demonstrated by values < 0.1% AR at all sampling
1nter§§ls and for vg@h ce%cent@ons e @unt of volatile organic compounds was < LOD
(0.7% AR) for low con@@trat@n test @stel@nd <0.1% AR for high concentration samples at all
sampling 1nterv@s §

NG & e
The amou@of xastfobin_in the Qirface water was between 97.6 and 104.6% AR for low
concentrafton te@syst@ an@'etween 96.0 and 105.3% AR for high concentration test systems for

all sam]@ng 1al%

no c@gradat@n pr@’ucts of fluoxastrobin > 5% AR were found, no identification attempts were
§ total unidentified residues amounted to a maximum of 3.6% AR and no single component
excee 1.0% AR at any sampling interval for both concentrations.
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The experimental DTso and DTy values were calculated using a single first order (SFO) kinetic model.
The half-lives for fluoxastrobin were extrapolated to be about 944 and > 1000 days for the lo@nd©©

high concentration, respectively. N
& > N
I. MATERIALS AND METHODS @JQ & @®
§ &
A. MATERIALS =) O & 9
@ < PO S
1.  Test Item X Q@ @@ § y\g@ &@
[methoxyiminotolyl-ring-UL-"*C]fluoxastrobin & &© Y Q § c&©
Sample ID: KML 9652 RN S $ oL 0@
Specific Activity: 3.7 MBg/mg (100 <@/mg) N @ Q © %) @
Radiochemical Purity: > 98% . @f@’ N Q 6\ R §
Chemical Purity: >99% é @@ 2. & @%’ N ™
FE IV @y
2. Test Water % % <§ @j @
Natural water from a fresh water dam t is. %ed fi \th ¢ ptepara of "égmkin&%vate@ot re§vmg
effluent discharges was used (see Table 7 2&\2 ter was sampled @éhly m th&hatural
water system (depth of approx. 10 &19 and%eve@% rough g&@ migsieve or teQse. %@)
@ o
Table 7.2.2.2-1:  Physico- chemlc% pr(@ertle%g@f tes@ r@@ & ©@ ©@ . S
Parameter @~ e ~ O
Water Designation D A
Origin N North Rijne-Westphalia, Germany
GPS Coordinates E 007° 405,
Water Temperatur@ﬂC] ! A D
pH?
Redox PotentiabEx [@@] ! 255& ° NS
Oxygen Satumjition [&) ! SNoswy LS § N
DOC [mg L] o 2 ° ™0 &6 & O @
TOC [nigpC/L] 9 d<2.08 O o oy
BORfing/L] o L Hha? & & N
To@kNitrogen [m(gf@] D 35>, O o T
Total Phosphorg@® Pmg/K] o L [90.03 N
Microbial Actizity © &L DTgQ 9 days”
a) measured tsam 1 te U@ N D
% not apple du%& Qunt % \ @ (o8
c) degradatln of benzoic §Q AN @
BOD: ogical oxygen demand© '%: . @
DO solved orgam@arbo @ @ \%
GPS:global positi sys
P @ v % D o Q

TQC: total organiecarbon X
S RS "\ Q §
B. STUDY l@SIGN

1. Exp enta@Con 10ns§ﬁ

The stat@ tes ysten@ or radatlon in surface water under aerobic conditions consisted of

Erlen @s fl ks bafﬂes (e.g. 250 mL). Each flask was fitted with a trap attachment
able& n).containing soda lime for absorption of carbon dioxide and a polyurethane

(per
(P&a@lug for adso@mn of volatile organic compounds (VOC).

For prratlon of the test systems, 100 mL of the natural water were transferred into each flask. The
flasks were then fitted with trap attachments and equilibrated to study conditions for 2 days prior to
application. The water was kept in motion during the entire study duration.
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Study application rates of 10.3 pg/L and 104.2 pg/L surface water were applied for the low and hlgh
concentration, respectively. @ @@
N

The test item was applied dropwise onto the water surface of the respective ggst systems 1@%00 L@j
methanol using a pipette. After application, the test vessels were fitted wit p attachmefts (e)@t

of DAT-0 samples). % Q @ %
© 2
X
The test systems were incubated in the dark for 61 days a€20 + 2 °C in é%\flmatw cabag\t \ @Q
2. Sampling N N

5 L LN
Seven sampling intervals were distributed over tentlre 1ncu@§1o @r10%@ 61 da . @911%@
samples of each concentration were processed analysed 0, 7, 145721, 30 48 @d 6 days @er
treatment (DAT). Sterile controls were processed and ar,lalys%}@at D?{‘?k\"l" -61 f@r the@tb g: ent&g ons,

microbial activity samples at DAT-0 and DA& @ é}’ & @@, D o % )
N

3. Analytical Procedures % @ | @ © @j @
Carbon dioxide absorbed by soda lirne & s h Eated ith li@am@us h’y@roch@ﬁc ae@ and c§pped
in a scintillation cocktail selective for bi %hng arb 10x1d9 us1 an @-tlg@ ssem . The
radioactivity content was determm&@y ligiid sesg 1atrQn CObQ g (@ ).

The PU foam plugs of the tra ttachments \@re e ctewth @ayl ac@ate @ u&ﬁasomc bath to
desorb VOC. The radloactlvﬁnteﬁt wa@eterrm b>§§LSC
\

N ©
At each sampling 1nterve&@'f)H 0X gen@@o nd dox tentiakin the@ate re determined. The
water was transferreg\g to a 1c cydinder d th©testeyessel Whs rl@ed addltlonally with
acetonitrile. The risSing s@utl § wer poo \the @ter o adl%%ﬂwty in samples was

determined by LSE&&nd amount

f tesQitem a d@datl@ products \@re determined by reversed
phase HPLC/radi ete&t@n N

N
L~ > @ ¢ @
The limit of ecti§ (L(@ and I%H o%quant@@tlon@Q r HR®C/radiodetection analysis of the
water in lodconcentration sa fes w @1 3. 3‘@’AR,@eSpeq§ely The limit of detection (LOD)
and h@f quantltatm@%’ (L for LC/radlod@ectloﬁ@nal}gs of the water in high concentration
ere 0.1 and@3% respectw@y“

) @ o Ry
@ &, K 5
Test item was @entlf@by § 1@(/M@>mch§ng a@rate mass determination and "H-NMR

\
The degra tlon klnetlcs@f th@st ite n wa eterr@ned according to FOCUS kinetics (2006) using
the soff KlnGUI@ Wlt ree Qlfff:%at ki %ﬁc models: single first order, first order multi
comparttent and d figst ordﬁg in pa el, Mpdel input datasets were the residual amounts found
in eath replicate tési; syst@q at e sa@p m@erval The initial recovery at DAT-0 was included in
the parameter o mlzat@’n pr@ed but optimal goodness of fit, the value was allowed to be
estimated by t& %k DT o vales were calculated from the resulting kinetic parameters.

sampl

: LTS AND DI ION
& S §LI RESULTS SCUSSIO

O
Result&dlc@ he aifticipated standardized conditions were maintained and that the water was
m&@mallé))@:twe er gﬁo\dura‘mon of the laboratory study.

The p@ the water ranged from 7.8 to 8.9 for both low and high concentration.

Oxygen saturation (range from 90 to 99%) and redox potential measurement (Ey, range from 310 to
394 mV) indicated aerobic conditions in the water for both concentrations.
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A. DATA

@6

Table 7.2.2.2- 2: Degradation of fluoxastrobin in natural water under goblc condltl® (lov@

concentration, mean values and SD expressed as % AR
P ° )0 N & [(\Q
Mean DAT o A °
Compound SD 0 7 14 21 30 N 48 6107 61sterile ©

Mean | 1046 | 1011 [ 100.2 (5101.2 | 1008} 97.6 | 995 | “\J02.0&3

Fluoxastrobin SD +02 | 215 | 0°F +03 :I:A £22 | ©0.5 9O :tQ{@ &@

Sum of Unid./Diff. Mean n.d. n.d. nd. nd. | @ nd. «| nd, Qb Q
& b IQ

Residues SD @ S .9 @ @
Total Extractable Mean | 104.6 | 101.1 Jg#00.2 | 101.2 ["100® | 9%p | 895 102
Residues " s | 202 | 215202 | ta3 | 20D | w22 D052 =
TR Mean na. | <@ . W1 YV) 1 §7 0.1 @J 0.1 <.l
Carbon Dioxide D Q &gp é\g @} %F > s .
Volatile Organic Mean | na. |<LOD @?LOQ < Lgﬁ% %OD <£OD | <EOD (&< LAD
Compounds © SD RN 19 S @

Mean | 10 1912 “6’4 @13 &foo 97. 99@" | @22
Total Recovery ® SD @5@ %%6 éﬁ 0.2 Rk 030 @ § £ .

n.d.: not detected, n.a.: not analysed, DA@ays aﬁe(%reatme t, % stand@iewa@ N LS
a) Minor components are summed up to idenffied re@ @ ©©> ©@ A
b) Difference to Material Balance 1 ds due\%\’roundm erro@s We&gclea b and chromat(@aphlc Sasses
. S
c) Values taken from Material Bakagce & o\@ &
< AN
Table 7.2.2.2- 3: De%rad n ﬂuox§§ @) al éater uiider a@bic conditions (high
%nce atio ean v ues SD resged as % AR
a§ !1\% «xp % AR)
gﬁ Mean ) \f S @ DAT
Compoundy | OSD /s 0 %@* A g}m o8 61 61 sterile
& Mean 3 @E.o 98.4 4 99.1 §97. 7 ~96.3 | 985 95.2
N
Fluosastiopin S5 @i@ 00 2067 1.0 08 £0@ | £05 | 03 0.4
% < Mean, P nd=y[ 08 05071 g @9 1.0 | 1.0 1.0
N @ SO £0.0 | £0.0 |°€0.0 X+0.0 | £0.0 | £0.1 +0.0
P Mead | nd [80.6.05 [Voes [ 05 | 05 | 08 0.9
< U, . o, . . \ . . . .
¢ Q\ s & Dl + 0% 20D 200|201 | £0.0 £0.0
N
D © Q%Mt}:;sg n&%g . d. nd. Q@ n.d. n.d. n.d. 0.9
A S\\é) @) A a P +0.1
E© @) Mgan \n.d.Q n.d.@ n.db n.d. n.d. n.d. n.d. 0.5
D «Q Ao G @ +0.0
Sum of®Phid./Diff. ¢ Mean)”| n A4 L [ e [aa s 117 3.6
sidues® A SD £0.03E0.1 | £0.0 [ £0.1 | £0.0 | £0.1 +0.1
Total Extractablé, @n @105 97 99.8 | 100.7 | 99.1 | 97.8 | 100.2 98.9
A : b) @ Q %
Residues SD & +6% | +10| £04 | 05| +£04 | £03 +0.5
@
Carbon Digkide ¥ 1\@ @. Q01| 01 [ 01 |01 |01 [ 01 <0.1
S & (Wi
VolanQ{%rgagg Meang naQf <0.1 [ <0.1 | <0.1 | <0.1 [ 0.1 [ <0.1 <0.1
Cor@ound@ G spaY £0.0 | £0.0 | £0.0 | 0.0 | £0.0 | 0.0 0.0
b) % M&n 1053 | 97.5 | 999 | 100.8 | 99.2 | 97.9 | 100.2 98.9
TQ%IRG@?W@S SD | £09 | £06 | £1.0| 04 | £05|205]| 203 £0.5

n%ﬁot detgeted, n.a.: not a§ysed DAT: days after treatment, SD: standard deviation
a) Mi mponents are summed up to unidentified residues

b) Di nce to Material Balance values due to rounding errors as well as clean up and chromatographic losses
¢) Values taken from Material Balance
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B. MATERIAL BALANCE

Mean material balances were 100.8% of applied radioactivity [% AR] (range from 97&to &
104.6% AR) for the low concentration and 100.1% AR (range from 97.5 to 105.3% AR) for the*hig N
concentration. The complete material balances found at all sampling intervals ggmonstrated there
was no significant loss of radioactivity dissipated from the test systems or du@ sample prd@essm@

C. VOLATILES < & @ %
Formation of carbon dioxide was < 0.1% AR at all sa@mg interva tq?or both com}ntra\{%ns
maximum amount of volatile organic compounds was < KOD (0.7% and <0. 1%59 r 6L day.
of incubation for the low and high concentrations, respectively. S X N
%@ @ &© A & é}
E. DEGRADATION OF PARENT COMP @@ ) & &
The amount of fluoxastrobin in the surface ater yvas eein97.6 @nd @4 6% AR ﬁ@low
concentration test systems and between 96 %séﬁ for@lgh Q@icen@non te\t systems for

all sampling intervals. S ¢
% @ \ Q AN @ © @j @§
No degradation products of fluoxastropma > S%Wer@%und&% 1 unid,entlﬁ@*resi@es am§nted

to a maximum of 3.6% AR and no sx@ ggmpm@i ex@ded 0% Ag%t a@san@g inttval for
)

both concentrations. @ S
Q 6 @ S
The same was observed in steridg contm S. @’@ S @ @ (&

og
The experimental DTso Values of&uoxa@bm@ere cz@’ulateé\m@m gl @Qrst er (SFO) kinetics
(see Table 7.2.2.2- 4). & R ‘”\z

q
% $
Table 7.2.2.2- 4: s:Qegr @n kﬁetlcs ¢®fluo rob Ql a@t al nd wa@%nder aerobic
t S

0nd1 rdin@to F S %
@ @ @

4
@

UJ

@ @ N . & N, e« SFO 3@9 & Y
\ S D@ DTy Errm;@ Visual
@Test@tel&© S} [@ays] C% [dag@ S %y Assessment
Lowégoncentration (10.3 pg®) |\ 944 > 1000 ), NGl 0
Higl’concentratiof {104 z@g/L) >1000 | &10005) N\2.1 0
a) SFO: single first $er - \ S O\U N
b) visual asses%@%l 0 %oderal@ °\© ‘7\, (& %
5 & @ &
- @Q m@\co@wsﬁm
Q ©)
Fluoxastrohin did not sh 51 grad@(?lon &two concentration levels in surface water under

aerobic £@hditions in &he d in t@ la tory, The calculated best fit half-lives were 944 and

> 1000 days for lo d high contentratidys, respéctivel
00 w@ igh congentratigs, @@ y.

~
For}atlon of carhon dlo@de &@ 1n5@n%1c2§@0. 1% AR) at study end (DAT-61).
& Y N
No degradatieh preduets @% were idemgjfied.
d S

@@@9&
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CA7.22.3 Water/sediment study S

The route and rate of degradation of fluoxastrobin in water/sediment systems under aerobic’ an S
anaerobic conditions were evaluated during the Annex I inclusion using ogg radiolabel % 1t1§
ring 3-label, and were accepted by the European Commission (SANCO[§21/O7 ﬁnal&ZOlZ@
summary of these studies has been included in this dossier and the kinetics was newly evatuatedssince

it has been used for the risk assessment. No additional experimental st&d%s were pcrf@med

kinetic evaluation of the water /sediment study was coréﬁted to der1§ kinetic param%ters\a\ecor@ @

to EFSA Guidance 2014 and FOCUS Guidance 2014. Q @ @ @
& S S Q & EN
Annex Point / Reference No Author(s) N ) .| Year~ | DocumenfNo  «

KCA7.223
KCA7.2.2.3

@ | 2062 | MI-038043-01-@
PR = 3002 GM 033846-011

Q T N &

An aerobic sediment water study was cm%ucted@ Sh(@@)sum@@rjy 1@16 @orato@ stu@ g@%n

below. SO %
s &
9 & o
Report: KCA 7.2.2.3/01 » 94
Title: Aerobic du@ada@n and@ctabo@m of l hox m% yl1- 11L F@HECSUS
in the W@r/sed%@ent s@’em (@j@ @ Q&
Report No.: MR-3$701 "> S @ ¢
Document No.: M- 03 943% 1 N X 5 @ . @9 @
Guidelines: ; EermaB art &\ 5-1 (1990 w\g @ X

36/ Cam Stho P14/ % §
v\’ S R@ced es M 19% N ~
> u@ S &

Guideline dev1at10n( n spec1f @
GLP/GEP: & N °© & & @@
@ ©\ & N \ O NN
© o & & L s &
SIS N .9 S @
TS e N § S
&@ @© Q) S *@§*
) ‘”\g
Report: @ 3/0 @200 —033846 01-1
Title: @ 5] ero%c qual@%degra@ﬂon and metabolism of HEC 5725
Report No.: 6/
Document No 384&0 -1
Guidel mcs% - @6/ A mcn@ng %@14/EEC
\@@— SEQC Europe l@)ces March 1995
\y\’ § - l& EP ubd@smno aragraph 162-3

@Vil‘%&ﬂ]@ﬂt&h@@tr}/ and Fate, Guidelines for Registration of Pesticides
@° in Cagada 1@7&1113@ a, 1987

Guideline devu&on(s)%% not l1c(
GLP/GEP:

@

Ring Nabcll@fh@tm@?(hcrc in this study E + Z-Isomer) was used to dose the water layer at a
co @ntrat of 4@ pg&s (equivalent to an application rate of 810 g/ha and assuming a water depth
of ®m). &&diment (‘Fuquay — sandy clay) and some related water were collected from a small pond in

Mont na Georgia, USA. The characteristics of the sediment and water are shown in Table 7.2.2.3-
1.
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Table 7.2.2.3- 1: Characteristics of the water/sediment system Fuquay
Origin Fuquay, GA @ IS
Sediment layer characteristics: Q\ o8
Textural class (USDA) Sand}@ay @ @
Textural analysis (USDA): O\@
2000 - 50 um, sand (%) 46 3
50 - 2 pm, silt (%) %164 | § «y\,@
<2 um, clay (%) @) K373 S @Q @
pH value: Q @w @3 %G
Water & . S) 53 % D § q&©
CaCl» N4 D L 43y < @
KCI P @ NSy @
Organic C (%) A RN YN YN RS
Organic matter > N 2 VY07 S v
Cation exchange capacity (meq Ba/100 g) 7 7, @) @@ 10°0 & % IS
Total nitrogen (% N) S O h N Qo4 Y @
Total phosphorus (mg P/kg dry matter) & N N & © g\b NS §
CaCO; (%) D % Vw0l & | O

\
Redox potential prior pre- cqulhbratlo@ﬁﬁv% Q K F -4 &L 2)
Aerobic microbial activity (mg COgiw/kg scd{mcnt tﬁry %utm) N ©@ < @@

080798 BY 1/ 2 (prior to starting the te&p /\ & K@ TR S
BS03T12 Bio +/ - (at DAT-368 =~ @ &\g R 2/
- ) ©
No. of anaerobic bacteria col8gies tgsted un§ anae&oblc @ & L &
incubation in malt agar at Y20 N @ AN N 9
DAT-0 after 28 days °, & o o | dinSn 16338
DAT-120 after 21 days @% & Q & .O dilution 19y 580
DAT-120 after 21 ds O & @, S O Rilution Y0: 416
Water layer chara@%stn& @ & vV Y @
pH O 5 N N - S 9 o <®@ 7.8

>
Total organl(‘&@%on @C (mg7l) U Qp S & N 14
Dissolved orfhic on, POC (mg’t) N 9 & O @ 10
Hardness @grad DH)® 9 v 11.3

%
5
)

Total ndgen, TNOs, @¥/L) S’ L& NN 1.3

TotaVphdsphorus (mg@) , D NS R 0.1

Oxygen saturation@at 2&°T) Y QY SEEN N AN 82

Redox potential,,@g\/) @ O R 234
DAT: days after tlea‘/{nent S

a) data must @erm 1t @ltlono 1@&: the @ules W@C < LO@
atfer @

20y orgamc m =% organipyt rb l 724Q @@ @

Homog&ed sedm@,@t@lB & c\rrespOQ ing WS 4 g dry matter) and 142.6 g water were weighed
into egch flask. Aortio suc@se 2% g) added to each system to enhance microbial growth
and Yo produce anaerobl@ond ns witk a n@ tive redox potential once the test systems were sealed.

The following @? the flask %ere@& — 10 minutes whilst being purged with argon/methane
to replace th @and sedwyith a@ ble counter attachment filled with water. Flasks were pre-
incubated ,.iR> a box pu w&h nit@gen in the dark at 20 °C until anaerobic conditions were
confirme@" Flgsks tréted labelled fluoxastrobin were kept at 20 °C in the dark for up to

360d %§ ds oggxygécn@and redox potential showed strict anaerobic conditions in the water layer
durl§ the ire s@y d§a ion. pH in the supernatant water was in the range 4.7 to 5.3.

At sa ng points the water and sediment layers had their radioactivity determined and identified.
Radioactivity in the water was determined by LSC with identification of metabolites by TLC and
HPLC. Dissolved CO, and carbonates were determined. Sediment was extracted three times with
acetonitrile with radioactivity determined by LSC and metabolites identified by co-chromatography
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with reference standards using TLC. The major metabolite HEC 5725 carboxylic acid (M40) was
isolated and investigated by LC-MS. Volatiles trapped in the PU foam plug and soda lime@%re©®

o,

quantified. @\ >
o : : @
Recovery of radioactivity (means of duplicates) was in the range 90@0 97.9%. Rercengy
radioactivity in the water and sediment over the study is shown in Table 7.2.2.3- 2. § @ %
Table 7.2.2.3- 2: Distribution and total recovery of t adioactivity gfter applicatién,of o\@ é\a
fluoxastrobin in the Fuquay, GA /sediment sgytem (in % 1@7 AN @ @
Q @ Q

(Water/ DAT| Water Sediment & Q'Glatiles R Q\y eria@,\( Q)
sediment Extracted| NER Sub-total,k@ 0: . §© Org. lancgy
system sedim §Head— \’Qter Se@ent S@total &latil(% é

O | space | g | gutCa\[ «7 &
Fuquay, | 0.1 60.6 332 [ 24 56 [UA [N Jroma] ey | S | T
GA I 60.9 309 | 5.0 B9 «[Frogf<Lo@] ndxY | <o [« L0 N 968 .

3 56.4 326 | 36 |N362 OB <10 ] gm |&LoQ P LodY 99

‘ 9.5 5337 [ 8000 Q00 k dm. 9)<Lg)§g <L0Q | &9
14 | 334 463 [ 13P] «»9 o TLoe T LaQY nipfv | <g@n | Q0Q Q933
E 8 O [ 066 N <10 <L | o [ S0 £F0.1¢) 940
59 [ 274 472 @193 |~ 665 7 [ sL0Q [ 00 [fm. JOL oI <108 [ 939
91 | 495 248, | 2% @7  ISLoQ@RALoY nmd] <d@) [<LoQ | 979
120 |  24.6 W |7 [a656 P<LO&[<L@y ngy | <00 [5Loo| 903

182 28.1 383 4,300 O 682N <@ | <ol [fam [P0 |<L0Q| 963
240 275 [?333 M35 &% [ LOQLAL00, nm QP < [89 | <10Q | 958
360 | 30.1 2D [ 52| &0 fPro@-reQ| nm> | <@9Q [<roQ| 951
@\\j S & L > Q (A& O Mean:| 94.9
LOQ = Limit of quanti, n; ngn. = not@Rasur Y Q\‘
@é@) & °\® $§9® N @ @@ N ©
S \ & &\ N @
S & 5 S &
>y & .0 9O «7 & D
N . & O @
9 N S
Y e & & V@
N 2 O & O 8
SENEC®) S
§ RENIIAN > & >
2 @ § & \% SN
o O ¢ .09 o O @
Q0O S & b
o N & o
<) N @% %o
@’ NS ISEREN
i AN NG RN
~ RSN F
N ¥ o ) Q
@° RN
F &8 8
&> &
N N
&K’ S @ v
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Table 7.2.2.3- 3: Dissipation of fluoxastrobin and formation of metabolites in an anaerobic
water/sediment system (in % AR) O @ j\@
Compartment | DAT fluoxastrobin HEC 5725- HEC 5725-carboxylic [ Unknownsuinor ¢y
E-+ Z-isomer | amide (M38) acid (M40) O metab@@s DA
Water 0 98.9 n.d. nd. @y N Q7
0.1 59.5 n.d. n.d. Qnd. )
I 58.8 nd. 0.3&% o n.dD 2
3 55.6 nd. U N Ny Al oSN
7 42.5 0.2 .1 @ 94 %, &
12 324 06 < RSN S |°
30 25.6 1A Qnd. <1, n& Y
59 23.1 &3 e R O 6l @
91 b 36.6 x4 X A @ D N0
120 13.0 D 1992 49 768y K n.d.
182 15.2 . %3@ EOCGRS; EMEY- T
240 9.3 R 84 Qd. @
360 12.7 @x SN Loy [ 1060 & o« 32
Sediment 0 O & v, ottregl®d oy & O O
0.1 3297 B> ¥ « ] (O o O &7 6l
1 3 _nd s | ad O LS
3 All 2] 2 0.1 D &L 02 O] . nd
7 0y oo 0d9 &7 X 04 Vol <ol
14 448 Q9 | & wd 9 | n.d.
30 B 4O S 3.9 Nd v n.d.
59 \d2.8 o nds AN n.d.
O | 2132 |Y Q@ - NN n.d.
NSNS TR ST n.d.
2 A I w 399 |l & 57.@ n.d.
Q) 240\ $19.4, N 2D G 1> n.d.
&Y & | o 140 Y § 0.5 2.4
© N&y

DAT: days after treatn@’t; n.d%wot detected ol 2 N
a) unlmoy}vn%etabolites, nage excee&eﬁ 2.5‘V%§the a@l\led rad@;ctiv@ 6@7%
b) sam f DAT-91 corgin a p n of ¢Fanic sediment@xtract N A
c) saméies of DAT-91; p@bably d1¢ extract w@;&ideg Qhe wale phags{@
» O & 0 >
NS S &S
One degradatim@odu% ei§é]ed 0% A& during” the @udy. This metabolite was identified as
HEC 5725-car oxylﬁid 0). (@g@?mi" me@olit ached a maximum of 7.3% AR in the entire
system at -182C4t wagyidentified aﬁC 5—@ide (M38). In the water and sediment extracts
three unkl%wn metabolit W@Gte - Ngg€ of t@gse individually exceeded 2.5% AR in the water
layer or gtment. ¢ @ o
& 2 Q &@ <

AN A AN .

The Bata were evaluatedgsing a@fimpirs@der kinetics (SFO model) and by a first order multi
: > N O

compartment moclel (F (@IC). ©

@
Table 7.2.2.3- 4; Deg%d*atio i flu&%@strob@in an anaerobic water/sediment system
L @

. N A S FOMC

T s0 vs] © /@ 146 120

§ DTedbdaysh <N 486 1890
g LN 0.928 0.962

(@

oy

Q skskoskokok
&
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An updated kinetic evaluation of the degradation behaviours of fluoxastrobin in water and sediment
under aerobic conditions in the dark in the laboratory has been performed according to F(gﬁ S
kinetics (2006, 2014) to derive kinetic parameters suitable for modelling purpose and env1r ntalS
risk assessment and is submitted within this supplementary dossier for the ﬂ@xastrobin r

approval. @J@ & @®
N
R S & .o
% o\ 9, '24\9
New Kkinetic evaluation submitted for Annex I Renewdl) 7, \\ <
Justification for including this study in the Annex I Kenewal Dossyer: The ob@%ﬁlve thls@%d
is a kinetic evaluation of the aerobic water/sedimentimetabolism @y of fluox¥ trob @ 3&©

included in the baseline dossier). The evaluation w. % onducted t erl\ée)kmetxg

aragleters gecord
to EFSA Guidance 2014 and FOCUS Guidance

R ©
%\@@@\o@@

R
Report: § * 4576@@71 @ &
Title: Kinetic evaluatlon& ic%hqu c me ﬂum@obln in Watﬁ e§h

systems accordln & to F S k1 ics ui Km& &

Report No.: EnSa-15-0222 w\g N
Document No.: M-534576-0 CQ K & @ % @ @ §f
Guidelines: - FOCUS 003 %CUS\Sur ace W Sc 1os @%e VaMtlon

Process dg\j@lM rt \ﬁ § Gro® on Surface
chﬁgrlos E oc@men fer SAN 0/4@2/2 1-rev2

- FOE€US,, 2006: @dar&e Do ent én ta.gl tmg@erswtence and
Begradabion @et2§ﬁom Env1ronmental@hte 1est%@Pest1c1des in EU
\Reg%atlon eportdf th@}OC Worl&}romon adation Kinetics.

@ t Re OOSKV 2.0,-dure 2006
@ FO US 14; @éner d@ee fo Estlma@lg Pe%lstence and Degradation
etw %m £ 1rQDenta‘1®ate &;‘ICS an Pes %@des in EU Registration,

ersuﬁa 1.1; Date: ecember 201
Guideline devi@n(s)@©non@ é CQ §
GLP/GEP: O nov %
Justiﬁcatio&@ New data, gu@ne re@remen@y @ g
&@ @@ilnet§naly fthe degra@ T@uox@obin and its major aquatic metabolites
n the el

eg\ﬁsedlm syst@ for use'in simulations of environmental

@@@ gﬁosures@ﬂd asp 11%;@6 en%@mts@

o S & & > & &
Executive S@lmal@ @© N
The pu of this segdy \Q@ to déimati egra\zﬁatlon and dissipation times (DTso) of the active
substanc ﬂuoxastr ar%lts mgjor aquatic rﬁ@abohtes in the water — sediment systems for use in
mo%&lmulatlons?ﬁf env@j@@ me&@i ure@d as trigger endpoints.
The degradatl @and 1§s1p be@wiour@’ fluoxastrobin (here - assuming worst case conditions - as
sum of E § S m%?abol@s HEC 5725-E-des-chlorophenyl (M48-FE) and HEC 5725-
carboxyliccacid 0) @s ingestigatéd by kinetic evaluation of an aerobic water-sediment study
conduct @wnh -lab&fled @xastrobm in 2 different test systems for up to 122 days at 20£1 °C and
darknw

@;ﬁmg@ and loamy sand sediment
G

Accor@% to recommendations of FOCUS kinetics (FOCUS, 2006, 2014), (Level P-I) dissipation and
degradation DTs of fluoxastrobin for water, sediment and total systems were derived, separately, for
modelling and trigger endpoints, using the software tool KinGui 2.1, based on the IRLS error model
(Iteratively reweighted least square).

@//

@
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Furthermore, a 2-compartmental approach was taken into account to estimate the degradati oof S
fluoxastrobin in water and sediment compartment, in parallel, including partitioning proces& i
reaction rates (Level P-II). However, as the degradation rates in water as welbas sedlment e ot
significantly different from O (t-test), these values are not recommended to u@ further as&ssme@

S
Additionally, Level M-I dissipation or degradation in water, sedi % or total @stem@@)f tlg\gy@
1%0) v

®

metabolites HEC 5725-E-des-chlorophenyl (M48-E) a@ HEC 57254carboxylic ag?d (
evaluated, from maximum onwards or together with the & propnate Q' fthe paren @%g&g

As in the experimental study report, HEC 5725—0@6xyhc ac1d@[ 0 was a @sed only 111@?6 su@
together with HEC 5725-amide (M38). This s as used 0 repregent th@fate @nd b@gavml@%f
HEC 5725-carboxylic acid in water/sediment syst Qonsegﬁtlve@ @ 6 \% §
For the soil and aquatic metabolite %]?% 57 E— chl hen@ (M4(S(2%) @16 and
statistically significant DegTso values €9 1d Qe eveﬂagated n the%otal tem togeth \.
appropriate parent fit (y* error, t-test Qj ow&%r a @\ of Qonser@ﬂve fﬁrmatl@ fraot;pns
estimated by forcing the degradatlourvgi?f the, etal@»t gh A“ high@t mes ured

Thus, for _ a formation fr@gtionsef’ 0.5tvandsfor
considered as sufficiently conserv@we @51 com@natlobwlth

W
An evaluation of the d1ss1paﬁ@sl from wa%or sedidnent Q@the % loropgnol s not possible,
due to the fact that no suf*ﬁmerx&data points gfter t max%mum@ ve bégn a%allable Finally, a

conservative DTso of 100(%ays ceuld @ssu -Qi-é fo& al comgartnyi@ D @\&

% @
The half-life of ﬂuo@gtrob Q%for m@iell purste (@met means) was 16.0 days in the
water, 313 days i e sedime 8 dayy’in @ total syste@ Thé> half-life of HEC 5725-

carboxylic acid ($440) f@&modeg g mrpo (smglé@alug@as 64.9 day@in the sediment, 67.9 days
in the total sys@ an(%ould riot be q@/alua@n thg\rater %@
S S

@
The half-liyes of f@’oxasg?\dbm @JrZ) or tr§ger evﬁtanoé@weﬁ@between 1.4 and 3.4 days in the

water, bétween 268 and\365 @s & sedi @d ben% and 351 days in the total system.
The haffshife of HEC §725-cépboxyli am%:@/M 0)@r trigger eydRiation was 64.9 days in the sediment,

67.6 days in the to@yst@and @uld nQ be eo\}luat% in the&%tal system.
&

fits, bew@ﬁt m for@smpatmn and degradation of fluoxastrobin

COmpaﬁnt &etm f@el % Kinetic model ® | DTso,initiat | DToo, initial

[d] [d]

Water PN \V FOMC 3.38 179

< PR wa§msno FOMC 136 229

@ N m@ D

Sediment K%& b e o &9 ..... P d' t D' T SFO 268 892
KS S Lsediment DisTso SFO 364.8 > 1000

Total sys@n @ SFO 143 474
@ P-I: system DegTso FOMC 351 <1000

a) §O Sln@ first gaider, § : First order multi compartment

©®
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Table 7.2.2.3- 6:

Modelling endpoints for dissipation and degradation of fluoxastrobin (E£+Z) in
water, sediment and total system

& &

Compartment System Kinetic level Kinetic model ®| DTsos Qy
B
Water ) OP 70 (
P-I: water DisTso FOMC 6. 9% .
geo mean P-I: wateg, DisTso v ) 7 160 |
Water P-II: waﬁ%ﬂegTso @ €y NS %)
Sediment Q SFO@ [ S368] &
I sedi isTs © S
P-I: E@j@ment DIST5& SFé\y Q 36.®© @Q}
geo mean Pelsediment DisT  &° o &S| 313
Sediment I sedlment(%gTse 5 F—2) As. O
Total system 'S 9’ %, SF 143
P-1:@yste Qe T
O'|P L @stengioee 5@@9 0" prop NI e
geo mean 25 lﬂ(f syxéﬁl D&gﬁ‘%o N V238 @
— - 5 O
n.s. not significant (t-test), not reliable & @ %0 & g éﬁ . §
a) SFO: Single first order, FOMC: Flrs@er ﬁfcong ment"@ OP?Qy ble 8& ordgy paralfep Q)
@ § @ N W\?@
Table 7.2.2.3- 7: HEC 5725-E’ts-c1ﬂg>rop ényl (1@) em@gmts& @f% r-%éﬂmnt sStudy, for
trigger a ode urpose
e spubose & (0 S
Slpess
System T50 / §IST50 @ T 50 /D{%) %ethod of
9 |total sygfem  (pwater oo imenQ>_ Healculation
IS P YRR ET
B & S5 o [T T s
Geometric @n g\t\ZQ"C | SN » <
nr not reli matl@natlcal@not %ﬁ%ca@&differ@ fron@&ot u@ble
ne not evaluab@not sificient gata po N ¢§ %,
a) No alised using ao\Q?m ofzg % (S & @@ \@j’
&@ @ @ @% Q) RV Q)
Table 7.2.2.3- 8: @EC Q%S c@aoxy]i@lud @40) é&dpom@}rom water-sediment study, for trigger
< andymode se
% @g pus@ [(\©
System @@ @ @%e T@/Dn@ | BisTso /99 | DisTso /DTo Method of
§ total syst@ g%vate\rg@ sediment calculation
o 4 @ | 64.9/216 SFO
% 67.0825 o @ ne trigger, SFO
N ént F@MC) 3§
N > %% 2 )©
@° Q
S0 § 6790926 modelling, SFO
n@ N A (&arent @P)
{;{@%ic m@% at 208¢ §
nr %ot ﬁll@gehab@ot u@e

not % uable@ot su
) Nor@a 1sed using a Q10

ient data points
f2.58
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Table 7.2.2.3-9: Estimated formation fractions of major metabolites of fluoxastrobin from the total

system éf @@

Formation fraction ! 93
[
Parent to HEC 5725-E-des-chlorophenyl (M48-E) 0.51 Qp 0.13 [ ©®

Parent to HEC 5725-carboxylic acid (M40) - 0.484}\@ A &
R \ @ X
D 2 $
I. METHODS R o & & 9
& o VR ©

LN
Residue data from the aerobic water/sediment dadatlon stua@M %894 4’&1 1 éQasehné@%los e@,
CA 7.2.2.3 KCA 7.2.2.3) were used. In this st ‘.-1\;“ idation & fluox Wa@tu@
water/sediment systems and ] un}er a&@r’) dltmgs in t‘i% dark
in the laboratory for up to 122 days at 20 °C &id teis\a onc@frah&@ of @ ug/@wate&

& <

<) @ @
The FOCUS kinetics report dlstmgm{ﬁes bg%eer@ro 1&els @%km’et@s A@Level gle
compartment is used to derive degragﬁ % poi tg@fronﬁhe whele sy m o 1551 oints

from each compartment separate]@ the&water@olurﬁ@ or @e s e ev %a@for two-
compartmental approaches to eghimate tHe reaﬁb d w\datl RS W @§ coluin and sediment
compartment considering the exch g%@tes ate sedi 1ent§ @ S

The parent substance fluoxa {Q- in and’its ma] or a@’atlc Qe tab C 5@ -chlorophenyl

(M48-E) and HEC 5725- caﬂ&oxy% acid 40) were ddres&g f@ e t(@gl system (Level 1) and
water and sediment phas@@ (Levdl' 1 %ﬁ §1 evaluatlons for ?@ta es 1&7@?2)ta1 systems were
carried out together with th%approp at ent ~~ mo&lhng\pr t@er purpose and all
evaluable metabolites®y &

The kinetic evaluatigjt was perfo (R d a @rdm§ th ace glV@ by tl%@ FOCUS Kinetics report
(FOCUS, 2006, 2G34); @radag pa@%et were@ted /. th%softw@e KinGUI 2.1. Four kinetic
models, the single fi order%SF% firstserder QNUple om “ n@%OMC Gustafson-Holden),
the hockey-st @HS@ kno@®n as @OS “‘”%doubléﬁrst S5 uential), and the bi-exponential
model (D %P = d@ble fiest ogder p allel Qlay b sed t adequately describe the experimental
residue values of the a@iled nt @anc h«g mo, us&@reasmg numbers of parameters to
descrlb@%gradatlon o O oo Q

The objective of \Lglne 1&>eva tlon@ to gbrlect c&pprop@te kinetic models in order to derive
degradation end§ respective @alculdfons. sThese degradation endpoints, namely the
DisTso and DisTéy p et fron&ms&@%ﬁon @nd the>DegTso and DegTo for degradation, are
established ren%@‘epe 1ng&1§%vhet@r oneConsid&s these parameters to assess if further trigger
studies are n&eded end nts) ong@plans_to> use them as inputs for pesticide fate models
(modell@ndpomts) Both e r%%der@% ere. As defined in the FOCUS guidance, for
modellifg endpoints; %Eh mode is deem fficiently descriptive then the corresponding DT
parameter is takenxf%not Q%OM@%DFO@%nd ‘NS kinetics are tested. For trigger endpoints, SFO and
FOMC kinetics are testegyin a @&st step@f S@s not acceptable or worse than FOMC, DFOP and HS
kinetics are testggh too. & @ A
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II. RESULTS

&
For the dissipation of fluoxastrobin the trigger and modelling endpoints and the statistical param: ter§§

for the water layer are given in Table 7.2.2.3- 10 and for the sediment in Table #2.2.3- 11. @®
S &

For HEC 5725-E-des-chlorophenyl (M48-E) the dissipation in water, sedlme@ or total system
possible to evaluate, due to the fact that not sufficient data points a%% the max11n@1 ha@ beg{f@

available. VC@ @x 5}” \\ @@ @

o N &

The dissipation data for HEC 5725-carboxylic aci%i(MM) for t&@%)tal syste , the @er é% th&©

sediment are summarised in Table 7.2.2.3- 12. . <&
Qo? N @@ @ & 9 @}
For the degradation of fluoxastrobin in total system .the g@‘ger@ad m@ellln%%ndpé‘mts the
statistical parameters are given in Table 7.2.2%* 13.¢ %, & @%’ N >
% O @ N S)

& <
For the degradation of HEC 5725-E- %hl ophemgl@(]\ﬁé}%j tot sttern@)the @ég @ind

modelling endpoints are given in Tab@7 2. 2%* 14 @1 Takle'7 2@3 Nesp@vel includirg the
statistical parameters. @Q K ‘l”\g @ %, O

> & o
The degradation data for HEC 5@25 boxy a01 Q\\Y th otal@te@e %@marised in
Table 7.2.2.3- 16 for t m? Téble 7,52.3- 1@t 1i
able or rlggerl%@ose in T&ble @ r@de i %

. X
Estimated parameters for the degradatiel? and rtltlc@fng OMH trol&g@m \@ter and sediment,

separately (level P II) ar en in Tabléy 2 17 and Table.7.2. 18@ v
o O

N
The estimated forrna@@n frz@ﬂon%@? th & ajor, @u@oxa&ﬁobm @etab@qtes {Em the total systems are

@
@@ gf

given in Table72©@-9gthe°]5@ utilo\a ui - ©© @@ N @
& 6\ S a8 ©§@ N
¥ SO 9 & b & e
TN e S %
S é}”@’@ S
N T8 Ve &8
Q Q
§ RN > &@
T FEF s 8
v O & .9 o O @
Q OO O N & D
O o R @S@ @
<) N @% %o
X < S @ @§ N
N ~ S
N &Q &©
@
@@&\%%é@ §@Q
Y O & 9
SN
&g
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Table 7.2.2.3- 10: Estimated parameters for dissipation of fluoxastrobin (E+Z) from water phase

(level P-I), for trigger and modelling endpoints

o

Kinetic Mo | Krast Kstow t-test | grast (DFOP) or | DisTso | DisToo | DisTso | 5 test S\a ual
model ¥ Kstow trin d (HS) initial initial delling errm@ it?
[Y] | [1/d] [1/d] [d] [d] @ [d] [f"@] R
I SR
< by S
SFO 88.93 0.1038 | <0.001 s 6.678 [;22.18 6.67@ @
FOMC©9  |98.85 33825 179.4 | 54.04 3@ é%
DFOP?®  [98.56|0.3584| 0.009408 | <0.001 W83 34 1227 | %6:96 %36@ +
i Q
HS 98.82(0.2133] 0.011366 | <0.001 @.067 @3. ?\ @126.; §33.8%6 7;27;3 @5
I o S K O o w
SFO 96.62 0.2785 | <o. 001( @ 2@9 8 @89 24.86 -
0. 7, < 4 s o
FOMC 99 |99.12 @ | 9359 | 22.89| 6.895) 3@7 &
DFOP 99.13]0.6457| 0.03058 <@901 > oq@ E> 1.6@ 294D 8858 | 4.811 §
HS 99.16/0.3693) 0.03335 | Lo00d S 394 | L8P | 2892 [ §711 510 O+
Sonegl © o T o Jiset o
DT50 mod half-lives for modelling: MC;,DT50 mog_ = DTo 32; N @v ) N
DFOP or HS: @ © @@? é@ D & L &
if residues > 10 %: mod ag\\fow phase @ & @)Q @ é

if residues < 10 %’tﬂg 50 DTo0 832
DT50 initial initial half-life, for trigge%valuati @% Ko s

a) SFO: single first order, ONIC: firstorder@ulti ¢ artment, DF qdoub&st of’@ m lel HS: hockey stick
meg

c) best fit model for tgfgger eva@tlo @ § &”\9\
d) Dbest approach f odel u o@ <& @ @
) pp @g PUROSD Q & &
SN O SRS
S & SRS

b) visual acceptability += 208 0_ dlum badb@ . Q é

5 &

S

o
QY

8
Table 7.2.2.3-@: %st Qed %ramet%s for @j&mpa@@ of fyoxastidbin (E+Z) from sediment from

delling endpoints

& max1mu

wards (lev@ I), f6¥ trigger an

é'll Cb Kaow S @tlitesot o] DisTa @1‘90 DisTso [ g test | visual

R @ lo;{\j\ initial %\mtial modelling error fit

P el |_gai o ot e | | %l
o &ty
9@86 0. 0@% 3 \©o.0% 26@.’4 891.5 | 2684 | 3.182 | o
o | 19 o Q@tooo >1000 3.002 | o
Y @ § N
3. 0019 | «20.0040" | 364.8 | >1000 | 364.8 | 1.703 +
EOMC 7. @ | @ . | 3648 | >1000 1945 | +
Q  crygeomean  © 312.9

DTsomed  @fialf-lives for n&delll%@OM@)Tso mod = DToo /3.32;
&, DFQRor H
ifresiduesgSNt0 %: DTs0 mog@F slow phase
@ DToo/3.32

Sldl,l@< 10 ¢ T'50 mo
DT5§§§ al @§1 itial HG¥- l:ﬁgger evaluation
FO:

stpgle ﬁ%orde MC: first order multi compartment, DFOP: double first order in parallel, HS:

24% C@tlck@ Ry
i acce@blht@ += good, 0 = medium, - = bad

Q c) @st fit model for trigger evaluation
d@est approach for modelling purpose




B . Page 133 of 146
sayer) Bayer CropScience 2016-03-10
R

Document MCA: Section 7 Fate and behaviour in the environment

Fluoxastrobin
Table 7.2.2.3- 12: Estimated SFO parameters for dissipation of HEC 5725-carboxylic acid (M40) in
water, sediment or total system from maximum onwards (level M I), for mod@ﬁg @
or trigger purpose @@
Compartment System Mo k t-test | DisTso | DisTog(DisTso | x> t@“ Wis
k initial iniigh> | modelling el‘%aor f@
[%] [1/d] [ | Jd | [dl %] S
Water 5.96 0.028433 | 0.0088 |24.38" %598 24.38, )22.05%
555 | 0.00612 | o{@339 |113.3 4 3762 | 113 ar es | L @
Sediment 233 |o. 010676 ®0013 64.@% 2157 | 6492 @7 & | <
o
only 2 data points S -l S O
Total system 7.86 | 0.023 &% 0.0075 z@% D[ 96.2 ([28.96 [ 20.44)] o @
only 2 data poingf» @9 -Q & e @;§
a) visual acceptability: += good, o = medium, - =bad . \ @ R .
b) not fully reliable, not usable Q& D @ &% Y 6 > >
AN

%G <©
Residues of HEC 5725-E-des- chlorophe%i%(M @) (17% s% crm%?mg nd ud hlegre,
ati

in both systems, no reliable and statisti¢ally s@mﬁc eg& om\parameters err of, t-testyeould
be evaluated for HEC 5725-E-des- chph@:@l é\g Q\ @% é\y @ § O

B N 9
So, for predictive modelling, a ce@%e tlv fault&Ts 000 y @g l@ssu ied in a total
water-sediment system for HEQ@DS oro@nyl @( fU& 2003700 e.© é

In combination with statlstf%lly %gd vis@ally l@ceﬂal@degra&tm@tes @ma@n fractions of the

metabolite from parent be@a simifar uggertai @ N %@

<
- TR O &

owever, to check reas@ble@nd t Jeast L0 servative @rm fra¢tions some comparisons
were carried out (s¢&'Table 7.2. 2§ @16 D‘@Tso @ E@p725- - chﬁ“orophenyl was fixed to a
conservative valugyof 1@D0 days, together with fixi of thi befoi@fitted parameters. Mainly,
only the fom’é?on tion parefif, — H;gj 5728-E-des-Chlo engd, was varied, to result in a

conservative @degr@ahoﬁxcurv%ﬁw ighYjust passesgthrough the highest measured
residues. S@ for @form%tlon ctioripf 0.51 and fo of 0.13 can
be cons@ed as suffici @e in comb@atlo th a\DegTso of 1000 days.

In case of f@ he ;n@aralt&l fo mel‘%ollte HEC 5725-carboxylic acid (M40)
a reliable form fr tlon be e at@ (Table 7.2.2.3- 15). Obviously, then no
higher fraction. than 9 (H~o0. 4 be f EC 5725-E-des-chlorophenyl from parent.

Assuming thi forndation dgdcti m(O 51@ t er 1th a DegTso of 1000 days results in a very
conservath%e and by far £6 hi €SId urV 5725-E-des-chlorophenyl. This leads again to

the conchdsion, that th@orm fra@lon @0 13 f§%\ reasonable conservative estimation in the -
systeny> % @ & , @

R D
Tabte 7.2.2.3- 13: v E@ate FO p@ame@ for degradation of HEC 5725-E-des-chlorophenyl
N M48-EJ in tot sterh, (level M-I), for trigger purpose
& eI ool M- for e s

Test syst@ Pakent f g, k DegTso | DegToo | y2test | p>t | visual
el? | @ error fit »
© N [1/d] [d] [d] [%]

SEO 0.3070 | 2E-149 | >1000° | > 1000 | 43.31 0.5 -
OMC 0.0766 | 3E-119 | >1000° | >1000 | 30.08 0.5 0

QN SF @Psingle first ordes, FOMC: first order multi compartment
al acceptability: += good, o = medium, - = bad
t fully reliable, mathematically not significantly different from 0
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Table 7.2.2.3- 14: Estimated SFO parameters for degradation of HEC 5725-E-des-chlorophenyl
(M48-E) in total system (level M-I), for modelling purpose @ @
Test system Parent | frxa-E-des k DegTso DegToo Ttest | p>t | \dsual @:
model ¥ gor @ it "@
[1/d] [d] [d]__o1%l NS
SFO 0.3070 2E-149 > 1000 © > 100% 43.31 @3 @\ e
Comparison 1 %, \© . ©
SFO | 051 | 0.00069™ | {0 | >1000 | 743 % fix} oS g
DFOP | 0.0764 | <I1E-7° 10009 [ 9000 | 30497 O | w0 | &
Comparison 2 S © S Q7 ©
DFOP | 0.3 | 0.00069 "\" 1000 ™ Q7>1000 | 402 J fix @ o+ Y
Comparison 3 ol o IR 9 ¢ @
DFOP 0.52 0.00069 ™ | 1000 | >1000@ 463y | . fx [

a)  SFO: single first order, DFOP: double first order@parau@ & @ S
b) visual acceptability: += good, 0 = medium, - = badw, @ @ @ @ &
¢) not fully reliable, mathematically not mgmﬁg::%%y d]bffg@’nt f@ not able

All evaluations for metabolites in tﬁsys ths W&g’car&e @geth@g wﬁ@ﬁe @opn@ fit of

parent for modelling or trigger purp eva@able ?@tab es. @

As in the experimental study repo, H 572 arbo@ghc Wasﬁlal @ml@% theQum together
with HEC 5725-amide (M38) this sum,(in stiidy r : M@= + M2b) w seckto represent the
fate and behaviour of HEC 5. —car%xyh(;@amd én water/%edlm&@t sys@ms, %)nserva@wely
o © S %
For |G statisQ@llly signiﬁo@% ?dati@ pztr’émeters%?uld*& ej§tated for HEC5725-
h

carboxyhc acid (level M-I) ('@Ble 7%2 3- ble 237 16) Howevet)the visual assessment
and 7y test did no‘@t in‘@n a@prla@ fit. §u &l&% eval@twn&ems@%t to be reliable for any
&

modelling use.

§ @ &2
~ NN N
For w@@nd %%tlstlcaiE s1gﬁica @deg %tlon parameters could be
evaluated for ;@j 5 cal@)xyh@md Wevel @) (§e 7. § ]@ The y? error slightly above 15

% is consi red to be acc%tabl@jtoge%er w%sa sigtpficant t- tes%?&s it just reflects the low absolute

residue %a of a meta e. @ @ @ &

So, for further mod % aSQ Sments, t echsg total tem of .89 days is considered appropriate and
reliable for HEC ~carboxy]i c1d§g )@ totady at%sediment systems, in combination with a
formation fraction of §: 841 &

&
Table 7.2.2. 3@ @ESU uf ed S %Qp eter&@r eg@jdatmn of HEC 5725-carboxylic acid (M40) in
tot yst@(leve@’-l), féw tri: urpose

Test syst&in’ Egrent<g Fxa - Kdes @ k DegTso DegToo | y*test | p>t | visual
Qnode% N error fit »
' SO 9 [4@1 [d] [d | (%]
| sBO @) 6930 0047679 [ 14.549 | 48319 [ 4899 [ 0.047 | -
FOMCY 04805 | 001025 | 67.63 2247 | 2057 [0.0049| +
a) SFO: singfgYirst oﬁl\ﬁr F ﬁrs‘ﬁ@r er lt1 compartment
b) visual aéCeptabi %’ -=bad
¢) notfi rellab@ matl*(ﬂitlca ot signi 1cantly different from 0, not usable

%, @ @ »
& @ Iy °
@ & <

&
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Table 7.2.2.3- 16: Estimated SFO parameters for degradation of HEC 5725-carboxylic acid (M40) in
total system (level M-I), for modelling purpose @ @
Test system Parent frxa- k DegTso | DegToo | xXtest | p>t | isual 6§
model ¥ E-des r p) it ")@\2
L R T N = NN
SFO 0.6930 0.04767 © 14.549 | 483319 | 48.99 | 0.@47 NS
DFOP 0.4841 0.01021 67.89 225$§\$ 20.17 06047 @§r ©

a) SFO: single first order, DFOP: double first order in parallel @ & %, Q>
b) visual acceptability: ~ += good, o = medium, - = bad @ < Q\ @ &@
¢) not fully reliable, mathematically not significantly different from 0, not usab Q ?”\9@ N éﬁ Q
@ $ o R O &
S) @f %& & &
A 2-compartmental approach was taken into acﬁt to estlm% the. d&rad%rélj @oxgi@bbi@JrZ

isomers) in water and sediment compartmentgin parﬁiél m@swe‘i&partm% ng plgcesses via réaction
rates. A simple first-order (SFO) kinetics waSuse Qdes@be d@ﬁada sep@tely&n the %‘[er and
sediment phase, as well as reversible trans&g or p@tltl({@g bet®wen these C@partrr@lts @7 @

v

The evaluation resulted in a good to m rate Tﬁ to t@mea ured of fmoxas@bm H&gsedim&. In

water, a moderate to bad fit was reac , V. §@@ ly @well@smh‘%pally@i err, (T§ 7.2.23- 17).

However, in all cases the t-test 1n§:ted @at the\ieg agﬁ'tlon tes ot @ﬁic@ ly different from
§ 1

0 and thus not reliable. In all systems @e r er k Shre not statistically
reliable. Thus, as none of th om:é%’ondmg deg atlog ate @s k and k@re ﬁgy reliable, they

are not recommended to use™a fugther ass mer@ S @@

9
itionally, the Fyq test accordi g to <\ inetics was earried,out t&asses§the reliability of the
Addi lly, the F s&%’% d@ ti¢ a8 e§ t@ he reliability of th
are m

modelled parameters. The fr d thay transf fers into’the gediment at equilibrium
(Fseq) is calculated usé?é Vel P I mo pa&ﬁeters @ sed, r@umg) @%well as 2. conditions of
the study (Fseq, theor@ T eoretl and@odelle ues ghow a moderate to excellent conformity,
which might cm@m t‘&e@eha&ﬂny of SVésetlma“fsebd par&%mr@ates@abl \Qg’ 2.3-12).

Table 7.2.2.3-@ @stm@ed (S@) pq&@leteﬁ&}or d@ada§ an@ :Ertltlonmg of fluoxastrobin in

@ watég,and égdlment sepaig@ely %&@el PI

e %o
Test syst m Con@artm@y V{@» K @egrl@xlt.al Q%Tso ¥ test | p>t visual
A @ .9 S Q , Ot | error fit ®
Ay K% O S [d] L d] | [%]
S water @96@ 0.01692 @3.5 b | 144.6 | 8.033 | 0.107 0
% @mnt\ z,\g%-lu > 1@@@» >1000 | 5.968 | 0.5 +
Owat G 190.2 | 26.37 | 0.39 -
& %%@ %@.43 G 01%\ 727"
S SR 3814 L L 10000
o sediment 7| Q50 2.3 214 1000 >1000| 2272 | 0.5 +

a) Visu@%\z\a‘/cceptability:o\ 2= gddd, 0 = medlum@ bad™
b) not fully reliable, ematically nobsignificantly di nt from 0; not usable
) ot fully g@fh tigally g%gn giptly diff

F o Q

Table 7.2.2.3- 18§z,  Estim d (SE eters for degradation and partitioning of fluoxastrobin in
S %ﬁ'atﬁ@d sed ent arately (level P IT)

L
Test systeQ& (@artit@un m l&{@ sed | Ksed-wat p>t Fsed Fisea

@ @ cofpartment | [1/d] [1/d] modelling theoretical

Water 0.2048 <0.001 0.7202 0.5687
oS5 sediitent 0.07957 | <0.001
ter 0.4975 <0.001 0.8448 0.8328

sediment 0.09139 <0.001
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III. CONCLUSIONS
D
The half-life of fluoxastrobin for modelling purpose (geometric means) was 16.0 days in the\gier§
313 days in the sediment and 238 days in the total system. The half-life of HEE;5725-carbogydic acid
(M40) for modelling purpose (single value) was 64.9 days in the sedlmeg§67 9 days i the @1

system and could not be evaluated in the water. N

3 SHEP SN
The half-lives of fluoxastrobin for trigger evaluation wcde between @} and 3.4 d@ n\the W, @
between 268 and 365 days in the sediment and betwedh 143 and days in th@@btal tem&g e &
half-life of HEC 5725-carboxylic acid (M40) for trigger evaluatg was 64. 9 'S 1n§s ] en{g%©
67.6 days in the total system and could not be evah%d in the totdh yst(g@m <& &@

& @

For the soil and aquatic metabolite HEC 5%(} -E-des-c \rop?@nyl @48 @ nqQ *%e@ljlabt%‘@and
statistically significant DegTso values cou@\be uated”in the tot@’sys togeﬁler with the

appropriate parent fit (y? error, t-test). Hawever w set @?con@ahv@formmon @e f@ulc&be
estimated by forcing the degradation curye’of the metabolits hrou il re

Thus, for i a formauo]@mctqg} of @51 and ford]
considered as sufficiently conservatl@ in gé%&bln@an

An evaluation of the dissipation @)m \g}ter or/}edm@at of éh¢ E-de3-chlapopherfo Wag\not possible,

due to the fact that no suff@t déta pon@’ af@the %xm@ ha bee@@waﬂgble Finally, a
conservative DTso of 1000 days ¢ ould*be @@me& for all c%mp& ent@

@ 6@ 2
G @ @ @ < .
. FoesT K
CA7.224 Irra@nted@tes@%ﬁn@ent s@y \
The route and rate@ de &datlor@ fl ?Qastrobln 1 wa r/sedn@nt systems were evaluated
during the Ann ion 1%1 one radi lab °l\p051t , rin@B3-1abély and were accepted by the
European C01SS1§ A@COB /Okﬁ\r’lal 2@ 2). %e fol 1ng s%dy is included in the baseline
dossier: \
o O @
Author n© ﬁ(\w @ ﬁQ « ?ear(\ Document No
- N \ S M-091063-01-1
N
SR
Report: @Q(C@Z 24001 2001W-091063-01-1
Title: @ @)lys oY HF@JzS 25 alel@dlmem systems
Report No. -
Docume@o.: aM- 09@3 -01 @ @ %
Guidelings: @ AsSubdiggsion °@\Palaﬂrdph 161-2
& S ER A Sutdisio@N, Paragraph 161-4

QU 96/ “ameg®hg 91/414/EEC
Guideline devis ‘h(s) not ¢ 1cab@ Q

GLP/GEP.@ % ye @
Yy O & 9

T & O

The agueousphiotolayis ooxastrobin in two natural water sediment systems was studied. The

studi@was d@jic wid ref tice to photolysis and aerobic aquatic metabolism studies (EPA Guidelines

l@‘%— 111@162—4 (198 and EC Directive 95/36/EC (1995) as there is no guideline for the
measu@ent of photolysis in natural water sediment systems.

The aqueous photo-transformation of fluoxastrobin was studied under continuous artificial light in two

natural water/sediment systems sampled from _ and _ (Germany). -
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B o 2 [0am sediment according to USDA system of classification and had a pH of 6. 6
and a %0C 4.8. The _ system was a loamy sand (USDA), with a pH of 8.5 and a
of 1.37. The tests were conducted with ring 3 labelled parent compound, which was appliethto th@@y
supernatant water. The initial concentration of the test substance in the water Ryer was 1 0&
(based on 390 mL supernatant water). Each micro-ecosystem consisted of k§mL wet se&men@d
390 mL water which equated roughly to 1.5 cm depth sediment and 4.5 %e m of overlyl@wa@The@
two systems had pH values of 7.34 and 7.65 initially and 8.7 and 8.39after irradia o@respéﬁtlve]%
The samples were continuously irradiated with artificiab\lght sourcglmulatmg 1ght%§unt@ @
unit equipped with a xenon lamp) for a maximum testing period &) 288 hours . Thastwo &
irradiation systems had light intensities of 3.91 and 4@3 MJ x mr &%ectlvely @e tem@ratm@ f thle%
test system was maintained at 25 °C. Determmatlon% oxygen co@entr@}mn red% potenfidl in {fé
water layer confirmed that the conditions Were Q

R @\ N

The total recovery of radioactivity ranged fré 94. @ ‘0 99?& @ﬂou radioactivity in the
water layer decreased rapidly in the case f the dla s to 2% (

23.8% (_) of the apphegsa Vlt&Eﬁter 2@ hoyrsy)In tl@ asq%of the
phas

the remaining radioactivity in the e s hlgiher a ﬁnted 2%,
respectively. Table 7.2.2.4- 1 and T@ % Q@mm@ et §non reco ery of the
radioactivity in the two systems. @ le 7%72.4-"S showy the strlb § ance and
metabolites. The disappearance of Huox@strobiép(cal ted er) Was calculated
with a half-life of 106 hours @an)\%ﬁhich & ab s g Mo er (sﬁ‘xsmple first order
kinetics). %, Q& @
@

Isomerisation of ﬂuoxam?taln was the@aﬁrst §ct10 tep. {Nve mé&ﬁmu@mm@’ of Z-isomer in the
water phase was 11.9% (| sarfiple) Q@S 1ed u g 10 tivity af@ exposure to light for
24 hours. This configmed th ph tlca@actlv@ e tes ce 1&§qe aqueous layer under
water/sediment ¢ 1t10§ The Y& of radio lle ubst e in the aqueous phase
decreased steadi out® urse o&ktm DS ex@sure @ 1gh®%fter 288 hours (12 days) of
exposure to icia nlighy (da d %@t) wbhich @Tesp stoa llght intensity of 36 summer
days under_ natural‘@onditiens @)Pho nix, A& na A (@, N:&Ve degradation products were
detected 4&%6 water phkase. T m afount o a%@mgle f@ansformation product in the water
phase )@ 5.4% AR. the§ les the sa deg@ atio© roducts were identified. Therefore,
these products wer Q€§0n51 ssed neg to b Oto tﬁans rmatlog%products In addition, the sediment was
analysed after 2883} urs of*expgsure. Rluoxa bin ©isomer was detected at a maximum of 13.1% in
the irradiated saifles @the e og& dar%sam[@cs thex1mum amount of Z-isomer was 0.7%.

) o
The test ves®Rls Wg’e mek\kout t att@ﬁmen@ Therefore '*CO, in the gas phase was not
determinggi\However, based o@ r@%ﬁ balface (&@i 99.0% AR) it was considered that '*CO, was
only gewsrated to a | w@%xtenQ N
Thesg data 1ndlcate@at m%er n ral 1t1o{®1n aqueous systems the first step of transformation
wasyJsomerisation ! oll (i3S furth@ degradation and adsorption to sediment. Further photo-
degradation co@rqbuted onlyQ%’ a v@y low extent in the disappearance of the test substance in the
water layer. The cyalic p —tr% SSformaton product HEC 5725-oxazepine (M36), which was the
main metalgfite jihan agNicial syst@sterlle buffered solution at pH 7) under comparable light
conditiongywas «@e se@@md@hore réalistic natural conditions. It is concluded from this study that
under &@qrotal condi solar radiation contributes only to a very small extent to the primary
degr: 1uo robig (sum of isomers) in water. [somerisation of fluoxastrobin occurs to some

ex@ as agp ec1ﬁ@hot§pransformation process.
$

&
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Table 7.2.2.4- 1:
fluoxastrobin in the

Distribution and total recovery of the radioactivity after application of
water/sediment system (in % AR)

@6

Incubation| Incubation | Water Sediment 14CO; terna@’
condition [time (hours) Extracted | NER | Subtotal | Water Sedi Subtotal %m@
sediment & 4CO, N
Irradiated 0 100.0 n.m. n.m. n.m. n.m. Q.m. o | @
] 98.9 n.m. n.m. nm. _ n.m. _m. og.\h‘)(. . @1.1}1.«&\9
3 89.9 n.m. n.m. nm S  nm. O% n.m. .m. n.%%
24 69.2 n.m. n.m. n.m. nm. & n.m. z\fjn.m.\gg RO N
72 48.5 n.m. n.m. ndw. n.m&@) nm. S\ n.@ @.m. =
144 33.8 n.m. nm. | ym. .1 o NLM.& nm [Onm <
192 30.9 n.m. n.m. %@ﬁm. Q.. 7;/ n.iR Onm.¢g| n@
288 26.2 59.7 8.5 68.2, D02 N @1 & R | O
Dark 0 100.0 n.m. nEy . L7 @%.m. D@ n.m. n.m.
1 20411 nm.  jnm. TKmm o ey |Onm T [ Smogh) nng °
3 99.3 nm. o Bmed " n nm. N A, n.m. 3
24 97.0 n.msS | nd r@ M | ng nsyy. .
72 87.0 .40 R | fem. B nm, -, m@ ANh. Un.m.
144 68.0 Fiea .M. N.MY, n.4h. %\Q n.Qy @{ m n.m.
192 58.1 | Qim. n.m, N3, . o A N m\ n.m.
288 40.1 g, 51%@@ 3] @3 pR02\ | &01.0] 02 94.5
n.m.: not measured N K< N @% 2 o ©
! due to the short equilibration tim&yvsampje was n«@mmT RNEOUs oy & °N &)
@ O @ @ < N L9
N > Ko <& X
Table 7.2.2.4- 2: Distr:%@n ar% total oV f th@di ctivity after application of
@’u obimy the Svater/ lmeﬁsystei’m(m % AR)
@ AN
Incubation | Incu Wateg Cb Sediment 7 | < 14C Material
condition tlm urg&Q &Yxtrac ed R S"u\\btotak%’ate@gedi?@nt Subtotal| balance
A [ ksedimeat @ v 14CO;
Irradiated @ ()m Q00 n.m. n.m%P S | On [ @m. n.m. n.m.
2 1 102.2,[% nax nQy '@, o 0. Gy 1. n.m. n.m.
@\ 3 CEEERS nm | Qum P o] nm n.m. n.m.
& 24, 9| 74D nm. P [ nm. Y n\m\.J n.m. n.m. n.m.
7Y | &7 |[&hm, O] nus, T, n.m. n.m. n.m.
@%ﬁ Qg 41.780 N, Q\ﬁq N Byn.m. n.m. n.m. n.m.
192 N 735 @Uﬂf Ng.m. (\Qn.m.@% n.m. n.m. n.m. n.m.
S 288C)° | & | 39.5 T 9.3 688 1.2 0.3 1.5 94.1
Dark 0 Q0.0 D n.lg\:’Q n@?) (@? n.m. n.m. n.m. n.m.
@7 1 & 94.}}\\? n@. . | Sam. n.m. n.m. n.m. n.m.
3. | 81.2 nm. ¢/ h.m. QO n.m. n.m. n.m. n.m. n.m.
R 24, @9 @n.mm@ NERY n.m. n.m. n.m. n.m. n.m.
N 72 @)8.6 n.m. . n.m. n.m. n.m. n.m. n.m.
@24 5()/3% J{éﬁ. %.m. n.m. n.m. n.m. n.m. n.m.
> 192% f@‘(f BJ1.m. n.m. n.m. n.m. n.m. n.m. n.m.
SIS NE 60 | 48 | 656 0.2 <0.1 0.2 99.0
n.m.: not 1®sur0(@@ ¢y @ S
Ny S &
& @ VLS

©

-

&
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Table 7.2.2.4- 3:

Distribution of the active substance and metabolites after application of ring 3

labelled fluoxastrobin to two water/sediment systems (in % AR) gf f\@
[Water/sediment|Incubation[Phases | Incubation (fluoxastrobin| HEC 5725-Z-| HEC 5725- | Unkaown &y
system conditions time (hours) (E) Isomer oﬁzepine me@%t@)

Stze) N
[rradiated |[Water 1 n.m. n.m. n.m. O ng@wy I
3 83.8 39 oD nd .9 @ P
24 59.8 (9 83 & n.d. s, NEES
72 40.0 8.6° ngY [ nd 7 | &
144 242 7@ A SER S
192 NE 5 . REIN2
288 Q05.6 3622 | Qnda |, 690>
Sediment| 288 414 Q 1rs Y SRS
Dark Water LA B, Yo &, n.ni
3 7 w035 O] 4 | Gd A ] 94, -
2 L9039 N0 Q nd Y [&§23@
7 80" O k¥ ¥ I
844 ¢ <05 Yo x| @d ] QO
OV, [, 41N @088 | $nd | ¢, 3.1
R 333 N 00 | o K 39
Sediment B3 @&@ gg@ D) Q\Hv./ %9 (@) 5.2
[rradiated (Wagy °\\\’ 1 @m. & m. Q.m. o n.m
% & N
< & Qy S S ©
B Oy Y w9 2@ wd 46
SN 24 \)§ @5 A 119 N[ Awd. 2.6
& @@ T IV a3 A 066 |~ Ad. 28
@ § & S 31 e, 707 |8 nd 3.3
NS RN 92 R &b 0 & n.d. 5.9
< 6\ &7 |, 288 MO0 ] BT N n.d. 6.2
& F@men” 0 [RUR L n.d, 5.4
Darko’ Waler@ 1 ¢ n@% N~ Q). n.m. n.m.
\@ W N e 8 772 @ ‘o7 n.d. 2.3
A8 @’ § 24 765> O19 n.d. 25
N A4S B N 638 NEE n.d. 1.3
§ N NN R n.d. n.d. n.d.
2 @ § S92 % | ~40.8 ) 0.4 n.d. 1.7
@ QO [ £ O 288 Q°29.8%Qy n.d. n.d. 3.4
Q O [Qdimet Dy 58 0.7 n.d. 5.5
n.m.: not m%red: n.d.: not dected @(/ @
a) sum 0@1 unknownorr@g)r me lites, @ne c@cdcdj\.@% AR
N Q
S ¥ & Q
No additional é@aie%age su ittedé@fthin@is supplementary dossier for the fluoxastrobin renewal of
approval. @ o )
& éﬂ Q & 9
& E&s
oSS
@ & v o
CA'7. Degradation in the saturated zone

The degradation of fluoxastrobin in the saturated zone was not studied since fluoxastrobin is not

expected to reach the saturated zone after its use according to good agricultural practices.
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o
Overall summary if the route and rate of degradation of fluoxastrobin and its metabolitesin the§

aquatic environment S @Q

N & ©®
Fluoxastrobin (E-isomer) is moderately degraded in water and sediment t@j the majo
products HEC 5725-E-des-chlorophenyl (M48-E) and HEC 5725-ca %{yhc acid, (@140) @sarb%
dioxide and non-extractable residues. HEC5725-carbox{fic acid (M4@), and HECSQ\?} ar&ﬁve (M4S)

could not be separated in the course of the study and wefe therefore ¢ Q@ antified as esemgg of &
light, the HEC 5725-Z -isomer was observed. The odegradatlo&@oduct HE \ 25- Wa&©

observed under artificial conditions in sterile buffeg-only, but né under. mor a11 t1c con@lons (7]
irradiated natural water/sediment systems. Ho r, the de adatloéf ﬂu@astr@m 1r@2water@%1d
sediment is driven by microbial degradation der typ§ CO&&IUOH%@YH tl% enyﬁ@@nmqj\gg Wand
photodegradation plays only a minor role in fateq\g ﬂu%astro@?t @Q «

The route and rate of degradation of ﬂu%%tro’@%n in ﬁh@ aqL§tlc en onm were gudie@si \Q
different radiolabel positions, ring 1- ri -la udi havé%been formgd in &ffers,
natural surface water and water/sedimien %yste labomory @‘}ﬂﬁ%@m tegperatutes. The
maximum occurrences of degrad%@n p ucts\l mgnta ‘@ 2 dplied radioacfvity [% AR] are
given as means of duplicates. The D 0 va s wWeig; tal;ﬁomudg ort@ hes&values may

ifia

12)

IR
Fluoxastrobin is hydrolytlc;\\fy s le in rllffer @lutlo& u ne tfal to alkaline conditions.
The DTso of ﬂuoxastrob@@ould e es@ate@ be Qore t@ﬂ oneyyear @@ny@qronmental pH and

slightly differ from the List of @dpom@s (SA 0/3921/0
& 3

temperature value, esggmall;;@) 5%@) ©© \ é « \@

Under photolytic Q@dltl(}ns in t@?lab catory 1@5‘[6 buff@ﬁ at 1-9 &(astrobin (E-isomer) was
well degraded ays \Fluof”éstrob%n (E) °ds0m é@d o@ wgor Zisomer (HEC 5725-Z-
Isomer with AR and Lﬁ%m de to its or cfégradatlon product HEC 5725-
oxazepine wi 3.6% ‘ R der %hotol@c comditionsgn nat@al water/sediment systems only

1somerlsat1@@1 of ﬂuoxastrobln @ to 1&%2 1S®er (nféx. 1 %gf% A@ was observed without formation
of any T photodat1 prodacts. The cycliv photQdegragdation product HEC 5725-oxazepine,
which“Was the main ete@ te_in an @&%ﬁm& yste%ﬁ (sterle, buffered solution at pH 7) under
comparable light @moﬁs Was@t fog@ed L}ger n@ral comlitions.

In surface Wa% und Qero% con@@g)ns @( in @ laboratory, fluoxastrobin (£) did not show
significant d@radat@n (%@o %& day >
@
n wate 1ment systoms @er a@ljgbl on tg%ns in the dark in the laboratory, fluoxastrobin
dlss1pate rapidly @ mc%‘:ate from @e Wa®r and sediment, respectively, and was moderately
dded in the t®ta e &" le or degradation products HEC 5725-E-chlorophenyl
(M -E), HEC 5725—ca1&%6xy1@ a01( 40)S@nd HEC 5725-amid (M38). The maximum amount of
fluoxastrobin if¥the sgdlm wasQ¥3.3%6AR. HEC 5725-E-chlorophenyl (M48-E) and HEC 5725-
carboxylic ( m with HEC 5725-amid (M38)) had maximum amounts of 15.9 and
5.9% AR er, ré3pectively, ai®2.4 and 5.8% AR sediment, respectively. Further degradation
led to @on d@ ide \gt?)t ge of 2.1 to 2.9% AR. Non-extractable residues ranged from 12.1 to
12.7%:A ate% et@aluations resulted half-lives for trigger and for modelling evaluations.
An @er @ of thy' estimates half-lives (dissipation or degradation DTso) for fluoxastrobin and its
(@m metabo HEC 5725-carboxylic acid (M40)for trigger evaluation and modelling
purpo@ given at the end of this section. Due to a possible back-reaction the fluoxastrobin was
calculated as sum of E- and Z-Isomer. For the metabolite HEC 5725-E-chlorophenyl (M48-E) the
evaluation for the half-lives for trigger and modelling evaluation was not possible.

@leg@tlon@

@
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In water/sediment systems under anaerobic conditions fluoxastrobin (£) was moderately degraded in

the total system (DTso = 146 days) to the single major degradation product HEC 5725-carboxyligdcid &
(M40). The maximum amount of fluoxastrobin in the sediment was 44.8% AR. HEC 5725-carko y1i§§
acid (M40) had maximum amounts of 10.6 and 11.3% AR in the water and ggdiment, res@ive .
Significant amounts of carbon dioxide were not formed and non—extractab@sidues amdgntedé

maximum of 36.2% AR. N
ST
The proposed overall degradation pathway of fluoxasftébin in watek, and sedimesg? in%ﬁding Q&\ @
maximum occurrences of the metabolites observed it water anirnent iséé) fo@rs %@gﬁor &
degradation products > 5% AR in bold letters): & &© é\g Q o c&©
. R o & O P
Water (corrected structure for M56): @ R © & @
\% AR D L S
% @Q @ R R @ °\ R
o O @Y @ S % &’
W\% \@ \@ h B S N @j v
& O X &6 SN & x &
SN Sy & &°
SR y O &S s
RV o D § © o L
o = @ S @ @ (S D«
N AN s o
. & Kz
I I S TN
o O N O @ <2
S % 9 § @ S e BN N
v e O ¥ .0 & O
S TS e e %0 <
&« § & 2 @
@ Q N R AN o 2) @é& @
SRR WS
& O 9O H&d D e
(VRN N N N
SN Y A
&@ \@Q \Q Q° \© o \©
SE®) S
§ RN > & >
@ 9O g © o .0 %
VW 0O O S & D
o K &2 @
<) S o L2
@’ 2 Q @ SR
N N L9
v B QR © Q@ @
o @ &@\ O
@%
QNN
& S @
LS Q
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Pathway of Fluoxastrobin in aqueous systems gf @@
(including minor metabolites, metabolites = 5% in bold letters) @ Q\ @&
@
&> NP
N
- 4 S
- - @J j \'O S ~ @
i c-\l/Lﬁ,c- ! O I T é}g Q\ @ @
©/ \Ix;:\ 2‘5 I C' lQ ?”\9@ @ éﬁ &
I
a.s. E-isomer @ Mot : S Q @© é
/ HEC5725- som@@ SRS &
max. ‘1&2’@ tph Q@
v

HECE725-amide (M38)
max. amounts see
HECE725-carboylic acid (M40)

M . @
HEC5T25 ||c :M40} &
max. 59% er ae H\l40)
max. 58% |c} t 401
max. 4. %(watera erobic) TH38+1

max4 (sed. anaerob&(msﬁ% @ ob\
<

©f

L X
o
HE%?S E- @hlorophenyl
carl lic agidii72)
By ter aerobic)
% [Tediment)

@ % §mor@nm @%’? %
%y v \
N Bounz\rgesd N Q @ 14CCO2
(max. 2.9% aerobic)

tma& 12.7 aetobic; @Hoal@rohlc}
o valtes for‘egradatlon of fluoxastrobin in aerobic surface water for

A summary
trigger eva 101, &glve he table . &ow:

Temp. @lrfac@}’Vater@ @ Concentratlon Kinetic DTso DToo

[°C] @ [mg/L] Model ! [days] | [days]

20§ 10.3 SFO 944 > 1000
104.2 SFO > 1000 [ > 1000

le first order

! SFO;
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A summary of estimated half-lives (dissipation or degradation DTs¢) for fluoxastrobin (E+Z) in
aerobic water/sediment systems for modelling purpose and trigger evaluation is given in the #&ble &

below: \ @
Modelling Purpose '@ger Evalukt@h ©)
Water/Sediment Kinetic DTso Kinetigy DTso
System Model ¥ [days] Model ¥ [dayst f@}ys] i
%j) N
Total System (degradation) © ?§ o \ @»Q @
SFO 143 _SFO 14357 S
. S NG S U
ge@n 28R e & o Y
Q NN N
Water (dissipation) o Y > o 6\ WS N
DFO@ @] =370 8 [EQMC o>'| 3.38 179
‘ FQMC & | oF 6967 fomc @ 36 228 °
%, géomean 76,0 © D §F
@ N 08N O O S )
Sediment (dissipation) Q 5 TSRS @3\9 4@ @Q ©
N RN 268 EﬁFo QQ §26&0\9 892
R fsF0 ¢ B @ LO[sk@? ¢} 3657 | > 1000
<0 “géom@ L9313 Q N

a) SFO: single first order, FOMC@@}?st order mult© par&nent DFO? do&b\vl%) first @ier m@arallel O

9
A summary of estlmag@%l 1f- hve@(dls ationd, or @gradaﬁ@n @o) @ HEC 5725-E-des-
chlorophenyl (M48-E)in aer@ wa@r/ sed1®ent (.,Q m,s for mdiellln{purpps@nd trigger evaluation
S

is given in the tabl@
: e $y v
@ N & \ModelmgP ﬁpose @ @ Trigger Evaluation
Water/Sedlme AN & Kiiretic & T Thetic DTso DToo
System § Q @ Model 2% S [d§ Model ® [days] | [days]
N 73 X
Total Sy e@-(degradatj&n) «ri\*? J(Q@% S Y ©
@ ©) N |SEQ Q %, nrO SFO nr. nr.
NN, B e SFO nr. nr.
’ ]
@Omg 2
S O @
0 & o n.e. SFO n.e. n.e.
i FQ@J ¢ n.e. SFO n.e. n.e.
@ geofngan
SN
Q
SFQ n.e. SFO n.e. n.e.
SP@ n.e. SFO n.e. n.e.
)  geomean

n.e.. not %ﬁuabl@bt su@ent (@Qapomts\ﬁ) .r.: not fully reliable, mathematically not significantly different from 0; not
u Y Q

a) SFQ:single ? ord Q
Q: i,

VA
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A summary of estimated half-lives (dissipation or degradation DTs) for HEC 5725-carboxylic acid

(M40) in aerobic water/sediment systems for modelling purpose and trigger evaluation is given @ﬂle S
table below: o N
A 254
Modelling Purpose ger Evalukt@h ©)
Water/Sediment Kinetic DTso Kinetipy DTso D"l@
System Model ¥ [days] Model ¥ [dayst fdays] |
% ) . LD
Total System (degradation) @ 7% f’%\ > @»Q
SFO nr. \SFO nryY 3
i SFO o 679 < °|sFo m@% 6@© @%5 ©
0 N ] @ﬂ \w) @
ater (dissipation) . Q'? 0 > @ @\ o <
SFOQ @f xone. X |SRY o] .ne n.e.
%, géomean _ Q D §@_
@ - @ N O AN
Sediment (dissipation) Q K\ g\% @ N é\? 4@ @Q ©
SED o~ |~ 649" 0V Q6. %T 216
@ FO ¢, D %@ (@E%E%@ @§ nfeiq\g n.e.
T A B
n.e.. not evaluable, not sufﬁcie@tapoin%; n.rs@et fully réfiable;%otusal@ & O
a) SFO: single first order 8 < SN Qy S ) &
SO R
BN
O & g & ¥ O S
S V& L <o 9O & O
NS @ S @& Q S
@ s .9 X Q© @
S QO NTN N o 9 N
S ISR
& £ .0 O « %ﬁ & @
N . SR
@ 2 A T o o
QD & & & ISER S
A o\@ \Q S \@ %, \@
>y O Q
§ RN > é >
o O ¢ .© o ., 0 @
W OO0 oD
O o R & @
<) N @% y %o
@’ NS ISEREN
< N &9
= N S & &
S @ &@\ o O
@%
R ) N
@ < Q & ©@
NN
TS
S & v
¢ & <
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CA73 Fate and behaviour in air o
CA 7.3.1 Route and rate of degradation in air @

The degradation rate of fluoxastrobin in air was evaluated during the Anne®)l inclusion &1
Atkinson method, and was accepted by the European Commission (SANCO@ZI/O7 ﬁnal@OlD@@;
additional studies are submitted within this supplementary dossier for t% oxastrob@ren@l o%
approval.

% ° Q, %
) @ @7& ‘y\ﬂ\ \ @7“@ @
i:Auth& Year © Document No é\g §
§7§ 19&9U M-00%809-01Q @© &
o & & 0\
o soin o 2 &
Report: KCA 7.3.1/01 :d.999; 78@@1 1 QY
Title: Calculation of the LhLl@ﬂl lifé@me EC 5in l@trop huc
Report No.: MR-091/99 % 6&’ @gﬂ Qéﬁ @ @%
Document No.: M-007809-01-1 AN @ §
Guidelines: - German BBA@PartJ&*() 1 @} & & N @ 2o §
Guideline deviation(s):  not specified Q > @ % @}9 SN S
GLP/GEP: no N é RN X S § 2
Q 9 © @ Y MRS

& & S .0
A theoretical calculation of ﬁ@ potemlal @ photo@éjmdaﬁon 00X@3t10b1n§ th@é&mosphere was
submitted, using the method of AkinsonCAOPYIN (vggsion ]&87)@6 gjo@l 1 our concentration
of OH radicals of 1.5 x @(‘cm@w Sumeds 1n Qe cal uiatlos\gA 1&@% co %nt of 13.02 x 107"
(cm?/molecules sec) was calceiyted for re < ls Thi¥orrgsPonds to a first order
DTS5 for ﬂuoxastrob@n aingyt 9 %oursn \ Nn‘etm@ of n xastiobin in air of 14.3 hours.
A more conservig§faese&smem§ thexgverall @H ra@cal gy comt t cou d be made by using only
half of the estim@ed ra€®s fofsl thé%assumd figO¥s. 5 angy %aculd result in a maximum
chemical In‘euéﬁof @xastébm ithe ag fles& 1 s. Ofhaccount of the relatively short
chemical lifefne o @*uo&@obm R thetair it |@ml|k@th&l§ac@/e substance will be transported
in the gasegys phase over large (F@tam% &
N Lo R
QO O X @” @ @

/\2 o . O S Q % N
CA 7.3. Tl;‘\spo&t\vm air @ NS RN
The transport Vl% fluo robm@was & stud@d sitige its vapour pressure (6 x 10'* Pa, see
Document M 2 é@ 584@ 01(@715 b&x)w t]@ g@alue of 107 Pa.

S S @\
CA 7.3. % Local ag g@al egécts &
Local and global effe gu xasgobm \Q@ n@@:onmdered since its half-life in air is < 10 hours (see

M-@O%Ol-l,% .3@ &@\@’ Q &Q
@%
& & T
N O Q
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CA74 Definition of the residue .
CA74.1 Definition of the residue for risk assessment \@ @@6
The proposed residue definitions relevant for risk assessment for each compartmignt are the f@vin@
& S o
Compartment | Residue Definition L >
Soil fluoxastrobin (E- isomer), < w, ) \v o\@ &
HEC 5725 -Z-isomer, & @ é}” Q\ @
HEC 5725-carboxylic acid (M40), ©Q 2 & & S
HEC 5725-E-des-chlorophenyl (]\@-E), & é\g QR © @
2-chlorophenol (M8§2) Q\% R S © &
Groundwater | fluoxastrobin (E-isomer), &) Q} o\@ \U %@9 @@
HEC 5725-Z-isomer, % RS %, %@J @b N o
HEC 5725-carboxylic acid@M4) %" > O @ .

HEC 5725-E-des-chlorophenyl@M48-), Q

2-chlorophenol (M82)™ NN > &% S
Surface water | fluoxastrobin (E£- er)g, @ > QO « ) QS Q

HEC 5725-2-1som§a SR § R §9 &

HEC 5725- car@yhc a@a (M?@) ®\ @b &N LR

HEC 5725-E-des-chl6tophefigl (Md8E) &« 30 S S
Sediment ﬂuoxastrob@(E— tsgmer [N X o D

HEC 57255Z-isomer § & ow &@ 2 S . ©
Air none. @ O §@ ; N @ i

5 P
% @ @ @ 6 ° K S
v & & 98

N
CA 7.4.2 D&lt of. tl@re idue for mo@ri
sidue fo ng’ &

The proposed éﬁdue@ﬁmtm& foﬁﬁz@omt@ng 1s%ﬂ\uo as%bi ly f@@@all compartments since none
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