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&
Added in March 2010: \s‘&

Kresoxim-methyl (BAS 490 F) is included in Annex I of the Directive 91/414/EEC, effective as from Feb

1, 1999 (see Official Journal of the European Union, Commission Directive 1999/1/EC). Expiry date gbthe

inclusion is January 31, 2009. Annex I Renewal of Kresoxim-methyl is intended with the submission,0f the
\Q

following evaluation. RS
&
>
Introductory note on the formulations : {\@
U
S
Formulation CANDIT — BAS 490 02 F containing 50 % kresoxim-methyl @Q’
0
~
Formulation ALLEGRO — BAS 494 04 F or BAS 494 02 F containing 125 g/L kresox@—methyl and 125 g/L
epoxiconazole X

ALLEGRO in its old formulation BAS 494 02 F (see original DAR) was one of the coresentative formulations
for first inclusion of kresoxim-methyl into Annex I of Council Directive 91/414/EEC. However, the formulation
recipe of ALLEGRO was modified, resulting in a formulation coded as BAS 494_&@ F, which is now proposed as
representative formulation for Annex I Renewal of kresoxim-methyl. It concem@a minor change in composition
between both formulations, as explained in detail in Vol.4, C.1.3b. 0\;0

%4
Formulation MENTOR — BAS 490 01 F is no longer supported in the resu&ission dossier
Information related to the plant protection product MENTOR is still ingﬁded in the revised DAR. However, the
risk assessment has not been based on the ecotox endpoints, sin@/lENTOR is no longer proposed as the
representative formulation in the framework of the Annex I Renewg;&f kresoxim-methyl.

The intended uses of kresoxim-methyl are summarized below\:

Q
Table B.9.0-1 : Proposed use pattern of the formulation CAl bIT

Cro Number of Minimum Interyal | Growth stage | Application rate| Application rate
P applications (days) ?f\ (BBCH) (kg a.s./ha) (kg product/ha)
AR fruit) 4 7 & [53-79 0.100 - 0.125 0.200 - 0.250
(apple, pear) bS
Grapevine 1-3 8 (\b 19 - 81 0.100 - 0.150 0.200 - 0.300
D application rate increases with plant growth sta% 4
(©)
Table B.9.0-2 : Proposed use pattern of t]::&(q”ormulation ALLEGRO
o
— Application rate
Minifoum | Growth
Number of : :
Crop aoplications Il@’rval stage BAS 494 04 F Kresoxim-methyl Epoxiconazole
PP Sdays) | (BBCH) S (BAS 490 F) (BAS 480 F)
S [kg a.s./ha] [kg a.s./ha]
Cereals 2 \(§> 21 25-69 1.0 0.125 0.125
2y

The risk assessments [zé?ormed in the DAR are dealing mainly with the effects of the a.s. kresoxim-methyl. For
the evaluation of effeets of the a.s. epoxiconazole RMS refers to the DAR, addenda, List of Endpoints and EFSA
conclusion of epoxé{:%nazole.
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B.9.1 Effects on birds (Annex IIA 8.1; Annex ITIA 10.1) (\s‘\(\,\
o)
B.9.1.1 Acute oral toxicity (Annex IIA 8.1.1) (0{0
Q;Q(b
Avian single-dose oral LDs, of Reg. No. 242 009 on the bobwhite quail (Colinus virginianus). (Munk R.,
1993a). $
Q)b
Guidelines : N
US EPA, Subdivision E, § 71-1 (1982), acceptable &
GLP ; >
Yes N
Material and Methods : QO
Test substance : kresoxim-methyl, chemical purity: 94 %, batch: N 27 (Il al) &
Test species : bobwhite quails (Colinus virginianus) N
Sex, weight, age : 5 male and 5 female birds per concentration, 153.7 - 202.8 g, + 6 §nth old

Applied concentrations : untreated control; 464, 681, 1000, 1470, 2150 mg a.s. /k@oody weight
Type of application : Dispersion of the a.s. in 0.5 % aqueous solution of ,ngboxymethylcellulose. The test
-9

compound was administered into the crop by gavage. &
Time of exposure : one single application, monitoring during 14 days %)
Findings : Q-
Mortality : No mortality was observed. §

Body weight : No statistically significant differences between con’r&(ﬂb and treatments. The body weigth of the
male birds at the 1000 mg a.s./kg bw dose was significantly di@rent from the control. It is considered as
accidental. . \Q\

Clinical signs : No signs of sickness or toxicity were observed. &

Feed consumption : Same order of magnitude between contr@ignd treatments.

Conclusion : 1)

The study is acceptable. ,;Q
Kresoxim-methyl is not toxic to bobwhite quails up to 2(80 mg/kg bw.
Endpoints :

N
LDsq (Colinus virginianus) > 2150 mg a.s./kg bw (h;@wst concentration tested)
NOEL (Colinus virginianus) = 2150 mg a.s./kg b§
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B.9.1.2 Avian dietary toxicity (Sday) (Annex IIA 8.1.2) s‘@\
S
(..0{0

Avian dietary LCs, test of Reg. No. 242 009 in chicks of the bobwhite quail (Colinus virginianus). (@mk
R., 1993d).

Guidelines : o
US EPA, Subdivision E, § 71-2 (1982); Similar to guideline OECD 207 Q)b

GLP : N

Yes &

Material and Methods : @Q’

Test substance : kresoxim-methyl, chemical purity: 93.7 %, batch: N 36 (III C1) ,;Q

Test species : bobwhite quails (Colinus virginianus) (\O

Sex, weight, age : 10 chicks/concentration, unknown sex ratio since sex determinatiofis uncertain at this age,
16.7-33.7 g, 13 day old N

Applied concentrations : untreated control; 313, 625, 1250, 2500, 5000 mg a.s./kg f\eé%

Type of application : ‘Ssniff’ experimental diet ‘ad libitum’ before and dur@ the test. Stability (98.6 %
recovery after 35 days) and homogeneity (98.5 - 98.9 % recovery) of test substance in the diet was determined
analytically. RY

Time of exposure : short-term feeding test (5 days with exposure by the feizlg?ﬂ days observations)

Findings : .

Mortality : No compound-related mortality. Mortalities caused by. \<§utual face picking. More than 10 %
mortality in control; due to the absence of mortality in the 2 highest @centrations the test is accepted.

Body weight : No significant impairment of the development of qufweight.

Clinical signs : Apathy of one chick at dose 1250 mg a.s./kg feed@ay 5), not treatment-related.

Feed consumption : No significant compound-related reduction@? consumption.

Conclusion : J\Q,(b

The study is acceptable. 1)

Kresoxim-methyl administered in the feed caused no sigt;;&” toxicity to birds.

Endpoints : QO

LCsy (Colinus virginianus, 5 d) > 5000 mg a.s./kg fee®= 1051 mg a.s./kg bw/d (based on a mean body weight of
31.4 g and a mean food consumption of 6.6 g/bird/c&highest concentration tested)

NOEC (Colinus virgininianus, 5 d) = 5000 mg agﬁg feed = 1051 mg a.s./kg bw/d

&

Avian dietary LCs test of Reg. No. 242 ‘%@ in chicks of the mallard duck (Anas platyrhynchos). (Munk R.,

1993i). N
&
Guidelines : Q,Q
US EPA, Subdivision E, § 71-2 (1%@); Similar to guideline OECD 207
Yes ,\\9
Material and Methods : \}Q’

Test substance : kresoxim—@thyl, chemical purity: 94 %, batch: N27 (III al)

Test species : mallard ducks (Anas platyrhynchos)

Sex, weight, age : 10 chicks/concnetration, unknown sex ratio since sex determination is uncertain at this age,
31.1-94.1 g, 8 days

Applied concentmt[?ns : untreated control; 625, 1250, 2500, 5000 mg a.s./kg feed

Type of applica&(@ : ‘Ssniff’ experimental diet ‘ad libitum’ before and during the test. Homogeneity (98.2 -
109.4 % recovefy) of test substance in the diet was determined analytically.

Time of exposyre : short-term feeding test (5 days with exposure by the feed + 3 days observations)

Findings : £

Mortali%\oNo compound-related mortalities in neither test group.

Body ht : No significant impairment of the development of the body weight.

Clini¢al signs : No symptoms were detected.

F e@consumption : No compound-related differences in feed consumption in neither test group.
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Conclusion : N
The study is acceptable. 6\
Kresoxim-methyl administered in the feed caused no sign of toxity to birds. (0{0
Endpoints : 3
LCsy (Anas platyrhynchos, 5 d) > 5000 mg a.s./kg feed = 2195 mg a.s./kg bw/d (based on a mean body wé}%ht of
91.1 g and a mean food consumption of 40 g/bird/d) (highest concentration tested) &
NOEC (d4nas platyrhynchos, 5 d) = 5000 mg a.s./kg feed = 2195 mg a.s./kg bw/d §
i\@b
B.9.1.3 Subchronic and reproductive toxicity (Annex IIA 8.1.3) og;b
~Q®
1-Generation reproduction study with Reg. No. 242 009 on the bobwhite quail (C@nus virginianus) by
administration in the diet. (Munk R., 1994b). g)
Guidelines : Q&
US EPA, subdivision E, § 71-4 (1982); study is conform to guideline OECD 206.,\\'O
GLP : Q@
Yes RY
Material and Methods : (Z)o)

Test substance : kresoxim-methyl, chemical purity: 93.7 %, batch: 36 (III c*1)

Test species : bobwhite quails (Colinus virginianus) N

Sex, weight, age : bobwhite quails (about 9 months old) approackkt& the first laying season were randomly
allocated to cages with 1 male and 1 female each per replicate, 16 raﬁlcates X 4 concentrations

Applied concentrations : untreated control; 50, 500, 1000 mg a. s@(g feed

Type of application : ‘Ssniff” experimental diet ‘ad libitum’ b@?ore and during the test. Homogeneity (93.45 -
93.88 % recovery) of test substance in the diet was determmed,‘gnalytlcally

Time of exposure : Q,
10 weeks : pre-egg production period ,;Q
16 weeks : egg production period QO
Y
N
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Findings :
Table B.9.1.3-1 : Major effects of kresoxim-methyl observed during the reproduction study of bobwhite quails?
Endpoints Doses (mg a.s./kg feed) Q;Q(b
5
0 50 500 bOTOOO
N
Ad &
ults S
4
Mortality no effect \\,Q
Clinical symptoms no effect (\O
Body weight no effeg‘?
Food consumption no effeet
Q
Reproduction Parameters \\'O
T
No. of eggs laid 844 B 758 746
No. of eggs laid/female bird 52.8 ®<37.2 47.4 46.6
No. of cracked and broken eggs 32 & 3 29 87
Mean egg weight (g) 10.3 OQ 9.6 10.2 9.6
Mean egg shell thickness (mm) 0.20 ;Z;\. 0.20 0.21 0.20
No. of eggs incubated 755 821 681 610
No. of fertile eggs 65 763 626 495
No. of infertile eggs bﬁo 58 55 115
No. of early embryonic mortalities Q)Qr 11 29 40 22
No. of viable 11-day old embryos <644 734 586 473
No. of late embryonic mortalities ~Q® 4 11 10 5
No. of viable 18-day old embryos o 640 723 576 468
No. of total embryonic deaths b(\ 15 40 50 27
No. of "dead-in-shell" N 66 163 68 57
No. of chicks hatched gOQO 574 560 508 411
No. of 14-day surviving chicks > 516 489 450 363
No. of chicks hatched/female bird (§ 35.9 35.0 31.0 25.7
No. of 14-day surviving chicks/female bird@ 323 30.6 28.1 22.7
Mean body weight of chicks at hatchin 6.6 6.3 6.6 6.5
Mean body weight of chicks 14 days af.ger hatching 24.6 242 243 23.7
(® @Q
>

Palability : No rejection of feed %ﬁftaining the test compound could be observed.
L

Parameters showing biologic Wy significant differences between treatments and control are :
- Number of cracked eggs Sﬁ .7 % at 1000 mg a.s./kg feed - 3.8 % in control
- Number of fertile eggs @
- Viability of embryos@y 18)
- Number of surviving.chicks/ female bird
Conclusion :
The study is accag(t%ble.
At the highest @centration of 1000 mg a.s./kg feed effects on some evaluation parameters are observed.
NOEC (Coliny? virginianus, 26 weeks) = 500 mg a.s./kg feed = 51.7 mg a.s./kg bw/d (based on a mean body
weight of 10884 g and a mean food consumption of 19.8 g/bird/d)

£
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B.9.1.4 Acute oral toxicity of the preparations (Annex IITIA 10.1.1) (\s‘@\
o

X2
N
According to Directive 91/414, CD 96/12 and Working Document SANCO/10329/2002, rev. 2 (17.10.\(@? no
acute test with the formulation is required since : o)
- All acute TERs are favourable, hence there is no indication of a risk based on the tests p&rformed
with the active substance kresoxim-methyl. o
- The formulated products CANDIT (BAS 490 02 F) and ALLEGRO (BAS 494 04 F) vgbl be applied
exclusively in spray treatments. Thus exposure is better determined in terms of activesubstance than

of the formulation. 0§D
Q

~Q
xS
B.9.1.5 Supervised cage or field trials (Annex ITIA 10.1.2) QO
\
2)

N

According to Directive 91/414, amended by CD 96/12, no further test is required E'ge all TERs are favourable
and there is no evidence of risk based on the tests performed with the active subst@ce kresoxim-methyl.
O

<
2

S
B.9.1.6 Acceptance of bait, granules or treated seeds by birds (palatab&_ﬂ? test) (Annex IIIA 10.1.3)
S
No testing is required since the formulated products CANDIT (BAS\@O 02 F) and ALLEGRO (BAS 494 04 F)
will be applied exclusively in spray treatments. Acceptance of bait,s\ggranules or treated seed is not applicable.

<
N
O
B.9.1.7 Effects of secondary poisoning (Annex IITA 10.1.4@(0
\~'Q®
No study required. QO
The secondary poisoning is discussed under point B%@.&
)
2
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B.9.1.8 Summary of effects on birds - exposure and hazard assessment for birds (Annex IIIA 10.1) \s‘\@
()
The endpoints for birds expressed as mg a.s./kg feed were recalculated in mg a.s./kg bw/d, based on fg@d
consumption and body weight. Q(D
Q
Table B.9.1.8-1 : Effects of kresoxim-methyl on birds $
Y
9
Test species Test System Duration of Endpoints Refe@lces
exposure I
4

Colinus acute oral toxicity single-dose LDs, > 2150 mg a.s./kg bw Mtknk R., 1993a

virginianus application ~Q®

Colinus short-term dietary 5 days LCs > 5000 mg a.s./kg feed (\O [ Munk R., 1993d

virginianus toxicity >1051 mg a.s./kg bw/d &

Anas short-term dietary 5 days LCsy> 5000 mg a.s./kgé§d Munk R., 1993¢

platyrhynchos | toxicity > 2195 mg a.s./kg bw/@®

Colinus sub-chronic and 26 weeks NOEC =500 mg a@éﬁ(g feed Munk R., 1994b

virginianus reproductive =51.7 mg a.s./k?w/d

toxicity &
=
&
First tier risk assessment for birds : <./JO\
RS
t’)@

The risk assessment for birds is based on the Guidance ument for birds and mammals under Council

Directive 91/414/EEC of September 2002 (SANCO/4145/% 0). As a worst case it was assumed that the birds
obtained 100 % of their diet in the treated area.

1- Formulation CANDIT >
N
>

The formulation CANDIT (BAS 490 02 F) i@ fungicidal product, which contains the active substance
kresoxim-methyl with a nominal content of 50 %w/w.

Table B.9.1.8-2 : Proposed use pattern of theéformulation CANDIT

Cro Number of (bimum Interval | Growth stage | Application rate | Application rate
P applications Q‘U (days) (BBCH) (kg a.s./ha) V) (kg product/ha) "
Pome fruit G
1-4 7 53-79 0.100 - 0.125 0.200 - 0.250
(apple, pear) Sl
Grapevine 1-3 . § 8 19 - 81 0.100 - 0.150 0.200 - 0.300

D application rate increases wit@nt growth stage

v
For simplification reason@%he risk assessment is only conducted for the higher application rates. This covers the
increase in applicatim@fe during season.
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2- Formulation ALLEGRO N
S
The formulation ALLEGRO (BAS 494 04 F) is a fungicidal product, which contains the active substances (0{0
- kresoxim-methyl (BAS 490 F) with a nominal content of 125 g a.s./L Q(b
- epoxiconazole (BAS 480 F) with a nominal content of 125 g a.s./L )
\Q
X
Table B.9.1.8-3 : Proposed use pattern of the formulation ALLEGRO S
. Application rate~,§7)b
Number of Minimum | Growth qg\
Crop Yyoee Interval stage Kresoxim-meth Epoxiconazole
applications |~ ;. 0" | (BBCH) BAS[E/SL‘:I]O" L (BAS 490 F S (BAS 480 F)
[kg a.s./ ha [kg a.s./ha]
Cereals 2 21 25-69 1.0 0'1{5*’ 0.125
QJ
1.1 — Dietary exposure : Q@
P

Table B.9.1.8-4 : Estimated oral uptake of kresoxim-methyl by insectivorafis birds and first tier Toxicity
Exposure Ratios (TERs) for use in pome fruit (apple, pear) at 1-4 application;io\0.100—0.125 kg a.s./ha

Applica- Time- Qg’v 7 ETE (mg Annex VI
tion rate (kg| Crop Bird type 1 FIR/bw| RUD MAF fiwa a.s./kg TER Trigger
a.s./ha) B . § bw/d) value
XN
acute 1.04 52 {?@. n.a. 6.76 > 318 10
orchard| o cectic | SN | 104 | 29 F na | na | 377 | 27 10
0.125 early/ term
vorous (103
late (4]
long- ~
1.04 29 n.a. n.a. 3.77 13.7 5
term §Q

Q
Table B.9.1.8-5 : Estimated oral uptake of kres;)§;ﬁ\—methyl by insectivorous birds and first tier Toxicity
Exposure Ratios (TERs) for use in grapevines at 1-3applications x 0.100-0.150 kg a.s./ha

Applica- Time- a2 ETE (mg Annex VI
tion rate (kg| Crop Bird type QRR/ bw| RUD MAF fewa a.s./kg TER Trigger
scale
a.s./ha) @ bw/d) value
aq® | 104 | 52 | na | na | 811 | =265 | 10
grape- Y
0.150 vines insecti- (27%:; 1.04 29 n.a. n.a. 4.52 >232 10
: early/ vorous b(z" N
lat i
e Sl | 04 | 29 | na | na | 452 | 114 5
S term
Q’U
N
The acute, short-term andéﬁng-term risk of kresoxim-methyl is acceptable for the intended uses in pome fruit
and grapevines. O
&
3
\O
@
Q
(2
N
«Q
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S
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o
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Table B.9.1.8-6 : Estimated oral uptake of kresoxim-methyl by herbivorous and insectivorous birds and first tiers‘@\

Toxicity Exposure Ratios (TERs) for use in cereals at 2 applications x 0.125 kg a.s./ha o
Applica- Time- ETE (mg A@?ex VI
tion rate (kg| Crop Bird type scale FIR/bw| RUD MAF fiwa a.s./kg TER Q@rigger
a.s./ha) bw/d) 9 value

acute | 0.44 | 142 | 127 | na. 9.37 > 22(3:‘ 10
short- @ S
cereals || e orous| term | 044 76 | 1.23 n.a. 5.14 3\8904 10
early X
- 5)
long- 1 o440 | 76 |1232| 053 | 2722 190 5
term Q
0.125 —
acute 1.04 52 n.a. n.a. QQ% >318 10
i Q
cereals | cectic | N | 104 | 29 | na | na |S377 | >27 10
early/ term 4
vorous S
late 0 S
ON" 1 104 | 29 | na | nd? | 3.77 13.7 5
term N2)

AN
) MAF based on 2 applications and 14 days spray interval because <EgHQCOMMS/ZOOO does not provide
respective value for 21 days spray interval (overestimation of the actual risk)

@ MAF calculated for short-term and long-term exposure according to. &5

MAF = (1 — &%) / (1 — %) with i = interval and n = number o @plications

for 2 applications and 21 days spray interval, assuming default DT509n plant of 10 days

MAF = 1.23 <&

The acute, short-term and long-term risk of kresoxim-methyl Ki@rz’acceptable for the intended use in cereals.
For the risk assessment of epoxiconazole, RMS refers t(zQ the DAR, addenda, List of Endpoints and the EFSA

conclusion on epoxiconazole. X

$

QO
NS
1.2 - Secondary poisoning : Risk to earthworm-ele@?g and fish-eating birds :

)
Since the log Pow of kresoxim-methyl is h&@er than 3 (log Pow = 3.4), there might be a potential for
bioaccumulation. @
The 21-day PEC values in soil and surface Q%ter are obtained from the section on fate and behaviour :
. S
Apple : PECsoil (twa, 21 d) = 0.015 mga:s./kg
Grapevine : PECsoil (twa, 21 d) = 0.022 mg a.s./kg
Cereals : PECsoil (twa, 21 d) = O.(gb”mg a.s./kg

N
Apple : PECsw (twa, 21 d, step.2) = 6.684 pg a.s./L
Grapevine : PECsw (twa, 21 @step 2, late application) = 2.102 pg a.s./L
Cereals : PECsw (twa, 21 (&‘Etep 2)=0.471 pgas./L
Q

The BCF in earthworms'is calculated as :

BCF = (0.84 + 0.01 xPow)/(foc x Koc) = (0.84 + 0.01 x 2512)/(0.02 x 308) = 4.2

with the followingq(glues obtained from the section on fate and behaviour :

Pow = 2512 for lg'&oxim-methyl

mean Koc = 30&mL/g for kresoxim-methyl

From the study™on bioaccumulation potential in Oncorhynchus mykiss with kresoxim-methyl a BCF of 220 was
obtained fg@le whole fish.
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Table B.9.1.8-7 : The long-term risk of kresoxim-methyl for birds eating contaminated earthworms and fish fors‘\S\\

the use in pome fruit o
Food type | PEC,yironment BCF PECto0q Factor ETE TER Annex&}% |
(mga.s/kg) | (1/day) | (mg a.s./kg Tri
b.w./day) valde
earthworm | 0.015 mg a.s./kg 4.2 0.063 1.1 0.069 746 ] § 5
fish | 6.684 pgas/L 220 1.470 0.21 0.309 1674 5
Y

(®)

Table B.9.1.8-7 : The long-term risk of kresoxim-methyl for birds eating contaminated earthvorms and fish for
the use in grapevine N

X
\ ¥}
Food type | PEC.vironment BCF | PECiq Factor ETE \‘\\I‘ER Annex VI
(mg a.s./kg) (1/day) (mg a.s.gé” Trigger
b.w./day). value
XS]
earthworm | 0.022 mg a.s./kg 4.2 0.092 1.1 Oiw 509 5
N\
fish 2.102 pg a.s./L 220 0.462 0.21 '0?’.097 532 5
O

Table B.9.1.8-7 : The long-term risk of kresoxim-methyl for birds eati

nogscontaminated earthworms and fish for

the use in cereals N
Food type | PEC.uyironment BCF | PEC0q Factqoe\‘u ETE TER Annex VI
(mg as/kg) | (1 /@}y) (mg as./kg Trigger
s b.w./day) value
earthworm | 0.010 mg a.s./kg 4.2 0.042 @ 1.1 0.046 1119 5
fish 0.471 pg a.s./L 220 0.104 éQ 0.21 0.022 2376 5
<

The long-term risk of kresoxim-methyl for birds e

intended uses in pome fruit, grapevine and cerealsa?

QO

g contaminated earthworms and fish is acceptable for the

1.3- Plant metabolites : (§

<
In the plant metabolism and rotational cr %tudies with kresoxim-methyl, the metabolites BF 490-1 (B490M1),
BF 490-2 (B490M2) and BF 490-9 (Bb 0M9) were the main metabolites, which in one case approached or
exceeded 10 % TRR (major metabolif@s) in green plant material (carrot forage), a potential feeding matrix of
herbivorous birds. ;Z;@
Due to their significant relative wantities, the aforementioned metabolites would be potentially relevant for the
avian risk assessment. Howevei\'g‘l\'ne identified major metabolites were also found in laying hens.

&
Therefore, for the metabolites” approaching or exceeding 10 % TRR in the plant metabolism and rotational crop
studies, the following can@ concluded:

- The identified major metabolites were also found in laying hens, hence would have been tested in
the aviag xicity studies conducted with kresoxim-methyl.
- The riskrassessment for the parent molecule kresoxim-methyl is thus assumed to cover the potential

risk from the plant metabolites.
&
Q(D
(2]
N
«Q
'S
4
S
OO
@b
N
Cg' .
S
Q&
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1.4- Drinking water : spray application (\s‘@
o
The Guidance Document on the Risk Assessment for Birds and Mammals SANCO 4145/2000 proposes tﬁat
birds and wild mammals may obtain their water demand from two potential sources. *Q(b

The major source of contaminated drinking water is surface water containing residues of the active Subiézr)lce for
example via spray drift from adjacent treated fields. As a conservative measure the water concentra@n may be
considered equivalent to the initial PEC calculated for surface water as obtained from the envirghmental fate
section of the DAR (Vol. 3, B.8.6). (§\\

Puddles of spray liquid held in leaf axils may be relevant for certain crop types giving rise @O{Gaf whorls after
foliar spray application, e.g. vegetables with head-like structure such as cabbage or cauhﬂ\'&/er In this case the
concentration of the active substance in the spray solution as obtained from the apphcz@n data section of the
DAR (Vol. 3, 3.2.3) would need to be taken into account. A field experiment after Qhar spray application in
white cabbage (Hommes et al. 1990)" showed that the initial concentration of the’active substance in leaf
puddles is in the range of 5 — 20 % of the spray concentration. Therefore, EPPO (1%‘%6; and SANCO/4145/2000
recommend using a conservative dilution factor of 5. (.§

For the representative uses of kresoxim-methyl in pome fruit orchards anc%%neyards (BAS 490 02 F), and in

cereals (BAS 494 04 F) a leaf puddle scenario event is unlikely to occur fo following reasons:

—  The flat morphology of the crop leaves does not provide reservoirs fi 2\%ollecting spray solution.

— In orchards and vineyards the morphology of the regularly mule.@d ground vegetation (if present) is not
comparable to leafy vegetables with forming heads.

— The water volume typically used in the proposed uses of kres\o%m—methyl is obtained form the application
data section of the DAR (Vol. 3, 3.2.3). The water volume fgt the uses in pome fruit orchards and vineyards
(BAS 490 02 F), and in cereals (BAS 494 04 F) ranges frofir 150 to 1 800 L/ha. This calculates to 15 to 180
mL/m® which, together with the leaf morphology of cfops and undergrowth noted earlier, illustrate that
orchard trees, grapes, their undergrowth, and cereals q&@unlikely to give rise to leaf puddles.

Therefore, the potential exposure of birds / mammals Ga spray solution puddles is considered negligible and
deemed not relevant for this assessment. Nevertheless, exposure via spray drift to water bodies, although
assumed being the exception under good agncu&hral practice, might be considered a potential source of
exposure and thus will be evaluated in the follow@

The daily water intake of a 10 g bird is calcula‘t?d allometrically as follows (Calder and Braun, 1983) :
Total water ingestion rate (L/day) = 0. OSQL@%\’ 67 where W is the body weight in kg

Total water ingestion rate (L/day) for aQO g bird = 0.059 x (0.010)*%7 = 0.0027 L/day
\.

The daily dose of active substanceQ calculated as

<

O

(PECsw * total water 1ngest1(§yrate) /W

The PEC values for surfac@Awater in Step 1 and 2 represent ‘worst-case loadings’ (Step 1) and ‘loadings based on
sequential application @jtems (Step 2), as detailed in FOCUS (2001). In Step 1 inputs of spray drift, run-off,
erosion and / or drainage are cumulated as a single loading (sum of individual applications) to surface water
calculating into mqsf®¢onservative water concentrations. In Step 2 the loadings are refined to occur as successive
individual applications, each resulting in drift to the water body, followed by a run-off / erosion / drainage event
occurring four days after the last application, and additionally taking into account region of use (Northern or
Southern Eurgﬁ), season of application, and crop interception.
N

«O
X
1 Horg%, V.M., Buchs, W., Joermann, G., and Siebers, J. (1990). Vogelgefahrdung durch Pflanzen-schutzmittelriickstédnde
a

ttpflitzen von Gemiisekohl (Poisoning risk of birds by residues of pesticides in leaf puddles of colre crops).
@chrichtenbl. Deut. Pflanzenschutzd. 42. 113-117.
o

EPPO (1994): Decision-making scheme for the environmental risk assessment of plant protection products, Chapter 11

S
/QQ Terrestrial vertebrates. EPPO Bull 24, 37-87.

Q
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Assuming a reasonable worst-case scenario, the surface water concentration is considered equivalent to the PEC:$
calculated for multiple applications according FOCUS Step 2. Referring to the environmental fate section of thg

DAR (Vol. 3, B.8.6) the related PEC values are as follows: (0{0
Pome fruit orchards 0.018393 mg kresoxim-methyl/L Q(D
Vineyards 0.005690 mg kresoxim-methyl/L &
Cereals 0.001158 mg kresoxim-methyl/L Q\'

9

For kresoxim-methyl the relevant time scale for potential exposure of birds or mammals through@bontaminated
surface water is acute. In water / sediment systems the active substance proved to have short DT(§ values of 1.26
and 1.36 days (van Beinum and Beulke, 2008). Therefore, the following risk assessments fogus on the acute
route of exposure. ~Q®

o>
The exposure and TER calculations for the proposed uses of the representative fo ations BAS 490 02 F
(pomefruit orchards, vineyards) and BAS 494 04 F (cereals) are presented in table B.9§8—8 below.

Table B.9.1.8-8 : Acute Toxicity Exposure Ratios (TERa) for the most conser;\\@ve small insectivorous bird

indicator species (10 g b.w.) exposed through surface water Q@
Y
N
Body Total water PEC,, Daily inta@
Crop weight | ingestion rate (Step 2) of a.s LDs TER,
o
[mg;\ﬁ./kg [mg a.s./kg n
[kg] [L/day] [mg a.s./L] b F‘\@/ day] ol
")
Orchards 0.010 0.003 0.01893 .\f\\\ 0.006 >2150" > 358 333
I
>
Vineyards 0.010 0.003 0.00569 9 0.002 >2150" >1075 000
\)Q)
Cereals 0.010 0.003 0.00@8 0.00035 >2150" > 6 142 857
>

\ "
! Acute oral toxicity study in the bobwhite quail (B&mk R. 1993a, see Table B.9.1.8-1)
AN
The risk for birds drinking contaminated surfac&yvater is acceptable for all intended uses.

@

)
)

In conclusion, the risk of kresoxim-me(gx’yl and its metabolites is acceptable for birds for the intended uses in

pome fruit, grapevine and cereals. Q
4
Qb(b
9
\}‘b
Ny
A(D
OQ)
&
3
\O
3
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B.9.2 Effects on aquatic organisms (fish, aquatic invertebrates, algae) (Annex IIA 8.2; Annex IIIA 10.2) \s@
o
h

B.9.2.1 Acute toxicity of the active substance and metabolites, degradation or reactions products to

A IIA 8.2.1
(Annex ) *Q(D

Sl
Acute toxicity of Reg. No. 242 009 on the rainbow trout (Oncorhynchus mykiss WALBAUM 17@. (Munk
R., 1992).
Addendum to the study report: Acute toxicity on the rainbow trout (Oncorhynchus mykz@QWALBAUM
1792) of Reg. No. 242 009 of January 28, 1992. (Munk R., 1993h).

Guidelines : N

US EPA, Subdivision E, § 72-1 (1982) (\O

EEC Directive 84/449 (updated 1989) &

OECD 203 (1989) @0

GLP : Q

Yes \\9

Material and Methods : \{D

Test substance : kresoxim-methyl, chemical purity: 94 %, batch: N 27 (III al&'o

Test species : rainbow trout (Oncorhynchus mykiss)

Number of organisms, weight, length, age : 10 fish in one aquarlum/con&_ntratlon 7 cm (range: 6.0 - 7.6 cm),

4.2 g (range: 2.8 - 5.0 g), 0.42 g fish/L water \Q
Type of test : static system (96 hours) \f’z?'
Applied and measured concentrations : O

nominal : control; 0.046, 0.068, 0.1, 0.147, 0.215, 0.316, 0.464, 0@31 1.0 mg a.s./L
measured concentrations ranging from 34.4 to 18.7 % of the noﬁ}mal concentrations

Test conditions : J\Q,
temperature : 12 + 1 °C @

pH:8.5-8.7 N

oxygen content : about 10 mg O,/L on day 1 and 8.5 - &@mg O,/L on day 4
total hardness : about 2.5 mmol/L &

photoperiod : 16/8 hours light/dark cycle O\)

Analytical methods : reversed phase HPLC with I@ detection

Findings :

Mortality : Occurred only in the top concentra(ﬁ‘on of 1.0 mg/L with 20 %, 80 % and 100 % dead fish after 48, 72
and 96 hours, respectively.

Behavioral observations : Dlscoloratlon%&nvulsmns and tumbling at the dose of 1mg/L (nominal).

Endpoints : o
LCso (Oncorhynchus mykiss, 96 h) > %,%81 < 1.0 mg a.s./L (nominal)
NOEC (Oncorhynchus mykiss, 96 hp= 0.681 mg a.s./L (nominal)

Due to the low solubility of the as. 1n water the actual toxicity values are :
LCso (Oncorhynchus mykiss, 9@) >0.15<0.19 mg a.s./L (measured)
NOEC (Oncorhynchus mykzsg,@6 h) =0.15 mg a.s./L (measured)
Conclusion : K

The study is acceptable. @

LCso (Oncorhynchus @Jiss, 96 h) > 0.15 < 0.19 mg a.s./L (measured)
Kresoxim-methyl is (\,gry toxic to rainbow trout.

N
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Added in March 2010:

O/‘%{?

A new study has been submitted to meet the requirements of the current regulations. This study has béen
conducted under flow-through conditions and is submitted due to the poor analytical recoveries in the ori@ginal
study with rainbow trout (Munk R., 1993b). This new study is used in the risk assessment. )

BAS 490F: A 96-hour flow-through acute toxicity test with the rainbow trout (Oncorhynchus mxﬁss W.)
(Graves W.C et al., 1995a).

- S
Guidelines : &
US EPA, Subdivision E, § 72-1 (1982) @Q’
EEC Directive 84/449 (updated 1989) N
OECD 203 (1989) (\O
GLP : &
Yes {@7
Material and Methods :
Test substance : kresoxim-methyl, chemical purity: 94.3 % (re-analysed on 08/03@95 93.6 %, batch: N 36
Test species : rainbow trout (Oncorhynchus mykiss) ’é
Number of organisms, weight, length, age : 10 fish in one aquarlum/cogbntratlon, 2 replicates/treatment,
38 mm (range: 32 - 45 mm), 0.64 g (range: 0.4 - 1.1 g), 0.43 g fish/L Wategg)
Type of test : flow-through system (96 hours) receiving approximately 6 (\\1 lume additions of test water every 24
hours .O
Applied and measured concentrations : r§'
nominal : control; solvent control; 0.065, 0.108, 0.180, 0.300, 0. SOQ-é?lg a.s./L
measured concentrations:
-at the beginning of test: ranging from 83 to 122 % of the nomu@i~ concentrations
-at 48 h: ranging from 71 to 139 % of the nominal concentrati
-at 96 h: ranging from 89 to 115 % of the nominal concentr@lons
mean measured concentrations (0 h, 48 h, 96 h): 0.063, 0@4 0.190,0.314, 0.475 mg a.s./L

Test conditions : Q
temperature : 11.3 - 12 °C RS
pH:83-84 >

oxygen content : 9.2 - 9.9 mg O,/L throughout the&st (> 6.5 mg/L, thus > 60 % saturation at 12 °C)

total hardness : 128 - 132 mg/L (as CaCO3) (sti@l as ‘moderately hard”)

photoperiod : 16/8 hours light/dark cycle v

Analytical methods : GC with electron capt& detection

Findings : \éb

Mortality : Occurred at the mean mewoured concentrations of 0.190 (55 %), 0.314 (95 %) and 0.475 mg/L
(100 %) at 96 h exposure. N

Behavioral observations : Letharg%@'as observed at 0.190 mg/L and above. Onset time was 2 h (314 mg/L).
Endpoints :

LCs (Oncorhynchus mykiss, 9@) 0.190 mg a.s./L (measured)

NOEC (Oncorhynchus mykzs5@6 h) =0.104 mg a.s./L (measured)

Conclusion : K

The study is acceptable. @

LCs (Oncorhynchus @Jiss, 96 h) = 0.190 mg a.s./L (measured)

Kresoxim-methyl is very toxic to rainbow trout.

N
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Acute toxicity study on the bluegill (Lepomis macrochirus RAF.) of Reg. No. 242 009 in a static system (9?\»@

hours). (Munk R., 1993c¢). o
Addendum to the report project No. 14F0180/915079: Acute toxicity on the bluegill (Lepomis macroch};)fns
RAF.) of Reg. No. 242 009 of May 14, 1993. (Munk R., 1993f). ~Q(D

Q
Guidelines : &
US EPA, Subdivision E, § 72-1 (1982) §
EEC Directive 84/449 (updated 1989) Q)b
OECD 203 (adopted 1992) N

GLP : &

Yes @Q’

Material and Methods :

Test substance : kresoxim-methyl, chemical purity: 94 %, batch: N 27 (Il al)
Test species : bluegill fish (Lepomis macrochirus) &

Number of organisms, weight, length, age : 10 fish in one aquarium/concentration, 5.49 cm (range: 4.9 - 6.0 cm),
1.9 g (range: 1.2 - 2.7 g), 0.19 g fish/L water o

Type of test : static system (96 hours) O

Applied and measured concentrations : ,éb

nominal : water control; solvent control; 0.316, 0.464, 0.681, 1.0, 1.47, 2.15, 396, 4.64 mg a.s./L

measured : The recovery rates of the active substance were in the ranges 0&_ -8 % to 58.4 % (day 0) and 13.6 %
to 48.6 % (day 4), respectively.

Test conditions : S
LN

temperature : 21 + 1 °C 0

pH:8.2-8.6 &

oxygen content : about 8.8 mg O,/L (1 hour) to about 7.0 mg 02[I\Qz96 hours)
photoperiod : 16/8 hours light/dark cycle

Analytical methods : reversed phase HPLC with UV detectio@Z>

Findings : 1)

Mortality : Mortality occurred in the doses of 3.16 mg/L,égd 4.64 mg/L.
Behavioral observations : Apathy, narcotic-like state am@tumbling at 3.16 and 4.64 mg/L.
Endpoints : RS

LCso (Lepomis macrochirus, 96 h) = 3.2 mg a.s./L @minal)

NOEC (Lepomis macrochirus, 96 h) =2.15 mg a.s;/L (nominal)

Due to the low solubility of the a.s. in water theactual toxicity values are :
LCso (Lepomis macrochirus, 96 h) = 0.62 mg &%./L (measured)

NOEC (Lepomis macrochirus, 96 h) = O.S(D a.s./L (measured)

The study is acceptable. o

LCsy (Lepomis macrochirus, 96 h) = Q,%Z mg a.s./L (measured)
Kresoxim-methyl is very toxic to bgb}'gill fish.

S

<
Acute toxicity study on th{\f&)mmon carp (Cyprinus carpio L.) of Reg. No. 242 009 in a static system (96
hours). (Munk R., 1993b). >
Addendum to the re[a(gfproject No. 11F0180/915083: Acute toxicity on the common carp (Cyprinus carpio

L.) of Reg. No. 242 009;0f May 12, 1993. (Munk R., 1993g).
<
Guidelines : s\(b

OECD 203 (updatéd 1992)
EEC Directive@/449 (updated 1989)

GLP : 2
Yes §
Material a%d Methods :

Test subsiance : kresoxim-methyl, chemical purity: 94 %, batch: N 27 (III al)

Test species : common carp (Cyprinus carpio L.)

Nu@er of organisms, weight, length, age : 10 fish in one aquarium/concentration, 5 - 8 cm
e of test : static system (96 hours)
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Applied and measured concentrations : , s‘\(,\\
nominal : water control; solvent control (tween 0.1 g/L); 0.1, 0.215, 0.464, 1.0, 2.15, 4.64 mg a.s./L 6\
measured : The recovery rates of the active substance were in the ranges of 31.4 % to 64.6 % (day 0) and 13.9%%

to 112.9 % (day 4), respectively. (o
Test conditions : Q;Q
temperature : 23 °C $
pH:8.1-8.6 $
oxygen content : about 7.5 mg O,/L (1 h) to about 6 mg O,/L (96 h) Q)b
photoperiod : 16/8 hours light/dark cycle N
Analytical methods : reversed phase HPLC with UV detection &

Findings : @Q’

Mortality : Mortality occurred in the doses 2.15 mg/L and 4.64 mg/L. ,;Q

Behavioral observations : Narcotic-like state, apathy and tumbling at 2.15 and 4.64 mg/L{\O

Endpoints : &

LCso (Cyprinus carpio, 96 h) > 1.0 < 2.2 mg a.s./L (nominal) {@7

NOEC (Cyprinus carpio, 96 h) = 1.0 mg a.s./L (nominal) o

Due to the low solubility of the a.s. in water the actual toxicity values are : \\'O

LCso (Cyprinus carpio, 96 h) > 0.247 < 0.326 mg a.s./L (measured) \{b

NOEC (Cyprinus carpio, 96 h) = 0.25 mg a.s./L (measured) 0\;0

Conclusion : Qg)

The study is acceptable. .
LCso (Cyprinus carpio, 96 h) > (0.247 < 0.326 mg a.s./L (measured) .\QQ
Kresoxim-methyl is very toxic to common carp. >

Added in March 2010: >

A new study has been submitted to meet the requireme@}l\s of the current regulations. This study has been
conducted under flow-through conditions and is submitté,@ due to the poor analytical recoveries in the original

study with bluegill (Munk R., 1993). QO
QO
N
BAS 490F: A 96-hour flow-through acute toxiciteﬁ?est with the bluegill (Lepomis macrochirus RAF.).
(Graves W.C et al., 1995b). bco
Guidelines : ‘§

US EPA, Subdivision E, § 72-1 (1982) QSZ’
Test method C.1 EEC Directive 84/449 (@ated 1989)

OECD 203 (adopted 1992) o
GLP N
xE
Yes b(b
Material and Methods : o

Test substance : kresoxim—metl@, chemical purity: 94.3 % (93.6 % reanalysis in 1997), batch: N36
Test species : bluegill fish (l@omis macrochirus)
Number of organisms, weigfit, length, age : 10 fish in one aquarium/concentration, 2 replicates/treatment, 18 mm
(range: 17 - 21 mm), 0.15¢ (range: 0.11 - 0.25 g), 0.098 g fish/L water
Type of test : flow-thr system (96 hours)
Applied and measured-concentrations :
nominal : water cogf%l; solvent (dimethylformamide) control; 0.162, 0.270, 0.450, 0.750, 1.250 mg a.s./L
measured : water, éBntrol; solvent (dimethylformamide) control; 0.148, 0.265, 0.338, 0.642, 0.924 mg a.s./L
The recovery rslts of the active substance were in the ranges of 76 % to 95 % (day 0) and 88 % to 114 % (day
4), respectively:
Test conditigns :
temperattifé : 21.7 - 22.0 °C
pH : 82384
oxygen content : about 8.2 - 8.7 mg O,/L throughout the experiment
totatthardness : 129 mg/L (as CaCOs3)
p@toperiod : 16/8 hours light/dark cycle
{\@nalytical methods : GC with electron capture detection
BN

cg'.
N
&
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Findings : s‘&\
Mortality : Mortality occurred at the dose of 0.642 mg/L and above. 6\
Behavioral observations : Lethargy at 0.642 mg/L and above; onset of effects at 2 h after start of application. (0{0

Endpoints : @
LCso (Lepomis macrochirus, 96 h) = 0.499 mg a.s./L (mean measured concentration) Q;Q
NOEC (Lepomis macrochirus, 96 h) = 0.388 mg a.s./L (mean measured concentration) &
Conclusion : §
The study is acceptable. Q)b
LCso (Lepomis macrochirus, 96 h) = 0.499 mg a.s./L. (mean measured concentration) i\\
Kresoxim-methyl is very toxic to bluegill fish. 0\;0

\*F)Q)
Acute toxicity test of Reg. No. 242 009 with common carp (semi-static procedure). (li&aka T., 1991a).
Guidelines : @o‘b
“Toxicity test with fish”, Annex of Agricultural Chemicals Regulation Law of J apap.
GLP : O
No \{D
Material and Methods : 0\?
Test substance : kresoxim-methyl, chemical purity: 94 %, batch: N 27 Qf_Z)

Test species : common carp (Cyprinus carpio L.)

Number of organisms, weight, length, age : 10 fish in one aquarlum/co.t\@?ntratlon 4.89 cm=+0.20,1.28 g+ 0.17
Type of test : semi-static system (96 hours), renewal after 48 hours \rb\

Applied and measured concentrations : (.00
nominal : water control; solvent control (a.s. dissolved in dlme@lsulfomde) 0.0953, 0.171, 0.309, 0.556, 1.0
mg a.s./L b

No information about the measured concentrations. J\Q,(b

Test conditions : o

temperature : 25 £2 °C (,Q

pH:7.5 &E

oxygen content : about 6 mg O,/L \b

total hardness : 1.07 mmol/L Q\)

photoperiod : 14/10 hours light/dark cycle Q

Analytical methods : reversed phase HPLC w1tE§UV detection

Findings :

Mortality : Mortality occurred in the dosesg’556 and 1.00 mg/L.

Behavioral observations : Symptoms appear at doses 0.309, 0.556 and 1.00 mg/L. Fishes began to show hyper
activity, swimming at the surface; thenébss of equilibrum followed. Affected fishes became immobile and died.
Endpoints : >

LCso (Cyprinus carpio, 96 h) = 0. mg a.s./L (nominal)

LCy (Cyprinus carpio, 96 h) = 0. mg a.s./L (nominal)

NOEC (Cyprinus carpio, 96 h),§0 171 mg a.s./L (nominal)

Conclusion :

The study is not GLP, mauxﬁéwatlon is the lack of water analysis.

Due to the low solubility &f a.s. in the other studies, the LCs, value is underestimated.

LCso (Cyprinus carpioQ/ h) =0.414 mg a.s./L (nominal)

Kresoxim-methyl is very toxic to common carp.

N
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Acute toxicity study on the rainbow trout (Oncorhynchus mykiss WALBAUM 1792) of Reg. No. 262 451 1n¢&\
a static system (96 hours). (Munk R., 1994a). (\
(._0@
Guidelines : (]
US EPA, Subdivision E, § 72-1 (1982) Q;Q
EEC Directive 84/449 (1992) &
OECD 203 updated version (adopted 1992) §
GLP: Q)b
Yes N
Material and Methods :

Q@
Test substance : BF 490-1, free acid metabolite of kresoxim-methyl (Reg. No. 262 451), chen@?él purity: 99.3 %
Test species : rainbow trout (Oncorhynchus mykiss)
Number of organisms, weight, length, age : 10 fish/replicate, 1 replicate for control, 1 hcate for 50 mg/L, 3
replicates for 100 mg/L, 5.42 cm (range: 4.7 - 6.5 cm), 1.42 g (range: 0.9 - 2.5 g), about-gv months, 0.14 g fish/L
Type of test : static system (96 hours) @
Applied and measured concentrations : o
nominal : water control; 50, 100 mg BF 490-1/L .,\\'O
measured : Recovery rates of 98.5 % to 103.9 % after 1 hour and 96 hours respgctively.
Test conditions : RY
temperature : 11 + 1°C ®O)
pH:8.1-8.6 <
total hardness : 2.5 mmol/L . \QQ
oxygen content : 9.3 - 11 mg O,/L \r’z}'
photoperiod : 16/8 hours light/dark cycle (OO
Analytical methods : Reversed phase HPLC with UV detection \Q\
Findings : >
Mortality : No mortality in the concentration 100 mg/L. \Q)(D
Behavioral observations : No symptoms of toxicity in the entire experiment.
Endpoints : Q
LCs (Oncorhynchus mykiss, 96 h) > 100 mg BF 490- l/éo(nomlnal) (highest concentration tested)
LCy (Oncorhynchus mykiss, 96 h) = 100 mg BF 490—4@1 (nominal)
NOEC (Oncorhynchus mykiss, 96 h) = 100 mg BF @—1/L (nominal)
Conclusion : 5_,0
The study is acceptable.
LCsq (Oncorhynchus mykiss, 96 h) > 100 mg ]§§490—1/L (nominal) (highest concentration tested)
Kresoxim-methyl metabolite (free acid) is 1&) toxic to rainbow trout.
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B.9.2.2 Fish juvenile growth test (Annex IIA 8.2.2.1) s:@
O

Sublethal toxic effects on the rainbow trout (Oncorhynchus mykiss WALBAUM 1792) of Reg. No. 2@09
in a flow-through system (28 days). (Munk R., 1994c).

~‘$
Guidelines : §
OECD 204 (updated version 1984) Q)b
GLP: (”\’\
Yes {D
Material and Methods : Q)O)

Test substance : kresoxim-methyl, chemical purity: 94.3 %, batch: N36 (III c)
Test species : rainbow trout (Oncorhynchus mykiss)

N
K8
Number of organisms, weight, length, age : 20 fish in one aquarium/concentration, 5.6&m (range: 5.0 - 6.2 cm),

1.5 g (range: 1.2-1.9 g) {@7
Type of test : flow-through system (28 days) QS
Applied and measured concentrations : \\'O
nominal : water control; solvent control; 0.004, 0.02, 0.1, 0.5 mg a.s./L {D

measured : The concentration control analyses in the water revealed indi ual recovery rates of the parent
substance (and metabolite) in the range of 54 % to 92.8 % of the nominal \@_@A

Test conditions :
temperature : 14+ 1 °C . \QQ
pH:7.5-84 @
oxygen content : 7.8 mg - 10.4 mg O,/L (.OO
total hardness : 2.3 mmol/L >
photoperiod : 16/8 hours light/dark cycle

Analytical methods : reversed phase HPLC with UV detectlo@

Findings : ~Q®

.
Table 9.2.3-1 : Effects in rainbow trouts exposed to kre@(im—methyl in a flow-through system over 28 days

b\Q

- C(B%entration (mg a.s./L) (nominal)

A\
0 (water | 0 (solvent 0.004 0.02 0.1 0.5
control) cont(ﬁl)
(4]
Mortality (day 1) 0 30 0 0 0 100
O
Mortality (day 20) 0 Q‘D 0 0 0 20 100
—
Mortality (day 28) 0 b{’b‘ 0 0 0 35 100
S
Weight gain 348 3.4 33 3.2 21" -
(w day 28 /w day 0) R4
‘O

Length gain o 14 1.4 1.4 1.4 127 -
(1 day 28 /1 day 0) /|
Symptoms \@Q - - - - apathy

\O reduced or no -

(Dk food
CoQ uptake
{@ discoloration

)-38.4 %%eviation from control group (p <0.01)
2 -12.§§7o deviation from the control group (p < 0.01)
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NOEC is equal to 0.02 mg/L since impairment of the weight gain, length gain and toxic symptoms appear at thes‘@\@
0.1 mg/L dose. \
Endpoints: (_0{0
LCs (Oncorhynchus mykiss, 28 d) > 0.1 mg a.s./L (nominal) ]

LCy (Oncorhynchus mykiss, 28 d) = 0.02 mg a.s./L (nominal) )
NOEC (Oncorhynchus mykiss, 28 d) = 0.02 mg a.s./L (nominal) $
Related to the lowest mean of analytically measured values (66.4 % at the 0.1 mg/L level): §

LCs (Oncorhynchus mykiss, 28 d) > 0.0665 mg a.s./L (measured) Q)b
LCy (Oncorhynchus mykiss, 28 d) =0.013 mg a.s./L (measured) (‘\’\
NOEC (Oncorhynchus mykiss, 28 d) = 0.013 mg a.s./L (measured) &
Conclusion : @Q’

The study is acceptable. ,;Q
NOEC (Oncorhynchus mykiss, 28 d) = 0.013 mg a.s./L (measured) (\O
This study confirms the toxicity values obtained in the previous studies on fishes. \é)\

$

Q
B.9.2.3 Fish early life stage toxicity (Annex IIA 8.2.2.2) ;Z;'\O
S
\

N
P
Added in March 2010: NG
<./JO
Following study has been performed after writing the original dogswr It has been conducted for the USA asking
for an ELS-study (US specific requirement based on standard@;lggers and despite the rapid degradation of the
active substance). The study is included here for completeneiq,

BAS 490 F: An early life-stage toxicity test with the fa@ead minnow (Pimephales promelas). (Graves W.C.
et al., 1996b). Q
RS

Guidelines : O\)

EPA 72-4 (a) >N

GLP : L

Yes o

Material and Methods : O()Z)

Test substance : kresoxim-methyl, chemiqézf purity: 94.3 % (93.6 % reanalysis in 1995), batch: N 36

Test species : fathaed minnow (Pimeplgks promelas)

Number of organisms, age : 20 embrgéo /incubation cup, 2 incubation cups/replicate, 2 replicates/treatment, eggs

less than 24 hours old at test initia Qa, biomass loading at the end of the test: 0.26 g fish/L water

Type of test : flow-through test with 13 volume additions of test water every 24 hours;

32 days (4-day embryo hatchin@eriod and 28-day post-hatch juvenile growth period)

Applied and measured conce@ations :

nominal : control (water); @rent control (0.10 mL/L dimethylformamide); 0.010, 0.020, 0.040, 0.080, 0.160 mg

a.s./L %2)

mean measured : con (water); solvent control (dimethylformamide); 0.0097, 0.020, 0.040, 0.087, 0.160 mg

a.s./L (97, 100, 100, 109, 100 % of nominal concentrations)

Test conditions :  «_

temperature : 24, Q253 °C

pH:8.1-84 @

oxygen conte@tQ. 6.5 — 8.4 mg O,/L

total hardne§s : 128 m/L (as CaCO)

photoperiéd : 16/8 hours light/dark cycle

light infetisity : 340 lux

Feedgirg : live brine shrimp nauplii (4rtemia sp.)

Ass@?sments Daily assessment of survival (twice during the first 24 h), daily assessment of signs of toxicity and

a&ormal behavior during the post-hatch period, determination of weight and length of fish at test termination.
\Q@nalyncal methods : GC using electron capture detector

~

O
S
Séf
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Findings : N
&

E{‘)’I‘lﬁ:}”ﬁ““ [ng a.s/L] Control " 10 20 40 80 (g)‘& 160
rcn‘;:;e::::;‘l‘;z e a.s./L] Control? | 9.7 20 40 ,b§ 160
Hatching success [%] 85 80 86 80 og\\v 84 80
Mean larvae survival (32 d) [%] 93 95 90 92 an 93 22
Symptoms none none none none;Qv none lethargy
Mean wet weight (32 d) [mg] 57.1 60.8 59.0 SQ.QEJ 52.1 4227
Mean body length (32 d) [mm] 20.6 20.8 21.0 '@"6.3 19.8 1752
Endpoints [ug a.s./L}{mean measured)

NOEC (overall) 87
LOEC / MATC #50/ 118
1: pooled data from negative and solvent control, as no statistically significant difféfences were observed between these two

groups in any of the results Q&

2: The 160 pg a.s./L treatment group was not analyzed statistically because of@gniﬁcant effect on survival.
* statistically significant differences compared to the pooled control group %@ contingency tables, p < 0.05)
X
No statistical significant results were observed for hatching succ‘@-,\s at any of the treatment levels. Survival was
statistically significantly reduced in the highest test concentratign of 0.160 mg a.s./L. Adverse behavioral effects,
i.e. lethargic behavior, were observed in the 0.160 mg a.s./L fteatment group soon after hatching. There were no
treatment related statistically significant differences in fish growth up to a concentration of 0.087 mg a.s./L when
compared to the pooled controls. Total length, wet wei%ﬁgnd dry weight were reduced in the 0.160 mg a.s./L

treatment group when compared to control. g
Conclusion : \§b
The study is acceptable. @
NOEC (Pimephales promelas, 32 d) = 0.087 g a.s./L (mean measured) based on hatchability, post-hatch
survival and growth parameters (§b
(]

(bq

B.9.2.4 Fish life cycle test (Annex ITA §:2:2.3)
o
Q
N4

Study is not required due to the re@ﬂ degradation of kresoxim-methyl in water, in additions a mesocosm study
was submitted. Q
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B.9.2.5 Bioaccumulation potential in fish (Annex I1A 8.2.3) s‘&\
S
%

14C-BAS 490 F (14C-Reg. No. 242 009) - the bioaccumulation and metabolism in rainbow trout. @bcgyo
B.C., 1994).

Guidelines :
US EPA, § 165-4; guideline is acceptable >

. 4
GLP : N
Yes &
Material and Methods : @Q’
Test substance: kresoxim-methyl, radiolabelled: radiolabel in phenyl-position, specific actj,&@y: 30.2 m Ci/mmol
adjusted to 10400 dpm/pg, radiochemical purity: 97 % (\O
Test species : rainbow trout (Oncorynchus mykiss) &
Number of organisms, weight, length, age : 50 fish/100 L water tank. {QQ
Fish about 1 year old with 5.1 = 0.5 cm body length, loading: <4 g fish/L o
Type of test : continuous flow-through system (28 days exposure period and 14 d@s depuration period)
Applied and measured concentrations : \\(b
nominal : water control; 25 pg a.s./L RY
A.s. concentrations were measured daily: ®0)
27.4 + 3.5 mg/L during the exposure periods; < 1.4 - 1.7 mg/L during the depuration period

Test conditions : . \QQ

flow rate: 1440 L per tank per day \CF

dechlorinated water, acrated . (.OO

The 3 following parameters were daily recorded: oxygen content \Q? 9.8 -10.1 mg O,/L, pH: 7.6 - 7.8, 14 °C
Analytical methods : HPLC and TLC after acetonitrile and hexane extraction

Findings : 14

Q@
Exposure : Mean concentrations of radioactivity in the t(@;l fish reached a plateau of 5 ng/g to 6 pg parent
equivalents per gramme after 3 days exposure. Concen:fpations at all sampling times throughout the 28-day
exposure period were in the range of 9 pg/gto 15 pg/g i@pthe viscera and 1 pg/g to 2 pg/g in the fillet.
Depuration : Concentration of radioactivity in tank w@ter after day 1 of depuration fell substantially to below the
limit of reliable measurement, i.e. 1 pg/L to 2 ug/L.o\)
During the first day of the depuration period, mea§ concentrations of radioactivity in total fish, viscera and fillet
decreased rapidly by about 70 % to 90 %.
In total fish the concentration decreased froff®5 pg/g (day 28, exposure) to about 1 pg/g (day 1, depuration).
Concentration continued to decrease throughQut the depuration period and was 0.03 pg/g after 10 to 14 days.
Radioactivity in the total fish declined ind@’biphasic manner with an initial rapid phase over the first three days,
resulting in an elimination half-life of days, followed by a slower, terminal elimination phase, resulting in a
half-life of 3.4 days. The decline of Tadioactive residues in the viscera and fillet tissue could be described
accordingly. (‘z?
Identification of the radioactivityéecovered in viscera and fillet on days 21 and 28 was performed.
The major radioactive compon@t in viscera extract was the parent substance (kresoxim-methyl = BAS 490 F)
and accounted for 41 % to 4\%% of viscera radioactivity. Secondary components as BF 490-4 (hydroxylated 490-
F), BF 490-1 (free acid) andther minor components could be identified.
The parent compound wasZpresent in the fillet extract and accounted for 72 % to 82 % of the fillet radioactivity.
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Table B.9.2.5-1 : Mean concentrations of radioactivity in fish samples during the exposure and ths\s‘\(,\\

depuration S
||
\J
Viscera Fillet Total Fish P
=
Q
Exposure g@
Time (days) | Mean = SD) BCF Mean + SD) BCF Mean + SD) bQCF
(mg /kg) (mg /kg) (mg/kg) | .@
N
0 <0.02 <0.02 <002 47
(4]
3 13+8 340 1.5+0.2 39 6.0 +22° 150
7 11+10 440 1.3+0.3 52 6.2 323 250
>
14 9+ 16 320 13404 47 4%+ 14 170
O
21 15+1 590 1.3+0.1 51 :b\\'6.2ﬁ:16 240
-9
28 93+27 370 14+03 56 5| 5015 200
<
Depuration N
Ny
Time (days) | Mean + SD) Mean + SD) O\(b Mean =+ SD)
(mg /kg) (mg /kg) -9 (mg /kg)
S
1 26402 . 014+003 b - 11£0.1 .
O
3 0.25+0.15 - 0.07 +0.03° - 0.14 £ 0.06 -
~
7 0.09 + 0.01 - 0.03 .01 - 0.06 % 0.01 -
O
10 0.09 = 0.02 - 0,02+ 0.01 - 0.03+0.01 -
X<
14 0.05+0.02 - .70.02:+0.01 - 0.03+0.01 -
(b\=
Table B.9.2.5-2 : Major endpoints of the biéécumulation study in rainbow trout.
& Viscera Fillet Whole fish
X
mean BCF (days 7-28) (#7 430 52 220
(&3
Depuration half-life 1 (days ijin 0.36 0.21 0.37
days) ;8'\
N
Depuration half-life 2 (d%@’ 3-10) (in 35 3.9 34
days) G
NS
Conclusion : fDQ
The study is acce@ble.
Kresoxim-methzﬁhs characterized by an important bioconcentration but with rapid depuration.
o_,Q
&
«Q
'S
‘)
S
OC)
@b
&
Cg'.
S
Q&
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Added in March 2010: &
S
Bioconcentration potential of the metabolites, degradation and reaction products (0{0
{
The metabolites BF 490-1 (Reg. No. 262 451) and BF 490-5 (Reg. No. 286 404) have a log P, < 3. Th@}%fore,
bioconcentration of these metabolites is unlikely and such studies are not required. &
Q
9
Aquatic bioavailability / biomagnification / depuration Q)b
\

O
The bioconcentration potential is low and depuration is fast. Furthermore, kresoxim-methyk@s not stable in
aquatic systems (DTs, < 2 days). Thus, there is no risk of biomagnification and no further spécific studies are

required. \\.Q
KS
&
B.9.2.6 Acute toxicity to aquatic invertebrates (Annex I1A 8.2.4) {@7
;\\'OQ

Determination of the acute toxicity of Reg. No. 242 009 techn. to the wate@ea Daphnia magna STRAUS.
(Jatzek H.-J., 1993). R

(%4}
Guidelines : Q-
EEC Directive 79/831 (updated 1989) S
GLP: @
yes . c/_;o
Material and Methods : . \Q\
Test substance : kresoxim-methyl, chemical purity: 93.7 %, bat¢h: N36
Test species : waterfleas (Daphnia magna) J\Q,(b
Number of organisms, weight, age : 5 waterfleas X 4 replicates/concentration, 2-24 hours
Type of test : static test (48 hours) ,;Q

Applied and measured concentrations : QO
nominal : water control; 0.004, 0.009, 0.017, 0.034, 0\069, 0.137,0.274, 0.548, 1.096 mg a.s./L
The concentration control analyses resulted in reco‘@?y rates of 85 % to 93.6 % after 48 hours.

Test conditions : )
temperature : 20 + 0.5 °C Qb
pH:7.5+0.5 o
oxygen content : 8.2 - 9.0 mg O,/L Q‘_,Z’

medium : synthetic medium (reconstitutequ/ater)

total hardness : 2.7 = 0.5 mmol/L o

conductivity : 600 - 700 ps/cm

photoperiod : 16/8 hours light/darl%(‘&'cle

Analytical methods : reversed phgse HPLC with UV detection

Findings : ,\\9
Endpoints : \}Q’

ECsy (Daphnia magna, 24@: 0.428 mg a.s./L (nominal) (CL 95 % 0.346-0.529)

ECsy (Daphnia magna, 48%) = 0.186 mg a.s./L (nominal) (CL 95 % 0.161-0.216)
EC, (Daphnia magnaé?h) =0.069 mg a.s./L (nominal)

Conclusion : Q

The study is accepkq&e.

ECso (Daphnia m@na, 48 h) = 0.186 mg a.s./L (nominal) (CL 95 % 0.161-0.216)
Kresoxim-met@ is very toxic to Daphnia magna.
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Added in March 2010:

O/‘%{?

A new study has been performed after writing the original dossier for submission in the USA. This study-has
been conducted under flow-through conditions. The endpoint from this study proved to be higher than ifo-'the
original study with Daphnia (Jatzek H.-J., 1993), therefore the lower endpoint from the original study has been
used in the risk assessment. Nevertheless, this new study has been included here for completeness. Q

BAS 490F: A 48-hour flow-through acute toxicity test with the Cladoceran (Daphnia ma@o). (Graves
W.C. et al., 1995¢). N
Q@

Guidelines : @Q’
EEC Test method C.2 of Dir 79/831 (updated 1989) ,;Q
OECD guideline 202 (\O
EPA 72-2 &
GLP: @0
Yes Q
Material and Methods : O
Test substance : kresoxim-methyl, chemical purity: 94.3 %, batch: N 36 o}{b

Q)\

Test species : waterfleas (Daphnia magna)

Number of organisms : 10 waterfleas X 2 replicates/concentration, neonates@
Type of test : flow-through test (48 hours) )
Applied and measured concentrations : . §

nominal : water control; solvent (dimethylformamide) control; 0.058\«@97, 0.162, 0.270, 0.450 mg a.s./L
measured : water control; solvent (dimethylformamide) control; 0.,0@, 0.095, 0.160, 0.260, 0.400 mg a.s./L
The concentration control analyses resulted in recovery rates of 9\&:1 07 % at t=0h, and 78 — 106 % at t=48h.
Test conditions : >

temperature : 19.3 - 19.8 °C @’Z’

pH : 8.3 - 8.5 throughout the experiment 17

oxygen content : 8.1 - 8.9 mg O,/L \*’Q

medium : filtered well water QO

total hardness : 131 mg/L as CaCO;
conductivity : 315 uS/cm
photoperiod : 16/8 hours light/dark cycle )
light intensity : 220 lux o

Analytical methods : GC with electron capturé'§etection

Findings : o‘z)’

Mortality : No immobility was observedq;@concentrations up to 0.260 mg a.s./L, although 35 % and 40 % of the
daphnids in this treatment group appeared lethargic at 24 and 48 hours, respectively. At the highest test
concentration of 0.400 mg a.s./L 80 % of the daphnids were dead or immobile within 24 hours. After 48 h 95 %
of the daphnids in this treatment g \p had died.

Behavioral observations : Daphnids appeared lethargic at 0.260 mg a.s./L and above. Onset time was 2 h.
Endpoints : S

ECsy (Daphnia magna, 24 h 5770.350 mg a.s./L (measured) (CL 95 % 0.260-0.400)

ECsy (Daphnia magna, 48K)F 0.332 mg a.s./L (measured) (CL 95 % 0.260-0.400)

NOEC (Daphnia magna, @8 h) = 0.160 mg a.s./L (measured)

Conclusion : O
The study is acceptabfe.
ECso (Daphnia ma i, 48 h) = 0.332 mg a.s./L (measured) (CL 95 % 0.260-0.400)
Kresoxim-methy&éxvery toxic to Daphnia magna.
o
c,_,Q
Acute toxioqft\y test of Reg. No. 242 009 with Daphnia similis Claus. (Nozaka T., 1991b).
«£

. R
Guidelifies :
Toxi@ly test with daphnia (Annex of Agricultural Chemicals Regulation Law of Japan)
GI &

- Material and Methods :

/QQ Test substance : kresoxim-methyl, chemical purity: 94 %, batch: N27

K
S
&
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Test species : waterfleas (Daphnia similis) s‘&\
Number of organisms, age : 10 waterfleas X 2 replicates/concentration, 4 days old 6\
Type of test : static test (24 hours)

Applied and measured concentrations :

nominal : water control; solvent control; 0.156, 0.313, 0.625, 1.25, 2.5, 5.0 mg a.s./L Q;Q
No analytical measurements. &
Test conditions : §

temperature : 25 + 2 °C Q)b
pH:7.7 N
oxygen content : 7.9 - 8.3 mg O,/L &
photoperiod : 14/10 hours light/dark cycle Q)Q)
Analytical methods : reversed phase HPLC with UV detection ,;Q
Findings : QO
Endpoints : &
ECs (Daphnia similis, 24 h) = 1.51 mg a.s./L (nominal) {0\5
NOEC (Daphnia similis, 24 h) = 0.156 mg a.s./L (nominal) o
Conclusion : O
The study is acceptable; nevertheless some deviations as the duration of the @ (24 hours) and the age of the
organisms (4 days) were recorded. 0\?
ECsy (Daphnia similis, 24 h) = 1.51 mg a.s./L (nominal) Qf_Z)
S

Effect of BF 490-1 on Daphnia magna STRAUS in an acute toxiciO{ﬁ\test. (Dohmen G.P., 1994b).
Guidelines : . \Q{o
EEC Directive 79/831 (updated 1989)
GLP: rid

<
Yes Q
Material and Methods : ,;Q

Test substance : BF 490-1, free acid metabolite of kresqgm-methyl (Reg. No. 262 451), chemical purity: 99.3 %
Test species : waterfleas (Daphnia magna) &

Number of organisms, age : 5 waterfleas X 4 replic@gs/concentration, not older than 24 hours

Type of test : static test (48 hours) )

Applied and measured concentrations : {\b

nominal : water control; 5, 15, 30, 60, 100 mgBF 490-1/L

measured : Recovery rates in the range of 9651 - 101.3 %

Test conditions : C\)éb

temperature : 19 + 0.5 °C o

pH:8.1+0.1 N

oxygen content : 9.1 mg O,/L b;z?'

medium : synthetic medium (rechstituted water)

total hardness : 2.55 mmol/L &

conductivity : 624 ps/cm \}Q’

photoperiod : 16/8 hours li@/dark cycle

light intensity : ca. 1000 1dx

Analytical methods : rgée’rsed phase HPLC with UV detection

Findings : Q
Endpoints : \(D

ECsy (Daphnia m@na, 48 h) > 100 mg BF 490-1/L (nominal) (highest concentration tested)
ECy (Daphnia @gna, 48 h) = 100 mg BF 490-1/L (nominal)

Conclusion : ¢,

The study i'@cceptable.

Kresoxin&@nethyl metabolite (free acid) is not toxic to Daphnia magna.
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()
Metabolite BF 490-5 has been detected in soil at levels above 5 % and has therefore been checked forSts
ecotoxicological potential. As daphnids have been shown to be of similar sensitivity as fish to the parent
compound and the main metabolite BF 490-1 and in order to avoid unnecessary testing, a study on Dgphnia
magna only has been performed. The absence of toxic effects confirms the low ecotoxicological potehtial and
does not warrant any further animal testing. bo
Acute toxicity of Reg. No. 286404 (Metabolite of BAS 490F) to Daphnia magna STRAUS @‘5’ a 48h static
test. (Janson G.-M, 2008). 03’0
Guidelines : \"Q
Test method C.2 EEC Directive 79/831 (updated 1989) (\O
OECD 202 &
EPA 850.1010 @0
GLP :
Yes
Material and Methods :
Test substance : BF 490-5, soil metabolite of kresoxim-methyl (Reg. No. 2866?4)’ chemical purity: 99.2 %,
batch: L76-100 )
Test species : waterfleas (Daphnia magna) Q-
Number of organisms : 5 waterfleas X 4 replicates/concentration, less tl\@% 24 hours old
Type of test : static test (48 hours) \33'
Applied and measured concentrations : . Coo
nominal : water control; solvent (Cremophor) control; 6.25, 12.5, @.0, 50, 100 mg BF 490-5/L
measured : water control; solvent (Cremophor) control; 6.34, 126, 25.3, 50.1, 99.7 mg BF 490-5/L
The concentration control analyses resulted in recovery rateg\& 99 — 102 % at t=0h, and 100 — 102 % at t=48h.
The test item is stable over the whole experimental period. g,
Test conditions : ,;Q
temperature : 20 - 21 °C QO
pH : 7.84 - 8.04 throughout the experiment \b
oxygen content : 8.2 - 8.6 mg O,/L O\)
medium : reconstituted water (M4 Elendt syntheti?‘ﬁnedium)
total hardness : 2.26 mmol/L (t=0h) {\b
conductivity : 614 pS/cm v
photoperiod : 16/8 hours light/dark cycle O()Z)
light intensity : 295 — 785 lux Ry
Analytical methods : reversed phase HP(b;C with MS detection
Findings : Q,Q
Behavioral observations : No abno@al behaviour detected at any dose up to 48h exposure.
Endpoints : o
ECsy (Daphnia magna, 24 — 48‘@ > 100 mg BF 490-5/L (nominal)
NOEC (Daphnia magna, 48\@5 100 mg BF 490-5/L (nominal)

Q
&
)

Conclusion : o
The study is acceptable. @
ECsy (Daphnia magn —48 h) > 100 mg BF 490-5/L (nominal)
Soil metabolite BF 4%0-5 is not toxic to Daphnia magna up to 100 mg/L.
&
&
Acute studiesg%th other aquatic invertebrates are not required, direct application to surface water is not foreseen.
However, esocosm study is available covering aquatic insects, too, showing no impact on this group of
organisn{sglp to and including the highest treatment level.
S
‘)
S
OC)
o
X2
N
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B.9.2.7 Chronic toxicity to aquatic invertebrates (Annex IIA 8.2.5) s‘&\
S
X

Determination of the chronic toxicity of Reg. No. 242 009 techn. to the waterflea Daphnia %Qg?na
STRAUS. (Elendt-Schneider B., 1993).

Sl
Guidelines : §
EEC Guideline X1/681/86, draft 4 Q)b
GLP : N
Yes {D
Material and Methods : Q)O)
Test substance : kresoxim-methyl, chemical purity: 93.7 %, batch: N36 ,;Q
Test species : waterfleas (Daphnia magna) QO
Number of organisms, age : 1 waterflea X 10 replicates/concentration, 2 - 24 hours s}

Type of test : semi-static test (21 days), renewal of test medium: three times a week Q
Applied and measured concentrations : o
nominal : water control; 0.01, 0.03, 0.1, 0.3, 1.0, 3.2, 10, 32, 100, 320 pug a.s./L \\'O
After 48 hours or 72 hours of the static phase the recovery rates were determi o be in the ranges of 79.3 % to
94.6 % without daphnids and 70.7 % to 99.8 % with daphnids in the test so&@ion, thus confirming the nominal
values in general as well. %)

Test conditions : Q-

temperature : 20 + 1 °C . \QQ

pH:7.1-79 @

oxygen content : 7.5 - 9.0 mg O,/L .(OO

Analytical methods : RP-HPLC with UV detection . \Q\

Findings : ‘Z?b

Q
Table 9.2.7-1 : Effects on daphnids exposed to kresoxim-ni@yl in a semi-static system over 21 days

Concen@tion (ng a.s./L) (nominal)

D>
0 0.01 | 0.03 0.1(§“ 0.32 1.0 3.2 10 32 100 | 320

] <
% Mortality adults - - - b‘:’-’ - - - - - - 100
(day 7) S

. g
% Mortality adults - - -2 - - - - - 10 - 100
(day 14) Rei
% Mortality adults - - \yQ - - - - - - 10 - 100
(day 21) b(b

N
Reproduction rate | 186.2 ,@5.4 174.7 | 163.7 | 1549 | 161.2 | 179.8 | 176.4 | 165.7 | 112.8 0
(offspring/adult) Y
A‘O
Dead young -0 - - - - - - - - 11.5 -
S
Aborted eggs per 50.2 0.2 0.4 0.4 0.5 0.2 0.4 0.4 0.6 0.4 -
>

live parent animal\fz

U
&
Endpoints : 0
LCy (Daphnij@wmagna, 21 d) = 0.1 mg a.s./L (nominal), related to parent animals
NOEC (génia magna, 21 d) = 0.032 mg a.s./L (nominal), related to offspring
Conclusjom :
The styfly is acceptable.
NO]?‘(Daphnia magna, 21 d) = 0.032 mg a.s./L (nominal), related to offspring
O
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A new study has been performed after writing the original dossier for submission in the USA. This studya)ﬁas
been conducted under flow-through conditions. The endpoint from this study proved to be higher than ifthe
original study with Daphnia (Elendt-Schneider B., 1993), therefore the lower endpoint from the origingl, Study
has been used in the risk assessment. Nevertheless, this new study has been included here for completen&

BAS 490 F: A flow-through life-cycle toxicity test with the Cladoceran (Daphnia magna). (G@ves W.C. et
al., 1996a).

K(DQ
Guidelines : @Q’
EPA 72-4(b) N
GLP: (\O
Yes c:}'
Material and Methods :

Test substance : kresoxim-methyl, chemical purity: 94.3 % (93.6 % reanalysis in I%Z{SQ) batch: N 36

Test species : waterfleas (Daphma magna)

Number of organisms, age : 2 replicates/treatment, 8 test compartments @talmng 1 daphnid and 4 test
compartments containing 5 daphnids per treatment, neonates, less than 24 houts old

Type of test : 21-day flow-through test, 5 volume additions of test water e\égy 4 hours

Applied and measured concentrations :

nominal : control; solvent control (0.08 mL/L dimethylformamide); 0. OQ% 0.015, 0.030, 0.060, 0.120 mg a.s./L

mean measured : control; solvent control (0.08 mL/L dlmethylforn\ﬁ‘nde) 0.0066, 0.013, 0.027, 0.055, 0.107
mg a.s./L c/_,

The concentration control analyses resulted in recovery rates of 8@ 97 % at day 0, 77 — 87 % at day 7, 80 — 93

% at day 14 and 93 — 107 % at day 21. b
Jol
Test conditions : &
temperature : 19.2 —20.1 °C 1)
pH:83 -84 N
oxygen content : 7.1 — 8.9 mg O,/L QO
total hardness : 124 — 140 mg/L as CaCO; O
photoperiod : 16/8 hours light/dark cycle §

light intensity : 510 lux
Feeding : mixture of yeast, Cherophyll® and @ut chow, as well as a suspension of the freshwater green alga
Selenestrum capricornutum
Assessments : assessment of immobility an&ortahty onday 2,5,7,9, 12, 14, 16, 19 and 21 after test initiation;
assessment of growth parameters and re uction at test termination (day 21)
Analytical methods : gas chromatog‘rar@r using electron capture detector
Findings : N

@
Table B.9.2.7-2 : Effect of kreso@?—methyl on the reproduction and parent mortality of Daphnia magna

Concentration (nominal) [pg;;g\?s /L]| Control " 7.5 15 30 60 120
Concentration (mean me1®red) Control? 6.6 13 27 55 107
[ng a.S/L] )
R

Offspring/parent er} 121 128 111 133 131 3*
Parent mortality (31 d) [%] 2 4 7 4 7 7
Parent 1engthf[QZ‘17n] 4.68 4.71 4.66 4.78 4.61 4.45%
Parent dry @fght [mg] 0.92 0.89 0.88 0.91 0.88 0.81*

(\v Endpoints [pg/L] (mean measured)
NOEgm d) 55
MATC (21 d) 77 (> 55 < 107)

192pooled data from negative and solvent control, as no statistically significant differences were observed between these two groups in any

7 of the results

/QQ * statistically significant difference compared to pooled controls (Student's t-test, p < 0.05)

<)
S
Séf
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No statistically significant effects on survival were found in any of the treatments when compared to the pooleds‘@\

control group (negative and solvent control) after 21 days. Daphnids in those groups appeared healthy a
normal during test with the exception of one lethargic daphnid in the 13 pg a.s./L treatment group on day: 6.
The number of offspring was not significantly different from pooled controls in the 6.6, 13, 27 and 55 p JL
treatment groups. A statistically significant reduction in reproduction occurred in the 107 pg a.s./L treatmgnt. No
statistically significant growth effects existed in the 6.6, 13, 27 and 55 g a.s./L treatment groups. Similarly,
lengths and dry weights of daphnids in the 107 pg a.s./L treatment only were statistically mgmﬁca@ reduced
when compared to the pooled controls (Student's t-test, p<<0.05).

| &
Conclusion : &
The study is acceptable. Q)Q,
NOEC (Daphnia magna, 21 d) = 0.055 mg a.s./L (mean measured) ,;Q
)

(}Q

B.9.2.8 Effects on algal growth (Annex IIA 8.2.6) {@7
K\,OQ
Effect of Reg. No. 242 009 on the growth of the green alga Anktstmdes@s bibraianus. (Dohmen G.P.,
1992a). R
QQ
&
Guidelines : )
OECD 201 (1984) S
LN
GLP: NG
Yes .o_;o
\

Material and Methods :

Test substance : kresoxim-methyl, chemical purity: 94 %, batcle27

Test species : unicellular freshwater green alga (Ankzstrodesrr& bibraianus, syn. Selenastrum capricornutum)
Number of organisms : initially: 3 x 10* cells/mL, 5 rephca‘@s/concentratlon

Type of test : static system (72 hours) \

Applied and measured concentrations : QO

nominal : water control; solvent control; 0.003, 0.01,@03, 0.1,0.3, 1.0, 3.0 mg a.s./L

Recovery rates were in the range of 25.4 to 61.6 % @the nominal values.

Test conditions : )
temperature : 22 £ 1 °C {\b
pH:8.0-89 v

photoperiod : continuous uniform 111um1nat&i

light intensity : ca. 8000 lux N

Analytical methods : reversed phase H with UV detection
Findings :

Observations : The lowest test co (btration 0f 0.003 mg a.s./L caused a growth inhibition of 8.5 %, the highest
dose of 3.0 mg a.s./L an 1nh1b1t10§of 100 %. No morphological effects on the alga could be observed.

Endpoints : \\'

Growth inhibition \\}Q’

ECso (dnkistrodesmus bibr@anus syn. Selenastrum capricornutum, 0 — 72 h) = 0.063 mg a.s./L (nominal)

EyCyo (Ankistrodesmus biBraianus syn. Selenastrum capricornutum, 0 — 72 h) = 0.007 mg a.s./L (nominal)
Conclusion :

The study is acceptabe.

EyCso (Anklstrodesm(gs bibraianus syn. Selenastrum capricornutum, 0 — 72 h) = 0.063 mg a.s./L (nominal)
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Guidelines : (0{0
OECD 201 (1984) Q3

. Q
GLP: o)
Yes <
Material and Methods : Q

Test substance : BF 490-1, free acid metabolite of kresoxim-methyl (Reg. No. 262 451), chemical ﬁnty 99.3 %
Test species : unicellular freshwater green alga (Pseudokirchneriella subcapitata, syn. Selenastr(?bw capricornu-
tum)

Number of organisms : initially: 3 x 10* cells/mL, 5 replicates/concentration, 10 replicates for@%trol

Type of test : static system (72 hours)

Applied and measured concentrations : (\O
nominal : water control; 1, 3, 10, 50, 150, 300, 500 mg BF 490-1/L (}
Recovery rates were in the range of 94.5 to 102 %. {@7
Test conditions :

temperature : 22 + 1 °C .;\\'OQ
pH:7.9 \{D
photoperiod : continuous uniform illumination R
light intensity : ca. 8000 lux ®O)
Analytical methods : reversed phase HPLC with UV detection Q-
Findings : . §

Observations : At the two lowest test concentrations a slight sti aﬁ\'ation of the growth (biomass) could be
determined. At the highest dose tested, i.e. 500 mg/L, the 1nh1b1t1(u33rate was 41.9 %. No morphological effects
on the alga could be observed. .\Q

Endpoints : >

EyCso (Pseudokirchneriella subcapitata, 0 — 72 h) > 500 mg @490 1/L (nominal) (highest concentration tested)
EyCio (Pseudokirchneriella subcapitata, 0 - 72 h) = 51.5 mg BF 490-1/L (nominal) (95 %: 28 - 96 mg/L)

E.Cso (Pseudokirchneriella subcapitata, 0 - 72 h) > 500 m?BF 490-1/L (nominal)

E.Cyy (Pseudokirchneriella subcapitata, 0 - 72 h) = 382@g BF 490-1/L (nominal) (95 %: 192 - 761 mg/L)
NOEC,, (Pseudokirchneriella subcapitata, 0 - 72 h) @0 mg BF 490-1/L (nominal)

Conclusion : O

The study is acceptable. 3_;0

EyCso (Pseudokirchneriella subcapitata, 0 — 72y > 500 mg BF 490-1/L (nominal) (highest concentration tested)
E,Csy (Pseudokirchneriella subcapitata, 0 - 7(2)2’21‘1) > 500 mg BF 490-1/L (nominal)

)

N

Tier 1 Non target aquatic plant toxic&éf) study on BAS 490 F (242009). (Hughes J. and Jackson S., 1994).

I 0
Guidelines : b(b
US EPA - FIFRA - Pesticide asSessment guidelines - Subdivision J, Hazard evaluation: Non target-plants
guidelines 122-2 Growth and rQﬁoductlon of aquatic plants, Tier 1

GLP:

Yes

Material and Methods :
Test substance : kresoxim-methyl, chemical purity: 94.68 %, batch: N33

Test species : see table.-below

Type of test : staticksystem

Applied and mea&&ed concentrations :

One concentra equivalent to the highest application rate in the US (1Lb a.s./acre - overspray situation of a
pond with a dgpth of 6 inches): 0.301 mg a.s./L

Analytical #iethods : GC with ECD detection

Test conditions : see table below

Si
>
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Table B.9.2.8-1 : Summary of study parameters - non-target aquatic plant toxicity study s‘\(,\\
Parameter Measurement, setting or condition for each species . @D
‘O
Test organism | Selenastrum Anabaena Naviculosa Skeletonema Lemna gibbsz(Z>
capricornutum | flos-aquae pelliculosa costatum §
Nominal 301 301 301 301 301 S
concentration, Q)b
ug a.s./L N
=
Test duration 5 days 5 days 5 days 5 days zl?f days
\'\
Medium AAP AAP AAP/Si MAA (\O 20X-AAP
—~
Temperature 24+2°C 24+2°C 24+£2°C 20£2 °Cf°\§o 25+2°C
Illumination Continuous Continuous Continuous Contin\@us Continuous
cool-white, cool-white, cool-white, cool{@‘hite, cool-white,
4306 + 646 2153+ 323 4306 + 646 43@&: 646 4198-5813
lumens/m? lumens/m? lumens/m? _’]@ens/m2 lumens/m?
<
Shaking Continuous, 100 | Manually, once | Continuous, 10@> Manually, once | None
oscillations/min. | per day oscillations/ng}& per day
Inoculum size 3000 cells/mL 3000 cells/mL 3000 cells&:olL 10000 cells/mL | 12 fronds (4 3-
& frond plants)
&
Biomass Days 3,4 and 5 |Days 3,4 and 5 Dayég}, 4and5 |Days3,4and5 |Days2,4,7,9,
monitoring Q 11 and 14
O
o
Findings : \b{\
N
Table B.9.2.8-2 : Effects of kresoxim-methyl on s@%ral algal taxa and aquatic plant
Selenastrum Angbaena Naviculosa | Skeletonema Lemna gibba
capricornutum gg&-aquae pelliculosa costatum
- O
concentration on | »5g ¢7 1923333 274.67 282.67 23133
day 0 (ug a.s./L) Q§J
a.s. concentration ,@Q
at the end of the 167.67 (d gl? n.d. (d5) 226.0(d 5) 87.33(d5) n.d. (d 14)
test (ug/L) ES
BF 490-1 metabo- &
lite concentration D
at the end of the 113@3 ds) 285.32(d5) 52.22 (d5) 199.98 (d 5) 298.69 (d 14)
test (ug/L)
Percent inhibition C“V98.1 % 7.92 % 63.7 % 61.8% 10.2 %
biomass increaseé\ inhibition stimulation inhibition inhibition inhibition

n.d.: not detecte@t'
Q

Conclusion
This studyGs not required by the Directive 91/414/EEC.

Significdnt inhibition of the biomass increase was recorded for Selenastrum capricornutum, Naviculosa
sa, Skeletonema costatum.
s lower than 50 % for Lemna gibba and Anabaena flos-aquae mean that further testing is not required

pellic
Eff;

(@erican rules).
9
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Added in March 2010: &
&

A new study has been performed after writing the original dossier for submission in the USA, where at that tz,io.fne
longer duration studies had been required. This study has been included here for completeness. The end@oint
from this study (59.4 pg a.s./L) is similar to the endpoint of the standard algal test (63 pg a.s./L from Dohmen
G.P., 1992a) which is used in the risk assessment. Q’\&
BAS 490 F: A Tier 1I 5-day toxicity test with the freshwater alga (Selenastrum capricornutumgio’l‘hompson
S.G. et al., 1995). N

K(D
Guidelines : @Q’
EPA 123-2 ,;Q
GLP : (\O
Yes &
Material and Methods : {@7
Test substance : kresoxim-methyl, chemical purity: 94.68 %, batch: N 33
Test species : unicellular freshwater green alga (Pseudokirchneriella s@capitata, syn. Selenastrum
capricornutum) ,éb
Number of organisms : initially: 3 x 10* cells/mL, 3 replicates/concentration 0\?
Type of test : static test (5 days) Qg;
Applied and measured concentrations : )
nominal : control; solvent control (25.8 pL/L dimethylformamide); @61, 0.0323, 0.0645, 0.129, 0.258 mg
a.s./L 1)
measured at day 0 : control; solvent control; 0.0122, 0.0250, 0.058,5«,_,@ 144, 0.289 mg a.s./L
measured at day 5 : control; solvent control ; 0.0176, 0.0233, O.QA\@B, 0.125, 0.230 mg a.s./L

Test conditions : >
temperature : 22.3 — 25.3 °C @’Z’
pH:7.4-7.5 (day 0) ; 7.8 — 8.6 (day 5) 1)
photoperiod : continuous light ,;Q
light intensity : 4310 — 4840 lux QO
Analytical methods : gas chromatograhy with electro@apture detection
Findings : O\)

2N

Table B.9.2.8-3 : Effects of kresoxim-methyl @the growth of the green alga Pseudokirchneriella subcapitata
(syn. Selenastrum capricornutum) v

Concentration [png/L] nominal (ho)w 16.1 323 64.5 129 289

Concentration [ug/L] initially measun&t 12.2 25.0 58.5 144 289

Inhibition in biomass growth (72 h) [%T] 5.5 18 | s | omr | o
>’ Endpoints [pg/L] (initially measured)

E,Cso (0-72 h) & 59.4

NOEC (0-72 h) N 12.2

* Statistically significant c&r@%ed to the pooled control replicates (Bonferroni t-test, p < 0.05)

No morphological eégcts on algae were observed. At test concentrations of 58.5 ug a.s./L and higher a
statistically signiﬁg&t reduction of cell densities could be observed when compared to the pooled controls
(Bonferroni t—tes&? <0.05).

o
Conclusion : . 2
The study i{fs\lcceptable.
EyCso (Pséudokirchneriella subcapitata, 0 - 72 h) = 0.0594 mg a.s./L (based on day 0 measured concentrations)
NOEC Qél’seudokirchneriella subcapitata, 0 - 72 h) = 0.0122 mg a.s./L (based on day 0 measured concentrations)
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B.9.2.9 Effects on the organisms of the sediments (Annex IIA 8.2.7) \s@
o)
c.o{o
No study is required. Effects on the organisms of the sediments are evaluated in the mesocosm study. ~Q(D
Q
$
Added in March 2010: $
>

Kresoxim-methyl is not stable in water (DTs, < 2 d) and does not adsorb to any significant extentég) the sediment
over a prolonged period of time. Thus, a test on sediment-dwelling organisms is not warranteds Furthermore, an
outdoor mesocosm study (Dohmen, 1995) is available allowing to assess the risk to benthic spgcies; it showed no
impact up to and including the highest treatment level with several applications of 33.3 pg @/L.

)

C}Q
B.9.2.10 Effects on aquatic plants (Annex ITA 8.2.8) {@5
;\\'OQ
Effects on Lemna gibba were observed in the study of Hughes J. and Jackson S\(@ 994). See point B.8.2.8
R
N
&
Added in March 2010: )
S
A test on aquatic plants is not needed for a fungicidal compound wit@t indications of phytotoxicity. This is the
9

case for kresoxim-methyl. 9
&

>
B.9.2.11 Acute toxicity of the preparations MENTOR, CQ@)IT and ALLEGRO (Annex IIIA 10.2.1)
(%]

~Q

X
Acute toxicity study on the rainbow trout (Oncorhy{@hus mykiss WaLBAUM 1792) of BAS 492 01 F in a
static system (96 hours). (Munk R., 1994a). \b

&

Guidelines : &_,Q
EPA, Parag. 72-1, 1982; guideline is acceptabli\b
GLP: o
Yes Q()Z’
Material and Methods : \éb
Test substance : BAS 492 01 F, SE csacnfaining 151.15 g/L kresoxim-methyl and 305.37 g/L fenpropimorph —
formulation MENTOR

Test species : rainbow trout (Oncog&'nchus mykiss)
Number of organisms, weight, lgngth, age : 10 fish/concentration/replicate, 1.7 g (range: 1.2 - 2.2 g), 5.6 cm
(range: 4.9 - 6.3 cm), about 5 n@lths old, loading: 0.17 g fish/L water
Type of test : static system (9\@&0urs)
Applied and measured conc@ntrations
nominal : water control; 0%81, 1.0, 1.47, 2.15, 3.16, 4.64, 6.81 mg MENTOR/L
Recoveries for kresoxim-methyl varied between 84.0 - 95.3 % of the nominal concentration at t=0 to
49.3 -57.9 % after 48chours (due to hydrolysis of the parent compound)
Test conditions :  «_
3 first parameters\fﬁeasured daily
temperature : 112 12 °C
pH :8.3 - 8.6,
oxygen comﬁlt :10.8 - 11.5 mg O,/L at day 1 and 9.5 - 10.3 mg O,/L at day 4
total hardsiéss : about 2.5 mmol/L
photop tiod : 16/8 hours light/dark cycle
Analytical methods : HPLC with UV detection
Findthgs :
A@rtalily : Mortality occurred in the first hour of the test.
-Behavioral observations : Apathy, narcotic-like state, discolorations and tumbling in all dose levels with
'QQ surviving fish except the lowest one at 0.681 mg/L. No effects were monitored in the control group.

cg'.
N
&
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Endpoints : N
LCsy (Oncorhynchus mykiss, 1 — 4 - 24 h) = 1.848 mg MENTOR/L (95 % confid. limits: 1.592 - 2. 143
(nominal) (0{0
LCs (Oncorhynchus mykiss, 96 h) = 1.470 mg MENTOR/L (10 % significance level) 0
LCy (Oncorhynchus mykiss, 96 h) = 1.0 mg MENTOR/L (nominal) Q;Q
NOEC (Oncorhynchus mykiss, 96 h) = 0.681 mg MENTOR/L (nominal) <

LCs (Oncorhynchus mykiss, 96 h) > 0.81 < 1.2 mg MENTOR/L (significance level: 10 %; 1 %) (mea@red)
LCy (Oncorhynchus mykiss, 96 h) = 0.493 mg MENTOR/L (measured)

NOEC (Oncorhynchus mykiss, 96 h) = 0.366 mg MENTOR/L (measured) i\@
Conclusion : &
The study is acceptable. 0"

LCso (Oncorhynchus mykiss, 96 h) = 1.470 mg MENTOR/L (nominal concentration) is thq&ﬁost adequate due to
the occurrence of the mortality during the first hour of the test and the hydrolysis of kre@lm—methyl at the end

of the test. &
N
$

Effect of BAS 492 01 F on Daphnia magna STRAUS in an acute toxicity test.;@cohmen G.P., 19944d).
g

Guidelines : 0\?
OECD 202, EEC Directive 79/831 (updated 1989) Q
GLP : <
Yes §

. N
Material and Methods : NG
Test substance : BAS 492 01 F, SE containing 151.15 g/L kresox@l methyl and 305.37 g/L fenpropimorph —
formulation MENTOR . \Q\
Test species : waterflea (Daphnia magna) >
Number of organisms, age : 5 waterfleas X 4 replicates/conc@ation, 2 - 24 hours old
Type of test : static test (48 hours) 1)
Applied and measured concentrations : Q
nominal : water control; 0.25, 0.5, 0.75, 1.0, 1.5, 2.0, 3 ang MENTOR/L
Recovery of kresoxim-methyl and its acid metabol@s between 88.6 - 92.2 % after 48 hours. This analysis
confirms the hydrolysis of the parent compound. &
Test conditions : 2)
test medium : synthetic water (reconstituted, M@ccordmg to Elendt)
temperature : 19 - 20 °C
pH:7.92-8.24 o‘f’
oxygen content : 8.8 - 9.1 mg O,/L c\)éb
total hardness : 2.55 mmol/L
photoperiod : 16/8 hours light/dark czg?e
light intensity : 900 - 1000 lux
Analytical methods : reversed thse HPLC with UV-detection
Findings :
Mortality : No mortality occ@d up to 0.5 mg/L.
Behavioral observations : l(b
Endpoints : 4
ECsy (Daphnia magn h) = 1.2 mg MENTOR/L (nominal) (95 % limits: 1.06 - 1.37 mg/L)
ECy (Daphnia magnaz48 h) = 0.5 mg MENTOR/L (nominal)
Conclusion : s\(b
The study is acceip%ble.
ECs (Daphniaébagna, 48 h) = 1.2 mg MENTOR/L (nominal) (95 % limits: 1.06 - 1.37 mg/L)
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Effect of BAS 492 01 F on the growth of the green alga Pseudokirchneriella subcapitata. (Dohmen G. Ps’:@\
1994e). o

Guidelines :

OECD 201 (1984) o
GLP : 5

Yes §
Material and Methods : b

Test substance : BAS 492 01 F, SE containing 151.15 g/L kresoxim-methyl and 305.37 g/L f@proplmorph -
formulation MENTOR, batch: 93-2

Test species : unicellular freshwater green alga (Pseudokirchneriella subcapitata syn. Selen@%um capricornu-
tum)

Number of organisms: initially : 1 x 10* cells/mL, 5 replicates/concentration (\O
Type of test : static test (72 hours) &
Applied and measured concentrations : {QQ

nominal : water control; 0.003, 0.01, 0.03, 0.1, 0.3, 1.0 mg MENTOR/L

measured concentrations ranging from 86.5 - 92.1 % of the nominal concentratlo@at day 0

Recoveries at the end of the test (parent compound + free acid metabolite): 9,%@ % and 53.0 % of the nominal
concentrations at doses 1 and 0.1 mg/L respectively (53.0 % due to values fo§1&: metabolite below the detection
limit) @

Test conditions : Q-
temperature : 22 + 1 °C . \QQ
pH measured at the end of the test : 8.02 - 8.09 \f’z?'
photoperiod : continuous uniform illumination (OO

light intensity : 8000 lux -
constant shaking at 125 rpm

Analytical methods : reversed phase HPLC with UV- detectlo@

b\Q

Findings : 1)
Observations : Q

The lowest test concentration of 0.003 mg/L caused a l(@mass inhibition of 6.7 %, the highest dose of 1.0 mg/L
an inhibition of 98.4 %.

The lowest test concentration of 0.003 mg/L cause@)a growth inhibition of 2.1 %, the highest dose of 1.0 mg/L
an inhibition of 71.2 %. 5_?

Morphological effects on the alga could be ob§erved, i.e. thickening and rounding, in few single cells at 0.01
mg/L and more frequently at higher concentraﬁbns (only mentioned in the abstract of the study).

Endpoints : Q,

EyCso (Pseudokirchneriella subcapitata, cQ):—(b 72 h) = 0.08 mg MENTOR/L (nominal) (95 % limits: 0.037 - 0.201
mg/L)

EvCio (Pseudokirchneriella subcapthtg 0—72h)=0.01 mg MENTOR/L (nominal) (95 % limits: 0.001 - 0.023
mg/L) bfv

NOEC,, (Pseudokirchneriella subéapltata 0—-72h)=0.01 mg MENTOR/L (nominal)

E.Cso (Pseudokirchneriella sub@plmm 0—72 h) =0.443 mg MENTOR/L (nominal) (95 % limits: 0.328 - 0.598
mg/L)

E.Cyg (Pseudoklrchnerzella@%capztata 0—72h)=0.036 mg MENTOR/L (nominal) (95 % limits: 0.026 - 0.051
mg/L)

Conclusion : O

The study is acceptabe.

EpCso (Pseudokzrch(z(grzella subcapitata, 0 — 72 h) = 0.08 mg MENTOR/L (nominal) (95 % limits: 0.037 - 0.201
mg/L) \.

E.Cs (Pseudolfstchnerzella subcapitata, 0 — 72 h) = 0.443 mg MENTOR/L (nominal) (95 % limits: 0.328 - 0.598

mg/L) 2
&
s\O
&
Q
S
Ke
@b
N
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Sublethal toxic effects on the rainbow trout (Oncorhynchus mykiss W.) of BAS 492 01 F in a ﬂow-throughs‘@\
system (28 days). (Munk R., 1995a). S
&
Guidelines : (]

OECD 204 (updated version 1984) Q
Draft-OECD guideline “Proposal for: fish juvenile growth test - 28 days” of March 92 was also conmde@d
GLP: $

Yes Q)b

Material and Methods : N

Test substance : BAS 492 01 F, SE containing 151.15 g/L kresoxim-methyl and 305.37 g/[&@npropimorph -
formulation MENTOR, batch 93-2

Test species : rainbow trout (Oncorhynchus mykiss) “Q

Number of organisms, weight, length, age : 20 animals X 1 replicate/concentration, 1. Oé% (range: 0.8 - 1.2 g),
4.64 cm (range: 4.2 - 5.3 cm), about 6 months old &

Type of test : rlow-through system (28 days) {@7

Applied and measured concentrations : o

nominal : water control; 0.0004, 0.002, 0.01, 0.05, 0.25, 1.25 mg MENTOR/L \\'O

The two lowest concentrations (0.0004 and 0.002) were added during thébcourse of the study since an
impairment of body weight in the 0.01 mg/L dose was observed.

measured concentrations (sum of parent compound and its acid free metawaot)e) ranging from 56 - 188 % of the
nominal concentrations.

Test conditions : . \QQ
flow rate : 10 L/h per aquarium \KE'
The 3 following parameters were determined daily. . (,_,o
temperature : 13+ 1 °C .\Q\
pH : about 8.3 >
oxygen content : 8.5 - 11.2 mg O,/L J\Q,(b
total hardness weekly determined : 2.3 mmol/L 1)
photoperiod : 16/8 hours light/dark cycle ,;Q
Analytical methods : HPLC with UV detection QO
Findings : RS

o

Table 9.2.11-1 : Effects in rainbow trouts exposetﬁ MENTOR in a flow-through system over 28 days

O
(ﬁlcentration (mg MENTOR/L) (nominal)

0 (water 0.0& 0.002 0.01 0.05 0.25 1.25

control) qu)
Mortality (day 28) 0 —k@ 0 5% 0 20 % 15% 20 %

S}
Body weight - OQ - smaller body weight | impairment of the mean body weight
Length (§ and body length in | and length in these test groups at the p <
& the 0.002 group but |0.01 level
Q)A(D not statistically
QC) significant
Symptoms Q - - apathy, discoloration/dark, reduced and/or no feed
1) ; o :
N consumption, swimming near the bottom of the aquaria,
(@) . C . . .
FQ tumbling, accelerated respiration, mucosis secretion from the
Q(D anus, narcosis-like state
]
Mortalzty\o he mortality occurred during the second half of the test (days 13 - 28).
Endpoi

LCs corhynchus mykiss, 28 d) > 1.25 mg MENTOR/L (nominal)
NOESE (Oncorhynchus mykiss, 28 d) = 0.0004 mg MENTOR/L (nominal) is based on the mortality and clinical
s% ptoms data
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Conclusion : S
The study is accepted as valid nevertheless some deviations of the recoveries. 6\
NOEC (Oncorhynchus mykiss, 28 d) = 0.0004 mg MENTOR/L (nominal) is based on the mortality and chrgﬁ:al
symptoms data

Determination of the chronic toxicity of BAS 492 01 F to the waterflea Daphnia magna STRA@ (Jatzek
H.J., 1994).

_— S
Guidelines : &
EEC Guideline X1/681/86, draft 4 >
GLP: \\.Q
Yes QO
Material and Methods : &

Test substance : BAS 492 01 F, SE containing 151.15 g/L kresoxim-methyl and 385.37 g/L fenpropimorph -
formulation MENTOR, batch: 93-2 o

Test species : waterflea (Daphnia magna) O

Number of organisms, age : 1 animal X 10 replicates/concentration, 2 - 24 hour;g'%ld

Type of test : semi-static test (21 days) 0\)

Applied and measured concentrations : )

nominal : water control; 0.002, 0.004, 0.008, 0.016, 0.031, 0.063, 0.125, 0.25, 0.5, 1.0 mg MENTOR/L
measured concentrations : 78.4 - 103.2 % of the nominal concentratlonscﬁst after dilution.

Recoveries 0f 49.8 - 88.2 % after 48 hours due to hydrolysis of paren@bmpound

Test conditions :

Synthetic medium M4 was used for the culture and test. RenewalQ? the test solution three times a week.

temperature : 19.1 -21.2 °C b
pH:7.6-8.4 @’Z’
oxygen content : 7.2 - 9.2 mg O,/L 1)
total hardness : 2.20 - 3.20 mmol/L ,;Q
photoperiod : 16/8 hours light/dark cycle QO

Analytical methods : HPLC with UV detection §
@)

Findings :
*Q
Table 9.2.11-2 : Effects on daphnids exposed tq@fIENTOR in a semi-static system over 21 days
‘O
S@ncentration (mg MENTOR/L) (nominal)
0 0.002 %&4 0.008 | 0.016 | 0.031 | 0.063 | 0.125| 0.25 | 0.5 1.0
R
% Mortality adults - - ;Z;D - - - - - - - - 20 %
(day 7) o
QO
% Mortality adults - ‘§ - - - - - - - - - 60 %
(day 14) Y
AN
% Mortality adults 6@ - - - - - - - - - [ 90%
(day 21) &
Reproduction rate«_ T1157 [ 1165 1063 | 98.1 | 86.3 | 66.6 | 44.0 | 10.9 0 0 0
(offsprmg/adult),\'O
0
Dead young ch 0 2.1 5.5 4.4 6.5 2.1 0.5 1.1 0 0 0
Q
Aborted qg%s per 0 0 0.2 0 0.1 2 0.4 0.4 0 0 0
live pa@at animal
~
&

Endpoints
Ngc (Daphnia magna, 21 d) = 0.008 mg MENTOR/L (nominal), related to offspring

-Lonclusion :

.’\ The study is acceptable.

O
S
s‘%
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&
Added in March 2010: N
S

Acute toxicity test on the rainbow trout (Oncorhynchus mykiss WALBAUM 1792) of BAS 490 02 F ‘14;@
static system (96 hours). (Munk R., 1994a). *Q

Q
Guidelines : &
US EPA, Subdivision E, § 72-1 (1982) $

Test method C.1 EEC Directive 84/449 (updated 1989) Q)b

OECD 203 (adopted 1992) N

GLP : &

Yes Q)O_;

Deviations: O

-fishes were placed into the aquaria about 45° after the test article was added (deviation {@thout major effect on
the outcome of the test). X

-the analysis of the water at study termination demonstrated that also the control ples were contaminated
with an amount of test article (0.033 - 0.048 mg/L) o

Material and Methods : O

Test substance : BAS 490 02 F, kresoxim-methyl 50 % granulate (actual: 4\@7 %) - formulation CANDIT,
batch: 92-5 G

Test species : rainbow trout (Oncorhynchus mykiss) 0)
Number of organisms, weight, length, age : 10 fishes (5 months) in (%_e aquarium/concentration, 54.2 mm
(range: 47 - 65), 1.42 g (range: 0.9 - 2.5 g), charge 0.14 g fish/L water;. 2 O

observations on 1, 4, 24, 48, 72 and 96 hours \35'

Type of test : st system (96 hours) S
Applied and measured concentrations : \

nominal : control; 0.0464, 0.0681, 0.100, 0.147, 0.215, 0.316, oz4%4 0.681 mg CANDIT/L
measured concentrations (mean of 2 samples): Q)

-at the beginning of test: ranging from 21 - 64 % of the nomzpal concentrations:

0.010, 0.019, 0.064, 0.046, 0.065, 0.086, 0.108, 0.192 mg EANDIT/L

-at 96 h: ranging from 38 - 148 % of the nominal concentrations:

0.069, 0.043, 0.136, 0.076, 0.098, 0.145, 0.175, 0. ZSS\?EANDIT/L

Remark of RMS: The measured concentrations aiér\lommal levels of 0.147 mg CANDIT/L and above are >10%
lower than intended. In the report, it was state Cthat the solubility was poor and irreproducible. It was observed
that the granulate did not decompose immed@ately and homogeneous sampling was difficult under the study
conditions. It was also stated that the "geneg’ated hydrolysis product was taken into account but cannot explain
the deficit in active ingredient”. Contral‘i.@ to the opinion of the notifier, who took into account nominal dose-
levels to express the relevant endpoint@%&l\/ls is of the opinion that the value should be corrected for the loss of
a.s.. Based upon the loss of a.s. at thg doses >NOEC, the average analytically detected concentrations (t=1h —
96 h) were used to express the end@mts.

Test conditions : §

medium : active C filtered no@erated tap water

temperature : 11 - 12 °C A(D

pH:84-8.6

oxygen content : 9.6 - mg O,/L throughout the test (> 6.5 mg/L, thus > 60 % saturation at 12 °C)

total hardness : 250 mg (as CaCQ0;), 2.5 mmol/L

photoperiod : 16/8 ‘h@urs light/dark cycle

Analytical metho@@ reversed phase HPLC with UV detection

o

Findings : COQ

Behavioral@ser\/ations : Fishes exhibited symptoms like discoloration, apathy, convulsions, tumbling at 464
ng/L (nofiinal) and were in a narcotic-like state at the top dose (681 pg/L nominal). Onset time of signs was 4 h.
Mortaliy’: 96 h-mortality was observed at 464 pug/L (3/10, onset time 48 h) and at the top dose (10/10, onset
time ﬁ)

En@)ints b

I@so (Oncorhynchus mykiss, 96 h) = 0.500 mg CANDIT/L (nominal)

\{\\42C50 (Oncorhynchus mykiss, 96 h) = 0.150 mg CANDIT/L (analytical)
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NOEC (Oncorhynchus mykiss, 96 h) = 0.316 mg CANDIT/L (nominal) s‘\@\\
NOEC (Oncorhynchus mykiss, 96 h) = 0.095 mg CANDIT/L (analytical) 6\

Conclusion :

The study is acceptable. Q;Q
LCso (Oncorhynchus mykiss, 96 h) = 0.150 mg CANDIT/L (analytical) &
CANDIT is very toxic to rainbow trout. <

Acute toxicity test on the common carp (Cyprinus carpio L.) of BAS 490 02 F in a static sg?em (96 hours).
(Munk R., 1994b). @

Guidelines : (\O
US EPA, Subdivision E, § 72-1 (1982) &
OECD guideline 203 @0
EEC test method C.1 (Dir 84/449, update 12/1992) o
Deviations: none O
GLP : &
Yes "G
Material and Methods : (Z)o)
Test substance : BAS 490 02 F, kresoxim-methyl 50 % granulate (actual: 48.37 %) — formulation CANDIT,
batch: 92-5 . \QQ
Test species : common carp (Cyprinus carpio L.) \33'
Number of organisms, weight, length, age : 10 fishes in one aquar'@@n/concentration, 53.6 mm (range: 44 - 59),
2.75 g (range: 1.6 - 4.0 g), charge 0.28 g fish/L water; ,\Q\
observations on 1, 4, 24, 48, 72 and 96 hours >
Type of test : static system (96 hours) Q

. . <
Applied and measured concentrations : o
nominal : water control; 0.215, 0.464, 1.0, 2.15, 4.64, 10@ CANDIT/L
measured concentrations (mean of 2 samples): QO
-at the beginning of test: ranging from 83 - 119 % of{@e nominal concentrations:
0.256, 0.472, 0.960, 1.951, 3.841, 8.499 mg CAND@/L
-at 96 h: ranging from 72 - 105 % of the nominal §ncentrations:
0.225, 0.468, 0.966, 1.946, 3.626, 7.204 mg C@DIT/L

v

Remark of RMS: The measured concentra@ns at nominal levels of 2.15 mg CANDIT/L and above are >10%
lower than intended. At 96 h, 72 — 91 @(37 of nominal levels >NOEC were recovered. Therefore, the average
analytical concentrations (t=1h— 96 hQQrwere used to determine the endpoints.

Test conditions : (‘Z}(;7

medium : active C filtered tap watet, non aerated
temperature : 21 - 23 °C O

pH:83-8.6 Y

oxygen content : 7.6 - 8.4 IR?QOZ/L throughout the test

total hardness : 250 mg/L @as CaCO;), 2.5 mmol/L
photoperiod : 16/8 hou,gé{ight/dark cycle

Analytical methods :éeversed phase HPLC with UV detection

N
Findings : ~
Behavioral obsérvations : Fishes exhibited symptoms like apathy, tumbling at 2.15 mg/L (nominal) and were in
a narcotic-likg,State at 4.64 mg/L nominal and above. Onset time of signs was 1 h.
Mortality @ h-mortality was observed at 2.15 mg/L (6/10, onset time 24 h), 4.64 mg/L (9/10, onset time 4 h)
and at thé$op dose (10/10, onset time 1 h).

Endpoifits :
LC5O£;rinus carpio, 96 h) = 2.15 mg CANDIT/L (nominal)
L%@Cyprinus carpio, 96 h) = 1.946 mg CANDIT/L (analytical)

-NOEC (Cyprinus carpio, 96 h) = 1 mg CANDIT/L (nominal)

/QQNOEC (Cyprinus carpio, 96 h) = 0.96 mg CANDIT/L (analytical)
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Conclusion : S
The study is acceptable. 6\
LCso (Cyprinus carpio, 96 h) = 1.946 mg CANDIT/L (analytical)
CANDIT is toxic to common carp.

Effect of BAS 490 02 F on Daphnia magna STRAUS in an acute toxicity test. (Dohmen G.P., 199&3).

Guidelines : Q
Test method C.2 EEC Directive 79/831 (updated 1989) &
OECD 202 S
GLP :
Yes
Material and Methods : &

Test substance : BAS 490 02 F, kresoxim-methyl 50 % granulate (actual: 48.37 %)’— formulation CANDIT,
batch: 92-5 Q

Test species : waterfleas (Daphnia magna) O

Number of organisms : 5 waterfleas X 4 replicates/concentration, 24 and 48 ho@ observation

Type of test : static test (48 hours) "G

Applied and measured concentrations : Q)o)

nominal : water control; 0.01, 0.025, 0.050, 0.075, 0.1, 0.25, 0.5, 0.75 m, &NDIT/L

measured : only the nominal doses of 0.1, 0.5 and 0.75 mg/L were anal

att =0 h, the level of a.s. was 0.073, 0.442 and 0.662 mg a.s./L, cor@?pondmg with 72.9 %, 88.4 % and 88.2 %
of nominal

at t = 48 h, the level of a.s. was 0.0558, 0.383 and 0.588 mg a. s\.@ (average value of 4 samples), corresponding

with 56 %, 77 % and 78 % of nominal ’Z?b
Remark of RMS: The notifier also analysed the content of @e acid metabolite (Reg No. 262451=BF 490-1), and
the concentration was added to the content of active mg'\%dlent the total level amounted to 0.078, 0.454 and
0.721 mg/L, accounting for respectively 78 %, 91 % n@ % of nominal.
However, it has been demonstrated in earlier tests thab this metabolite was not acutely toxic to water organisms
(LCsp > 100 mg/L), and therefore only the concer@)anon of the a.s. itself should be taken into account. RMS
proposes to correct the obtained value of the LC@) value and the NOEC with the mean recovery at the nearest
nominal level, i.e. 64.4 % and 82.5 %, respecti
@
Test conditions : o
medium : reconstituted water (M4 Elendt\s?nthetlc medium)
temperature : 19.3 - 19.8 °C Qy
pH : 8.1 - 8.2 throughout the experi
oxygen content : 8.1 — 8.6 mg OZ/Ib(D
total hardness : 2.34 mmol/L
conductivity : 600 uS/cm ,\\9
photoperiod : 16/8 hours hgh\»@ark cycle
light intensity : 900 — IOOOAIDX
Analytical methods : revefSed phase HPLC with UV detection
Findings : QS)
Behavioral observatzqns Daphnids appeared impaired at 0.75 mg/L (nominal).
Endpoints : 9\
ECs (Daphnia na, 48 h) = 0.350 mg CANDIT/L (nominal)
ECsy (Daphnia fpagna, 48 h) = 0.289 mg CANDIT/L (corrected for a mean recovery of a.s. of 82.5 %)
NOEC (Daphnin magna, 48 h) = 0.1 mg CANDIT/L (nominal)
NOEC (Dq@nia magna, 48 h) = 0.064 mg CANDIT/L (corrected for a mean recovery of a.s. of 64.4 %)
Conclusi
The study is acceptable.
ECsodDaphnia magna, 48 h) = 0.289 mg CANDIT/L (corrected for a mean recovery of a.s. of 82.5 %)
CA@TDIT is very toxic to Daphnia magna.
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Effect of BAS 490 02 F on the growth of the green alga Pseudokirchneriella subcapitata. (Dohmen G.P.,s@

1994a). S
0

Guidelines : ‘Z;O

Test method C.3 EEC Directive 79/831 (updated 1989) Q;Q

OECD 201 (1984) $

GLP : $

Yes Q)b

Material and Methods : N

Test substance : BAS 490 02 F, kresoxim-methyl 50 % granulate (actual: 48.37 %) — form&il@tion CANDIT,

batch: 92-5 @

Test species : unicellular freshwater green alga (Pseudokirchneriella subcapitat(,o syn. Selenastrum

capricornutum)

Number of organisms : initially (t=0h) : 1 x 10* cells/mL, 5 replicates/concentration, I replicates for control

Type of test : static system (72 hours) Q

Applied and measured concentrations : o

nominal : water control; 0.003, 0.01, 0.03, 0.1, 0.3, 1, 3 mg CANDIT/L \\_O

measured : only the nominal doses of 0.1 and 3 mg/L. were analysed at start o@e test and at 72 h. The level of

a.s. (average value of 2 samples) "G

att=0h was 0.062 and 2.88 mg a.s./L corresponding with 62 % and 96 ‘Vg@%ominal;

att=72 h was 0.051 and 2.44 mg a.s./L corresponding with 51 % and 81{\.0 of nominal.

Remark of RMS: The notifier also analysed the content of the aci@qetabolite of kresoxim-methyl (Reg No.
262451=BF 490-1) at t = 72 h and the concentration was added to,ﬂ@ content of active ingredient; the total level
amounted to 0.082 and 3.28 mg/L, accounting for respectively 82@?6 and 109 % of nominal.

However, it has been demonstrated in earlier tests that this metabolite was not acutely toxic to water organisms
(ECso >100 mg/L), and therefore only the concentration of @e a.s. itself should be taken into account. RMS
proposes to correct the obtained value of the EC, value w\ié@kfhe recovery at the nearest nominal (in this case the

lowest) level, mean measured, i.e. 57 %. X
KS
Test conditions : \b
temperature : 21 £ 1 °C Q\)
pH:7.92-8.12 S
photoperiod : continuous uniform illumination {\b
light intensity : ca. 8000 lux v
Analytical methods : reversed phase HPLC&ith UV detection
Findings : C\)@
Observations : No morphological effe%&on algae were observed.
]
Table B.9.2.11-3 : Effect of CANDEF on the growth of the green alga Pseudokirchneriella subcapitata
L Concentration (mg CANDIT/L) (nominal)
Endpoint 0 - 72 h @ 0.003 0.01 0.03 0.10 0.30 1.0 3.0
Growth rate inhibition (%) -3.2 2.0 23.2 68.2 93.2 97.8 98.3
Biomass inhibition (0/,0Q)‘0 -0.8 0.5 54 23.1 533 65.3 69.3
- Negative values indic{e‘& stimulated growth
5\(0
Endpoints : X

Expressed in n l\inal concentrations:

EyCso (Pseudokirchneriella subcapitata, 0 — 72 h) = 0.071 mg CANDIT/L (95%: 0.059 — 0.083)

EyCo (Pseo@kirchneriella subcapitata, 0 — 72 h) = 0.015 mg CANDIT/L (95%: 0.011 —0.019)
£

ErC5$;\éudokirchneriella subcapitata, 0 — 72 h) = 0.532 mg CANDIT/L (95%: 0.405 —0.714)

Ercl\) seudokirchneriella subcapitata, 0 — 72 h) = 0.033 mg CANDIT/L (95%: 0.019 — 0.051)

@ressed in analytically measured concentrations (correction for 57 % recovery):
B, Cso (Pseudokirchneriella subcapitata, 0 — 72 h) = 0.040 mg CANDIT/L
/QQ EyCio (Pseudokirchneriella subcapitata, 0 — 72 h) = 0.0086 mg CANDIT/L

;.
N
&
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E.Csy (Pseudokirchneriella subcapitata, 0 — 72 h) = 0.303 mg CANDIT/L s‘\@\\
E.Cyy (Pseudokirchneriella subcapitata, 0 — 72 h) = 0.019 mg CANDIT/L é\
. &
Conclusion : (]
The study is acceptable. Q:Q

EyCso (Pseudokirchneriella subcapitata, 0 — 72 h) = 0.040 mg CANDIT/L (correction for 57 % recoverﬁ
E.Csy (Pseudokirchneriella subcapitata, 0 — 72 h) = 0.303 mg CANDIT/L (correction for 57 % recov@)
CANDIT is very toxic to algae. Q)b

S
Q@
S

g
The acute toxicity for fish, aquatic invertebrates and algae was tested with the formulatiQ@ BAS 494 02 F. As
BAS 494 02 F is a minor change to BAS 494 04 F (details are given in document JM3), é@s study is considered

relevant to assess the potential risk arising from uses of BAS 494 04 F. &
N
N

Acute toxicity study on the rainbow trout (Oncorhynchus mykiss WALBAUQ@ 1792) of BAS 494 02 F in a
static system (96 hours). (Munk R., 1994). \{Z’

-9

N
Guidelines : Q_‘_Z)O)
US EPA, Subdivision E, § 72-1 (1982) )
OECD guideline 203 S
EEC test method C.1 (Dir 84/449, update 12/1992) \KS'
GLP : o

N
Yes L
o N

Material and Methods :

>

Test substance : BAS 494 02 F, SE containing 126.25 g/L (I{Qﬁﬁinal 125.0 g/L) kresoxim-methyl and 126.22 g/L
(nominal 125.0 g/L) epoxiconazole — formulation ALLEGR), batch: 93-1
Test species : rainbow trout (Oncorhynchus mykiss ) ,;Q
Number of organisms, weight, length, age : 10 ﬁsh/cq@entration/replicate, 1.8 g (range: 1.2 - 3.6 g), 4.87 cm
(range: 4.0 - 6.0 cm), about 4 months old, loading: 0.18 g fish/L water
Type of test : static system (96 hours) §
Applied and measured concentrations : 8_?
nominal : water control; 1.0, 1.47, 2.15, 3.16, 4.64, 6.81 mg ALLEGRO/L
measured concentrations of kresoxim-methyl (#nean of 2 samples):
-at the beginning of test: ranging from 93 - Eg’ % of the nominal concentrations:
0.972,1.42,2.02,2.98, -, 6.70 mg ALLE@O/L (no meaningful degradation)
-at 96 h: only nominal levels of 1, 1.47@nd 2.15 mg ALLEGRO/L were analysed, and measurements amounted
to 0.502, 0.699 and 1.17 mg ALLEG&%)/L, representing 50 %, 48 % and 55 % of the nominal concentrations,
respectively (at t = 1 h, the value at these levels were 97 %, 97 % and 94 % respectively). The time-weighed
average (1 — 96 h) is 74 %, 73 % and 75 %.

L
Remark of RMS: The notifi \élso analysed the content of the acid metabolite of kresoxim-methyl (Reg No.
262451=BF 490-1) and theA@)ncentration of this hydrolysis product was added to the content of active ingredient
measured at t = 96 h (avefage of 2 samples only for the levels 1, 1.47 and 2.15 mg/L). The total level amounted
t0 0.792, 1.15 and 1.82 mg/L, accounting for respectively 79 %, 78 % and 85 % of the nominal value.
However, it has beencdemonstrated in earlier tests that this metabolite was not acutely toxic to water organisms
(LCso> 100 mg/L)é\é?id therefore only the concentration of the a.s. itself should be taken into account.

&~
In conclusion, ? measured concentrations of kresoxim-methyl at all levels was > 10 % lower than intended at
96 h. RMS osed to correct the obtained endpoints for an overall recovery of 74 % of kresoxim-methyl for
the whole ddration of the test (1 — 96 h).
«Q
The re@ery of epoxiconazole in the preparation was 100 — 109 % (t = 0 h) and 93 — 98 % (t = 96 h), thus no
corrgé.hon is necessary.
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Test conditions : N
temperature : 13 - 14 °C 6\
pH:84-89 -9
oxygen content : 8.6 - 11.55 mg O,/L throughout the experiment Q;o
total hardness : about 2.5 mmol/L Q:Q
photoperiod : 16/8 hours light/dark cycle &
Analytical methods : HPLC with UV detection §
— S
Findings : {‘\\

Mortality : Mortality occurred in the first hour of the test (3/10) at the top-concentration; fro

mortalities were observed at 2.15 mg/L and above, and 100 % mortality occurred at 24 — 48 hgt> 2.15 mg/L.
~Q

.
Table 9.2.11-4 : Effect of ALLEGRO on the growth of the rainbow trout (Oncorhynchus pkiss)

Concentration (mg/L) nominal 1.00 1.47 2.15 5 4.64 6.81
Concentration (mg/L) analytical' 0.74 1.09 1.59 0234 3.43 5.04
Mortality (/10) 1 h 0 0 0o ¥ o 0 3
4h 0 0 3.5 8 10 10
24-96h 0 0 12" | 10 10 10
" corrected for 74 % recovery throughout the study (1 — 72 h) §

N
Behavioral observations : Tumbling was observed at 2.15 mg/L; c@%lsions and lethargic state were observed
at 3.16 mg/L onwards. 4
&
Endpoints : b
LCso (Oncorhynchus mykiss, 96 h) = 1.8 mg ALLEGRO/L (ngfmnal)

LCs (Oncorhynchus mykiss, 96 h) = 1.33 mg ALLEGRO%Q(analytlcal)

NOEC (Oncorhynchus mykiss, 96 h) = 1.47 mg ALLg(ﬁ{O/L (nominal)

NOEC (Oncorhynchus mykiss, 96 h) = 1.09 mg AL RO/L (analytical)
<
Conclusion : b%
The study is acceptable.
LCs (Oncorhynchus mykiss, 96 h) = 1.8 m%)éYLEGRO/L (nominal)
ALLEGRO is toxic to rainbow trout. 17
&
Q‘b
Effect of BAS 494 02 F on Daphn%@zagna STRAUS in an acute toxicity test. (Dohmen G.P., 1995a)
e
Guidelines : $
Test method C.2 EEC D1rect1v§‘7 9/831 (updated 1989)
OECD 202 s
GLP: Q)@
Yes
Material and MethodsQ/

Test substance : BA§l94 02 F, SE containing 126.25 g/L (nominal 125.0 g/L) kresoxim-methyl and 126.22 g/L
(nominal 125.0 g/@epoxwonazole formulation ALLEGRO, batch: 93-1
Test species : waterfleas (Daphnia magna)
Number of orgﬁims 5 waterfleas X 4 replicates/concentration, neonates, less than 24 hours old;
24 and 48 hetits observation
Type of tesh: static test (48 hours)
Applied-ajid measured concentrations :
nommé‘\ water control; 0.2, 0.3, 0.45, 0.6, 0.8, 1.0 mg ALLEGRO/L
measited concentrations of kresoxim-methyl (mean of 2 samples, only nominal levels of 0.2, 0.45 and 1.0 mg/L
anééddmonally the stock solution, 125 mg/L, were analysed):
AF the beginning of test: 0.180, 0.372 and 0.933 mg ALLEGRO/L (no meaningful degradation, as recovery was
@?0 %, 83 % and 93 % of nominal)
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-at 48 h: (i) without daphniae: 0.153, 0.338 and 0.776 mg ALLEGROY/L, representing 76 %, 75 % and 78 % ofs‘@\
the nominal concentrations, respectively, 6\
and (ii) with daphniae: 0.163, 0.342 and 0.756 mg ALLEGRO/L, representing 82 %, 76 % and 76 % of ﬂae

nominal concentrations, respectively ~Q(D
Based upon these overall recoveries throughout the experiment (82 %, 80 %, 89 %), a correction was notdeemed
necessary. §

Q)b
Test conditions : N
medium : reconstituted water (M4 Elendt synthetic medium) &
temperature : 20.3 - 21.3 °C Q)Q,

pH : 7.95 - 8.13 throughout the experiment ,;Q
oxygen content : 8.7 - 8.9 mg O,/L (\O
total hardness : 2.49 mmol/L &
conductivity : 673 pS/cm {Q\W
photoperiod : constant artificial light o
Analytical methods : reversed phase HPLC with UV detection \\O

Findings N
Behavioral observations : Daphnids appeared impaired at 0.6 mg/L (nomi&gﬁand above.

Table 9.2.11-5 : Effect of ALLEGRO on the immobility of the Daphnic\(ﬁ;zgna

Concentration (mg ALLEGRO/L) (nominal)
Endpoint 24 —48 h 0.2 0.3 (’f" 0.45 0.6 0.8 1.0
Immobile (%) 24 h 0 (r)»b 0 0 15 80
48h 0 K 0 15 70 100

N
Endpoints : QO
ECso (Daphnia magna, 48 h) = 0.73 mg ALLEGRO/L{nominal)
NOEC (Daphnia magna, 48 h) = 0.45 mg ALLEG (nominal)

;/_)Q

Conclusion : O
The study is acceptable. (§
ECsy (Daphnia magna, 48 h) = 0.73 mg AL@GRO/L (nominal)
ALLEGRO is very toxic to Daphnia magg@?

Q‘b
Effect of BAS 494 02 F on the %;@'{szth of the green alga Pseudokirchneriella subcapitata. (Dohmen G.P.,
1995c).
&
N\
Guidelines : >
I N

Test method C.2 EEC Dlre e 79/831 (updated 1989)
OECD 201 (1984) Q
GLP :
Yes Q/
Material and Metho&
Test substance : BAS 494 02 F, SE containing 126.25 g/L (nominal 125.0 g/L) kresoxim-methyl and 126.22 g/L.
(nominal 125.0 ¢§L) epoxiconazole — formulation ALLEGRO, batch: 93-1
Test species, < unicellular freshwater green alga (Pseudokirchneriella subcapitata, syn. Selenastrum
caprlcornu@n)
Number Q@rgamsms initially (t=0h) : 1 x 10* cells/mL, 5 replicates/concentration, 10 replicates for control
Type ofdest : static system (72 hours)
Applied and measured concentrations :
al : water control; 0.003, 0.01, 0.03, 0.1, 0.3, 1, 3 mg ALLEGRO/L
sured : only the nominal doses of 0.03, 0.3 and 3 mg/L (start and end), and in addition the stock solution 10
. {glg/L (only start) were analysed. The level of a.s. (average value of 2 samples)
,QQat t=0h was 0.032, 0.316 and 2.811 mg a.s./L corresponding with 94 — 106 % of nominal
att=72 h was 0.013, 0.269 and 2.289 mg a.s./L corresponding with 44 %, 90 % and 76 % of nominal.

O
S
Séf
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Remark of RMS: However, at 72 h, notifier took into account both the a.s. kresoxim-methyl and its hydrolic»‘@\oj
degradate (acid metabolite Reg No. 262451=BF 490-1) to calculate the recovery. 6\
However, it has been demonstrated in earlier tests that this metabolite was not acutely toxic to water organisiis
(ECso > 100 mg/L), and therefore only the concentration of the a.s. itself should be taken into acc@unt.
Unfortunately, the separate concentrations were not reported in this experiment. )

Therefore, RMS would propose to correct the obtained value of the EC, value with the recovery atéﬁe nearest

nominal (in this case the lowest) level at, mean measured, i.e. 75 % e}
&

Test conditions : &
temperature : 22 + 1 °C Q)Q,
pH:7.9 N
photoperiod : continuous uniform illumination (\O
light intensity : ca. 8000 lux &
Analytical methods : reversed phase HPLC with UV detection {@7

Q
Findings : \\,O

Observations : At the lowest dose, few scattered cells showed morphological q@%ges. At 0.03 mg/L up to 50 %
and at the top-dose up to 80 % of the algae showed morphological changes (safaller and rounder).

%)
Table 9.2.11-6 : Effect of ALLEGRO on the growth of the green alga Pseégokirchneriella subcapitata

N
Concentration’i@lg ALLEGRO/L) (nominal)
: T
Endpoint 072 h 0.003 0.01 “&03 0.10 0.30 1.0 3.0
Growth rate inhibition (%) -5.2 1.4 .Q\ 6.9 2.9 12.2 25.2 40.7
Biomass inhibition (%) -8.9 14.5 n(bb 23.9 17.9 41.5 66.6 79.5
- Negative values indicated stimulated growth Q}v
N
Endpoints : QO
Expressed in nominal concentrations: O

EyCso (Pseudokirchneriella subcapitata, 0 — 72 h) :(§398 mg ALLEGRO/L (95%: 0.166 — 1.320)
EwCo (Pseudokirchneriella subcapitata, 0 — 72 hb)§0.010 mg ALLEGRO/L (95%: 0.0004 — 0.034)

E.Csy (Pseudokirchneriella subcapitata, 0 — 7ﬁ) >3 mg ALLEGRO/L

E.Cyy (Pseudokirchneriella subcapitata, 0 ;}& h) =0.161 mg ALLEGRO/L (95%: 0.099 — 0.262)
N

Expressed in analytically measured congpgntrations (correction for 75 % recovery):

EyCso (Pseudokirchneriella subcapit%&% 0—72h)=0.299 mg ALLEGRO/L

EvCio (Pseudokirchneriella subca;%t‘ﬁi‘a, 0—72h)=0.0075 mg ALLEGRO/L

E.Cso (Pseudokirchneriella sulz@%itata, 0—72h)>2.25 mg ALLEGRO/L
E.Cio (Pseudokirchneriella S\Qg&apil‘am, 0—72h)=0.121 mg ALLEGRO/L
o
Conclusion : QJA
The study is acceptab O
EyCso (Pseudokirchneriella subcapitata, 0 — 72 h) = 0.299 mg ALLEGRO/L (correction for 75 % recovery)
E.Cs (Pseudokirchq@riella subcapitata, 0 — 72 h) > 2.25 mg ALLEGROY/L (correction for 75 % recovery)
ALLEGRO is Ve&goxic to algae.
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B.9.2.12 Mesocosm study (Annex ITIA 10.2.2) \,@\
o)

-9

N
The effects of BAS 490 02 F in an aquatic ecosystem - an outdoor microcosm study. (Dohmen G.P., I\Sg‘fﬁ.

o

Guidelines : &
“Guidance document on testing procedures for pesticides in fresh-water mesocosms” SETAC Europe§992)
“Proceedings of a workshop on aquatic microcosm for ecological assessment of pesticides” SET%@RESOLVE
(1992) N

“Freshwater field tests for hazard assessment of chemicals” Hill et al. (1994) <§

GLP: 60)

Yes \\.Q

Material and methods : QO

Test substance : kresoxim-methyl, as contained in BAS 490 02 F, WG containing 50% g a.s./kg - formulation
CANDIT, batch: 93-4 @0

Scenarios : o

The study performed simulates the ‘worst case’ exposure scenarios resulting fro%gpplications in orchards at 0.2
kg product/ha (100 g a.s./ha). 6 applications have been made at intervals of abQtit 2 weeks, the first one on 19-
04-95 and the last one on 28-06-95. 3 drift patterns were investigated (4 %, 2&‘%, 100 % - 30 cm water depth).
Experimental design : )

[3 replicates (tanks) + 1 tank with fishes (Cyprinus carpio)] for each conc&ration and the control

The mesocosm site located in BASF research station of Limburger\ (south-west Germany) consists of 16
single round tanks (diameter: 2.84 m; height: 1.5 m). They are emk@ded in the soil, about 10 cm protruding.
They are constructed in black polyethylene high density to avoid a,d@rpion of test substance.

They contain from bottom to edge : S
- 15 cm of sand >
- 5 cm of clay 14

Q
- 10 cm of natural sediment coming from lake ‘Neuhofenerq&ltrhein’: the sediment was taken at a water depth of
50 - 100 cm at 1 - 5 m from the shore. It has a high sand@ntent (85 % particles > 200 pum), little organic matter
(0.2 % OC), low CEC (0.9 meq/100g), (pH = 8.1).
- 100 cm water (6335 L water/tank) coming from lalgé‘Neuhofener Altrhein’. Absence of eventual pesticides in

water was assessed. o\)
- 20 cm free at the top of the tank ?/_,Q
Findings : {\b

o

Physico-chemical parameters in water O()Z)

Oxygen content (average %; diurnal cye@, pH (mean values; diurnal changes), conductivity, organic content,
hardness, nutrients : no effect related toreatments
N4

Phytoplankton (80 taxa) >
- Cyanophyta : No effect related Qreatments; important variability between samples
- Euglenophyta : No effect rela{& to treatments; important variability between samples
- Cryptophyta (Chroomonas @rdstedti, Cryptomonas erosa) : The population development of C. erosa differed
from the Chroomonas curvgy statistically significant higher densities of C. erosa in the highest treatment as
compared to control _ @
- Dinophyta : No d elated effects; these algaec were found only sporadically during the course of the
experiment.
- Chlorophyta : N(\@ose-related effect; Ankistrodesmus and Scenedesmus populations densities were similar in
treatments and caﬁ?rol during the course of the experiment
- Chrysophyta (Diatomeae as dominant group, Chrysophyceae, Xantophyceae) : No dose-related effect
- Total diversity (Simpson’s diversity index) : No dose-related effect; diversity curves of treatments and control
are parallel@uring the course of the experiment
- Chlorophylls (‘a’ found in eukaryotic algae, ‘b’ found in Chlorophyta, ‘c’ found in Cryptophyta, Dinophyta,
Chrysophyta) : No dose-related effect; the evolution of chlorophylls content during the course of the experiment
is sir@g: in the different treatments and control.

- P@phyton : non-pelagic species growing on glass plates (biomass, chlorophyll amount) : No dose-related

e@ct; due to the important variability between replicates it was impossible to detect differences between the
-Greatments.

o\

cg'.
N
&
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L
Macrophytes N
(Chara fragilis, Elodea nuttallii, Myriophyllum spicatum, Najas marina, Potamogeton sp. : No effect recorde@sy\
visual assessement of macrophytes communities. (0{0
(

Zooplankton (50 taxa) Q;Q

- Cladocera : Highest concentration of a.s. caused some transient reduction in population levels; two weeks
after the last application the cladocera populations had recovered.

Effect of the a.s. on Daphnia longispina at the highest dose - recoveries occurred between the applications.

- Copepoda : Detrimental effects on Eudiaptomus gracilis (Calanoida) at the highest dose. i\\

Numbers of Cyclopidea is slightly higher in treatment than in control (difference is not significagt).

- Rotatoria : Only one species showed increased numbers in the highest concentration as cgiitpared to control.

This may be due to reduced competition of Cladocera and Calanoida ,;Q
- Testacea, Heliozoa, Ostracoda, Acari : No effect due to treatment. QO
\
2)
Sediment species N
-Tricladia, Gastropoda, Bivalvia, Oligocheta, Hirudinea, Crustacea (Aselus aquat{c§s), Acari (Hydrachnellae),

Ephemeroptera, Odonata (Zygoptera), Heteroptera, Coleoptera, Trichoptera, Dip@a : No negative impact in the
benthic community; the overall number of organisms in the high treatment a{@ greater than in control but the
difference is not statistically significant. S
D

Emerging insects (25 taxa identified) Q-

- Trichoptera, Ephemeroptera, Odonata, Coleoptera, Diptera : No nega\ﬂ& impact on the insects populations due
to treatment; the average total number of emerged insects and t]ﬁé’average number of taxa in control and
treatments are quite similar during the course of the experiment | {,_,O

&
Fishes >
Carp (Cyprinus carpio) : J\Q,(b
- (mortality in the control and the lowest concentration) g,
- no effect on fish growth (length, weight) ,;Q

- no effects on behaviour; fishes were in good conditior(\o
- dissection (treat. III) reveals no pathological abnorgialities (all organs, gills, intestines in good conditions)

NS
L
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B.9.2.12-1 : Concentrations of kresoxim-methyl and its acid metabolite (BF 490-1) when applied to a mesocosmsS
system N
52
C I I m &
S
Scenario Control 100 g a.s./hain | 100 g a.s./hain | 100 g a.s¢ha in
orchard; orchard; orchagi,
20 m buffer 5 m buffer ovegsbpray
zone zone % ente-
4 % drift 20 % drift 7<b,mg water
applied concentration 0 pg a.s./L 1.33 pg a.s./L 6.65 ng a.s./].éc 33.3 pg a.s./L
<
Concentration of a.s. and metabolite in water é)\'
theorical cumulative level of a.s. 0 pg/L 7.98 ng/L 39.%&;;& 199.8 ng/L
at the last application (to be \\,O
compared with metabolite + a.s. o}k(b
level - 28.6.94) N
23,9
metabolite + a.s. at the last appli- - 5.4 pg/L 21.0 pg/L 111.9 pg/L
. O
cation (28.6.94) (*) XS
- 1.3 ug/I@ 1.9 pg/L 4.3 pg/L
kresoxim-methyl level at the last Y
application (28-06-94) - 4'1\%@(& 19.1 ng/L 107.6 pg/L
>
metabolite level at the last J\Q)(D
application (28.6.94) QO
kresoxim-methyl level before - <§ 0.2 pg/L 0.07 ng/L 0.9 pg/L
winter (4.10. 94) (*) RS
- O\) 1.4 ng/L 2.5 pg/L 44.0 pg/L
metabolite level before winter 200
(4.10. 94) (%) (\b
‘O
kresoxim-methyl level after win- &)— 0 pg/L 0 pg/L 0 pg/L
ter (4.4.95) (¥) 0
o - 0.7 ng/L 3.2 ug/L 27.2 pg/L
. . o
metabolite level after winter Q
(4.4.95) (%) 53’
'~

.@ncentrations of a.s. and metabolite in sediment
(analysi\s@@ere performed at 3 dates 3 to 13 days after the applications)

kresoxim-methyl level O’A(b

No accumulation of a.s. in the sediment (n.d. or sporadically found)

&

&

metabolite level

The metabolite is easily soluble in water and absent of the sediment

(n.d. or sporadically found)

(*) : average of t}{& tanks which do not contain fishes

k
(o
Conclusion : <

This study ghows that the effects of the a.s. in a mesocosm are less important than in laboratory studies with

single testGpecies.

- Never@eless effects on some zooplankton species were observed at the highest dose (unrealistic situation of

overspray)

- Kr¢soxim-methyl degraded rapidly between the applications; there was never accumulation of the a.s. in water

Tle degradation of metabolite BF 490-1 is less rapid and there was a steady increase of this substance in water
.4p to the last application. The degradation was rapid during mid-summer but slowed down during autumn and
,QQ\winter

- There was no accumulation of a.s and its free acid metabolite in the sediment.
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Added in March 2010: N
S
There is low risk from kresoxim-methyl under realistic worst case conditions with maximum peak concentragon
of 33 puga.s./L. *Q(D
NOEC = 0.0067 mg a.s./L o)
NOAEC = 0.0333 mg a.s./L &
&
>
B.9.2.13 Residue data in fish (Annex IIIA 10.2.3) ég)
U
L
Q)O)
Not required : bioaccumulation study was provided ,;Q
)
Added in March 2010: (:3\(\

was performed. The bioconcentration factor for whole fish was 220 and elimina:@n was very rapid. Due to the
fast degradation of kresoxim-methyl in water and the rapid excretion of th%@ctive substance from fish it is
concluded that there is no risk of bioaccumulation in food chains. R

Thus residues of the active substance of BAS 490 02 F in fish are of no cca_@%n and no accumulation in the food
chain is to be expected. X

<
&
N
B.9.2.14 Supplementary studies of toxicity to fish and aquatic ilélrtebrates (Annex IITA 10.2.4)
&
>
No study required. J\@’b
\~'Q®
Added in March 2010: QO
O

Sublethal toxic effects on the rainbow trout (Ond?rhynchus mykiss WALBAUM 1792) of BAS 490 02 F in
a flow-through system (28 days). (Munk R., lgﬁc).
Guidelines : ‘§
OECD 204: Fish, Prolonged Toxicity Test: d%—Day Study
Draft OECD Guideline: Proposal for: Fis&-@uvenile Growth Test — 28 days
o

GLP :

Yes Q,Q

Material and Methods : (‘z?'

Test substance : BAS 490 02 F(\?resoxim—methyl 50 % granulate (actual: 48.37 %) - formulation CANDIT,
batch: 92-5 9

Test species : rainbow trout (@corhynchus mykiss)

Number of organisms, weight, length, age : 20 fish in one aquarium/concentration, 4.7 cm (range: 4.3 — 5.1 cm),
1.01 g (range: 0.8 - 1.2 g)Zapproximately 5 months old

Type of test : flow-thr system (28 days), 10 L/hour/aquarium, aquarium volume 60 L

Applied and measured-concentrations :

nominal : control; Q@l9, 0.056, 0.167, 0.50 mg CANDIT/L

measured : onlybtfi?e nominal doses of 0.056, 0.167, 0.50 mg/L were analysed at weekly intervals. From the
lowest test congentration (0.019 mg/L) the stock dilution was analysed instead due to the detection limit.

at test initiatien™: 85.8 — 92.5 % of nominal

at test term@tion :77.6 — 97.6 % of nominal

mean ov&&omplete range of the study : 76.7 — 102.2 % of nominal
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Remark of RMS: The notifier also analysed the content of the acid metabolite (Reg No. 262451=BF 490-1), ang\s‘\(,\\

the concentration was added to the content of active ingredient. o
However, it has been demonstrated in earlier tests that this metabolite was not acutely toxic to water organisiis
(LCs0> 100 mg/L), and therefore only the concentration of the a.s. itself should be taken into account. Ho er,
since in the study report only the sum of a.s. and metabolite BF 490-1 is reported as measured concentreit(\@n, it is

not possible to calculate measured concentrations for a.s. only. RS
Q
9

Test conditions : Q)b

temperature : 13 - 15 °C N

pH:82-84 &

oxygen content : 10.2 mg— 11.5 mg O,/L @Q’

total hardness : 2.2 — 2.4 mmol/L N

photoperiod : 16/8 hours light/dark cycle (\O

Analytical methods : reversed phase HPLC with UV detection &

Findings : {@

Table B.9.2.14-1 : Chronic toxicity (28 day) of CANDIT on rainbow trout (Onca@nchus mykiss)
Concentration [mg/L] Control 0.019 0. 056\03 0.167 0.5
nominal S

Mortality [%] 0 0 'y 0 100
38
Symptoms none none «$hone none --
Mean weight [g] 331 3.43 O 341 3.38 n
Mean length [cm] 6.69 6.77 -G 6.86 6.86 --
O’PO Endpoints [mg/L]
LCs (28 d) o 0.29(>0.167<0.5)'
NOEC (28 d) S 0.167

-- = not applicable, all animals dead >

I'LC5 estimated as geometric mean between LC, and LCS,},.

Kresoxim-methyl caused no mortality up to a cg%entratlon 0f 0.167 mg/L. 100 % mortality was observed at the
highest test concentration of 0.5 mg/L. No toxi€ symptoms were seen in the remaining treatment groups after 28
days. No significant effects of kresoxim-methyl on weight and length gain were detected.

| &
Conclusion : O
The study is acceptable. Q(z>
NOEC (Oncorhynchus mykiss, 28 d& 0.167 mg CANDIT/L (nominal)

Q
Effect of BAS 490 02 F on‘,&he reproduction of Daphnia magna STRAUS in a chronic toxicity test.
(Dohmen G.P., 1994c).

Q)A‘b
Guidelines :
EC Guideline X1/681/ée(draft 4), OECD 202
GLP: >
Yes 6\
Material and Maﬁrods

Test substanczQ BAS 490 02 F, kresoxim-methyl 50 % granulate (actual: 48.37 %) - formulation CANDIT,
batch: 92-5

Test speréés. waterfleas (Daphnia magna)

Numberxaof organisms, age : 1 waterflea/replicate, 10 replicates/treatment, neonates, 2 - 24 hours old
Type (@gest : 21-day semi-static test, changing of test solution 2-3 times a week
&
S
-9
N
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Applied and measured concentrations :

nominal : control; 0.020, 0.040, 0.060, 0.090, 0.150, 0.250 mg CANDIT/L
mean measured :

t=0h:86.2—-92.7 % of nominal (only a.s. measurements)

t=48 —72 h:52.8 — 67.5 % of nominal (only a.s. measurements)

RMS calculated mean recovery rate : 74.8 %

Test conditions :
temperature : 20 — 21 °C
pH:8.1-8.8

oxygen content : 9.0 — 9.5 mg O,/L @
total hardness : 2.51 —2.78 mmol/L
photoperiod : 16/8 hours light/dark cycle
light intensity : 1000 lux

Feeding : mixture of green alga Pseuokirchneriella subcapitata and Scenedesmus subspgicatus
Assessments : assessment of immobility and mortality on day 2, 4, 5, 7, 8, 9, 11, 12-J4, 16, 18, 19, 20 and 21

after test initiation; assessment of reproduction at test termination (day 21) \\'O
Analytical methods : HPLC with UV detection \{D
-9
N
Findings : Qg’q
Table B.9.2.14-2 : Effect of CANDIT on the reproduction and parent m\qﬁélity of Daphnia magna
- >
Concentration Control |  20.0 400 |0 60.0 90.0 150.0 250.0
(nominal) [pg/L] K
Offspring/parent 166.6 159.5 162.8f§Q 145.5 166.0 156.5 21.6*
Parent-mortality [%] 0 0 02 0 0 0 0
" Endpoints [ng/L]
NOEC (21 d) & 150
LC, (21 d) > 250

* statistically significant difference compared to control (Dun@'s multiple comparison test, o = 0.05)

No mortality of parent animals was observe§ in any of the treatment groups after 21 days. The number of
offspring was significantly reduced compa(ﬁd to the control only at the highest test concentration of 250 pg
BAS 490 02 F/L. \éb

O
. o
Conclusion : Q
The study is acceptable. ,‘D\(p
NOEC (Daphnia magna, 21 d) = 07150 mg CANDIT/L (nominal)
NOEC (Daphnia magna, 21 d);\\'@.l 12 mg CANDIT/L (nominal) (based on mean recovery rate 74.8 %)
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The chronic toxicity for fish and aquatic invertebrates was tested with the formulation BAS 494 02 F. ASs‘\S\\
BAS 494 02 F is a minor change to BAS 494 04 F (details are given in document JM3), this study is consider
relevant to assess the potential risk arising from uses of BAS 494 04 F. (0{0

Sublethal toxic effects on the rainbow trout (Oncorhynchus mykiss WALBAUM 1792) of BAS 49442 F in
a flow-through (28 days). (Munk R., 1995). $

o o
Guidelines : N

OECD 204: Fish, Prolonged Toxicity Test: 14-Day Study &

Draft OECD Guideline: Proposal for: Fish, Juvenile Growth Test — 28 days Q)Q,

GLP : N

Yes (\O

Material and Methods : &

Test substance : BAS 494 02 F, SE containing 126.25 g/L (nominal 125.0 g/L) kres@rl-methyl and 126.22 g/L
(nominal 125.0 g/L) epoxiconazole — formulation ALLEGRO, batch: 93-1 o

Test species : rainbow trout (Oncorhynchus mykiss) O

Number of organisms, weight, length, age : 20 fish in one aquarlum/concent@on 5.23 cm (range: 4.8 — 5.6
cm), 1.32 g (range: 1.1 - 1.5 g), approximately 4 months old

Type of test : flow-through system (28 days), 10 L/hour/aquarium, aquarlugtﬂy lume 60 L

Applied and measured concentrations :

nominal : control; 0.012, 0.06, 0.3, 1.5 mg ALLEGRO/L .\Q
mean measured : \33'
0.06 mg/L : 73.1 — 101.1 % of nominal S
0.3 and 1.5 mg/L : 84.0 — 118.2 % of nominal . \Q\

Test conditions : >
temperature : 13 - 15 °C J\Q,(b
pH:8.2-8.5 o

oxygen content : 9.8 mg — 10.9 mg O,/L ,;Q

total hardness : 2.3 — 2.4 mmol/L QO

photoperiod : 16/8 hours light/dark cycle RS
Analytical methods : HPLC with UV detection §
9

Findings : Qb
v
Table B.9.2.14-3 : Chronic toxicity (28 daypof ALLEGRO on rainbow trout (Oncorhynchus mykiss)
. 9
concentiaton][mg/l] Controls| 0.012 | 0.06 03 15
nominal 3
Mortality [%] 8 0 0 0 90
O 5 0
. OQ Sl radiszd Apathy, d1scolorat19n, reduced/no
Symptoms <3’ none none none . feed uptake, tumbling, narcosis-
17} feed consumption .
& like state
Mean weight [g] EE 44 43 3.1 217
Mean length [em] /& 72 7.3 7.1 6.6 62"
(§ Endpoints [mg/L]
LCy(28d) O >03<15
NOEC (28 d) 0 0.06

* statistically @mﬁcant difference compared to control (Dunnett’s test, p < 0.01)

ALLEGﬁg caused no mortality up to a concentration of 0.3 mg/L. At the highest tested concentration of
1.5 mgfk 90 % mortality occurred. Toxic symptoms were observed in the 0.3 mg/L treatment group (slightly
redu food consumption) and in the 1.5 mg/L treatment group (apathy, discoloration, reduced/no feed
codsumption, tumbling and narcosis-like state), respectively. A significant reduction of body weight and length
o@urred in the two highest treatment groups.
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Conclusion : S
The study is acceptable. 6\
NOEC (Oncorhynchus mykiss, 28 d) = 0.06 mg ALLEGRO/L (nominal)

Determination of the chronic toxicity of BAS 494 02 F to the water flea Daphnia magna STRAUS.Jatzek
J., 1995). $
®b
Guidelines : N
EC Guideline X1/681/86 (draft 4), OECD 202 &
GLP ; >
Yes \"Q
Material and Methods : O
Test substance : BAS 494 02 F, SE containing 126.25 g/L (nominal 125.0 g/L) kresox@—methyl and 126.22 g/L
(nominal 125.0 g/L) epoxiconazole — formulation ALLEGRO, batch: 93-1 @
Test species : waterfleas (Daphnia magna)
Number of organisms, age : 1 waterflea/replicate, 10 replicates/treatment, neonat@Z 24 hours old
Type of test : 21-day semi-static test, changing of test solution 3 times a week \{D
Applied and measured concentrations : R
nominal : control; 0.0039, 0.0078, 0.0156, 0.0313, 0.0625, 0.125, 0.25, 0.5 @%g ALLEGRO/L
mean measured : )
t=0h: 74.6 — 103.6 % of nominal .\QQ
t=48 h:74.9 - 107.8 % of nominal @
O
&

Test conditions : X
temperature : 19.1 —21.3 °C NS
pH:7.3-88
oxygen content : 8.8 — 13.8 mg O,/L
total hardness : 2.20 — 3.20 mmol/L 1)
photoperiod : 16/8 hours light/dark cycle ,;Q
light intensity : 5 — 6 pE/m?*s &
Feeding : green alga Scenedesmus subspicatus b
Assessments : daily assessment of reproduction and@rv1val
Analytical methods : HPLC with UV detection ?/_,Q

. &
Findings : @‘b
Table B.9.2.14-4 : Effect of ALLEGRQ& the reproduction and parent mortality of Daphnia magna after 21
days exposure Qy

ffﬁ,'ﬁfﬂﬁafﬁi;’/u Control o.o}g'rz}; 0.0078 | 0.0156 | 0.0313 | 0.0625 | 0.125 | 0.25 | 0.5 1

Offspring/parent 116.6 .P128.9 | 127.8 | 1155 | 1223 | 1131 | 1013 | 734 | 299 | -

Parent-mortality [%] | 0.5| 10 0 0 0 20 10 0 0 100
qu Endpoints [mg/L]

NOEC (21 d) > 0.125

@
After 21 days no @atment related mortality of parent animals was observed at test concentrations of 0.5 mg/L
and below. The flumber of offspring was significantly reduced compared to the control at test rates of 0.25 mg
ALLEGRO/L aifd higher.
2

Conclusig{é:@
The s(tjuq;% is acceptable.

NOE@ aphnia magna, 21 d) = 0.125 mg ALLEGRO/L (nominal)
N
OO
@b
N
cg'.
S
&
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B.9.2.15 Summary of effects to water organisms \s@

o)

X
. . 9
Revised in March 2010: *Q(b
Q
Aquatic toxicity tests were performed with the a.s. kresoxim-methyl, metabolites BF 490-1 and BF 4905 and the
formulations CANDIT and ALLEGRO. §
>
Kresoxim-methyl, metabolites BF 490-1 and BF 490-5 ég)
U

S
Table B.9.2.15-1 : Summary of effects of kresoxim-methyl and its metabolites BF 490-1 @% BF 490-5 on aquatic

organisms O

Result [pg a.s./L] fFect
Test species Test system Test conc. peas: ec Reference
LCs/ECsy | NOEC | Rirameter
Kresoxim-methyl ,\Q\
\\
D Munk,
Oncorhynchus Static | Measuredat | 54 & | 1992710211,
e 96 h B <190 1545 Mortality ded b
Y termination Qg) (LT ]
1993/11444
S
Oncorhynchus Flow-through Mean 9) O . Graves et al.,
mykiss 96 h measured 120 \\;3' Lod Mortality 1995/5167
N7
3 Munk
: : Measured at Q ;
aneap;:)ncl;zirus Sgtgt;f fest 6205 500 Mortality | 100>/ 10483
termination (ZSO amended by
S 1993/11442
Lepomis Flow-through Mean ,;Q . Graves et al.,
macrochirus 96 h measured | O 888 Mortality 119955168
§> Munk,
. . Static Mean & > 247 . 1993/10457
Cyprinus carpio 96 h e %@d <326 250 Mortality amended by
N 1993/11443
(Cyprinodon Flow-through ean . Graves et al.,
o)) 96h | Mdasured e 2 Mortality | 1996/5153
Oncorhynchus Flow-through © Mean n 13 Survival/ Munk,
mykiss 28d 9| Measured growth 1994/10921
Pimephales promelas Flow-throh‘:gh Mean n ]7 Survival/ Graves et al.
(ELS) 324" measured growth 1996/5155
. Q@\{ic 7 .. | Jatzek,
Daphnia magna A(&‘S h Nominal 186 69 Immobilization 1993/10497
. (lj‘ﬁ)w—through Mean S Graves et al.,
Daphnia magna f“/ 48 h measured 332 160 Immobilization 1995/5169
| Static 1990 Mortality/ | Nozak
S . y ozaka,
(Daphnia S”””’;Zé‘ 24h Nominal -} o) 2 156 | immobilization | 1991/10710
O . . B
. Semi-static . . Elendt-Schneider,
Daphnia m&agﬁa 21d Nominal -- 32 Reproduction 1993/10335
N
QO Flow-through Mean . Graves et al.,
Daphﬁé\magna 214 measured -- 55 Reproduction 1996/5154
NG . % | Flow-through Mean 7 Graves et al.,
(I\C?)Endopszs bahia) 96 h measured 59 39 Mortality 1996/5151
N ﬁrassostrea Flow-through Mean > 19" 49 Mortality/ shell | Graves et al.,
L8| virginica) * 96 h measured 15% ' deposition 1996/5152
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Table B.9.2.15-1

\0
&
SN
@)

Qbo
: Summary of effects of kresoxim-methyl and its metabolites BF 490-1 and BF 490-5 on éaf@}atic

organisms o
-9
Result s./L >
Test species Test system | Test conc. esult [ng a.s./L] AL R\gﬁence
LCs/ECsy | NOEC | Pparameter o
Ankistrodesmus Static . 4 7 ; Dghmen,
bibraianis 77 h Nominal 63 7 Biomass \I§9 2/11598
(Navicula Static Initially 4 ; {ZuThompson etal.,
pelliculosa)* 5d measured e 2 Blomassféé\ 1995/5048
~)
Selenastrum Static Initially B, Thompson et al.,
capricornutum 5d measured 524 122 Bloqo@s 1995/5051
<
(Anabaena flos- Static Initially o Thompson et al.,
aquae)* 5d Eonn | =5 295 &§°mass 1995/5050
(Skeletonema Static Initially D n Thompson et al.,
costatum)* 5d measured =2 293 s Blomass 0005054
Mesocosm Multiple NOEC =66 Populations, Dohmen
(conducted with applications Nominal - NOE%_ = | communities, ’
CANDIT) ca. 6 months 3 functions | 1995/11150
O
BF 490-1 S
. Static . c,_D . Munk,

Oncorhynchus mykiss 96 h Nominal | > 100 0.0\g\ 100 000 Mortality 1994/10621

. Static . O — Dohmen,
Daphnia magna 43 h Nominal | >1 :)@S@OO 100 000 | Immobilization 1994/10622
Pseudokirchneriella. Static . >500 000° 51 000" Biomass Dohmen,

. Nominal S 6)
subcapitata 72 h Q@SOO 000 382 000° Growth rate | 1994/10616

5 BF 490-5

. Static S T Janson

Daphnia magna 48 h No%ﬁdl > 100 000 100 000 | Immobilization 2008/1037017

1) Mortality
5) EyCso

* US (Japan) specific studies, not required fe
fresh water species is available
# Not reliable due to high variability wi

2) Immobilization
6) ErCSO
9) This study is used for TER-calculations as 3

7

E,C

wh

hell deposition 4) graphically determined

8) ErCIO
rovides more reliable analytical measurements

registration in the EU; furthermore, a mesocosm study with a multitude of

Bold letters: Values are used for TER Galculations

% and between controls and treatments

Kresoxim-methyl degrades ra : ly to very rapidly in water due to hydrolysis, photolysis and biotic degradation

with DTsy < 1.5 day. As
studies when samples hay;

sult, several of the studies showed analytical deficiencies, particularly in static
een stored and not analysed immediately after sampling. Some of the results based

on analytical measurengents have thus to be taken with care; several of the studies have been repeated under
flow-through conditio{fs’ with appropriate sampling and measurements. Due to the very rapid degradation of
kresoxim-methyl in &ter with half lives shorter than the study duration, flow-through conditions in such studies

represents a worst(‘&ase with respect to actual acute toxicity resulting from realistic exposure events.
&

'O@f
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Formulation CANDIT - BAS 490 02 F

Studies on the acute and chronic toxicity of the formulated product BAS 490 02 F have been performed v(/s)&lh
fish, Daphnia and algae. (]

The results obtained with the formulated product BAS 490 02 F are in good agreement with the results egg}%cted
from the data with the active substances, demonstrating that the formulation does not cause significant
unexpected (additional) toxicity. Therefore, no specific TER calculations have been conducteé\ with the
formulation; instead the information derived for the active substances is appropriate for the risk>assessment.

Furthermore, a mesocosm study has been performed with kresoxim-methyl applied as formulat@:product BAS

490 02 F supporting the statement made above. C)éb
~Q®
Table B.9.2.15-2 : Summary of effects of the formulation CANDIT (50 % kresoxim-metlyl)
\%{\
. EC5y/LCs OEC
Test species Test system Reference
P y [mg/L| SmgL
Y
: - 0.5 (nom) 4> 0.316 (nom) Munk,
Oncorhynchus mykiss | Acute (96 h), static 0.150 (analytic) ~ § 0.095 (analytic) 1994/10532
. . . 2.2 (nom) Q,o) 1.0 (nom) Munk,
Cyprinus carpio Acute (96 h), static 1.946 (analytic) Q— e 1994/10620
. Chronic (28 d), ) Munk,
Oncorhynchus mykiss T 0.29 (> 0.167 < O.S)A@m) 0.167 (nom) 1994/11123
. . =035(>025< 'ﬁ(nom) 0.1 (nom) Dohmen,
Daphnia magna Acute (38 1), SAUC | ) 29 (recovery 82.5 %) | 0.064 (recovery 64.4 %) | 1994/10479
Davhni Reproduction (21 d), &Q_)(D 0.150 (nom) Dohmen,
aphma magna semi-static @ 0.112 (recovery 74.8 %) | 1994/10604
0532 " (nom) 0.033 ¥ (nom)
Pseudokirchneriella Static. 72 h 0.3@;3:’\ (recovery 57 %) 0.019 (recovery 57 %) | Dohmen,
subcapitata ’ 3570.071 2 (nom) 0.015 ¥ (nom) 1994/10472
29.040 (recovery 57 %) | 0.0086 (recovery 57 %)
1) ECso 2) ExCso HECo & ECw
(]
(bq
\%
O
@
Q
N4
{\b{b
i
@
>
A(D
OQ)
&
3
\O
o
Q
&
&
«Q
'S
‘)
S
OC)
@b
&
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Formulation ALLEGRO - BAS 494 04 F \5“@\
)
Studies on the acute and chronic toxicity of the formulated product BAS 494 02 F (minor changq./;?o
BAS 494 04 F) have been performed with fish, Daphnia and algae. *Q
Table B.9.2.15-3 : Effects of BAS 494 02 F on aquatic organisms s‘ég)
Q
U
. EC50/LC50 NOEC t?
Test species Test system [mg/L] [mg/L] (,\,g) Reference
Oncorhynchus . 1.8 (>1.5<2.2) (nom) 1.47 (nom) 0;, Munk,
mykiss Acute (96 h), static 1.33 (analytical) 1.09 (analyuggr) 1994/11213
Oncorhynchus Chronic (28 d), Munk,
- T IR om) 290 (n@m) 1995/10267
. . Dohmen,
Daphnia magna Acute (48 h), static 0.73 (nom) 0. %@ (nom) 1995/10269
. Reproduction (21 & Jatzek,
D i ), ottt = ,\@% E2knom) 1995/10234
? (nom) Qg’V) 0.161 ¥ (nom)
Pseudokirchneriella Static. 72 h >2.25 (recovery 75 %) o 0.121 (recovery 75 %) | Dohmen,
subcapitata ’ 0.398 % (nom) O 0.010 > (nom) 1995/10291
0.299 (recovery 75 /@{D 0.0075 (recovery 75 %)
1) ECy 2) ECso 3) ExCso HEC, ¥ HECu
N

The results obtained with the formulated product BAS 494k& F are within a factor of two (both, higher and
lower) to the results expected from the data with the active substances, indicating that there are no significant
unexpected toxic or synergistic effects from the coniﬁ)matlon of the two substances in the formulation
BAS 494 04 F. Therefore, no specific TER calculatlon@%ave been conducted with the formulation; instead the
information derived for the active substances is appr§1ate for the risk assessment.

<
L
2
(bq
\%
QO
>
Q
N
Qb
N
>
N
A(D
OQ)
&
\rz?
\O
>
o)Q
&
\O
IS
Q
§
OO
@b
N
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B.9.2.16 Risk assessment for aquatic organisms (Annex ITIA 10.2) \@

)
Revised in March 2010: -9

&
The risk assessment for aquatic organisms is based on the Guidance Document on Aquatic Ecotox1colog®under
Council Directive 91/414/EEC of October 2002. &
Q
9
1- Formulation CANDIT >
@
The formulation CANDIT (BAS 490 02 F) is a fungicidal product, which contains the x&tlve substance
kresoxim-methyl with a nominal content of 50 % w/w. Q)
0
X
Table B.9.2.16-1 : Proposed use pattern of the formulation CANDIT O
Cro Number of Minimum Interval | Growth stage | Application rate| Application rate
P applications (days) (BBCH) (kfa.s/ha)® | (kg product/ha) "
2 N

AR fruit) 4 7 53-79 9100 - 0.125 0.200 - 0.250
(apple, pear) O
Grapevine 1-3 8 19 - 81 (@V 0.100 - 0.150 0.200 - 0.300
D application rate increases with plant growth stage Q_Q’ -

For simplification reasons, the risk assessment is only conducted for th\\'&lgher application rates. This covers the
increase in application rate during season. o\‘b
K
N
>
The formulation ALLEGRO (BAS 494 04 F) is a fungicidal pzoduct, which contains the active substances
- kresoxim-methyl (BAS 490 F) with a nominalgontent of 125 g a.s./L

- epoxiconazole (BAS 480 F) with a nommalvf;%ntent of 125 ga.s./L

2- Formulation ALLEGRO

Q
Table B.9.2.16-2 : Proposed use pattern of the formu@h'on ALLEGRO

O\J
Applicati t
Minimum @th pprication rate
Crop e Interval Q@age Kresoxim-methyl Epoxiconazole
applications |~ ;. o) Q;‘%BCH) i c2 (L (BAS 490 F) (BAS 480 F)
[L/ha]
."C [kg a.s./ha] [kg a.s./ha]
Cereals 2 21 O] 25-69 1.0 0.125 0.125
<
<4
b(b
<
i
O
N
A(D
C)Q)
&
3
O
>
Q
2
&
\O
&
o
$
ke
@b
N
cg'.
N
Q_
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PECsw values were calculated in the section on fate and behaviour. s:@
(®)

Table B.9.2.16-3 : PECg i values (Focus, Step 1 and 2) of kresoxim-methyl and its metabolites BF 490-1 aI}OdOBF 490-

5 following application of BAS 490 02 F to pomefruit O
PECsw,ini [llg/L] s\\'QQ)
FOCUS Step S
Kresoxim-methyl BF 490-1 ?»CBF 490-5
4
\
Step 1 41.702 167.495 & 1505
Europe North 18.393 25.963 ) 0.052
Step 2* \Q)
Europe South 18.393 28.945 o 0.101
* Multiple application scenario representing worst-case 5.7\'\
Bold letters: worst-case PEC values used for TER calculations {Q\E
Q

. O
Table B.9.2.16-4 : PECg i values (Focus, Step 1 and 2) of kresoxim-methyl an@ts metabolites BF 490-1 and BF 490-

5 following application of BAS 490 02 F to grapevine . %’\.k
®r\>
PECSni [ng/L]
FOCUS Step N
Kresoxim-methyl 0}\'0 BF 490-1 BF 490-5
o
Step 1 39.458” 9 126.1147 6.751?
Gt g | Fuope North 5.690” IS 9.411? 0.093"
tep
Europe South 5.690% Y 12.648" 0.185"

Vo 2N
* Multiple application scenario representing worst-case \"Q

1) worst-case PEC values resulting from early applicati
2) worst-case PEC values resulting from late application
Bold letters: worst-case PEC values used for TER @)culations

S
L
Q)(b
(bq
\&
QO
o
Q
@
b(b
&
\}‘Z?
AN
A(D
OQ)
N
00}
\é‘
>
%Q
&
\O
X
>
S
(@)
S
X2
N
cg' .
S
&S
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Table B.9.2.16-5 : PECg, ini, 2 and 7 day PEC,,, values (Step 3 and 4 level) of kresoxim-methyl following appli@on
of BAS 490 02 F to pomeftuit (early application) 6\

Kresoxim-methyl
Belgium

January 1997,
revised in March 2010

PECsw,ini [Mg/L] rsoco
Scenario Step 3 Step 4 Sltglz: Step 4 Step 4 %@Q Step 4
edge of field | 5m buffer’ buffer’ 15 m buffer’| 20 m buffg 30 m buffer”
o
ini 9.699" 7.621" 4.680" 2.105" 1.079Y 0.409"
D3 ditch | twa(2d) | 50197 | 3.876" | 23800 | 12067 | & TN
Ctwa(7d) | 19507% U315 [ To® | LT r
______ i | 12967 | 14597 | 08157 | 04197 | 0237 [ 00577
pond | twa(2d) | e DU N NN S . SR 3‘;0 ______________ - -
o twa (7 d) 1.2367 13917 0.778” - .Q ] ]
______ i | 93937 | 80717 | 495" | 2230%°| 11337 [ 04347
stream | twa (2 d) 0.551" - - -& - -
Ctwa(7d) | 0194 | 01517 | 00787 | & | - | r
______ i | 13257 | 14917 | 08337 | @428 | 02427 [ 00577
pond | twa(2d) | 0.677* | = = é ______________ - ST W - -
e twa (7 d) 1.266” 1.4257 07967 1 - = =
______ ini_ | 9403" | 8079 | 4962" <] 22327 | 11357 [ 04347
stream | twa (2 d) 0.969" | S | | ]
Ctwa(7d) | 02777 | 02167 | 0092 | T - | r
______ i | 12987 ____1_-_‘!6_1_2?_________QQZ_ZT________Q-_4_2_9_2?________9_-_2_3_??)_____ ~0.0577
pond | twa (2d) ] L] N L] ] L]
""""""""""""" 2y T[T T 20n2) "\%""25 A I I [ A I
i twa (7 d) 1.228 1.382 ~0.773 | | ]
______ i | 78477 | 67437 b0 41417 | 18637 | 09477 [ 03627
stream | twa (2 d) 0.6817
Ctwa(7d) | 0.1957 [ 016709 | 0064Y | T - | ¥
ini 10.396" 8.933Y 5.486" 2.468" 1.2547 0.480"
R2 | stream | twa(2d) | 04430 R
Ctwa(7d) | 01277 | @¥o9" | 00507 | - | - | ¥
ini 11.1027 D 540" 5.858" 2.635" 1.340" 0.512"
R3 | stream | twa(2d) | 1.8097 {\b‘ """""""""""""""""""""""""""""""""""""""
Ctwa(7d) | 05187 P 04450 Toziey LT - | ¥
______ i | 784971 67457 | 41427 | 18637 | 09477 [ 03627
R4 stream twa (2 d) 0.685
Ctwa(7d) | 01967 | 01917 | 0120 | - | - | ¥

1) Worst-case PEC values resulting fiom single application

2) Worst-case PEC values resultingfrom four applications

* drift and if possible runoff mitigation

* worst-case PEC values resul@g from late application in pomefruit
-- not needed for TER calcu}g‘ﬁons
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Table B.9.2.16-6 : PECg, ini, 2 and 7 day PEC,,, values (Step 3 and 4 level) of kresoxim-methyl following apph@lon
of BAS 490 02 F to grapevine (late application) O
PECsw,ini [Hg/L] ,\(0{0
Scenario Step 3 - edge of field Step 4 - 5 m buffer” Step 4 - 17’(’9;1 buffer”
_______ i o po294” [ amal ] ®ed
D6 | ditch | twa2d) | | I — = S
twa (7 d) 2.0017 1.209" S -
_______ i} o1 [ e [ & 0118?
pond twa (2 d) -- -- Q&) --
Ctwa(ld) | 0176 | 02052 e -
R1 I ) T ~J T)
________ Mmooy 188 | 1375 .1 04987
stream twa (2 d) -- -- (\0 --
Ctwa(ld) | 0058” ] 00420 o -
_______ i b 28300 [ 184’ & [ 06687
R2 | stream | twa(2d) | 01417 ] = S I
twa (7 d) 0.040" 0.02955 =
_______ i b 266t o [nest [ 07027
R3 stream twa (2 d) -- S --
""""""""""""""""""""""" e e L /-y Sl
twa (7 d) 0.248 @208 I
_______ i b 1ss8” [ sn3rst [ 04987
R4 stream twa (2 d) -- N -- --
""""""""""""""""""""""" R B L R
twa (7 d) 0.135 Ke) 0.135 --
1) Worst-case PEC values resulting from single application . ,\\\J
2) Worst-case PEC values resulting from three applications b\
# drift and if possible runoff mitigation Q)Q’
-- not needed for TER calculations Q;\
Q
&

< . . .
Table B.9.2.16-7 : PEC ;n; values (Focus, Step 1 and§) of kresoxim-methyl and its metabolites BF 490-1 and BF 490-
5 following application of BAS 494 04 F to winter Q&l spring cereals

>
b PECsw,ini [llg/L]
FOCLUS Step (b’\‘
Kresgxim-methyl BF 490-1 BF 490-5
—
v
Step 1 & 30.686 66.657 3.750
Europe North < 1158 4.017 0.068
Step 2* 2

Europe South | 7 1.158 6.837 0.134
* Multiple application scenario. mﬁaresentmg worst case # single application scenario represents worst case
Bold letters: worst-case PECQ\'lues used for TER calculations
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B.9.2.16.1 Aquatic risk assessment for use in pome fruit (1-4 applications of max 0.125 kg a.s./ha) \s@
o

TER calculations were not performed with FOCUS step 1 and 2 since at first view it is clear that the TER Valg&
do not pass the triggers. Therefore, TER calculations were directly performed with FOCUS step 3 and 4. *Q(D

o
As kresoxim-methyl degrades very rapidly in aquatic systems with half lives much shorter (< 1.5 da@lan the
study duration of toxicity tests, TER calculations based on PEC;,; should be considered worst-case. ST herefore,
additionally TER calculations were performed based on time weighted average PEC-values over @ays for the
acute fish TERs (i.e. half the study duration) and over 7 days for the chronic TERs as a more rea%&ic worst-case.

S
The acute TER for fish is based on an endpoint determined in a study under flow-through cam?ﬁtions to account
for the rapid degradation of kresoxim-methyl in aquatic systems. Accordingly, this end; ~Qnt (LCsp = 190 pg
a.s./L) is expressed as mean measured concentration. In this case it is appropriate to u‘&é} he PECrw,a values to
calculate the acute TER values. \go
$
Table B.9.2.16-8 : Toxicity Exposure Ratio’s (TER’s) for aquatic organisms @@sed to kresoxim-methyl in
surface water for use in pome fruit (1-4 x 0.125 kg a.s./ha) based on FOCUS SC@ 3 calculations (PEC .« inj and

PECtwa over 2 days for acute and PECrw4 over 7 days for chronic) N
Scenario Water body Test Time | Toxi PECsw | TER | Annex
type organism scale | end (ng/L) VI
@?nt trigger
Ditch (PECini) &7 9.699 | 20 | 100
D3 "2
Ditch (PECrwa) N 5.019 38 100
>
Pond (PEC;,) @’b 1296 | 147 | 100
D4
Stream (PECyy;) "2 9393 | 20 | 100
X
Stream (PECrw») b& 0.551 | 345 | 100
Pond (PEC;,) § 1325 | 143 | 100
D5 N
Stream (PECiyy) 2 9403 | 20 | 100
Stream (PECrwa)| @ 0.969 | 196 | 100
B éhcorhynchus LCs=
. Pond (PECin) {57 i Acute | ot | 1298 | 146 | 100
Stream (PECiy)? 7847 | 24 | 100
Stream (P%;$,VA) 0.681 | 279 | 100
R2 Stream @Ecmi) 10.396 18 100
S
StrearfP(PECry) 0443 | 429 | 100
R3 S@é(gm (PECyy) 11.102 | 17 | 100
¢{Stream (PECry) 1.809 | 105 | 100
& |Stream (PEC,y)) 7849 | 24 | 100
R4 S
- @c,_,Q Ditch (PEC;y) Oncorhynchus | Long- | NOEC = 9.699 1.3 10
. ] t 1 L
S Ditch (PECpyy) | ™05 erm | 13 pg/ 1950 | 6.7 |10
<
& Pond (PEC;,) 1296 | 10 |10
D@& Pond (PECrya) 1236 | 11 |10
@)
c,b Stream (PEC;y) 9393 | 14 |10
N
N Stream (PECrya) 0.194 | 67 |10
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&
Scenario Water body Test Time | Toxicity | PECsw | TER | Annex ;\'
type organism scale | end (ng/L) VI ) foo
point triggel(‘;;o\
Pond (PEC;,;) 1325 | 98 |10 ¢~
S
D5 Pond (PECrywa) 1266 | 10 | 19
Stream (PEC;,;) 9.403 | 1.4 410
SH
Stream (PECTWA) 0.277 %‘70 10
Pond (PEC;y) 1298 | 210 |10
RI Pond (PECrywa) 1228 11 |10
. N
Stream (PECiy;) 7’.(@? 1.7 |10
N
Stream (PECrw») 195 | 67 |10
N
R2 Stream (PECiy) $1039 | 13 |10
&
Stream (PECrwa) @o\) 0.127 | 102 |10
Stream (PEC;;) Q- 11.102 | 12 |10
R3 S
Stream (PECrwa) & 0518 | 25 |10
NN
Stream (PEC;,;) & 7849 | 1.7 |10
R4 -$
Stream (PECrwa) > 0.196 | 66 |10
D3 Ditch (PECyy) z;& 9699 | 19 | 100
D4 Pond (PECy) 6;(: 1296 | 144 | 100
Stream (PECiy) \b{\ 9.393 | 20 | 100
N
D5 Pond (PEC;y) L 1.325 | 140 | 100
9
Stream (PECw)) | pughinia ECs = 9.403 | 20 | 100
Acute
Pond (PECyx) | gna 186 ug/L | 1298 | 143 | 100
R1
Stream (PECyy;) o 7847 | 24 | 100
>
R2 Stream (PECyy} 10396 | 18 | 100
R3 Stream (PEC,) 11.102 | 17 | 100
N
R4 Strea%@Ecmi) 7.849 | 24 | 100
m Ditgh{PEC,) | Daphnia Long- | NOEC= | 9.699 | 3.3 |10
Dftch (PECry) | "™ term 320k 050 | 16 | 10
Yond (PEC,,) 1296 | 25 |10
D4 & |Stream (PEC;y) 9393 | 34 |10
&
Qrz? Stream (PECrya) 0.194 | 165 | 10
&L Pond (PECyy;) 1325 | 24 |10
D5 O
& Stream (PEC;y;) 9.403 | 34 |10
& Stream (PECry») 0277 | 115 |10
NJ
{gﬁ’ Pond (PECiy) 1298 | 25 |10
P Stream (PEC;y;) 7.847 | 4.1 |10
N
6.
S
Q_
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Scenario Water body Test Time | Toxicity | PECsw | TER | Annex |~
type organism scale | end (ng/L) VI ) OJO
point triggel(}c;/}
Stream (PECry ) 0.195 | 164 | 10 J@Q
. Stream (PECyr;) 10396 | 3.1 10@\

R

Stream (PECry ) 0.127 | 252 {2510

Stream (PEC;y) 1102 | 29 |10
R3 S

Stream (PECrw») 0.518 | %62 |10
R4 Stream (PEC;y) 7.849 4.1 |10

. N\
Stream (PECrywa) ol\lé% 163 | 10
RS
D3 Ditch (PEC;) 9699 | 65 |10
D4 Pond (PEC;) 1296 | 49 |10
&

Stream (PECy) @o\) 9393 | 6.7 |10

Pond (PEC;;) < 1325 | 48 |10
D5 S

Stream (PECin) | 4nkistrodermus — 18- 9.403 | 6.7 |10

. . cute

Pond (PEC,;) [pibraianus So3ugl | 1208 | 49 |10
R1 N

Stream (PEC;y;) > 7847 | 8.0 |10
R2 Stream (PEC;y;) b@ 10396 | 6.1 |10
R3 Stream (PECjy;) 6;(: 11.102 | 57 |10
R4 Stream (PECiy) \§ 7849 | 8.0 |10

N

Based on the worst-case assumption (use of PE

step 4.

Table B.9.2.16-9 : Toxicity Exposure R
surface water for use in pome fruit (1-4 &‘*‘0.125 kg a.s./ha) based on FOCUS step 4 calculations (PEC . in; and
PECtwa over 2 days for acute and PEC@Q\’VA over 7 days for chronic)

&

@)
%ﬁ the aquatic risk assessment needs refinement, using FOCUS

()
a,ﬁb’s (TER’s) for aquatic organisms exposed to kresoxim-methyl in

Scenario | Water body Tesﬁ%’rganism Time | Toxicity | Buffer PECsw | TER | Annex
type S scale | end zone (ng/L) VI
(S point distance trigger
Ditch (PECy;) ) m 10 4680 | 41
Y O”Ii‘.’rhy nehus | pcute 11490050 L] 15| 2105 | 90 | 100
D3 O myriss HE 20 1.070 | 178
Ditch (P{gééWA) 15 1.206 158 | 100
Pond PEC,) n n n
S
D4 St@m (PECin) 10 4956 | 38
Qog 15 2.230 85 100
& 20 1.133 168
«Q
Q.;Q\' Stream (PECTWA)
D5 & |Pond (PEC:,) m N n
@)
S Stream (PECy) 10 4962 | 38
1% 15 2.232 85 100
A 20 1.135 | 167
&
S
&
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Scenario | Water body Test organism | Time | Toxicity | Buffer PECsw | TER | Annex \‘S\
type scale | end zone (ng/L) A7 OJO
point distance trigggg}
Q
Stream (PECTWA) ’\\r\\'Q)
Pond (PECmi) ] ] = (\Q
Rl Stream (PECiy) 10 4141 | 46,3
ini Q
15 1863 | 103 10
S
Stream (PECTWA) Q)Q)
Stream (PEC;;;) 10 5.4866\. 35
R2 15 2.468 77 | 100
20 1.254 152
Stream (PECTWA) QQ
RS
Stream (PEC;y;) 10 \(‘& 5.858 32
R3 135 \30\ 2.635 72 | 100
@7) 1.340 142
Stream (PECTWA) Q‘.<-
@)
Stream (PEC;y;) ,E;\' 10 4.142 46
= S 15 1863 | 102 | 100
S
Stream (PECTWA) >’\\Q
N\
Ditch (PEC;y) Oncorhynchus | Long- I@DEC = . 4.680 | 2.8
mykiss term |43 pg/L = ol = .
D3 P 20 1.070 | 12
Ditch (PECrwa) b{\o 5 1.315 10 |10
N
Pond (PECy) N d = o
N
Pond (PECrwa) N o = =
D4 N
Stream (PEC;y;) v 10 4.956 2.6
& 15 2230 | 58 |10
aéb 20 1133 | 11
Stream (PECTWA) Q(b -- - -
@
Pond (PEC;y) bz‘z} 5 1491 | 87 | 4
o 10 0.833 16
= Pond (PECrys) A m m m
9
Stream (PEcm@ 10 4962 | 2.6
@ 15 2.232 58 |10
,0 20 1135 | 11
~
Stream @CTWA) = ] |
\
Pon?\@’ECim) = u .
Pf@(% (PECrwa) -- -- --
R1 2
Stream (PEC;) 10 4141 | 3.1
15 1.863 7.0 |10
& 20 | 0947 | 14
& |Stream (PECyya) n il .
NJ
O Stream (PEC;y) 10 5486 | 2.4
. @? 15 2.468 53 |10
A 20 1254 | 10
cg'.
S
&
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Scenario | Water body Test organism | Time | Toxicity | Buffer PECsw | TER | Annex \‘S\
type scale | end zone (ng/L) A7 OJO
point distance trigggg}
R2 Stream (PECrwa) n = = ngo
S
Stream (PEC;y) 10 5858 | 22 |
15 2.635 | 49 bolo
R3 20 1.340 102
K\
Stream (PECTWA) - | &fb
4
Stream (PEC;;;) 10 4.142 \é?) 3.1
R4 15 1.8636& 7.0 |10
20 0.94% 14
(2
Stream (PECTWA) -- I@)— -
Ditch (PEC;y;) 10 §4.680 40
D3 15 ;‘§ 2.105 88 | 100
2055 | 1.070 | 174
o)
= Pond (PECini) Q_@t | |
Stream (PEC;y;) OQ 10 4.956 38
(z;\, 15 2.230 83 | 100
ST 20 1.133 | 164
S
Pond (PECini) .\Q = | -
>
D5 Stream (PECyy) Q)‘Z? 10 4.962 37
o 15 2232 | 83 | 100
2 S - 20 1.135 164
Daphnia eiiny ECs
Pond (PECini) magna bQ 186 ug/L | | ||
N
Rl Stream (PECyy;) > 10 4141 | 45 |
té\ 15 1.863 | 100
!
Stream (PECy) (§ 10 5.486 34
R2 @ 15 2.468 75 100
\@0) 20 1254 | 148
O
Stream (PECy) Q‘Z? 10 5.858 32
R3 @ 15 2.635 71 100
b‘b 20 1.340 139
<
Stream (PEC;,) |.O 10 4.142 45
R4 & 15 | 1863 | 100 | 1%
g VO
Ditch (PECm%)A i Long- | NOEC = 5 7.621 4.2
O 10 4.680 6.8 |10
D3 & magna term 32 pg/L 15 2105 15
S
DltCh @CTWA) - == |
U
PO%&(PECini) -— | ]
- S%am (PEC,,,) 5 8071 | 40
& 10 4956 | 65 |10
«Q 15 2230 | 14
S
.(QQ) Stream (PECTWA) -— | ]
D3O |Pond (PECy,) m m =
@O
&
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Scenario | Water body Test organism | Time | Toxicity | Buffer PECsw | TER | Annex (\‘S\
type scale end zone (ng/L) A7 OJO
point distance trigggg}
Stream (PECiy) 5 8079 | 4.0 o
10 4962 | 64 | M
15 2232 | 14§
(&
Stream (PECTWA) -] =] -;& i
Pond (PEC;y;) B | og)@
A Stream (PECiy) 5 6.743 {7 4.7
10 414157 7.7 |10
15 1 3’ 17
Stream (PECrwa) - &= -
LN
Stream (PEC;y;) 5 ;Q? 8.933 3.6
10 {0 5486 | 58 |10
R2 159 | 2468 | 13
4]
Stream (PECrwa) &= = =
Stream (PEC;,;) IS 9540 | 3.4
R3 G 10 5858 | 55 |10
S| 15 2635 | 12
Stream (PECrwa) b\Q u ] ]
>
Stream (PECjy;) Q 5 6.745 4.7
R4 & 10 4142 | 77 |10
3 15 1.863 17
Q
Stream (PECrwa) @ -- -- =
; - >
D3 Ditch (PEC;y,;) %Q 5 7.621 8.3 10
o5 10 4.680 13
Q
Pond (PECyy) v o N N T
D4 O‘)Z)
Stream (PEC;y) \éb 5 8.071 7.8 10
Q§J 10 4.956 13
Pond (PECini) \('DQ - ] ] 10
D5 >
Stream (PECi) Qb 5 8079 | 78 |
O 10 4962 | 13
A Ankistrodermus it ECso =
R1 Pond (PECi.) (}0 bibraianus 63 pg/L = = == 10
3
Stream (PEE)&’) 5 6.743 9.3 10
& 10 4.141 15
" Strean&\(fECini) 5 8933 | 71 |,
O 10 5.486 11
Q
Stg&dm (PEC;y,) 5 9.540 6.6
B (@@ 10 | 588 | 11 |1
&\
R4 {\o Stream (PEC;y,) 150 ‘6&2; 91.3 10
IS . 5
J

Baoiéh on the worst-case assumption (use of PEC;,; step 4), the risk of kresoxim-methyl for use in pomefruit is
aCeeptable with a buffer zone of 20 m to protect the most sensitive species (fish and aquatic invertebrates) for all

{Q‘POCUS scenarios.
A
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Table B.9.2.16-10 : Toxicity Exposure Ratio’s (TER’s) for aquatic organisms exposed to kresoxim-methyl ins‘@\

surface water for use in pome fruit (1-4 x 0.125 kg a.s./ha) based on FOCUS step 3 calculations (PEC x ini) an&‘

mesocosm endpoint P
Scenario Water body type Test organism | Time | Toxicity | PECsw | TER Trig@(zgr
scale | end point | (ng/L) kéb
D3 Ditch (PECini) 9.699 34 5 3
D4 Pond (PECini) 1206 | 25§ 3
Stream (PECini) 9393 | &35 3
Pond (PECini) 135 $7249| 3
D5 Stream (PECini) Mesocosm Long. I;I%EAEC 9_49@’ 3.5 3
Pond (PECini) study tem | O [igds | 2s4|
R Stream (PECini) 57847 42 3
R2 Stream (PECini) M\{o 10396 | 32 3
R3 Stream (PECini) Qg;o\’ 11.102 | 3.0 3
R4 Stream (PECini) & 7.849 42 3
>

The aquatic risk assessment is also based on the mesocosm end;
justified (well performed mesocosm study, different taxa tested, naultiple applications, ...).
Based on the worst-case assumption (use of PECy,; step 3), thédrisk of kresoxim-methyl for use in pomefruit is
acceptable without buffer zone to protect aquatic invertebrategand algae for all FOCUS scenarios.

Q

N
nt. Applying an assessment factor of 3 is

Table B.9.2.16-11 : Toxicity Exposure Ratio’s (TER’s) Qr aquatic organisms exposed to metabolites BF 490-1

and BF 490-5 in surface water for use in pome fruit (

]b-ﬁ‘x 0.125 kg a.s./ha) based on FOCUS step 1 calculations

(PEGin) RS
Test substance | Organism Toxicil Time PEC;,; PEC,,. | TER Annex VI
end point | scale (ng/L) (ng/L) Trigger
(mg/L)
Oncorhynchus  (Bso> Acute | 167.495 I >597 | 100
mykiss Q§J 100 mg/L
: <
BF 490-1 Daphnia magna-& | ECso> | e | 167.495 I >597 | 100
S 100 mg/L
PN
sl | Bl Acute | 167.495 ' >2985 | 10
subcapn‘c@ 500 mg/L
0
BF 490-5 Daphigs magna ECso > Acute | 7.505 - | >13324 | 100
//Q 100 mg/L
a4

O
The risk of the me&%lites BF 490-1 and BF 490-5 for use in pomefruit is acceptable based on FOCUS step 1

calculations, ind'@%

ing low risk.
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B.9.2.16.2 Aquatic risk assessment for use in grapevine (1-3 applications of max 0.150 kg a.s./ha)
(.b@
Table B.9.2.16-12 : Toxicity Exposure Ratio’s (TER’s) for aquatic organisms exposed to kresoxim-m in
surface water for use in grapevine (1-3 x 0.150 kg a.s./ha) based on FOCUS step 3 calculations (PEC i and
PECrwa over 2 days for acute and PECrw4 over 7 days for chronic)
Scenario Water body type | Test Time |Toxicityend |PECsw |TER $9nex VI
organism |scale |point (ng/L) \Ztrlgger
D6 Ditch (PECyy;) 2.954 64@‘0 100
. Pond (PEC,;) 0.186 {C&Z 100
R 8
Stream (PECy) 1.888 < 101 100
R2 Stream (PEC,,) | Oncorhyn- LC = 2.53@9’ 75 | 100
chus Acute 19 05 0 L
Stream (PECrwa) | mykiss He g\cﬁl >1000 | 100
R3 Stream (PEC,y) 8661 | 7 | 100
Stream (PECrwa) Q—q 0.504 377 100
R4 Stream (PECy;) S 1.888 101 100
D6 Ditch (PEC;y;) O\r’o‘ 2954 | 44 |10
Ditch (PECyy ) Q@ 2000 | 65 |10
N
Pond (PECjy) Y 0.186 70 |10
@
R1 Pond (PECrwa) ol 0.176 74 10
~Q
Stream (PEC;,) Q& 1.888 69 |10
Stream (PECry ) Zlnucsorhyn- Cﬁong_ NOEC = 0.058 | 224 |10
R2 Stream (PECiy) | mykiss 5| O™ | 13 velL 2530 | 51 |10
Stream (PECTWA) (be 0.040 325 10
R3 Stream (PEC;y;) (bé)z’ 2.661 49 |10
Stream (PECry») Qg\f 0.248 52 |10
Stream (PECiy) 2t 1.888 6.9 10
R4 OF
Stream (PEC@P) 0.135 | 96 |10
D6 Ditch (PEQ&\,,) 2.954 63 100
N
R1 Pond (I@Imi) 0.186 1000 | 100
"}
Stream (PEC;y;) ; — 1.888 99 100
Z’, J Daphnia . ECs
R2 Sgfeam (PEC;,) | magna 186 ug/L 2.530 74 | 100
IS
R3 (\OStream (PECiy) 2.661 70 100
R4 rQ(D Stream (PEC,y) 1888 | 99 | 100
D6 m&@ Ditch (PECy) | Daphnia | Long- | NOEC = 2.954 1 |10
<
8 {,\\ Pond (PEC,y;) magna term | 32 pg/L 0.186 172 10
‘)
§ Stream (PEC;y) 1.888 17 |10
O
iR2 Stream (PECiy;) 2.530 13 10
.
&Q\' R3 Stream (PEC;) 2.661 12 10
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Scenario Water body type | Test Time |Toxicityend |PECsw |TER Annex VI \‘$
organism |scale |point (ng/L) trigger (03

R4 Stream (PECiy) 1.888 17 |10 0(50

D6 Ditch (PEC;y) 2.954 21 10 y§’

R1 Pond (PEC;,) 0.186 339

. =%
Stream (PEC;,) | Ankistro- EC.. = 1.888 33 P10
dermus Acute 63 20 / :§
R2 Stream (PECyn) | pibraianus ng/L 2.530 255 | 10
4]
R3 Stream (PECy) 2.661 C}‘Q4 10
R4 Stream (PECjy) 1.888 35\ 33 10
N
Based on the worst-case assumption (use of PEC;;), the aquatic risk assessment ne%f“s refinement, using FOCUS
step 4. \\9
\(b
XS

Table B.9.2.16-13 : Toxicity Exposure Ratio’s (TER’s) for aquatic organismgs exposed to kresoxim-methyl in
surface water for use in grapevine (1-3 x 0.150 kg a.s./ha) based on FOQEE step 4 calculations (PEC .« ini and
PECtwa over 2 days for acute and PECtw4 over 7 days for chronic) ~

Scenario | Water body type | Test Time | Toxicity end %Q%uffer PECsw |TER |Annex VI
organism |scale |point O |zone (ng/L) trigger
9 | distance
.Q
D6 Ditch (PECiy) ,bb 5 1.774 | 107 | 100
@
Pond (PEC;) o = = - | 100
R1 Q
Stream (PEC;y;) {\6\' - - = 100
R2 Stream (PEC,,;) | Oncorhyn- L 5 1.844 | 103 | 100
chus Acutes{LCso = 190 pg/L
Stream (PECrwa) | mykiss S 100
; Stream (PECjy) (§b 5 1.939 | 98* | 100
R
Stream (PECrwa) roc? 100
R4 Stream (PECiy;) q§ - ] [ 100
=2 Ditch (PECy) onC@%n- Long- | NOEC = 5 1774 | 73 | 44
chu§ term | 13 pg/L 10 0.634 21
Ditch (PECrws) |5 il 5 1200 | 11 |10
Pond (PECini) {§ — - || 10
m Pond (PEC 1y = m = |10
<
Stream (PEC,,;) 5 1375 | 95 |,
ES 10 0.498 26
&
Strea@qPECTWA) == = - 10
O
Stréam (PECy;) 5 1.844 7.0
R2 @g’ 10 | o668 | 19 |°
:\i\ Stream (PECrwa) I o - |10
Q
Stream (PEC;y) 5 1939 | 67
S @5& 10 | o072 | 19 |10
o
@b Stream (PECrya) n u - |10
N
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Scenario | Water body type | Test Time | Toxicity end Buffer |PECsw |TER |Annex V{“>
organism |scale |point zone (ng/L) trigge.ro)O
distance 2
1S

Stream (PECi) 5 1375 | 9.5 @Q
i 10 0498 | 26 |

Stream (PECrw ) = = bo 10

T
D6 Ditch (PECjy) 5 1.774 ;Itjs 100
S
| Pond (PEC;y;) | S ] 100

R

Stream (PEC;;) 5 1 .37%\. 135 | 100

Daphnia e ECsy = <

Stream (PEC;) 5 939 | 96
= 10 {50702 | 265 | '
R4 Stream (PECy;) 5 o’?'\ 1.375 135 | 100

* Considering the fast degradation of kresoxim-methyl in water and the sho & posure time in streams, the value
of 98 appears sufficiently close to the required standard trigger to concludédow risk of unacceptable limits

&
Based on the worst-case assumption (use of PEC;; step 4), the risk g#ﬁ?(resoxim—methyl for use in grapevine is
acceptable with a buffer zone of 10 m to protect the most sensitive
FOCUS scenarios.

N

$

cies (fish and aquatic invertebrates) for all

>
Table B.9.2.16-14 : Toxicity Exposure Ratio’s (TER’s) for &uatic organisms exposed to kresoxim-methyl in
surface water for use in grapevine (1-3 x 0.150 kg a.s./ha) @%sed on FOCUS step 3 calculations (PEC .« i) and

mesocosm endpoint WO
Scenario Water body type | Test &iﬁloe Toxicity end |PECsw | TER Annex VI
organism [§cale |point (ng/L) trigger
D6 Ditch (PECini) ?,_,Q\ 2.954 11 3
R1 Pond (PECini) (§b 0.186 177 3
Stream (PECini) Meq&g)osm Long- |NOEAEC =33 |1.888 17 3
R2 Stream (PECini) s%&y term | pgas/L 2.530 13 3
R3 Stream (PECini)n,}‘,Z' 2.661 12 3
R4 Stream (PEC’J\@V 1.888 17 3
NI

The aquatic risk assessmen{%\?(sb also based on the mesocosm endpoint. Applying an assessment factor of 3 is
justified (well performed %‘esocosm study, different taxa tested, multiple applications, ...).
Based on the worst-case assumption (use of PECyy step 3), the risk of kresoxim-methyl for use in grapevine is
acceptable without buffer zone to protect aquatic invertebrates and algae for all FOCUS scenarios.

\fb
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Table B.9.2.16-15 : Toxicity Exposure Ratio’s (TER’s) for aquatic organisms exposed to metabolites BF 490-1»@

and BF 490-5 in surface water for use in grapevine (1-3 x 0.150 kg a.s./ha) based on FOCUS step 1 calculationd
(PECini) (,}
Test substance | Organism Toxicity Time PEC;,; PEC,,. | TER Anne@%l
end point | scale | (ng/L) (ng/L) Trg\g,%er
(mg/L) $
Qrcornchus Ko™ 1 acute | 126114 | - >793 29 100
mykiss 100 mg/L (Q?
- ®)
Daphnia magna ECso >
BF 490-1 100 mg/L Acute | 126.114 ;&)3 100
. . IS
Pseudokirchneriella | ECso> 1 oo | 126,114 - $>3965 |10
subcapitata 500 mg/L bo
~
BF 490-5 Daphniamagna | ECso > Acute | 6751 O | > 14813 | 100
100 mg/L {‘Z;'
N

RS
The risk of the metabolites BF 490-1 and BF 490-5 for use in grapevine is @ptable based on FOCUS step 1
calculations, indicating low risk.

S
O
N
&

N
B.9.2.16.3 Aquatic risk assessment for use in cereals (2 applicatiﬁhs of 0.125 kg kresoxim-methyl/ha)

Table B.9.2.16-16 : Toxicity Exposure Ratio’s (TER’s) for ;?

surface water for use in cereals (2 x 0.125 kg a.s./ha) based o

N

N . . .
atic organisms exposed to kresoxim-methyl in
OCUS step 1 calculations (PEC;,)

Test substance | Organism Toxicity Tq'g'he PEC;,; PEC,y. TER | Annex VI
end point ) \é‘cale (ng/L) (ng/L) Trigger
(ng/l) o
Vv
kresoxim- Oncorhynchus LCs, :& Acute i
methyl mykiss 190 Eg[ SIS N
S
NOEC= | Long- | 4 ceq ! 042 | 10
A pg/L term
5
Daphnia magna | ECs Acute 30686 i 6.06 | 100
‘Z?Q 186 ng/L
xS
b(b NOEC = Long- i
. oQ 32 ng/L - 30.686 1.04 | 10
N
Ankistrodérmus ECso = Acute i
bibrai@s 63 ng/L 207680 L
2]
O
N
\fb
&~
>
Q
2
&
«Q
&
(%)
$
OO
@b
N
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Table B.9.2.16-17 : Toxicity Exposure Ratio’s (TER’s) for aquatic organisms exposed to kresoxim-methyl ins‘@\
surface water for use in cereals (2 x 0.125 kg a.s./ha) based on FOCUS step 2 calculations (PEC;,) 6\
Test substance | Organism Toxicity Time PEC;,; PEC,y. TER Annexﬁ
end point | scale (ng/L) (ng/L) Trigger
Q
(ng/L) 5
Q
kresoxim- Oncorhynchus LCso = Acute i )
methyl mykiss 190 pg/L 1158 Lod \cbb fed
<
NOEC = Long- Y
13 pg/L term 1158 Ql)db 1o
N
. _ .
Daphnia magna ECs Acute 1158 i C;) 161 100
186 ng/L &
Q
NOEC = Long- N
32 ng/L e 1.158 § 28 10
N
/ = >
Aﬁkzsfrodermus ECs Acute 1158 WL 54 10
bibraianus 63 pg/L C?
%4

The risk of kresoxim-methyl for use in cereals is acceptable based on FOEUS step 2 calculations, indicating low
risk. \\'O

o\fb
Table B.9.2.16-18 : Toxicity Exposure Ratio’s (TER’s) for aquatis(?brganisms exposed to metabolites BF 490-1

and BF 490-5 in surface water for use in cereals (2 x 0.125 gé\a.s./ha) based on FOCUS step 1 calculations

(PECini) n(b
&
Test substance | Organism Toxicity Ti@% PEC;,; PEC,,. | TER Annex VI
end point g:c'gle (ng/L) (ng/L) Trigger
(mg/L) <
N
Oncorhynchus LCso> &7 | Acute | 66.657 ~ | >1500 | 100
mykiss 100 mﬁ
i S
BF 490-1 Daphniamagna | ECeg Acute | 66.657 - | >1500 | 100
%\(26) mg/L
Pseudo.klrchnerlella Qg}%cso > e 66.657 i =~ 7501 10
subcapitata Q 500 mg/L
O
. xS
BF 490-5 Daphnia magngy™ | ECso > Acute | 6.837 I > 14626 | 100
o 100 mg/L
.\\'\)

The risk of the metabolites REJQZWO-I and BF 490-5 for use in cereals is acceptable based on FOCUS step 1
calculations, indicating lo ¥ 1sk.

In conclusion, the risk(ég) kresoxim-methyl and its metabolites BF 490-1 and BF 490-5 is acceptable based on the
worst-case PEC;,; vales with risk mitigation to protect the most sensitive species (fish):

- buffer zone of 2 for the use in pomefruit

- buffer zone of I8 m for the use in grapevine

- no risk mitigation for the use in cereals for the a.s. kresoxim-methyl

o
Using mo@ﬁzalistic exposure scenarios (PECtya values) will lead to reduced buffer zones. This is an option for
reﬁnemeﬁ% that can be considered at Member State level.

Also, mesocosm study shows acceptable risk for aquatic invertebrates and algaec without buffer zones,
indicating low risk
OC)
O
-9
&
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B.9.3 Effects on other terrestrial vertebrates (Annex ITIA 10.3.1) \s‘@
o)
%

The ecotoxicologically-relevant endpoints for mammals were derived from the section on mammalian
toxicology.

Q
)
Table B.9.3-1 : Summary of effects of kresoxim-methyl on mammals §
el
Test species | Test substance Test system Endpoints Refer&éc\es
<
] acute oral S
rat kresoxim-methyl . LDs, > 5000 mg a.s./kg bw \I%?sch etal., 1993
o
2-generation \f>
rat kresoxim-methyl | reproduction | NOAEL = 100 mg a.s./kg bw/d \§0 Hellwig et al., 1994a
toxicity £
o

N
The choice of the long-term NOAEL is based on decreased body weight, increaé? in serum GGT and decrease in

liver fat storing cells in the FO generation, and on retarded morphologééil development in the F1b pup
generation. (2]

Q_

&
PP 9
First tier risk assessment for mammals : \(’z}'
<./_)O

N

. . : -$ : .
The risk assessment for mammals is based on the Guidance Qp%ument for birds and mammals under Council
Directive 91/414/EEC of September 2002 (SANCO/4145/%§3T)O). As a worst case it was assumed that the
mammals obtained 100 % of their diet in the treated area. Q;\

~Q
1- Formulation CANDIT {\0
e}
The formulation CANDIT (BAS 490 02 F) is @ungicidal product, which contains the active substance
kresoxim-methyl with a nominal content of 50 %@'w.
Q>

Table B.9.3-2 : Proposed use pattern of the forél\ulation CANDIT

O . . . .
Cro Number of | Migimum Interval | Growth stage | Application rate | Application rate
P applications ,S\)& (days) (BBCH) (kg a.s./ha) (kg product/ha) ”
5 U
fa‘;r;fe bear) fruit; 4 a 53-79 0.100 - 0.125 0.200 - 0.250
Grapevine 1-3 Abu 8 19 - 81 0.100 - 0.150 0.200 - 0.300

D application rate increases with p@ growth stage

N
For simplification reasons, e risk assessment is only conducted for the higher application rates. This covers the
increase in application raté€during season.
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2- Formulation ALLEGRO N
S
The formulation ALLEGRO (BAS 494 04 F) is a fungicidal product, which contains the active substances (0{0
- kresoxim-methyl (BAS 490 F) with a nominal content of 125 g a.s./L Q(b
- epoxiconazole (BAS 480 F) with a nominal content of 125 g a.s./L )
\Q
S
Table B.9.3-3 : Proposed use pattern of the formulation ALLEGRO S
. Application rates,g)b
Minimum | Growth
Crop e Interval stage Kresoxnm—meth& Epoxiconazole
applications |~ ;. 0" | (BBCH) BAS[E/SL‘:I]O" L (BAS 490 F (BAS 480 F)
[kg a.s./ha [kg a.s./ha]
Cereals 2 21 25-69 1.0 0.1{5? 0.125
OJ
1.1 — Dietary exposure : Q@
O

The relevant indicator species for the use in orchards and grapevines is a small \Kérbworous mammal of 25 g like
the vole.
For orchards a MAF of 1.8 for acute exposure (4 applications, 7 days spra%lzi_g%rval) was used.
The MAF for the long-term exposure was calculated according to )
MAF = (1 — &™) / (1 — "% with i = interval and n = number of apgfications
for 4 applications and 7 days spray interval, assuming default DT, onplant of 10 days

N
MAF =2.2 (.OO
For the RUD values, a deposition factor of 0.6 was assumed. Q\

N

Table B.9.3-4 : Estimated oral uptake of kresoxim- methy]Q?y herbivorous mammals and first tier Toxicity
Exposure Ratios (TERs) for use in pome fruit (apple, pear) 3,; {N-4 applications x 0.100-0.125 kg a.s./ha

Applica- Mammal Time- *O\, ETE (mg Annex VI
tion rate (kg| Crop tvoe scale FIR/ bw(s” RUD MAF fiwa a.s./kg TER Trigger
a.s./ha) yp @ bw/d) value
orchard acute | 139 | 85 18 | na | 266 | >188 10

0.125 early/ |herbivorous long- o

lat > 1.39 46 2.2 0.53 9.45 10.6 5

s term Q)(b

(bk'b

For grapevines a MAF of 1.7 (3 applic,@ﬁns, 7 days spray interval as a worst-case, covering the 8 days spray
interval) was used.

The MAF for the long-term exposure&vas calculated according to

MAF = (1 — %) / (1 — %% i = interval and n = number of applications

for 3 applications and 7 days Sp@ interval as a worst-case (covering the 8 days spray interval), assuming default

DTS5, on plant of 10 days (’g'\
MAF = 2.00 P

For the RUD values, a de@smon factor of 0.6 was assumed.

Table B.9.3-5 : Estirfféted oral uptake of kresoxim-methyl by herbivorous mammals and first tier Toxicity
Exposure Ratios (TEﬁs for use in grapevines at 1-3 applications x 0.100-0.150 kg a.s./ha
N
Applica- O . ETE (mg Annex VI
tion rate (kg ﬁmp M*t‘m';‘al Tsch;Z FIR/bw| RUD | MAF | fu. a.s./kg TER | Trigger
a.s./ha) o,Q yp bw/d) value
o\@ grape- acute 1.39 85 1.7 n.a 30.1 > 166 10
R i .
0. 150{\ Vlnes/ herbivorous long-
carly, 1.39 46 2.00 0.53 10.2 9.84 5
S

e acute and long-term risk of kresoxim-methyl is acceptable for the intended uses in pome fruit and
~$grapev1nes



9-78
Kresoxim-methyl Volume 3 — Annex B — Ecotoxicology January 1997,
Belgium revised in March 2010

&
&
§
OC)
o

-9
Table B.9.3-6 : Estimated oral uptake of kresoxim-methyl by herbivorous and insectivorous mammals and ﬁrst¢§

tier Toxicity Exposure Ratios (TERs) for use in cereals at 2 applications x 0.125 kg a.s./ha o
Applica- Ti ETE (mg A@?ex VI
tion rate (kg| Crop Bird type nnle- FIR/bw| RUD MAF fiwa a.s./kg TER Q@rigger
a.s./ha) B bw/d) & value

XS
acute | 139 | 142 | 127 | na 29.61 | > 1689 10
cereals . (@)
| herbivorous long- o >
EEEN 139 | 76 | 1.23% | 0.53 8.61 .6 5
term Q
0.125 o
cereals | .. acute | 0.63 | 14 na. | na. 1.1 _P>4535 10
carly/ nsecti- Q)
long- N
vorous
late = 0.63 5.1 n.a. n.a. O.@) 249 5

X
) MAF based on 2 applications and 14 days spray interval because SANCO/4é\4"§/2000 does not provide
respective value for 21 days spray interval (overestimation of the actual risk)

@ MAF calculated for short-term and long-term exposure according to . O

MAF = (1 —e%%™) / (1 — ¢*%%) with i = interval and n = number of apphcatlo@

for 2 applications and 21 days spray interval, assuming default DTs, on plant{{?‘lo days

MAF = 1.23 S
Q_

Q‘
The acute and long-term risk of kresoxim-methyl is acceptable for the@ntended use in cereals.
For the risk assessment of epoxiconazole, RMS refers to the DA%?addenda List of Endpoints and the EFSA
conclusion on epoxiconazole. ) Q

N

s

Q
1.2 - Secondary poisoning : Risk to earthworm-eating andcﬁsh-eating mammals :
*Q

Since the log Pow of kresoxim-methyl is higher th&@ 3 (log Pow = 3.4), there might be a potential for
bioaccumulation.
The 21-day PEC values in soil and surface water ar%Sbtamed from the section on fate and behaviour :
*Q
Apple : PECsoil (twa, 21 d) = 0.015 mg a.s./kg b
Grapevine : PECsoil (twa, 21 d) = 0.022 mg a@kg
Cereals : PECsoil (twa, 21 d) =0.010 mg aa%kg

Apple : PECsw (twa, 21 d, step 2) = 6. 6%4 pg a.s./L
Grapevine : PECsw (twa, 21 d, step 2, fate application) = 2.102 pg a.s./L
Cereals : PECsw (twa, 21 d, step 2%(5(26 471 pga.s./L

The BCF in earthworms is calo\@ted as:

BCF =(0.84 + 0.01 x POW)/(f\g’}gx Koc) =(0.84 + 0.01 x 2512)/(0.02 x 308) =4.2

with the following values otained from the section on fate and behaviour :

Pow = 2512 for kresoxim-methyl

mean Koc = 308 mL/ kresoxim-methyl

From the study on bigatcumulation potential in Oncorhynchus mykiss with kresoxim-methyl a BCF of 220 was
obtained for the wh\dlb fish.
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Table B.9.3-7 : The long-term risk of kresoxim-methyl for mammals eating contaminated earthworms and ﬁshs‘\é\\

for the use in pome fruit o
Food type | PEC,yironment BCF PECs,04 Factor ETE TER Annex&}% |
(mga.s/kg) | (1/day) | (mg a.s./kg Tri
b.w./day) valde
earthworm | 0.015 mg a.s./kg 4.2 0.063 1.4 0.088 1134 ¢ § 5
fish 6.684 nga.s./L 220 1.470 0.13 0.191 523 ‘@ 5
\‘7
Table B.9.3-8 : The long-term risk of kresoxim-methyl for mammals eating contaminated e@%lworms and fish
for the use in grapevine \,
\¥/
Food type | PEC.vironment BCF | PECiq Factor ETE \‘\\I‘ER Annex VI
(mg a.s./kg) (1/day) (mg a.s.géo Trigger
b.w./day). value
-0
Earthworm | 0.022 mg a.s./kg 42 0.092 1.4 0@9 773 5
N\
Fish 2.102 ng a.s./L 220 0.462 0.13 '6?’.060 1663 5
&
Table B.9.3-9 : The long-term risk of kresoxim-methyl for mammals eating contaminated earthworms and fish
for the use in cereals N
U
Food type | PEC.yironment BCF | PECy0q Factqoo\ ETE TER Annex VI
s./k N Tri
(mg a.s./kg) (/day) | (mg as./kg V;’;ﬁfer
S b.w./day)
earthworm | 0.010 mg a.s./kg 4.2 0.042 @ 1.4 0.059 1700 5
fish 0.471 pga.s./L 220 0.140 6;0 0.13 0.013 7424 5
<

The long-term risk of kresoxim-methyl for mamma
the intended uses in pome fruit, grapevine and celga

O
1.3- Plant metabolites : (§

eatlng contaminated earthworms and fish is acceptable for

In the plant metabolism and rotational cr %tudies with kresoxim-methyl, the metabolites BF 490-1 (B490M1),
BF 490-2 (B490M2) and BF 490-9 (B490M9) were the main metabolites, which in one case approached or
exceeded 10 % TRR (major metabolif@s) in green plant material (carrot forage), a potential feeding matrix of
herbivorous wild mammals. 4

Due to their significant relative &@ntities, the aforementioned metabolites would be potentially relevant for the

mammalian risk assessment. H\ ever, the identified major metabolites were also found in rats and lactating
X

goats. \QQ’
Therefore, for the metabo@(gs approaching or exceeding 10 % TRR in the plant metabolism and rotational crop
studies, the following cdiybe concluded:
- The ident¥fied major metabolites were also found in rats and lactating goats, hence would have
been tested in the mammalian toxicity studies conducted with kresoxim-methyl.
- The &k assessment for the parent molecule kresoxim-methyl is thus assumed to cover the potential
rls,l§from the plant metabolites.
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1.4- Drinking water : spray application (\s‘@
o
The Guidance Document on the Risk Assessment for Birds and Mammals SANCO 4145/2000 proposes tﬁat
birds and wild mammals may obtain their water demand from two potential sources. *Q(b

The major source of contaminated drinking water is surface water containing residues of the active Subiézr)lce for
example via spray drift from adjacent treated fields. As a conservative measure the water concentra@n may be
considered equivalent to the initial PEC calculated for surface water as obtained from the envirghmental fate
section of the DAR (Vol. 3, B.8.6). (§\\

Puddles of spray liquid held in leaf axils may be relevant for certain crop types giving rise @O{Gaf whorls after
foliar spray application, e.g. vegetables with head-like structure such as cabbage or cauhﬂ\'&/er In this case the
concentration of the active substance in the spray solution as obtained from the apphcz@n data section of the
DAR (Vol. 3, 3.2.3) would need to be taken into account. A field experiment after Qhar spray application in
white cabbage (Hommes et al. 1990)* showed that the initial concentration of the’active substance in leaf
puddles is in the range of 5 — 20 % of the spray concentration. Therefore, EPPO (1%‘%6; and SANCO/4145/2000
recommend using a conservative dilution factor of 5. (.§

For the representative uses of kresoxim-methyl in pome fruit orchards anc%%neyards (BAS 490 02 F), and in

cereals (BAS 494 04 F) a leaf puddle scenario event is unlikely to occur fo following reasons:

—  The flat morphology of the crop leaves does not provide reservoirs fi 2\%ollecting spray solution.

— In orchards and vineyards the morphology of the regularly mule.@d ground vegetation (if present) is not
comparable to leafy vegetables with forming heads.

— The water volume typically used in the proposed uses of kres\o%m—methyl is obtained form the application
data section of the DAR (Vol. 3, 3.2.3). The water volume fgt the uses in pome fruit orchards and vineyards
(BAS 490 02 F), and in cereals (BAS 494 04 F) ranges frofir 150 to 1 800 L/ha. This calculates to 15 to 180
mL/m® which, together with the leaf morphology of cfops and undergrowth noted earlier, illustrate that
orchard trees, grapes, their undergrowth, and cereals q&@unlikely to give rise to leaf puddles.

Therefore, the potential exposure of birds / mammals Ga spray solution puddles is considered negligible and
deemed not relevant for this assessment. Nevertheless, exposure via spray drift to water bodies, although
assumed being the exception under good agncu&hral practice, might be considered a potential source of
exposure and thus will be evaluated in the follow@

The daily water intake of a 10 g mammal is cargqllated allometrically as follows (Calder and Braun, 1983) :
Total water ingestion rate (L/day) = 0. 09&@%\7 99 where W is the body weight in kg

Total water ingestion rate (L/day) for aQO g mammal = 0.099 x (0.010)**° = 0.0016 L/day
\.

The daily dose of active substanceQ calculated as

<

O

(PECsw * total water 1ngest1(§yrate) /W

The PEC values for surfac@Awater in Step 1 and 2 represent ‘worst-case loadings’ (Step 1) and ‘loadings based on
sequential application @jtems (Step 2), as detailed in FOCUS (2001). In Step 1 inputs of spray drift, run-off,
erosion and / or drainage are cumulated as a single loading (sum of individual applications) to surface water
calculating into mqsf®¢onservative water concentrations. In Step 2 the loadings are refined to occur as successive
individual applications, each resulting in drift to the water body, followed by a run-off / erosion / drainage event
occurring four days after the last application, and additionally taking into account region of use (Northern or
Southern Eurgﬁ), season of application, and crop interception.
N

«O
X
3 Horg%, V.M., Buchs, W., Joermann, G., and Siebers, J. (1990). Vogelgefahrdung durch Pflanzen-schutzmittelriickstédnde
a

ttpflitzen von Gemiisekohl (Poisoning risk of birds by residues of pesticides in leaf puddles of colre crops).
@chrichtenbl. Deut. Pflanzenschutzd. 42. 113-117.
¥

EPPO (1994): Decision-making scheme for the environmental risk assessment of plant protection products, Chapter 11

S
/QQ Terrestrial vertebrates. EPPO Bull 24, 37-87.

Q
S
&
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Assuming a reasonable worst-case scenario, the surface water concentration is considered equivalent to the PEC:$
calculated for multiple applications according FOCUS Step 2. Referring to the environmental fate section of thg

DAR (Vol. 3, B.8.6) the related PEC values are as follows: (0{0
Pome fruit orchards 0.018393 mg kresoxim-methyl/L Q(D
Vineyards 0.005690 mg kresoxim-methyl/L &
Cereals 0.001158 mg kresoxim-methyl/L Q\'

9

For kresoxim-methyl the relevant time scale for potential exposure of birds or mammals through@bontaminated
surface water is acute. In water / sediment systems the active substance proved to have short DT(§ values of 1.26
and 1.36 days (van Beinum and Beulke, 2008). Therefore, the following risk assessments fogus on the acute
route of exposure. ~Q®

o>
The exposure and TER calculations for the proposed uses of the representative fo ations BAS 490 02 F
(pomefruit orchards, vineyards) and BAS 494 04 F (cereals) are presented in table B.9§10 below.

Table B.9.3-10 : Acute Toxicity Exposure Ratios (TERa) for the most con\igvative small insectivorous

mammal indicator species (10 g b.w.) exposed through surface water \‘5\'
Body Total water PEC,, Daily intaé)kéo LD TER
. . . 50 a
Gn weight ingestion rate (Step 2) [ of ;.;Cizk- [ N
mg g mg a.s./kg n
[kg] [L/day] [mg a.s./L] b.y :? fay] b.w.]
O
Orchards 0.010 0.002 0.01893 ,\’\{00.004 >5000 ' >1 250 000
N
>
Vineyards 0.010 0.002 0.00569 4 0.001 > 5000 ' > 5000 000
\)Q)
\ 1
Cereals 0.010 0.002 0.00@8 0.00023 > 5000 >21739 130
ey
N
! Acute oral toxicity study in the rat (Kirsch et a\léd?993, see Table B.9.3-1)
()
The risk for mammals drinking contaminated saﬁface water is acceptable for all intended uses.
v
(]
)
\&

In conclusion, the risk of kresoxim-megé'l and its metabolites is acceptable for mammals for the intended uses in
pome fruit, grapevine and cereals. N

\;
&
S
S
&





