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9.1 Critical GAP and overall conclusions
Table 9.1-1: Table of critical GAPs
1 2 3 4 5 6 | 7 N 9 10 11 12 13 14 |15[16]17]18]19]20] 21

Use- | Member | Crop and/or sit- | F, | Pests or Group of Application Application rate PHI | Remarks: Conclusion

No. |state(s) |uation Fn, | pests controlled . . (days) | e.g. g saf-

* (crop destination | Fpn | (additionally: develop- M_ethod /| Timing / Growth | Max. Min. |nterval_ kgorL g or kg as/ha W_ater L/ha ener/ syn- = o o
/ purpose of G, |mental stages of the Kind stage of crop & | number betyveen appli- | product/ha min/max ergist per Z '_E w|E
crop) Gn, | pest or pest group) season a) per | cations (days) |a) max. rate a) max. rate ha =4 S| E|l=

Gpn use per appl. per appl. 2135 S|E|g
or b) per b) max. total | b) max. total |8 5| 2|5
[ crop/ rate per rate per 8lE|lS|g|lcl=|e

season crop/season crop/season a2 8282

Zonal uses (field or outdoor uses, certain types of protected crops)

1 PL Winter oilseed F Rape stem weevil broad- BBCH 30-50 1 N/A 0.25 L/ha 50 g/ha 200-400 N/A | not relevant
rape (Ceutorhynchus napi) | cast Spring, post a)l a) 0.25 L/ha a) 50 gtha L/ha

CEUTNA spraying | emergence b) 1 b) 0.25 L/ha b) 50 g/ha
Cabbage stem weevil

(Ceutorhynchus palli-

dactylus) CEUTQU

2 PL Winter oilseed F Pollen beetle (Bras- | broad- BBCH 50-65 1 N/A 01012 L/ha |20-24g/ha 200-400 N/A | not relevant
rape sicogethes aeneus) cast Sorin ¢ L/ha

MELIAE spraying pring, pos a)l a) 0.12 L/ha a) 24 g /ha
emergence b) 1 b) 0.12 L/ha b) 24 g /ha

3 PL Winter oilseed F Cabbage seed weevil | broad- BBCH 60-69 1 N/A 0.1-0.12 L/ha 20-24 g /ha 200-400 N/A not relevant
rape (Ceutorhynchus ob- cast Sorin ¢ L/ha

strictus) CEUTAS spraying | 2Prng. POS a1 a)0.12L/ha  |a)24g/ha
Brassica pod midge emergence b) 1 b)0.12L/ha | b)24g/ha
(Dasineura brassicae)
DASYBR
4 PL Potato F | Colorado beetle broad- BBCH 35-75 1 N/A 0.08-0.12 L/ha | 16-24 g /ha 200-400 3 not relevant
(Leptinotarsa decem- | cast Spring, post a)l a) 0.12 L/ha a) 24 g /ha L/ha
lineata) LPTNDE spraying | emergence b) 1 b) 0.12 L/ha b) 24 g /ha

5 PL Apple F | Tortix moths (Tortri- | broad- BBCH 71-84 2 7 days 0.118 23.6 500-900 14 Max. 2 x

cidae sp) TORTSP cast Spring, post a)l L/10000m2 9/10000m2 L/ha 0.125 L/ha
spraying | emergence b) 2 LWA LWA (2x25
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1 5 6 7 8 10 11 12 13 14
a) 0.118 a) 23.6 g/ha)
L/10000m2 9/10000m2 10600
LWA LWA LWA
b) 0.236 b) 47.2
L/10000m2 9/10000m2
LWA LWA
6 PL Apple Codling moth (Cydia | broad- BBCH 71-84 2 7 days 0.118 23.6 500-900 14 Max. 2 x
pomonella) CARPPO | cast Spring, post a)l L/10000m2 9/10000m2 L/ha 0.125 L/ha
spraying | emergence b) 2 LWA LWA (2x25
a) 0.118 a)23.6 g/ha)
L/10000m2 9/10000m2 10600
LWA LWA LWA
b) 0.236 b) 47.2
L/10000m2 9/10000m2
LWA LWA
7 PL Apple ;IAppIe sa\tNﬂtyéHop- brosd- BBCH 65-69 1 N/A 0.073 14.6 E(/)r(])-QOO 14 E\/?]X 02:2ll
|_f;gaprrl1_rJT61Eesu inea) gafa | Spring, post a1 L/10000m2 | g/10000m2 a as/haa)( g
praying emergence b) 1 LWA LWA 15000LWA
a) 0.073 a) 14.6
L/10000m2 9/10000m2
LWA LWA
b) 0.073 b) 14.6
L/10000m2 9/10000m2
LWA LWA
cas . a a
spraying | SPring, post a)l tlvﬁ)oomz E/\}\;)goom asthe) g
emergence b) 1 15000LWA
a) 0.073 a) 14.6
L/10000m2 9/10000m2
LWA LWA
b) 0.073 b) 14.6
L/10000m2 9/10000m2
LWA LWA
9 PL Apple Aépple woollly gphid bro?d- BBCH 56-84 1 N/A 0.118 236 5UOr(]J-900 14 nIJarl]x %és
praying emergence h) 1 LWA LWA 15000LWA
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1 3 4 5 6 7 8 10 11 12 13 14
a) 0.118 a) 23.6
L/10000m2 9/10000m2
LWA LWA
b) 0.118 b) 23.6
L/10000m2 9/10000m2
LWA LWA
Minor uses according to Article 51 (field uses)
10 |PL Spring oilseed Pollen beetle (Meli- | Foliar BBCH 50-65 1 N/A 01012 L/ha |20-24g/ha 200-400 14 not relevant
, Turni th ME- . L/ha
::gz umip E?AES aenets) spray Spring, post a)l a) 0.12 L/ha a) 24 g /ha
emergence b) 1 b)0.12L/ha | b)24g/ha
11 |PL Spring oilseed F Rape stem weevil Foliar BBCH 30-50 1 N/A 0.25 L/ha 50 g/ha 200-400 14 not relevant
rape, (Ceutorhynchus napi) | spray Spring, post a)l a) 0.25 L/ha a) 50 g/ha L/ha
Turnip rape —CEUTNA emergence b) 1 b) 0.25 L/ha b) 50 g/ha
Cabbage stem wee-
vils(Ceutorhynchus
palli-dactylus) —
CEUTQU
12 |PL Spring oilseed F Brassica pod midge | Foliar BBCH 59-71 1 N/A 0.3 /ha 60 g/ha 200-400 14 not relevant
rape, (Dasyneura brassi- spray Spring, post a)l L/ha
Turnip rape cae)- DASYBR emergence b) 1 a) 0.31/ha a) 60 g/ha
Cabbage seed weevil b) 0.3 I/ha b) 60 g/ha
(Ceutorhynchus ob-
strictus) - CEUTAS
13 |PL zlax_- fiberpro- | F (;rz;:b_bage thri_ps Foliar After reaching 1 ) N/A 0.3 I/ha 60 g/ha E(/)r(])-400 N/A | not relevant
uction (THSF'iaNr!gustlceps) T | sPray thresholds or af- E)) 1 a) 0.3 l/ha a) 60 g/ha 4
Flax thri;)s (Thrips te'r warning ser- b) 0.3 I’ha b) 60 g/ha
lini) - THRILI vice appeal
BBCH 30-61
14 |PL Common hemp - |F | Aphids (Aphididae) — | Foliar After reaching | 1 N/A 0.3 I/ha 60 g/ha 200-400 N/A | not relevant
fiber production APXXSP; spray thresholds or )1 a)0.31/ha 2) 60 g/ha L/ha
Thrips (Thysanop- .
tera) - ITHYSO after warning | p) 1 b)03lha  |p) 60 gha
service appeal
BBCH 39-
59
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
15 |PL Wild apple F | Aphids (Aphididae) — | Foliar BBCH 56-84 1 N/A 0.073 146 500-900 14 max. 0.11
APXXSP P | Spring, post )1 L/10000m? | g/L0000m? | L/ha l;s%aa)(ZZ 9
emergence b) 1 LWA LWA 15000
a) 0.073 a)14.6 LWA
L/10000m? 9/10000m?
LWA LWA
b) 0.073 b) 14.6
L/10000m? 9/10000m?
LWA LWA
16 |PL Wild apple F | Codling moth (Cydia | Foliar BBCH 71-84 2 7 days 0.118 23.6 500-900 14 Max. 2 x
pomonella) - spray Spring, post a)l L/10000m? 9/10000m? L/ha 0.125 L/ha
CARPPO emergence b) 2 LWA LWA (2x25
a) 0.118 a) 23.6 g/ha)
L/10000m? 9/10000m? 10600
LWA LWA LWA
b) 0.236 b) 47.2
L/10000m? 9/10000m?
LWA LWA
moth (Leucoptera sci- | spray Spring, post )1 L/10000m? /10000m? L/ha L/ha (22 g
tella) -LEUCSC LWA LWA as/ha)
emergence b) 1 15000
a) 0.073 a) 14.6 LWA
L/10000m? 9/10000m?
LWA LWA
b) 0.073 b) 14.6
L/10000m? 9/10000m?
LWA LWA
18 |PL Wild apple F | Apple fruit sawfly Foliar BBCH 65-69 1 N/A 0.073 146 500-900 14 max. 0.11
Hoplocampa testudi- | spra | ' L/ha L/ha (22
(Hoplocamp PY | o ring, post 1 L/10000m? | g/10000m? (229
nea) - HOPLTE LWA LWA as/ha)
emergence b) 1 15000
L/10000m? g/10000m?
LWA LWA
b) 0.073 b) 14.6
L/10000m? 9/10000m?
LWA LWA
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Dasineura mali) - spra a)l L/ha 0.11 L/ha
(D ASYMA ) Pr&Y" | spring, post b) ) II:/V%I(')A(‘)OOm2 nglv\E)XOOmZ @x22
emergence ) g/ha)
L/10000m? | g/10000m? LWA
LWA LWA
b) 1.66 b) 33.2
L/10000m? 9/10000m?
LWA LWA
lopertha horticola) - | spray . L/10000m? /10000m? L/ha L/ha (22 g
Spring, post a)l g
PHPHHO LWA LWA as/ha)
emergence b) 1 15000
a) 0.073 a)14.6 LWA
L/10000m? 9/10000m?
LWA LWA
b) 0.073 b) 14.6
L/10000m? 9/10000m?
LWA LWA
APXXSP spra L/ha L/ha (22
pear P& | Spring, post a1 LIJV%ICI)A(\)OOm2 ngvl\?XOOmz as/ha)( 9
emergence b) 1 15000
L/10000m? 9/10000m?
LWA LWA
b) 0.073 b) 14.6
L/10000m? 9/10000m?
LWA LWA
22 |PL Pear, Chinese F | Tortix moths (Tortri- | Foliar BBCH 71-84 2 7 days 0.118 236 500-900 14 Max. 2 x
pear cidae sp) TORTSP spray Spring, post a)l L/10000m? 9/10000m? L/ha 0.125 L/ha
emergence b) 2 LWA LWA (2x25
a) 0.118 a) 23.6 g/ha)
L/10000m? 9/10000m? 10600
LWA LWA LWA
b) 0.236 b) 47.2
L/10000m? 9/10000m?
LWA LWA
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
23 |PL Pear, Chinese F | Codling moth (Cydia | Foliar BBCH 71-84 2 7 days 0.118 23.6 500-900 14 Max. 2 x
pear pomonella) CARPPO | spray Spring, post a)l L/10000m2 9/10000m2 L/ha 0.125 L/ha
emergence b) 2 LWA LWA (2x25
a) 0.118 a)23.6 g/ha)
L/10000m2 9/10000m2 10600
LWA LWA LWA
b) 0.236 b) 47.2
L/10000m2 9/10000m2
LWA LWA
24 |PL Pear, Chinese F | Cherry slug saw- fly | Foliar BBCH 71-84 1 N/A 0.118 23.6 500-900 14 max. 0.135
pear (Caliroa limacina) - | spray Spring, post a)l L/10000m2 9/10000m2 L/ha L/ha (27 g
ERICLI emergence b) 1 LWA LWA as/ha)
a) 0.118 a) 23.6 11500LWA
L/10000m2 9/10000m2
LWA LWA
b) 00.118 b) 23.6
L/10000m2 9/10000m2
LWA LWA
25 |PL Pear, Chinese F | Pear leaf midge Foliar BBCH 71-84 2 7 days 0.118 236 500-900 14 Max. 2 x
pear (Dasineura pyri) - spray Spring, post a)l L/10000m2 9/10000m2 L/ha 0.125 L/ha
DASYPY emergence b) 2 LWA LWA (2x25
a) 0.118 a)23.6 g/ha)
L/10000m2 9/10000m2 10600
LWA LWA LWA
b) 0.236 b) 47.2
L/10000m2 9/10000m2
LWA LWA
26 |PL Pear, Chinese F | Apple bud weevil Foliar BBCH 51-59 1 N/A 0.083 16.6 500-900 14 max. 0.125
pear (Anthonomus piri) - spray Spring, post a)l L/10000m2 /10000m2 L/ha L/ha (25 ¢
ANTHPY emergence b) 1 LWA LWA as/ha)
15000LWA
a) 0.083 a) 16.6
L/10000m2 9/10000m2
LWA LWA
b) 0.083 b) 16.6
L/10000m2 9/10000m2
LWA LWA
27 |PL Pear, Chinese Pear psylla Foliar BBCH 51-71 2 7 days 0.083 16,6 500-900 14 Max. 2 x
pear (Cacopsylla pyri) - spray Spring, post a)l L/10000m2 /10000m2 L/ha 0.11 L/ha
PSYLPI; emergence b) 2 LWA LWA (2x22
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
Pear sucker a) 0.083 a) 16.6 g/ha)
(Cacopsylla pyrisuga) L/10000m2 | g/10000m2 13000
- PSYLPY; LWA LWA LWA
Pear psyllid b) 1.66 b) 332
(Cacopsylla pyricola) L/10000m2 | g/10000m2
-PSYLPC LWA LWA
28 |PL Quince, F | Aphids (Aphididae) — | Foliar BBCH 56-84 1 N/A 0.073 146 500-900 14 max. 0.11
Medlar APXXSP SP'Y | Soring, post 91 L/10000m2 | g/L00N/A0Om2 | L/ha la-s/%aa)(ZZ 9
emergence b) 1 LWA LWA 15000LWA
a) 0.073 a)14.6
L/10000m2 9/10000m2
LWA LWA
b) 0.073 b) 14.6
L/10000m2 9/10000m2
LWA LWA
29 |PL Quince, F | Codling moth (Cydia | Foliar BBCH 71-84 2 7 days 0.118 23.6 500-900 14 Max. 2 x
Medlar pomonella) CARPPO | spray Spring, post a)l L/10000m2 9/10000m2 L/ha 0.125 L/ha
emergence b) 2 LWA LWA (2x25
a) 0.118 a) 23.6 g/ha)
L/10000m2 9/10000m2 10600
LWA LWA LWA
b) 0.236 b) 47.2
L/10000m2 9/10000m2
LWA LWA
APXXSP SPrY | soring, post 21 L/10000m2 | g/LN/A000Om2 | L/ha Ia-s//r;?a)(zz g
emergence b) 1 LWA LWA 15000LWA
a) 0.073 a) 14.6
L/10000m2 9/10000m2
LWA LWA
b) 0.073 b) 14.6
L/10000m2 9/10000m2
LWA LWA
31 |PL Plum F Plum fruit sawfly Foliar BBCH 69-84 1 N/A 0.073 146 500-900 14 max. 0.11
(Hoplocampa minuta) | spray L/10000m2 /10000m2 L/ha L/ha (22 g
Plum sawfly(Hop- b) 1 15000LWA
locampa flava) -




Page 14 /318
Template for chemical PPP
Version March 2024
Acetamipryd 200 SL
Part B — Section 9 - Core Assessment
Applicant version

1 2 3 4 5 6 7 8 9 10 11 12 13 14
HOPLFL a) 0.073 a) 14.6
L/10000m2 9/10000m2
LWA LWA
b) 0.073 b) 14.6
L/10000m2 9/10000m2
LWA LWA
32 |PL Plum F | Plum fruit moth Foliar BBCH 71-81 2 7 days 0.118 23.6 500-900 14 Max. 2 x
(Laspeyresia fune- spray Spring, post a)l L/10000m2 9/10000m2 L/ha 0.125 L/ha
brana) - LASPFU emergence b) 2 LWA LWA (2x25
a) 0.118 a) 23.6 g/ha)
L/10000m2 9/10000m2 10600
LWA LWA LWA
b) 0.236 b) 47.2
L/10000m2 9/10000m2
LWA LWA
33 |PL Plum F European brown Foliar BBCH 56-59 1 N/A 0.073 146 500-900 14 max. 0.11
scale(Parthenoleca- | spray 1 L/10000m2 /10000m2 L/ha L/ha (22 g
nium corni) - 3) LWA LWA as/ha)
LECACO b)1 15000LWA
a) 0.073 a) 14.6
L/10000m2 9/10000m2
LWA LWA
b) 0.073 b) 14.6
L/10000m2 9/10000m2
LWA LWA
34 |PL Plum F | Apple brown tortrix | Foliar BBCH 51-87 2 7 days 0.083 16.6 500-900 14 Max. 2 x
(Pandemis hepa_rana) spray a)l L/10000m2 /10000m2 L/ha 0.11 L/ha
lated tortrix (Adox- g/ha)
ophyes orana) - a) 0.083 2) 166 13000
European leaf roller LWA LWA
(Archips rosana) - b) 1.66 b)33.2
CACORO; L/10000m2 9/10000m2
Whelk (Tortricidae) - LWA LWA
1TORTF; and other
leaf caterpillars
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1 2 3 4 5 6 7 8 9 10 11 12 13 14
35 |PL Peach F | Aphids (Aphididae) — | Foliar BBCH 56-84 1 N/A 0.073 146 500-900 14 max. 0.11
'lgl\ec'tarme APXXSP spray Spring, post )1 L/10000m?2 /10000m2 L/ha L/ha (22 g
pricot LWA LWA as/ha)
emergence b) 1 15000LWA
a) 0.073 a)14.6
L/10000m2 9/10000m2
LWA LWA
b) 0.073 b) 14.6
L/10000m2 9/10000m2
LWA LWA
36 |PL Peach F | Apple brown tortrix | Foliar BBCH 51-65 2 7 days 0.083 16.6 500-900 14 Max. 2 x
Nectarine (Pandemis heparana) | spray a)l L/10000m?2 /10000m2 L/ha 0.11 L/ha
Apricot -PANDHE; Reticu- b) 2 LWA LWA (2x22
lated tortrix (Adox- g/ha)
ophyes orana) - a) 0.083 2) 166 13000
leaf roller (Archips ro- LWA LWA
sana) - CACORO; b) 1.66 b) 33.2
Whelk (Tortricidae) L/10000m2 9/10000m2
- ITORTF; and other LWA LWA
leafcaterpillars
37 |PL Sour cherry, F | Aphids (Aphididae) — | Foliar BBCH 56-84 1 N/A 0.073 14.6 500-900 14 max. 0.11
sweet cherry APXXSP spray Spring, post 21 L/10000m2 9/10000m2 L/ha I;S//r;]aa)(zz g
emergence b) 1 LWA LWA 15000LWA
a) 0.073 a) 14.6
L/10000m2 9/10000m2
LWA LWA
b) 0.073 b) 14.6
L/10000m2 9/10000m2
LWA LWA
38 |PL Sour cherry, F | Cherry fruit moth Foliar BBCH 51-59 1 N/A 0.083 16.6 500-900 14 max. 0.125
sweet cherry (Argyresthia ephip- spray a)l L/10000m2 /10000m2 L/ha L/ha (259
15000LWA
a) 0.083 a) 16.6
L/10000m2 9/10000m2
LWA LWA
b) 0.083 b) 16.6
L/10000m2 9/10000m2
LWA LWA
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39 |PL Sour cherry, Cherry-stone weevil | Foliar BBCH 57-65 1 N/A 0.073 146 500-900 14 max. 0.11
sweet cherry t(ﬁ:)tho:ﬁlr_rr_ﬁ I_\!'Ectlros spray Spring, post )1 L/10000m?2 /10000m2 L/ha L/ha (22 g
LWA LWA asha)
emergence b) 1 15000LWA
a) 0.073 a)14.6
L/10000m2 9/10000m2
LWA LWA
b) 0.073 b) 14.6
L/10000m2 9/10000m2
LWA LWA
40 |PL Sweet Cherry Apple brown tortrix | Foliar BBCH 51-65 2 7 days 0.083 16.6 500-900 14 Max. 2 x
Sour Cherry (Pandemis heparana) | spray a)l L/10000m?2 /10000m2 L/ha 0.11 L/ha
lated tortrix (Adox- g/ha)
ophyes orana) - a) 0.083 2) 166 13000
CAPURE; European L/10000m2. | ¢/10000m2 LWA
leaf roller (Archips LWA LWA
rosana) - CACORO; b) 1.66 b)33.2
Whelk (Tortricidae) - L/10000m2 9/10000m2
1TORTF; and other LWA LWA
leafcaterpillars
41 |PL Tomato Glasshouse white- fly | Foliar BBCH 20-89 1 N/A 0.30 L/ha 60g/ha 300-750 3 not relevant
(Trialeurodes va- po- | spray L/ha
3 rariorum) — TRIAVA; :
42 |PL Aubergine/egg- Common cotton Foliar BBCH 20-89 1 N/A 0.30 L/ha 60g/ha 300-750 3 not relevant
plant thrips (Thrips tabaci) | SPray L/ha
43 |PL Pepper — THRITB; _|Foliar  [BBCH20-89 |1 N/A 0.30 L/ha 60g/ha 300-750 |3 [notrelevant
Western grass thrips spray Lha
(Frankliniella occi-
den- talis) -
FRANOC;
Leaf miner (Phyto-
myza sp.) -PHYYSP;
Aphids (Aphididae) —
APXXSP;
Lygus bug (Lygus
sp.) - LYGUSP;
Flea beetle (Psylli-
odes) - 1PSYIG
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44 | PL Walnuts F | Aphids (Aphididae) — | Foliar BBCH 51-65 2 10 days 0.083 16.6 500-900 14 Max. 2 x
b) 2 LWA LWA (ihx 22
a
L/10000m2 | g/10000m2 LWA
LWA LWA
b) 1.66 b) 33.2
L/10000m2 9/10000m2
LWA LWA
45 |PL Hazelnuts F Aphids (Aphidi- Foliar BBCH 51-65 2 7 days 0.083 16.6 500-900 14 Max. 2 x
dae) ~APXXSP;,  |SPray a)1 L/10000m2 | g/l0000m2 | L/ha 0.11 L/ha
Hazelnut weevil b) 2 LWA LWA (2x22
(Curculio nu- 2) 0.083 2) 166 ora)
cum) - CURCNU; L/10000m2 | g/10000m2 LWA
(Oberea linearis) - LWA LWA
OBERLI; European
: § b) 1.66 b) 33.2
brown scale (Par- L/10000m2 | g/10000m2
thenolecanium corni) LWA LWA
- LECACO; , Reticu-
latedtortrix (Adox-
ophyes orana) -
CAPURE; European
leaf roller (Archips ro-
sana) - CACORO;
other totrix and other
leaf caterpillars
46 |PL Common_ osier, |F Aphids (Aphididae) Foliar BBCH 51-69 2 7 days 0.083 16.6 200-750 N/A | Max. 2 x
Purple willow ~ APXXSP, Balsam | SPray a)1 L/10000m2 | g/l0000m2 | L/ha 0.11 L/ha
poplar leaf beetle b)2 LWA LWA (2x22
(Chrysomela populi) 4) 0.083 3) 166 gg‘o"’go
- CHRSPO, L/10000m2 | g/L0000m2 LWA
(Chrysomelasali- LWA LWA
ceti)- CHRSSA, b) 1.6 b) 332
?F!ﬁﬁa"tv(:'rg’m:’;:tﬁ': L/10000m2 | g/10000m2
sima) LWA LWA
- PHRRVU; Brassy
willow leaf beetle
(Phratora vitellinae) -
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PHRRVI; Cream- bor-
dered green pea moth
(Earias clorana) -
EARICH; Gall midge
(Dasineura mar-
ginemtorguens) -
RHABMA
47 |PL Forest and orna- Aphids (Aphididae) — | Foliar BBCH 11-69 1 N/A 0.133 26.6 200-400 N/A | Max. 0.19
mental nurseries APXXSP, Springtails | spray a)l L/10000m?2 /10000m2 L/ha L/ha
plants, restock- (Collembola) - b) 1 LWA LWA (38 g/ha)
ings,afforesta- 1COLLO; Larch case- 14000
tions and forest bearer (Coleophora a) 0.133 a) 26.6 LWA
trees’ seed plan- laricella) - COLELA L/10000m2 9/10000m2
tations; Christ- LWA LWA
mas trees grown b) 0.133 b) 26.6
on plantations L/10000m2 9/10000m2
LWA LWA

*

**

Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1
F: professional field use, Fn: non-professional field use, Fpn: professional and non-professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, Gpn: professional
and non-professional greenhouse use, I: indoor application

Explanation for column 15 — 21 “Conclusion”

A

Acceptable, Safe use

R

Further refinement and/or risk mitigation measures required

To be confirmed by cMS

C
[N ]

No safe use
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Remarks
table:

o)
o
©)

)

®)

(6)

Numeration necessary to allow references

Use official codes/nomenclatures of EU

For crops, the EU and Codex classifications (both) should be used; where relevant, the use
situation should be described (e.g. fumigation of a structure)

F: professional field use, Fn: non-professional field use, Fpn: professional and non-profes-
sional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, Gpn:
professional and non-professional greenhouse use, I: indoor application

Scientific names and EPPO-Codes of target pests/diseases/ weeds or when relevant the com-
mon names of the pest groups (e.g. biting and sucking insects, soil born insects, foliar fungi,
weeds) and the developmental stages of the pests and pest groups at the moment of applica-
tion must be named

Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench

Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type
of equipment used must be indicated

(7) Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Black-
well, ISBN 3-8263-3152-4), including where relevant, information on season at time of application

(8) The maximum number of application possible under practical conditions of use must be provided

(9) Minimum interval (in days) between applications of the same product.

(10) For specific uses other specifications might be possible, e.g.: g/m* in case of fumigation of empty
rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products

(11) The dimension (g, kg) must be clearly specified. (Maximum) dose of as per treatment (usually g, kg
or L product / ha).

(12) If water volume range depends on application equipments (e.g. ULVA or LVA) it should be men-
tioned under “application: method/kind”.

(13) PHI - minimum pre-harvest interval

(14) Remarks may include: Extent of use/economic importance/restrictions
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9.1.1 Overall conclusions

9111

9.1.1.2 ZRMS comments: Accepted.

9.1.13 Effects on birds (KCP 10.1.1), Effects on terrestrial vertebrates other than

birds (KCP 10.1.2), Effects on other terrestrial vertebrate wildlife (reptiles and
amphibians) (KCP 10.1.3)

Birds

Effects on birds for Acetamipryd 200 SL were not evaluated as part of the EU review of acetamiprid.
However further data on Acetamipryd 200 SL is not relevant as data for the active substance on toxicity to
birds are considered essential. It is possible to extrapolate from data for the active substance. Therefore, all
relevant data were assessed in the EU review. Risk assessments for Acetamipryd 200 SL with the proposed
use pattern and EU agreed endpoints have been provided and are considered adequate.

The risk assessment for effects on birds was carried out according to the latest guidance for risk assess-
ment for birds and mammals EFSA Journal 2009; 7(12): 1438.

The acute and reproductive risks of Acetamipryd 200 SL to birds were assessed from toxicity exposure
ratios between EU agreed toxicity endpoints, estimated from studies with active substance, as well as SV
and SVpn.

Drinking water exposure leaf scenario has not been performed since Acetamipryd 200 SL is not intended
to be applied on leafy vegetables forming heads or crop plants with comparable water collecting structures
at principal growth stage 4 or later. Drinking water exposure puddle scenario has not been performed since
the ratios of effective application rates to relevant endpoints do not exceed 50 (Koc < 500 L/kg).

Exposure for earthworm-eating birds and fish-eating birds via secondary poisoning was not required since
log Pow Of acetamiprid are blow the trigger value of 3.

The TER values where applicable exceed the trigger values of 10 for acute and 5 for reproductive and long-
term risk, thus indicating no unacceptable risk to birds from the proposed use of Acetamipryd 200 SL. No
risk management measures are required.

The application of Acetamipryd 200 SL to tomatoes, aubergine and paprika (uses. 41-43) is limited to
greenhouses, risk assessment is not required.

Terrestrial vertebrates (other than birds)

Effects on mammals for Acetamipryd 200 SL were not evaluated as part of the EU review of acetamiprid.
However further data on Acetamipryd 200 SL is not relevant as data for the active substance on toxicity to
mammals are considered essential. It is possible to extrapolate from data for the active substance. Therefore,
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all relevant data were assessed in the EU review. Risk assessments for Acetamipryd 200 SL with the pro-
posed use pattern and EU agreed endpoints have been provided and are considered adequate.

The risk assessment for effects on terrestrial vertebrates other than birds was carried out according to the
latest guidance for risk assessment for birds and mammals EFSA Journal 2009; 7(12): 1438.

The acute and reproductive risks of Acetamipryd 200 SL to mammals were assessed from toxicity exposure
ratios between EU agreed toxicity endpoints, estimated from studies with active substance, as well as SV
and SVp.

Drinking water exposure puddle scenario has not been performed since the ratios of effective application
rates to relevant endpoints do not exceed 50 (Koc < 500 L/kg).

Exposure for earthworm-eating mammals and fish-eating mammals via secondary poisoning was not re-
quired since log Pow Of acetamiprid are blow the trigger value of 3.

The TER values where applicable exceed the trigger values of 10 for acute and 5 for reproductive and long-
term risk, thus indicating no unacceptable risk to mammals from the proposed use. No risk management
measures are required.

The application of Acetamipryd 200 SL to tomatoes, aubergine and paprika (uses. 41-43) is limited to
greenhouses, risk assessment is not required.

9.1.1.4 Effects on aquatic organisms (KCP 10.2)

Effects on aquatic organisms for Acetamipryd 200 SL were not evaluated as part of the EU review of
acetamiprid. Acute toxicity studies of Acetamipryd 200 SL to invertebrates and algae were submitted in
this dossier.

Risk assessments for Acetamipryd 200 SL with the proposed use pattern was carried out according to the
latest guidance for risk assessment for aquatic organisms in edge-of-field surface water EFSA Journal 2013;
11(7):3290.

PECsw/RAC values were calculated with PECsw values obtained for active substance and its metabolites
calculated in Steps 1, 2, 3 and 4 were below the 1 for acute and long-term risk indicating no unacceptable
risk to aquatic organisms for most scenarios provided appropriate risk mitigations measures are applied.
For scenarios with PEC/RAC above 1 safe use has not been confirmed so further risk mitigations from and
risk refinement is required at national level. Risk mitigation for particular country are proposed in respective
Part A.

The application of Acetamipryd 200 SL to tomatoes, aubergine and paprika (uses. 41-43) is limited to
greenhouses, risk assessment is not required.

Classification of ACETAMIPRYD 200 SL was done on the basis of formulation test results as well as
active substance properties. The proposed classification of the product Acetamipryd 200 SL is:

Aguatic Chronic 1, H410
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9.1.1.6 ZRMS comments: The evaluation of the risk for aquatic organisms was
performed in accordance with the recommendations of the “Guidance
document on tiered risk assessment for plant protection products for aquatic
organisms in edge-of-field surface waters” (EFSA Journal 2013;11(7):3290).

The PEC,y calculations for acetamiprid have been approved for applications proposed in GAP. PECy and
PEC..q calculations were carried out according to the FOCUS recommendations.

The relevant predicted environmental concentrations in water (PECsw) for risk assessments covering the
proposed use pattern are taken from Part B Section 8 (Environmental Fate). Details on PECs, calculations
for acetamiprid and formulation PIORUN 200 SL are included in Section B8.

Since not all relevant to the central zone scenarios are defined for the evaluated crops, the surrogate crops
were considered by the Applicant in simulations.

Step 4 simulations were performed according to recommendations of the FOCUS work group on landscape
and mitigation, FOCUS TOXSWA v5.5.3, ECPA SWAN v5.0.1, VFSmod.

The acceptability of proposed risk mitigation measures should be taken at MSs level.
PL

For Poland D3, D4 and R1 scenarios are relevant so it can be concluded that PIORUN 200 SL in accord-
ance with GAP does not pose unacceptable risk to aquatic organisms under condition following risk miti-
gations measures are applied:

To protect aquatic organisms respect 10m unsprayed vegetated buffer zone to|Use no: 11, 12
surface water bodies in case of spring oilseed rape and turnip rape sprayed with 0.25-
0.3 L/ha.

To protect aquatic organisms respect 5m unsprayed buffer zone to surface water | Use no: 13, 14
bodies in case of flax-fiber production and common hemp fiber production sprayed
with 0.3 L/ha.

To protect aquatic organisms respect 5m unsprayed buffer zone to surface water | Use no: 7-9, 15, 17-21, 26-
bodies + 90% drift reduction nozzles or 15m unsprayed buffer zone to surface | 28, 30, 31, 33-40, 44-46
water bodies + 50% drift reduction nozzles or 20m unsprayed buffer zone to
surface water bodies in case of orchards, walnuts, hazelnuts, common osier and
purple willow sprayed with 0.11-0.18 L/ha.

To protect aquatic organisms respect 5m unsprayed buffer zone to surface water | Use no: 47
bodies + 90% drift reduction nozzles or 15m unsprayed buffer zone to surface
water bodies + 75% drift reduction nozzles bodies in case of forest and ornamental
nurseries plants, restockings, afforestations and forest trees’ seed plantations,
Christmas trees grown on plantations sprayed with 0.19 L/ha.

To protect aquatic organisms respect 5m unsprayed buffer zone to surface water | Use no: 5, 6, 16, 22-25, 29,
bodies + 50% drift reduction nozzles or 10m unsprayed buffer zone to surface | 32
water bodies in case of orchards sprayed with 2 x 0.125 L/ha.

In case of winter oilseed rape (uses no. 1-3), spring oilseed rape and turnip rape (uses no. 10) as well as
potato (use no. 4) no risk mitigations measures are required.

A product PIORUN 200 SL in ecotoxicology section approved for uses 41-43 only in greenhouses with
a durable structure, isolated from the ground.
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The application of PIORUN 200 SL to tomatoes, aubergine and paprika (uses. 41-43) is limited to green-
houses, risk assessment is not required.

Final risk mitigation measures should be considered at MSs level.
New data was accepted.

9.1.1.7 Effects on bees (KCP 10.3.1)

Effects on bees for Acetamipryd 200 SL were not evaluated as part of the EU review of acetamiprid. Tox-
icity studies of Acetamipryd 200 SL to bees were submitted in this dossier.

The evaluation of the acute risk for bees was performed in accordance with the recommendations of the
“Guidance Document on Terrestrial Ecotoxicology”, as provided by the Commission Services
(SANCO0/10329/2002 rev.2 (final), October 17, 2002).

The risks of Acetamipryd 200 SL to honeybees was assessed from Hazard Quotients (HQ) and Exposure
Toxicity Ratio (ETR) between toxicity endpoints, estimated from acute oral and contact studies with active
ingredients and formulated product as well as the maximum single application rate.

All the hazard quotients were considerably less than the respective triggers, indicating that Acetamipryd
200 SL in accordance with GAP poses a low risk to bees. No risk management measures are required.

The application of Acetamipryd 200 SL to tomatoes, aubergine and paprika (uses. 41-43) is limited to
greenhouses, risk assessment is not required.

9.1.1.8 Effects on arthropods other than bees (KCP 10.3.2)

Effects on non-target arthropods for Acetamipryd 200 SL were not evaluated as part of the EU review of
acetamiprid. Toxicity studies of Acetamipryd 200 SL to non-target arthropods were submitted in this dos-
sier.

Risk assessments for Acetamipryd 200 SL with the proposed use pattern was carried out according to the
guidance for risk assessment for arthropods “Guidance Document on Terrestrial Ecotoxicology”, as pro-
vided by the Commission Services (SANCO/10329/2002 rev.2 (final), October 17, 2002) and in consider-
ation of the recommendations of the guidance document ESCORT 2.

The in-field and off-field risk of Acetamipryd 200 SL to non-target arthropods was evaluated by compari-
son of % effects rate with derived from laboratory tests as well as in-field and off-field predicted rate. No
risk was determined in-field and off-field after application of Acetamipryd 200 SL in accordance with GAP.
No risk management measures are required.

The application of Acetamipryd 200 SL to tomatoes, aubergine and paprika (uses. 41-43) is limited to
greenhouses, risk assessment is not required.

9.1.1.9 Effects on non-target soil meso- and macrofauna (KCP 10.4), Effects on soil
microbial activity (KCP 10.5)

Effects on earthworms and other soil micro-organisms for Acetamipryd 200 SL were not evaluated as part
of the EU review of acetamiprid. The toxicity studies to earthworm and Hypoaspis aculeifer as well as
nitrogen transformation test for Acetamipryd 200 SL were submitted in this dossier.
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Risk assessments for Acetamipryd 200 SL with the proposed use pattern was carried out according to the
guidance for risk assessment for terrestrial ecotoxicology “Guidance Document on Terrestrial Ecotoxicol-
ogy”, (SANCO/10329/2002 rev.2 final, 2002).

Earthworms, Hypoaspis aculeifer and Folsomia candida

The risk of Acetamipryd 200 SL to earthworms, Hypoaspis aculeifer and Folsomia candida was assessed
from toxicity exposure ratio (TER) between the selected toxicity endpoints for metabolite IM-1-5 s and the
formulated product Acetamipryd 200 SL as well as the maximum soil PECs.

The chronic TER values were greater than the trigger of 5, indicating an acceptable risk to earthworms,
Hypoaspis aculeifer and Folsomia candida following application of Acetamipryd 200 SL in accordance
with GAP. No risk management measures are required.

Micro-organisms

The risk of Acetamipryd 200 SL to soil micro-organisms was evaluated by comparison of no-effect con-
centration in soil, derived from laboratory tests for the formulated product Acetamipryd 200 SL with the
maximum soil PECs.

According to the performed risk assessment it was assessed that the application of Acetamipryd 200 SL 01
in accordance with GAP does not pose unacceptable risk to soil micro-organisms. No risk management
measures are required.

The application of Acetamipryd 200 SL to tomatoes, aubergine and paprika (uses. 41-43) is limited to
greenhouses, risk assessment is not required.

9.1.1.10 Effects on non-target terrestrial plants (KCP 10.6)

Effects on non-target terrestrial plants for Acetamipryd 200 SL were not evaluated as part of the EU review
of acetamiprid. The studies on seedling emergence and vegetative vigour for Acetamipryd 200 SL were
submitted in this dossier.

The risk of Acetamipryd 200 SL to non-target plants was assessed from toxicity exposure ratios between
toxicity endpoints for the formulation Acetamipryd 200 SL and off-field predicted environmental rate. The
TER values were greater than the trigger of 5, indicating an acceptable risk to non-target terrestrial plants
following application of Acetamipryd 200 SL in accordance with GAP. No risk management measures are
required.

The application of Acetamipryd 200 SL to tomatoes, aubergine and paprika (uses. 41-43) is limited to
greenhouses, risk assessment is not required.
91111 Effects on other terrestrial organisms (flora and fauna) (KCP 10.7)

Not relevant.

9.12 Grouping of intended uses for risk assessment

The following table documents the grouping of the intended uses to support application of the risk envelope
approach (according to SANCO/11244/2011).
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Table 9.1-2: Critical use pattern of Acetamipryd 200 SL grouped according to crop group
Grouping according to criterion
Critical Use Covered Uses Relevant use parameters for grouping | Relevant parameter
or value for sorting
Birds & Mammals
oilseed rape 1-3,10-14 Scenario: rape -
(use no: 12) Rate: 1 x 60 g/ha
potato 4 Scenario: potato -
(use no. 4) Rate: 1 x 24 g/ha

orchards and
ornamentals/nursery
(use no. 5, 47)

5-8, 15-23, 25-40, 44-
46

Scenario: orchards and ornamentals/nursery

Rate: 2 x 25 g/haand 1 x 38 g/ha

Aquatic organisms

winter rape 1 Scenario: winter rape -
(use no: 1) Rate: 1 x 50 g/ha

BBCH 30-50
winter rape 2,3 Scenario: winter rape -
(use no: 2) Rate: 1 x 24 g/ha

BBCH 50-69
winter rape 13,14 Scenario: winter rape -
(use no: 13) Rate: 1 x 60 g/ha

BBCH 30-61
spring rape 10 Scenario: spring rape -
(use no: 10) Rate: 1 x 24 g/ha

BBCH 50-65
spring rape 11 Scenario: spring rape -
(use no: 11) Rate: 1 x 50 g/ha

BBCH 30-50
spring rape 12 Scenario: spring rape -
(use no: 12) Rate: 1 x 60 g/ha

BBCH 59-71
potato 4 Scenario: potato -
(use no. 4) Rate: 1 x 24 g as/ha

BBCH 35-75

orchards, early
application
(use no: 7)

orchards, late
application
(use no: 7)

7,8,15,17, 18, 20, 21,

28, 30, 31, 33, 35, 37,
39

Scenario: orchards, early application
Rate: 1 x 22 g as/ha
BBCH 56-84

Scenario: orchards, late application
Rate: 1 x 22 g as/ha
BBCH 56-84

orchards, early
application
(use no: 9)

orchards, late
application
(use no: 9)

Scenario: orchards, early application
Rate: 1 x 36 g as/ha
BBCH 56-84

Scenario: orchards, late application
Rate: 1 x 36 g as/ha
BBCH 56-84
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orchards, early 47 Scenario: orchards, early application -
application Rate: 1 x 38 g as/ha
(use no: 47) BBCH 11-69
orchards, early 19, 26, 27, 34, 36, 38, |Scenario: orchards, early application -
application 40, 44-46 Rate: 2 x 22 g as/ha
(use no: 19) BBCH 51-73
orchards, late 5, 6, 16, 22-25, 29, 32 | Scenario: orchards, late application -
application Rate: 2 x 25 g as/ha
(use no: 5) BBCH 71-84
Bees
oilseed rape 1-47 Max. single rate: 60 g as/ha -
(use no: 12)
Arthropods — in-field exposure
oilseed rape 1-47 In-field: max. effective rate: 0.3 L/ha -
(use no: 12)
Arthropods — off-field exposure
orchards 1-47 Off-field: max. drift rate: 0.125 L/ha x MAF | -
(use no. 5) 1.7 x drift 25.63%,,,
Soil macro-organisms and micro-organisms

orchards 1-47 Max. PECs -
(use no. 5)

Non-target plants
orchards 1-47 max. drift rate: 0.125 L/ha x MAF 1.7 x -
(use no. 5) drift 25.63%

zRMS comments: Critical use pattern of Acetamipryd 200 SL grouped according to
assessment was accepted by zZRMS.

crop group in risk

9.13

Consideration of metabolites

A list of metabolites found in environmental compartments is provided below. The need for conducting a
metabolite-specific risk assessment in the context of the evaluation of Acetamipryd 200 SL is indicated in

the table.
Table 9.1-3 Metabolites of acetamiprid
Metabolite Chemical structure Molar | Maximum occurrence in Risk assessment
mass compartments required?
IM-1-2 240.69 | Maximum in soil: 55% Soil: yes

NNy

NH,  CHy

Cl
SN
N s N

13.4%

Maximum in water/sediment:

Water/sediment:
yes
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Metabolite Chemical structure Molar | Maximum occurrence in Risk assessment
mass compartments required?
IM-1-4 Z cl 156.61 | Maximum in soil: 72% Soil: yes
/\”/ Maximum in water/sediment: | Water/sediment:
_NH s _N 81.5% (aerobic mineralisation |yes
HC™ ™7 study)
IM-1-5 X - Ll 197.66 | Maximum in soil: 20% Soil: yes
L|'H3 f | (calcareous soils only) Water/sediment;
HNEQI’/HHH!’, = N yes
CHs
IC-0 Ve 157.55 | Maximum in soil: 11.3% Soil: yes
6-chloronico- N Cl Maximum in water/sediment: | Water/sediment:
tinic HO A\ N*"r 29.5% yes
acid (1v-0)
IB-1-1 U\ 204.23 | Maximum in water/sediment: | Soil: no
‘ 35% (aqueous photochemical | Water/sediment:
CH, -
") [ degradation) yes
oy
} \_.d___a'.;H;,
nill::lll
N\

zZRMS comments: Accepted.

9.2 Effects on birds (KCP 10.1.1)

9.21 Toxicity data

Avian toxicity studies have been carried out with acetamiprid. Full details of these studies are provided in
the respective EU RAR and related documents.

Effects on birds of Acetamipryd 200 SL were not evaluated as part of the EU assessment of acetamiprid.
However, the provision of further data on the Acetamipryd 200 SL is not considered essential, because it is
possible to extrapolate data from the active substance. Additionally, vertebrates’ studies should be avoided.

The selection of studies and endpoints for the risk assessment is in line with the results of the EU review
process.

Table 9.2-1: Endpoints and effect values relevant for the risk assessment for birds
Species Substance Exposure Results Reference
System
Anas plaryrhynchos | acetamiprid Acute LDso = 98 mg/kg bw | EFSA Journal
(mallard duck) 2016;14(11):4610
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Species Substance Exposure Results Reference
System
Colinus virginianus | acetamiprid Acute LDso > 100 EFSA Journal
(bobwhite quail) mg/kg bw 2016;14(11):4610
Poephila guttata acetamiprid Acute LDso = 5.7 mg/kg bw | EFSA Journal
(zebra finch) 2016;14(11):4610
Geometric mean acetamiprid Acute LDso = 38.2 EFSA Journal
mag/kg bw 2016;14(11):4610
acetamiprid Long-term LDso /10 =3.8 EFSA Journal
mg/kg bw 2016;14(11):4610
Anas plaryrhynchos |acetamiprid Long-term NOAEL =9.5 EFSA Journal
(mallard duck) mg/kg bw/d 2016;14(11):4610

9.211

Justification for new endpoints

Not relevant. No new endpoints were used.

9.2.2 Risk assessment for spray applications

The risk assessment is based on the methods presented in the Guidance Document on Risk Assessment for
Birds and Mammals on request from EFSA (EFSA Journal 2009; 7(12): 1438; hereafter referred to as
EFSA/2009/1438).

9.2.21 First-tier assessment (screening/generic focal species)

The results of the acute and reproductive first-tier risk assessments are summarised in the following tables.

To achieve a concise risk assessment, the risk envelope approach is applied. Here, the screening assessment
for the use no. 4 (potato), 5 (orchards), 47 (ornamentals/nursery) and 12 (oilseed rape) also covers the risk
for birds from all other intended uses (see 9.1.2).

Table 9.2-2: First-tier assessment of the acute and long-term/reproductive risk for birds

due to the use of Acetamipryd 200 SL in oilseed rape (use no. 12)

Intended use oilseed rape (use no: 12)

Active substance/product acetamiprid

Acute toxicity (mg/kg bw) 38.2

TER criterion 10

Crop scenario Indicator/generic focal species | SVoo MAFg DDDgo TERa
Growth stage (mg/kg bw/d)
Screening assessment

oilseed rape Small omnivorous bird 158.8 1 9.53 4.01
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appl. rate: 60 g as/ha
covered uses no: 1-3,
10-14

First-tier assessment

granivorous bird “pigeon”
BBCH > 40

oilseed rape Small insectivorous bird 7.4 1 0.44 86.82
BBCH 30-71 “dunnock” BBCH 30-99
appl. rate: 60 g asha g 1 ivorous bird “lark” | 7.2 1 0.43 88.84
covered uses no: 1-3,
BBCH 30-39
10-14
Small omnivorous bird “lark” 6.0 1 0.36 106.11
BBCH > 40
Medium herbivorous/ 24 1 0.14 272.86
granivorous bird “pigeon”
BBCH 30-39
Medium herbivorous/ 2.0 1 0.12 318.33
granivorous bird “pigeon”
BBCH > 40
Reprod. toxicity (mg/kg bw/d) |3.8
TER criterion 5
Crop scenario Indicator/generic focal species |SVm MAFm x DDDnm TER:
Growth stage TWA (mg/kg bwi/d)
Screening assessment
oilseed rape Small omnivorous bird 64.8 1x0.53 2.06 1.84
BBCH 30-71
appl. rate: 60 g as/ha
covered uses no: 1-3,
10-14
First-tier assessment
oilseed rape Small insectivorous bird 2.7 1x0.53 0.09 42.22
BBCH 30-71 “dunnock” BBCH 30-99
appl. rate: 60 g asiha g i vorous bird “lark” | 3.3 1x053 |01 38
covered uses no: 1-3,
BBCH 30-39
10-14
Small omnivorous bird “lark” 2.7 1x0.53 0.09 42.22
BBCH > 40
Medium herbivorous/ 1.1 1x0.53 0.03 126.67
granivorous bird “pigeon”
BBCH 30-39
Medium herbivorous/ 0.9 1x0.53 0.03 126.67

SV: shortcut value; MAF:

Table 9.2-3:

multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

First-tier assessment of the acute and long-term/reproductive risk for birds
due to the use of Acetamiprid 200 SL in potato (use no. 4)

Intended use

potato (use no. 4)

Active substance/product

acetamiprid
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Acute toxicity (mg/kg bw) 38.2
TER criterion 10
Crop scenario Indicator/generic focal species | SVoo MAFg DDDgo TERa
Growth stage (mg/kg bw/d)
Screening assessment
potato Small omnivorous bird 158.8 1 3.81 10.03
appl. rate: 24 g as/ha
covered uses no: 4
Reprod. toxicity (mg/kg bw/d) |3.8
TER criterion 5
Crop scenario Indicator/generic focal species |SVm MAFm x DDDnm TERH
Growth stage TWA (mg/kg bwi/d)
Screening assessment
potato Small omnivorous bird 64.8 1x0.53 0.82 4.63
appl. rate: 24 g as/ha
covered uses no: 4
First-tier assessment
potato Small omnivorous bird “lark” 10.9 1x0.53 0.14 27.14
BBCH 35-75 BBCH 10-39
z‘gszrgisig r?oa,‘séha Small omnivorous bird “lark”  |3.3 1x053  |0.04 95
) BBCH > 40

Small insectivorous bird 9.7 1x0.53 0.12 31.67

“wagtail”

BBCH > 20

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.2-4:

First-tier assessment of the acute and long-term/reproductive risk for birds
due to the use of Acetamiprid 200 SL in orchards (use no. 5) and ornamentals

(use no. 47)

Intended use

orchards (use no. 5) and ornamentals (use no. 47)

Active substance/product

acetamiprid

Acute toxicity (mg/kg

bw) 38.2

TER criterion

10

Crop scenario
Growth stage

Indicator/generic focal spe- | SVoeo MAFg

cies

DDDgo
(mg/kg bw/d)

TERa

Screening assessment

orchards and
ornamentals/nursery
appl. rate: 2x25 g
covered use no: 5-8,
15-23, 25-40, 44-46

small insectivorous bird 46.8 1.4

1.64

23.29

orchards and
ornamentals/nursery
appl. rate: 38 ¢

small insectivorous bird 46.8

1.78

21.46
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covered use no: 9, 24,

47

Reprod. toxicity (mg/kg bw/d) |3.8

TER criterion 5

Crop scenario Indicator/generic focal spe- | SVm MAFm x DDDm TERt
Growth stage cies TWA (mg/kg bw/d)

Screening assessment

orchards and small insectivorous bird 18.2 1.6 x0.53 0.39 9.74
ornamentals/nursery
appl. rate: 2x 25 g

covered use no: 5-8,
15-23, 25-40, 44-46

orchards and small insectivorous bird 18.2 1x0.53 0.37 10.27
ornamentals/nursery
appl. rate: 38 g
covered use no: 9, 24,
47

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

The acute and reproductive first-tier TER values for birds exceed the relevant trigger values of 10 and 5,
respectively, indicating no unacceptable acute and reproductive risk following applications of Acetamipryd
200 SL according to proposed GAP.

zRMS comments: The risk envelope approach in risk assessment for birds was accepted by zZRMS. The
toxicity endpoints used in risk assessment for birds was accepted by zRMS:

Acute:
geomeanLDso = 38.2 mg/kg bw

Long-term:
geomeanL Dso/10 = 3.8 mg/kg bw/d

The acute and chronic risks of PIORUN 200 SL to birds were assessed from toxicity exposure ratios be-
tween toxicity endpoints, estimated from study with active ingredients, and maximum residues occurring
on food items. No acute toxicity test with the formulation was required.

All TER values exceed the relevant triggers indicating that PIORUN 200 SL does not pose an unacceptable
risk to birds following applications according to recommended use pattern.

Evaluation of exposing to birds through the drinking water demonstrated the acceptable risk.

The risk to earthworm- and fish-eating birds from secondary poisoning is not required.

9222 Higher-tier risk assessment

Not relevant.
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9.2.2.3 Drinking water exposure

When necessary, the assessment of the risk for birds due to uptake of contaminated drinking water is con-
ducted for a small granivorous bird with a body weight of 15.3 g (Carduelis cannabina) and a drinking
water uptake rate of 0.46 L/kg bw/d (cf. Appendix K of EFSA/2009/1438).

Leaf scenario

Since Acetamipryd 200 SL is not a product for spray applications / not intended to be applied on leafy
vegetables forming heads or crop plants with comparable water collecting structures at principal growth
stage 4 or later, the leaf scenario does not have to be considered.

Puddle scenario

Due to the characteristics of the exposure scenario in connection with the standard assumptions for water
uptake by animals, no specific calculations of exposure and TER are necessary when the ratio of effective
application rate (in g/ha) to relevant endpoint (in mg/kg bw/d) does not exceed 50 in the case of less sorptive
substances (Koc < 500 L/kg) or 3000 in the case of more sorptive substances (Koc > 500 L/kg).

With a K(f)oc of 106.5 (arithmetic mean), acetamiprid belongs to the group of less sorptive substances.

To achieve a concise risk assessment, the risk envelope approach is applied. Here, the assessment for the
use no. 12 (oilseed rape) also covers the risk for birds from all other intended uses (see 9.1.2).

Due to the characteristics of the exposure scenario in connection with the standard assumptions for water
uptake by animals, no specific calculations of exposure and TER are necessary since the ratio of effective
application rate (in g/ha) to relevant endpoint (in mg/kg bw/d) does not exceed 50 in the case of less sorptive
substances (Koc < 500 L/kg).

Effective application rate (g/ha) = 60 (worst case)

Acute toxicity (mg/kg bw) = 38.2 quotient = 1.57
Reprod. toxicity (mg/kg bw/d) = 3.8 quotient = 15.79
zZRMS comments: Accepted.

9.2.24 Effects of secondary poisoning

The log Pow of acetamiprid amounts to 0.8 at 25 °C (neutral pH) and thus does not exceed the trigger value
of 3. A risk assessment for effects due to secondary poisoning is not required.

Risk assessment for earthworm-eating birds via secondary poisoning
Not required.

zZRMS comments: Accepted.

Risk assessment for fish-eating birds via secondary poisoning
Not required.

zZRMS comments: Accepted.
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9.2.25 Biomagnification in terrestrial food chains

Not relevant.

9.2.3 Risk assessment for baits, pellets, granules, prills or treated seed

Not relevant.

9.24 Overall conclusions

All the TER values exceed the trigger values of 10 for acute and 5 for reproductive/long-term risk. Acet-
amipryd 200 SL does not pose unacceptable risk to birds following application in accordance with GAP.
No risk management measures are required.

zZRMS comments: The risk envelope approach in risk assessment for birds was accepted by zZRMS.

All TER values exceed the relevant triggers indicating that PIORUN 200 SL does not pose an unacceptable
risk to birds following applications according to recommended use pattern.

Evaluation of exposing to birds through the drinking water demonstrated the acceptable risk.

The risk to earthworm- and fish-eating birds from secondary poisoning is not required.

9.3 Effects on terrestrial vertebrates other than birds (KCP 10.1.2)

931 Toxicity data

Mammalian toxicity studies have been carried out with acetamiprid. Full details of these studies are pro-
vided in the respective EU RAR and related documents.

Effects on mammals of Acetamipryd 200 SL were not evaluated as part of the EU assessment of acetam-
iprid. However, the provision of further data on the Acetamipryd 200 SL is not considered essential, be-
cause it is possible to extrapolate data from the active substance. Additionally, vertebrates’ studies should
be avoided.

The selection of studies and endpoints for the risk assessment is in line with the results of the EU review
process.

Table 9.3-1: Endpoints and effect values relevant for the risk assessment for mammals
Species Substance Exposure Results Reference
System
Rat acetamiprid Acute LDso = 146 mg/kg bw EFSA Journal
2016;14(11):4610
Rat acetamiprid Long-term 90-d study NOAEL =12.4 mg/kg bw | EFSA Journal
2016;14(11):4610
Rat acetamiprid Long-term NOAEL =2.5 mg/kg bw |EFSA Journal
Developmental 2016;14(11):4610
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Species Substance Exposure Results Reference
System

neurotoxicity study

zZRMS comments: The toxicity endpoints used in risk assessment for mammals was accepted by zZRMS.

9.3.1.1 Justification for new endpoints

Not relevant. No new endpoints were used.

9.3.2 Risk assessment for spray applications

The risk assessment is based on the methods presented in the Guidance Document on Risk Assessment for
Mammals and Mammals on request from EFSA (EFSA Journal 2009; 7(12): 1438).

9.3.2.1 First-tier assessment (screening/generic focal species)

The results of the acute and reproductive first-tier risk assessments are summarised in the following tables.
To achieve a concise risk assessment, the risk envelope approach is applied. Here, the screening assessment

for the use no. 4 (potato), 5 (orchards), 47 (ornamentals/nursery) and 12 (oilseed rape) also covers the risk
for mammals from all other intended uses (see 9.1.2).

Table 9.3-2: First-tier assessment of the acute and long-term/reproductive risk for mam-
mals due to the use of Acetamiprid 200 SL in oilseed rape (use no: 12)

Intended use oilseed rape (use no: 12)

Active substance/product acetamiprid

Acute toxicity (mg/kg bw) 146

TER criterion 10

Crop scenario Indicator/generic focal species | SVao MAFgo DDDgo TERa
Growth stage (mg/kg bw/d)

Screening assessment

oilseed rape Small herbivorous mammal 118.4 1 7.10 20.56
appl. rate: 60 g as/ha
covered uses no: 1-3,

10-14

Reprod. toxicity (mg/kg bw/d) |2.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TER®t
Growth stage TWA (mg/kg bwi/d)

Screening assessment

oilseed rape Small herbivorous mammal 48.3 1x0.53 1.54 1.62
appl. rate: 60 g as/ha
covered uses no: 1-3,
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10-14
First-tier assessment
oilseed rape Small insectivorous mammal 1.9 1x0.53 0.05 50
BBCH 30-69 “shrew” BBCH > 20
appl. rate: 50 g a}s/ha small herbivorous mammal 18.1 1x0.53 0.48 5.21
covered uses no: 1-3, | .,
10-11 vole” BBCH > 40
Large herbivorous mammal 14.3 1x0.53 0.38 6.58
“lagomorph” all season
Small omnivorous mammal 2.3 1x0.53 0.06 41.67
“mouse” BBCH 30-39
Small omnivorous mammal 1.9 1x0.53 0.05 50
“mouse” BBCH > 40
oilseed rape Small insectivorous mammal 1.9 1x0.53 0.06 41.67
BBCH 30-71 “shrew” BBCH > 20
225;;‘?%832 r?oa}sig? small herbivorous mammal 18.1 1x0.53 0.58 4.31
14 ' “vole” BBCH > 40
Large herbivorous mammal 14.3 1x0.53 0.45 5.56
“lagomorph” all season
Small omnivorous mammal 2.3 1x0.53 0.07 35.71
“mouse” BBCH 30-39
Small omnivorous mammal 1.9 1x0.53 0.06 41.67
“mouse” BBCH > 40

SV: shortcut value; MAF:

multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Table 9.3-3: First-tier assessment of the acute and long-term/reproductive risk for mam-
mals due to the use of Acetamiprid 200 SL in potato (use no: 4)

Intended use potato (use no: 4)

Active substance/product acetamiprid

Application rate (g/ha) 24

Acute toxicity (mg/kg bw) 146

TER criterion 10

Crop scenario Indicator/generic focal species |SVeo MAFg0 DDDgo TERa
Growth stage (mg/kg bw/d)
Screening assessment

potato Small herbivorous mammal 1184 1 2.84 51.41
appl. rate: 24 g as/ha

covered uses no: 4

Reprod. toxicity (mg/kg bw/d) |2.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bwi/d)

Screening assessment
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potato Small herbivorous mammal 48.3 1x0.53 0.61 4.10
appl. rate: 24 g as/ha
covered uses no: 4
First-tier assessment
potato Small insectivorous mammal 1.9 1x0.53 0.02 125
BBCH 35-75 “shrew” BBCH > 20
appl. rate: 24 g as/ha -
covered Uses no: 4 ‘s‘mall”herblvorous mammal 21.7 1x0.53 0.28 8.93
vole” BBCH > 40
Large herbivorous mammal 14.3 1x0.53 0.18 13.89
“lagomorph” BBCH 10-40
Large herbivorous mammal 4.3 1x0.53 0.05 50
“lagomorph” BBCH > 40
Small omnivorous mammal 7.8 1x0.53 0.1 25
“mouse” BBCH 10-39
Small omnivorous mammal 2.3 1x0.53 0.03 83.33
“mouse” BBCH > 40

SV: shortcut value; MAF:

Table 9.3-4:

multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

First-tier assessment of the acute and long-term/reproductive risk for mam-
mals due to the use of Acetamiprid 200 SL in orchards (use no. 5) and orna-

mentals (use no. 47)

Intended use orchards (use no. 5) and ornamentals (use no. 47)

Active substance/product acetamiprid

Acute toxicity (mg/kg bw) 146

TER criterion 10

Crop scenario Indicator/generic focal species | SVao MAFg0 DDDgo TERa
Growth stage (mg/kg bwi/d)
Screening assessment

orchards and Small herbivorous mammal 136.4 1.4 4.77 30.61
ornamentals/nursery

appl.rate: 2x25¢

covered use no: 5-8,

15-23, 25-40, 44-46

orchards and Small herbivorous mammal 136.4 1 5.18 28.19
ornamentals/nursery

appl. rate: 38 g

covered use no: 9,

24, 47

Reprod. toxicity (mg/kg bw/d) [2.5

TER criterion 5

Crop scenario Indicator/generic focal species |SVm MAFm x DDDm TERt
Growth stage TWA (mg/kg bw/d)
Screening assessment

orchards Small herbivorous mammal 72.3 1.6 x0.53 1.53 1.63
appl. rate: 2x 25 g
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covered use no: 5-8,
15-23, 25-40, 44-46

orchards and Small herbivorous mammal 72.3 1x0.53 1.46 1.71
ornamentals/nursery
appl. rate: 38 g
covered use no: 9,

24, A7
First-tier assessment
orchards Small herbivorous mammal 21.7 1.6 x 0.53 0.46 5.43
BBCH 51-84 “vole” BBCH > 40
appl. rate: 2 x 25_ g Frugivorous mammal 22.7 1.6x0.53 0.48 521
covered uses no: 5-8, | .. 4 » BBCH 71-79
15-23, 25-40, 44-46 | Gormouse .
Large herbivorous mammal 4.3 1.6 x0.53 0.09 27.78
“lagomorph” BBCH > 40
Small omnivorous mammal 2.3 1.6 x0.53 0.05 50
“mouse” BBCH > 40
orchards Small herbivorous mammal 21.7 1x0.53 0.41 6.1
BBCH 56-84 “vole” BBCH > 40

appl. rate: 1 x 36 g

covered uses no: 9, | /"Ugivorous mammal 22.1 1x053 043 5.81
dormouse” BBCH 71-79

24, 47
Large herbivorous mammal 4.3 1x0.53 0.08 31.25

“lagomorph” BBCH > 40

Small omnivorous mammal 2.3 1x0.53 0.04 62.5
“mouse” BBCH > 40

SV: shortcut value; MAF: multiple application factor; TWA: time-weighted average factor; DDD: daily dietary dose; TER:
toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

The acute screening and reproductive first-tier TER values for mammals exceed the relevant trigger values
of 10 and 5, respectively, indicating no unacceptable acute and reproductive risk following applications of
Acetamipryd 200 SL according to proposed GAP except vole (uses no: 12-14) for which higher tier risk
assessment is required.

zZRMS comments: The risk envelope approach in risk assessment for mammals was accepted by zZRMS.
The toxicity endpoints used in risk assessment for mammals was accepted by zRMS:

Rat
Acute LDso = 146 mg/kg bw
Long-term NOAEL = 2.5 mg/kg bw

The acute and chronic risks of PIORUN 200 SL to mamals were assessed from toxicity exposure ratios
between toxicity endpoints, estimated from study with active ingredients, and maximum residues occurring
on food items. No acute toxicity test with the formulation was required.

All TER values exceed the relevant triggers indicating that PIORUN 200 SL does not pose an unacceptable
risk to mammals following applications according to recommended use pattern except vole (uses no: 12-
14). The refinement risk assessment is required.

Evaluation of exposing to mammals through the drinking water demonstrated the acceptable risk.

The risk to earthworm- and fish-eating mammals from secondary poisoning is not required.
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9.3.2.2 Higher-tier risk assessment

The higher-tier reproductive risk assessment for small herbivorous mammal “vole” is conducted according
to recommendations of EFSA/2009/1438.

Small herbivorous mammal “vole”

In accordance with CTGB Evaluation Manual for the Authorisation of plant protection products according
to Regulation (EC) No 1107/2009, Chapter 7 Ecotoxicology: terrestrial; birds and mammals. version 2.2;
April 2017, the proportion of vole’s diet in the chronic risk assessment should be 25% of dicotyledons and
75% of monocotyledons. However, at EU level it was agreed that voles diet consisting of 50% monocoty-
ledons and 50% of dicotyledons may be used. Regarding above risk assessment was performed for both
diets.

The calculation of food energy of total mixed diet for common vole and food intake rate per body weight
for common voles consuming either 25% of dicotyledons and 75% of monocotyledons or 50% monocoty-
ledons and 50% of dicotyledons are in table below.

Table 9.3-5: Food energy of total mixed diet and food intake rate per body weight for com-
mon vole
Diet
Parameter 25% of dicotyledons 50% of dicotyledons
75% of monocotyledons | 50% of monocotyledons
Grass ce- Non-grass | Grass ce- Non-grass
real shoots herbs real shoots herbs
Fraction of food item in mixed diet PDi fresh (%) 75 25 50 50
Food energy of food item [i] in mixed | FE (kJ/dry g) 17.6 17.8 17.6 17.8
diet
Moisture content of food item [i] in | MC (%) 76.4 88.1 76.4 88.1
mixed diet
Assmllathn efficiency of food item [i] | AE (%) 47 76 47 76
in mixed diet
Food energy of food item in diet FEitem,fresh 1.464 0.402 0.976 0.805
(kJ/g fw)
Food energy of total mixed diet FEtotal,fresh
(kg fw) 1.866 1.781
Body weight of vole BW (g) 25 25
Daily energy expenditure DDE (kJ) 65.1
Food intake rate FIRotal fresh
(g fwid) 34.887 36.552
Food intake rate / body weight FIR/BW
(g fwlg bwid) 1.395 1.462

Additionally, in refinement risk assessment shortcut values of median RUD for dicotyledons of 28.7 mg/kg
food and monocotyledons of 54.2 mg/kg food in accordance with Appendix A of EFSA Journal 2009;
7(12): 1438, deposition factor (DF) of 0.2 (BBCH 30) for oilseed rape and 0.4 (BBCH 11) for ornamentals
(surrogate for nurseries and forest) were applied in accordance with EFSA Journal 2014;12(5):3662 as well
as TWA of 0.16 based on DTso = 2.3 days in accordance with EFSA Journal 2016;14(11):4610.

Table 9.3-6: Higher-tier assessment of the long-term/reproductive risk for herbivorous

mammals due to the use of ASA-01 in oilseed rape (use no. 12)

Intended use oilseed rape (use no: 12)
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Active substance/product acetamiprid

Application rate (g/ha) 60

Chronic toxicity (mg/kg bw) |25

TER criterion 5

Focal species Food category, FIR/bw | RUDm x DF | MAFy x PT | DDDm TERGt
% in diet (mg/kg food) | TWA (mg/kg bw/d)

Diet: 25% of dicotyledons and 75% of monocotyledons

oilseed rape dicotyledons, 25% 1395 [28.7x1 1x0.16 1 10.06

BBCH 30-71

appl. rate: 60 g as/ha
covered uses no: 12-

14
monocotyledons, 1.395 [54.2x0.2 1x0.53 1 1024
75%
whole diet 0.3 8.33
Diet: 50% of dicotyledons and 50% of monocotyledons
oilseed rape dicotyledons, 50% 1.462 28.7x1 1x0.16 1 (0.13
BBCH 30-71

appl. rate: 60 g as/ha
covered uses no: 12-

14
monocotyledons, 1.462 |54.2x0.2 1x0.53 1 10.17
50%
whole diet 0.30 8.33

FIR/bw: Food intake rate per body weight; RUD: residue unit dose; DF: deposition factor (considering possible interception by
the crop); MAF: multiple application factor; DDD: daily dietary dose; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

The higher-tier reproductive TER values for herbivorous mammals exceed the relevant trigger value of 5,
indicating no unacceptable reproductive risk following applications of Acetamipryd 200 SL according to
proposed GAP.

zZRMS comments: The risk envelope approach in risk assessment for mammals was accepted by zRMS.

The refinement risk assessment for vole is accepted by zZRMS.
Evaluation of exposing to mammals through the drinking water demonstrated the acceptable risk.
The risk to earthworm- and fish-eating mammals from secondary poisoning is not required.

9.3.2.3 Drinking water exposure

When necessary, the assessment of the risk for mammals due to uptake of contaminated drinking water is
conducted for a small omnivorous mammal with a body weight of 21.7 g (Apodemus sylvaticus) and a
drinking water uptake rate of 0.24 L/kg bw/d (cf. Appendix K of EFSA/2009/1438).

Puddle scenario
Due to the characteristics of the exposure scenario in connection with the standard assumptions for water
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uptake by animals, no specific calculations of exposure and TER are necessary when the ratio of effective
application rate (in g/ha) to relevant endpoint (in mg/kg bw/d) does not exceed 50 in the case of less sorptive
substances (Koc < 500 L/kg) or 3000 in the case of more sorptive substances (Koc > 500 L/kg).

With a K(f)oc of 106.5 (arithmetic mean), acetamiprid belongs to the group of less sorptive substances.

To achieve a concise risk assessment, the risk envelope approach is applied. Here, the assessment for the
use no. 12 (oilseed rape) also covers the risk for mammals from all other intended uses (see 9.1.2).

Due to the characteristics of the exposure scenario in connection with the standard assumptions for water
uptake by animals, no specific calculations of exposure and TER are necessary since the ratio of effective
application rate (in g/ha) to relevant endpoint (in mg/kg bw/d) does not exceed 50 in the case of less sorptive
substances (Koc < 500 L/Kkg).

Effective application rate (g/ha) = 60 (worst case)

Acute toxicity (mg/kg bw) = 146 quotient = 0.41
Reprod. toxicity (mg/kg bw/d) = 2.5 quotient = 24
zZRMS comments: Accepted.

9.3.24 Effects of secondary poisoning

The log Pow of acetamiprid amounts to 0.8 at 25°C (neutral pH) and thus does not exceed the trigger value
of 3. A risk assessment for effects due to secondary poisoning is not required.

Risk assessment for earthworm-eating mammals via secondary poisoning
Not required.

ZRMS comments: Accepted.

Risk assessment for fish-eating mammals via secondary poisoning
Not required.

ZRMS comments: Accepted.

9.3.25 Biomagnification in terrestrial food chains

Not relevant.

9.3.3 Risk assessment for baits, pellets, granules, prills or treated seed

Not relevant.
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9.34 Overall conclusions

All the TER values exceed the trigger values of 10 for acute and 5 for reproductive/long-term risk. Acet-
amipryd 200 SL does not pose unacceptable risk to mammals following application in accordance with
GAP. No risk management measures are required.

zZRMS comments: The risk envelope approach in risk assessment for mammals was accepted by zZRMS.

All TER values exceed the relevant triggers indicating that PIORUN 200 SL does not pose an unacceptable
risk to mammals following applications according to recommended use pattern except vole (uses no: 12-
14). The refinement risk assessment is required. The refinement risk assessment for mammals was accepted
by zZRMS. The refinement risk assessment for vole should be considered by MSs level.

Evaluation of exposing to mammals through the drinking water demonstrated the acceptable risk.

The risk to earthworm- and fish-eating mammals from secondary poisoning is not required.

94 Effects on other terrestrial vertebrate wildlife (reptiles and amphibians) (KCP
10.1.3)

9.5 Effects on aquatic organisms (KCP 10.2)

951 Toxicity data

Studies on the toxicity to aquatic organisms have been carried out with acetamiprid and its relevant metab-
olites. Full details of these studies are provided in the respective EU RAR and related documents.

Effects on aquatic organisms of Acetamipryd 200 SL were not evaluated as part of the EU assessment of
acetamiprid. New data submitted with this application are listed in Appendix 1 and summarised in Appen-
dix 2.

The selection of studies and endpoints for the risk assessment is in line with the results of the EU review
process.

Table 9.5-1: Endpoints and effect values relevant for the risk assessment for aquatic organ-
isms — acetamiprid and relevant metabolites
Species Substance Exposure Results Reference
System

Fish - acute

Oncorhynchus acetamiprid 96 h, s LCso > 100 mg as/L nom EFSA Journal
mykiss 2016;14(11):4610
Lepomis acetamiprid 9% h, f LCs0>119.3 mg as/L mm EFSA Journal
macrochirus 2016;14(11):4610
Cyprinodon acetamiprid 9% h, f LCso =100 mg as/L nom EFSA Journal
variegatus 2016;14(11):4610
Oncorhynchus metabolite IM-1-4 |96 h,ss | LCso > 98.1 mg as/L EFSA Journal
mykiss 2016;14(11):4610
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Fish - chronic
Pimephales acetamiprid 354, f NOEC =9.4 mg as/L mm EFSA Journal
promelas EC10> 150 mg as/L mm 2016;14(11):4610
Amphibians - chronic
Xenopus laevis acetamiprid 214, f NOECgrowth = 2.6 mg as/L mm EFSA Journal
2016;14(11):4610
Aquatic invertebrates - acute
Daphnia magna acetamiprid 48 h, s ECso = 49.8 mg as/L mm EFSA Journal
2016;14(11):4610
Chironomus acetamiprid 48 h, s ECs0 = 0.0207 mg as/L mm EFSA Journal
riparius 2016;14(11):4610
Gammarus acetamiprid 48 h, s ECso =0.10 mg as/L mm EFSA Journal
fasciatus 2016;14(11):4610
Mysidopsis bahia | acetamiprid 48 h, f ECso = 0.066 mg as/L mm EFSA Journal
2016;14(11):4610
Gammarus pulex | acetamiprid 48 h, s ECs0 = 0.050 mg as/L mm EFSA Journal
2016;14(11):4610
Simulium acetamiprid 48 h, s ECso = 0.0037 mg as/L mm EFSA Journal
latigonium 2016;14(11):4610
Geometric mean | acetamiprid - ECso = 0.0085 mg as/L mm EFSA Journal
aquatic insects 2016;14(11):4610
Daphnia magna Metabolite IM-1-2 |48 h,ss  |ECso > 99.8 mg/L EFSA Journal
2016;14(11):4610
Chironomus Metabolite IM-1-2 |48 h, s ECso = 15.0 mg/L EFSA Journal
riparius 2016;14(11):4610
Daphnia magna Metabolite IM-1-4 |48 h,ss |ECsy=43.9 mg/L EFSA Journal
2016;14(11):4610
Mysidopsis bahia | Metabolite IM-1-4 |48 h, s ECs0 =19 mg/L EFSA Journal
2016;14(11):4610
Chironomus Metabolite IM-1-4 |48 h, s ECso = 76.0 mg/L EFSA Journal
riparius 2016;14(11):4610
Daphnia magna Metabolite IM-1-5 |48 h, s ECso =25 mg/L EFSA Journal
2016;14(11):4610
Chironomus Metabolite IM-1-5 |48 h, s ECso = 68 mg/L EFSA Journal
riparius 2016;14(11):4610
Daphnia magna Metabolite 1C-0 48 h,ss |ECso>95.1 mg/L EFSA Journal
2016;14(11):4610
Chironomus Metabolite IC-0 48 h, s ECso > 100 mg/L EFSA Journal
riparius 2016;14(11):4610
Daphnia magna Metabolite IB-1-1 |48 h,ss |ECso > 100.8 mg/L EFSA Journal
2016;14(11):4610
Chironomus Metabolite IB-1-1 |48 h, s ECso > 100 mg/L EFSA Journal
riparius 2016;14(11):4610
Aquatic invertebrates — chronic




Acetamipryd 200 SL

Part B — Section 9 - Core Assessment

Applicant version

Page 44 /318

Template for chemical PPP

Version March 2024

Daphnia magna acetamiprid 21d,ss |NOEC =5 mgas/Lmm EFSA Journal
EC10=2.96 mg as/L mm 2016;14(11):4610
Daphnia magna Metabolite IM-1-5 |21d,ss |NOECyep =26 mg/L EFSA Journal

2016;14(11):4610

Sediment dwelling organisms

Chironomus ripar- | acetamiprid 284d,s NOECemerg = 0.00096 mg as/L mm EFSA Journal

ius EC10emerg = 0.000235 mg as/L mm 2016;14(11):4610
Algae

Scenedesmus acetamiprid 72h,s EbCso / ECso > 98.3 mg as/L mm EFSA Journal
subspicatus 2016;14(11):4610
Anabaena flos-ag- |acetamiprid 120 h,s |ECso>1.3 mg as/L mm EFSA Journal
uae 2016;14(11):4610
Higher plant

Lemna gibba acetamiprid 14d,s Fronds number EFSA Journal

ECs0> 1.0 mg as/L mm

2016;14(11):4610

Higher-tier studies (micro- or mesocosm studies)

with representative t

axa of Naididae.

Outdoor mesocosm study: Effect assessment on macroinvertebrates, zooplankton, phytoplankton, periphyton and
macrophytes in outdoor mesocosms. Test substance: Acetamiprid 20 SG (Mospilan 20 SG). 2 applications with a
14 day interval. Study duration: 82 days. Treatment rates: 0.5, 1.1, 2.6 and 6.0 pg as/L.
Endpoints: NOEC and NOEAEC <0.5 ng/L based on class 5B effects on Naididae at 0.5-6.0 pg/L . Considering
however the uncertainty associated with the findings for Naididae (not expected to be more sensitive than insects
based on mode of action; relatively low numbers in control, although MDD was low) the reported conclusion by
the study author NOEC based on class 2 effects to derive the ETO-RAC 1.1 pg/L; NOEAEC to derive ERO-RAC
1.1 pg/L based on class 5B effects on Cloeon dipterum at 2.6 pg/L) could be acceptable in case the findings for
Naididae in the present study are negated by prolonged toxicity laboratory studies (e.g. at least 28 days duration)

s: static; ss: semi-static; f: flow-through; nom: based on nominal concentrations; mm: based on mean measured concentrations;
im: based on initial measured concentrations

Table 9.5-2: Endpoints and effect values relevant for the risk assessment for aquatic organ-
isms — Acetamipryd 200 SL
Species Substance Exposure Results Reference
System

Daphnia magna Acetamipryd 200 SL {48 h, s ECso = 951.7 mg/Lnom Czarnecka M/ 2022/
(164.1 mg as/ Lnom) Study code: W-11-22
LOEC = 1000 mg/ Lnom KCP 10.2.1.2/01
(172.4 mg as/ Lnom)
NOEC =500 mg/Lnom
(86.2 mg as/ Lnom)

Pseudokirchneriella | Acetamipryd 200 SL |72 h, s E/Cso = 151.3 mg/L nom Czarnecka M/ 2022/

subcapitata

(26.1 mg as/L)

EyCso = 25.1 mg/L nom
(4.4 mg as/L)

LOEC = 30.5 mg/ Lnom
(5.3 mg as/ Lnom)
NOEC = 9.5 mg/Lnom
(1.6 mg as/ Lnom)

Study code: W-12-22
KCP 10.2.1.3/01

Higher-tier studies (micro- or mesocosm studies)
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Species Substance Exposure Results Reference
System

Not relevant.
s: static; ss: semi-static; f: flow-through; nom: based on nominal concentrations; mm: based on mean measured concentrations

zZRMS comments: The toxicity endpoints for acetamiprid and aquatic organisms used in risk assessment
was accepted by zRMS. The toxicity endpoints for formulation PIORUN 200 SL and Daphnia magna and
Pseudokirchneriella subcapitata was accepted by zZRMS.

95.1.1 Justification for new endpoints

New endpoints are provided for the formulated product Acetamipryd 200 SL. Details of studies and results
are included in Table 9.5-2. Summary of the studies is included in Appendix Il. Additional studies are
required according to Regulation (EC) No. 284/2013.

9.5.2 Risk assessment

The evaluation of the risk for aquatic and sediment-dwelling organisms was performed in accordance with
the recommendations of the “Guidance document on tiered risk assessment for plant protection products
for aquatic organisms in edge-of-field surface waters in the context of Regulation (EC) No 1107/2009”, as
provided by the Commission Services (SANTE-2015-00080, 15 January 2015).

The relevant global maximum FOCUS Step 1, 2 and 3 PECsw for risk assessments covering the proposed
use pattern and the resulting PEC/RAC ratios are presented in the table below.

In the following table, the ratios between predicted environmental concentrations in surface water bodies
(PECsw, PECsep) and regulatory acceptable concentrations (RAC) for aquatic organisms are given per in-
tended use for each FOCUS scenario and each organism group.
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Table 9.5-3: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for acetamiprid for each organism group based on FOCUS Steps 1, 2 and 3
calculations for the use of Acetamipryd 200 SL to winter rape (1 x 50 g as/ha, BBCH 30-50) (use no. 1)

Group Fish acute Ezge%ro- ;lgnttegteb. :Qr\]/gegéeb' pro- Algae Higher plants gigllodrggg' Amphibians | Mesocosm
Test species ariogas|promelas . |O%omean | R® oeaquae  lgbba. lrparivs |

Endpoint LCso NOEC ECso NOEC ECso ECso NOEC NOEC NOEC/NOEAEC
(ng/L) 100 000 9400 8.5 2960 1300 1000 0.235 2600 11

AF 100 10 100 10 10 10 10 10 3

RAC (ug/L) 1000 940 0.085 296 130 100 0.0235 260 0.37
Focus  |PECe

Scenario E";Xg )

Step 1

- 15.1312 0.02 0.02 178.01 0.05 0.12 0.15 643.88 0.06 40.90
Step 2

N-Europe 0.5129 0.00 0.00 6.03 0.00 0.00 0.01 21.83 0.00 1.39
S-Europe 0.6430 0.00 0.00 7.56 0.00 0.00 0.01 27.36 0.00 1.74
Step 3

D2/ditch 0.3210 0.00 0.00 3.78 0.00 0.00 0.00 13.66 0.00 0.87
D2/stream 0.2856 0.00 0.00 3.36 0.00 0.00 0.00 12.15 0.00 0.77
D3/ditch 0.3161 0.00 0.00 3.72 0.00 0.00 0.00 13.45 0.00 0.85
D4/pond 0.01094 0.00 0.00 0.13 0.00 0.00 0.00 0.47 0.00 0.03
D4/stream 0.2511 0.00 0.00 2.95 0.00 0.00 0.00 10.69 0.00 0.68
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Group Fish acute Eﬁge%m_ ;lgntteerteb. Ilgr\]/gegém' pro- Algae Higher plants Eiglloivgggl Amphibians | Mesocosm
D5/pond 0.01093 0.00 0.00 0.13 0.00 0.00 0.00 0.47 0.00 0.03
D5/stream | 0.2524 0.00 0.00 2.97 0.00 0.00 0.00 10.74 0.00 0.68
R1/pond 0.01093 0.00 0.00 0.13 0.00 0.00 0.00 0.47 0.00 0.03
R1/stream 0.2084 0.00 0.00 2.45 0.00 0.00 0.00 8.87 0.00 0.56
R3/stream 0.3391 0.00 0.00 3.99 0.00 0.00 0.00 14.43 0.00 0.92

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses (use no. 1), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive groups of aquatic organisms (Daphnia magna
and Chironomus riparius) in most of FOCUS Steps 1-3 scenarios. Therefore, additional risk with RAC based on mesocosm studies has been performed where all
PEC/RAC values were below 1 indicating no unacceptable risk. No risk mitigation measures are required.
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Table 9.5-4: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for acetamiprid for each organism group based on FOCUS Steps 1, 2 and 3
calculations for the use of Acetamipryd 200 SL to winter rape (1 x 24 g as/ha, BBCH 50-69) (use no. 2, 3)

Group Fish acute :f)irige%ro- ;r;\lﬁgteb. :ngeeréeb' Pro 1 Algae Higher plants Eiglloivg\;lggl Amphibians | Mesocosm
Test species ariegas|promelas . |0%omean | 0RT ocaque  |gbba. lrparivs |

Endpoint LCso NOEC ECso NOEC ECso ECso NOEC NOEC NOEC/NOEAEC
(ng/L) 100 000 9400 8.5 2960 1300 1000 0.235 2600 11

AF 100 10 100 10 10 10 10 10 3

RAC (ng/L) 1000 940 0.085 296 130 100 0.0235 260 0.37
FOCUS PEC g

Scenario E";Xg )

Step 1

- 7.2630 0.01 0.01 85.45 0.02 0.06 0.07 309.06 0.03 19.63
Step 2

N-Europe 0.2358 0.00 0.00 2.77 0.00 0.00 0.00 10.03 0.00 0.64
S-Europe 0.2878 0.00 0.00 3.39 0.00 0.00 0.00 12.25 0.00 0.78
Step 3

D2/ditch 0.1541 0.00 0.00 1.81 0.00 0.00 0.00 6.56 0.00 0.42
D2/stream 0.1371 0.00 0.00 1.61 0.00 0.00 0.00 5.83 0.00 0.37
D3/ditch 0.1521 0.00 0.00 1.79 0.00 0.00 0.00 6.47 0.00 0.41
D4/pond 0.005248 0.00 0.00 0.06 0.00 0.00 0.00 0.22 0.00 0.01
D4/stream 0.1168 0.00 0.00 1.37 0.00 0.00 0.00 4.97 0.00 0.32
D5/pond 0.005249 0.00 0.00 0.06 0.00 0.00 0.00 0.22 0.00 0.01
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Group Fish acute Eﬁge%m_ ;lgntteerteb. Ilgr\]/gegém' pro- Algae Higher plants Eiglloivgggl Amphibians | Mesocosm
D5/stream 0.1233 0.00 0.00 1.45 0.00 0.00 0.00 5.25 0.00 0.33
R1/pond 0.006778 0.00 0.00 0.08 0.00 0.00 0.00 0.29 0.00 0.02
R1l/stream  [0.2449 0.00 0.00 2.88 0.00 0.00 0.00 10.42 0.00 0.66
R3/stream 0.1406 0.00 0.00 1.65 0.00 0.00 0.00 5.98 0.00 0.38

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses (use no. 2, 3), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive groups of aquatic organisms (Daphnia magna
and Chironomus riparius) in most of FOCUS Steps 1-3 scenarios. Therefore, additional risk with RAC based on mesocosm studies has been performed where all
PEC/RAC values were below 1 indicating no unacceptable risk. No risk mitigation measures are required.
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Table 9.5-5: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for acetamiprid for each organism group based on FOCUS Steps 1, 2 and 3
calculations for the use of Acetamipryd 200 SL to winter rape (1 x 60 g as/ha, BBCH 30-61) (use no. 13, 14)

Group Fish acute Ezge%ro- ;lgnttegteb. :Qr\]/gegéeb' pro- Algae Higher plants giglloivéggl Amphibians | Mesocosm
Test species e o s v e

Endpoint LCso NOEC ECso NOEC ECso ECso NOEC NOEC NOEC/NOEAEC
(ng/L) 100 000 9400 8.5 2960 1300 1000 0.235 2600 11

AF 100 10 100 10 10 10 10 10 3

RAC (ng/L) 1000 940 0.085 296 130 100 0.0235 260 0.37
Focus  |PECe

Scenario E";Xg )

Step 1

- 18.1574 0.02 0.02 213.62 0.06 0.14 0.18 772.66 0.07 49.07
Step 2

N-Europe 0.6155 0.00 0.00 7.24 0.00 0.00 0.01 26.19 0.00 1.66
S-Europe 0.7715 0.00 0.00 9.08 0.00 0.01 0.01 32.83 0.00 2.09
Step 3

D2/ditch 0.3852 0.00 0.00 4.53 0.00 0.00 0.00 16.39 0.00 1.04
D2/stream |0.3427 0.00 0.00 4.03 0.00 0.00 0.00 14.58 0.00 0.93
D3/ditch 0.3794 0.00 0.00 4.46 0.00 0.00 0.00 16.14 0.00 1.03
D4/pond 0.01312 0.00 0.00 0.15 0.00 0.00 0.00 0.56 0.00 0.04
D4/stream  |0.3013 0.00 0.00 3.54 0.00 0.00 0.00 12.82 0.00 0.81
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Group Fish acute Eﬁge%m_ ;lgntteerteb. Ilgr\]/gegém' pro- Algae Higher plants Eiglloivgggl Amphibians | Mesocosm
D5/pond 0.01312 0.00 0.00 0.15 0.00 0.00 0.00 0.56 0.00 0.04
D5/stream  |0.3029 0.00 0.00 3.56 0.00 0.00 0.00 12.89 0.00 0.82
R1/pond 0.01312 0.00 0.00 0.15 0.00 0.00 0.00 0.56 0.00 0.04
R1/stream 0.2501 0.00 0.00 2.94 0.00 0.00 0.00 10.64 0.00 0.68
R3/stream 0.4113 0.00 0.00 4.84 0.00 0.00 0.00 17.50 0.00 1.11

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses (use no. 13, 14), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive groups of aquatic organisms (Daphnia
magna and Chironomus riparius) in most of FOCUS Steps 1-3 scenarios. Therefore, additional risk with RAC based on mesocosm studies has been performed where
most PEC/RAC values were below 1 indicating no unacceptable risk. However, for scenarios D2 ditch, D3 ditch and R3 stream further risk assessment with Step 4
PECsw was performed.
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Table 9.5-6:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1)
for acetamiprid based on FOCUS Step 4 calculations and toxicity data for mes-
ocosm with mitigation of spray drift and run-off for the use of Acetamipryd 200
SL winter rape (1 x 60 g as’ha, BBCH 30-61) (use no. 13, 14)

Intended use winter rape
Active substance acetamiprid
Application rate (g 1 % 60
as/ha)
Vege-
tated fil- None None None None None 10 (VFS) | 20 (VFS)
Nozzle |terstrip
reduc- | (M)
tion No-spray
buffer 1/3 5 10 15 20 10 20
(m)
None 0.3852 0.1045 0.09213 0.09213 - 0.09213 -
50 % - - - - - - -
D2/ditch
75 % - - - - - - -
90 % - - - - - - -
None 0.3794 0.1029 0.05453 0.03727 - 0.05453 -
50 % - - - - - - -
D3/ditch
75 % - - - - - - -
90 % - - - - - - -
None 0.4113 0.4113 0.4113 0.4113 - 0.06811 -
50 % - - - - - - -
R3 stream
75 % - - - - - - -
90 % - - - - - - -
RAC (pg/L)
0.37 PEC/RAC ratio
None 1.04 0.28 0.25 0.25 - 0.25 -
50 % - - - - - - -
D2/ditch
75 % - - - - - - -
90 % - - - - - - -
None 1.03 0.28 0.15 0.1 - 0.15 -
50 % ) - - - - - - -
D3/ditch
75 % - - - - - - -
90 % - - - - - - -
None 1.11 1.11 1.11 1.11 - 0.18 -
50 % R3 stream - - - - - - -
75 % - - - - - - -
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90 % - - - - - - -

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios
above the relevant trigger of 1 are shown in bold

For the intended uses (use no. 13, 14), calculated Step 4 PEC/RAC ratios for scenarios D2 ditch, D3 ditch
and R3 stream were below 1 indicating no unacceptable risk provided appropriate risk mitigation measures
are applied.
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Table 9.5-7: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for acetamiprid for each organism group based on FOCUS Steps 1, 2 and 3
calculations for the use of Acetamipryd 200 SL to spring rape (1 x 24 g as/ha, BBCH 50-65) (use no. 10)

Group Fish acute Eize%m' ;r;n:teb. :Qr\llggéeb' pro- Algae Higher plants zigiodnvégg' Amphibians | Mesocosm
Test species e o v e e

Endpoint LCso NOEC ECso NOEC ECso ECso NOEC NOEC NOEC/NOEAEC
(ng/L) 100 000 9400 8.5 2960 1300 1000 0.235 2600 11

AF 100 10 100 10 10 10 10 10 3

RAC (ug/L) 1000 940 0.085 296 130 100 0.0235 260 0.37
FOCUS PEC g

Scenario 21;; n

Step 1

- 7.2630 0.01 0.01 85.45 0.02 0.06 0.07 309.06 0.03 19.63
Step 2

N-Europe 0.2358 0.00 0.00 2.77 0.00 0.00 0.00 10.03 0.00 0.64
S-Europe 0.2878 0.00 0.00 3.39 0.00 0.00 0.00 12.25 0.00 0.78
Step 3

D1/ditch 0.1539 0.00 0.00 1.81 0.00 0.00 0.00 6.55 0.00 0.42
D1/stream 0.1346 0.00 0.00 1.58 0.00 0.00 0.00 5.73 0.00 0.36
D3/ditch 0.1527 0.00 0.00 1.80 0.00 0.00 0.00 6.50 0.00 0.41
D4/pond 0.005252 0.00 0.00 0.06 0.00 0.00 0.00 0.22 0.00 0.01
D4/stream 0.1316 0.00 0.00 1.55 0.00 0.00 0.00 5.60 0.00 0.36
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Group Fish acute Eﬁge%m_ ;lgntteerteb. Ilgr\]/gegém' pro- Algae Higher plants Eiglloivgggl Amphibians | Mesocosm
D5/pond 0.005253 0.00 0.00 0.06 0.00 0.00 0.00 0.22 0.00 0.01
D5/stream  [0.1419 0.00 0.00 1.67 0.00 0.00 0.00 6.04 0.00 0.38
R1/pond 0.02570 0.00 0.00 0.30 0.00 0.00 0.00 1.09 0.00 0.07
R1/stream 0.2646 0.00 0.00 3.11 0.00 0.00 0.00 11.26 0.00 0.72

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses (use no. 10), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive groups of aquatic organisms (Daphnia magna
and Chironomus riparius) in most of FOCUS Steps 1-3 scenarios. Therefore, additional risk with RAC based on mesocosm studies has been performed where all
PEC/RAC values were below 1 indicating no unacceptable risk. No risk mitigation measures are required.
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Table 9.5-8: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for acetamiprid for each organism group based on FOCUS Steps 1, 2 and 3
calculations for the use of Acetamipryd 200 SL to spring rape (1 x 50 g/ha, BBCH 30-50) (use no. 11)

Group Fish acute ::Oizge%ro' ;r;\lﬁgteb. :ngeeréeb' Pro 1 Algae Higher plants Eiglloivg\;lggl Amphibians | Mesocosm
Test species ariegas|promelas . |0%omean | 0RT ocaque  |gbba. lrparivs |

Endpoint LCso NOEC ECso NOEC ECso ECso NOEC NOEC NOEC/NOEAEC
(ng/L) 100 000 9400 8.5 2960 1300 1000 0.235 2600 11

AF 100 10 100 10 10 10 10 10 3

RAC (ng/L) 1000 940 0.085 296 130 100 0.0235 260 0.37
FOCUS PEC g

Scenario E";Xg )

Step 1

- 15.1312 0.02 0.02 178.01 0.05 0.12 0.15 643.88 0.06 40.90
Step 2

N-Europe 0.5129 0.00 0.00 6.03 0.00 0.00 0.01 21.83 0.00 1.39
S-Europe 0.6430 0.00 0.00 7.56 0.00 0.00 0.01 27.36 0.00 1.74
Step 3

D1/ditch 0.3213 0.00 0.00 3.78 0.00 0.00 0.00 13.67 0.00 0.87
D1/stream 0.2805 0.00 0.00 3.30 0.00 0.00 0.00 11.94 0.00 0.76
D3/ditch 0.3180 0.00 0.00 3.74 0.00 0.00 0.00 13.53 0.00 0.86
D4/pond 0.01094 0.00 0.00 0.13 0.00 0.00 0.00 0.47 0.00 0.03
D4/stream 0.2741 0.00 0.00 3.22 0.00 0.00 0.00 11.66 0.00 0.74
D5/pond 0.01094 0.00 0.00 0.13 0.00 0.00 0.00 0.47 0.00 0.03
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Group Fish acute E)i;ze%ro- ;lgntteerteb. Ilgr\]/gegém' pro- Algae Higher plants Eiglloivgggl Amphibians | Mesocosm
D5/stream 0.2956 0.00 0.00 3.48 0.00 0.00 0.00 12.58 0.00 0.80
R1/pond 0.07677 0.00 0.00 0.90 0.00 0.00 0.00 3.27 0.00 0.21
R1l/stream  [0.5610 0.00 0.00 6.60 0.00 0.00 0.01 23.87 0.00 1.52

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended use (use no. 11), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive groups of aquatic organisms (Daphnia magna
and Chironomus riparius) in most of FOCUS Steps 1-3 scenarios. Therefore, additional risk with RAC based on mesocosm studies has been performed where most
PEC/RAC values were below 1 indicating no unacceptable risk. However, for scenario R1 stream further risk assessment with Step 4 PECsw was performed.
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Table 9.5-9:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1)
for acetamiprid based on FOCUS Step 4 calculations and toxicity data for mes-
ocosm with mitigation of spray drift and run-off for the use of Acetamipryd 200
SL spring rape (1 x 50 g/ha, BBCH 30-50) (use no. 11)

Intended use spring rape
Active substance acetamiprid
Application rate (g 1 % 50
as/ha)
Vege-
tated fil- None None None None None 10 (VFS) | 20 (VFS)
Nozzle |terstrip
reduc- | (M)
tion No-spray
buffer 1/3 5 10 15 20 10 20
(m)
None 0.5610 0.5610 0.5610 0.5610 - 0.04062 -
50 % - - - - - - -
R1 stream
75 % - - - - - - -
90 % - - - - - - -
RAC (pg/L)
0.37 PEC/RAC ratio
None 1.52 1.52 1.52 1.52 - 0.11 -
50 % - - - - - - -
R1 stream
75 % - - - - - - -
90 % - - - - - - -

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios
above the relevant trigger of 1 are shown in bold

For the intended use (use no. 11), calculated Step 4 PEC/RAC ratios for scenario R1 stream were below 1
indicating no unacceptable risk provided appropriate risk mitigation measures are applied.
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Table 9.5-10: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for acetamiprid for each organism group based on FOCUS Steps 1, 2 and 3
calculations for the use of Acetamipryd 200 SL to spring rape (1 x 60 g/ha, BBCH 59-71) (use no. 12)

Group Fish acute Ezze%ro- ;lgnttegteb. :Qr\]/gegéeb' pro- Algae Higher plants gigllodrggg' Amphibians | Mesocosm
Test species ariogas|promelas . |O%omean | R® oeaquae  lgbba. lrparivs |

Endpoint LCso NOEC ECso NOEC ECso ECso NOEC NOEC NOEC/NOEAEC
(ng/L) 100 000 9400 8.5 2960 1300 1000 0.235 2 600 11

AF 100 10 100 10 10 10 10 10 3

RAC (ug/L) 1000 940 0.085 296 130 100 0.0235 260 0.37
Focus  |PECe

Scenario E";Xg )

Step 1

- 18.1574 0.02 0.02 213.62 0.06 0.14 0.18 772.66 0.07 49.07
Step 2

N-Europe 0.5894 0.00 0.00 6.93 0.00 0.00 0.01 25.08 0.00 1.59
S-Europe 0.7195 0.00 0.00 8.46 0.00 0.01 0.01 30.62 0.00 1.94
Step 3

D1/ditch 0.3855 0.00 0.00 4.54 0.00 0.00 0.00 16.40 0.00 1.04
D1/stream 0.3366 0.00 0.00 3.96 0.00 0.00 0.00 14.32 0.00 0.91
D3/ditch 0.3816 0.00 0.00 4.49 0.00 0.00 0.00 16.24 0.00 1.03
D4/pond 0.01313 0.00 0.00 0.15 0.00 0.00 0.00 0.56 0.00 0.04
D4/stream 0.3289 0.00 0.00 3.87 0.00 0.00 0.00 14.00 0.00 0.89
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Group Fish acute Eﬁge%m_ ;lgntteerteb. Ilgr\]/gegém' pro- Algae Higher plants Eiglloivgggl Amphibians | Mesocosm
D5/pond 0.01313 0.00 0.00 0.15 0.00 0.00 0.00 0.56 0.00 0.04
D5/stream | 0.3547 0.00 0.00 4.17 0.00 0.00 0.00 15.09 0.00 0.96
R1/pond 0.09331 0.00 0.00 1.10 0.00 0.00 0.00 3.97 0.00 0.25
R1/stream 0.6829 0.00 0.00 8.03 0.00 0.01 0.01 29.06 0.00 1.85

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses (use no. 12), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive groups of aquatic organisms (Daphnia magna
and Chironomus riparius) in most of FOCUS Steps 1-3 scenarios. Therefore, additional risk with RAC based on mesocosm studies has been performed where all
PEC/RAC values were below 1 indicating no unacceptable risk. No risk mitigation measures are required.
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Table 9.5-11:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1)
for acetamiprid based on FOCUS Step 4 calculations and toxicity data for mes-
ocosm with mitigation of spray drift and run-off for the use of Acetamipryd 200
SL to spring rape (1 x 60 g/ha, BBCH 59-71) (use no. 12)

Intended use spring rape
Active substance acetamiprid
Application rate (g 1 % 60
as/ha)
Vege-
tated fil- None None None None None 10 (VFS) | 20 (VFS)
Nozzle |terstrip
reduc- | (M)
tion No-spray
buffer 1/3 5 10 15 20 10 20
(m)
None 0.3855 0.1050 0.05598 0.03847 - 0.05598 -
50 % - - - - - - -
D1/ditch
75 % - - - - - - -
90 % - - - - - - -
None 0.3816 0.1035 0.05486 0.03749 - 0.05486 -
50 % - - - - - - -
D3/ditch
75 % - - - - - - -
90 % - - - - - - -
None 0.6829 0.6829 0.6829 0.6829 - 0.04875 -
50 % - - - - - - -
R1/stream
75 % - - - - - - -
90 % - - - - - - -
RAC (pg/L)
0.37 PEC/RAC ratio
None 1.04 0.28 0.15 0.1 - 0.15 -
50 % - - - - - - -
D1/ditch
75 % - - - - - - -
90 % - - - - - - -
None 1.03 0.28 0.15 0.1 - 0.15 -
50 % ) - - - - - - -
D3/ditch
75 % - - - - - - -
90 % - - - - - - -
None 1.85 1.85 1.85 1.85 - 0.13 -
50 % R1/stream - - - - - - -
75 % - - - - - - -
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90 % - - - -

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC
ratios above the relevant trigger of 1 are shown in bold

For the intended use (use no. 12), calculated Step 4 PEC/RAC ratios for scenarios D1 ditch, D3 ditch and

R1 stream were below 1 indicating no unacceptable risk provided appropriate risk mitigation measures are
applied.
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Table 9.5-12: Aquatic organisms: acceptability of risk (PEC/RAC < 1) for acetamiprid for each organism group based on FOCUS Steps 1, 2 and 3
calculations for the use of Acetamipryd 200 SL to potato (1 x 24 g as’/ha, BBCH 35-75) (use no. 4)

Group Fish acute Ezge%ro- ;lgnttegteb. :Qr\]/gegéeb' pro- Algae Higher plants gigllodrggg' Amphibians | Mesocosm
Test species ariogas|promelas . |O%omean | R® oeaquae  lgbba. lrparivs |

Endpoint LCso NOEC ECso NOEC ECso ECso NOEC NOEC NOEC/NOEAEC
(ng/L) 100 000 9400 8.5 2960 1300 1000 0.235 2 600 11

AF 100 10 100 10 10 10 10 10 3

RAC (ug/L) 1000 940 0.085 296 130 100 0.0235 260 0.37
Focus  |PECe

Scenario E";Xg )

Step 1

- 7.2630 0.01 0.01 85.45 0.02 0.06 0.07 309.06 0.03 19.63
Step 2

N-Europe 0.2878 0.00 0.00 3.39 0.00 0.00 0.00 12.25 0.00 0.78
S-Europe 0.3919 0.00 0.00 4.61 0.00 0.00 0.00 16.68 0.00 1.06
Step 3

D3/ditch 0.1258 0.00 0.00 1.48 0.00 0.00 0.00 5.35 0.00 0.34
D4/pond 0.005081 0.00 0.00 0.06 0.00 0.00 0.00 0.22 0.00 0.01
D4/stream 0.09460 0.00 0.00 1.11 0.00 0.00 0.00 4.03 0.00 0.26
Dé/ditch 0.1254 0.00 0.00 1.48 0.00 0.00 0.00 5.34 0.00 0.34
R1/pond 0.02575 0.00 0.00 0.30 0.00 0.00 0.00 1.10 0.00 0.07
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Group Fish acute Eﬁge%m_ ;lgntteerteb. Ilgr\]/gegém' pro- Algae Higher plants Eiglloivgggl Amphibians | Mesocosm
R1/stream 0.1841 0.00 0.00 2.17 0.00 0.00 0.00 7.83 0.00 0.50
R2/stream 0.1171 0.00 0.00 1.38 0.00 0.00 0.00 4.98 0.00 0.32
R3/stream  [0.2723 0.00 0.00 3.20 0.00 0.00 0.00 11.59 0.00 0.74

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended use (use no. 4), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive groups of aquatic organisms (Daphnia magna
and Chironomus riparius) in most of FOCUS Steps 1-3 scenarios. Therefore, additional risk with RAC based on mesocosm studies has been performed where all
PEC/RAC values were below 1 indicating no unacceptable risk. No risk mitigation measures are required.



Page 65 /318
Template for chemical PPP
Version March 2024
Acetamipryd 200 SL
Part B — Section 9 - Core Assessment
Applicant version

Table 9.5-13: Aguatic organisms: acceptability of risk (PEC/RAC < 1) for acetamiprid for each organism group based on FOCUS Steps 1, 2 and 3
calculations for the use of Acetamipryd 200 SL to orchards, early application (1 x 22 g as/ha, BBCH 56-84) (use no. 7, 8, 15, 17, 18, 20,
21, 28, 30, 31, 33, 35, 37, 39)

Group Fish acute :f)if]ge%ro- {Ijlr;\lﬁgteb. Ilglr\]/gegéeb. pro- Algae Higher plants Eiglloorlgggl Amphibians | Mesocosm
Test species e o s v e

Endpoint LCso NOEC ECso NOEC ECso ECso NOEC NOEC NOEC/NOEAEC
(ng/L) 100 000 9400 8.5 2960 1300 1000 0.235 2600 11

AF 100 10 100 10 10 10 10 10 3

RAC (ng/L) 1000 940 0.085 296 130 100 0.0235 260 0.37
Focus  |PECe

Scenario E";Xg )

Step 1

- 8.5965 0.01 0.01 101.14 0.03 0.07 0.09 365.81 0.03 23.23
Step 2

N-Europe  |2.1411 0.00 0.00 25.19 0.01 0.02 0.02 91.11 0.01 5.79
S-Europe 2.1411 0.00 0.00 25.19 0.01 0.02 0.02 91.11 0.01 5.79
Step 3

D3/ditch 1.714 0.00 0.00 20.16 0.01 0.01 0.02 72.94 0.01 4.63
D4/pond 0.1039 0.00 0.00 1.22 0.00 0.00 0.00 4.42 0.00 0.28
D4/stream 1.817 0.00 0.00 21.38 0.01 0.01 0.02 77.32 0.01 4.91
D5/pond 0.1039 0.00 0.00 1.22 0.00 0.00 0.00 4.42 0.00 0.28
D5/stream 1.857 0.00 0.00 21.85 0.01 0.01 0.02 79.02 0.01 5.02
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Group Fish acute Eﬁge%m_ ;lgntteerteb. Ilgr\]/gegém' pro- Algae Higher plants Eiglloivgggl Amphibians | Mesocosm
R1/pond 0.1039 0.00 0.00 1.22 0.00 0.00 0.00 4.42 0.00 0.28
R1/stream  |1.392 0.00 0.00 16.38 0.00 0.01 0.01 59.23 0.01 3.76
R2/stream | 1.866 0.00 0.00 21.95 0.01 0.01 0.02 79.40 0.01 5.04
R3/stream 1.949 0.00 0.00 22.93 0.01 0.01 0.02 82.94 0.01 5.27
R4/stream 1.361 0.00 0.00 16.01 0.00 0.01 0.01 57.91 0.01 3.68

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses (use no. 7, 8, 15, 17, 18, 20, 21, 28, 30, 31, 33, 35, 37, 39), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive
groups of aquatic organisms (Daphnia magna and Chironomus riparius) in most of FOCUS Steps 1-3 scenarios. Therefore, additional risk with RAC based on
mesocosm studies has been performed where some PEC/RAC values were below 1 indicating no unacceptable risk. However, for scenarios D3 ditch, D4 stream, D5
stream, R1 stream, R2 stream, R3 stream and R4 stream further risk assessment with Step 4 PECsw was performed.
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Table 9.5-14: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1)
for acetamiprid based on FOCUS Step 4 calculations and toxicity data for mes-
ocosm with mitigation of spray drift and run-off for the use of Acetamipryd 200
SL in orchards, early application (1 x 22 g as’ha, BBCH 56-84) (use no. 7, 8, 15,

17, 18, 20, 21, 28, 30, 31, 33, 35, 37, 39)

Intended use orchards
Active substance acetamiprid
Application rate (g 1 x 22
as/ha)
Vege-
tated f.'l' None None None None None 10 (VES) | 20 (VFS)
reduc- | (M)
tion No-spray
buffer 1/3 5 10 15 20 10 20
(m)
None 1.714 1.347 0.8271 0.3721 0.1891 0.8271 0.1891
50 % - 0.6736 0.4137 0.1861 - - -
D3/ditch
75 % - 0.3368 0.2068 0.09305 - - -
90 % - 0.1347 0.08271 0.03721 - - -
None 1.817 1.561 0.9586 0.4312 0.2192 0.9586 0.2192
50 % - 0.7807 0.4793 0.2156 - - -
D4/stream
75 % - 0.3903 0.2397 0.1078 - - -
90 % - 0.1561 0.09586 0.04312 - - -
None 1.857 1.595 0.9797 0.4406 0.2240 0.9797 0.2240
50 % - 0.7978 0.4898 0.2204 - - -
D5/stream
75 % - 0.3989 0.2449 0.1102 - - -
90 % - 0.1595 0.09797 0.04406 - - -
None 1.392 1.196 0.7346 0.3304 0.1680 0.7346 0.1680
50 % - 0.5982 0.3673 0.1652 - - -
R1/stream
75 % - 0.2991 0.1837 0.1418 - - -
90 % - 0.1418 0.1418 0.1418 - - -
None 1.866 1.603 0.9846 0.4429 0.2252 0.9846 0.2252
50 % - 0.8019 0.4923 0.2215 - - -
R2/stream
75 % - 0.4009 0.2462 0.1107 - - -
90 % - 0.1603 0.09846 0.04429 - - -
None 1.949 1.674 1.028 0.4624 0.2351 1.028 0.2351
50 % - 0.8372 0.5140 0.2313 - - -
R3/stream
75 % - 0.4186 0.2570 0.1156 - - -
90 % - 0.1674 0.1028 0.04624 - - -
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None 1.361 1.169 0.7180 0.3229 0.1642 0.7180 0.1642

50 % - 0.5847 0.3590 0.2032 - - -
R4/stream

5% - 0.2924 0.2032 0.2032 - - -

90 % - 0.2032 0.2032 0.2032 - - -

RAC (ng/L)

0.37 PEC/RAC ratio

None 4.63 3.64 2.24 1.01 0.51 2.24 0.51

50 % ) - 1.82 1.12 0.5 - - -
D3/ditch

75 % - 0.91 0.56 0.25 - - -

90 % - 0.36 0.22 0.1 - - -

None 491 4.22 2.59 1.17 0.59 2.59 0.59

50 % - 2.11 1.3 0.58 - - -
D4/stream

75 % - 1.05 0.65 0.29 - - -

90 % - 0.42 0.26 0.12 - - -

None 5.02 4.31 2.65 1.19 0.61 2.65 0.61

50 % - 2.16 1.32 0.6 - - -
D5/stream

75 % - 1.08 0.66 0.3 - - -

90 % - 0.43 0.26 0.12 - - -

None 3.76 3.23 1.99 0.89 0.45 1.99 0.45

50 % - 1.62 0.99 0.45 - - -
R1/stream

75 % - 0.81 0.5 0.38 - - -

90 % - 0.38 0.38 0.38 - - -

None 5.04 4.33 2.66 1.2 0.61 2.66 0.61

50 % - 2.17 1.33 0.6 - - -
R2/stream

75 % - 1.08 0.67 0.3 - - -

90 % - 0.43 0.27 0.12 - - -

None 5.27 452 2.78 1.25 0.64 2.78 0.64

50 % - 2.26 1.39 0.63 - - -
R3/stream

75 % - 1.13 0.69 0.31 - - -

90 % - 0.45 0.28 0.12 - - -

None 3.68 3.16 1.94 0.87 0.44 1.94 0.44

50 % - 1.58 0.97 0.55 - - -
R4/stream

75 % - 0.79 0.55 0.55 - - -

90 % - 0.55 0.55 0.55 - - -

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC

ratios above the relevant trigger of 1 are shown in bold

For the intended uses (use no. 7, 8, 15, 17, 18, 20, 21, 28, 30, 31, 33, 35, 37, 39), calculated Step 4 PEC/RAC
ratios for scenarios D3 ditch, D4 stream, D5 stream, R1 stream, R2 stream, R3 stream and R4 stream were
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Table 9.5-15: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for acetamiprid for each organism group based on FOCUS Steps 1, 2 and 3
calculations for the use of Acetamipryd 200 SL to orchards, late application (1 x 22 g as/ha, BBCH 56-84) (use no. 7, 8, 15, 17, 18, 20,
21, 28, 30, 31, 33, 35, 37, 39)

Group Fish acute Eize%m' ;r;n:teb. :Qr\llggéeb' pro- Algae Higher plants zigiodnvégg' Amphibians | Mesocosm
Test species e o v e e

Endpoint LCso NOEC ECso NOEC ECso ECso NOEC NOEC NOEC/NOEAEC
(ng/L) 100 000 9400 8.5 2960 1300 1000 0.235 2600 11

AF 100 10 100 10 10 10 10 10 3

RAC (ng/L) 1000 940 0.085 296 130 100 0.0235 260 0.37
FOCUS PEC g

Scenario 21;; n

Step 1

- 7.6086 0.01 0.01 89.51 0.03 0.06 0.08 323.77 0.03 20.56
Step 2

N-Europe 1.1532 0.00 0.00 13.57 0.00 0.01 0.01 49.07 0.00 3.12
S-Europe 1.1532 0.00 0.00 13.57 0.00 0.01 0.01 49.07 0.00 3.12
Step 3

D3/ditch 0.8085 0.00 0.00 9.51 0.00 0.01 0.01 34.40 0.00 2.19
D4/pond 0.03623 0.00 0.00 0.43 0.00 0.00 0.00 1.54 0.00 0.10
D4/stream  |0.8103 0.00 0.00 9.53 0.00 0.01 0.01 34.48 0.00 2.19
D5/pond 0.03623 0.00 0.00 0.43 0.00 0.00 0.00 1.54 0.00 0.10
D5/stream 0.8281 0.00 0.00 9.74 0.00 0.01 0.01 35.24 0.00 2.24
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Group Fish acute Eﬁge%m_ ;lgntteerteb. Ilgr\]/gegém' pro- Algae Higher plants Eiglloivgggl Amphibians | Mesocosm
R1/pond 0.03621 0.00 0.00 0.43 0.00 0.00 0.00 1.54 0.00 0.10
R1/stream  |0.6210 0.00 0.00 7.31 0.00 0.00 0.01 26.43 0.00 1.68
R2/stream  [0.8323 0.00 0.00 9.79 0.00 0.01 0.01 35.42 0.00 2.25
R3/stream 0.8690 0.00 0.00 10.22 0.00 0.01 0.01 36.98 0.00 2.35
R4/stream 0.6070 0.00 0.00 7.14 0.00 0.00 0.01 25.83 0.00 1.64

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses (use no. 7, 8, 15, 17, 18, 20, 21, 28, 30, 31, 33, 35, 37, 39), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive
groups of aquatic organisms (Daphnia magna and Chironomus riparius) in most of FOCUS Steps 1-3 scenarios. Therefore, additional risk with RAC based on
mesocosm studies has been performed where some PEC/RAC values were below 1 indicating no unacceptable risk. However, for scenarios D3 ditch, D4 stream, D5
stream, R1 stream, R2 stream, R3 stream and R4 stream further risk assessment with Step 4 PECsw was performed.
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Table 9.5-16: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1)
for acetamiprid based on FOCUS Step 4 calculations and toxicity data for mes-
ocosm with mitigation of spray drift and run-off for the use of Acetamipryd 200
SL in orchards, late application (1 x 22 g as’/ha, BBCH 56-84) (use no. 7, 8, 15,

17, 18, 20, 21, 28, 30, 31, 33, 35, 37, 39)

Intended use orchards

Active substance acetamiprid

Application rate (g 1 x 22

as/ha)
Vege-
tated fil- None None None None None 10 (VFS) | 20 (VFS)

Nozzle |ter strip

reduc- | (M)

tion No-spray
buffer 1/3 5 10 15 20 10 20
(m)

None 0.8085 0.5458 0.2438 0.1231 0.07525 0.2438 0.07525

50 % - 0.2729 - - - - -
D3/ditch

75 % - 0.1364 - - - - -

90 % - 0.05458 - - - - -

None 0.8103 0.6324 0.2826 0.1427 0.08722 0.2826 0.08722

50 % - 0.3162 - - - - -
D4/stream

75 % - 0.1581 - - - - -

90 % - 0.06324 - - - - -

None 0.8281 0.6463 0.2888 0.1458 0.08913 0.2888 0.08913

50 % - 0.3232 - - - - -
D5/stream

75 % - 0.1616 - - - - -

90 % - 0.06463 - - - - -

None 0.6210 0.4846 0.2166 0.1094 0.06684 0.2166 0.06684

50 % - 0.2423 - - - - -
R1/stream

75 % - 0.1212 - - - - -

90 % - 0.05744 - - - - -

None 0.8323 0.6495 0.2903 0.1466 0.08959 0.2903 0.08959

50 % - 0.3248 - - - - -
R2/stream

75 % - 0.1624 - - - - -

90 % - 0.06495 - - - - -

None 0.8690 0.6782 0.3031 0.1530 0.09354 0.3031 0.09354

50 % - 0.3391 - - - - -
R3/stream

75 % - 0.1696 - - - - -

90 % - 0.06782 - - - - -
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None 0.6070 0.4737 0.2117 0.1639 0.06533 0.2117 0.06533

50 % - 0.2369 - - - - -
R4/stream

5% - 0.1639 - - - - -

90 % - 0.1639 - - - - -

RAC (ng/L)

0.37 PEC/RAC ratio

None 2.19 1.48 0.66 0.33 0.2 0.66 0.2

50 % ) - 0.74 - - - - -
D3/ditch

75 % - 0.37 - - - - -

90 % - 0.15 - - - - -

None 2.19 1.71 0.76 0.39 0.24 0.76 0.24

50 % - 0.85 - - - - -
D4/stream

75 % - 0.43 - - - - -

90 % - 0.17 - - - - -

None 2.24 1.75 0.78 0.39 0.24 0.78 0.24

50 % - 0.87 - - - - -
D5/stream

75 % - 0.44 - - - - -

90 % - 0.17 - - - - -

None 1.68 1.31 0.59 0.3 0.18 0.59 0.18

50 % - 0.65 - - - - -
R1/stream

75 % - 0.33 - - - - -

90 % - 0.16 - - - - -

None 2.25 1.76 0.78 0.4 0.24 0.78 0.24

50 % - 0.88 - - - - -
R2/stream

75 % - 0.44 - - - - -

90 % - 0.18 - - - - -

None 2.35 1.83 0.82 0.41 0.25 0.82 0.25

50 % - 0.92 - - - - -
R3/stream

75 % - 0.46 - - - - -

90 % - 0.18 - - - - -

None 1.64 1.28 0.57 0.44 0.18 0.57 0.18

50 % - 0.64 - - - - -
R4/stream

75 % - 0.44 - - - - -

90 % - 0.44 - - - - -

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC

ratios above the relevant trigger of 1 are shown in bold

For the intended uses (use no. 7, 8, 15, 17, 18, 20, 21, 28, 30, 31, 33, 35, 37, 39), calculated Step 4 PEC/RAC
ratios for scenarios D3 ditch, D4 stream, D5 stream, R1 stream, R2 stream, R3 stream and R4 stream were
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below 1 indicating no unacceptable risk provided appropriate risk mitigation measures are applied.
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Table 9.5-17: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for acetamiprid for each organism group based on FOCUS Steps 1, 2 and 3
calculations for the use of Acetamipryd 200 SL to orchards, early application (1 x 36 g as/ha, BBCH 56-84) (use no. 9)

Group Fish acute Ezge%ro- ;lgnttegteb. :Qr\]/gegéeb' pro- Algae Higher plants gigllodrggg' Amphibians | Mesocosm
Test species e o s v e

Endpoint LCso NOEC ECso NOEC ECso ECso NOEC NOEC NOEC/NOEAEC
(ng/L) 100 000 9400 8.5 2960 1300 1000 0.235 2600 11

AF 100 10 100 10 10 10 10 10 3

RAC (ng/L) 1000 940 0.085 296 130 100 0.0235 260 0.37
Focus  |PECe

Scenario E";Xg )

Step 1

- 14.0670 0.01 0.01 165.49 0.05 0.11 0.14 598.60 0.05 38.02
Step 2

N-Europe  [3.5036 0.00 0.00 41.22 0.01 0.03 0.04 149.09 0.01 9.47
S-Europe 3.5036 0.00 0.00 41.22 0.01 0.03 0.04 149.09 0.01 9.47
Step 3

D3/ditch 2.805 0.00 0.00 33.00 0.01 0.02 0.03 119.36 0.01 7.58
D4/pond 0.1701 0.00 0.00 2.00 0.00 0.00 0.00 7.24 0.00 0.46
D4/stream 2.974 0.00 0.00 34.99 0.01 0.02 0.03 126.55 0.01 8.04
D5/pond 0.1701 0.00 0.00 2.00 0.00 0.00 0.00 7.24 0.00 0.46
D5/stream  |3.039 0.00 0.00 35.75 0.01 0.02 0.03 129.32 0.01 8.21
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Group Fish acute Eﬁge%m_ ;lgntteerteb. Ilgr\]/gegém' pro- Algae Higher plants Eiglloivgggl Amphibians | Mesocosm
R1/pond 0.1700 0.00 0.00 2.00 0.00 0.00 0.00 7.23 0.00 0.46
Rl/stream |2.279 0.00 0.00 26.81 0.01 0.02 0.02 96.98 0.01 6.16
R2/stream  |3.054 0.00 0.00 35.93 0.01 0.02 0.03 129.96 0.01 8.25
R3/stream 3.189 0.00 0.00 37.52 0.01 0.02 0.03 135.70 0.01 8.62
R4/stream 2.227 0.00 0.00 26.20 0.01 0.02 0.02 94.77 0.01 6.02

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended uses (use no. 9), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive groups of aquatic organisms (Daphnia magna
and Chironomus riparius) in most of FOCUS Steps 1-3 scenarios. Therefore, additional risk with RAC based on mesocosm studies has been performed where some
PEC/RAC values were below 1 indicating no unacceptable risk. However, for scenarios D3 ditch, D4 stream, D5 stream, R1 stream, R2 stream, R3 stream and R4
stream further risk assessment with Step 4 PECsw was performed.
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Table 9.5-18: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1)
for acetamiprid based on FOCUS Step 4 calculations and toxicity data for mes-
ocosm with mitigation of spray drift and run-off for the use of Acetamipryd 200

SL in orchards, early application (1 x 36 g as/ha, BBCH 56-84) (use no. 9)

Intended use orchards
Active substance acetamiprid
Application rate (g 1 %36
as/ha)
Vege-
tated fil- None None None None None 10 (VFS) | 20 (VFS)
Nozzle |terstrip
reduc- | (M)
tion No-spray
buffer 1/3 5 10 15 20 10 20
(m)
None 2.805 2.204 1.353 0.6089 0.3095 1.353 0.3095
50 % ] - 1.102 0.6769 0.3045 - - -
D3/ditch
75 % - 0.5511 0.3384 0.1522 - - -
90 % - 0.2204 0.1353 0.06089 - - -
None 2.974 2.555 1.569 0.7057 0.3588 1.569 0.3588
50 % - 1.277 0.7845 0.3530 - - -
D4/stream
75 % - 0.6388 0.3923 0.1765 - - -
90 % - 0.2555 0.1569 0.07057 - - -
None 3.039 2.611 1.603 0.7212 0.3666 1.603 0.3666
50 % - 1.305 0.8017 0.3608 - - -
D5/stream
75 % - 0.6528 0.4009 0.1803 - - -
90 % - 0.2611 0.1603 0.07212 - - -
None 2.279 1.958 1.202 0.5408 0.2749 1.202 0.2749
50 % - 0.9787 0.6012 0.2705 - - -
R1/stream
75 % - 0.4895 0.3006 0.2405 - - -
90 % - 0.2405 0.2405 0.2405 - - -
None 3.054 2.624 1.611 0.7249 0.3685 1.611 0.3685
50 % - 1.312 0.8058 0.3626 - - -
R2/stream
75 % - 0.6561 0.4029 0.1812 - - -
90 % - 0.2624 0.1611 0.07249 - - -
None 3.189 2.740 1.682 0.7568 0.3847 1.682 0.3847
50 % - 1.370 0.8413 0.3786 - - -
R3/stream
75 % - 0.6850 0.4207 0.1892 - - -
90 % - 0.2740 0.1682 0.07568 - - -
None R4/stream 2.227 1.914 1.175 0.5286 0.2687 1.175 0.2687
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50 % - 0.9567 0.5876 0.3421 - - -
75 % - 0.4784 0.3421 0.3421 - - -
90 % - 0.3421 0.3421 0.3421 - - -
RAC (ng/L)
0.37 PEC/RAC ratio
None 7.58 5.96 3.66 1.65 0.84 3.66 0.84
50 % - 2.98 1.83 0.82 - - -
D3/ditch
75 % - 1.49 0.91 0.41 - - -
90 % - 0.6 0.37 0.16 - - -
None 8.04 6.91 4.24 1.91 0.97 4.24 0.97
50 % - 3.45 2.12 0.95 - - -
D4/stream
75 % - 1.73 1.06 0.48 - - -
90 % - 0.69 0.42 0.19 - - -
None 8.21 7.06 4.33 1.95 0.99 4.33 0.99
50 % - 3.53 2.17 0.98 - - -
D5/stream
75 % - 1.76 1.08 0.49 - - -
90 % - 0.71 0.43 0.19 - - -
None 6.16 5.29 3.25 1.46 0.74 3.25 0.74
50 % - 2.65 1.62 0.73 - - -
R1/stream
75 % - 1.32 0.81 0.65 - - -
90 % - 0.65 0.65 0.65 - - -
None 8.25 7.09 4.35 1.96 1 4.35 1
50 % - 3.55 2.18 0.98 - - -
R2/stream
75 % - 1.77 1.09 0.49 - - -
90 % - 0.71 0.44 0.2 - - -
None 8.62 7.41 455 2.05 1.04 4.55 1.04
50 % - 3.7 2.27 1.02 - - -
R3/stream
75 % - 1.85 1.14 0.51 - - -
90 % - 0.74 0.45 0.2 - - -
None 6.02 5.17 3.18 1.43 0.73 3.18 0.73
50 % - 2.59 1.59 0.92 - - -
R4/stream
75 % - 1.29 0.92 0.92 - - -
90 % - 0.92 0.92 0.92 - - -

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC
ratios above the relevant trigger of 1 are shown in bold

For the intended use (use no. 9), calculated Step 4 PEC/RAC ratios for scenarios D3 ditch, D4 stream, D5
stream, R1 stream, R2 stream, R3 stream and R4 stream were below 1 indicating no unacceptable risk
provided appropriate risk mitigation measures are applied.
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Table 9.5-19: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for acetamiprid for each organism group based on FOCUS Steps 1, 2 and 3
calculations for the use of Acetamipryd 200 SL to orchards, late application (1 x 36 g as/ha, BBCH 56-84) (use no. 9)

Group Fish acute Ezge%ro- ;lgnttegteb. :Qr\]/gegéeb' pro- Algae Higher plants gigllodrggg' Amphibians | Mesocosm
Test species ariogas|promelas . |O%omean | R® oeaquae  lgbba. lrparivs |

Endpoint LCso NOEC ECso NOEC ECso ECso NOEC NOEC NOEC/NOEAEC
(ng/L) 100 000 9 400 8.5 2 960 1300 1 000 0.235 2 600 11

AF 100 10 100 10 10 10 10 10 3

RAC (ug/L) 1000 940 0.085 296 130 100 0.0235 260 0.37
Focus  |PECe

Scenario E";Xg )

Step 1

- 12.4504 0.01 0.01 146.48 0.04 0.10 0.12 529.80 0.05 33.65
Step 2

N-Europe 1.8870 0.00 0.00 22.20 0.01 0.01 0.02 80.30 0.01 5.10
S-Europe 1.8870 0.00 0.00 22.20 0.01 0.01 0.02 80.30 0.01 5.10
Step 3

D3/ditch 1.323 0.00 0.00 15.56 0.00 0.01 0.01 56.30 0.01 3.58
D4/pond 0.05929 0.00 0.00 0.70 0.00 0.00 0.00 2.52 0.00 0.16
D4/stream 1.326 0.00 0.00 15.60 0.00 0.01 0.01 56.43 0.01 3.58
D5/pond 0.05929 0.00 0.00 0.70 0.00 0.00 0.00 2.52 0.00 0.16
D5/stream 1.355 0.00 0.00 15.94 0.00 0.01 0.01 57.66 0.01 3.66
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Group Fish acute Eﬁge%m_ ;lgntteerteb. Ilgr\]/gegém' pro- Algae Higher plants Eiglloivgggl Amphibians | Mesocosm
R1/pond 0.05926 0.00 0.00 0.70 0.00 0.00 0.00 2.52 0.00 0.16
R1/stream 1.016 0.00 0.00 11.95 0.00 0.01 0.01 43.23 0.00 2.75
R2/stream  |1.362 0.00 0.00 16.02 0.00 0.01 0.01 57.96 0.01 3.68
R3/stream 1.422 0.00 0.00 16.73 0.00 0.01 0.01 60.51 0.01 3.84
R4/stream 0.9932 0.00 0.00 11.68 0.00 0.01 0.01 42.26 0.00 2.68

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

For the intended use (use no. 9), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive groups of aguatic organisms (Daphnia magna
and Chironomus riparius) in most of FOCUS Steps 1-3 scenarios. Therefore, additional risk with RAC based on mesocosm studies has been performed where some
PEC/RAC values were below 1 indicating no unacceptable risk. However, for scenarios D3 ditch, D4 stream, D5 stream, R1 stream, R2 stream, R3 stream and R4
stream further risk assessment with Step 4 PECsw was performed.
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Table 9.5-20:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1)
for acetamiprid based on FOCUS Step 4 calculations and toxicity data for mes-
ocosm with mitigation of spray drift and run-off for the use of Acetamipryd 200

SL in orchards, late application (1 x 36 g as’/ha, BBCH 56-84) (use no. 9)

Intended use orchards
Active substance acetamiprid
Application rate (g 1 %36
as/ha)
Vege-
tated fil- None None None None None 10 (VFS) | 20 (VFS)
Nozzle |terstrip
reduc- | (M)
tion No-spray
buffer 1/3 5 10 15 20 10 20
(m)
None 1.323 0.8928 0.3989 0.2015 0.1231 0.3989 0.1231
50 % ] - 0.4464 0.1995 - - - -
D3/ditch
75 % - 0.2232 0.09975 - - - -
90 % - 0.08928 0.03989 - - - -
None 1.326 1.035 0.4624 0.2335 0.1427 0.4624 0.1427
50 % - 0.5176 0.2312 - - - -
D4/stream
75 % - 0.2587 0.1156 - - - -
90 % - 0.1035 0.04624 - - - -
None 1.355 1.058 0.4726 0.2386 0.1458 0.4726 0.1458
50 % - 0.5289 0.2363 - - - -
D5/stream
75 % - 0.2644 0.1181 - - - -
90 % - 0.1058 0.04726 - - - -
None 1.016 0.7930 0.3544 0.1789 0.1094 0.3544 0.1094
50 % - 0.3966 0.1772 - - - -
R1/stream
75 % - 0.1983 0.09692 - - - -
90 % - 0.09692 0.09692 - - - -
None 1.362 1.063 0.4750 0.2398 0.1466 0.4750 0.1466
50 % - 0.5316 0.2375 - - - -
R2/stream
75 % - 0.2657 0.1187 - - - -
90 % - 0.1063 0.04750 - - - -
None 1.422 1.110 0.4959 0.2504 0.1530 0.4959 0.1530
50 % - 0.5551 0.2480 - - - -
R3/stream
75 % - 0.2775 0.1240 - - - -
90 % - 0.1110 0.04959 - - - -
None R4/stream | 0.9932 0.7751 0.3464 0.2753 0.1069 0.3464 0.1069
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50 % - 0.3877 0.2753 - - - -
75 % - 0.2753 0.2753 - - - -
90 % - 0.2753 0.2753 - - - -
RAC (ng/L)
0.37 PEC/RAC ratio
None 3.58 2.41 1.08 0.54 0.33 1.08 0.33
50 % - 1.21 0.54 - - - -
D3/ditch
75 % - 0.6 0.27 - - - -
90 % - 0.24 0.11 - - - -
None 3.58 2.8 1.25 0.63 0.39 1.25 0.39
50 % - 14 0.62 - - - -
D4/stream
75 % - 0.7 0.31 - - - -
90 % - 0.28 0.12 - - - -
None 3.66 2.86 1.28 0.64 0.39 1.28 0.39
50 % - 1.43 0.64 - - - -
D5/stream
75 % - 0.71 0.32 - - - -
90 % - 0.29 0.13 - - - -
None 2.75 2.14 0.96 0.48 0.3 0.96 0.3
50 % - 1.07 0.48 - - - -
R1/stream
75 % - 0.54 0.26 - - - -
90 % - 0.26 0.26 - - - -
None 3.68 2.87 1.28 0.65 0.4 1.28 0.4
50 % - 1.44 0.64 - - - -
R2/stream
75 % - 0.72 0.32 - - - -
90 % - 0.29 0.13 - - - -
None 3.84 3 1.34 0.68 0.41 1.34 0.41
50 % - 15 0.67 - - - -
R3/stream
75 % - 0.75 0.34 - - - -
90 % - 0.3 0.13 - - - -
None 2.68 2.09 0.94 0.74 0.29 0.94 0.29
50 % - 1.05 0.74 - - - -
R4/stream
75 % - 0.74 0.74 - - - -
90 % - 0.74 0.74 - - - -

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC
ratios above the relevant trigger of 1 are shown in bold

For the intended use (use no. 9), calculated Step 4 PEC/RAC ratios for scenarios D3 ditch, D4 stream, D5
stream, R1 stream, R2 stream, R3 stream and R4 stream were below 1 indicating no unacceptable risk
provided appropriate risk mitigation measures are applied.
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Table 9.5-21: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for acetamiprid for each organism group based on FOCUS Steps 1, 2 and 3
calculations for the use of Acetamipryd 200 SL to orchards, early application (surrogate scenario) (1 x 38 g as/ha, BBCH 11-69) (use
no. 47)*

Group Fish acute Eize%m' ;r;n:teb. :Qr\llggéeb' pro- Algae Higher plants zigiodnvégg' Amphibians | Mesocosm

Test species e o v e e

Endpoint LCso NOEC ECso NOEC ECso ECso NOEC NOEC NOEC/NOEAEC
(ng/L) 100 000 9400 8.5 2960 1300 1000 0.235 2600 11

AF 100 10 100 10 10 10 10 10 3

RAC (ug/L) 1000 940 0.085 296 130 100 0.0235 260 0.37

FOCUS PEC g

Scenario 21;; n

Step 1

- 15.6300 0.02 0.02 183.88 0.05 0.12 0.16 665.11 0.06 42.24
Step 2

N-Europe 3.8929 0.00 0.00 45.80 0.01 0.03 0.04 165.66 0.01 10.52
S-Europe 3.8929 0.00 0.00 45.80 0.01 0.03 0.04 165.66 0.01 10.52
Step 3

D3/ditch 3.107 0.00 0.00 36.55 0.01 0.02 0.03 132.21 0.01 8.40
D4/pond 0.1889 0.00 0.00 2.22 0.00 0.00 0.00 8.04 0.00 0.51
D4/stream 3.168 0.00 0.00 37.27 0.01 0.02 0.03 134.81 0.01 8.56
D5/pond 0.1889 0.00 0.00 2.22 0.00 0.00 0.00 8.04 0.00 0.51
D5/stream 3.082 0.00 0.00 36.26 0.01 0.02 0.03 131.15 0.01 8.33
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Group Fish acute E)izze%ro- ;r;ntteerteb. Ilcr)lr\]/gegéeb. pro- Algae Higher plants Eiglloivgzgl Amphibians | Mesocosm
R1/pond 0.1888 0.00 0.00 2.22 0.00 0.00 0.00 8.03 0.00 0.51
R1/stream |2.512 0.00 0.00 29.55 0.01 0.02 0.03 106.89 0.01 6.79
R2/stream  |3.328 0.00 0.00 39.15 0.01 0.03 0.03 141.62 0.01 8.99
R3/stream 3.554 0.00 0.00 41.81 0.01 0.03 0.04 151.23 0.01 9.61
R4/stream 2.527 0.00 0.00 29.73 0.01 0.02 0.03 107.53 0.01 6.83

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
* PECsw values were calculated for slightly higher dose (details in dRR Part B8)

For the intended uses (use no. 47), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive groups of agquatic organisms (Daphnia magna
and Chironomus riparius) in most of FOCUS Steps 1-3 scenarios. Therefore, additional risk with RAC based on mesocosm studies has been performed where some
PEC/RAC values were below 1 indicating no unacceptable risk. However, for scenarios D3 ditch, D4 stream, D5 stream, R1 stream, R2 stream, R3 stream and R4
stream further risk assessment with Step 4 PECsw was performed.
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Table 9.5-22:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1)
for acetamiprid based on FOCUS Step 4 calculations and toxicity data for mes-
ocosm with mitigation of spray drift and run-off for the use of Acetamipryd 200
SL in orchards, early application (surrogate scenario) (1 x 38 g as’/ha, BBCH
11-69) (use no. 47)*

Intended use orchards
Active substance acetamiprid
Application rate (g 1 %38
as/ha)
Vege-
tated f.'l' None None None None None 10 (VFS) 20 (VFS)
reduc- | (M)
tion No-spray
buffer 1/3 5 10 15 20 10 20
(m)
None 3.107 2.441 1.499 0.6743 0.3429 1.499 0.3429
50 % - 1.221 0.7494 0.3373 - - -
D3/ditch
75 % - 0.6102 0.3749 0.1686 - - -
90 % - 0.2441 0.1499 0.06743 - - -
None 3.168 2.722 1.671 0.7519 0.3822 1.671 0.3822
50 % - 1.361 0.8357 0.3761 - - -
D4/stream
75 % - 0.6803 0.4177 0.1880 - - -
90 % - 0.2722 0.1671 0.07519 - - -
None 3.082 2.648 1.626 0.7315 0.3718 1.626 0.3718
50 % - 1.324 0.8130 0.3659 - - -
D5/stream
75 % - 0.6619 0.4063 0.1829 - - -
90 % - 0.2648 0.1626 0.07315 - - -
None 2.512 2.158 1.325 0.5963 0.3031 1.325 0.3031
50 % - 1.079 0.6627 0.2983 - - -
R1/stream
75 % - 0.5396 0.3312 0.1491 - - -
90 % - 0.2158 0.1325 0.05963 - - -
None 3.328 2.859 1.756 0.7899 0.4015 1.756 0.4015
50 % - 1.429 0.8779 0.3951 - - -
R2/stream
75 % - 0.7147 0.4388 0.1975 - - -
90 % - 0.2859 0.1756 0.07899 - - -
None 3.554 3.054 1.875 0.8436 0.4288 1.875 0.4288
50 % - 1.527 0.9376 0.4220 - - -
R3/stream
75 % - 0.7633 0.4686 0.2109 - - -
90 % - 0.3054 0.1875 0.08436 - - -
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None 2.527 2.171 1.333 0.5998 0.3049 1.333 0.3049

50 % - 1.085 0.6666 0.3000 - - -
R4/stream

5% - 0.5427 0.3332 0.1500 - - -

90 % - 0.2171 0.1333 0.08825 - - -

RAC (ng/L)

0.37 PEC/RAC ratio

None 8.4 6.6 4.05 1.82 0.93 4.05 0.93

50 % ) - 3.3 2.03 0.91 - - -
D3/ditch

75 % - 1.65 1.01 0.46 - - -

90 % - 0.66 0.41 0.18 - - -

None 8.56 7.36 4,52 2.03 1.03 452 1.03

50 % - 3.68 2.26 1.02 - - -
D4/stream

75 % - 1.84 1.13 0.51 - - -

90 % - 0.74 0.45 0.2 - - -

None 8.33 7.16 4.39 1.98 1 4.39 1

50 % - 3.58 2.2 0.99 - - -
D5/stream

75 % - 1.79 1.1 0.49 - - -

90 % - 0.72 0.44 0.2 - - -

None 6.79 5.83 3.58 1.61 0.82 3.58 0.82

50 % - 2.92 1.79 0.81 - - -
R1/stream

75 % - 1.46 0.9 0.4 - - -

90 % - 0.58 0.36 0.16 - - -

None 8.99 7.73 4.75 2.13 1.09 4.75 1.09

50 % - 3.86 2.37 1.07 - - -
R2/stream

75 % - 1.93 1.19 0.53 - - -

90 % - 0.77 0.47 0.21 - - -

None 9.61 8.25 5.07 2.28 1.16 5.07 1.16

50 % - 4.13 2.53 1.14 - - -
R3/stream

75 % - 2.06 1.27 0.57 - - -

90 % - 0.83 0.51 0.23 - - -

None 6.83 5.87 3.6 1.62 0.82 3.6 0.82

50 % - 2.93 1.8 0.81 - - -
R4/stream

75 % - 1.47 0.9 0.41 - - -

90 % - 0.59 0.36 0.24 - - -

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC

ratios above the relevant trigger of 1 are shown in bold

* PECsw values were calculated for slightly higher dose (details in dRR Part B8)
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For the intended use (use no. 47), calculated Step 4 PEC/RAC ratios for scenarios D3 ditch, D4 stream, D5
stream, R1 stream, R2 stream, R3 stream and R4 stream were below 1 indicating no unacceptable risk
provided appropriate risk mitigation measures are applied.
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Table 9.5-23: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for acetamiprid for each organism group based on FOCUS Steps 1, 2 and 3
calculations for the use of Acetamipryd 200 SL to orchards, early application (2 x 22 g as/ha, BBCH 51-73) (use no. 19, 26, 27, 34, 36,
38, 40, 44, 45, 46)*

Group Fish acute Eize%m' ;r;n:teb. :Qr\llggéeb' pro- Algae Higher plants zigiodnvégg' Amphibians | Mesocosm
Test species e o v e e

Endpoint LCso NOEC ECso NOEC ECso ECso NOEC NOEC NOEC/NOEAEC
(ng/L) 100 000 9400 8.5 2960 1300 1000 0.235 2600 11

AF 100 10 100 10 10 10 10 10 3

RAC (ng/L) 1000 940 0.085 296 130 100 0.0235 260 0.37
FOCUS PEC g

Scenario 21;; n

Step 1

- 19.5375 0.02 0.02 229.85 0.07 0.15 0.20 831.38 0.08 52.80
Step 2

N-Europe 3.7778 0.00 0.00 44.44 0.01 0.03 0.04 160.76 0.01 10.21
S-Europe 3.7778 0.00 0.00 44.44 0.01 0.03 0.04 160.76 0.01 10.21
Step 3

D3/ditch 1.678 0.00 0.00 19.74 0.01 0.01 0.02 71.40 0.01 4.54
D4/pond 0.1517 0.00 0.00 1.78 0.00 0.00 0.00 6.46 0.00 0.41
D4/stream  |1.763 0.00 0.00 20.74 0.01 0.01 0.02 75.02 0.01 4.76
D5/pond 0.1763 0.00 0.00 2.07 0.00 0.00 0.00 7.50 0.00 0.48
D5/stream 1.904 0.00 0.00 22.40 0.01 0.01 0.02 81.02 0.01 5.15
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Group Fish acute E)izze%ro- ;r;ntteerteb. Ilcr)lr\]/gegéeb. pro- Algae Higher plants Eiglloivgzgl Amphibians | Mesocosm
R1/pond 0.1606 0.00 0.00 1.89 0.00 0.00 0.00 6.83 0.00 0.43
R1/stream |1.351 0.00 0.00 15.89 0.00 0.01 0.01 57.49 0.01 3.65
R2/stream  |1.807 0.00 0.00 21.26 0.01 0.01 0.02 76.89 0.01 4.88
R3/stream 1.904 0.00 0.00 22.40 0.01 0.01 0.02 81.02 0.01 5.15
R4/stream 1.348 0.00 0.00 15.86 0.00 0.01 0.01 57.36 0.01 3.64

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
* PECsw values were calculated for slightly higher dose (details in dRR Part B8)

For the intended uses (use no. 19, 26, 27, 34, 36, 38, 40, 44, 45, 46), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive groups of
aquatic organisms (Daphnia magna and Chironomus riparius) in most of FOCUS Steps 1-3 scenarios. Therefore, additional risk with RAC based on mesocosm studies
has been performed where some PEC/RAC values were below 1 indicating no unacceptable risk. However, for scenarios D3 ditch, D4 stream, D5 stream, R1 stream,
R2 stream, R3 stream and R4 stream further risk assessment with Step 4 PECsw was performed.
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Table 9.5-24: Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1)
for acetamiprid based on FOCUS Step 4 calculations and toxicity data for mes-
ocosm with mitigation of spray drift and run-off for the use of Acetamipryd 200
SL in orchards, early application (2 x 22 g as’/ha, BBCH 51-73) (use no. 19, 26,

27, 34, 36, 38, 40, 44, 45, 46)*

Intended use orchards
Active substance acetamiprid
Application rate (g 2% 95
as/ha)
Vege-
tated f.'l' None None None None None 10 (VFS) 20 (VFS)
reduc- | (M)
tion No-spray
buffer 1/3 5 10 15 20 10 20
(m)
None 1.678 1.294 0.7642 0.4195 0.1979 0.7642 0.1979
50 % - 0.6468 0.3821 0.2098 - - -
D3/ditch
75 % - 0.3235 0.1911 0.1049 - - -
90 % - 0.1294 0.07645 0.04197 - - -
None 1.763 1.497 0.8840 0.4854 0.2289 0.8840 0.2289
50 % - 0.7482 0.4420 0.2427 - - -
D4/stream
75 % - 0.3741 0.2210 0.1213 - - -
90 % - 0.1497 0.08840 0.04854 - - -
None 1.904 1.616 0.9547 0.5242 0.2472 0.9547 0.2472
50 % - 0.8080 0.4774 0.2621 - - -
D5/stream
75 % - 0.4040 0.2387 0.1310 - - -
90 % - 0.1616 0.09547 0.05242 - - -
None 1.351 1.147 0.6774 0.3720 0.1754 0.6774 0.1754
50 % - 0.5733 0.3387 0.1860 - - -
R1/stream
75 % - 0.2867 0.1694 0.1157 - - -
90 % - 0.1157 0.1157 0.1157 - - -
None 1.807 1.534 0.9063 0.4976 0.2346 0.9063 0.2346
50 % - 0.7670 0.4531 0.2488 - - -
R2/stream
75 % - 0.3835 0.2266 0.1244 - - -
90 % - 0.1534 0.09104 0.09104 - - -
None 1.904 1.617 0.9548 0.5243 0.2472 0.9548 0.2472
50 % - 0.8081 0.4774 0.2621 - - -
R3/stream
75 % - 0.4040 0.2387 0.1310 - - -
90 % - 0.1617 0.09548 0.05243 - - -
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None 1.348 1.145 0.6761 0.3712 0.1751 0.6761 0.1751

50 % - 0.5722 0.3381 0.1856 - - -
R4/stream

5% - 0.2861 0.1691 0.1540 - - -

90 % - 0.1540 0.1540 0.1540 - - -

RAC (ng/L)

0.37 PEC/RAC ratio

None 4.54 3.5 2.07 1.13 0.53 2.07 0.53

50 % ) - 1.75 1.03 0.57 - - -
D3/ditch

75 % - 0.87 0.52 0.28 - - -

90 % - 0.35 0.21 0.11 - - -

None 476 4.05 2.39 1.31 0.62 2.39 0.62

50 % - 2.02 1.19 0.66 - - -
D4/stream

75 % - 1.01 0.6 0.33 - - -

90 % - 0.4 0.24 0.13 - - -

None 5.15 4.37 2.58 1.42 0.67 2.58 0.67

50 % - 2.18 1.29 0.71 - - -
D5/stream

75 % - 1.09 0.65 0.35 - - -

90 % - 0.44 0.26 0.14 - - -

None 3.65 3.1 1.83 1.01 0.47 1.83 0.47

50 % - 1.55 0.92 0.5 - - -
R1/stream

75 % - 0.77 0.46 0.31 - - -

90 % - 0.31 0.31 0.31 - - -

None 4.88 4.15 2.45 1.34 0.63 2.45 0.63

50 % - 2.07 1.22 0.67 - - -
R2/stream

75 % - 1.04 0.61 0.34 - - -

90 % - 0.41 0.25 0.25 - - -

None 5.15 4.37 2.58 1.42 0.67 2.58 0.67

50 % - 2.18 1.29 0.71 - - -
R3/stream

75 % - 1.09 0.65 0.35 - - -

90 % - 0.44 0.26 0.14 - - -

None 3.64 3.09 1.83 1 0.47 1.83 0.47

50 % - 1.55 0.91 0.5 - - -
R4/stream

75 % - 0.77 0.46 0.42 - - -

90 % - 0.42 0.42 0.42 - - -

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC

ratios above the relevant trigger of 1 are shown in bold

* PECsw values were calculated for slightly higher dose (details in dRR Part B8)
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For the intended uses (use no. 19, 27, 34, 36, 40, 44, 45, 46), calculated Step 4 PEC/RAC ratios for scenarios
D3 ditch, D4 stream, D5 stream, R1 stream, R2 stream, R3 stream and R4 stream were below 1 indicating
no unacceptable risk provided appropriate risk mitigation measures are applied.
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Table 9.5-25: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for acetamiprid for each organism group based on FOCUS Steps 1, 2 and 3
calculations for the use of Acetamipryd 200 SL to orchards, late application (2 x 25 g as/ha, BBCH 71-84) (use no. 5, 6, 16, 22, 23, 24,
25, 29, 32)*

Group Fish acute Eize%m' ;r;n:teb. :Qr\llggéeb' pro- Algae Higher plants zigiodnvégg' Amphibians | Mesocosm

Test species ariogas|promelas . |0%0men | ORT [foceque  |goba. lrparius |

Endpoint LCso NOEC ECso NOEC ECso ECso NOEC NOEC NOEC/NOEAEC
(ng/L) 100 000 9 400 8.5 2 960 1300 1 000 0.235 2 600 11

AF 100 10 100 10 10 10 10 10 3

RAC (ug/L) 1000 940 0.085 296 130 100 0.0235 260 0.37

FOCUS PEC g

Scenario 21;; n

Step 1

- 18.6756 0.02 0.02 219.71 0.06 0.14 0.19 794.71 0.07 50.47
Step 2

N-Europe 1.9383 0.00 0.00 22.80 0.01 0.01 0.02 82.48 0.01 5.24
S-Europe 1.9383 0.00 0.00 22.80 0.01 0.01 0.02 82.48 0.01 5.24

Step 3

D3/ditch 0.7879 0.00 0.00 9.27 0.00 0.01 0.01 33.53 0.00 2.13
D4/pond 0.06386 0.00 0.00 0.75 0.00 0.00 0.00 2.72 0.00 0.17
D4/stream | 0.7789 0.00 0.00 9.16 0.00 0.01 0.01 33.14 0.00 2.11
D5/pond 0.05183 0.00 0.00 0.61 0.00 0.00 0.00 2.21 0.00 0.14
D5/stream 0.8607 0.00 0.00 10.13 0.00 0.01 0.01 36.63 0.00 2.33
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Group Fish acute E)izze%ro- ;r;ntteerteb. Ilcr)lr\]/gegéeb. pro- Algae Higher plants Eiglloivgzgl Amphibians | Mesocosm
R1/pond 0.05941 0.00 0.00 0.70 0.00 0.00 0.00 2.53 0.00 0.16
R1/stream  [0.5981 0.00 0.00 7.04 0.00 0.00 0.01 25.45 0.00 1.62
R2/stream  [0.8180 0.00 0.00 9.62 0.00 0.01 0.01 34.81 0.00 2.21
R3/stream 0.8602 0.00 0.00 10.12 0.00 0.01 0.01 36.60 0.00 2.32
R4/stream 0.6102 0.00 0.00 7.18 0.00 0.00 0.01 25.97 0.00 1.65

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold

* PECsw values were calculated for slightly higher dose (details in dRR Part B8)

For the intended uses (use no. 5, 6, 16, 22, 23, 24, 25, 29, 32), calculated PEC/RAC ratios did not indicate an acceptable risk for the most sensitive groups of aquatic
organisms (Daphnia magna and Chironomus riparius) in most of FOCUS Steps 1-3 scenarios. Therefore, additional risk with RAC based on mesocosm studies has
been performed where some PEC/RAC values were below 1 indicating no unacceptable risk. However, for scenarios D3 ditch, D4 stream, D5 stream, R1 stream, R2
stream, R3 stream and R4 stream further risk assessment with Step 4 PECsw was performed.
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Table 9.5-26:

Aquatic organisms: PEC calculation and acceptability of risk (PEC/RAC < 1)
for acetamiprid based on FOCUS Step 4 calculations and toxicity data for mes-
ocosm with mitigation of spray drift and run-off for the use of Acetamipryd 200
SL in orchards, late application (2 x 25 g as’/ha, BBCH 71-84) (use no. 5, 6, 16,
22,23, 24, 25, 29, 32)*

Intended use orchards
Active substance acetamiprid
Application rate (g 2% 95
as/ha)
Vege-
tated f.'l' None None None None None 10 (VES) | 20 (VFS)
reduc- | (M)
tion No-spray
buffer 1/3 5 10 15 20 10 20
(m)
None 0.7879 0.5481 0.2632 0.1289 0.07474 0.2632 0.07474
50 % - 0.2740 0.1316 - - - -
D3/ditch
75 % - 0.1370 0.06580 - - - -
90 % - 0.05482 0.02632 - - - -
None 0.7789 0.6198 0.2976 0.1457 0.08453 0.2976 0.08453
50 % - 0.3099 0.1488 - - - -
D4/stream
75 % - 0.1550 0.07443 - - - -
90 % - 0.06198 0.02976 - - - -
None 0.8607 0.6848 0.3289 0.1610 0.09340 0.3289 0.09340
50 % - 0.3424 0.1644 - - - -
D5/stream
75 % - 0.1712 0.08224 - - - -
90 % - 0.06848 0.03289 - - - -
None 0.5981 0.4759 0.2285 0.1119 0.06491 0.2285 0.06491
50 % - 0.2379 0.1143 - - - -
R1/stream
75 % - 0.1190 0.05715 - - - -
90 % - 0.04759 0.02285 - - - -
None 0.8180 0.6509 0.3126 0.1530 0.08877 0.3126 0.08877
50 % - 0.3254 0.1563 - - - -
R2/stream
75 % - 0.1627 0.07816 - - - -
90 % - 0.06509 0.03126 - - - -
None 0.8602 0.6844 0.3287 0.1609 0.09335 0.3287 0.09335
50 % - 0.3422 0.1643 - - - -
R3/stream
75 % - 0.1711 0.08219 - - - -
90 % - 0.06844 0.03287 - - - -
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None 0.6102 0.4856 0.2332 0.1834 0.09335 0.2332 0.09335

50 % - 0.2428 0.1834 - - - -
R4/stream

5% - 0.1834 0.1834 - - - -

90 % - 0.1834 0.1834 - - - -

RAC (ng/L)

0.37 PEC/RAC ratio

None 2.13 1.48 0.71 0.35 0.2 0.71 0.2

50 % . - 0.74 0.36 - - - -
D3/ditch

75 % - 0.37 0.18 - - - -

90 % - 0.15 0.07 - - - -

None 211 1.68 0.8 0.39 0.23 0.8 0.23

50 % - 0.84 0.4 - - - -
D4/stream

75 % - 0.42 0.2 - - - -

90 % - 0.17 0.08 - - - -

None 2.33 1.85 0.89 0.44 0.25 0.89 0.25

50 % - 0.93 0.44 - - - -
D5/stream

75 % - 0.46 0.22 - - - -

90 % - 0.19 0.09 - - - -

None 1.62 1.29 0.62 0.3 0.18 0.62 0.18

50 % - 0.64 0.31 - - - -
R1/stream

75 % - 0.32 0.15 - - - -

90 % - 0.13 0.06 - - - -

None 2.21 1.76 0.84 0.41 0.24 0.84 0.24

50 % - 0.88 0.42 - - - -
R2/stream

75 % - 0.44 0.21 - - - -

90 % - 0.18 0.08 - - - -

None 2.32 1.85 0.89 0.43 0.25 0.89 0.25

50 % - 0.92 0.44 - - - -
R3/stream

75 % - 0.46 0.22 - - - -

90 % - 0.18 0.09 - - - -

None 1.65 1.31 0.63 0.5 0.25 0.63 0.25

50 % - 0.66 0.5 - - - -
R4/stream

75 % - 0.5 0.5 - - - -

90 % - 0.5 0.5 - - - -

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC

ratios above the relevant trigger of 1 are shown in bold

* PECsw values were calculated for slightly higher dose (details in dRR Part B8)

For the intended uses (use no. 5, 6, 16, 22, 23, 25, 29, 32), calculated Step 4 PEC/RAC ratios for scenarios



Page 97 /318
Template for chemical PPP

Version March 2024
Acetamipryd 200 SL

Part B — Section 9 - Core Assessment
Applicant version

D3 ditch, D4 stream, D5 stream, R1 stream, R2 stream, R3 stream and R4 stream were below 1 indicating
no unacceptable risk provided appropriate risk mitigation measures are applied.
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Table 9.5-28: Agquatic organisms: acceptability of risk (PEC/RAC < 1) for metabolites for each organism group based on FOCUS Step 1 calcula-
tions for the use of Acetamipryd 200 SL
Group Fish acute Inverteb. Inverteb. Inverteb. Inverteb. Inverteb. Inverteb.
acute acute acute prolonged acute acute
“Mtgtabo' IM-1-4 IM-1-4 IM-1-2 IM-1-5 IM-1-5 1C-0
Test spe- Oncorhyn- | Mysidopsis Chironomus Daphnia Daphnia Daphnia Daphnia
cies chus mykiss | bahia riparius magna magna magna magna
Endpoint LCso ECso ECso ECso NOEC ECso ECso
(ng/L) 98 100 19 000 15 000 25 000 26 000 95 100 100 000
AF 100 100 100 100 10 100 100
(F:Q/CL) 981 190 150 250 2600 951 1000
FOCUS | pEC g, PEC 400 PEC 4 PEC g
(ng/L) (ng/L) (ng/L) (ng/L)
Step 1 - winter rape (1 x 50 g as’/ha, BBCH 30-50) (use no. 1)
- 14.9795 0.02 0.08 11.7352 0.08 2.0975 0.01 0.00 43113 0.00 0.00
Step 1 - winter rape (1 x 24 g as/ha, BBCH 50-69) (use no. 2, 3)
- 7.1902 0.01 0.04 5.6329 0.04 1.0068 0.00 0.00 2.0694 0.00 0.00
Step 1 - winter rape (1 x 60 g as’/ha, BBCH 30-61) (use no. 13, 14)
- 17.9754 0.02 0.09 14.0822 0.09 2.5169 0.01 0.00 5.1736 0.01 0.01
Step 1 - spring rape (1 x 24 g as/ha, BBCH 50-69) (use no. 10)
- 7.1902 0.01 0.04 5.6329 0.04 1.0068 0.00 0.00 2.0694 0.00 0.00
Step 1 - spring rape (1 x 50 g/ha, BBCH 30-50) (use no. 11)
- 14.9795 0.02 0.08 11.7352 0.08 2.0975 0.01 0.00 43113 0.00 0.00




Acetamipryd 200 SL
Part B — Section 9 - Core A
Applicant version

ssessment

Page 100/318

Template for chemical PPP

Version March 2024

Step 1 - spring rape (1 x 60 g/ha, BBCH 59-71) (use no. 12)

- 17.9754 0.02 0.09 14.0822 0.09 2.5169 0.01 0.00 5.1736 0.01 0.01
Step 1 - potato (1 x 24 g as/ha, BBCH 35-75) (use no. 4)

- 7.1902 0.01 0.04 5.6329 0.04 1.0068 0.00 0.00 2.0694 0.00 0.00
Step 1 - orchards, early application (1 x 22 g as’/ha, BBCH 56-84) (use no. 7, 8, 15, 17, 18, 20, 21, 28, 30, 31, 33, 35, 37, 39)

- 7.7023 0.01 0.04 5.4443 0.04 0.9229 0.00 0.00 2.3016 0.00 0.00
Step 1 - orchards, late application (1 x 22 g as’/ha, BBCH 56-84) (use no. 7, 8, 15, 17, 18, 20, 21, 28, 30, 31, 33, 35, 37, 39)

i 7.136 0.01 004 | 53012 | o004 | 0922 000 | 000 2.0954 0.00 0.00
Step 1 - orchards, early application (1 x 36 g as/ha, BBCH 56-84) (use no. 9)

- 12.6037 0.01 0.07 8.9088 0.06 1.5102 0.01 0.00 3.7663 0.00 0.00
Step 1 - orchards, late application (1 x 36 g as’/ha, BBCH 56-84) (use no. 9)

- 11.6771 0.01 0.06 8.6747 0.06 1.5102 0.01 0.00 3.4289 0.00 0.00
Step 1 - orchards, early application (1 x 38 g as/ha, BBCH 11-69) (use no. 47)*

- 14.0041 0.01 0.07 9.8987 0.07 1.678 0.01 0.00 4.1848 0.00 0.00
Step 1 - orchards, early application (2 x 22 g as/ha, BBCH 51-73) (use no. 19, 26, 27, 34, 36, 38, 40, 44, 45, 46)*

- 17.5051 0.02 0.09 12.3734 0.08 2.0975 0.01 0.00 5.231 0.01 0.01
Step 1 - orchards, late application (2 x 25 g as’lha, BBCH 71-84) (use no. 5, 6, 16, 22, 23, 24, 25, 29, 32)*

- 17.5156 0.02 0.09 13.012 0.09 2.2652 0.01 0.00 5.1434 0.01 0.01
Step 1 - greenhouses (1 x 0.06 g as/ha - 0.01% of application rate 60 g a.s./ha, BBCH 20-89) (use no. 41, 42, 43)

| 0.0180 0.00 0.00 0.0141 0.00 0.0025 0.00 0.00 0.0052 0.00 0.00

AF: Assessment factor; PEC: Predicted environmental concentration; RAC: Regulatory acceptable concentration; PEC/RAC ratios above the relevant trigger of 1 are shown in bold
* PECsw values were calculated for slightly higher doses (details in dRR Part B8)

For the intended uses (use no. 1-47), calculated PEC/RAC ratios indicate an acceptable risk for the most sensitive group of aquatic organisms. Therefore, no further

assessment is necessary.
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9.5.3 Overall conclusions

PEC/RAC values were calculated on the basis of PECsw calculations as well as worst case toxicity end-
points from studies for active substance and metabolites. On the basis of PEC/RAC values it was concluded
that the application of Acetamipryd 200 SL does not pose unacceptable risk for aquatic organisms under
condition that appropriate risk mitigations are applied.
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Table 9.5-29: Acetamipryd 200 SL — overview on appropriate mitigation measures for winter rape, spring rape and potato scenarios

winter rape winter rape winter rape spring rape spring rape spring rape potato

1 x50 g as/ha 1 x 24 g as/ha 1 x 60 g as/ha 1 x 24 g as/ha 1 x50 g as/ha 1 x 60 g as/ha 1x 24 gas/ha

BBCH 30-50 BBCH 50-69 BBCH 30-61 BBCH 50-65 BBCH 30-50 BBCH 59-71 BBCH 35-75
Use no 1 2,3 13,14 10 11 12 4
D1/ditch NR NR NR - - 5mBZ NR
D1/stream NR NR NR - - - NR
D2/ditch - - SmBZ NR NR NR NR
D2/stream - - - NR NR NR NR
D3/ditch - - SmBZ - - 5mBZ -
D4/pond - - - - - - -
D4/stream - - - - - - -
D5/pond - - - - - - NR
D5/stream - - - - - - NR
D6/ditch NR NR NR NR NR NR -
R1/pond - - - - - - -
R1/stream - - - - 10mVvVBZ 10mVvVBZ -
R2/stream NR NR NR NR NR NR -
R3/stream - - 10mvBZz NR NR NR -
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Table 9.5-30:

Acetamipryd 200 SL — overview on appropriate mitigation measures for orchards early application and late application scenarios

orchards, early appl.
1 x22 g as/ha

orchards, late appl.
1 x 22 g as/ha

orchards, early appl.
1 x 36 g as/ha

orchards, late appl.
1 x36 g as/ha

orchards, early appl.
1 x 38 g as/ha

orchards, early appl.
2x22gas/ha

orchards, late appl.
2x25gas/ha

BBCH 56-84 BBCH 56-84 BBCH 56-84 BBCH 56-84 BBCH 11-69 BBCH 51-73 BBCH 71-84
Use no 7,8, 15,17, 18, 20, 21, 7,8, 15,17, 18, 20, 21, 9 9 47 19, 26, 27, 34, 36, 38, 5, 6, 16, 22, 23, 24, 25,
28, 30, 31, 33, 35, 37,39 | 28, 30, 31, 33, 35, 37, 39 40, 44, 45, 46 29, 32
5mBZ+75%DRN or 5mBZ+50%DRN or 5mBZ+90% DRN or 5mBZ+75%DRN or 5mBZ+90% DRN or 5mBZ+75%DRN or 5mBZ+50%DRN or
D3/ditch 15mBZ+50% DRN or 10mBZ 10mBZ+75% DRN or | 10mBZ+50%DRN or | 15mBZ+50% DRN or | 15mBZ+50% DRN or 10mBZ
20mBZ 15mBZ+50% DRN or 15mBZ 20mBZ 20mBZ
20mBZ
D4/pond - - - - - - -
5mBZ+90%DRN or 5mBZ+50%DRN or 5mBZ+90%DRN or 5mBZ+75%DRN or 5mBZ+90% DRN or 5mBZ+90% DRN or 5mBZ+50%DRN or
Dd/stream 10mBZ+75%DRN or 10mBZ 15mBZ+50%DRN or | 10mBZ+50%DRN or 15mBZ+75% DRN 10mBZ+75% DRN or 10mBZ
15mBZ+50%DRN or 20mBZ 15mBZ 15mBZ+50% DRN or
20mBZ 20mBZ
D5/pond - - - - - - -
5mBZ + 90%DRN or 5mBZ+50%DRN or 5mBZ+90%DRN or 5mBZ+75%DRN or 5mBZ+90% DRN or 5mBZ+90% DRN or 5mBZ+50%DRN or
D5/stream 10mBZ+75%DRN or 10mBzZ 15mBZ+50%DRN or | 10mBZ+50%DRN or 15mBZ+50% DRN 10mBZ+75% DRN or 10mBZ
15mBZ+50%DRN or 20mBZ 15mBZ 15mBZ+50% DRN or
20mBZ 20mBZ
R1/pond - - - - - - -
5mBZ+75%DRN or 5mBZ+50%DRN or 5mBZ+90%DRN or 5mBZ+75%DRN or 5mBZ+90% DRN or 5mBZ+75%DRN or 5mBZ+50%DRN or
R1/stream 10mBZ+50%DRN or 10mBzZ 10mBZ+75%DRN or 10mBZ 10mBZ+75% DRN or | 10mBZ+50% DRN or 10mBZ
15mBz 15mBZ+50%DRN or 15mBZ+50% DRN or 20mBZ
20mBZ 20mBZ
5mBZ + 90%DRN or 5mBZ+50%DRN or 5mBZ + 90%DRN or 5mBZ+75%DRN or 5mBZ+90% DRN or 5mBZ+90% DRN or 5mBZ+50%DRN or
R2/stream 10mBZ+75%DRN or 10mBZ 15mBZ+50%DRN 10mBZ+50%DRN or 15mBZ+75% DRN 10mBZ+75% DRN or 10mBZ
15mBZ+50%DRN or 15mBZ 15mBZ+50% DRN or
20mBZ 20mBZ
5mBZ + 90%DRN or 5mBZ+50%DRN or 5m + 90%DRN or 5mBZ+75%DRN or 5mBZ+90% DRN or 5mBZ+90% DRN or 5mBZ+50%DRN or
R3/stream 10mBZ+75%DRN or 10mBZ 15mBZ+75%DRN 10mBZ+50%DRN or 15mBZ+75% DRN 10mBZ+75% DRN or 10mBZ
15mBZ+50%DRN or 15mBZ 15mBZ+50% DRN or
20mBZ 20mBZ
5mBZ+75%DRN or 5mBZ+50%DRN or 5mBZ + 90%DRN or 5mBZ+75%DRN or 5mBZ+90% DRN or 5mBZ+75%DRN or 5mBZ+50%DRN or
10mBZ+50%DRN or 10mBzZ 10mBZ + 75%DRN 10mBZ 10mBZ+75% DRN or | 10mBZ+50% DRN or 10mBZ
R4/stream 15mBZ or 15mBZ+50% DRN or 20mBZ

15mBZ+50%DRN or
20mBZ

20mBZ
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zZRMS comments: The evaluation of the risk for aquatic organisms was performed in accordance with the
recommendations of the “Guidance document on tiered risk assessment for plant protection products for
aquatic organisms in edge-of-field surface waters” (EFSA Journal 2013;11(7):3290).

The PEC,y calculations for acetamiprid have been approved for applications proposed in GAP. PECy and
PEC.q calculations were carried out according to the FOCUS recommendations.

The relevant predicted environmental concentrations in water (PECsw) for risk assessments covering the
proposed use pattern are taken from Part B Section 8 (Environmental Fate). Details on PECs,, calculations
for acetamiprid and formulation PIORUN 200 SL are included in Section B8.

Since not all relevant to the central zone scenarios are defined for the evaluated crops, the surrogate crops
were considered by the Applicant in simulations.

Step 4 simulations were performed according to recommendations of the FOCUS work group on landscape
and mitigation, FOCUS TOXSWA v5.5.3, ECPA SWAN v5.0.1, VFSmod.

The acceptability of proposed risk mitigation measures should be taken at MSs level.
PL

For Poland D3, D4 and R1 scenarios are relevant so it can be concluded that PIORUN 200 SL in accord-
ance with GAP does not pose unacceptable risk to aquatic organisms under condition following risk miti-
gations measures are applied:

To protect aquatic organisms respect 10m unsprayed vegetated buffer zone to|Use no: 11, 12
surface water bodies in case of spring oilseed rape and turnip rape sprayed with 0.25-
0.3 L/ha.

To protect aquatic organisms respect 5m unsprayed buffer zone to surface water | Use no: 13, 14
bodies in case of flax-fiber production and common hemp fiber production sprayed
with 0.3 L/ha.

To protect aquatic organisms respect 5m unsprayed buffer zone to surface water | Use no: 7-9, 15, 17-21, 26-
bodies + 90% drift reduction nozzles or 15m unsprayed buffer zone to surface | 28, 30, 31, 33-40, 44-46
water bodies + 50% drift reduction nozzles or 20m unsprayed buffer zone to
surface water bodies in case of orchards, walnuts, hazelnuts, common osier and
purple willow sprayed with 0.11-0.18 L/ha.

To protect aquatic organisms respect 5m unsprayed buffer zone to surface water | Use no: 47
bodies + 90% drift reduction nozzles or 15m unsprayed buffer zone to surface
water bodies + 75% drift reduction nozzles bodies in case of forest and ornamental
nurseries plants, restockings, afforestations and forest trees’ seed plantations,
Christmas trees grown on plantations sprayed with 0.19 L/ha.

To protect aquatic organisms respect 5m unsprayed buffer zone to surface water | Use no: 5, 6, 16, 22-25, 29,
bodies + 50% drift reduction nozzles or 10m unsprayed buffer zone to surface | 32
water bodies in case of orchards sprayed with 2 x 0.125 L/ha.

In case of winter oilseed rape (uses no. 1-3), spring oilseed rape and turnip rape (uses no. 10) as well as
potato (use no. 4) no risk mitigations measures are required.

A product PIORUN 200 SL in ecotoxicology section approved for uses 41-43 only in greenhouses with
a durable structure, isolated from the ground.

The application of PIORUN 200 SL to tomatoes, aubergine and paprika (uses. 41-43) is limited to green-
houses, risk assessment is not required.

Final risk mitigation measures should be considered at MSs level.
New data was accepted.
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9.6 Effects on bees (KCP 10.3.1)

9.6.1 Toxicity data

Studies on the toxicity to bees have been carried out with acetamiprid and its representative formulation.
Full details of these studies are provided in the respective EU RAR and related documents.

Effects on bees of Acetamipryd 200 SL were not evaluated as part of the EU assessment of acetamiprid.
New data submitted with this application are listed in Appendix 1 and summarised in Appendix 2.

The selection of studies and endpoints for the risk assessment is in line with the results of the EU review
process.

Table 9.6-1: Endpoints and effect values relevant for the risk assessment for bees
Species Substance Exposure Results Reference
System
Apis mellifera acetamiprid Chronic, oral, 10 |LDDsy = 11.7 pg as/bee/day EFSA Journal
days 2016;14(11):4610
Apis mellifera acetamiprid Chronic larvae ECi0 = 1.3 pg/larvae/ develope- | EFSA Journal
mental period 2016;14(11):4610
Apis mellifera Acetamipryd | Oral, acute 48 h LDso = 26.31 pg/bee Mautino G/ 2023/
200 SL (4.59 ng as/bee) Study code:

1148.1.SAG23/r
KCP 10.3.1.1.1/01

Bombus spp Acetamipryd Oral, acute 48 h LDso = 191.8 pg/bee Fulczyk A/ 2022/
200 SL (33.06 pg as/bee) Study code: B-105-22
KCP 10.3.1.1.1/02
Bombus spp Acetamipryd Contact, acute 48 h LDsp > 100 pg/bee Fulczyk A/ 2022/
200 SL (19.7 ng as/bee) Study code: B-107-22
KCP 10.3.1.1.2/01
Apis mellifera Acetamipryd | Contact, acute 48 h LDso = 62.92 ng/bee Mautino G/ 2024/
200 SL (11.06 pg as/bee) Study code:

3053.11.SAGIT24
KCP 10.3.1.1.2/02

Apis mellifera Acetamipryd Chronic, oral, 10  |LDDsg = 0.017 puL/bee/day Mautino G/ 2024/
200 SL days (3.27 ug as/bee/day) Study code:
1032.1.SAG23/r
KCP 10.3.1.2/01

Apis mellifera Acetamipryd Chronic exposure, |ED50=0.019 plL/larva Mautino G/ 2024/
200 SL larvae (3.84 ng as/larva) Study code:
NOED = 0.0014 pL/larva 1033.1.SAG23/r
(0.27 ng as/larva) KCP 10.3.1.4/01

Higher-tier studies (tunnel test, field studies)

Semi-field test (Cage and tunnel test)

Five acceptable semi-field studies. Application during full flowering and bee flight at 1x 100-120 g as/ha, one study
had an additional application one week before introduction of the bees. Generally, transient reduced foraging activity
was seen. No increased mortality. No clear brood effects. Details per study are shown below:

Due to concerns identified regarding the robustness and reliability of the semi-field and field studies, they could
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not be used to draw any conclusion, and in particular to exclude potential chronic effects and effects on the brood
development.

9.6.1.1 Justification for new endpoints

New endpoints are provided for the formulated product Acetamipryd 200 SL. Details of studies and results
are included in Table 9.6-1. Summary of the studies is included in Appendix Il. Additional studies are
required according to Regulation (EC) No. 284/2013.

9.6.2 Risk assessment
The evaluation of the risk for bees was performed in accordance with the recommendations of the “Guid-

ance Document on Terrestrial Ecotoxicology”, as provided by the Commission Services
(SANCO0/10329/2002 rev.2 (final), October 17, 2002).

9.6.2.1 Hazard quotients for bees

The acute risk to honeybees from use of Acetamipryd 200 SL was assessed using the maximum single
application rate and the oral and contact LDsy values. A Hazard Quotient (HQ) of less than 50 indicates a
low risk to bees.

To achieve a concise risk assessment, the risk envelope approach is applied. Here, the assessment for the
use no. 12 (oilseed rape) also covers the risk for bees from all other intended uses (see 9.1.2).

Table 9.6-2: First-tier acute assessment of the risk for bees due to the use of Acetamipryd
200 SL in oilseed rape (use no. 12)
Intended use oilseed rape (use no. 12)
Product Acetamipryd 200 SL
Application rate (g/ha) 1 x 60
Test design LDso (lab.) Single application rate Trigger HQ < 50
(ng/bee) (9/ha)
Oral toxicity 4.59 60 131
Contact toxicity 11.06 60 54

Qno, Que: Hazard quotients for oral and contact exposure. Qy values shown in bold breach the relevant trigger.

9.6.2.2

Not relevant.

9.6.3

Not relevant.

Effects on bumble bees

Higher-tier risk assessment for bees (tunnel test, field studies)
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9.6.4 Effects on solitary bees

Not relevant.

9.6.5 Overall conclusions

The acute risk of Acetamipryd 200 SL to honeybees was assessed from HQ between toxicity endpoints,
estimated from acute oral and contact studies with formulated product as well as the maximum single ap-
plication rate. The HQ values were considerably less than 50 that means product Acetamipryd 200 SL does
not pose unacceptable acute oral and contact risk to honeybees. It can be concluded that Acetamipryd 200
SL used in accordance with GAP does not pose unacceptable risk to bees. No risk management measures
are required.

ZRMS comments:

The evaluation of the risk for bees was performed in accordance with the recommendations of the
“Guidance Document on Terrestrial Ecotoxicology”, as provided by the Commission Services
(SANCO/10329/2002 rev.2 (final), October 17, 2002). The submitted risk assessment, based on laboratory
studies, has been accepted. According to Commission regulation (EU) No 284/2013, point 10.3.1. (Effects
on bees) the Applicant provided the chronic test on bees for formulated product and chronic test for larvae
only for a.s - acetamiprid. Thus, concerned Member States must decide on the consideration of data
requirements and the risk assessment at national level.

Considering that the chronic RA for honey bee adults and larvae has not been addressed, a concern
regarding to the riks in bees has been identified (acetamiprid is an insecticide with the specific mode of
action). Thus, zRMS agrees that a new security phrase should be included in the conclusions:

SPe 8: To protect bees and other pollinating insects do not apply to crop plants when in flower./Do
not use where bees are actively foraging./ Do not apply when flowering weeds are present.

Final risk mitigation measures should be considered at MSs level.

9.7 Effects on arthropods other than bees (KCP 10.3.2)

9.71 Toxicity data

Studies on the toxicity to non-target arthropods have been carried out with representative formulation and
metabolites. Full details of these studies are provided in the respective EU RAR and related documents.

Effects on non-target arthropods of Acetamipryd 200 SL were not evaluated as part of the EU assessment
of acetamiprid. New data submitted with this application are listed in Appendix 1 and summarised in Ap-
pendix 2.

The selection of studies and endpoints for the risk assessment is in line with the results of the EU review
process.
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Table 9.7-1;

Endpoints and effect values relevant for the risk assessment for non-target ar-

thropods

Species

Substance

Exposure
System

Results

Reference

Aged residue tests

Aphidius
rhopalosiphi

Acetamipryd 200 SL

Extended la-
boratory
Aged resi-
dues

Mortality:
0 DAA 300 ml/ha 57.14%

7 DAA 300 ml/ha 53.33%
14 DAA 300 mi/ha 10.34%
21 DAA 300 mi/ha 7.14%
28 DAA 300 ml/ha 3.45%
35 DAA 300 ml/ha 0.0%
Reproduction:

14 DAA 300 ml/ha 35.12%
21 DAA 300 mi/ha 29.06%
28 DAA 300 ml/ha 11.49%
35 DAA 300 ml/ha -1.21%

Mautino G /
2023/Study code:
1036.1.SAG23/r
KCP 10.3.2.2/01

Typhlodromus pyri

Acetamipryd 200 SL

Extended la-
boratory
Aged resi-
dues

Mortality:
0 DAA 300 mi/ha 4.49%

7 DAA 300 ml/ha 1.08%
14 DAA 300 mi/ha -1.09%
Fecundity:

0 DAA 300 ml/ha -0.42%
7 DAA 300 ml/ha -0.10%
14 DAA 300 ml/ha -1.37%

Mautino G/
2023/Study code:
1037.1.SAG23/r
KCP 10.3.2.2/02

Coccinella sep-
tempunctata

Acetamipryd 200 SL

Extended la-
boratory
Aged resi-
dues

Mortality:
0 DAA 300 ml/ha 77.14%

7 DAA 300 ml/ha 60.61%
14 DAA 300 ml/ha 42.42%
21 DAA 300 ml/ha 33.33%
28 DAA 300 ml/ha 13.89%
35 DAA 300 mi/ha 2.94%
Reproduction:

14 DAA 300 ml/ha 92.20%
21 DAA 300 mi/ha 93.39%
28 DAA 300 ml/ha 92.77%
35 DAA 300 ml/ha 93.01%

Mautino G /
2023/Study code:
1035.1.SAG23/r
KCP 10.3.2.2/03

Chrysoperla carnea

Acetamipryd 200 SL

Extended la-
boratory
Aged resi-
dues

Mortality:
0 DAA 300 ml/ha 26.92%

7 DAA 300 ml/ha 3.70%
14 DAA 300 mi/ha 0.00%
Reproduction:

0 DAA 300 ml/ha 85.29%
7 DAA 300 ml/ha 80.15%
14 DAA 300 ml/ha 86.53%

Mautino G/
2023/Study code:
1038.1.SAG23/r
KCP 10.3.2.2/04

Field or semi-field tests
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9.7.1.1 Justification for new endpoints

New endpoints are provided for the formulated product Acetamipryd 200 SL. Details of studies and results
are included in Table 9.7-1. Summary of the studies is included in Appendix Il. Additional studies are
required according to Regulation (EC) No. 284/2013.

9.7.2 Risk assessment

The evaluation of the risk for non-target arthropods was performed in accordance with the recommenda-
tions of the “Guidance Document on Terrestrial Ecotoxicology”, as provided by the Commission Services
(SANCO0/10329/2002 rev.2 (final), October 17, 2002), and in consideration of the recommendations of the
guidance document ESCORT 2.

9.7.2.1 Risk assessment for in-field exposure

To achieve a concise risk assessment, the risk envelope approach is applied. Here, the assessment for the
use no. 12 (oilseed rape) also covers the in-field risk for arthropods from all other intended uses (see 9.1.2).

Table 9.7-2: First- and higher-tier assessment of the in-field risk for non-target arthropods

due to the use of Acetamipryd 200 SL in oilseed rape (use no 12)

Intended use oilseed rape (use no. 12)

Product Acetemipryd 200 SL

Application rate (g/ha) 1x0.3L/ha

MAF 1

Test species Rate with <50 % effect | PERinfield PERin-field below rate with
Higher-tier (L/ha) (L/ha) <50 % effect?
Typhlodromus pyri 0 DAA 0.3 L/ha 4.49% yes

Aphidius rhopalosiphi 14 DAA 0.3 L/ha 10.34% yes

Coccinella septempunctata |14 DAA 0.3 L/ha 42.42% 03 yes

Chrysoperla carnea 0 DAA 0.3 L/ha 26.92% yes

MAF: Multiple application factor; PER: Predicted environmental rate; HQ: Hazard quotient; DALT: Days after last treatment.
Criteria values shown in bold breach the relevant trigger.

9.7.2.2 Risk assessment for off-field exposure

To achieve a concise risk assessment, the risk envelope approach is applied. Here, the assessment for the
use no. 5 (orchards) also covers the in-field risk for arthropods from all other intended uses (see 9.1.2).

Table 9.7-3: First- and higher-tier assessment of the off-field risk for non-target arthro-

pods due to the use of Acetamipryd 200 SL in orchards (use no. 5)

Intended use

Product

Application rate (g/ha)
MAF

orchards (use no. 5)

Acetamipryd 200 SL

2 x0.125 L/ha
1.7
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VDF 5
Test species Rate with < 50 % effect Drift rate |PERGottfiera |CF | PERofrfield below
Higher-tier (L/ha) (%) (L/ha) rate with < 50 % ef-
fect?
Typhlodromus pyri 0 DAA 0.3 L/ha 4.49% yes
Aphidius rhopalosiphi 14 DAA 0.3 L/ha 10.34% yes
- 25.63 0.0545 10
Coccinella septempunctata |14 DAA 0.3 L/ha 42.42% yes
Chrysoperla carnea 0 DAA 0.3 L/ha 26.92% yes

MAF: Multiple application factor; vdf: Vegetation distribution factor; (corr.) PER: (corrected) Predicted environmental rate; CF:
Correction factor; HQ: Hazard quotient. Criteria values shown in bold breach the relevant trigger.

9.7.2.3 Additional higher-tier risk assessment

Not relevant.

9.7.2.4 Risk mitigation measures

No risk mitigation needed.

9.7.3 Overall conclusions

The in-field and off-field risk of Acetamipryd 200 SL to non-target arthropods was assessed by comparison
of no-effect application rate derived from extended laboratory aged residue tests and appropriate predicted
environmental rate in-field and off-field. No risk was determined for Typhlodromus pyri and Chrysoperla
carnea after application of Acetamipryd 200 SL at rate of 300 ml/ha which is higher than maximum appli-
cation rate in GAP. In case of in case of Aphidius rhopalosiphi and Coccinella septempunctata effects
below 50% mortality was observed on 14 DAA what confirms rapid recolonisation at area treated with the
product. It can be concluded that there is no unacceptable risk to non-target arthropods following applica-
tion of Acetamipryd 200 SL in accordance with GAP. No risk management measures are required.

zZRMS comments:
ZRMS agrees with calculations presented above.

As a worst case the VDF of 5 has been considered, since available investigations indicate that VVDF of 10
recommended by ESCORT 2 guidance document is not appropriate and may lead to underestimation of the
exposure. It should be, however, noted that according to EFSA Supporting publication 2019:EN-1673, VDF
of 5 should be considered as the interim solution that will be reflected in the SANCO/10329/2002 rev 2
final with its implementation considered further. Since use of VDF of 5 was not reflected in the current
SANCO terrestrial guidance, its use is not yet mandatory. Nevertheless, the risk assessment performed with
VDF of 5 is more protective and is thus agreed by the zZRMS.

No unacceptable risk to non-target arthropods following application of Acetamipryd 200 SL in accordance
with GAP. No risk management measures are required.

Final risk mitigation measures should be considered at MSs level.
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9.8 Effects on non-target soil meso- and macrofauna (KCP 10.4)

9.8.1 Toxicity data

Studies on the toxicity to earthworms and other non-target soil organisms (meso- and macrofauna) have
been carried out with metabolite of acetamiprid. Full details of these studies are provided in the respective
EU RAR and related documents.

Effects on earthworms and other non-target soil organisms (meso- and macrofauna) of Acetamipryd 200
SL were not evaluated as part of the EU assessment of acetamiprid. New data submitted with this applica-
tion are listed in Appendix 1 and summarised in Appendix 2.

The selection of studies and endpoints for the risk assessment is in line with the results of the EU review
process.

Table 9.8-1: Endpoints and effect values relevant for the risk assessment for earthworms
and other non-target soil organisms (meso- and macrofauna)

Species Substance Exposure Results Reference
System
Eisenia fetida IM-1-5 Homogenous mixing, NOEC = 62.5 mg/kg d.w. | EFSA Journal
chronic soil 2016;14(11):4610
(growth, reproduction,
behaviour)
Folsomia candida IM-1-5 Homogenous mixing, NOECmortality = 62.7 EFSA Journal
chronic mg/kg soil d.w. 2016;14(11):4610

No EC values could be
calculated as there were
no effects below the
highest tested value.
NOECreproduction =
12.5 mg/kg soil d.w.
No EC values were
calculated as the data
were not appropriate for
modelling.

Eisenia fetida Acetamipryd | Mixed into substrate Reproduction: Wrébel A /2022/
200 SL 56 d, chronic ECs0=9.54 mg/kg dw Study code: G-93-21
10 % peat content (1.80 mg as/kg dw) KCP 10.4.1.1/01
NOEC = 1.8 mg/kg dw
(0.34 mg as/kg dw)
Survival:

LCso = 22.49 mg/kg dw
(4.25 mg as/kg dw)
NOEC = 5.6 mg/kg dw
(1.06 mg as/kg dw)

Hypoaspis aculeifer | Acetamipryd | Mixed into substrate Mortality: Mautino G /2023/
200 SL 14 d, chronic LCs0>1500 mg/kg dw Study code:

5 % peat content (262.24 mg as/kg dw) 1039.1.SAG23/r
NOEC > 1500 mg/kg dw |KCP 10.4.2.1/01
(262.24 mg as/kg dw)
Reproduction:
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Species Substance Exposure Results Reference
System

LCso = 1281.8 mg/kg dw
(224.09 mg as/kg dw)
NOEC = 24.5 mg/kg dw
(4.28 mg as/kg dw)

Folsomia candida Acetamipryd | Mixed into substrate Mortality:
200 SL 28 d, chronic LCso = 3.98 mg/kg dw
5 % peat content (0.66 mg as/kg dw)
NOEC = 0.59 mg/kg dw
(0.10 mg as/kg dw)

Reproduction:

ECso = 2.02 mg/kg dw
(0.33 mg as/kg dw)
NOEC = 0.59 mg/kg dw
(0.10 mg as/kg dw)

Field studies

Not relevant.

Litter bag test

Not relevant.
*  Corrected value derived by dividing the endpoint by a factor of 2 in accordance with the EPPO earthworm scheme 2002.

9.8.1.1 Justification for new endpoints

New endpoints are provided for the formulated product Acetamipryd 200 SL. Details of studies and results
are included in Table 9.8-1. Summary of the studies is included in Appendix Il. Additional studies are
required according to Regulation (EC) No. 284/2013.

9.8.2 Risk assessment

The evaluation of the risk for earthworms and other non-target soil organisms (meso- and macrofauna) was
performed in accordance with the recommendations of the “Guidance Document on Terrestrial Ecotoxicol-
ogy”, as provided by the Commission Services (SANCO/10329/2002 rev 2 (final), October 17, 2002).

9.8.21 First-tier risk assessment

The relevant PECs for risk assessments covering the proposed use pattern are taken from Section 8 (En-
vironmental Fate), Chapter 8.7.2.

To achieve a concise risk assessment, the risk envelope approach is applied. Here, the assessment for the
use no. 5 (orchards) also covers the risk for earthworms and other non-target soil organisms (meso- and
macrofauna) from all other intended uses (see 9.1.2).
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Table 9.8-2:

ipryd 200 SL in orchards (use no. 5)

First-tier assessment of the acute and chronic risk for earthworms and other
non-target soil organisms (meso- and macrofauna) due to the use of Acetam-

Intended use orchards (use no. 5)
Chronic effects on earthworms
Active substance/metabolite NOEC PECsoil TER
(mg/kg dw) (mg/kg dw) (criterion TER > 5)
IM-1-5 62.5 0.018 3472.2
acetamipryd (Acetamipryd 200 |0.34 0.02 17
SL)
Chronic effects on Folsomia candida
Active substance/metabolite NOEC PECesoil TERt
(mg/kg dw) (mg/kg dw) (criterion TER > 5)
IM-1-5 12.5 0.018 694.4
acetamipryd (Acetamipryd 200 |0.1 0.02 5
SL)
Chronic effects on Hypoaspis aculeifer
Active substance NOEC PECesoil TERt
(mg/kg dw) (mg/kg dw) (criterion TER > 5)
acetamipryd (Acetamipryd 200 |4.28 0.02 214
SL)

TER values shown in bold fall below the relevant trigger.

9.8.2.2 Higher-tier risk assessment

Not relevant.

9.8.3 Overall conclusions

The risk of Acetamipryd 200 SL to earthworms and Hypoaspis aculeifer was assessed from toxicity expo-
sure ratio (TER) between the selected toxicity endpoints for metabolite IM-1-5 and the formulated product
Acetamipryd 200 SL as well as the maximum soil PECs. The chronic TER values were greater than the
trigger of 5, indicating an acceptable risk to earthworms and Hypoaspis aculeifer following application of
Acetamipryd 200 SL in accordance with GAP. No risk management measures are required.

zZRMS comments:
ZRMS agrees with calculations presented above.

The long-term risks of PIORUN 200 SL to earthworms and soil meso -and macro-organisms were assessed
from toxicity exposure ratios between toxicity endpoints and maximum PECsoi.

The relevant predicted environmental concentrations in soil (PECsqi) for risk assessments covering the
proposed use pattern are taken from Part B Section 8 (Environmental Fate).

Safe use of PIORUN 200 SL were confirmed based on TER,t calculations for active substances, their
metabolites and for formulation.
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\ Final risk mitigation measures should be considered at MSs level.

9.9 Effects on soil microbial activity (KCP 10.5)

9.9.1 Toxicity data

Studies on effects soil microorganisms have been carried out with representative formulation. Full details
of these studies are provided in the respective EU RAR.

Effects on soil microorganisms of Acetamipryd 200 SL were not evaluated as part of the EU assessment of
acetamiprid. New data submitted with this application are listed in Appendix 1 and summarised in Appen-
dix 2.

The selection of studies and endpoints for the risk assessment is in line with the results of the EU review
process.

Table 9.9-1: Endpoints and effect values relevant for the risk assessment for soil microor-
ganisms
Endpoint Substance Exposure Results Reference
System
N-mineralisation | Acetamipryd 200 SL (28 d, <25% effect at day 28 at: Wrobel A/ 2022/
aerobic 0.17 mg/kg dw (0.03 mg as/kg dw) | Study code: G-94-21
0.85 mg/kg dw (0.15 mg as/kg dw) | KCP 10.5/01

9.9.1.1 Justification for new endpoints

New endpoints are provided for the formulated product Acetamipryd 200 SL. Details of studies and results
are included in Table 9.5-4. Summary of the studies is included in Appendix Il. Additional studies are
required according to Regulation (EC) No. 284/2013.

9.9.2 Risk assessment

The evaluation of the risk for soil microorganisms was performed in accordance with the recommendations
of the “Guidance Document on Terrestrial Ecotoxicology”, as provided by the Commission Services

(SANCO/10329/2002 rev 2 (final), October 17, 2002).

The relevant PECs for risk assessments covering the proposed use pattern are taken from Section 8 (En-
vironmental Fate), Chapter 8.7.2 and were already used in the risk assessment for earthworms and other
non-target soil organisms (meso- and macrofauna) (see 9.8).

To achieve a concise risk assessment, the risk envelope approach is applied. Here, the assessment for the
use no. 5 (orchards) also covers the risk for soil microorganisms from all other intended uses (see 9.1.2).
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Table 9.9-2: Assessment of the risk for effects on soil micro-organisms due to the use of Ac-
etamipryd 200 SL in orchards (use no. 5)
Intended use orchards (use no. 5)
N-mineralisation
Active substance/metabolite Max. conc. with effects | PECsoil Risk acceptable?
<25 % (mg/kg dw) (mg/kg dw)
acetamipryd (Acetamipryd 200 | 0.15 (at 28 d) 0.02 yes
SL)

No toxicity data for metabolites IM-1-2, IM-1-4, IM-1-5 and IC-0 since the risk to soil micro-organisms
from those metabolites is covered by evaluation performed for formulation Acetamipryd 200 SL.

9.9.3 Overall conclusions

The risk of Acetamipryd 200 SL to soil micro-organisms was evaluated by comparison of no-effect con-
centration in soil, derived from laboratory tests and appropriate predicted environmental concentrations in
soil (PECs). According to the performed risk assessment it was concluded that Acetamipryd 200 SL does
not pose unacceptable risk to soil micro-organisms following application in accordance with GAP. No risk
management measures are required.

zZRMS comments:
zZRMS agrees with calculations presented above. PIORUN 200 SL has no significant effect on soil micro-
organisms at 0.15 mg a.s./kg dry soil.

Based on it, can be concluded that PIORUN 200 SL under field conditions, use at the proposed rates poses
no unacceptable risk to non-target soil micro-organisms.

Final risk mitigation measures should be considered at MSs level.

9.10 Effects on non-target terrestrial plants (KCP 10.6)

9.10.1 Toxicity data

Studies on the toxicity to non-target terrestrial plants have been carried out with the reference formulation.
Full details of these studies are provided in the respective EU RAR.

Effects on non-target terrestrial plants of Acetamipryd 200 SL were not evaluated as part of the EU assess-
ment of acetamiprid. New data submitted with this application are listed in Appendix 1 summarised in
Appendix 2.

The selection of studies and endpoints for the risk assessment is in line with the results of the EU review
process.
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Table 9.10-1: Endpoints and effect values relevant for the risk assessment for non-target
terrestrial plants
Species Substance | Exposure Results Reference
System
Sunflower Acetamipryd | 21 d Plant number at the end of the experiment | Wrobel A/ 2022/
Pea 200 SL Seedling ERso > 1500 mi/ha (>295.8 g as/ha) Study code: G-96-21
Cabbage emergence | Shoot length KCP 10.6/01
Onion ERso > 1500 mi/ha (>295.8 g as/ha)
Perrenial ryegrass Plant dry weight
Oats ERso > 1500 mi/ha (>295.8 g as/ha)
Plant damage
ERso > 1500 ml/ha (>295.8 g as/ha)
Sunflower Acetamipryd |21d Plant number at the end of the experiment | Wrébel A/ 2022/
Pea 200 SL Vegetative | ERso > 1500 mi/ha (>295.8 g as/ha) Study code: G-95-21
Cabbage vigour Shoot length KCP 10.6/02
Onion ERso > 1500 mi/ha (>295.8 g as/ha)
Perrenial ryegrass Plant dry weight
Oats ERso > 1500 mi/ha (>295.8 g as/ha)
Plant damage
ERso > 1500 mi/ha (>295.8 g as/ha)
9.10.1.1 Justification for new endpoints

New endpoints are provided for the formulated product Acetamipryd 200 SL. Details of studies and results
are included in Table 9.10-1. Summary of the studies is included in Appendix Il. Additional studies are
required according to Regulation (EC) No. 284/2013.

9.10.2 Risk assessment

9.10.2.1 Tier-1 risk assessment (based screening data)

Not relevant.

9.10.2.2 Tier-2 risk assessment (based on dose-response data)

The risk assessment is based on the “Guidance Document on Terrestrial Ecotoxicology”,
(SANCO/10329/2002 rev.2 final, 2002). It is restricted to off-field situations, as non-target plants are non-
crop plants located outside the treated area.

To achieve a concise risk assessment, the risk envelope approach is applied. Here, the assessment for the
use no. 5 (orchards) also covers the off-field risk for non-target terrestrial plants from all other intended
uses (see 9.1.2).

Table 9.10-2: Assessment of the risk for non-target plants due to the use of Acetamipryd 200

SL in orchards (use no. 5)

Intended use orchards (use no. 5)
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Product Acetamipryd 200 SL
Application rate (ml/ha) 2 x0.125 L/ha
MAF 1.7
Test species ERso Drift rate PERoft-field TER
(ml/ha) (%) (ml/ha) criterion: TER>5
NR > 1500 ml/ha 25.63 54.46 27.54

MAF: Multiple application factor; PER: Predicted environmental rate; TER: toxicity to exposure ratio. TER values shown in bold
fall below the relevant trigger.

IMAF and drift rate from ESCORT 2 Guidance Document on Regulatory Testing and Risk Assessment Procedures for Plant
Protection Products with Non-Target Arthropods

9.10.2.3 Higher-tier risk assessment

Not relevant.

9.10.2.4 Risk mitigation measures

No risk mitigation needed.

9.10.3 Overall conclusions

The risk of Acetamipryd 200 SL to non-target plants was assessed from toxicity exposure ratios between
toxicity endpoints for the formulation Acetamipryd 200 SL and off-field predicted environmental rate. The
TER values were greater than the trigger of 5, indicating an acceptable risk to non-target terrestrial plants
following application of Acetamipryd 200 SL in accordance with GAP. No risk management measures are
required.

ZRMS comments:

ZRMS agrees with calculations presented above. The risk assessment is based on the “Guidance Document
on Terrestrial Ecotoxicology”, (SANCO/10329/2002 rev.2 final, 2002).

Based on the risk assessment it can be concluded that the proposed use of poses no unacceptable risk to
non-target plants, if applied according to the recommended use pattern.

No risk management measures are required.

9.11 Effects on other terrestrial organisms (flora and fauna) (KCP 10.7)

Not relevant.

9.12 Monitoring data (KCP 10.8)

Not relevant.
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9.13 Classification and Labelling

Justified proposals for classification and labelling

According to the criteria given in Regulation (EC) No 1272/2008 of the European Parliament and of the
Council of 16 December 2008, the following classification and labelling with regard to ecotoxicological

data is proposed for the formulation:

Table 9.13-1: Justified proposals for classification and labelling for Acetamipryd 200 SL ac-
cording to Regulation (EC) No 1272/2008

Hazard class(es), categories: Aguatic Chronic 1, H410

Hazard pictograms or Code(s)

for hazard pictogram(s): 3 !é

GHS09
Signal word: Warning
Hazard statement(s): Very toxic to aquatic life with long lasting effects. [H410]

Precautionary statement(s): -

Additional labelling phrases: | To avoid risks to man and the environment, comply with the instructions for
use. [EUH401]

Do not contaminate water with the product or its container (Do not clean appli-
cation equipment near surface water/Avoid contamination via drains from farm-
yards and roads). [SP 1]

Collect spillage [P391]

Table 9.13-2: Summary of evaluation of the ecotoxicological studies for Acetamipryd 200 SL
Type of test, spe- Result Classification
cies, model system Acceptability | (acc. to the criteria in Reg. Reference
(Guideline) 1272/2008)

no classification Czarnecka M./ 2022/
Study code: W-12-22
KCP 10.2.1.3/01

Agquatic Chronic 1, H410 dRR Part C

Acute toxicity to | E/Cso = 151.3 mg/L nom
aquatic organisms | EyCso = 25.1 mg/L nom
(lowest value)

Chronic toxicity to | no data, extrapolation
aquatic organisms | form active substance
data

|ZRMS comments: Accepted.
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Appendix 1  Lists of data considered in support of the evaluation

Tables considered not relevant can be deleted as appropriate.
MS to blacken authors of vertebrate studies in the version made available to third parties/public.

List of data submitted by the applicant and relied on

Title

Company Report No.

Data point Author(s) Year |Source (where different from company)
GLP or GEP status

Published or not YN

Verte-
brate

study Owner

KCP Czarnecka M 2022 | Acetamipryd 200 SL Daphnia magna, Acute immobilisation test N Pestila*
10.2.1.2/01 Lukasiewicz Research Network — Institute of Industrial Organic Chemistry, Branch Pszczyna, Poland ProAgri*
Study code: W-11-22
GLP: Y

Published: N

Czarnecka M 2022 | AMENDMENT NO. 1 TO THE FINAL REPORT N Pestila*
Acetamipryd 200 SL Daphnia magna, Acute immobilisation test ProAgri*
Lukasiewicz Research Network — Institute of Industrial Organic Chemistry, Branch Pszczyna, Poland
Study code: W-11-22

GLP: Y

Published: N

KCP Czarnecka M 2022 | Acetamipryd 200 SL Raphidocelis subcapitata SAG 61.81 (formerly Pseudokirchneriella subcapitata), N Pestila*
10.2.1.3/01 Growth inhibition test ProAgri*
Lukasiewicz Research Network — Institute of Industrial Organic Chemistry, Branch Pszczyna, Poland
Study code: W-12-22

GLP:Y

Published: N

Czarnecka M 2023 |AMENDMENT NO. 1 TO THE FINAL REPORT N Pestila*
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Acetamipryd 200 SL Raphidocelis subcapitata SAG 61.81 (formerly Pseudokirchneriella subcapitata),
Growth inhibition test

Lukasiewicz Research Network — Institute of Industrial Organic Chemistry, Branch Pszczyna, Poland
Study code: W-12-22

GLP:Y

Published: N

ProAgri*

KCP
10.3.1.1.1/01

Mautino G

2023

Effects of Acetamipryd 200 SL on Honeybees (Apis mellifera L.) in the laboratory — Acute Oral Toxicity
Test

SAGEA Centro di Saggio s.r.l., Italy

Study code: 1148.1.SAG23/r

GLP: Y

Published: N

N Pestila*
ProAgri*

KCP
10.3.1.1.1/02

Fulczyk A

2022

Acetamipryd 200 SL Bumblebees (Bombus spp.), Acute Oral Toxicity Test

Lukasiewicz Research Network — Institute of Industrial Organic Chemistry, Branch Pszczyna, Poland
Study Code: B-105-22

GLP: Y

Published: N

N Pestila*
ProAgri*

KCP
10.3.1.1.2/01

Fulczyk A

2022

Acetamipryd 200 SL Bumblebees (Bombus spp.), Acute Contact Toxicity Test

Lukasiewicz Research Network — Institute of Industrial Organic Chemistry, Branch Pszczyna, Poland
Study code: B-107-22

GLP: Y

Published: N

N Pestila*
ProAgri*

KCP
10.3.1.1.2/02

Mautino G

2024

Effects of Acetamipryd 200 SL on Honeybees (Apis mellifera L.) in the laboratory — Acute Contact
Toxicity Test

SAGEA Centro di Saggio s.r.l., Italy

Study code: 3053.11.SAGIT24

GLP:Y

Published: N

N Pestila*
ProAgri*

KCP
10.3.1.2/01

Mautino G

2024

Effects of Acetamipryd 200 SL on Honeybees (Apis mellifera L.) in the laboratory — Chronic Oral
Toxicity Test

SAGEA Centro di Saggio s.r.l., Italy

Study code: 1032.1.SAG23/r

GLP: Y

N Pestila*
ProAgri*
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Published: N

KCP
10.3.1.4/01

Mautino G

2024

Effects of Acetamipryd 200 SL on Honeybees (Apis mellifera L.) in the laboratory — Larval Toxicity Test
Following Repeated Exposure

SAGEA Centro di Saggio s.r.l., Italy

Study code: 1033.1.SAG23/r;

GLP: Y

Published: N

N Pestila*
ProAgri*

KCP
10.3.2.2/01

Mautino G

2023

Effects of Acetamipryd 200 SL on Aphidius rhopalosiphi — Extended laboratory aged residue test
SAGEA Centro di Saggio s.r.l., Italy

Study Code: 1036.1.SAG23/r

GLP: Y

Published: N

N Pestila*
ProAgri*

KCP
10.3.2.2/02

Mautino G

2023

Effects of Acetamipryd 200 SL on Typhlodromus pyri — Extended laboratory aged residue test
SAGEA Centro di Saggio s.r.l., Italy

Study Code: 1037.1.SAG23/r

GLP:Y

Published: N

N Pestila*
ProAgri*

KCP
10.3.2.2/03

Mautino G

2024

Effects of Acetamipryd 200 SL on Coccinella Septempunctata — Extended laboratory aged residue test
SAGEA Centro di Saggio s.r.l., Italy

Study code: 1035.1.SAG23/r

GLP: Y

Published: N

N Pestila*
ProAgri*

KCP
10.3.2.2/04

Mautino G

2023

Effects of Acetamipryd 200 SL on Chrysoperla carnea — Extended laboratory aged residue test
SAGEA Centro di Saggio s.r.l., Italy

Study code: 1038.1.SAG23/r

GLP:Y

Published: N

N Pestila*
ProAgri*

KCP
10.4.1.1/01

Wrobel A

2022

Acetamipryd 200 SL Earthworm reproduction test (Eisenia andrei)

Lukasiewicz Research Network — Institute of Industrial Organic Chemistry, Branch Pszczyna, Poland
Study code: G-93-21

GLP: Y

Published: N

N Pestila*
ProAgri*
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KCP Mautino G
10.4.2.1/01

2023

Predatory mites Hypoaspis (Geolaelaps) aculeifer reproduction test in soil with Acetamipryd 200 SL
SAGEA Centro di Saggio s.r.1., Italy

Study code: 1039.1.SAG23/r

GLP:Y

Published: N

N Pestila*
ProAgri*

KCP Szlauer S
10.4.2.1/02

2024

Collembolan (Folsomia candida) Reproduction Test in soil
EcoTox Alliance Sp. z 0. 0., Poland

Study code: ETOX-2024-2

GLP: Y

Published: N

N Pestila*
ProAgri*

KCP 10.5/01 | Wrobel A

2022

Acetamipryd 200 SL Soil Microorganisms: Nitrogen Transformation Test

Lukasiewicz Research Network — Institute of Industrial Organic Chemistry, Branch Pszczyna, Poland
Study code: G-94-21

GLP: Y

Published: N

N Pestila*
ProAgri*

KCP Wrobel A
10.6.2/01

2022

Acetamipryd 200 SL Terrestrial Plant Test: Seedling Emergence and Seedling Growth Test
Lukasiewicz Research Network — Institute of Industrial Organic Chemistry, Branch Pszczyna, Poland
Study code: G-96-21

GLP: Y

Published: N

N Pestila*
ProAgri*

KCP Wroébel A
10.6.2/02

2022

Acetamipryd 200 SL Terrestrial Plant Test: Vegetative Vigour Test

Lukasiewicz Research Network — Institute of Industrial Organic Chemistry, Branch Pszczyna, Poland
Study code: G-95-21

GLP:Y

Published: N

N Pestila*
ProAgri*

2022

AMENDMENT NO. 1 TO THE FINAL REPORT

Acetamipryd 200 SL Terrestrial Plant Test: Vegetative Vigour Test

Lukasiewicz Research Network — Institute of Industrial Organic Chemistry, Branch Pszczyna, Poland
Study code: G-95-21

GLP:Y

Published: N

N Pestila*
ProAgri*

*Pestila Spotka z ograniczong odpowiedzialnoscia (short name: Pestila Sp. z 0.0.)
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**ProAgri Spotka z ograniczong odpowiedzialno$cia or ProAgri International Spotka z ograniczong odpowiedzialno$cia (short name: ProAgri Sp. z 0.0. or ProAgri International Sp. z 0.0.)

List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review

-(Eit;(:ﬁpany Report No verte-

’ brate
Doa;tna}c Author(s) Year |Source (where different from company) study Owner
P GLP or GEP status

Published or not YN
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The following tables are to be completed by MS

List of data submitted by the applicant and not relied on

-(Eit;(:ipany Report No Verte-
: brate
Dgta Author(s) Year |Source (where different from company) stud Owner
point GLP or GEP status y
Published or not YN
List of data relied on not submitted by the applicant but necessary for evaluation
-(;ic;[:ipany Report No verte-
) brate
Dqta Author(s) Year |Source (where different from company) stud Owner
point GLP or GEP status y

Published or not Y/N
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Appendix 2 Detailed evaluation of the new studies
A2l KCP 10.1 Effects on birds and other terrestrial vertebrates

A21.1 KCP 10.1.1 Effects on birds

Not relevant. No studies submitted. It is possible to extrapolate data from the active substance.

A212 KCP 10.1.2 Effects on terrestrial vertebrates other than birds

Not relevant. No studies submitted. It is possible to extrapolate data from the active substance.

A213 KCP 10.1.3 Effects on other terrestrial vertebrate wildlife (reptiles
and amphibians)

Not relevant. No studies submitted.

A22 KCP 10.2 Effects on aquatic organisms

A221 KCP 10.2.1 Acute toxicity to fish, aquatic invertebrates, or effects on
aquatic algae and macrophytes

A2211 KCP 10.2.1.1 Acute toxicity to fish

Not relevant. No studies submitted. It is possible to extrapolate data from the active substance.

A2212 KCP 10.2.1.2 Acute toxicity to aquatic invertebrates

Comments of ZRMS: The study was accepted by zZRMS.
The validity criteria was met:
In the definitive test, the validity criteria were met according to the OECD Guideline No.
202 (2004) and EU Method C.2.:
the percentage of immobilisation of Daphnia magna in the control was 0% (criterion:
not more than 10%),
the dissolved oxygen concentrations in the test vessels at the end of the test were
within the range of 6.5 - 8.5 mg/L (criterion: not less than 3 mg/L).
Deviation of the study: none
Results of chemical determinations:
At exposure initiation, the determined concentrations of acetamiprid were in the
range of 95.5 — 97.9% of the nominal concentration. The results confirm that the
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Endpoint value Time of exposure
[mg/L] 24 h a8 h
ECso =1000 951.7

(789.8 — >1000)

686.0

ECzo >1000 (466.7 — 824.6)
ECio >1000 (321.5:'?§.?'110.2)
LOEC =>1000 1000
NOEC =1000 500

Calculations were made according to [7], [SOP/W/68]
(-} -95% confidence interval

The endpoint values based on the nominal test item concentrations:
The ECsg/48 h value is 951.7 mg/L {95% confidence limits: 789.8 - »1000).

The LOEC/48 h value is 1000 mag/L.
The MOEC/48 h value is 500 mg/L.

The endpoint values based on the nominal concentrations of acetamiprid:
The ECsgf48 h value is 164.1 mg/L {95% confidence limits: 136.2 - =1000).
The LOEC/48 h value is 172.4 mg/L.

The NOEC/48 h value is 86.2 mg/L.

Reference: KCP 10.2.1.2/01

Report Acetamipryd 200 SL Daphnia magna, Acute immobilisation test,
Czarnecka M; 2022; Study code: W-11-22

AMENDMENT NO. 1 TO THE FINAL REPORT
Acetamipryd 200 SL Daphnia magna, Acute immobilisation test,
Czarnecka M; 2022; Study code: W-11-22

Guideline(s): Yes, OECD 202
Deviations: No
GLP: Yes
Acceptability: Yes
Duplication No

(if vertebrate study)
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MATERIALS AND METHODS

1. Test material

Test item (chemical/other name): Acetamipryd 200 SL

Formulation: SL (soluble liquid), acetamiprid: specification 200.0 g/L

Description (physical state): light brown liquid

Batch no.: 1/ACE/2022
Production date: 01.2022
Expiration date: 01.2024

2. Vehicle and/or positive control:

3. Test organism
Species:

Source:

Age:
Feeding:
Test units:

4. Environmental conditions:
Medium:

pH in control:
Dissolved oxygen in control:
Temperature:

Lighting:

vehicle control: Elendt M7 medium,
positive control: potassium dichromate

Daphnia magna Straus

Lukasiewicz Research Network - Institute of Industrial
Organic Chemistry, Branch Pszczyna, Poland

< 24 h old at exposure initiation, not first brood progeny
during the test daphnia were not fed

glass beakers of volume 150 mL

Elendt M7 medium recommended by the OECD Guide-
line No. 202 prepared on the basis of deionized water by
adding stock solutions of reagent-grade chemicals

7.77-7.93

8.4 — 8.6 mg/L

20.5-21.8°C

daily cycle 16 h light : 8 h dark; fluorescent light source

STUDY DESIGN AND METHOD

Immobilisation of Daphnia magna exposed to the test item, Acetamipryd 200 SL was investigated during
a 48-hour static test. The test was performed in glass beakers of 150 mL capacity, containing 100 mL of
either the test item concentration or the control per replicate. The definitive test was performed in the fol-
lowing test item concentrations: 1000, 500, 250, 125, 62.5 mg/L plus the control (Elendt M7 medium). The
Daphnia magna were observed for immobilisation after 24 and 48 h of exposure. The Daphnia magna were
considered immobile if they showed no ability to swim within 15 seconds after gentle swirling of the test
vessel. In the control and in the test item concentrations of 62.5, 125, and 250 mg/L no immobilisation of
Daphnia magna were observed during the exposure. In the test item concentrations of 500 and 1000 mg/L
after 48 h of exposure immobilisation of 5 and 55% was observed, respectively. The concentrations of
acetamiprid in the test item concentrations, were determined using a validated high performance liquid
chromatographic (HPLC) with Diode Array Detection. Samples for chemical determination were collected
from all the test item concentrations and the control at exposure initiation and at exposure termination. The
endpoint values were determined based on the nominal test item concentration.



Page 128 /318
Template for chemical PPP
Version March 2024
Acetamipryd 200 SL
Part B — Section 9 - Core Assessment
Applicant version

Test design: 4 replicates per each test item concentration and the con-
trol; 5 Daphnia magna in each replicate

Type of the exposure: static

Exposure time: 48 hours

Tested concentrations, definitive test: 1000, 500, 250, 125, 62.5 mg/L plus the control

Stability of test compound: The concentrations of acetamiprid in the test item concen-

trations, were determined using a validated high perfor-
mance liquid chromatographic (HPLC) with Diode Array
Detection. Samples for chemical determination were col-
lected from all the test item concentrations and the control
at exposure initiation and at exposure termination. At ex-
posure initiation, the determined concentrations of acet-
amiprid were in the range of 95.5 — 97.9% of the nominal
concentration. The results confirm that the test item con-
centrations were prepared correctly. At exposure termina-
tion, the determined concentrations of acetamiprid were
in the range of 97.0 — 98.1% of the nominal concentration.
Therefore, the concentrations of acetamiprid were stable
under test conditions.

Dates: start of the study 04.04.2022
start of the experimental part: 11.04.2022
end of the experimental part: 14.04.2022
end of the study: 09.06.2022

Statistic: Probit analysis using linear max. likelihood regression,
Tarone’s Test Procedure, Step-down Cochran-Armitage
Test Procedure

Validity of the test: In the definitive test, the validity criteria were met accord-
ing to the OECD Guideline No. 202 (2004) and EU
Method C.2.:
- the percentage of immobilisation of Daphnia magna in
the control was 0% (criterion: not more than 10%),
- the dissolved oxygen concentrations in the test vessels
were within the range of 6.5 — 8.5 mg/L (criterion: not less
than 3 mg/L).

RESULTS

The effect of the test item on immobilisation of Daphnia magna was assessed. The test item concentration
used in the definitive test were determined on the basis of the preliminary test results. The Daphnia magna
were considered immobile if they showed no ability to swim within 15 seconds after gentle swirling of the
test vessel (visual check). At exposure initiation, the determined concentrations of acetamiprid were in the
range of 95.5 — 97.9% of the nominal concentration. The results confirm that the test item concentrations
were prepared correctly. At exposure termination, the determined concentrations of acetamiprid were in the
range of 97.0 — 98.1% of the nominal concentration. Therefore, the concentrations of acetamipridwere sta-
ble under test conditions.

In the definitive test, the recorded temperature during exposure was in the range of 20.5 — 21.8°C and
constant within 1.3°C. The pH values measured in all test item concentrations and the control were in the
ranges 7.82 — 7.93 at exposure initiation and 7.30 — 7.77 at exposure termination. The dissolved oxygen
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concentrations measured in all test item concentrations and the control were in the ranges of 8.6 — 8.7 mg/L
at exposure initiation and 6.5 — 8.5 mg/L at exposure termination. In the control and the test item concen-
trations of 62.5, 125 and 250 mg/L no immobilisation of Daphnia magna was observed during the exposure.
In the test item concentrations of 500 and 1000 mg/L after 48 h of exposure immobilisation of 5 and 55%

was observed, respectively. Additionally, in the test item concentration of 1000 mg/L, some daphnids were
covered with particles of the test item. The immobilisation of Daphnia magna after 24 h and 48 h of expo-
sure is given below.

Table KCP 10.2.1.2-1: Immobilisation of Daphnia magna, definitive test
Number of immobilised Daphnia magna Total of
Nominal test b f . bilised
item Number o 24 h 48 h immobilise
concentration Daphnia Daphnia magna
[mg/L] magna Replicates [%0]
A B C D A B C D 24 h 48 h
Control 20 0 0 0 0 0 0 0 0 0 0
62.5 20 0 0 0 0 0 0 0 0 0 0
125 20 0 0 0 0 0 0 0 0 0 0
250 20 0 0 0 0 0 0 0 0 0 0
200 20 0 0 0 a a ] ] 1 0 =
1000 20 0 0 0 0 2 4 2 3 0 55
CONCLUSION

The endpoint values were estimated based on the nominal test item concentrations. The ECx values were
calculated with a probit method. The lowest observed effect concentration (LOEC) and the no observed
effect concentration (NOEC) were determined on the basis of statistical analyses. To make calculations and
to conduct statistical analyses, the ToxRat Professional commercial software was used. The median con-
centration causing 50% immobilisation of Daphnia magna after 24 h of exposure, i.e. the EC50/24 h value
as well as the EC20/24 h and the EC10/24 h values are higher than the highest nominal test item concen-
tration, i.e., 1000 mg/L. The median concentration causing 50% immobilisation of Daphnia magna after
48 h of exposure, i.e. the EC50/48 h value is 951.7 mg/L (95% confidence interval 789.8 — >1000). The
EC20/48 h value is 686.0 mg/L (95% confidence interval 466.7 — 824.6). The EC10/48 h value is 578.1
mg/L (95% confidence interval 321.7 — 710.2). The data on immobilisation of the Daphnia magna at ex-
posure termination were analysed using Step-down Cochran-Armitage Test Procedure, which showed sig-
nificant difference between nominal test item concentration of 1000 mg/L and the control. Therefore, the
LOEC/48 h value is 1000 mg/L and the NOEC/48 h value 500 mg/L.
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Table KCP 10.2.1.2-1:

Endpoint values based on the nominal test item concentrations of acet-

amiprid, definitive test

Endpoint value Time of exposure
[mg/L] 24 h 48 h
ECso =>172.4 (135.:§E:d':;11?z.£]
ECzo =172.4 :Sﬂ.;:l—ﬂll.iE.Z]
EC1o =172.4 :55.59?'322"4]
LOEC =172.4 172.4
NOEC =172.4 86.2

Table KCP 10.2.1.2-1:

Endpoint values based on the nominal test item concentration, defini-

tive test
Endpoint value Time of exposure
[mg/L] 24 h 48 h
ECso >1000 :?39.35-1;-?10&0]
ECa0 >1000 (Aeei'gf 'SDZA.E}
ECi0 =1000 (321????'?110.2}
LOEC =1000 1000
NOEC =1000 300
A221.3 KCP 10.2.1.3 Effects on aquatic algae
Comments of ZRMS: [The study was accepted by ZRMS.

The validity criteria was met:
In the definitive test, the following validity criteria specified in the OECD Guideline No.
201 (2006) and EU Method C.3 were met:

- the biomass in the control increased by a factor of 156.4 within the 72-hour test

period (criterion: at least a 16-fold growth),

(criterion: it must not exceed 7%),

control culture was 28.9% (criterion: it must not exceed 35%).

- the coefficient of variation of the mean specific growth rate after the 72-hour test

period (exposure initiation — exposure termination) in the control culture was 1.1%

- the mean coefficient of variation for the section-by-section growth rate in the
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The endpoint values based on the nominal test item concentrations:
The ECs0/72 h value is 151.3 mg/L (95% confidence interval: 116.4 — 197.9).

The EvyCs0/72 h value is 25.1 mg/L (95% confidence interval: 20.7 - 29.5).
The LOEC/72 h values for growth rate and yield are 30.5 mg/L.
The NOEC/72 h values for growth rate and yield are 9.5 mag/L.

The endpoint values based on the nominal concentrations of acetamipnd:
The ECs0/72 h value is 26.1 mg/L (95% confidence interval 20.1 - 34.0).
The EyCso/72 h value is 4.4 mg/L (95% confidence interval 3.6 - 5.1).
The LOEC/72 h values for growth rate and yield are is 5.3 mg/L.

The NOEC/72 h values for growth rate and yield are 1.6 mg/L.

Endpoint value Time of exposure:
[mg/L] 24 h 48 h 72 h
28.5 26.1
ErCso > 1724 (19.2 — 43.2) (20.1 - 34.0)
E.C 26.6 5.2 5.4
20 (6.3 - 48.4) (2.2 - 8.6) (3.2-7.7)
10.0 2.1 2.3
ErCi0 (0.8 - 22.9) (0.6 - 4.2) (1.2 - 3.8)
LOEC 16.8 5.3 5.3
NOEC 5.3 1.6 1.6
(- ) - 95% confidence interval
Calculations were made according to [8], [SOP/W/68]
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Endpoint value Time of exposure:
[mg/L] 24 h 48 h 72 h
EvC 80.6 6.1 4.4
yL50 (43.3 - »172.4) (4.8-7.7) (3.6 - 5.1)
EuC 14.0 2.6 2.4
y20 (2.3 - 28.0) (1.6 - 3.5) (1.5 - 3.1)
EuC 5.6 1.7 1.8
y10 (0.3 - 14.2) (0.8 -2.4) (1.0 - 2.4)
LOEC 16.8 5.3 5.3
NOEC 5.3 1.6 1.6
(- ) - 95% confidence interval
Calculations were made according to [8], [SOP/W/68]

Reference: KCP 10.2.1.3/01

Report Acetamipryd 200 SL Raphidocelis subcapitata SAG 61.81 (formerly Pseu-
dokirchneriella subcapitata), Growth inhibition test;
Czarnecka M; 2022; Study code: W-12-22

AMENDMENT NO. 1 TO THE FINAL REPORT

Acetamipryd 200 SL Raphidocelis subcapitata SAG 61.81 (formerly Pseu-
dokirchneriella subcapitata), Growth inhibition test;

Czarnecka M; 2023; Study code: W-12-22

Guideline(s): Yes, OECD 201
Deviations: No

GLP: Yes
Acceptability: Yes

Duplication No

(if vertebrate study)

MATERIALS AND METHODS

1. Test material

Test item (chemical/other name): Acetamipryd 200 SL
Formulation: SL (soluble liquid), acetamiprid: specification 200.0 g/L
Description (physical state): light brown liquid
Batch no.: 1/ACE/2022
Production date: 01.2022
Expiration date: 01.2024
2. Vehicle and/or positive control: vehicle control: APP medium,

positive control: 3,5-dichlorophenol

3. Test organism
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Species: unicellular freshwater green algae, Raphidocelis subcapi-
tata (formerly Pseudokirchneriella subcapitata (Korshi-
kov) Hindak, Selenastrum capricornutum Prinz) SAG
61.81

Source: Lukasiewicz Research Network — Institute of Industrial
Organic Chemistry, Branch Pszczyna, Department of
Ecotoxicological Studies, Laboratory of Aquatic Toxicol-
ogy, Poland; the algae were obtained from the Algae Col-
lection, University Gottingen, Germany

Age: 72 hours

Test units: flasks with a capacity of 250 mL containing 100 mL of
either test item concentration or the control plugged with
air permeable stoppers

4. Environmental conditions:

Medium: APP
Medium temperature: 21.6 — 22.4°C
pH of the control: 7.41-8.01
Lighting: mean light

intensity: 7575 — 7868 lux; constant illumination

STUDY DESIGN AND METHOD

The growth of the green algae Raphidocelis subcapitata SAG 61.81 (formerly Pseudokirchneriella subcap-
itata) exposed to the test item, Acetamipryd 200 SL was investigated during a 72-hour test. The test was
performed in glass flasks with a capacity of 250 mL containing 100 mL of either the test item concentration,
or the control, per replicate. The initial density of the algae was 1 x 104 cells/mL. The definitive test was
performed with the following test item concentrations: 1000, 312.5, 97.7, 30.5, 9.5 mg/L plus the control.
The number of algal cells was determined with indirect method, which involves a spectrophotometric meas-
urement of the absorbance of algal suspension at 670 nm and converting its value into the number of cells
using a standard curve. The absorbance for each replicate of each test item concentration and the control
were measured after 24, 48, and 72 h of exposure. Morphology observations of the algae cells were per-
formed at exposure termination. The concentrations of acetamiprid were chemically determined using the
validated high performance liquid chromatographic method (HPLC) with Diode Array Detection (DAD).
Samples of all test item concentrations and the control collected at exposure initiation and at exposure
termination were chemically determined. The endpoint values were determined based on the nominal test
item concentrations.

Test design: three replicates per each test item concentration; six rep-
licates per control; a background for each treatment

Type of the exposure: static

Exposure time: 72 hours

Inoculum: 10* cells/mL

Tested concentrations, definitive test: 1000, 312.5, 97.7, 30.5, 9.5 mg/L plus the control
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Stability of the test compound: The concentrations of acetamiprid were chemically deter-
mined using the validated high performance liquid chro-
matographic method (HPLC) with Diode Array Detection
(DAD). Samples of all test item concentrations and the
control collected at exposure initiation and at exposure
termination were chemically determined. At exposure in-
itiation, the determined concentrations of acetamiprid
were in the range of 97.4 — 99.3% of the nominal concen-
tration. The results confirm that the test item concentra-
tions were prepared correctly. At exposure termination,
the determined concentrations of acetamiprid were in the
range of 96.7 — 98.4% of the nominal concentration.
Therefore, the concentrations of dicamba were stable un-
der test conditions.

Dates: start of the study 25.02.2022
start of the experimental part: 26.1041.2022
end of the experimental part: 29.04.2022
end of the study: 15.06.2022

Statistic: Probit method calculations and analyses by: Shapiro-
Wilk’s Test on Normal Distribution, Levene’s Test on
Variance Homogeneity (with Residuals), Williams Multi-
ple Sequential t-test Procedure

Validity of the test: In the definitive test, the following validity criteria speci-
fied in the OECD Guideline No. 201 (2006) and EU
Method C.3 were met:

- the biomass in the control increased by a factor of 156.4
within the 72-hour test period (criterion: at least a 16-fold
growth),

- the coefficient of variation of the mean specific growth
rate after the 72-hour test period (exposure initiation — ex-
posure termination) in the control culture was 1.1% (cri-
terion: it must not exceed 7%),

- the mean coefficient of variation for the section-by-sec-
tion growth rate in the control culture was 28.9% (crite-
rion: it must not exceed 35%).

RESULTS

The recorded temperature was in the range of 21.6 — 22.4°C and constant within 0.8°C. The mean light
intensity was in the range of 7575 — 7868 lux. The pH values measured at exposure initiation were in the
range of 7.39 — 7.46 and at exposure termination were in the range of 7.41 — 8.01. In the test item concen-
trations of 9.5, 30.5 and 97.7 mg/L no differences in shape, size and colour of algal cells were reported as
compared to the algae cells in the control. In the test item concentration of 312.5 mg/L deformed cells were
reported as compared to the algae cells in the control. In the test item concentration of 2000 mg/L deformed
bigger cells were reported as compared to the algae cells in the control.
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Table KCP 10.2.1.3-1:

tive test

Nominal test

item . Observations
concentration
[mg/L]
Control Normal colour, shape and size of the algal
cells
9.5 No changes
30.5 No changes
97.7 No changes
312.5 Deformed cells
1000 Deformed bigger cells

Observations of algal cell morphology at exposure termination, defini-

The transmittance was measured at 670 nm in replicates without the algae at exposure initiation and at
exposure termination. The average transmittance values were in the range of 99.3 — 99.8 at exposure initi-
ation and in the range of 94.5 — 99.3% at exposure termination when compared with the control.

Table KCP 10.2.1.3-2:

Transmittance of a background for spectrophotometric measure-
ments, definitive test

Nominal test

Transmittance

Transmittance at

item
concentration . a_t _ex_posure e_xpo-_jure
[mg/L] initiation [%] termination [%]
Control 100.0 100.0
9.5 99.7 99.3
30.5 99.3 98.4
97.7 99.7 98.0
312.5 99.8 99.3
1000 99.5 94.5

Hence, the indirect method was adequate to determine the number of algal cells. The average specific
growth rates and yield for the whole exposure were calculated using algal cells densities determined after

24, 48, and 72 h of exposure. The cell density, the specific growth rate, and the yield increase during expo-
sure are provided below.
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Table KCP 10.2.1.3-3: Average absorbance values converted into the algal cell density, defini-
tive test
Nominal test | ayerage absorbance* obtained for Algal cell density [10° cells per mL]
item ) each replicate at each time calculated according to the
concentration standard curve formula*

[mg/L] 24 h 48 h 72 h 24 h 48 h 72 h
0.014 0.125 0.648 0.035 0.308 1.599

0.013 0.122 0.634 0.032 0.301 1.564

Control 0.012 0.124 0.658 0.030 0.306 1.623
0.016 0.126 0.665 0.039 0.311 1.641

0.016 0.135 0.631 0.039 0.333 1.557

0.013 0.120 0.567 0.032 0.296 1.399

mean 0.014 0.125 0.634 0.035 0.309 1.564
ggifgﬁﬁ 0.002 0.005 0.035 0.004 0.013 0.087
0.014 0.132 0.568 0.035 0.326 1.401

9.5 0.014 0.140 0.660 0.035 0.345 1.628
0.012 0.145 0.666 0.030 0.358 1.643

mean 0.013 0.139 0.631 0.033 0.343 1.557
ggifgﬁﬁ 0.001 0.007 0.055 0.003 0.016 0.136
0.015 0.050 0.152 0.037 0.123 0.375

30.5 0.015 0.076 0.312 0.037 0.188 0.770
0.015 0.062 0.225 0.037 0.153 0.555

mean 0.015 0.063 0.230 0.037 0.155 0.567
ggifgﬁﬁ 0.000 0.013 0.080 0.000 0.033 0.198
0.013 0.025 0.070 0.032 0.062 0.173

97.7 0.010 0.031 0.081 0.025 0.076 0.200
0.009 0.029 0.093 0.022 0.072 0.229

mean 0.011 0.028 0.081 0.026 0.070 0.201
greifadr‘fgi 0.002 0.003 0.012 0.005 0.007 0.028
0.012 0.018 0.024 0.030 0.044 0.059

312.5 0.011 0.017 0.017 0.027 0.042 0.042
0.008 0.007 0.012 0.020 0.017 0.030

mean 0.010 0.014 0.018 0.026 0.034 0.044
;fi’::jﬁ 0.002 0.006 0.006 0.005 0.015 0.015
0.008 0.008 0.012 0.020 0.020 0.030

1000 0.008 0.017 0.018 0.020 0.042 0.044
0.006 0.007 0.011 0.015 0.017 0.027

mean 0.007 0.011 0.014 0.018 0.026 0.034
standard 0.001 0.006 0.004 0.003 0.014 0.009

Time of exposure: 26.04.2022 - 29.04.2022

*- Average absorbance read at A 670 nm in a glass cuvette with a lengh of 5 cm was calculated
according to the following standard curve fomula: AAG70 = 0.4053 x [10° cells per mL],
R?= 0.9927
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Table KCP 10.2.1.3-4:

Growth rate and yield, definitive test

; ; * - Yield**

Ni}:;z:l:ﬂell?:;:igsm Growth rate® [10° cells/mL] [105 cells/mL]
[mg/L] 0-24h | 24-48h | 48-72 h D-72 h 72 h

1.253 2.175 1.647 1.692 1.589

1.163 2.241 1.648 1.684 1.554

Control 1.099 2.322 1.668 1.696 1.613

1.361 2.076 1.663 1.700 1.631

1.361 2.145 1.542 1.683 1.547

1.163 2.225 1.553 1.647 1.389

mean 1.233 2.197 1.620 1.684 1.554

standard deviation 0.110 0.085 0.057 0.019 0.087

1.253 2.232 1.458 1.647 1.391

9.5 1.253 2.288 1.552 1.698 1.618

1.099 2.479 1.524 1.701 1.633

mean 1.201 2.333 1.511 1.682 1.547

standard dewviation 0.089 0.130 0.048 0.030 0.136

1.308 1.201 1.115 1.208 0.365

30.5 1.308 1.626 1.410 1.448 0.760

1.308 1.420 1.289 1.339 0.545

mean 1.308 1.415 1.271 1.332 0.557

standard deviation 0.000 0.212 0.148 0.120 0.198

1.163 0.661 1.026 0.950 0.163

Q7.7 0.916 1.112 0.968 0.999 0.190

0.788 1.186 1.157 1.044 0.219

mean 0.956 0.986 1.050 0.998 0.191

standard deviation 0.190 0.284 0.097 0.047 0.028

1.099 0.383 0.293 0.592 0.049

312.5 0.993 0.442 0.000 0.478 0.032

0.693 n.d. 0.568 0.366 0.020

mean 0.928 n.d. 0.287 0.479 0.034

standard dewviation 0.210 n.d. 0.2584 0.113 0.015

0.693 0.000 0.405 0.366 0.020

1000 0.693 0.742 0.047 0.494 0.034

0.405 0.125 0.463 0.331 0.017

mean 0.597 0.289 0.305 0.397 0.024

standard deviation | 0.166 0.397 0.226 0.086 0.009

* - Growth rate [10f cells/mL] was calculated according to the following formula:

The relationship between the inhibition of growth rate and the nominal test item concentrations at 72 h and
the relationship between the inhibition of yield and the nominal test item concentrations at 72 h is provided

below.
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Table KCP 10.2.1.3-5:

Growth rate and yield inhibition, definitive test

Nominal test [%] inhibition after 72 h of exposure
item _
concentration
[mag/L] growth rate yield
Control 0.0 0.0
9.5 0.1 0.4
30.5 20.9 64.2
97.7 40.8 87.7
312.5 71.6 97.8
1000 76.4 Q8.5

CONCLUSION

The endpoint values based on the nominal test item concentration:

Table KCP 10.2.1.3-6:

test item, definitive test

Growth rate endpoint values based on the nominal concentrations of

Endpoint value Time of exposure:
[mg/L] 24 h 48 h 72 h
165.3 151.3
E-Cso > 1000 (111.3 - 251.3) (116.4 - 197.9)
EC 154.0 30.0 31.2
e (36.5 - 280.3) (12.9 - 50.0) (18.8 - 44.5)
EC 57.8 12.3 13.6
r-10 (4.6 - 132.7) (3.7 - 24.2) (6.8 - 21.9)
LOEC 97.7 30.5 30.5
NOEC 30.5 9.5 9.5
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Table KCP 10.2.1.3-7:

Yield endpoint values based on the nominal concentrations of test

item, definitive test

Endpoint value Time of exposure:
[mg/L] 24 h 48 h 72 h
EvC 467.0 35.3 25.1
yL30 (251.2 - >1000) (27.7 - 45.0) (20.7 - 29.5)
E.C 80.9 15.2 14.4
y-20 (13.4 - 162.1) (9.2 - 20.4) (9.0 - 18.0)
E.C 32.4 9.8 10.7
y-10 (1.9 - 82.1) (4.9 - 14.3) (5.6 — 14.5)
LOEC 97.7 30.5 30.5
NOEC 30.5 9.5 9.5

The endpoint values based on the nominal concentrations of acetamiprid

Table KCP 10.2.1.3-8:

Growth rate endpoint values based on the nominal concentrations of
acetamiprid, definitive test

Endpoint value Time of exposure:
[mg/L] 24 h 48 h 72 h
28.5 26.1
S
ErCso > 1724 (19.2 - 43.2) (20.1 - 34.0)
EC 26.6 5.2 5.4
r-20 (6.3 — 48.4) (2.2 - 8.6) (3.2-7.7)
EC 10.0 2.1 2.3
r-10 (0.8 - 22.9) (0.6 - 4.2) (1.2 - 3.8)
LOEC 16.8 5.3 5.3
NOEC 5.3 1.6 1.6
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Table KCP 10.2.1.3-9:

Yield endpoint values based on the nominal concentrations of acetam-
iprid, definitive test

Endpoint value Time of exposure:
[mg/L] 24 h 48 h 72 h
E.C 80.6 6.1 4.4
yi-30 (43.3 - >172.4) (4.8 - 7.7) (3.6 - 5.1)
EvC 14.0 2.6 2.4
yi-20 (2.3 - 28.0) (1.6 — 3.5) (1.5 - 3.1)
E.C 5.6 1.7 1.8
y-10 (0.3-14.2) (0.8 -2.4) (1.0 - 2.4)
LOEC 16.8 5.3 5.3
NOEC 5.3 1.6 1.6
A2214 KCP 10.2.14 Effects on aquatic macrophytes

Not relevant. No studies submitted. It is possible to extrapolate data from the active substance.

A222 KCP 10.2.2 Additional long-term and chronic toxicity studies on fish,

aquatic invertebrates and sediment dwelling organisms

Not relevant. No studies submitted. It is possible to extrapolate data from the active substance.

A223 KCP 10.2.3 Further testing on aquatic organisms

Not relevant. No studies submitted.

A23 KCP 10.3 Effects on arthropods

A231 KCP 10.3.1 Effects on bees

A2311 KCP 10.3.1.1 Acute toxicity to bees
A23111 KCP 10.3.1.1.1  Acute oral toxicity to bees

Comments of ZRMS: [The study was accepted by zZRMS.
The validity criteria was met:
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Mortality 1 the control group In the control units, the mean value of dead bees was 3.33%. so
the validity criterion was met.

The 24-HAA 1.Dsp value for The 24-HA A T.Dsy for the acute oral test was 0.11 pg a1./bee

reference group therefore, the validity criterion was met, because in the range
0.10-0.35 pg a1./bee.

Table 1a. Mortality at 4 HAA, 24 HAA and 48 HAA — Acute Oral Toxicity test

Testltem | Testltem | Mortality Mortality
T::::::t T : (Calculated | 4HAA | p= | 24HAA
i intake’) (%) (%)
Tl Control - 0.00 3133
00041 oL
Acetamipryd fp.bee fp.bea
2 Py 097 e i 0.00 333
a.i/bes) a.1/bee)
0011l | 0.0075 pL
Acetamipryd fp.bee fp.bea
200 5L (213 ue (1.50 ug
ai/bes) 2 /bee)
0023 4L | 0.012pL
Acefamipryd fp.bee fp.bee
200 5L (4.70 ug (231 g
aifbes) 2. /bee)
0052 0L | 0.034pL
Avcetamipryd fp.bee fp.bea
200 SL (1033 pg | (6.76 ug
2.i./bee) 2.i/bee)
01l pl 0.064 uL
Acetamipryd fpbee fp.bea
200 5L (2273 pg (1281 ug
2.i./bee) 2.1/bee)
025 4L g;j‘:];
fp.bee (30
L e (2726 ug
pg a.ibes) ai'bee)
0.00023 oL | 0.00023 uL
fp bee fp.bea
(0090 pg | (0.091pg
ai/bes) 2. /bee)
0.00045 uL | 0.00043 uL
fp.bee fp.bee
(0.18 pg (017 pg
aibes) 2 bee)
0.00088 L | 0.00083 uL
fp.bee fp.bea
(0.35pg (033 pg
ai/bes) a.1/bee)

HMote: HNominal intske according to the Stdy Plan

HAA =Hours After Application

'm:ﬂmiwpgummmdmmmmmmm“uamm
*, Cochran-Armitage test, a=0.001 *** 0.01 **_ 0.05 *

TiO

ns_, not significantly different compared to the control
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Table 1b. Mortality' endpoints at 4 HAA, 24 HAA and 48 HAA — Acute Oral Toxicity test
Endpoints nL test item/bee ng a.i/bee ng test item /hee
4-HAA LDy =0.14 [95%-CLsnd ] =27.26 [95%-CLsnd] | =160.16 [35%-CLsnd]
4-HAA NOED 0012 231 13.73
4-HAALOQED 0.034 6.76 38.90
24-HAA LDy 0.023 [0.012 - 0.060] 5.04[2.32 -12.04] 28.60 [13.73 - 68.64]
24-HAA NOED 0.0075 1.50 B.58
24-HAA LOED 0.012 131 13.73
48-HAA LD, 0.023 [0.011 - 0.052 459 [2.19 -10.37] 26.31[12.58 — 59.49]
48-HAA NOED 0.0075 1.50 B.58
43-HAA LOED 0012 231 13.73
HAA =Hours Affter Application
f.p.: formulated product
a.l: active ingredient scetamiprid
95%-CLs n.d., Confidence Limits not determined due to mathematical reasons

Reference: KCP 10.3.1.1.1/01

Report Effects of Acetamipryd 200 SL on Honeybees (Apis mellifera L.) in the la-
boratory — Acute Oral Toxicity Test
Mautino G.; 2023; Study Code: 1148.1.SAG23/r

Guideline(s): Yes, OECD 213
Deviations: No

GLP: Yes
Acceptability: Yes

Duplication No

(if vertebrate study)

MATERIALS AND METHODS

1. Test material

Test item (chemical/other name): Acetamipryd 200 SL

Formulation: SL, 200 g/L (nominal content)

Description (physical state): liquid

Batch no.: 1/ACE/2022

Production date: 01.2022

Expiration date: 01.2024

2. Vehicle and/or positive control: vehicle: 50% sucrose solution

positive control: ROGOR L40 ST (nominally dimethoate
400g/L)

3. Test organism
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Species:
Source:

Age:
Acclimation period:

Maintenance:

Collection:

Diet:

Test units:

4. Environmental conditions:
Temperature:

Relative humidity:
Photoperiod:

STUDY DESIGN AND METHOD

honeybee Apis mellifera

Beekeeper Marco Messa, via della colla 1, Pocapaglia
(CN), 12060. Three commercial beehives, queen-right,
healthy (disease free) and adequately fed, with normal
population of young adult worker individuals (approx. 2
weeks old)

adults (female workers)

the test units were placed into a climatic chamber and
kept under darkness at the environmental conditions of
the test (2542 °C and 50-70% RH) for 6 hours, until the
beginning of the test. No food or water was supplied dur-
ing acclimatisation

no chemical substances were applied to the hive for at
least 1 month prior to the start of the study

on the morning of use, from the outer honeycombs (away
from the brood) without the use of smoke and without an-
aesthetics. By means of a proper brush, the bees were col-
lected in plastic containers with holes for oxygenation and
immediately transported to SAGEA’s laboratory

sucrose solution in water with a final concentration of 500
o/L (50% wi/v) was used as food ad libitum. The syrup
was administered using 2 mL syringe (deprived of the tip).
One syringe was placed in each cage via an opening in the
top of the test unit. If necessary, feeding solution was re-
filled during the test course

ventilated stainless steel cages 8.5cm x 6.5 cm x 4.5 cm
(length x height x width) with removable glass panel and
perforated with 50 ventilation holes; @ 2 mm

24.63£0.011 °C (24.62 — 24.64 °C)
64.7+ 0.2% (64.6 — 64.9%) RH
dark room

Aim of this study was to determine the acute oral toxicity of Acetamipryd 200 SL (acetamiprid 200 g/L) to
honeybees. Mortality of the bees was used as the toxic endpoint. Sublethal effects, such as changes in
behaviour, were also assessed. The study comprised 10 treatments (6 concentrations of the test item with a
spacing factor of 2.2, 1 control group, 3 concentrations of the reference item with a spacing factor of 2)
with 3 replicates; each test unit (stainless-steel cage) contained 10 individuals. Each cage was provided
with a feeder containing 2 mL of tested doses dispersed in 50% w/v sucrose solution for maximum 6 hours.
The amount of treated diet consumed per group was monitored. Then, feeders were replaced with ones
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containing sucrose solution only ad libitum. Mortality was recorded after 4, 24 and 48 hours after applica-
tion and compared with that of control group. Since There was no significant increase in mortality between
24 and 48 HAA (< 10%) among the different treatments, the test was stopped at 48 HAA in accordance
with OECD 213.

Test design: number of replicates: 3 replicates, number of bees: 10
bees/replicate

Exposure time: acute test, 48 h

Tested concentrations, definitive test: ~ 0.0049 pL test item/bee (0.97 pg as/bee) — T2
0.011 pL test item/bee (2.13 pg as/bee) — T3
0.023 pL test item/bee (4.70 pg as/bee) — T4
0.052 pL test item/bee (10.33 pg as/bee) — T5
0.11 pL test item/bee (22.73 ug as/bee) — T6
0.25 pL test item/bee (50 pg as/bee) — T7
0.00023 pL reference item/bee (0.090 pg as/bee) — T8
0.00045 pL reference item/bee (0.18 pg as/bee) — T9
0.00088 uL reference item/bee (0.35 ug as/bee) — T10
Stability of the test compound: -

Dates: start of the study 24.05.2023
start of the experimental part: 07.06.2023
end of the experimental part: 09.06.2023
end of the study: 29.09.2023

Statistic: Software used for statistical analysis was ‘“ToxRatPro”
Solutions GmbH, version 3.3.0.
Mortality data were processed using the Cochran-
Armitage test (0<0.05). Correction for control mortality
was carried out using the Schneider-Orelli's formula.
The LD50 values at different timing (4, 24 and 48-HAA)
were calculated for the test item with 95% confidence in-
terval, using a Probit distribution linear regression.
The No Observed Effect Concentration (NOEC) and
Lowest Observed Effect Concentration (LOEC) values
for mortality and reproduction were determined, where
possible.

Validity of the test: The following criteria should be satisfied for a test result
to be considered valid:
- Average mortality for the total number of control groups
< 10% at the end of the test (in the control units, the mean
value of dead bees was 3.33%, so the validity criterion
was met)
- LD50 value of the reference item meets the specified
range (the 24-HAA LD50 for the acute oral test was 0.11
pg a.i./bee therefore, the validity criterion was met, be-
cause in the range 0.10-0.35 ng a.i./bee)

RESULTS

All study validity criteria were met. The results are summarized in the following table.
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Table KCP 10.3.1.1.1-1:

Mortality at 4 HAA, 24 HAA and 48 HAA — Acute Oral Toxicity test

Treatment Test Item Test Item | Mortality Alortality Mortality
] Treatment (Nominal | (Calculated | 4 HAA P° | 24HAA | p* | 48HAA | p°
LD intake) intake®) (%) (%) (%)
T1 Control - - 0.00 - 333 - 3.33 -
0.0049 uL | 0.0041 pL
Acetamipryd fp.fbee fp./bee
T2 200 SL (0.97 ng (081 g 0.00 s 333 n.s 3.33 ns
a.1/bee) ai/bee)
0011 pL | 00075 pL
Acetamipryd fp.'bee fp./bee
T3 200 SL (213 ng (150 ug 0.00 ns 333 n.s 6.67 ns
a.i/bee) ai/bee)
0023puL | 0012pL
Acetamipryd fp./bee fp.bee
T4 200 SL (4.70 ng 231 ug 0.00 ns 43.33 EhE 4333 *EE
a.1./bee) a.1/bee)
0052l | 0034pL
Acetanupryd f.p./bee fp./bee - S I
T5 200 SL (1033 pg (6.76 ug 10.00 50.00 50.00
a1 /bee) ai/bee)
0.11 pL 0.064 pL
Acetammipryd fp.fbee fp./bee - . I
T6 200 SL (22.73 pg (12.81 pe 10.00 90.00 9333
a.1/bee) ai/bee)
0.14 pL
i 0.25 uL
7 Aci‘am‘m S‘F”d £p./bee (50 é;’;?:g 2667 | ***| 9667 |***| 10000 |***
) ng a.i./bee) a_i:.;bee]
0.00023 pL. | 0.00023 pL
TS RGG?,E; L 40 (g'g;g“;g ({f'ggﬁg 333 |ns | 4000 | **=*| 4000 |**=
a.1./bee) a.1./bee)
0.00045 puL. | 0.00043 pL
T9 ROG?? L 40 (Epi;b?g (%pl“?i; 2333 | ®mx | 7333 | =ex | 7333 | sws
a.1./bee) a.1./bee)
0.00088 pL | 0.00083 pL
T10 ROG(;TR L40 (Epj';b‘:‘fg (%pj?i; 3667 | ***| 9000 |***| 9000 |***
a.1./bee) ai/bee)

Note: Nominal intake according to the Study Plan
HAA = Hours After Application
# intake of uL. fp./ug ai calculated on the feeding consumption data obtained over the & hrs exposure
2 Cochran-Armitage test, g=0.001 *** 0.01 **,0.05 *
fp.: formulated product

a.i.: active mpredient acetamiprid
n.s.. not sienificantly different compared to the control

CONCLUSION

Calculated endpoint values based on the nominal test item and active ingredient concentration for mortality
are given in table below.
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Table KCP 10.3.1.1.1-2: Mortality endpoints at 4 HAA, 24 HAA and 48 HAA — Acute Oral
Toxicity test

Endpoints pL test item/bee ng ai.bee ng test item /bee
4-HAA IDsg >0.14 [95%-CLs n.d.] #2726 [95%-CLsn.d.] | »160.16 [95%-CLsn.d.]
4-HAA NOED 0.012 231 13.73
4-HAA LOED 0.034 6.76 38.90
24-HAA 1LDsp 0.025 [0.012 — 0.060] 5.04[2.32 -12.04] 28.60[13.73 — 68.64]
24-HAA NOED 0.0075 1.50 858
24-HAA LOED 0.012 231 13.73
45-HAA LDsp 0.023 [0.011 — 0.052] 4.59[2.19-10.37] 26.31[12.58 — 59.49]
48-HAA NOED 0.0075 1.50 858
48-HAA LOED 0.012 231 13.73

HAA = Hours After Application

fp.: formulated product

al.: active mgredient acetanuprid

05%-CLs n.d., Confidence Limits not determined due to mathematical reasons

Comments of ZRMS: [The study was accepted by zRMS.
The validity criteria was met:
The following validity criteria were met:
- Mortality of the control groups was 0.0% at the end of the test (criterion: £ 10%).
—  Mortality in the toxic reference item group (dimethoate) at the end of the test was
100% (criterion: = 50%).
Agreed toxicity endpoints:

—— Mortality
. Acetamiprid |y, mher of after 48 h LDso
Test item dose | concentration tested
[pg test item/ [ug of biimble-
bumblebee] acetamiprid/ bess [no.] [%] [pg test item/ | [ug acetamiprid/
bumblebee] [no.] s bumblebee] bumblebee]
Control - 30 0 0.0
12.5 2.15 30 0 0.0
25.0 4.31 30 1 3.3 joigs
: 33.0
(n.d. -n.d.) 33.06
50.0 8.62 30 0 0.0
100.0% 17.24 30 5 16.7
200.0% 34.48 30 17 56.7
NOED 50.0 8.62
Reference item: dimethoate
Dose
[4.0 pg/ bumblebee] 30 30 100.9 3
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Report

Guideline(s):
Deviations:

GLP:
Acceptability:

Duplication
(if vertebrate study)

KCP 10.3.1.1.1/02

Acetamipryd 200 SL Bumblebees (Bombus spp.), Acute Oral Toxicity Test;
Fulczyk A; 2022; Study Code: B-105-22

Yes, OECD 247

According to the OECD Guideline No. 247 it is recommended to use plastic
syringes for the test item administration. However, in the experiment they
were replaced by calibrated glass pipettes. This deviation had no impact on
the quality, integrity and final results of the study.

Yes
Yes
No

MATERIALS AND METHODS

1. Test material

Test item (chemical/other name): Acetamipryd 200 SL
Formulation: SL (soluble liquid), acetamiprid: specification 200.0 g/L
Description (physical state): light brown liquid
Batch no.: 1/ACE/2022
Production date: 01.2022
Expiration date: 01.2024
2. Vehicle and/or positive control: vehicle: 50% sucrose solution

3. Test organism
Species:

Source:

Age:

Acclimation period:

Diet:
Test units:

positive control: dimethoat

bumbleebee (Bombus spp.)
commercial supplier: Koppert Polska sp. z 0.0.

adult worker bumblebees

acclimatized to the test conditions for about 24 hours be-
fore starting the experiment

50% sucrose solution
a dark climate room

4, Environmental conditions:

Temperature:

Relative humidity:

Photoperiod:

25-26.5°C

64 — 66%

darkness
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STUDY DESIGN AND METHOD

The study was conducted to determine the acute oral toxicity of Acetamipryd 200 SL to bumblebees (Bom-
bus spp.) with a laboratory method and to calculate the median lethal doses, i.e. the LD50 and NOED. Five
doses of the test item, i.e. 200, 100, 50, 25 and 12.5 pg/bumblebee plus the control and the reference item
were used. The design of the definitive test was selected on the basis of the GLP definitive test — limit test
results. The bumblebees were exposed to the test item distributed in a 50% aqueous sucrose solution. The
insects were selected for the exposure in terms of their sizes. The treated diet was provided in calibrated
pipettes. Each pipette contained 40 pL of the sucrose solution with the test item at the tested dose. The
insects were kept individually in isolators. The sensitivity of the test bumblebees was verified using a ref-
erence item, i.e. dimethoate at the dose of 4.0 pg/bumblebee. The insects were observed for mortality and
other signs of toxicity 4, 24 and 48 hours after the test/ reference item administration. The acute oral toxicity
test finished after the 48- hour observation.

Test design: - a control (50% sucrose solution w/v): number of repli-
cates: 30; number of insects: 1 insect/replicate;
- test item: number of replicates: 30; number of insects: 1
insect/replicate;
- the reference item: number of replicates: 30; number of
insects: 1 insect/replicate

Exposure time: acute test, 48 h

Tested concentrations, definitive test: 200, 100, 50, 25, 12.5 pg test item/bumblebee and a con-
trol (0.0 pg/bumblebee)

Stability of the test compound: The aim of the analytical part of the definitive full range
test was to determine the concentrations of acetamiprid
using a validated high performance liquid chromato-
graphic method with DAD detection. At exposure initia-
tion, in the fresh test item samples, the concentration of
acetamiprid at the test item concentrations 5.0 g/L (i.e.
200 pg/40 pL) and 0.3125 g/L (i.e. 12.5 pg/40 pL) were
101.4 and 108.9%, respectively. The results confirm that
the test item concentration was prepared correctly.

Dates: start of the study 12.04.2022
start of the experimental part: 07.06.2022
end of the experimental part: 10.06.2022
end of the study: 29.07.2022

Statistic: Regression analysis using the log-probit method,
Step-down Cochran-Armitage Test Procedure

Validity of the test: The following validity criteria were met:
— Mortality of the control group was 0.0% at the end of
the test (criterion: < 10%).
— Mortality in the toxic reference item group (dimethoate)
at the end of the test was 100.0% (criterion: > 50%).

RESULTS

After 4 hours of exposure there were no dead bumblebees in the control group. The percentage of mortality
in the groups exposed to the test item at the doses of 12.5, 25.0, 50.0, 100.0 and 200.0 pg /bumblebee were
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0.0, 3.3, 0.0, 13.3 and 46.7%, respectively. There were statistically significant differences in mortality be-
tween groups treated with the test item at the doses of 100.0 and 200.0 pg /bumblebee and the control group
(Step-down Cochran-Armitage Test Procedure, p(trend)<a). After 24 hours, the percentage of mortality in
the control group was 0.0%. The percentage of mortality in the groups exposed to the test item at the doses
of 12.5, 25.0, 50.0, 100.0 and 200.0 pg /bumblebee were 0.0, 3.3, 0.0, 13.3 and 56.7%, respectively. There
were statistically significant differences in mortality between groups treated with the test item at the doses
of 100.0 and 200.0 pg /bumblebee and the control group (Step-down Cochran-Armitage Test Procedure,
p(trend)<a). After 48 hours, the percentage of mortality in the control group was 0.0%. The percentage of
mortality in the groups exposed to the test item at the doses of 12.5, 25.0, 50.0, 100.0 and 200.0 pg /bum-
blebee were 0.0, 3.3, 0.0, 16.7 and 56.7%, respectively. There were statistically significant differences in
mortality between groups treated with the test item at the doses of 100.0 and 200.0 pg /bumblebee and the
control group (Step-down Cochran-Armitage Test Procedure, p(trend)<a). During the experiment no sub-
lethal effects (toxic symptoms) were observed. The median lethal dose LD50/24 h is 196.8 pg/bumblebee
(95% confidence). The median lethal dose LD50/48 his 191.8 pg/bumblebee (95% confidence). The NOED
value after 24 and 48 hours of exposure is 50.0 pg/bumblebee. The percentage of mortality after 4 and 24
h hours of exposure to the reference item at the dose of 4.0 pg/bumblebee was 30.0 and 100.0%, respec-
tively. The mean weight of the bumblebees in the control group at test initiation was: 0.240 g. The mean
weights of the bumblebees in the groups exposed to the test item at doses of 12.5, 25.0, 50.0, 100.0 and
200.0 pg /bumblebee were: 0.262, 0.264, 0.261, 0.254 and 0.250 g, respectively. The mean weight of the
bumblebees in the group treated with the reference item was: 0.252 g.

Table KCP 10.3.1.1.1-3: Bombus spp. mortality after 24 hours of exposure and LD50/24 h

Mortality
Number N b
umber
Dose ?J‘:ﬁ;:id of dead LDso NOED
[ng/bumblebee] bees bumble- [%0] [ng/bumblebee] | [pg/bumblebee]
[no.] bees
[no.]
Control 30 0 0.0
12.5 30 0 0.0
25.0 30 1 3.3
196.8% 50.0
50.0 30 0 0.0
100.0% 30 4 13.3
200.0% 30 17 56.7
Reference item: dimethoate
4.0 30 30 100 -
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Table KCP 10.3.1.1.1-4: Bombus spp. mortality after 48 hours of exposure and LD50/48 h

Number Mortality
Number
Dose ?-: tezil:ed l:if dead LDSI] NDED
umble-
[ng/bumblebee] bees bumble- [oh] [pg/bumblebee] | [pg/bumblebee]
[no.] bees
[no.]
Control 30 0 0.0
12.5 30 0 0.0
25.0 30 1 3.3
191.8% 50.0
50.0 30 0 0.0
100.0% 30 5 16.7
200.0% 30 17 56.7

Table KCP 10.3.1.1.1-5: Sublethal effects — definitive test

Time of exposure [h]

Dose 4 24 48
[pg/bumblebee]

Number of bumblebees showing signs of toxicity *
/ number of living bumblebees

Control 0/30 0/30 0/30
12.5 0/30 0/30 0/30
25.0 0/29 0/29 0/29
50.0 0/30 0/30 0/30
100.0 0/26 0/26 0/25
200.0 0/16 0/13 0/13

* bumblebees showing signs of toxicity were classified according to the following criteria:
a - affected
b - moribund
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CONCLUSION

The median lethal doses are the following: LD50/24 h is 196.8 pg test item/bumblebee, LD50/48 h is 191.8
pg test item/bumblebee. The NOED value after 24 and 48 hours is 50.0 pg test item/bumblebee.

Table KCP 10.3.1.1.1-6:

Bombus spp. acute oral toxicity test -final results

I Mortality LD
. Acetamiprid | ., her of after 48 h 50
Test item dose | concentration tested
[pg test item/ [pg of IJul"ane-
bumblebee] acetamiprid/ bees [no.] [%] [pg test item/ | [ug acetamiprid/
bumblebee] [no.] ) bumblebee] bumblebee
Control - 30 0 0.0
12.5 2.15 30 0 0.0
25.0 4.31 30 1 3.3 191.8%
(n.d. - n.d.) 33.06
50.0 8.62 30 0 0.0
100.0% 17.24 30 5 16.7
200.0% 34.48 30 17 56.7
NOED 50.0 8.62

Reference item: dimethoate

Dose
[4.0 pg/ bumblebee]

30 30 100.0 -

A23112

KCP 10.3.1.1.2

Acute contact toxicity to bees

Comments of zZRMS:

The study was accepted by zZRMS.

The validity criteria was met:
- Mortality of the control groups (with surfactant and without surfactant) was 0.0% at

the end of the test (criterion: £ 10%).
- Mortality in the toxic reference item group (dimethoate) at the end of the test was

100% (criterion: = 50%).
Agreed toxicity endpoints:
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Dose after 48 h LDso/48 I
. o - acetamipri
Control (water) 50 0 0.0
Control + 1% surfactant 50 ] 0.0 > 100.0 > 19.7
100.0 19.7 50 0 0.0
Reference item: dimethoate
Dose [pg/bumblebee] 10.0 30 30 100 -
Reference: KCP 10.3.1.1.2/01
Report Acetamipryd 200 SL Bumblebees (Bombus spp.), Acute Contact Toxicity
Test; Fulczyk A; 2022; Study Code: B-107-22
Guideline(s): Yes, OECD 246
Deviations: According to the OECD Guideline No. 246 the bumblebees may be anesthe-

tized with carbon dioxide or chilled for the application of the test item. Anes-
thesia with carbon dioxide or chilling was replaced with mechanical immobi-
lisation [8]. This deviation had no impact on the quality, integrity and final
results of the study. A deviation from the Study Plan concerning study com-
pletion date occurred. According to the Study Plan the study should be com-
pleted in May 2022. However, it will complete in June 2022.

GLP: Yes
Acceptability: Yes
Duplication No
(if vertebrate study)

MATERIALS AND METHODS

1. Test material
Test item (chemical/other name):

Formulation:

Description (physical state):
Batch no.:

Production date:

Expiration date:

2. Vehicle and/or positive control:

Acetamipryd 200 SL
SL (soluble liquid), acetamiprid: specification 200.0 g/L

light brown liquid
1/ACE/2022

01.2022
01.2024

vehicle water + control with surfactant (distilled water with
1% of Triton(R)X-100)
positive control: dimethoate
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3. Test organism
Species:

Source:
Age:

Acclimation period:

Diet:

Test units:

4. Environmental conditions:

bumbleebee (Bombus spp.)

commercial supplier: Koppert Polska sp. z 0.0.
adult worker bumblebees

acclimatized to the test conditions for about 24 hours be-
fore starting the experiment

50% sucrose solution

a dark climate room

Temperature: 24 — 25.5°C
Relative humidity: 65— 67%
Photoperiod: darkness

STUDY DESIGN AND METHOD

The study was conducted to determine the acute contact toxicity of Acetamipryd 200 SL to bumblebees
(Bombus spp.) with a laboratory method and to demonstrate, that the median lethal dose, i.e. the LD50 at
the end of exposure, is higher than the dose used in the test (limit test). One dose of the test item, i.e. 100.0
ug test item/bumblebee, plus the controls and one dose of the reference item were used. The design of the
definitive test was selected on the basis of the non-GLP preliminary range finding test results. The bumble-
bees were exposed to the test item diluted in distilled water with surfactant Triton(R) X-100 and applied to
the dorsal part of the thorax, using a microapplicator. The volume was 2 puL/bumblebee. The insects were
selected for the exposure in terms of their sizes. After that, the insects were kept individually in isolators.
The sensitivity of the test bumblebees was verified using a reference item, i.e. dimethoate at the dose of
10.0 pg/bumblebee. The insects were observed for mortality and other signs of toxicity 4, 24 and 48 hours
after the test/ reference item administration. The acute contact toxicity test finished after the 48-hour ob-
servation.
Test design: - a control (distilled water): number of replicates: 50;
number of insects: 1 insect/replicate;
- control with surfactant: (distilled water with 1% of Tri-
ton(R) X-100) number of replicates: 50; number of in-
sects: 1 insect/replicate;
- test item: number of replicates: 50; number of insects: 1
insect/replicate;
- the reference item: number of replicates: 30; number of
insects: 1 insect/replicate

Exposure time: acute test, 48 h

Tested concentrations, definitive test:  100.0 pg test item/bumblebee
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Stability of the test compound: the aim of the analytical part of the definitive test was to
determine the concentrations of acetamiprid using a vali-
dated liquid chromatographic method with DAD detector.
At exposure initiation, in the fresh test item sample, the
concentration of acetamiprid was 89.9% of the nominal
concentration. The results confirm that the test item con-
centration was prepared correctly.

Dates: start of the study 29.03.2022
start of the experimental part: 05.04.2022
end of the experimental part: 08.04.2022
end of the study: 15.06.2022

Statistic: statistical analysis was not needed due to the lack of mor-
tality
Validity of the test: The following validity criteria were met:

- Mortality of the control groups was 0.0% at the end of
the test (criterion: < 10%).

- Mortality in the toxic reference item group (dimethoate)
at the end of the test was 100.0% (criterion: > 50%).

RESULTS

Mortality in both control groups (with surfactant and without surfactant) was 0.0% after 48 hours of expo-
sure. The percentage of mortality after 48 h hours of exposure to the test item at the dose of 100.0 pg test
item/bumblebee with 1% surfactant was 0.0%. During the experiment sublethal effects (toxic symptoms)
in the group treated with the test item were not observed. The median lethal doses for the test item (LD50/24
h, LD50/48 h) are higher than the dose used in the test, i.e. > 100.0 ug test item/bumblebee, i.e. > 19.7 pg
acetamiprid/bumblebee. Dose-effect curves showing the influence of the test item on mortality after 24 and
48 hours of exposure are not given due to the lack of mortality. The percentage of mortality after 48 h hours
of exposure to the reference item at the dose of 10.0 pg/bumblebee with 1% surfactant was 100% (Table
9). In the reference item group no sublethal effects (toxic symptoms) were observed. The mean weights of
the bumblebees in each group were: 0.247 g for the water control group, 0.250 g for the control with 1%
surfactant, 0.244 g for the group treated with the test item and 0.246 g for the group treated with the refer-
ence item.
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Table KCP 10.3.1.1.2-1: Bombus spp. mortality after 24 hours of exposure and LD50/24 h

Mortality
Number LDso
Dose ?J‘:ltl:ali]tlit—i Number of —
[pg/bumblebee] dead [%] [ng test acetamiprid
bees bumblebees item/ [pg a.i. /
[no.] [no.] bumblebee] bumblebee]
Control (water) 50 0 0.0
Control + 1%
surfactant 20 0 0.0 > 100.0 > 19.7
100.0 + 1 %
surfactant >0 0 0.0
Reference item: dimethoat
10.0 + 1%
surfactant 30 30 100 - -
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Table KCP 10.3.1.1.2-2: Bombus spp. mortality after 48 hours of exposure and LD50/48 h

Mortality
Number LDso
Dose ?Jl;tl:fl;tlz‘j Number of —
[ng/bumblebee] dead [%] [pg test acetamiprid
bees bumblebees item/ [ng a.i. /
[no.] [no.] bumblebee] bumblebee]
Control (water) 50 0 0.0
Control + 1%
surfactant 30 0 0.0 > 100.0 > 19.7
100.0 + 1 %
surfactant 20 0 0.0
Reference item: dimethoate
10.0 + 1%
surfactant 30 30 100 B B

Table KCP 10.3.1.1.2-3: Sublethal effects — definitive test

Time of exposure [h]

Dose 4 | 24 | 48
[pg/bumblebee]

Number of bumblebees showing signs of toxicity
* / number of living bumblebees

Control (water) 0/50 0/50 0/50
Control + 1 % surfactant 0/50 0/50 0/50
100.0 + 1% surfactant 0/50 0/50 0/50

reference item:

dimethoate + 1% surfactant 0/30 0/0 0/0

CONCLUSION

The median lethal doses (LD50/24 h, LD50/48 h) are higher than the dose used in the test, i.e. > 100.0 pg
test item/bumblebee, i.e. > 19.7 pg acetamiprid/ bumblebee.
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Table KCP 10.3.1.1.2-4: Bombuss spp. acute contact toxicity test - final results
Mortality
Dose after 48 h LDso/48 h
Number
of tested
. - bumble- acetamiprid
test item acetamiprid [pa/ .
[pa/ [pg a.i. / Efgs] [no.] [o%] bumblebee] b[ugb?l:; /
bumblebee] bumblebee] ) umblebee]
Control (water) 50 0 0.0
Control + 1% surfactant 50 1] 0.0 > 100.0 > 19.7
100.0 19.7 50 0 0.0

Reference item: dimethoate

Dose [pg/bumblebee] 10.0 30 30 100

Comments of ZRMS: [The study was accepted by zZRMS.
The validity criteria was met:

The following criteria should be satisfied for a test result
to be considered valid:
- average mortality for the total number of control groups

< 10% at the end of the test.
- LDsy value of the reference item meets the specified

range.

Agreed toxicity endpoints:
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Endpoints pL test item/bee ug test item/hee ug a.i/bhee
4-HAA LD, 0.023 [0.012-0.034] 26.31[13.73 -38.90] 462[2.43-6.87]
4-HAA LDso 0.14 [0.097 - 0.25] 160.16 [110.97-286.00] | 28.17 [19.45—49.84]

4-HAA NOED 0.0085 9.72 1.71
4-HAALOED 0.019 21.74 3.76
24-HAA LDy 0.023 [0.004 - 0.041] 26.31[4.58 —46.90] 451[0.82-8.22]
24-HAA LDso 0.085 [0.049 -0.20] 97.24 [56.06 — 228.80] 17.01 [9.66 —40.95]
24-HAANOED 0.0085 9.72 1.7
24-HAALOED 0.019 21.74 3.76
48-HAA LDy 0.012 [0.007 - 0.017] 13.73[8.01 —19.45] 232[1.33-3.36]
48-HAA LDsp 0.055[0.042-0.075] 62.92 [48.05—85.80] 11.06 [8.38 —15.09]
48-HAA NOED 0.0085 9.72 1.71
48-HAALOED 0.019 21.74 3.76
72-HAA LDqo 0.012 [0.007 - 0.017] 13.73[8.01 —19.45] 232[1.33-336]
72-HAA LDso 0.055 [0.042 - 0.075] 62.92 [48.05 - 85.80] 11.06 [8.38 —15.09]
72-HAA NOED 0.0085 9.72 1.71
72-HAA LOED 0.019 21.74 376
HAA = Hours After Application
fp.: formulated product
a1 active ingredient acetamiprid

KCP 10.3.1.1.2/02

Acetamipryd 200 SL Honeybees (Apis mellifera L.), Acute Contact Tox-
icity Test; Mautino G; 2024; Study Code:3053.11.SAGIT24

Yes, OECD 214, 1998

Reference:
Report

Guideline(s):

Deviations: No
GLP: Yes
Acceptability: Yes
Duplication No
(if vertebrate study)

MATERIALS AND METHODS

1. Test material

Test item (chemical/other name): Acetamipryd 200 SL

Formulation: SL (soluble liquid), acetamiprid: specification 200.0 g/L
Description (physical state): liquid

Batch no.: 1/ACE/2022

Production date: 01.2024

Expiration date: 01.2026

2. Vehicle and/or positive control: Deionized water + Wetting agent

positive control: -
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3. Test organism
Species: Honeybee Apis mellifera

Source: Beekeeper Marco Messa, via della colla 1, Pocapaglia
(CN), 12060. Three commercial beehives, queen-right,
healthy(disease free) and adequately fed, with normal
population of young adult worker individuals (approx.

2 weeks old).
Age: adults (female workers)
Acclimation period: The test units were placed into an incubator and kept un-

der environmental controlled conditions (24.19 °C and
68.0% RH; darkness) until the test' beginning. No food or
water was supplied during acclimatisation. Acclimation
duration: 7,5 hours.

Maintenance: No chemical substances were applied to the hive for at
least 1 month prior to the start of the study

Collection: On the morning of use, from the outer honeycombs (away
from the brood) without the use of smoke and without an-
aesthetics. By means of a proper brush, the bees were col-
lected in plastic containers with holes for oxygenation and
immediately transported to the SAGEA's laboratory.

Allocation to test units Once in the laboratory, the bees were randomly allocated
to the test units (cages) without anaesthetisation. Bees
were gently transferred to the test units by means of a
plastic tweezers.

Diet: Sucrose solution in water with a final concentration of 500
o/L (50% wi/v) was used as food ad libitum. The syrup
was administered using 2 mL syringe (deprived of the tip).
One syringe was placed in each cage via an opening in the
top of the test unit. If necessary, feeding solution was re-
filled during the test course

Test units: Ventilated stainless steel cages 8.5 cm x 6.5 cm x 4.5 cm
(length x height x width) with removable glass panel and

perforated with 50 ventilation holes; @ 2 mm

4, Environmental conditions:

Temperature: 24.34 °C+ 0.06 °C (24.30 — 24.44 °C)
Relative humidity: 68.0 % + 2.0 % (65.8 — 70.7%) RH
Photoperiod: Darkness

Ventilation: Ventilation to avoid possible accumulation of

pesticide vapour
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STUDY DESIGN AND METHOD

Aim of this study was to determine the acute contact toxicity of Acetamipryd 200 SL (acetamiprid nomi-
nally 200 g/L) to honeybees. Mortality of the bees was used as the toxic endpoint. The study comprised 10
treatments (6 concentrations of the test item with a spacing factor of 2.2, 1 control group, 3 concentrations
of the reference item with a spacing factor of 2 with 3 replicates); each test unit (stainless-steel cage) con-
tained 10 individuals. The tested doses were dispersed in deionized water with a Wetting agent and applied
once to the thorax dorsal side of the bees. The bees were then fed ad libitum with 50% sucrose solution
until the end of the test.Mortality was recorded after 4, 24,48 and 72 hours after application and compared
with that of control group. Since There was no significant increase in mortality between 24 and 48 HAA
(< 10%) among the different treatments, the test was stopped at 48 HAA in accordance with OECD 214.

Test design: Number of replicates: 3 replicates, number of bees: 10
bees/replicate

Exposure time: Acute test ,72h

Tested concentrations, definitive test: ~ Control group with Wetting agent (Triton TM X-100
BioXtra) - T1
0.0039 pL test item/bee (0.78 pg a.i.*/bee) — T2**
0.0085 pL test item/bee (1.71 ug a.i.*/bee) — T3**
0.019 pL test item/bee (3.76 pg a.i.*/bee) — T4**
0.041 pL test item/bee (8.26 pg a.i.*/bee) — T5**
0.091 pL test item/bee (18.18 ug a.i./bee) — T6**
0.20 pL test item/bee (40 pg a.i.*/bee) — T7**
0.00019 pL reference item/bee (0.075 pg a.i.*/bee) — T8
0.00038 uL reference item/bee (0.15 ug a.i.*/bee) — T9

0.00075 pL reference item/bee (0.30 ug a.i.*/bee) — T10

**\Wetting agent Trion TM X-100 was added to each treatment group
at0.1%

Stability of the test compound: -

Dates: Study Director Study Plan Approval 05 Apr 2024
Start of the experimental Phase: 13 May 2024
End of the experimental phase: 16 May 2024
Final Report of the study: 26 August 2024
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Statistic: - Software used for statistical analysis was “ToxRatPro”
Solutions GmbH, version 3.3.0.

- Mortality data were processed using the Rao-Scott-
Cochran-Armitage and Cochran-Armitage tests (0<0.05).
Correction for control mortality was carried

out using the Schneider-Orelli's formula.

- The LD50 values at different timing (4, 24, 48 and 72-
HAA) were calculated determined for the test item with
95% confidence interval, using a Probit distribution linear
regression.

- The No Observed Effect Concentration (NOEC) and
Lowest Observed Effect Concentration (LOEC) values
for mortality and reproduction were determined, where
possible.

Validity of the test: The following criteria should be satisfied for a test result
to be considered valid:
- average mortality for the total number of control groups
< 10% at the end of the test.
- LDso value of the reference item meets the specified
range.

RESULTS
All study validity were met. The results are summarized in the following tables
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Table KCP 10.3.1.1.2-5;

Mortality at 4 HAA and 24 HAA- Acute Contact Toxicity test

Treatment Treatment Test item Test item Mortality 4 7 1;;?;‘;}- a
number fp./hee a.ibee HAA (%) ¥ %) 4
TI TRITON X-100 0.1% 0.1%* 333 ] 333 ;
078
T2 | Acctamipryd 200 SL “;}E WL e 0.00 as. | 333 |as
1.71 pg
T3 Acetamipryd 200 SL Ufﬂ;ﬂi;[. ailbee 333 s 6.67 ns
o0 0.019puL | 376pg . .
T4 Acetamipryd 200SL | 10 M | LA 16.67 16.67
826
T5 | Acctamipryd 200 SL [}'_gjlb;‘:' s 20.00 eee | 1333 | =
18.18
T6 | Acctamipryd 200 SL Df'_gilb;‘:' s 40.00 eee | 4667 | wex
4000
T7 | Acetamipryd 200 SL ?Ifolﬁ e 60.00 eon | 0000 | *we
TS ROGORL40sT | 200019uL | 0075 ng 13.33 ns 1333 | ns
fp./ bee a.i/bee
To ROGORL40sT | 00038uL | 0.1ope 60.00 sax | 6000 | **=
fp./ bee ai/bee
T10 ROGORL40sT | 000075kl | 030pe 90.00 sex | 90O | ww
fp./bee a.1./bee

HAA =Hours After Application
2 Rao-Scott-Cochran-Armitage and Cochran-Armitage tests, =0.001 *** 0.01 ** 0.05*
* Wetting agent Triton ™ X-100 was added to each treatment (0).1% of the final volume)
f.p.: formulated product
ai:active ingredient acetamiprid
n.s.. not significantly different compared to the control
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Table KCP 10.3.1.1.2-6: Mortality at 48 HAA and 72 HAA -Acute Contact Toxicity test

c : MMortality Mortality
T;:;“;‘:f‘ Treatment 1}“',;:::‘ T:‘;;‘:‘ 4SHAA | p° | T2HAA | p*
i : (%) (%)
TI TRITON X-100 0.1% 0.1%"* 333 - 333 ]
078
T2 | Acetamipryd 200 SL “f:_fie'f“ i /bos 333 [ns | 333 |as
171
T3 Acetamipryd 200 SL “f:fit'f“ Cia 1333 |as | 1333 |as
T . 0.019 uL 3.76 pg . .
4 Acetamipryd 200SL | 10k o /bee 2333 2333
826
T5 Acetamipryd 200 SL %ﬁ‘b‘i alibe 3667 | *** | 3667 | **e
_ 0.091 uL 18.18 pg
6 Acetamipryd 200SL | ¢ P M i bee 6333 | *x=| 6333 | e
40.00
T7 Acetamipryd 200 SL g]f?b*i Yo 0000 | ***| 9000 | **=
000019 uL | 0.075 pg
TS ROGORL40sT | “2700 " o 16.67 . 16.67 .
T9 ROGOR L 40 ST ["f“f:;" ‘:: fb';f 6333 | v | 6333 | ews
0.00075 pL 030 ug
T10 ROGORL40sT | “2070 " 1o 10000 | *** | 10000 | **=
HAA = Hours After Application

* Cochran-Ammitage test, «=0.001 ***, 0.01 **, 0.05 *
* Wetting agent Triton ™ X100 was added to each treatment (0.1% of the final volume)

fp.: formulated product
a1 active mgredient acetanmprid
n.5., not significantly different compared to the control

CONCLUSION

Calculated endpoint values based on the nominal test item and active ingredient concentration for mortality
are given in table below.
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Table KCP 10.3.1.1.2-7;

Mortality endpoints at 4 HAA, 24 HAA at 48 HAA and 72 HAA

Endpoints nL test item/bee ng test item/hee ng a.i./bee
4-HAA IDyg 0.023 [0.012 — 0.034] 26.31[13.73 - 38.90] 462 [2.43 -6.87]
4-HAA IDs 0.14 [0.097 - 0.25] 160.16 [110.97 —286.00] 28.17[19.45—49.84]

4-HAA NOED 0.0085 9.72 1.71
4-HAATOED 0.019 2174 376
24-HAA LDy 0.023 [0.004 —0.041] 26.31 [4.58 —46.90] 4.51[0.82 -8.22]
24-HAA IDsy 0.085 [0.049 -0.20] 07.24 [56.06 — 228 80] 17.01 [9.66 —40.95]
24-HAA NOED 0.0085 9.72 1.71
24-HAA LOED 0.019 21.74 3.76
48-HAA I.Duo 0.012 [0.007 —-0.017] 13.73[8.01 — 19.45] 232[1.33-336]
48-HAA I Dso 0.055 [0.042 - 0.075] 62.92 [48.05—85.80] 11.06 [8.38 —15.09]
48-HAA NOED 0.0085 9.72 1.71
48-HAA LOED 0.019 21.74 376
T2-HAA LDuo 0.012 [0.007 —-0.017] 13.73[8.01 — 19.45] 232[1.33-336]
T2-HAA IDsy 0.055 [0.042 - 0.075] 62.92 [48.05—85.80] 11.06 [8.38 —15.09]
72-HAA NOED 0.0085 0.72 1.71
T2-HAA LOED 0.019 21.74 376

HAA = Houwrs After Application
f.p.: formulated product
a.i: active ingredient acetamiprid

A2312 KCP 10.3.1.2

Chronic toxicity to bees

Comments of ZRMS:
The validity criteria was met:

The study was accepted by zZRMS.

Mortality 1n the control group

Mortality in the reference group

Agreed toxicity endpoints:

Average mortality across replicates for the control (30% wiv
sucrose solution only) < 15% at the end of the test (actual value
was 6.67%), therefore, the validity criterion was met).
Mortality rate at the end of the test period of 100% (actual value
was 100.00%), therefore, the validity criterion was met).
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Table 1a. Mortality of young adult bees after 10 days (dosages on pL £p./bee — mL f.p./Kg)

Application | Concentration Concentration Survivers'
Treatment rate (mL fp. ke Mortality .
) Treatment ) . (pL . P' | correction
number (f.p. nominal feeding £p./bee/day) (%o) (%)
intake) solution) Pbeeraay ’
Sucrose
T1 Control solution 50% - -— 6.67 - -
wiv
Acetamipryd 200 0,030 uL 022 mL 0.0045 pL <
k= SL £p.fbee fp/Kg fp/beeiday | 1000 |ms| 33
Acetamipryd 200 0.044 ulL 034 mL 0.0068 pL -
- sL £p./bee £p.Ke £p./bee/day 1000 | ns 337
T4 Acetamipryd 200 0.067 uL 0.55 mL 0.011 p.L 131 . 17.86
SL fp./bee fp.Kg f.p.Mee/day
TS Acetamipryd 200 0.10 uL 094 mL 0.019 pL T6.67 *rz 75.00
SL fp.bee fp/Kg fp./bee/day B o
T6 Acetamipryd 200 0.15pL 1.46 mL 0.029 p.L 86.67 - 2571
SL fp.bee fp/Kg fp./bee/day
. Acetamipryd 200 023 pL 3.19mL 0.065 pL. . -
b SL fp./bes fp.Ke fp./bee/day 9333 92.86
{ ; te/Ka foedi 0.04ug
T8 ROGOR L 40 ST mg dimethoate/Kg feeding dimethoate 100.00 |**=| 100.00
solution e
fbee/day
Endpoints mL test item/Kg feeding solution

LCio [95% confidence intervals]

0.36 [0.11 - 0.55]

LCan [95% confidence infervals]

0.48[0.21 - 0.69]

LCsq [95% confidence intervals]

0.82 [0.54 —1.34]

NOQEC 0.34 mL

LOEC 0.55 mL
Endpoints pL test item/bee/day

LDDyg 0.0072 [0.0022 —0.011]

LDDyp 0.0096 [0.0040 -0.014]

LDDsp 0.017 [0.027-0.011]
NOEDD 0.0068
LOEDD 0.011

= Rao-Scott-Cochran-Armitage and Chi? 2x2 Table tests (reference item BOGOR L40 ST), a=0.001 *** 0.01 ** 005 *

" mean survivors comected by Abbot's formula

f.p., formulated product; n.s., not significantly different compared to the control
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Table 1b. Mortality of young adult bees after 10 days (dosages on pg aiJbee — mg a.i.Kg)
Application | Concentration | . q PR
Treatment ) rate (mg aikg Concentration Mortality o Sur'.m E.'rs
pumber Treatment S il feeding (ng (%) p* | correction
B = adi./bee/day) ’ (%0)®
intake) solution)
Sucrose
T1 Control solution 50% - - 6.67
“rlll‘|
" Acetamipryd 200 593 png 4487 mg 090 pg -
T sL ai/bee ailkg a.i/bee/day 1000 fas | 357
Acetamipryd 200 889 ng 67.69 mg 135 pg -
B SL ai/bee ailkg aitbeeiday | 1000 |ms | 357
Acetamipryd 200 1333 pg 10944 mg 219pg -
T4 SL ai/bee ailkg a1 bee/day 23.33 * 17.86
Acetamipryd 200 20.00 pg 187.65 mg 375 pg ce & e
B SL ai./bee ailkg aifbeeiday | 0O |TT| 7300
Acetamipryd 200 30.00 pg 291.08 mg 573 pg - .
s SL 2i/bee ailkg aitbeeiday | 5067 || 871
- Acetamipryd 200 y 63749 mg 12.95 pg
T7 ey 45 pg ai fbee ailke a.i fbee/day 9333 bt 9286
1 dimethoate/kg feeding 0.04 pg
T8 ROGORL40ST [ ™ =B dimethoate | 10000 | =**| 100.00
solution ;
bee/day
Endpoints mg a.i./Kg feeding solution
LCip [95% confidence intervals] 71.81 [22.56 — 108.89]
LCap [95% confidence intervals] 9535 [41.37-138.43]
LCs [95% confidence intervals] 164.01 [107.90—267.85]
NOEC 67.69
LOEC 109.44
Endpoints ng ai/bee/day
LDDyo 1.43 [0.41 -2.19]
LDDxo 1.90 [0.78 —2.79]
LDDsp 327[212-549]
NOEDD 1.35
LOEDD 219
= Rao-Scot-Cochran-Armitaze and Chi? 222 Table tests (reference item ROGOR L40 5T), a=0.001 #** 0.01 ** 005+
b mesn survivers comrected by Abbot's formula
ai, active ingredient
n.5, not significantly different compared to the control
Reference: KCP 10.3.1.2/01
Report Effects of Acetamipryd 200 SL on Honeybees (Apis mellifera L.) in the la-
boratory — Chronic Oral Toxicity Test; Mautino G.; 2024; Study Code:
1032.1.SAG23/r
Guideline(s): Yes, OECD 245
Deviations: To add the Analytical Phase plan, To add the Dosages of the Definitive test
GLP: Yes
Acceptability: Yes
Duplication No
(if vertebrate study)

MATERIALS AND METHODS
1. Test material
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Test item (chemical/other name): Acetamipryd 200 SL
Formulation: SL (soluble liquid), acetamiprid: specification 200.0 g/L
Description (physical state): light brown liquid
Batch no.: 1/ACE/2022
Production date: 01.2022
Expiration date: 01.2024
2. Vehicle and/or positive control: vehicle: 50% sucrose solution
positive control: ROGOR L 40 ST (nominally dimethoate 400
g/L)
3. Test organism
Species: Apis mellifera x Ligustica
Source: Beekeeper Paolo Farinetti, Via Monta Castino 25, 12074

Cortemilia (CN), Italy. Three commercial beehives,
queen-right, healthy (disease free) and adequately fed,
with normal population of young adult worker individuals

Maintenance: no chemical substances had been applied to the hive for at
least 1 month prior to the start of the study

Bees collection: one day before test start, bees were collected from brood
combs without the use of smoke and without anaesthetics,
by means of a proper brush, the bees were collected in
plastic containers with holes for oxygenation and imme-
diately transported to SAGEA’s laboratory

Age: young adults (max 2 days old)

Acclimation period: the test units were placed into an incubator and kept un-
der darkness at the mean 34.33 °C, 65.2% RH for 1 day,
until the beginning of the test. Bees were fed ad libitum
with sucrose solution only

Diet: sucrose solution in water with a final concentration of 500
o/L (50% wi/v) was used as food ad libitum, the syrup was
administered using a 2.5 mL syringe, the syringes were
inserted into the cage via an opening in the top of the test
unit, food was daily replaced by changing the feeders until
the end of test. Food consumption was adjusted for the
test solutions evaporation from the feeders

Test units: ventilated stainless steel cages 8.5 cm x 6.5 cm x 4.5 cm
(length x height x width) with removable glass panel and
perforated with 50 ventilation holes; @ 2 mm, lined with
filter paper

4, Environmental conditions:
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Temperature: 34.27+£ 0.039 °C (34.33 —34.22 °C)
Relative humidity: 67.5.8+ 1.9% (69.3 — 62.3%);
Photoperiod: 0 h light: 24 h dark

STUDY DESIGN AND METHOD

Aim of this study was to determine the potential effects of test item Acetamipryd 200 SL (acetamiprid 200
g/L) to young adult bees to treated food (sucrose solution) over a period of 10 days. Mortality of the bees
was used as the toxic endpoint. Sublethal effects, such as changes in behaviour, was also assessed. For this
purpose, a not-GLP Range Finding test was initially performed followed by the Definitive Test. The De-
finitive Test rates were established taking into consideration the Range finding test results. The study con-
sisted of 8 treatments (6 rates of the test item, 1 control group, 1 reference item) with 3 replicates, each
containing 10 bees per cage. Dosages of the test and reference items were dispersed in a 50% sucrose
solution in water and offered ad libitum. Feeding solutions were replaced daily by changing the feeders.
Mortality was recorded daily for 10 days.

Test design: 8 treatments (6 rates of the test item, 1 control group, 1
reference item) with 3 replicates, each containing 10 bees
per cage

Exposure time: chronic test, 10 days

Tested concentrations, definitive test:  0.030 pL/bee (5.93 pg as/bee) — T2
0.044 pL/bee (8.89 ng as/bee) — T3
0.067 ul/bee (13.33 pg as/bee) — T4
0.10 pL/bee (20.00 ug as/bee) — TS
0.15 pL/bee (30.00 pg as/bee) — T6
0.23 pL/bee (45.00 ug as/bee) — T7
Stability of the test compound: the content of acetamiprid active ingredient was deter-
mined in the feeding solutions of honeybees' newborn
workers of the biological phase of the study

Dates: start of the study: 12.06.2023
start of the experimental part: 19.09.2023
end of the experimental part: 29.07.2023

Statistic: Software used for statistical analysis was ‘“ToxRatPro”

Solutions GmbH, version 3.3.0. Mortality data were pro-
cessed using Rao-Scott-Cochran-Armitage and Chi2 2x2
Table tests (0<0.05). Correction for control mortality was
carried out using the Abbott's formula. At least the 10-d
LD50 and LDD50 values were determined for the test
item with 95% confidence interval, where possible.
The No Observed Effect Dietary Dose (NOEDD), the No
Observed Effect Concentration (NOEC), the Lowest Ob-
served Effect Dietary Dose (LOEDD) and the Lowest Ob-
served Effect Concentration (LOEC) values for mortality
were calculated.
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Validity of the test: The following criteria should be satisfied in the control 10
days following start of exposure for a test result to be con-
sidered valid:

- average mortality across replicates for the control (50%
w/v sucrose solution only) < 15% at the end of the test;

- mortality in the reference group > 50% at the end of the
test period.

RESULTS
All study validity criteria were met. The results are summarized in the following table.

At the end of the exposure period the cumulative mortality in the control group (sucrose solution in water
50% wiv) was 6.67% and Acetamipryd 200 SL values ranged from 10.00% in treatments T2 (44.87 mg
a.i./Kg feeding solution) and T3 (67.69 mg a.i./Kg feeding solution) to 93.33% in treatment T7 (637.49 mg
a.i./Kg feeding solution). Reference item ROGOR L40 ST showed a mortality value of 100.00%.
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Table KCP 10.3.1.2-1:

Average percentage of young adult bee’s mortality at day 10

Application | Concentration Day 10
Ireatment Treatment rate (mg/kg Mortality Corrected
number (nominal feeding - : P | survivor®
intake) solution) (%0) (%)
Sucrose
T1 Control solution 50% - 6.67 - -
wiv
0.030 pL
T2 Acetamipryd 200 SL épg";b;"*g 4:-?31{‘;@ 10.00 ns. 3.57
a.i/bee)
0.044 pL
T3 Acetamipryd 200 SL (gpé;b;"*g 61‘??1{“5 10.00 ns. 3.57
a.i/bee)
0.067 pL
) fp./bee 109 44 mg
: i = 2 ®
T4 Acetamipryd 200 SL (1333 pg 2i/kg 2333 17.86
a.i/bee)
0.10 pL
. fp./lbee 187.65 mg -
TS Acetamipryd 200 SL (20.00 g 2ifks 76.67 75.00
a.i/bee)
0.15 pL
. fp./lbee 291.08 mg -
T6 Acetamipryd 200 SL (30.00 g 2i/ks 86.67 85.71
a.i/bee)
0.23 pL
T7 Acetamipryd 200 SL | fp./bee (45 ﬁj::.img 9333 =% | 9) g6
ug a.i'bee) 1IRE
0.0025 mg fp kg feeding
T8 ROGOR L 40 ST solution 100.00 ik 100.00
1 mgai’ks
g g

*, Rao-Scott-Cochran-Armmitage and Chi2 2x2 Table tests (reference item ROGOR L40 5T). o=0.001 ***, 0.01 ** 005 *
® mean swrviver comrected by Abbott's fornmla

-, not applicable

fp.: formmlated product

a.i: active mpgredient acetamiprid

0 5., not significantly different compared to the control

At each assessment, before and after feeding the syringes were weighed to determine the total amount
ingested for each cage. The mean uptake pug a.i./bee/day and the mean mg a.i./Kg feeding solution over the
test period were calculated taking into account the number of alive bees, as well as the feeders' solution
evaporation. After 10 days, bees exposed to test item Acetamipryd 200 SL showed a sum uptake of mg
a.i./bee/day feeding solution (expressed as sum of the mean values) ranging from 44.87 mg (treatment T2,
lowest test item' dosage) to 637.49 mg a.i./bee/day feeding solution (treatment T7, highest test item'
dosage). When bees were exposed to reference item ROGOR L40 ST (treatment T8) showed a value of
0.93 mg a.i./bee/day.

After 10 days of exposure period, the mean uptake pg of a.i./bee/day (expressed as sum of the mean values)
ranged from 8.97 g (treatment T2, lowest test item' dosage) to 127.50 ug a.i./bee/day (treatment T7, highest
test item' dosage). Reference item ROGOR L40 ST (treatment T8) showed a value of 0.19 pg a.i./bee/day.
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Test item Acetamipryd 200 SL mean values (expressed as mean of the mean values) ranged from 0.90 to
12.95 ug a.i./bee/day on treatments T2 (lowest test item' dosage) and T7 (highest test item' dosage),

respectively. Reference item ROGOR L40 ST showed a mean value of 0.04 pg a.i./bee/day.

CONCLUSION

The endpoints are summarized in the following table.

Table KCP 10.3.1.2-2: Mortality endpoints (dosages on pL f.p./bee — mL f.p./Kg)
Endpoints mL test item/Kg feeding solution
LCyp [95% confidence intervals] 0.36[0.11 - 0.55]
LCy [95% confidence intervals] 0.48 [0.21 — 0.69]
LCs, [95% confidence intervals] 0.82[0.54 —1.34]
NOEC 0.34 mL
LOEC 0.55 mL
Endpoints pL test item/bee/day
LDD1o 0.0072 [0.0022 —0.011]
LDDay 0.0096 [0.0040 — 0.014]
LDDsy 0.017 [0.027 —0.011]
NOEDD 0.0068
LOEDD 0.011
Table KCP 10.3.1.2-2: Mortality endpoints (dosages on pg a.i./bee — mg a.i./Kg)
Endpoints mg a.i./Kg feeding solution
LCyg [95% confidence mntervals] 7181 [22.56 — 108.89]
LCy [95% confidence intervals] 9535 [41.37-13843]
LCsg [95% confidence intervals) 164.01 [107.90 —267.85]
NOEC 67.69
LOEC 109.44
Endpoints pg a.i./bee/day
LDDyo 143 [0.41-2.19]
LDDx 1.90 [0.78 — 2.79]
LDDs 3.27[2.12 - 5.49]
NOEDD 1.35
LOEDD 219
A23.13 KCP 10.3.1.3 Effects on honey bee development and other honey bee
life stages

Not relevant.
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Sub-lethal effects

A23.14

KCP 10.3.1.4

Cumulative larval mortality from day 3 (D3) to day 8 (D8) was
8.33%, therefore the validity criterion was met.

Adult emergence at day 22 (D22) was 87 30%, therefore the
validity criterion was met.
Larval mortality was 100%.

Mortality in the reference group
at day 8 (D8)

Endpoints ng a.i/larva pL test item/larva
EDs [95% confidence intervals] 3.84[6.36-2.52] 0.019 [0.032 - 0.013]
NOED 0.27 0.0014
LOED 0.81 0.0041
Endpoints mg a.i./Kg of diet 1L test item/Kg of diet
ECs; [95% confidence intervals] 2498 [41.33-1642] | 124.93 [206.86 — 82.05]
NOEC 1.76 882
5.29 26.46

Reference: KCP 10.3.1.4/01

Report Effects of Acetamipryd 200 SL on Honeybees (Apis mellifera L.) in the la-
boratory — Larval Toxicity Test Following Repeated Exposure;
Mautino G.; 2024; Study Code: 1033.1.SAG23/r;

Guideline(s): Yes, OECD GD 239

Deviations: To add the Definitive test dosages; To change the Specimens' code of the
highest dosage rate; To add the Analytical Phase plan

GLP: Yes

Acceptability: Yes

Duplication No

(if vertebrate study)

MATERIALS AND METHODS
1. Test material

Test item (chemical/other name):

Formulation:

Description (physical state):
Batch no.:

Production date:

Acetamipryd 200 SL

200 g/L (nominal content)
liquid

1/ACE/2022

01.2022
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Expiration date: 01.2024

2. Vehicle and/or positive control: vehicle: sucrose solution
positive control: dimethoate

3. Test organism
Species: Insecta, Hymenoptera (Apis mellifera L.)

Source: Beekeeper Marco Messa, via della colla 1, Pocapaglia
(CN), 12060. Three commercial beehives, queen-right,
healthy (disease free) and adequately fed, with normal
population of young adult worker individuals (approx. 2
weeks old)

Maintenance: no chemical substances had been applied to the hive for at
least 1 month prior to the start of the study

Bees collection: at day-1, the combs containing first instar larvae were car-
ried from the hive and immediately transported to
SAGEA’s laboratory in an insulated container in order to
avoid temperature variation then, maintained at ambient
temperature; newly hatched larvae were allocated ran-
domly to the plates for each colony

Stage at test start: first instar larvae

Acclimation period: -
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Diet: The larval food was composed of the three following di-
ets, adapted to the needs of the larvae at different stages
of development:

- Diet A (14 Aug 2023) for all theses: 50% weight of fresh
royal jelly (12.100 g) + 50% weight of an aqueous solu-
tion containing 2% weight of yeast extract (0.242 g), 12%
weight of glucose (1.452 g), 12% weight of fructose
(1.452 g) and 8.954 g of deionized water.

- Diet B (16 Aug 2023) for thesis T1 (untreated): 50%
weight of fresh royal jelly (3.300 g) + 50% weight of an
aqueous solution containing 3% weight of yeast extract
(0.099 g), 15% weight of glucose (0.495 g), 15% weight
of fructose (0.495 g) and 2.211 g of deionized water.

- Diet B (16 Aug 2023) for treated theses: 50% weight of
fresh royal jelly (8.800 g) + 50% weight of an aqueous
solution containing 3% weight of yeast extract (0.264 g),
15% weight of glucose (1.320 g), 15% weight of fructose
(1.320 g) and 4.196 g of deionized water.

- Diet C (17 Aug 2023) for thesis T1 (untreated): 50%
weight of fresh royal jelly (6.600 g) + 50% weight of an
aqueous solution containing 4% weight of yeast extract
(0.264 g), 18% weight of glucose (1.188 g), 18% weight
of fructose (1.188 g) and 3.960 g of deionized water.

- Diet C (17 Aug 2023) for treated thesis: 50% weight of
fresh royal jelly (33.000 g) + 50% weight of an aqueous
solution containing 4% weight of yeast extract (1.320 g),
18% weight of glucose (5.940 g), 18% weight of fructose
(5.940 g) and 13.250 g of deionized water.

After preparation, both containers of diet C has been pre-
served in fridge well covered with parafilm at 4 °C for two

days.
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Test units: Larvae were reared in crystal polystyrene grafting cells
having an internal diameter of 9 mm and a depth of 8 mm.
Each cell was placed into a well of a 48 multi-well plate.
The top of the grafting cell was maintained at the level of
the plate by placing a piece of dental roll. The plates have
been sterilized before being used.

The well-plates were placed into a hermetic Plexiglas des-
iccator and kept at a relative humidity of 93.9+ 2.2% RH
adequate for larvae from D1 to D8. The desiccator was
placed into an incubator equipped with a forced air circu-
lation system at 34.64+ 0.09°C to equilibrate temperature
around the desiccator for the duration of the test.

On D8 (pre-pupae stage), the well-plates were transferred
into a hermetic Plexiglas desiccator at a relative humidity
of 83.2+ 0.5% RH adequate for pupae. The container was
then placed into an incubator equipped with a forced air
circulation system at 34.84+ 0.17 °C.

On D15 (pupae stage), each plate was transferred into an
emergence box (290 x 230 x 130 mm) with a cover aer-
ated. Emerging bees were fed with syrup/sucrose solution
dispensed ad libitum, using feeder. The boxes were trans-
ferred into an incubator at 34.16+ 0.18°C and at relative
humidity of 70.6+ 0.1% RH.

4. Environmental conditions:
Temperature: D1 - D8: 34.64+0.089 °C (34.50 — 34.75 °C)
D8 — D15: 34.84+0.17 °C (34.57 —35.18 °C)
D15 -D22:34.16+£ 0.18 °C (34.01 — 34.57 °C)

Relative humidity: D1-D8: 93.9+2.2% RH (91.4 — 96.5%) RH
D8 — D15: 83.2+0.5% RH (82.6 — 83.8%) RH
D15 — D22: 70.6+ 0.1% RH (70.5 — 70.7%) RH

Photoperiod: darkness (except during observation and food replace-
ment)

STUDY DESIGN AND METHOD

Aim of this study was to determine the chronic oral toxicity of the Acetamipryd 200 SL (acetamiprid 200
g/L) on honeybee larvae (Apis mellifera L.) consequently to a repeated exposure under laboratory condi-
tions, providing larvae with food added with the test item. Adults’ emergence at day-22 was used as the
toxic endpoint. A not-GLP Range finding test was initially performed followed by the Definitive Test. The
Definitive Test rates were established taking into consideration the Range finding test results. The study
was performed using 7 dosages of the test item in a geometric series, with a spacing factor of 3.0 and
covering the range for ED/EC50 values. Larvae were collected from three different colonies, each one
representing a replicate. No. 16 larvae per replicate were collected, overall no. 48 per treatment. Test item
was compared with a control group and a reference item as recommended in the guideline for an ED/EC50
approach. Reference item was ROGOR L 40 ST (nominally dimethoate 400 g/L) to achieve a mortality >
50% on day-8 (D8) across all replicates. From day-3 to day-6, test and reference items were dispersed in
the diet, following the guideline OECD 239 scheme (see Section 9.5), at the suitable concentrations. Larval
mortality was recorded at the time of feeding from day-4 to day-8, moreover from day-8 to day-22 pupal
mortality was evaluated and on day-22, the number of emerged adults was counted.
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Test design: 16 larvae X 3 colonies = 48 larvae

Exposure time: 22 days

Tested concentrations, definitive test:  0.00015 pL test item/larva (0.030 pg as/larva) — T2
0.00045 pL test item/larva (0.091pug as/larva) — T3
0.0014 pL test item/larva (0.27pg as/larva) — T4
0.0041 pL test item/larva (0.81ug as/larva) — T5
0.012 pL test item/larva (2.44 pg as/larva) — T6
0.037 uL test item/larva (7.33 pg as/larva) — T7
0.11 pL test item/larva (22 ug as/larva) — T8

Stability of the test compound: The content of acetamiprid active ingredient was deter-
mined in the lowest concentration and in the highest con-
centration of the water stock solutions prepared in the bi-
ological phase of the study. The content of test item' active
ingredient was determined in the lowest concentration and
in the highest concentration of the water stock solutions
prepared in the biological phase of the study.

Dates: start of the study 20.07.2023
start of the experimental part: 14.08.2023
end of the experimental part: 04.09.2023
end of the study: 20.02.2023

Statistic: Software used for statistical analysis was ‘“ToxRatPro”
Solutions GmbH, version 3.3.0. Mortality data were pro-
cessed using Cochran-Armitage and Chi2 2x2 Table tests
(0<0.05). At least the EDS0/EC50 values were deter-
mined for the test item with 95% confidence interval,
where possible. The No Observed Effect Dose (NOED)
and Lowest Observed Effect Dose (LOED) values for
adults’ emergence rate were calculated, where possible.

Validity of the test: The following criteria should be satisfied in the control
and reference item for a test result to be considered valid:
- in the control plate(s), cumulative larval mortality from
day-3 to day-8 < 15% across all replicates;
- in the control plate(s), the adult emergence rate on day-
22 >70% across all replicates;
- Reference item: larval mortality > 50% on day-8 across
all replicates.

RESULTS
All study validity criteria were met. The results are summarized in the following table.

From day-3 to day-8, larvae were exposed to the control and treated groups. The diet volume and compo-
sition were adapted on a daily basis.
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Table KCP 10.3.1.4-1:

Number of bee’s larvae alive from day-2 to day-8

a

i

Application Test item
Treatment rate concentration Bee’s larvae alive
no. (Nominal in the larval
intake) diet D2 | D3| D4 |D5|D6|D7| DS
T1 48 | 48 | 47 | 46 | 44 | 44 | 44
0.00015 pL 098 uL
. fp./larva fp./Kg of diet
¥ T h
T2 Acetamipryd 200 SL (0.030 pg (020 mg 48 | 48 | 46 | 44 | 44 | 44 | 44
a.1/larva) a.1./Kg of diet)
0.00045 pL 294 uL
o fp./larva fp./Kg of diet
T3 Acetamipryd 200 SL (0.091 pg (0.59 mg 48 | 48 [ 47 [ 46 | 44 | 44 | 44
a.1/larva) a.1./Kg of diet)
0.0014 pL 882 uL
o fp./larva fp./Kg of diet .
T4 Acetamipryd 200 SL (027 pg (1.76 mg 483 | 48 |45 [ 43 | 40 | 40 | 40
a.1/larva) a.1./Kg of diet)
0.0041 pL 26.46 uL
. fp./larva fp./Kg of diet
T5 Acetamipryd 200 SL (081 pg (529 mg 48 | 48 | 44 | 42 | 37 | 36 | 36
a.1./larva) a.1./Kg of diet)
0.012 puL 79.37 uL
_— fp./larva fp./Kg of diet
T6 Acetamipryd 200 SL (2.44 g (15.87 mg 48 | 48 [ 44 [ 42 | 40 | 37 | 36
a.i/larva) a.1./Kg of diet)
0.037 pL 238.097 uL
- fp./larva fp./Kg of diet ne | o
T7 Acetamipryd 200 SL (7.33 pg (47.62 mg 48 | 48 | 41 [ 32|29 26| 21
a.1./larva) a.1./Kg of diet)
0.11 pL 714.29 uLL
S fp./larva fp./Kg of diet A | 2 "
T8 Acetamipryd 200 SL (22 e (142.86 mg 48 | 48 [ 42 [ 33|27 |25 19
a.1/larva) a.1./Kg of diet)
0.018 pL 120 uL
fp./larva fp./Kg of diet
T9 ROGOR L 40 ST (739ug | (3mgai/ke| 28|48 |35]|22]| 5 0|0
a.1/larva) of diet)
D =day

fp.: formulated product

al.: active ingredient
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Table KCP 10.3.1.4-2: Cumulative mortality of bee’s larvae from day-3 to day-8
Application Test item
Tr rate concentration Cumulative Q’i]mﬁl'tﬂlj.t}' a
reatment {(Nominal in the larval ?
intake) diet D4 D5 Do D7 D8
T1 Control — — 208 | 417 | 833 | 833 | 833 -
0.00015 pL 0.98 uL
. fplarva fp./Kg of diet . .
¥ r >
T2 | Acetanupryd 200 SL (0.030 pg (0.20 mg 417 | 833 | 833 | 833 | 833 [ ns.
a.i./larva) a.1./Kg of diet)
0.00045 pL 2.94 uL
o fplarva fp/Kgofdet | | .
T3 | Acetanupryd 200 SL (0.091 pg (0.59 mg 208 | 417 | 833 | 833 | 833 [ ns.
a.i./larva) a.1./Kg of diet)
0.0014 pL 8.82 uL
o fplarva fp./Kg of diet
T4 | Acetanupryd 200 SL (027 pg (1.76 mg 625 | 1042 | 1667 | 16.67 | 1667 | ns.
a.i/larva) a.1./Kg of diet)
0.0041 pL 26.46 pL
o fplarva fp./Kg of diet . " 09 i
T5 | Acetanupryd 200 SL (0.81 pg (5.29 mg 8§33 | 1250|2292 | 2500 | 2500
a.i/larva) a.1./Kg of diet)
0.012 uL. 79.37 uL.
o fplarva fp./Kg of diet . o
T6 | Acetanupryd 200 SL (2.4 pg (15.87 mg 8§33 | 1250 | 1667 | 2292 | 2500

a.i/larva) a.1./Kg of diet)
0.037 uL 238.097 pL
fplarva fp./Kg of diet

T7 | Acetanupryd 200 SL 1458 | 3333 | 39.58 | 4583 | 56.25 | *#**

(733 pg (47.62 mg
a.i/larva) a.1./Kg of diet)
0.11 uL 71429 uL
o fplarva fp./Kg of diet _ .
T8 | Acetamipryd 200 SL (22 ug (142 86 mp 1250 | 31.25 | 4375 | 47.92 | 60.42

a.i./larva) a.1./Kg of diet)
0.018 uL 120 pL £p./Kg

T9 | ROGORL 40 ST fp/larva of diet. 2708 | 5417 | 8958 | 100 | 100 | #***
(7.39 pg (48mgai/Kg
a.i/larva) of diet)
D =day
. Cochran-Armitage and Chi? 252 Table tests (reference item ROGOR L 40 ST), a=0.001 ***, 0.01 **,0.05 *
-, not applicable

fp.: formulated product
al. active ingredient
n.s., not sigmificantly different compared to the control

At day-8 (D8), the cumulative mortality ranged from 8.33% to 60.42% on treatments T2, T3 and T8, re-
spectively. Reference item ROGOR L 40 ST and the control group showed a cumulative mortality of 100%
and 8.33%, respectively.

Larval mortality was evaluated from day-3 to day-8 after an exposure period of 3 days (from day-3 to day-
6). Pupal mortality was calculated in percentage from D8 to D22.
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Table KCP 10.3.1.4-3:

et et e

Adults' emergence at day-22

— . , o =
AI)P::-;:TIUH co I:;Ltl:'?tri.on pll:ae Corrected |)ﬁpnal Corrected
Treatment (Nominal in the larval | mortality mac:']t;‘llgn- mortality s m“‘]';“;;ff at
intake) diet at D15 ) at D22 B
T1 Control --- -—- 4.44 - 0.00 - -
0.00015 pL 098 uL
Acetamipryd | fp/larva | fp./Kg of diet
g
217 2008 (0.030 pg (0.20 mg 444 0-00 476 | ns 4.76
ai/larva) | ai/Kg of diet)
0.00045 pL 294 1L
Acetamipryd | fp/arva | £p./Kg of diet .
FEN R ©0.091 g (0.59 mg 9.21 4.98 000 |ns. 0.00
ai/larva) | ai/Kg of diet)
0.0014 pL 8.82 UL
Acetamuipryd | fp/larva | £p./Kg of diet
T4 | 2 0 o 027 g (176 mg 7.54 3.24 256 | ns 2.56
ai/larva) | a1/Kg of diet)
0.0041 pL 26.46 L
Acetamipryd | fp./larva | fp./Kg of diet
TS | ™00 SL (0.81 g (5.29 mg 5.59 1.20 16.67 | ns. 16.67
a.iflarva) | ai/Kg of diet)
0.012 pL 7937 uL
Acetamipryd | fpJ/larva | £p./Kg of diet R R
T6 | “ o0 st (.44 g (15 87 mg 11.11 6.28 2152 | ns 2152
aiflarva) | ai1/Kg of diet)
0037pL | 238.097uL
Acetamipryd | fp/arva | £p./Kg of diet .
Ll (7.33 ng (4762 mg 8.33 4.07 000 |ns 0.00
aiflarva) | ai1/Kg of diet)
0.11 uL 71429 L
Acetamipryd | fp/arva | £p./Kg of diet -
8 | 00 st (22 g (142.86 mg 13.89 9.88 4444 4444
ai/larva) | a1/Kg of diet)
D = day

!, Cochran-Armitage test, o=0.001 ***,0.01 ** 0.05 *
t mean mortality corrected by Schneider-Orelli's formula
-, not applicable

*f p.: formmlated product

**a1.: active ingredient
n s, not significantly different compared to the control

At day-15 (D15), mortality ranged from 4.44% (corrected value: 0.00%) in treatment T2 to 13.89% (cor-
rected value: 9.88%) in treatment T8. Mortality in the control group was equal to 4.44%. At day-22 (D22),
pupal mortality ranged from 0.00% in treatment T3 to 44.44 in treatment T8 and in the control group cor-

responded to 0.00%.

Adults' emergence and percent reduction in the adults' emergence were evaluated at day-22.
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Table KCP 10.3.1.4-4:

Adults' emergence at day-22

Application Adults'
Treatment Treatment rate Test item concentration eI;]eru e;ce a2 Er
number (Nominal in the larval diet ] o ]} P (%)P
. rate (%o)
intake)
T1 Control - —- 87.50 - -
0.00015 pL
Acetamipryd fp./larva 0.98 uL fp./Kg of diet
T2 200 SL 0030pg | (020mgai/Kgofdiety | oo | Bs-| +76
a.i./larva)
0.00045 pL
Acetamipryd fp./larva 2.94 uL fp./Kg of diet
B 200 SL (0091 pg | (059mgai /Kgofdiety | S>> [0S | 476
a.1/larva)
0.0014 L
Acetamipryd fp.larva 8.82 pL fp /Kg of diet
i 200 SL 027pg | (176 mgai/Kgofdiety | 00 |8 | 1429
a.i./larva)
0.0041 pL
Acetamipryd fp./larva 26.46 uL fp/Kg of diet -
s 200 SL (0.81 pg (5.29 mg a.1./Kg of diet) 5833 3333
ai/larva)
0.012 pL.
Acetamipryd fp./larva 7937 uL fp /Kg of diet \ .
6 200 SL (244 pg (1587 mg a.1/Kg of diet) 52.08 4048
a.1./larva)
0.037 uL. " ,
. , 238.097 uL fp/Kg of
Acetamipryd fp.larva : g -
T7 200 SL (7.33 g diet (47.62 mg a1/Kgof 3958 54.76
- diet)
a.1./larva)
S 0.11 uL. 714.29 uL fp /Kg of diet
T8 Acgmﬂomslir}d fp/larva (22 | (142.86 mgai/Kg of 1875 | #** | 78.57
ug a.1/larva) diet)
0.018 pL
ROGOR L 40 fp.larva 120pL £p./Kg diet .
o ST (739 pg (48 mg a.1./Kg of diet) 0.00 100.00
a.i./larva)

1 Cochran-Armitage and Chi? 2x2 Table tests (reference item ROGOR L 40 ST), a=0.001 *** 0.01 **,0.05 *
* Er=emergence % reduction in comparison to the control

-, not applicable

fp.: formulated product
a1 active mgredient

n.s., not significantly different compared to the control

Emergence rate ranged from 18.75% on treatment T8 to 83.33% with treatments T2 and T3. Control group
showed a value of 87.50%. Percent reduction in emergence (Er%) ranged from 4.76% to 78.57% for treat-

ments T2, T3 and T8, respectively.

CONCLUSION

The effects of ACETAMIPRYD 200 SL on mortality of honey bee larvae are summarized below:
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Table KCP 10.3.1.4-5: Endpoints for the adults’ emergence at day-22

Endpoints pg a.i/larva pL test item/larva

EDs [95% confidence intervals] 3.84[6.36-2.52] 0.019 [0.032 — 0.013]

NOED 0.27 0.0014
LOED 0.81 0.0041
Endpoints mg a.i./Kg of diet PL test item/Kg of diet

ECs [95% confidence mntervals] 24 98 [41.33 —16.42] 124 93 [206.86 — §2.05]

NOEC 176 8.82
LOEC 529 26 46
A23.15 KCP 10.3.15 Cage and tunnel tests

Not relevant. No studies submitted.

A23.1.6 KCP 10.3.1.6 Field tests with honeybees

Not relevant. No studies submitted.

A23.2 KCP 10.3.2 Effects on non-target arthropods

A2321 KCP 10.3.2.1 Standard laboratory testing for non-target arthropods

No new studies provided.

A2322 KCP 10.3.2.2 Extended laboratory testing, aged residue studies with
non-target arthropods
Comments of ZRMS: [The study was accepted by zZRMS.

The validity criteria was met:

Mortality 1n the Bioassay 1 at 0 DAA
control groups after

48 hours

Reproduction in the Bioassay 1 at 0 DAA

control groups

Mortality 1n the
reference item after

48 hours
Agreed toxicity endpoints:

Bioassay 1 at 0 DAA

Actual value was 6.67%, therefore, the valhidity
criterion was met.

The mean number of parasitized aphids per
female was 32 .07 and none female produced zero
mummies, so this validity criteria were met.

Actual wvalue was 93.33% (corrected walue
92 86%), so the validity criterion was met.
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Endpoints mL test item/ha z ai/ha’
0-DAA Bioassay: fresh residues
LR:se (Mortality) <300 [95%-ClLs: nd.] <60 [95%-CLs: nd.]
NOER (Mortality) <300 =50
LOER (Mortality) =300 <60
ERs; (Reproduction) Not determined* Not determined*
NOER. (Reproduction) Not determined® Not deternuned”
LOER. (Reproducticn) Not determined*® Not determined™
7-DAA Bioassay: 7-day aged residues
L Rip (Mortality) <300 [95%-CLs: n.d.] <60 [95%-CLs: nd ]
NOER (Mortality) <300 =50
LOER (Mortality) =300 <60
ERs0 (Reproduction) Not determined* Not determined*
NOER. (Reproduction) Not determined® Not deternuned®
LOER (Reproducticn) Not determined* Not determined*
14-DAA Bioassav: 14-dav aged residues
LR (Mortality) =500 [95%-CLs: 384 89 —UL. nd] =100 [95%-Cls: 7698 —UL. nd]
NOER (Mortality) 300 60
LOEER. (Mortality) 400 80
ER:; (Reproduction) =400 [95%-CLs: n.d.] =80 [95%-CLlsnd.]
NOEE. (Reproduction) <300 =50
LOER (Reproducticn) =300 <60
21-DAA Bioassav: 21-day aged residues
LR (Mortality) =500 [95%-CLs: nd ] >100[95%-CLs:nd ]
NOER (Mortality) =300 =100
LOEER. (Mortality) =500 =100
ER.; (Reproduction) =300 [95%-ClLs: nd.] <60 [95%-CLs: nd.]
ERzp (Reproduction) <300 [95%-CLs: n.d.] <60 [95%-CLs: nd.]
ERs; (Reproduction) =500 [95%6-CLs: nd ] =100 [95%-CLs: nd ]
NOER. (Reproduction) <300 =50
LOER. (Reproducticn) =300 =60
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Endpoints mL test iterm/ha z ai/ha’
218-DAA Bioassav: 28-day aged residues
LR35 (Mortality) =500 [95%6-CLs: n.d ] =100 [95%-CLs: n.d. ]
NOEE (Mortality) =300 =100
LOER. (Mortality) =500 =100
ER,; (Reproduction) <300 [95%-CLs: n.d ] <60 [95%-CLs: n.d.]
ERy (Reproduction) | 453.12 [95%-CLs: 326.14 - UL nd.] 90.62 [95%-CLs: 6523 -ULnd]
ER (Reproduction) 500 [95%0-CLs: n.d ] =100 [95%-CLs: n.d ]
NOER. (Repreduction) =500 =100
LOER. (Reproduction) =300 =100
35-DAA Bioassay: 35-day aged residues
LB (Mortality) =500 [95%0-CLs: n.d ] =100 [95%-CLs: n.d ]
NOER. (Mortality) =500 =100
LOEER. (Mortality) =500 =100
ERyo (Reproduction) =400 [95%-CLs: n.d ] =80 [95%-CLs: nd ]
ER (Reproduction) =500 [95%0-CLs: n.d ] =100 [95%-CLs: n.d ]
ER.; (Reproduction) =500 [95%4-CLs: n.d ] =100 [95%-CLs: n.d ]
NOER (Repreduction) =500 =100
LOER. (Reproduction) =300 =100

Note: the LR, and EC. values were estimated, therefore no confidence limits were provided (95%-CL nd. = not determined)

*The NOEC, LOEC and ER.w could not be determimed, becanse there were not r=

spomses
#The active ingredient content was caloulate based on the nominal test item content of 300 gL

05%-CLs, Confidence Limits

n.d.: not determined due to mathematical reasons

95%- UL Upper Limit

Reference:
Report

Guideline(s):
Deviations:
GLP:
Acceptability:

Duplication
(if vertebrate study)

KCP 10.3.2.2/01

Effects of Acetamipryd 200 SL on Aphidius rhopalosiphi — Extended labor-
atory aged residue test;
Mautino G.; 2023; Study Code: 1036.1.SAG23/r

Yes, SETAC; ESCORT; IOBC/BART/EPPO

No
Yes
Yes
No

MATERIALS AND METHODS

1. Test material

Test item (chemical/other name):

Formulation:

Description (physical state):

Batch no.:
Production date:

Acetamipryd 200 SL

200 g/L (nominal content)

liquid
1/ACE/2022
01.2022
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Expiration date: 01.2024
2. Vehicle and/or positive control: vehicle: deionised water
positive control: ROGOR L 40 ST (hominally 400 g dimetho-
ate/L)
3. Test organism
Species: Parasitoids, Aphidius rhopalosiphi
Source: Katz Biotech AG, Baruth, Germany
Age: adults less than 48-hour old
Acclimation period: 1 days under test conditions in climatic chamber
Diet: During the acclimation period a 1:3 v/v solution of honey

and water was provided ad libitum to the insects. Before
the application (0 DAA) and before the test unit settle-
ment (7, 14, 21, 28 and 35 DAA), barley plants were
lightly sprayed with a 10% w/w solution of sugar in water
to provide both food and a foraging stimulus for the
wasps; for the reproduction assessment a 1:3 v/v solution
of honey and water was put on a cotton wool and provided
for 24 hours.

Test units: Mortality assessment: The test unit consisted of one pot
(15.0 cm @) with barley seedlings (Hordeum vulgare; 10
seeds per pot), confined within a clear polyacrylic and
transparent cylinder (22 cm high and 10 cm ©). The cyl-
inder had a ventilated cap with a waspproof netting (0.1 x
0.5 mm mesh size) and a ventilated hole (2 cm @) used
for wasp introduction. After the introduction of the in-
sects, this hole was plugged up with cotton wool.
Reproduction assessment: Untreated pots (15.0 cm )
with barley seedlings (Hordeum vulgare; 30 seeds per
pot) infested with >100 host aphids of all development
stages (Rhopalosiphum padi; number of aphids was esti-
mated) were enclosed within a clear polyacrylic cylinder
(22 cm high and 10 cm @). The cylinder had a ventilated
cap with a wasp-proof netting (0.1 x 0.5 mm mesh size)
and a ventilated hole (2 cm @) used for wasp introduction.
After the introduction of the insects, this hole was plugged
up with a cotton wool. After the adult wasps were re-
moved, the polyacrylic cylinders were left on the pots.
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Plants: Taxonomic group: Poaceae
Common name: barley
Species: Hordeum vulgare L.
Variety: Cometa
Stage at delivery: seed
Source: Agricola Albese (Alba, CN)
Cultivation substrate: artificial soil
Grown site: open field under a rain cover (N44° 44’
48.88”; E08° 04’ 09.00).
Length: 39 m; width: 6 m; height: 2.10 m)
Stage for test start: BBCH 12
Maintenance: automatic drip irrigation 3 times a day (3
minutes each) with a water volume of 3L/ha
Agrochemicals and/or fertilizers: none

4. Environmental conditions:

Temperature: 19.27 +£0.393 °C (18.70 — 20.28 °C)

Relative humidity: 73.2% + 2.3% (67.9 — 79.2% RH)

Light Intensity: 850 to 950 (mortality), 19500 to 20000 (reproduction)
Light regime: 16 h light:8 h dark

STUDY DESIGN AND METHOD

Aim of the study was to determine the product persistence, intended as the decline rate of residues (fresh
and aged) on barley plants treated once with the test item Acetamipryd 200 SL (acetamipryd 200 g/L),
under rain-protected field conditions. Insects were exposed to fresh and aged residue of the test item at
different timings (bioassay) after application (DAA).

The study consisted of 5 treatments (3 concentrations of the test item, 1 control group, 1 reference item),
with 6 replicates, each containing 5 insects. Insects were exposed to fresh or aged residues on barley plants
at six different times: 0, 7, 14, 21, 28 and 35 days after application (DAA). For each time (bioassay), repel-
lency evaluation (location of the parasitoids, i.e. on plants, cylinder and sand) was performed after 30, 60,
90, 120 and 150 minutes during the initial 3 hours after their release in the treated test units. Then parasi-
toids' survival assessed after 2, 24 and 48 hours of exposure. After 48 hours of exposure, no. 15 surviving
females from the control and test item groups were removed and evaluated for their reproductive capacity
by confining them individually over untreated barley plants infested with the host cereal aphids
Rhopalosiphum padi. The adult females were then removed after 24 hours and the aphid-infested plants left
for a further 12 days before the assessment of the number of developed aphids' mummies. For each bioas-
say, at the end of the mortality assessments (48 hours of exposure), the surviving females were evaluated
for reproduction after 12 days by comparing the test item treatment groups parasitisation with that of the
control group.

Test design: 6 replicates per treatment for the mortality assessment; 15
replicates (females) per treatment for the reproduction
assessment
5 females per replicate for the mortality assessment and
1 female per replicate for the reproduction assessment

Exposure time: mortality phase: 48 hours + fecundity phase: 12 days
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Tested concentrations, definitive test: 300 mL test item/ha (60 g acetamiprid/ha) — T2
400 mL test item/ha (80 g acetamiprid/ha) — T3
500 mL test item/ha (100 g acetamiprid/ha) — T4
400 L water/ha

Stability of test compound:

Dates: start of the study: 20.04.2023
start of the experimental part: 01.05.2023
end of the experimental part: 20.06.2023
end of the study: 21.12.2023

Statistic: Software used for statistical analysis were “ToxRatPro”
Solutions GmbH, version 3.3.0. Mortality data were pro-
cessed using the Cochran-Armitage Test and Chi? 2x2 Ta-
ble test with Bonferroni Correction or without (reference
item), a<0.05. Correction for control mortality was pro-
cessed using the Schneider-Orelli formula. Reproduction
data were analysed by Jonckheere-Terpstra Test, a<0.05,
Williams and Dunnett's t-tests, a = 0.05. For all bioassays,
at least the LR50 (mortality) and ER50 (reproduction)
values were determined, where possible. The No Ob-
served Effect Rate (NOER) and Lowest Observed Effect
Rate (LOER) values for mortality and reproduction were
determined, where possible.

Validity of the test: The following criteria should be satisfied in the control
for a test result to be considered valid:
- mortality in the control treatment < 10% after 48 hours;
- mean number of parasitized aphids per female in the
control treatment > 5;
- no more than two surviving wasps producing zero values
in the control treatment;
- corrected mortality > 50% in the reference item treat-
ment.

RESULTS
Bioassay 1 — repellence (0 DAA)

The mean percentage of wasps settled on the treated plants ranged from 43.61% in treatment T4 (500 mL
f.p./ha) to 48.44% on T2 (300 mL f.p./ha). Control group and reference item ROGOR L40 ST showed a
percentage of 44.67% and 45.89%, respectively. Concerning the mean percentage of wasps settled on cyl-
inder, values ranged from 38.17% in treatment T3 (400 mL f.p./ha) to 42.33% in T4 (500 mL f.p./ha).
Control group and reference item showed a percentage of 41.33% and 39.33%, respectively. Wasps settled
on sand ranged from 11.17% in treatment T2 (300 mL f.p./ha) to 15.50% in treatment T3 (400 mL f.p./ha).
Control group and reference item showed a percentage of 14.00% and 14.78%, respectively.
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Table KCP 10.3.2.2-1:

Summary of results from the repellence assessment (bioassay 1 — 0

DAA)
Treatment rate
Treatment Mean % of wasps | Mean % of wasps Mean % of
number mL test - on treated plants on cylinder wasps on sand
. ) g a.i./ha
item/ha
T1 0 (Control) 0 44.67 41.33 14.00
T2 300 60 48 44 4039 11.17
T3 400 80 46.33 38.17 15.50
T4 500 100 43.61 42.33 14.06
ROGOR L40 8
5 : 5 393
s ST at 20 dimethoate’ha 15.89 39.33 14.78

a.1. = acetamuprid nominal content 200 gL

Bioassay 2 — repellence (7 DAA)

The mean percentage of wasps settled on the treated plants ranged from 45.00% in treatment T2 (300 mL
f.p./ha) to 51.67% on T3 (400 mL f.p./ha). Control group and reference item ROGOR L40 ST showed a
percentage of 45.33% and 48.00%, respectively. Concerning the mean percentage of wasps settled on cyl-
inder, values ranged from 36.67% in treatment T3 (400 mL f.p./ha) to 42.67% in T2 (300 mL f.p./ha).
Control group and reference item showed a percentage of 40.00% and 39.11%, respectively. Wasps settled
on sand ranged from 11.17% in treatment T3 (400 mL f.p./ha) to 14.33% in treatment T4 (500 mL f.p./ha).
Control group and reference item showed a percentage of 14.67% and 12.89%, respectively.

Table KCP 10.3.2.2-2:

Summary of results from the repellence assessment (bioassay 2 — 7

DAA)
Treatment rate
Treatment Mean % of wasps | Mean % of wasps Mean % of
number mL test . on treated plants on cvlinder wasps on sand

. ) g a.i./ha

item/ha
T1 0 (Control) 0 4533 40.00 14.67
T2 300 60 45.00 42.67 12.33
T3 400 80 51.67 36.67 11.67
T4 500 100 46.33 3933 1433

- ROGOR L40 8
: 3 2.

T} ST at 20 dimethoate’ha 48.00 39.11 12.89

a.1. = acetamipnd nominal content 200 gL



Page 188 /318
Template for chemical PPP
Version March 2024
Acetamipryd 200 SL
Part B — Section 9 - Core Assessment
Applicant version

Bioassay 3 — repellence (14 DAA)

The mean percentage of wasps settled on the treated plants ranged from 49.33% in treatment T2 (300 mL
f.p./ha) to 55.67% on T4 (500 mL f.p./ha). Control group and reference item ROGOR L40 ST showed a
percentage of 56.00% and 53.22%, respectively. Concerning the mean percentage of wasps settled on cyl-
inder, values ranged from 32.83% in treatment T4 (500 mL f.p./ha) to 36.00% in T2 (300 mL f.p./ha).
Control group and reference item showed a percentage of 31.33% and 34.11%, respectively. Wasps settled
on sand ranged from 11.50% in treatment T4 (500 mL f.p./ha) to 14.67% in treatment T2 (300 mL f.p./ha).
Control group and reference item showed a percentage of 12.67% and 12.67%, respectively.

Table KCP 10.3.2.2-3: Summary of results from the repellence assessment (bioassay 3 — 14
DAA)
Treatment rate
Treatment Mean % of wasps [ Mean % of wasps Mean % of
number mL test - on treated plants on cvlinder wasps on sand
. ; g a.i./ha
item/ha
T1 0 (Control) 0 56.00 3133 12.67
T2 300 60 4933 36.00 14.67
T3 400 80 52.67 3533 12.00
T4 500 100 55.67 3283 11.50
ROGOR L40 8 -
5 . 322 3 2.
T} ST at 20 dimethoate/ha 2= 34.11 12.67

a.1. = acetamipnd nominzal content 200 gL

Bioassay 4 — repellence (21 DAA)

The mean percentage of wasps settled on the treated plants ranged from 55.33% in treatment T2 (300 mL
f.p./ha) to 58.00% on T3 (400 mL f.p./ha). Control group and reference item ROGOR L40 ST showed a
percentage of 57.33% and 56.72%, respectively. Concerning the mean percentage of wasps settled on cyl-
inder, values ranged from 30.00% in treatment T2 (300 mL f.p./ha) to 32.67% in T4 (500 mL f.p./ha).
Control group and reference item showed a percentage of 32.00% and 32.00%, respectively. Wasps settled
on sand ranged from 10.67% in treatment T4 (500 mL f.p./ha) to 14.67% in treatment T2 (300 mL f.p./ha).
Control group and reference item showed a percentage of 10.67% and 11.28%, respectively.
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Table KCP 10.3.2.2-4:

Summary of results from the repellence assessment (bioassay 4 — 21

DAA)
Treatment rate
Treatment Mean % of wasps [ Mean % of wasps Mean %0 of
number mL test - on treated plants on cvlinder wasps on sand

. ; g a.i./ha

item/ha
T1 0 (Control) 0 5733 32.00 10.67
T2 300 60 5533 30.00 14.67
T3 400 80 58.00 30.67 11.33
T4 500 100 56.67 32.67 10.67

- ROGOR L40 8 e
. , 32 2

- ST at 20 dimethoate/ha 36.72 2.00 11.28

a.1. = acetamipnid nominal content 200 gL

Bioassay 5 — repellence (28 DAA)

The mean percentage of wasps settled on the treated plants ranged from 54.67% in treatment T2 (300 mL
f.p./ha) to 57.33% on T4 (500 mL f.p./ha). Control group and reference item ROGOR L40 ST showed a
percentage of 58.67% and 57.44%, respectively. Concerning the mean percentage of wasps settled on cyl-
inder, values ranged from 31.33% in treatment T4 (500 mL f.p./ha) to 34.67% in T2 (300 mL f.p./ha).
Control group and reference item showed a percentage of 32.00% and 31.56%, respectively. Wasps settled
on sand ranged from 9.33% in treatment T3 (400 mL f.p./ha) to 11.33% in treatment T4 (500 mL f.p./ha).
Control group and reference item showed a percentage of 9.33% and 11.00%, respectively.

Table KCP 10.3.2.2-5:

Summary of results from the repellence assessment (bioassay 5 — 28

DAA)
Treatment rate
Treatment Mean % of wasps | Mean % of wasps Mean % of
number mL test N on freated plants on cvlinder wasps on sand
. ) g a.i./ha
item/ha
T1 0 (Control) 0 58.67 32.00 933
T2 300 60 54.67 34.67 10.67
T3 400 80 56.67 34.00 933
T4 500 100 57.33 31.33 11.33
ROGOER L40 8 -
- . 315
T} ST at 20 dimethoate’ha 3744 3136 11.00

a.1. = acetamipnd nominal content 200 gL
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Bioassay 6 — repellence (35 DAA)

The mean percentage of wasps settled on the treated plants ranged from 58.00% in treatment T2 (300 mL
f.p./ha) to 60.67% on T3 (400 mL f.p./ha). Control group and reference item ROGOR L40 ST showed a
percentage of 59.33% and 59.50%, respectively. Concerning the mean percentage of wasps settled on cyl-
inder, values ranged from 30.00% in treatment T3 (400 mL f.p./ha) to 34.67% in T2 (300 mL f.p./ha).
Control group and reference item showed a percentage of 30.67% and 31.67%, respectively. Wasps settled
on sand ranged from 7.33% in treatment T2 (300 mL f.p./ha) to 9.33% in treatment T3 (400 mL f.p./ha).
Control group and reference item showed a percentage of 10.00% and 8.83%, respectively.

Table KCP 10.3.2.2-6: Summary of results from the repellence assessment (bioassay 6 — 35
DAA)
Treatment rate
Treatment Mean % of wasps | Mean % of wasps Mean % of
number mL test N on treated plants on cvlinder wasps on sand
. , g a.i./ha
item/ha
T1 0 (Control) 0 59.33 30.67 10.00
T2 300 60 58.00 34.67 7.33
T3 400 80 60.67 30.00 933
T4 500 100 58.67 33.33 8.00
ROGOE L40 8 -
5 : 5 3
T ST at 20 dimethoate’ha 3930 31.67 8.83

a1 = acetamipnd nominal content 200 g/T.

Bioassay 1 — mortality (0 DAA)

For test item Acetamipryd 200 SL, mean mortality at 2 hours ranged from 16.67% in treatment T2 (300
mL test item/ha) to 36.67% in treatment T4 (500 mL test item/ha). The control group and reference item
showed a mortality of 0.00% and 66.67%, respectively. Mean mortality at 24 hours ranged from 40.00% in
treatment T2 (300 mL test item/ha) to 63.33% in treatment T4 (500 mL test item/ha). The control group
and reference item showed a mortality value of 3.33% and 76.67%, respectively. After 48 hours of expo-
sure, mortality ranged from 60.00% in treatment T2 (300 mL test item/ha, corrected value: 57.14%) to
90.00% in treatments T4 (500 mL test item/ha, corrected value: 89.29%). Significant differences (93.33%
mortality, corrected 92.86%) were observed when reference item ROGOR L 40 ST was applied. Control
group showed a mortality value of 6.67%.
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Table KCP 10.3.2.2-7:

Summary of results from the mortality assessment (bioassay 1 -0

DAA)
c.;h]f':k flt E:lick zft Check at 48 hours
Treatment rate = flours =% hours
Treatment Vortality Corrected
number Mortality | Mortality ) o P 1.1.11[1'1::.“&“»‘
mL test . o 0 ) ] amy
item/ha g a.i.ha (o) (%) (%) SE*® (%)
T1 0 (Control) 0 0.00 333 6.67 | =0.21 - -
T2 300 60 16.67 40.00 60.00 | =052 | == 57.14
T3 400 80 26.67 50.00 8333 | =031 | == 82.14
T4 500 100 36.67 63.33 90.00 | =034 | == 89.29
ROGOR 8
5 . - 2 EE £ 2
T L40 ST at 20 | dimethoate/ha 06.67 76.67 9333 021 9286

a.1. = acetamuprid nominal content 200 g/

a, standard error on the mumber of dead msects of 6 replicates
b, Cochran-Armitage Test for test item and Chi® 2«2 Table test for reference item  a=0.001 *** (.01 ** 005 *
¢, mean mortality corrected by Schneder-Orelh's formomla

-, not applicable

Bioassay 2 — mortality (7 DAA)

For test item Acetamipryd 200 SL, mean mortality at 2 hours ranged from 16.67% in treatment T2 (300
mL test item/ha) to 30.00% in treatment T4 (500 mL test item/ha). The control group and reference item
showed a mortality of 0.00% and 60.00%, respectively. Mean mortality at 24 hours ranged from 30.00% in
treatment T2 (300 mL test item/ha) to 56.67% in treatment T4 (500 mL test item/ha). The control group
and reference item showed a mortality value of 0.00% and 70.00%, respectively. After 48 hours of expo-
sure, mortality ranged from 53.33% in treatment T2 (300 mL test item/ha, corrected value: 53.33%) to
86.67% in treatments T4 (500 mL test item/ha, corrected value: 86.67%). Significant differences (76.67%
mortality, corrected 76.67%) were observed when reference item ROGOR L 40 ST was applied. Control
group showed a mortality value of 0.00%.

Table KCP 10.3.2.2-8:

Summary of results from the mortality assessment (bioassay 2 — 7

DAA)
c;h]lel:]:t Efi‘;}t:‘: Check at 48 hours

Treatment Trenfmentate ] i Mortality Corrected
number :\[Ol‘l:.i'l]it}' llﬂt'ti‘l]it}' ) : ot lﬁol'tnl.it}‘

?::ﬂmtis-: g a.i/ha (%) (%) (%) | SE* (%)

T1 0 (Control) 0 0.00 0.00 0.00 | £0.00 - -

T2 300 60 16.67 30.00 5333 | =033 | == 5333

T3 400 80 2333 46.67 8000 | £0 26 | *** 80.00

T4 500 100 30.00 56.67 B86.67 | £033 | *** 86.67

T5 L 4%%(?:;:12 0 dimﬂthiate.-"lm 60.00 70.00 76.67 | =031 | == 76.67

a1 = acetamipnd nominal content 200 g/

a, standard emror on the mumber of dead msects of & repheates
b, Cochran-Armitage Test for test item and Chi® 22 Table test for reference item e=0 001 *** 001 ** 005 *
¢, mean mortality comected by Schoeder-Orelh's formmla

-, not applicable
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Bioassay 3 — mortality (14 DAA)

For test item Acetamipryd 200 SL, mean mortality at 2 hours ranged from 6.67% in treatment T2 (300 mL
test item/ha) and T3 (400 mL test item/ha) to 13.33% in treatment T4 (500 mL test item/ha). The control
group and reference item showed a mortality of 0.00% and 53.33%, respectively. Mean mortality at 24
hours ranged from 10.00% in treatment T2 (300 mL test item/ha) to 26.67% in treatment T4 (500 mL test
item/ha). The control group and reference item showed a mortality value of 0.00% and 60.00%, respec-
tively. After 48 hours of exposure, mortality ranged from 13.33% in treatment T2 (300 mL test item/ha,
corrected value: 10.34%) to 53.33% in treatments T4 (500 mL test item/ha, corrected value: 51.72%). Sig-
nificant differences (63.33% mortality, corrected 62.07%) were observed when reference item ROGOR L
40 ST was applied. Control group showed a mortality value of 3.33%.

Table KCP 10.3.2.2-9: Summary of results from the mortality assessment (bioassay 3 — 14
DAA)
(.;h]f{‘k _ﬂt Ef:ﬂk ?." Check at 48 hours
Treatment rate - hours == hiours , :
Treatment Mortality Corrected
number Mortality | Mortality ) o P ﬁorh litvs
mL test . (%) (%0) - s Lo
item/ha g a.i./ha (%) SE (%)
T1 0 (Control) 0 0.00 0.00 333 | 2017 - -
T2 300 60 6.67 10.00 1333 | =033 | ns. 10.34
T3 400 80 6.67 1333 2000 | £0.26 | * 17.24
T4 500 100 13.33 26.67 5333 | 2021 | *** 51.72
ROGOR 8 c E ’
T5 140 ST at 20 | dimethoate/ha 5333 60.00 63.33 | =031 62.07

a.1. = acetamuprid nominzl content 200 gL

a, standard error on the pumber of dead msects of 6 rephicates

b, Cochran-Armitage Test for test item and Chi® 2x2 Table test for reference item a=0.001 *** 001 ** 005 *
¢, mean mortality comrected by Schoerder-Orelh's formmula

-, not applicabla

n s, not significantly different compared to the control

Bioassay 4 — mortality (21 DAA)

For test item Acetamipryd 200 SL, mean mortality at 2 hours was 3.33% for all treatments T2 (300 mL test
item/ha), T3 (400 mL test item/ha) and T4 (500 mL test item/ha). The control group and reference item
showed a mortality of 0.00% and 36.67%, respectively. Mean mortality at 24 hours ranged from 6.67% in
treatment T3 (400 mL test item/ha) to 10.00% in treatment T2 (300 mL test item/ha) and T4 (500 mL test
item/ha). The control group and reference item showed a mortality value of 3.33% and 46.67%, respec-
tively. After 48 hours of exposure, mortality ranged from 13.33% in treatment T2 (300 mL test item/ha,
corrected value: 7.14%) and T3 (400 mL test item/ha, corrected value: 7.14%) to 20.00% in treatments T4
(500 mL test item/ha, corrected value: 14.29%). Significant differences (53.33% mortality, corrected
50.00%) were observed when reference item ROGOR L 40 ST was applied. Control group showed a mor-
tality value of 6.67%.
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Table KCP 10.3.2.2-10:

Summary of results from the mortality assessment (bioassay 4 — 21

DAA)
(._;]l]f;::]:t g:;ﬁ}t?: Check at 48 hours
Treatment Treatment rate \ortatite . . Corrected
number A [Ol‘l;il].if:i.' llﬂl'taﬂ]il'j' ) : o ﬁor talitve
f:l:_.m“;:‘: gai/ha (%) (*4) (%) | SE° (%)
T1 0 (Control) 0 0.00 333 6.67 =021 - -
T2 300 60 333 10.00 1333 | £0.21 | ns 7.14
T3 400 80 333 6.67 1333 | =033 | ns 7.14
T4 500 100 333 10.00 2000 | =026 | ns 1429
TS | oo o | dimetiontema | 3667 4667 | 5333 | 033 | **|  50.00

a.1. = acetamiprid nominal content 200 gL

a, standard error on the mumber of dead msects of § replicates
b, Cho® 2% 2 Table test with or without (reference rtem) Bonferrom comrection, a=0.001 #¥* (.01 ** (.05 *
¢, mean mortality corrected by Schneider-Orelh's formmla

-, not applicable

n.s., not sigmficanthy different compared fo the control

Bioassay 5 — mortality (28 DAA)

For test item Acetamipryd 200 SL, mean mortality at 2 hours was 0.00% for all treatments T2 (300 mL test
item/ha), T3 (400 mL test item/ha) and T4 (500 mL test item/ha). The control group and reference item
showed a mortality of 0.00% and 30.00%, respectively. Mean mortality at 24 hours ranged from 0.00% in
treatment T2 (300 mL test item/ha) to 6.67% in treatment T4 (500 mL test item/ha). The control group and
reference item showed a mortality value of 0.00% and 36.67%, respectively. After 48 hours of exposure,
mortality ranged from 6.67% in treatment T2 (300 mL test item/ha, corrected value: 3.45%) and T3 (400
mL test item/ha, corrected value: 3.45%) to 13.33% in treatments T4 (500 mL test item/ha, corrected value:
10.34%). Significant differences (40.00% mortality, corrected 37.93%) were observed when reference item
ROGOR L 40 ST was applied. Control group showed a mortality value of 3.33%.
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Table KCP 10.3.2.2-11:

Summary of results from the mortality assessment (bioassay 5 — 28

DAA)
(.;h]f;l:]f;t E:lii}];:': Check at 48 hours
Treatment Treatment rate = - \ortaite Corrected
number L test 1[01;f_nht5' 1[0[(')‘:11“:‘.' - ! o nim'tnlit}‘
f:em:,hﬂ g ai/ha (%) (%) (%) | SE® (%)
T1 0 (Control) 0 0.00 0.00 333 =0.17 - -
T2 300 60 0.00 0.00 667 | =021 [ ns 345
T3 400 80 0.00 333 6.67 | £0.21 | ns 345
T4 500 100 0.00 6.67 1333 | =033 | ns 10.34
TS | 00N o | dicnctontema | 3000 36.67 | 4000 | 026 |***| 3793

a.1. = acefamipnd nominal confent 200 gL

a, standard error on the pumber of dead insects of & replicates
b, Cha* 22 Table test with or without (reference item) Bonferroni comection, a=0.001 ***_ 0.01 ** (.05 *
2, mean mortality comrected by Schoetder-Orell's formmla

-, not applicable

n 5., not significantly different compared to the control

Bioassay 6 — mortality (35 DAA)

For test item Acetamipryd 200 SL, mean mortality at 2 hours was 0.00% for all treatments T2 (300 mL test
item/ha), T3 (400 mL test item/ha) and T4 (500 mL test item/ha). The control group and reference item
showed a mortality of 0.00% and 13.33%, respectively. Mean mortality at 24 hours was 3.33% for all
treatments T2 (300 mL test item/ha), T3 (400 mL test item/ha) and T4 (500 mL test item/ha). The control
group and reference item showed a mortality of 0.00% and 23.33%, respectively. After 48 hours of expo-
sure, mortality ranged from 6.67% in treatment T2 (300 mL test item/ha, corrected value: 0.00%) and T3
(400 mL test item/ha, corrected value: 0.00%) to 10.00% in treatments T4 (500 mL test item/ha, corrected
value: 3.57%). Significant differences (30.00% mortality, corrected 25.00%) were observed when reference
item ROGOR L 40 ST was applied. Control group showed a mortality value of 6.67%.

Table KCP 10.3.2.2-12:

Summary of results from the mortality assessment (bioassay 6 — 35

DAA)
(._;h]f;‘::l:t g:iﬂ;:‘: Check at 48 hours

Treatment Treatment rate Mortality | | Corrected
number L test .\[oll;t’_illh‘}' Mott'}t:illit}' ) ) Pt ﬁo:‘tﬂlit}"

erla g ai/ha (%) (%) (%) | SE® (%)

T1 0 (Control) 0 0.00 0.00 6.67 | =0.21 - -

T2 300 60 0.00 333 6.67 | =021 [ns 0.00

T3 400 80 0.00 333 6.67 | £0.21 | ns 0.00

T4 500 100 0.00 333 10.00 | =034 | ns 3.57

T5 Lﬁj%%csfzﬂ di.mﬁ’rhiateﬂm 13.33 23.33 30,00 | =022 * 25.00

a.1. = acetamiprid nominal content 200 g/

a, standard error on the pumber of dead msects of 6 replicates
b, Che® 2=2 Takle test with or without (reference item) Bonferront corection, o=0.001 **+* (.01 ** (.05 *
¢, mean mortality comected by Schnetder-Orell's formula

-, not applicable

n.5., not significantly different compared to the control
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Bioassay 1 — reproduction (0 DAA)

The mean number of mummies was 32.07 in the control group, in the other treatments the minimum number
of survived insects (i.e., 15 females) has not been achieved.

Table KCP 10.3.2.2-13: Summary of results from the reproduction assessment (bioassay 1 — 0
DAA)
Treatment rate Reproduction (fecundity)
Treatment
number mL test . Mean ]m,' of Standard Reduction in
. , g a.i./ha mummies . .,
item/ha Eerror reproduction (% R)
per female
T1 0 (Control) 0 32.07 +4.16 na.
T2 300 60 na na. na.
13 400 80 na. na. na.
T4 500 100 na. na. na.

a.1. = acetanuprid nominal content 200 gL
n.a., not applicable due fo absence of the minwmm number of swrvived msects (ie, 15 femalas)

Bioassay 2 — reproduction (7 DAA)

The mean number of mummies was 29.13 in the control group, in the other treatments the minimum number
of survived insects (i.e., 15 females) has not been achieved.

Table KCP 10.3.2.2-14: Summary of results from the reproduction assessment (bioassay 2 — 7
DAA)
Treatment rate Reproduction (fecundity)
Treatment
number Mean no. of Reduction in
. . . . Standard . .
mL test item/ha g a.i./ha mummies per reproduction (%
error

female R)

T1 0 (Control) 0 29.13 +331 na

T2 300 60 na na n.a

T3 400 80 na na. na.

T4 500 100 na na na.

a.1. = acetamuprid nominal content 200 gL
n.a., not applicable due fo absence of the punivmum number of swvived msects (i.e., 15 females)
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Bioassay 3 — reproduction (14 DAA)

The mean number of mummies ranged from 16.73 in treatment T3 (400 mL test item/ha) to 20.20 in treat-
ment T2 (300 mL test item/ha). Given that only two test item treatment rates were tested, the 12-d ER50
(reproduction) value could not be determined but was estimated to be >400 mL test item/ha (95% confi-
dence limits not determined), corresponding to >80 g a.i./ha (95% confidence limits not determined). Sig-
nificant differences were observed, in terms of reproduction, for treatments T2 (300 mL f.p./ha), T3 (400
mL f.p./ha) in comparison to the control group (mean of 31.13 mummies). The 12-d NOER (reproduction)
value was estimated to be <300 mL test item/ha (<60 g a.i./ha) and the 12-d LOER (reproduction) value
was estimated to be <300 mL test item/ha (<60 g a.i./ha).

Table KCP 10.3.2.2-15: Summary of results from the reproduction assessment (bioassay 3 —
14 DAA)
Treatment rate Reproduction (fecundity)
Treatment
number mL test 3 Mean - of Standard Reductmul in .
. . g a.i./ha mummies - reproduction P
item/ha errol .
per female (*s K)
T1 0 {Control) 0 31.13 +4 25 -
T2 300 60 2020 +3.76 35.12 *
T3 400 80 16.73 £3.21 4625 =
T4 500 100 na. n.a. n.a. na.

a.1. = acetamuprid nominal confent 200 gL

a, Jonckheere Terpstra Test, a=0.001 ***_ (.01 ** 005 *

-, not applicable

n.a., not applicable due to absence of the nunirmum number of survived msects (ie., 15 females)

Bioassay 4 — reproduction (21 DAA)

The mean number of mummies ranged from 18.00 in treatment T4 (500 mL test item/ha) to 19.20 in treat-
ment T2 (300 mL test item/ha). Significant differences were observed, in terms of reproduction, for treat-
ments T2 (300 mL f.p./ha), T3 (400 mL f.p./ha) and T4 (500 mL f.p./ha) in comparison to the control group
(mean of 27.07 mummies). The 12-d NOER (reproduction) value was estimated to be <300 mL test item/ha
(<60 g a.i./ha) and the 12-d LOER (reproduction) value was estimated to be <300 mL test item/ha (<60 g
a.i./ha). The 12-d ER10 (reproduction) value was estimated to be <300 mL test item/ha (95% confidence
limits not determined), corresponding to <60 g a.i./ha (95% confidence limits not determined). The 12-d
ER20 (reproduction) value was estimated to be <300 mL test item/ha (95% confidence limits not deter-
mined), corresponding to <60 g a.i./ha (95% confidence limits not determined). The 12-d ER50 (reproduc-
tion) value was estimated to be >500 mL test item/ha (95% confidence limits not determined), correspond-
ing to >100 g a.i./ha (95% confidence limits not determined).
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Table KCP 10.3.2.2-16: Summary of results from the reproduction assessment (bioassay 4 —
21 DAA)
Treatment rate Reproduction (fecundity)
Treatment
number mL test . Mean no. of Standard llied.uctmnl in .
item/ha g a.i.ha mummies error reproduction P
per female (%% R)
T1 0 (Control) 0 2707 +3.20 _ -
T2 300 60 19.20 +2.43 29.06 *
T3 400 80 1833 +3.25 3227 ’
T4 ~00 100 18.00 £2.65 33.50 *

a1 = acetammprid nominal content 200 gL
a, Williams' t- test, a=0.05 *
-, not applicakle

Bioassay 5 — reproduction (28 DAA)

The mean number of mummies ranged from 22.73 in treatment T4 (500 mL test item/ha) to 26.20 in treat-
ment T2 (300 mL test item/ha). Nonsignificant differences were observed relative to the control group
(mean of 29.60 mummies). The 12-d NOER (reproduction) value was estimated to be >500 mL test item/ha
(>100 g a.i./ha) and the 12-d LOER (reproduction) value was estimated to be >500 mL test item/ha (>100
g a.i./ha). The 12-d ER10 (reproduction) value was estimated to be <300 mL test item/ha (95% confidence
limits not determined), corresponding to <60 g a.i./ha (95% confidence limits not determined). The 12-d
ER20 (reproduction) value was 453.12 mL test item/ha (95% confidence limits: 326.14 — Upper Limit not
determined), corresponding to 90.62 g a.i./ha (95% confidence limits: 65.23 — Upper Limit not determined).
The 12-d ER50 (reproduction) value was estimated to be >500 mL test item/ha (95% confidence limits not
determined), corresponding to >100 g a.i./ha (95% confidence limits not determined).
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Table KCP 10.3.2.2-17: Summary of results from the reproduction assessment (bioassay 5 —
28 DAA)
Treatment rate Reproduction (fecundity)
Treatment
number mL test . Mean - of Standard Reductmnl in .
item/ha g a.i./ha mummies error reproduction P
o per female (“a R)
T1 0 (Control) 0 29 60 +2 96 - -
T2 300 60 2620 +3.23 11 .49 ns.
T3 400 80 24 20 +2.50 1622 n.s.
T4 500 100 22 73 +2 66 23 20 0.5,

a.1. = acetamiprid nominal content 200 gL

a, Williams' t- test, o=0.05 *

-, not applicable

n s, not significantly different compared to the control

Bioassay 6 — reproduction (35 DAA)

The mean number of mummies ranged from 22.93 in treatment T4 (500 mL test item/ha) to 27.87 in treat-
ment T2 (300 mL test item/ha). Nonsignificant differences were observed relative to the control group
(mean of 27.53 mummies). The 12-d NOER (reproduction) value was estimated to be >500 mL test item/ha
(>100 g a.i./ha) and the 12-d LOER (reproduction) value was estimated to be >500 mL test item/ha (>100
ga.i./ha). The 12-d ER10 value was estimated to be >400 mL test item/ha (>80.00 g a.i./ha), the 12-d ER20
and 12-d ER50 (reproduction) values were estimated to be >500 mL test item/ha (95% confidence limits
not determined), corresponding to >100 g a.i./ha (95% confidence limits not determined).

Table KCP 10.3.2.2-18: Summary of results from the reproduction assessment (bioassay 6 —
35 DAA)
Treatment rate Reproduction (fecundity)
Treatment
ber ] —
number mL test 3 Mean - of Standard Recluctmnl in .
. , g a.i.ha mummies . reproduction P
item/ha errol )
per female (% R)
T1 0 (Control) 0 27 53 +3 08 _ -
T2 300 60 2787 +2 91 -1.71 .s.
T4 >00 100 22.93 +2.65 16.71 ns.

a.1. = acetanupnd nominal content 200 gL

a, Dunnett' t- test, a=0.05 *

-, not applicable

n s, not mgnificantly different compared to the control
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CONCLUSION

The obtained endpoints have been summarised below.

Table KCP 10.3.2.2-19:

Endpoints for the 0-DAA, 7-DAA, 14-DAA, 21-DAA, 28-DAA and
35-DAA bioassay

Endpoints mL test itemn/ha g a.i./ha®
0-DAA Bioassay: fresh residues
LRso (Mortality) =300 [95%-CLs: n.d.] =60 [95%-CLs: n.d.]
NOER. (Mortality) <300 <60
LOER (Mortality) =300 =60
ER.:o (Reproduction) Not determined® Not determined®
NOER (Reproduction) Not determined® Not determined®
LOER. {(Reproduction) Not determined® Not determined®
7-DAA Bioassay: 7-day aged residues
LRso (Mortality) =300 [95%-CLs: n.d ] =60 [95%-CLs: n.d.]
NOER (Mortality) <300 <60
LOER (Mortality) =300 =60
ERs; (Reproduction) Not determined® Not determined*
NOER (Reproduction) Not determined® Not determined®
LOER (Reproduction) Not determined® Not determined®
14-DAA Bioassay: 14-day aged residues
LR so (Mortality) =500 [95%-CLs: 38489 —UL nd] =100 [95%-CLs: 76.98 —U.L. nd.]
NOER (Mortality) 300 60
LOER (Mortality) 400 80
ER.s0 (Reproduction) =400 [95%-CLs: n.d.] =80 [95%-CLs n.d.]
NOER. (Reproduction) =300 =60
LOER {Reproduction) =300 =60
21-DAA Bioassay: 21-day aged residues
LRso (Mortality) =500 [95%-CLs: n.d ] =100 [95%-CLs: n.d.]
NOER (Mortality) =500 =100
LOER (Mortality) =500 >100
ER.; (Reproduction) =300 [95%-CLs: n.d.] =60 [95%-CLs: n.d.]
ER.20 (Reproduction) =300 [95%-CLs: n.d ] =60 [95%-CLs: n.d.]
ER.so (Reproduction) =500 [95%-CLs: n.d ] =100 [95%-CLs: n.d. ]
NOER (Reproduction) =300 <60
LOER (Reproduction) =300 =60
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28-DAA Bioassay: 28-day aged residues
LRso(Mortality) =500 [95%-CLs: nd ] =100 [95%-CLs: n.d ]
NOER (Mortality) =500 =100
LOER (Mortality) =500 =100
ER.1o (Reproduction) =300 [95%-CLs: n.d ] =60 [95%-CLs: n.d.]
ERz (Reproduction) | 453.12 [95%-CLs: 326.14—ULnd.] 90.62 [95%-CLs: 65.23 - UL nd)]
ERs; (Reproduction) =500 [95%-CLs: nd ] =100 [95%-CLs: n.d ]
NOER (Reproduction) =500 =100
LOER. (Reproduction) =500 =100
35-DAA Bioassay: 35-day aged residues
LRsp (Mortality) =500 [95%-CLs: n.d ] =100 [95%-CLs: n.d ]
NOER (Mortality) =500 =100
LOER (Mortality) =500 =100
ER1o (Reproduction) =400 [95%-CLs: n.d.] =80 [95%-CLs: n.d.]
ER.0 (Reproduction) =500 [95%-CLs: n.d.] =100 [95%-CLs: n.d.]
ER.s0 (Reproduction) =500 [95%-CLs: nd ] =100 [95%-CLs: n.d.]
NOER (Reproduction) =500 =100
LOER (Reproduction) =500 =100

Note: the LR, and EC;, values were estimated, therefore no confidence limits were provided (95%-CL n.d. = not determined)
*The NOEC, LOEC and ER.; could not be determined, because there were not responses

#The active ingredient content was caleulate based on the nominal test item content of 200 gL

95%-CLs, Confidence Limits

nd.: not determined due to mathematical reasons

93%- UL, Upper Linmt

Comments of ZRMS: [The study was accepted by zZRMS.

The validity criteria was met:
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Mortality in the
control groups on day
7

Bioassay 1 at 0 DAA

Bioassay 2 at 7 DAA

Bioassay 3 at 14 DAA

Actual value was 11.00%. therefore, the
validity criterion was met.

Actual value was 7.00%., therefore, the

validity criterion was met.

Actual value was 8.00%, therefore, the
validity criterion was met.

Reproduction in the
control groups

Bioassay 1 at 0 DAA

Bioassay 2 at 7 DAA

Bioassay 3 at 14 DAA

The mean cumulative number of eggs per
female was 7.76. so this validity criterion was
met.
The mean cumulative number of eggs per
female was 7.11. so this validity criterion was
met.
The mean cumulative number of eggs per
female was 6.83. so this validity criterion was
met.

Mortality 1n the
reference group on
day 7

Bioassay 1 at 0 DAA

Bioassay 2 at 7 DAA

Bioassay 3 at 14 DAA

Actual value was 79.00% (corrected value
76.40%). so the validity criterion was met.

Actual value was 66.00% (corrected value
63.44%). so the validity criterion was met.

Actual value was 59.00% (corrected value
35.43%). so the validity criterion was met.

Agreed toxicity endpoints:

Endpoints | mL test item/ha | g a.i./ha*
0-DAA Bioassay: fresh residues
LEsp (Mortality) >500 [95%-CLs n.d.] =100[95%-CLsnd ]
NOER. (Mortality) 400 80
LOER. (Mortality) 500 100
ER.s0 (Reproduction) =300 [95%-CLs n.d.] =100 [95%-CLs n.d ]
NOER. (Reproduction) =300 =100
LOEE. (Reproduction) =500 =100

7-DAA Bioassay: 7-dayv aged residues

LR (Mortality)

=500 [442 58 —UL. nd]

=100 [88.52 - UL nd]

LRao (Mortality) =500 [95%-CLs n.d.] =100 [95%-CLs n.d.]

LRsp (Mortality) =500 [95%-CLs n.d.] =100 [95%-CLs n.d.]
NOER. (Mortality) =500 =100
LOER. (Mortality) =300 =100

ERs5; (Reproduction) =500 [95%-CLs n.d.] =100 [95%-CLs n.d.]
NOER (Reproeduction) =300 =100
LOER (Reproduction) =500 =100

14-DAA Bioassay: 14-day aged residues

LR.so (Mortality) =500 [95%-CLs n.d.] =100 [95%-CLs n.d.]
NOER. (Mortality) =300 =100
LOER. (Mortality) =300 =100

ER.s0 (Reproduction) >300[95%-CLs n.d.] =100 [95%-CLsnd]
NOER. (Reproduction) =300 =100
LOEE. (Reproduction) =500 =100

*The active ingredient content was caleulate based on the nomunal test ifem content of 200 gL

95%- UL, Upper Limit
95%-CLs, Confidence Linuts

nd : not determimed due to mathematical reasons
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KCP 10.3.2.2/02

Report Effects of Acetamipryd 200 SL on on Typhlodromus pyri — Extended labor-
atory aged residue test;

Reference:

Mautino G.; 2023; Study Code: 1037.1.SAG23/r

Guideline(s):

Deviations: No
GLP: Yes
Acceptability: Yes
Duplication No
(if vertebrate study)

MATERIALS AND METHODS

1. Test material

Test item (chemical/other name):

Formulation:

Description (physical state):
Batch no.:

Production date:
Expiration date:

2. Vehicle and/or positive control:

3. Test organism
Species:

Source:

Age:

Acclimation period:
Diet:

Test units:

Yes, SETAC; ESCORT; IOBC/BART/EPPO

Acetamipryd 200 SL

200 g/L (nominal content)
liquid

1/ACE/2022

01.2022

01.2024

vehicle: distilled water
positive control: ROGOR L 40 ST (hominally 400 g dimetho-
ate/L)

Acari, Phytoseiidae (Typhlodromus pyri)
Katz Biotech AG, Baruth, Germany
protonymphs <24 hours old

1 day under test conditions in an incubator

apple (Malus domestica) pollen, added at the day of the
test start and at each assessment day, except for the last
one

one leaf disc (44-mm ) placed in a glass petri dish lid
(54-mm @), with a central hole (6-mm @), located on a
grid immersed in water, all systems were contained within
a plastic container (250 x 250 x 80 mm)
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Plants: Taxonomic group: Fabaceae
Common name: Bean
Species: Phaseolus vulgaris L.
Variety: Bingo
Source: Agricola Albese (Alba, CN)
Cultivation substrate: artificial soil
Sowing date: 27 Mar 2023
Emergence date: 01 Apr 2023
Grown site: open field under a rain cover (N44° 44’
48.88”; E08° 04’ 09.00). Length: 39 m; width: 6 m;
height: 2.10 m)
Stage at test start: BBCH 18-19
Maintenance: automatic drip irrigation 3 times a day (3
minutes each) with a water volume of 2L/ha
Agrochemical and fertilizer: none

4. Environmental conditions:

Temperature: 24.52 +£0.178 °C (24.32 — 24.95 °C)
Relative humidity: 79.0 £3.0% (70.7 — 82.7% RH)
Photoperiod: 16 h light : 8 h dark

STUDY DESIGN AND METHOD

The aim of the study was to determine the product persistence, intended as the decline rate of residues (fresh
and aged) on bean plants treated once with the test item Acetamipryd 200 SL (acetamiprid 200 g/L), grow-
ing under rain-protected field conditions. Mites were exposed to fresh and aged residue of the test item at
different timings (bioassay) after application (DAA). Three bioassays were investigated: bioassay 1, where
mites were introduced immediately after the application on dried discs (0 DAA); bioassay 2, where mites
were introduced 7 days after the application (7 DAA) and bioassay 3, where mites were introduced 14 days
after the application (14 DAA). At each bioassay, residual toxicity was evaluated by assessing Typhlodro-
mus pyri mortality after 3 and 7 days of exposure to the test item, using bean leaf discs cut out from treated
bean plants. Mite reproduction was also assessed; the test units were maintained for 7 additional days,
during which the number of juveniles and eggs were counted (i.e., 9, 11, and 14 days after the application).
The effects of the test item were compared with a control group and a reference item.

The study consisted of 5 treatments (3 concentrations of the test item, 1 control group, 1 reference item),
with 5 replicates, each containing 20 mites. Mites were exposed to fresh or aged residues on bean leaf discs
at three different times: 0, 7, and 14 days after application (DAA). For each time (bioassay), mortality was
assessed after 3 and 7 days of exposure. Then at day 7, surviving mites from the control and test-item groups
were evaluated for reproduction; the number of eggs and juveniles per female was counted 9, 11, and 14
days after the application.

Test design: tested concentrations, reference item and control in 5 rep-

lications, number of mites: 20 mites/replicate

Exposure time: 14 days (7 days of mortality phase + 7 days of fecundity
test)
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Tested concentrations, definitive test: 300 mL test item/ha (60 g acetamiprid/ha) — T2
400 mL test item/ha (80 g acetamiprid/ha) — T3
500 mL test item/ha (100 g acetamiprid/ha) — T4
400 L water/ha

Stability of test compound: -

Dates: start of the study: 20.04.2023
start of the experimental part: 24.04.2023
end of the experimental part: 22.05.2023
end of the study: 15.11.2023

Statistic: Software used for statistical analysis were “ToxRatPro”
Solutions GmbH, version 3.3.0. Mortality data were pro-
cessed using the Cochran-Armitage test and Chi? 2x2 Ta-
ble test with or without (reference item) Bonferroni Cor-
rection, 0<0.05. Correction for control mortality was pro-
cessed using the Schneider-Orelli formula. Reproduction
data were analysed with Dunnett's t-test, a<0.05. For all
bioassays, the LR50 (mortality) and ER50 (reproduction)
values could not be calculated, because data were not ap-
propriate for the computation, the number of responses
was less than three. The No Observed Effect Rate
(NOER) and Lowest Observed Effect Rate (LOER) val-
ues for mortality and reproduction were determined,
where possible.

Validity of the test: The following criteria for each bioassay should be satis-
fied for a test result to be considered valid:

- mortality in the control group < 20% on day 7;

- mean cumulative number of eggs per female in the con-
trol group > 4;

- corrected mortality between 50% and 100% in the refer-
ence item on day 7.

RESULTS
Bioassay 1 — mortality (0 DAA)

Mean mortality at 3 days of exposure ranged from 12.00% in treatment T2 (Acetamipryd 200 SL at 300
mL f.p./ha) to 19.00% in treatment T4 (Acetamipryd 200 SL at 500 mL f.p./ha). The control and reference
item groups showed a mortality of 9.00% and 71.00%, respectively. Mean mortality at day 7 ranged from
15.00% in treatment T2 (Acetamipryd 200 SL at 300 mL f.p./ha, corrected mortality: 4.49%) to 32.00% in
treatment T4 (Acetamipryd 200 SL at 500 mL f.p./ha, corrected mortality: 23.60%). The control and refer-
ence item groups showed a mortality of 11.00% and 79.00% (corrected value: 76.40%), respectively. Sig-
nificant differences were noticed for all the test item dosages, except T4 (Acetamipryd 200 SL at 500 mL
f.p./ha) in comparison to the control group. The calculated NOER (mortality) value was 400 mL test item/ha
(80 g a.i./ha), while calculated LOER (mortality) value was 500 mL test item/ha (100 g a.i./ha).
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Table KCP 10.3.2.2-20: Summary of results from the mortality assessment (bioassay 1 -0

DAA)
cat3
Ch;f‘l:_:t Check at 7 days
Treatment e B :
‘ (gaima) | Nportality Mortality , CO"_':*]?;:‘;‘
(%) o e
(%) SE (%)
T1 Control 0 9.00 11.00 +0.37 - -
Acetamipryd 200 SL at
g )
T2 300 mL fp /ha 60 12.00 15.00 +0.55 | ns 449
Acetamipryd 200 SL at
+
T3 400 mL £ /ha 80 13.00 19.00 0.58 | ns. 8.99
1 rd 7 4
T4 Acetamipryd 200 SL at 100 19.00 3200 | +0.93 | ##* 23 .60
500 mL fp./ha
TS ROGE% ?;%:T 18 720 71.00 79.00 +0.37 | #k# T6.40
al., acetamiprid

3 standard error from 5 replicates
b Chi® 2x2 Table test without Bonferroni Correction (reference item ROGOR L 40 ST), a=0.001 *** 0.01 ** 005

¢, mean mortality corrected by Schneider-Orelli's formula
-, not applicable

Bioassay 2 — mortality (7 DAA)

Mean mortality at 3 days of exposure ranged from 7.00% in treatment T3 (Acetamipryd 200 SL at 400 mL
f.p./ha) to 9.00% in treatment T4 (Acetamipryd 200 SL at 500 mL f.p./ha). The control and reference item
groups showed a mortality of 3.00% and 63.00%, respectively. Mean mortality at day 7 ranged from 8.00%
in treatment T2 (Acetamipryd 200 SL at 300 mL f.p./ha, corrected mortality: 1.08%) to 16.00% in treatment
T4 (Acetamipryd 200 SL at 500 mL f.p./ha, corrected mortality: 9.68%). The control and reference item
groups showed a mortality of 7.00% and 66.00% (corrected mortality: 63.44%), respectively. No significant
differences were noticed for test item dosages in comparison to the control group.

Table KCP 10.3.2.2-21: Summary of results from the mortality assessment (bioassay 2 — 7

DAA)
Ch;zli_:t : Check at 7 days
Treatment Rate B :
(gai/ha) | \ortality Mortality , Cﬂlft‘?ﬁ:‘i‘
(%) = -
(%) SE (%)
T1 Control 0 3.00 7.00 +0.40 - -
Acetamipryd 200 SL at
T2 300 mL £p./ha 60 8.00 8.00 =040 | ns 1.08
Acetamipryd 200 SL at .
+
T3 400 mL £ p/ha 80 7.00 11.00 037 | ns 430
Acetamipryd 200 SL at
+
T4 500 mL £p /ha 100 9.00 16.00 058 | ns 9.68
TS ROGOR L 40 ST18 7.20 63.00 66.00 =086 | *¥* 63 .44
mL fp./ha
a1, acetamiprid

? standard error from 5 replicates
. Chi® 2%2 Table test without Bonferroni Correction (reference item ROGOR L 40 ST), a=0.001 *** 0.01 ** 0.05 *
¢, mean mortality corrected by Schneider-Orelli's formula

-, not applicable
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Bioassay 3 — mortality (14 DAA)

Mean mortality at 3 days of exposure ranged from 7.00% in treatment T2 (Acetamipryd 200 SL at 300 mL
f.p./ha) to 12.00% in treatment T3 (Acetamipryd 200 SL at 400 mL f.p./ha) and T4 (Acetamipryd 200 SL
at 500 mL f.p./ha). The control and reference item groups showed a mortality of 8.00% and 53.00%, re-
spectively. Mean mortality at day 7 ranged from 7.00% in treatment T2 (Acetamipryd 200 SL at 1000 mL
f.p./ha, corrected mortality: -1.09%) to 12.00% in both treatments T3 (Acetamipryd 200 SL at 400 mL
f.p./ha) and T4 (Acetamipryd 200 SL at 500 mL f.p./ha, corrected mortality: 4.35%). The control and ref-
erence item groups showed a mortality of 8.00% and 59.00% (corrected mortality: 55.43%), respectively.
No significant differences were noticed for test item dosages in comparison to the control group.

Table KCP 10.3.2.2-22: Summary of results from the mortality assessment (bioassay 3 — 14
DAA)
Ch;f:i_:t - Check at 7 days
Treatment Rate K ' | ¢
(gai/ha) | Nortality Mortality | e }f*lf_tff
(%) ) . P mortality
i (%) SE (%)
T1 Control 0 8.00 8.00 +0.40 - -
, Acetarmipryd 200 SL at
+ -
T2 300 mL fp./ha 60 7.00 7.00 051 | ns. 1.09
Acetamipryd 200 SL at , -
T3 400 mL fp /ha 80 12.00 12.00 +0.24 | ns. 435
Acetamipryd 200 SL at _ -
2. =0. S .
T4 500 mL £ p./ha 100 12.00 12.00 0.75 | ns 435
T5 ROGDR;T';%:T 18 mL 7.20 53.00 59.00 +0.66 | *F* 55.43
a1, acetamiprid

3 standard ermor from 5 replicates
b Chi?* 2x2 Table test without Bonferroni Correction (reference item ROGOR L 40 ST), o=0.001 ***, 0.01 ** 0.05 *

¢, mean mortality corrected by Schneider-Orelli's formmula
-, not applicable

Bioassay 1 — reproduction (0 DAA)

The mean number of eggs was 7.22 in treatment T4 (Acetamipryd 200 SL at 500 mL f.p./ha) and 7.79 in
treatment T2 (Acetamipryd 200 SL at 300 mL f.p./ha). None significantly effect was observed for the treat-
ments in comparison to the control group, which showed a mean cumulative number of eggs of 7.76. The
14-day NOER (reproduction) value was determined to be > 500 mL test item/ha (> 100 g a.i./ha) and the
calculated 14-d LOER (reproduction) value was > 500 mL test item/ha (> 100 g a.i./ha).
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Table KCP 10.3.2.2-23:

Summary of results from the reproduction assessment (bioassay 1 — 0

DAA)
Mean
, Rate cumulalll‘re Standard | Eijfﬂt on b
Treatment (g 2.i/ha) number of error® reproduction r
gt eggs per (R%)
female
T1 Control 0 776 +0.27 . )
Acetamipryd 200 SL
j pu L
= at 300 mL fp./ha 60 7.79 +0.30 -042 ns.
Acetamipryd 200 SL N
- at 400 mL f p./ha 80 1.72 =067 0.49 ns
Acetamipryd 200 SL B
B at 500 mL fp_/ha 100 7.22 =085 6.88 ns.

ai., acetamiprid

¥ standard error from 5 replicates
¥ Dunneft's t-test, o=0.05 *

-, not applicable

n.s., not significantly different compared to the control

Bioassay 2 — reproduction (7 DAA)

The mean number of eggs was 6.80 in treatment T4 (Acetamipryd 200 SL at 500 mL f.p./ha) and 7.12 in
treatment T2 (Acetamipryd 200 SL at 300 mL f.p./ha). None significantly effect was observed for the treat-
ments in comparison to the control group, which showed a mean cumulative number of eggs of 7.11. The
calculated 14-day NOER (reproduction) value was > 500 mL test item/ha (> 100 g a.i./ha) and the 14-d
LOER (reproduction) value was determined to be > 500 mL test item/ha (> 100 g a.i./ha).

Table KCP 10.3.2.2-24:

Summary of results from the reproduction assessment (bioassay 2 — 14

DAA)
Mean
, Rate cumulatln'e Standard | Ef,fe“ o b
Treatment (g 2.i./ha) number of error reproduction P
gal eggs per (R%)
female
T1 Control 0 711 +0.62 _ -
Acetamipryd 200 SL
j .
T2 at 300 mL f p_/ha 60 7.12 +0.66 -0.10 n.s
Acetamipryd 200 SL N
= at 400 mL fp/ha 80 7.13 =059 023 ns.
Acetamipryd 200 SL N
. at 500 mL fp /ha 100 6.80 =091 432 ns.
ai., acetamiprid

! standard error from 5 replicates

b Dunnett's t-test, 0=0.05 *
-, not applicable

n.s., not significantly different compared to the control
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Bioassay 3 — reproduction (14 DAA)

The mean number of eggs was 6.72 in treatment T4 (Acetamipryd 200 SL at 500 mL f.p./ha) and 6.95 in
treatment T2 (Acetamipryd 200 SL at 300 mL f.p./ha). None significantly effect was observed for the treat-
ments in comparison to the control group, which showed a mean cumulative number of eggs of 6.85. The
14-day NOER (reproduction) value was determined to be > 500 mL test item/ha (> 100 g a.i./ha) and the
calculated 14-d LOER (reproduction) value was > 500 mL test item/ha (> 100 g a.i./ha).

Table KCP 10.3.2.2-25: Summary of results from the reproduction assessment (bioassay 3 — 21
DAA)
Mean
cumulative | _ . Effect on
Treatment ( 1:??;“) number of St;:.c;?;d reproduction P°
8 AL eggs per (R%)
female
T1 Control 0 6.85 +0.49 _ -
Acetamipryd 200 SL
+
2 at 300 mL fp/ha 60 6.95 031 -137 Bs
Acetammpryd 200 SL
3 at 400 mL fp_/ha 80 6.82 =038 0.45 1S
Acetamipryd 200 SL
+
B at 500 mL fp./ha 100 6.72 045 2.01 1S

al., acetanupridd.72

? standard error from 5 replicates

b Dunnett's t-test, 0=0.05 *

-, not applicable

n.s., not significantly different compared to the control

CONCLUSION

The obtained endpoints have been summarised below.



Acetamipryd 200 SL

Page 209 /318
Template for chemical PPP
Version March 2024

Part B — Section 9 - Core Assessment

Applicant version

Table KCP 10.3.2.2-26:

Endpoints for mortality and reproduction (Bioassay 1 at 0 DAA, 2 at
7 DAA and 3 at 14 DAA)

Endpoints mL test item/ha g a.i./ha*
0-DAA Bioassay: fresh residues
LEso (Mortality) =500 [95%-CLs n.d.] =100 [95%-CLs n.d.]
NOER (Mortality) 400 80
LOER. (Mortality) 500 100
ERso (Reproduction) =500 [95%-CLs n.d ] =100 [95%-CLs n.d ]
NOER. (Reproduction) =500 =100
LOER (Reproduction) =500 =100
7-DAA Bioassay: 7-day aged residues
LR (Mortality) =500 [442.58 - UL.nd] =100 [88.52-UL.nd]
LRy (Mortality) =500 [95%-CLs n.d ] =100 [95%-CLs n.d ]
LRsp (Mortality) =500 [95%-CLs n.d.] =100 [95%-CLs n.d.]
NOER (Mortality) =500 =100
LOER. (Mortality) =500 =100
ERs; (Reproduction) =500 [95%-CLs n.d ] =100 [95%-CLs n.d ]
NOER (Reproduction) =500 =100
LOER (Reproduction) =500 =100
14-DAA Bioassay: 14-day aged residues
LEs; (Mortality) =500 [95%-CLs n.d ] =100 [95%-CLs n.d ]
NOER (Mortality) =500 =100
LOER. (Mortality) =500 =100
ERso (Reproduction) =500 [95%-CLs n.d ] =100 [95%-CLs n.d ]
NOER. (Reproduction) =500 =100
LOER (Reproduction) =500 =100

*The active ingredient content was calculate based on the nominal test item content of 200 gL

95%- U.L., Upper Limit
95%-CLs, Confidence Linmits

n.d.: not determined due to mathematical reasons

Comments of ZRMS: The study was accepted by zRMS.
The validity criteria was met:
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Mean mortality of larvae in the water treated control should not exceed 30%
Mean mortality of larvae in the toxic reference treatment should be higher than 40%
No. 2 fertile eggs per viable female per day

Mortality in control
check

Bioassay 1 at 0 DAA

Bioassay 2 at 7 DAA

Bioassay 3 at 14 DAA
Bioassay 4 at 21 DAA

Bioassay 5 at 28 DAA

Mortality was 12.50%, therefore, the
vahdity critenon was met.
Mortality was 17.50%, therefore, the
vahdity critenon was met.
Mortality was 17.50%, therefore, the
vahdity critenon was met.
Mortality was 25.00%, therefore, the
vahdity critenon was met.
Mortality was 10.00%, therefore, the

| validity criterion was met.

Bioassay 6 at 35 DAA

Mortality was 15.00%, therefore, the
validity critenon was met.

Reproduction i control
check

Bioassay 3 at 14 DAA

Bioassay 4 at 21 DAA

Bioassay 5 at 28 DAA

Bioassay 6 at 35 DAA

The mean number of eggs per female
per day was 1419, so tlus validity
criterion was met.

The mean number of eggs per female
per day was 14.32, so tlus validity
criterion was met.

The mean number of eggs per female
per day was 13.24, so tlus validity
criterion was met.
The mean number of eggs per female
per day was 11.96, so tlus validity
criterion was met.

Mortality 1 reference

Bioassay 1 at 0 DAA

Mortality was 92.50% (comrected
value 91.43%) 1n the toxic reference
treatment and so the validity criterion
was met.

Bioassay 2 at 7T DAA Mortality was 82.50% (comected
value 78.79%) in the toxic reference
treatment and so the validity criterion
was met.

Bioassay 3 at 14 DAA Mortality was 65.00% (comected

Bioassay 4 at 21 DAA

value 57.58%) in the toxic reference
treatment and so the validity criterion
was met.

Mortality was 65.00% (comrected
value 53.33%) in the toxic reference
treatment and so the validity critenion
was met.

Bioassay 5 at 28 DAA Mortality was 4500% (comrected
value 38.89%) in the toxic reference
treatment and so the validity criterion
was met.

Bioassay 6 at 35 DAA Mortality was 35.00% (corrected

value 23.53%) 1n the toxic reference
treatment and so the validity criterion
was met.
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Table 2a. Endpoints for the 0 DAA, 7 DAA and 14 DAA hioassay

Endpoints mL test item/ha o a.i./ha*
0-DAA Bioassav: fresh residues

LRx <300 =60

LRso <300 [95%-CLs n.d.] =60 [95%-CLs n.d.]
NOER (Mortality) <300 <60
LOER (Mortality) 300 50

7-DAA Bioassav: 7-day aged residues

LR <300 <60

LRsp <300 [95%-CLs n.d ] <60 [95%-CLs n.d.]
NOER (Mortality) <300 <60
LOER (Mortality) 300 60

14-DAA Bioassay: 14-day aged residues

LRy <300 <60

LRsp <400 [95%-CLs n.d.] <80 [95%-CLs n.d.]
NOER (Mortality) <300 <60
LOER (Mortality) 300 50

*The active ingredient confent was calculate based on the noninal test item content of 200 gL acetamipnd
Mote: the LRy value were estimated, therefore no confidence limits were provided (95%-CLs nd. = not determinad)
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Table 2b. Endpoints for the 21 DAA, 28 DAA and 35 DAA hioassay

Endpoints mL test item'ha g a.i./ha*
21-DAA Bicassay: 21-day aged residues
LRy =300 <60
LRso 437.34 [300 - 500] 87.47 [60 - 100]
NOER (Mortality) =300 <60
LOER (Mortality) 300 60
28-DAA Bioassay: 7-day aged residues
LRy <300 <60
LRsp =500 [95%-CLs n.d.] =100 [95%-CLs n.d.]
NOER (Mortality) 300 60
LOER (Mortality) 400 80
35-DAA Bioassay: 14-day aged residues
LR <300 =60
LR» =300 ~60
LRso =500 [95%-CLs n.d.] =100 [95%-CLs n.d.]
NOER (Mortality) =500 =100
LOER (Mortality) =500 =100

*The active ingredient confent was calculate based on the nominal test item confent of 200 2/L acetanupnd
MNote: where the LRy value were estmated, no confidence lnmits were provided (95%-CLs n.d. = not determumad)

Reference:
Report

Guideline(s):
Deviations:
GLP:
Acceptability:
Duplication

(if vertebrate study)

KCP 10.3.2.2/03

Effects of Acetamipryd 200 SL on Coccinella Septempunctata — Extended
laboratory aged residue test;
Mautino G.; 2024; Study Code: 1035.1.SAG23/r

Yes, SETAC; ESCORT; IOBC/BART/EPPO

No
Yes
Yes
No

MATERIALS AND METHODS

1. Test material

Test item (chemical/other name):

Formulation:

Description (physical state):

Batch no.:

Acetamipryd 200 SL
200 g/L (nominal content)

1/ACE/2022
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Production date: 01.2022
Expiration date: 01.2024
2. Vehicle and/or positive control: vehicle: deionised water
positive control: ROGOR L 40 ST (nominally 400 g dimetho-
ate/L)
3. Test organism
Species: Coleoptera, Coccinellidae, Coccinella septempunctata L.
Source: Katz Biotech AG, Baruth, Germany
Age: first instar larvae, 3-day old
Acclimation period: 3 days before test start
Diet: During the mortality assessments larvae were fed ad libi-

tum with aphids (Acyrthosiphon pisum Mordv.) of mixed
stages. During the fecundity evaluation, ladybirds were
fed daily with honey and 3-4 aphid infested (Acyrthosi-
phon pisum) broad bean stems. Plastic tubes filled with
water and closed with a cotton wool were also provided
for water supply. Water was provided permanently in a
reservoir and replaced at least once a week.

Test units: Mortality assessment: Cylinder (45.8 mm @ x 50 mm) of
transparent plastic provided with PTFE (politetrafluoro-
etilene), a perforated lid (28 mm @) and with an insect
proof net. The cylinder was inserted into a plate provided
with a leaf disc of bean (50 mm @) leaning on two filter
paper layers and blocked to it by rubbers, arranged in a
cross design.

Fecundity assessment Transparent plastic boxes (145 x
135 x 85 mm) with a perforated lid provided with an in-
sect proof net for aeration. At the box bottom one layer of
filter paper, while inside, three pieces of bubble wrap (PE)
and a dark plastic cylinder, as oviposition substrate.

Egg clutches were stored in individually labelled plastic
containers (60 mL in volume) until larval hatch, over a
wet layer of filter paper.
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Plants: Taxonomic group: Fabaceae
Common name: bean
Species: Phaseolus vulgaris L.
Variety: Bingo
Source: Agricola Albese (Alba, CN)
Cultivation substrate: natural soil
Sowing date: 30 Mar 2023
Emergence date: 04 Apr 2023
Grown site: open field under a rain cover (N44° 44’
48.88”; E08° 04’ 09.00). Length: 39 m; width: 6 m;
height: 2.10 m)
Stage for test start: BBCH 18-19
Maintenance: automatic drip irrigation, three irrigation
events per day
Agrochemicals and/or fertilizers: none

4. Environmental conditions:

Temperature: 24.22 + 0.240 °C (23.74 — 24.81 °C)

Relative humidity: 80.0 £2.6% (74.5 — 85.7%)

Photoperiod: 16 hours light : 8 hours dark, light intensity 1850-
2200 Ix

STUDY DESIGN AND METHOD

The aim of the study was to determine the product persistence, intended as the rate of decline of residues
(fresh and aged) on bean leaves of plants growing under rain-protected field conditions treated with test
item Acetamipryd 200 SL. Residual toxicity was evaluated observing the effects on Coccinella septempunc-
tata mortality over time and to evaluate the sub-lethal effects on insect fecundity subsequent to their expo-
sure to the test item at different timings (bioassay) after application (DAA). Three bioassays were investi-
gated: bioassay 1, where insects were introduced immediately after the application on dried leaf discs (0
DAA); bioassay 2, where insects were introduced 7 days after the application (7 DAA); bioassay 3, where
insects were introduced 14 days after the application (14 DAA); bioassay 4, where insects were introduced
21 days after the application (21 DAA); bioassay 5, where insects were introduced 28 days after the appli-
cation (28 DAA) and bioassay 6, where insects were introduced 35 days after the application (35 DAA).
The effects of the test item were compared with a control group and a reference item.

The test item was applied once on bean plants. The study encompassed 4 treatments (3 rates of the test item,
1 control group, 1 reference item) with 40 replicates each containing 1 larva. The larvae were exposed to
fresh and aged residue on bean leaf discs at three different times: 0, 7, 14, 21, 28 and 35 days after applica-
tion (DAA). At the end of this period, the observations consisted in recording percent mortality; when the
survived pupae were hatch in the control, females and males (adults) were sexed, assessed for their repro-
ductive performance and transferred to the mass-rearing units. The reproduction test started one week after
the first egg laying observation. Insects’ oviposition was checked daily for up to 14 days. The eggs-hatching
was assessed. Alive beetles were recorded. Reproductive performance was evaluated only qualitatively due
to the very high species-inherent variability in egg-laying performance. The mean number of eggs laid per
female per day and the egg hatching rate were assessed.

Test design: 40 replicates per group, 1 larva per replicate
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Tested concentrations, definitive test:

Stability of test compound:
Dates:

Statistic:

Validity of the test:

RESULTS

Bioassay 1 — mortality (0 DAA)

300 mL test item/ha (60 g acetamiprid/ha) — T2
400 mL test item/ha (80 g acetamiprid/ha) — T3
500 mL test item/ha (100 g acetamiprid/ha) — T4
400 L water/ha

start of the study: 07.06.2023
start of the experimental part: 21.06.2023
end of the experimental part: 22.09.2023
end of the study: 10.01.2024

Software used for statistical analysis were “ToxRatPro”
Solutions GmbH, version 3.3.0. Mortality data were pro-
cessed using the Cochran-Armitage and Chi* 2x2 Table
tests, a<0.05. Correction for control mortality was pro-
cessed using the Schneider-Orelli formula. Reproductive
performance was evaluated only qualitatively due to the
very high species-inherent variability in egg-laying per-
formance. For all bioassays, at least the LR50 (mortality)
value was determined, where possible. The No Observed
Effect Rate (NOER) and Lowest Observed Effect Rate
(LOER) values for mortality were determined, where pos-
sible.

The following criteria should be satisfied in the control
for a test result to be considered valid:

- mean mortality of larvae in the water treated control
should not exceed 30%;

- mean mortality of larvae in the toxic reference treatment
should be higher than 40%;

- no. 2 fertile eggs per viable female per day.

For test item Acetamipryd 200 SL, mean mortality ranged from 80.00% (corrected value: 77.14%) to
100.00% in treatments T2 (60 mL test item/ha) and T4 (500 mL test item/ha), respectively. The control
group and reference item showed a mortality of 12.50% and 92.50% (corrected value: 91.43%), respec-

tively.



Page 216 /318
Template for chemical PPP
Version March 2024
Acetamipryd 200 SL
Part B — Section 9 - Core Assessment
Applicant version

Table KCP 10.3.2.2-27:  Average percentage of Coccinella septempunctata mortality (Bioassay 1 —

0 DAA)
Tlll'is::;::‘lt Treatment rate :‘]I:;T;I]; » ;lelt:::‘:
mL f.p./ha g a.i.’ha ' (%)
T1 0 (Control) 0 12.50 +0.05 | _ -
T2 300 60 80.00 +0.06 | s 77.14
T3 400 80 25 00 +0.06 | ##= 8286
T4 500 100 100.00 2000 | s 100.00

fp. = formulated product

a1 = acetamiprid 200 g/l

* standard error from 40 replicates

b Cochran-Armitage test and Chi® 2x2 Table test (reference item ROGOR. L40 ST). a=0.001 *** 0.01 ** 0.05*
¢, mean mortality corrected by Schneider-Orelli's formmula

-, not applicable

Bioassay 2 — mortality (7 DAA)

For test item Acetamipryd 200 SL, mean mortality ranged from 67.50% (corrected value: 60.61%) to
100.00% in treatments T2 (60 mL test item/ha) and T4 (500 mL test item/ha), respectively. The control
group and reference item showed a mortality of 17.50% and 82.50% (corrected value: 78.79%), respec-
tively.

Table KCP 10.3.2.2-28:  Average percentage of Coccinella septempunctata mortality (Bioassay 2 — 7

DAA)
Treatment L TR Z‘.If)rtnlit}' P :;‘;'l‘t:‘;:;‘j
R mL £.p./ha ¢ ai/ha R (%)

Tl 0 (Control) 0 17.50 =006 | _ -

T2 300 60 67.50 £0.08 | ##=* 60.61
T3 400 80 87 50 £0.06 | ##= 78 79
T4 500 100 100.00 =0.00 | sk 100.00
T | Taitmihe | dmetosena | 8250|2006 |ses| 770

fp. = formulated product

a1 = acetanupnd 200 gL

3 standard error from 40 replicates

b Cochran-Armitage test and Chi® 2x2 Table test (reference item ROGOR 140 ST), a=0.001 *** 001 ** 005 *
¢, mean mortality corrected by Schneider-Orelli's formmula

-, not applicable
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Bioassay 3 — mortality (14 DAA)

For test item Acetamipryd 200 SL, mean mortality ranged from 52.50% (corrected value: 42.42%) to
90.00% (corrected value: 87.88%) in treatments T2 (60 mL test item/ha) and T4 (500 mL test item/ha),
respectively. The control group and reference item showed a mortality of 17.50% and 65.00% (corrected
value: 57.58%), respectively.

Table KCP 10.3.2.2-29:  Average percentage of Coccinella septempunctata mortality (Bioassay 3 —

14 DAA)
Treatment Treatment rate Mf)rt::lit}' P tcnzlllt;i::\[:

o mL £p./ha ¢ ai/ha ol (%)
Tl 0 (Control) 0 17,50 006 | _ -
T2 300 60 52 50 £0.08 | ##* 42.42
T3 400 80 70.00 £0.07 | s 63.64
T4 500 100 90 .00 £0.05 | sk 87 88
T | Sraimmihe | dmetosena | 6500 | 2008 || 57

fp. = formmlated product

ai = acetamiprid 200 g/L.

* standard error from 40 replicates

t_ Cochran-Armitage test and Chi® 2x2 Table test (reference item ROGOR L40 ST), ¢=0.001 *** 0.01 ** 005 *

¢, mean mortality corrected by Schneider-Orelli's formula
-, not applicable

Bioassay 4 — mortality (21 DAA)

For test item Acetamipryd 200 SL, mean mortality ranged from 50.00% (corrected value: 33.33%) to
70.00% (corrected value: 60.00%) in treatments T2 (60 mL test item/ha) and T4 (500 mL test item/ha),
respectively. The control group and reference item showed a mortality of 25.00% and 65.00% (corrected
value: 53.33%), respectively.

Table KCP 10.3.2.2-30: Average percentage of Coccinella septempunctata mortality (Bioassay

4 - 21 DAA)
Treatment Treatment rate Mortality - ('ot'}'ec.teg
ber (%) <SE® mortality
um mL f.p./ha g ai/ha 70) = (%)
T1 0 (COHU’OI) 0 2500 +0.07 _ -
T2 300 60 50.00 =008 | ## 3333
T3 400 80 57.50 +0.08 L2 43 33
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T4 500 100 70.00 2007 | sk 60.00
ROGOR. 140 72g
» ST at 18 mL/ha | dimethoate/ha 65.00 0.08 | wes 53.33

fp. = formulated product

ai. = acetamiprid 200 gL

2 standard error from 40 replicates

b, Cochran-Armitage test and Chi® 2x2 Table test (reference item ROGOR L40 ST), o=0.001 *** 0.01 ** 0.05 *

¢, mean mortality corrected by Schneider-Orelli's formula
-, not applicable

Bioassay 5 — mortality (28 DAA)

For test item Acetamipryd 200 SL, mean mortality ranged from 22.50% (corrected value: 13.89%) to
37.50% (corrected value: 30.56%) in treatments T2 (60 mL test item/ha) and T4 (500 mL test item/ha),
respectively. The control group and reference item showed a mortality of 10.00% and 45.00% (corrected
value: 38.89%), respectively.

Table KCP 10.3.2.2-31: Average percentage of Coccinella septempunctata mortality (Bioassay

5—-28 DAA)
Treatment Lo }If)t‘tﬂlil’f: pb Ic]::;llt;‘l:::‘[j
number mL £.p./ha g a.i/ha (%0) £SE (%)

T1 0 (Control) 0 10.00 =005 | _ -

T2 300 60 22 50 =007 | ns 13.89
T3 400 80 32 50 +0.08 | 4= 25 00
T4 500 100 37 50 £0.08 | &+ 30.56
TS| STatismihe| dimethosteha | 4500 | 2008wl 3ggs

fp. = formulated product

ai = acetamiprid 200 g/L

2 standard error from 40 replicates

® Cochran-Armitage test and Chi® 2x2 Table test (reference item ROGOR L40 ST), a=0.001 *** 0.01 ** 005 *

£, mean mortality corrected by Schneider-Orelli's formula

-, not applicable
n 5., not significantly different compared to the control

Bioassay 6 — mortality (35 DAA)

For test item Acetamipryd 200 SL, mean mortality ranged from 17.50% (corrected value: 2.94%) to 25.00%
(corrected value: 11.76%) in treatments T2 (60 mL test item/ha) and T3 (400 mL test item/ha), respectively.
The control group and reference item showed a mortality of 15.00% and 35.00% (corrected value: 23.53%),
respectively.
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Table KCP 10.3.2.2-32: Average percentage of Coccinella septempunctata mortality (Bioassay

6 — 35 DAA)
Treamen — Moraliy | | oy
mL f.p./ha g a.i./ha T (%)
T1 0 (Control) 0 15.00 =006 | _ -
T2 300 60 17.50 006 | no 7 04
3 400 80 25.00 0.07 | ps. 11.76
T4 500 100 22 50 007 | po 8.82
T | STatlsmihe| dimetbosema | 3500 | 2008|2353

fp. = formulated product
ai. = acetamiprid 200 g/L.

*, standard error from 40 replicates
? Chi* 2x2 Table test with or without (reference item ROGOR. L40 ST) Bonferroni Correction, a=20.001 ***, 0.01 **, 0.05 *

¢, mean mortality corrected by Schneider-Orelli's formula

-, not applicable
n 5., not significantly different compared to the control

Bioassay 3 — mortality (14 DAA)

The mean number of eggs per female per day was 14.19 in the control group and 9.00 in T2 (300 mL test
item/ha). The hatching rate was 92.20% in treatment T2 (300 mL test item/ha) and 94.30% in the control
group. For treatments T3 (400 mL test item/ha) and T4 (500 mL test item/ha) the reproductive part was not
conducted, because the mean mortality exceeded 50% (corrected for control).

Table KCP 10.3.2.2-33: Mean number of eggs per female per day (bioassay 3 — 14 DAA)

Mean
Treatment Mean Mean | Meanno. | number of Eoo.
Treatment - - of eggs per gg.
, number no. of . SE* | hatching
number mL hatched female per b
g of females eggs ) (%)
fp. /ha | a.i/ha eggs day
(RrX)
0 ’ 4
T1 (Control) 0 421 891 67 84100 1419 +0.17 9430
T2 300 60 375 539.00 496 .50 9.00 +0.75 9220

fp. = formulated product

a1 = acetamiprid 200 g/l

2 standard error (SE) from the number of breeding boxes.
* mean values from four breeding boxes.

Bioassay 4 — mortality (21 DAA)

The mean number of eggs per female per day was 11.06 in T2 (300 mL test item/ha) and 11.37 in T3 (400
mL test item/ha). The control group showed a mean number of 14.32 eggs per female per day. The hatching
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rate was 93.39% in treatment T2 (300 mL test item/ha) and 92.15% in treatment T3 (400 mL test item/ha),
while in the control it was equal to 94.38%.

Table KCP 10.3.2.2-34: Mean number of eggs per female per day (bioassay 4 — 21 DAA)

- = Mean
reatment .
Mean Mean Mean no. | number of Egg-
Treatment . of egos per a .
numbel no. of SE hatching
number mL hatched female per b
g of females | eggs ) (%)
fp./ha | a.i./ha eggs day
(RrX)
0
y 4
T1 (Control) 0 410 81633 77033 14 32 +1.37 94 38
T2 300 60 386 62350 58250 11.06 +1.05 9339
T3 400 80 346 59350 547.00 11.37 +0.83 9215

fp. = formulated product

al. = acetamiprid 200 g/l

2 standard error (SE) from the number of breeding boxes.
® mean values from four breeding boxes.

Bioassay 5 — mortality (28 DAA)

The mean number of eggs per female per day ranged from 12.65 in T4 (500 mL test item/ha) to 15.13 in
T3 (400 mL test item/ha). The control group showed a mean number of 13.24 eggs per female per day. The
hatching rate ranged from 92.94% in treatment T4 (500 mL test item/ha) to 91.41% in treatment T3 (400
mL test item/ha), while in the control it was equal to 92.62%.

Table KCP 10.3.2.2-35:

Mean number of eggs per female per day (bioassay 5 — 28 DAA)

it 1 S il

- Mean
reatment i
Mean Mean Mean no. number of Ego-
Treatment of egos per .
, number no. of ] SE* | hatching
number mL hatched female per b
g of females | eggs ) (%0)
f.p./ha | a.i./ha eggs day
(RrX)
0 . 4
T1 (Control) 0 433 779.00 721.33 13.24 +1.59 92.62
T2 300 60 3.50 746.00 692.67 14.09 +0.20 92.77
T3 400 20 333 713.67 652.00 15.13 +1.25 0141
T4 | 500 | 100 | 333 | 607.00 ‘ 564.67 1265 |=z022| 9294

fp. = formulated product

a1 = acetamiprid 200 g/L

2 standard error (SE) from the number of breeding boxes.
Y mean values from four breeding boxes.

Bioassay 6 — mortality (35 DAA)

The mean number of eggs per female per day ranged from 12.88 in T4 (500 mL test item/ha) to 13.43 in
T3 (400 mL test item/ha). The control group showed a mean number of 11.96 eggs per female per day. The
hatching rate ranged from 92.80% in treatment T4 (500 mL test item/ha) to 93.01% in treatment T2 (300
mL test item/ha), while in the control it was equal to 92.16%.
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Table KCP 10.3.2.2-36:

Mean number of eggs per female per day (bioassay 6 — 35 DAA)

- AMean
reatment .
Mean Mean Mean no. | number of Egg-
Treatment . of eggs per a .
numbel no. of SE hatching
number mL hatched female per b
g of females | eggs i (%)
f.p./ha | a.i./ha eggs day
(RrX)
0
T1 (Control) 0 4.55 796.00 733.67 11.96 =044 92.16
T2 300 60 421 813.67 756.67 13.04 =033 93.01
T3 400 80 4.07 791.00 734.67 13.43 =1.18 92.89
T4 500 100 3381 745.67 692.00 12.88 =1.34 92.80

fp. = formulated product
ai = acetamiprid 200 g/L.

2 standard error (SE) from the number of breeding boxes.

b

CONCLUSION

The obtained endpoints have been summarised below.

Table KCP 10.3.2.2-37:

. mean values from four breeding boxes.

Endpoints for the 0 DAA, 7 DAA and 14 DAA bioassay

Endpoints mL test item/ha g a.i.’ha™
0-DAA Bioassay: fresh residues

LR1o <300 <60

LRso <300 [95%-CLs n.d.] <60 [95%-CLs n.d.]
NOER (Mortality) <300 <60
LOER (Mortality) 300 60

7-DAA Bioassay: 7-day aged residues

LR1o <300 <60

LRsg <300 [95%-CLs n.d ] <60 [95%-CLsn.d ]
NOER (Mortality) <300 <60
LOER (Mortality) 300 60

14-DAA Bioassay: 14-day aged residues

LRio <300 <60

LRso <400 [95%-CLs n.d ] <80 [95%-CLs n.d.]
NOER (Mortality) <300 <60
LOER (Mortality) 300 60

*The active ingredient content was calculate based on the nominal test item content of 200 g/L acetamupnd
Note: the LR 5 value were estimated, therefore no confidence limits were provided (95%-CLs n.d. =not determined)
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Table KCP 10.3.2.2-38: Endpoints for the 21 DAA, 28 DAA and 35 DAA bioassay

Endpoints mL test item/ha g a.i/ha®

21-DAA Bioassav: 21-dav aged residues

LR <300 <60

LRso 437.34 [300 - 500] 87.47 [60 - 100]
NOER (Mortality) <300 <60
LOER (Mortality) 200 60

28-DAA Bioassayv: 7-day aged residues

LRio <300 <60

LRsp =500 [95%-CLs n.d.] >100 [95%-CLs n.d ]
NOER (Mortality) 300 60
LOER (Mortality) 400 80

35-DAA Bioassay: 14-day aged residues

LR <300 <60

LRao =300 =60

LRso >500 [95%-CLs n.d.] >100 [95%-CLs n.d.]
NOER. (Mortality) =500 =100
LOER (Mortality) =500 =100

*The active ingredient content was calculate based on the nominal test item content of 200 g/L acetamipnd
Note: where the LR value were estimated, no confidence hinuts were provided (95%-CLs n.d. = not determined)

Comments of ZRMS: [The study was accepted by ZRMS.
The validity criteria was met:
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Mortality in control Bioassay | at 0 DAA Mortality was 13.33%, therefore, the
check validity criterion was met.
Bioassay 2 at 7 DAA Mortality was 10.00%, therefore, the
validity criterion was met.
Bioassay 3 at 14 DAA Mortality was 10.00%, therefore, the
validity criterion was met.
Reproduction in control Bioassay 1 at 0 DAA The mean number of eggs per female
check per day was 40.09. so this validity
Bioassay 2 at 7 DAA The mean number of eggs per female
per day was 40.60, so this validity
Bioassay 3 at 14 DAA The mean number of eggs per female
per day was 41.05, so this validity
Hatching rate in control Bioassay 1 at 0 DAA The hatching rate was 87 28% and so
check the validity criterion was met.
Bioassay 2 at 7 DAA The hatching rate was 81 87% and so
the validity criterion was met.
Bioassay 3 at 14 DAA The hatching rate was 86.70% and so
the validity criterion was met.
Mortality in reference Bioassay | at 0 DAA Actual value was 83.33% (comrected
value 80.77%), so the wvalidity
Bioassay 2 at 7 DAA Actual value was 73.33% (comrected

value 7037%). so the walidity

Bioassay 3 at 14 DAA Actual value was 66.67% (comrected
value 6296%), so the wvalidity
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Table 1a. Chirysoperla carnea mortality (Bioassay 1 at 0 DAA, 2 at 7 DAA and 3 at 14 DAA)

T2 T3 T4 T5
T1 Acetamipryd Acetamipryd Acetamipryd ROGORL
Control 200 SL at 300 200 SL at 400 200 SL at 500 | 40 ST at 60
mL test item'ha | mL test item/ha | mL testitemha | mL fp./ha
Deionized . y . - Ny
water 60 g a.i/ha 80 g a.iha 100 g a.i./ha 24 g a.i/ha
Mortality
(bicassay 1 —0 13.33 36.67 40.00 40.00 83.33
DAA) [mean %]
Sigﬁﬁcance a 2 *k LS 2 43
Corrected
mortality B 26.92 30.77 3077 80.77
(bioassay 1 -0
DAA) [%]
Mortality
(bicassay 2 — 7 10.00 13.33 16.67 20.00 73.33
DAA) [mean %]
Sigmificance * LS. 1.5 ns o
Corrected
pmrmhtyt‘ 3.70 741 11.11 70.37
(bioassay 2 -7
DAA) [%]
Mortality
(bicassay 3 — 14 10.00 10.00 1333 13.33 66.67
DAA) [mean %]
Significance ® ns ns ns EE
Corrected
_mort:thty b 0.00 3.70 3.70 62.96
(bioassay 3 — 14
DAA) [%]
-, not applicable

ns., not significantly different compared to the control
a, Cochran-Armitage test and Fisher's Exact test (reference item), a=0.001 ***, 0.01 ** 0.05 *

b, Schneider-Orelli's formula

Table 1b. Chrysoperla carnea reproduction (Bioassay 1 at 0 DAA, 2 at 7 DAA and 3 at 14 DAA)

T2 T3 T4
T1 Acetamipryd 200 | Acetamipryd 200 | Acetamipryd 200
Control SL at 300 mL test SL at 400 mL SL at 500 mL
item/ha test item/ha test item/ha
Deionized . y .
water 60 g a.i./ha 80 g a.i/ha 100 g a.i./ha
Reproduction (bioassay
1-0DAA) [mean no. 40.09 41.82 3983 38.56
eggs/female/day]
% egg-hatching §7.28 85.29 86.53 63.20
(bioassay 1 — 0 DAA)
Reproduction (bioassay
2~ 7 DAA) [mean no. 40.60 40.27 40.03 38.63
eggs/female/day]
% egg-hatching 81.87 80.15 80.21 69.92
(bioassay 2 — 7 DAA)
Reproduction (bioassay
3_ 14 DAA) [mean no. 41.05 40.90 40.52 39.50
egos/female/day]
% egg-hatching 86.70 86.53 8595 84.09
(bioassay 3 — 14 DAA)

a.l., active mgredient acetamuprid 200 g/L.
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Table 2. Endpoints for mortality (Bioassay 1 at 0 DAA, 2 at 7 DAA and 3 at 14 DAA)
Endpoints mL test item/'ha g a.i/ha*®
0-DAA Bioassay: fresh residues
LRso =500 [95%-CLs n.d.] =100 [95%-CLs n.d.]
NOER (Meortality) <300 <60
LOER (Mortality) 300 &0
7-DAA Bioassay: 7-day aged residues
LR =500 [95%-CLs n.d.] =100 [95%-CLs n.d ]
NOER (Mortality) >500 >100
LOER (Mortality) =500 =100
14-DAA Bioassay: 14-day aged residues
LRso =500 [95%-CLs n.d.] =100 [95%-CLs n.d ]
NOER (Mortality) =500 >100
LOER (Mortality) =500 =100
*The active ingredient confent was calculate based on the nominal test item content of 200 gL
95%-CLs nd., Confidence Limats not determumed due to mathematical reasons
Reference: KCP 10.3.2.2/04
Report Effects of Acetamipryd 200 SL on Chrysoperla carnea — Extended labora-

tory aged residue test;
Mautino G.; 2023; Study Code: 1038.1.SAG23/r

Guideline(s): Yes, SETAC; ESCORT; IOBC/BART/EPPO
Deviations: No

GLP: Yes

Acceptability: Yes

Duplication No

(if vertebrate study)

MATERIALS AND METHODS

1. Test material
Test item (chemical/other name):
Formulation:
Description (physical state):
Batch no.:
Production date:

Expiration date:

2. Vehicle and/or positive control:

Acetamipryd 200 SL

200 g/L (nominal content)
liquid

1/ACE/2022

01.2022

01.2024

vehicle: deionised water
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positive control: ROGOR L 40 ST (hominally 400 g dimetho-

ate/L)
3. Test organism
Species: Chrysoperla carnea
Source: Katz Biotech AG, Baruth, Germany
Age: first instar larvae, 2-day old
Acclimation period: 2 days under test conditions (same feeding)
Diet: During mortality evaluation, Sitotroga sp.’s eggs were put

into the test units the same day of test units setting after
the application and then, replaced 3 times a week. During
the fecundity evaluation, the adult diet consisted of mix-
ture of 15 mL condensed milk, 1 egg, 1 egg yolk, 30 g
honey, 20 g fructose, 30 g dried brewer’s yeast, 50 g
wheatgerm and 45 mL drinking water. This food was
available continuously and replaced at least twice, prefer-
ably three times per week. Water was provided perma-
nently in a reservoir and replaced at least once a week.

Test units: Mortality assessment: Cylinder (45.8 mm @ x 50 mm) of
transparent plastic provided with PTFE (politetrafluoro-
etilene), a perforated lid (28 mm ©) and with an insect
proof net. The cylinder was inserted into a plate provided
with a leaf disc of bean (50 mm @) leaning on two filter
paper layers and blocked to it by rubbers, arranged in a
cross design.

Fecundity assessment Glass cylinder (5000 cc, 16 cm @,
29 cm) provided with an insect proof net, blocked to it by
rubbers.

Plants: Taxonomic group: Fabaceae
Common name: bean
Species: Phaseolus vulgaris L.
Variety: Bingo
Source: Agricola Albese (Alba, CN)
Cultivation substrate: natural soil
Sowing date: 23 Mar 2023
Emergence date: 29 Apr 2023
Grown site: open field under a rain cover (N44° 44’
48.88”; E08° 04’ 09.00). Length: 39 m; width: 6 m;
height: 2.10 m)
Stage for test start: BBCH 18-19
Maintenance: automatic drip irrigation
Agrochemicals and/or fertilizers: none

4. Environmental conditions:
Temperature: 24.58 +0.281 °C (24.23 — 25.34 °C)
Relative humidity: 78.6+2.7% (70.7 — 82.7% RH)
Photoperiod: 16 hours light : 8 hours dark, light intensity 1800-2000 Ix
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STUDY DESIGN AND METHOD

The aim of the study was to determine the product persistence, intended as the decline rate of residues (fresh
and aged) on bean plants treated once with the test item Acetamipryd 200 SL (acetamiprid 200 g/L), grow-
ing under rain-protected field conditions. Insects (2-3 days old) were exposed to fresh and aged residue of
the test item at different timings (bioassay) after application (DAA) and observed three times per week.
Three bioassays were investigated: bioassay 1, where insects were introduced immediately after the appli-
cation on dried discs (0 DAA); bioassay 2, where insects were introduced 7 days after the application (7
DAA), and bioassay 3, where insects were introduced 14 days after the application (14 DAA). At each
bioassay, residual toxicity was evaluated by assessing Chrysoperla carnea mortality over the time and by
evaluating the sub-lethal effects on the insect' reproduction subsequently to their exposure to the test item'
residue (fresh and aged). The effects of the test item were compared with a control group and a reference
item.

The study encompassed 5 treatments (3 rates of the test item, control, reference item) with 30 replicates
each containing 1 larva. The larvae were exposed to fresh and aged residue on bean leaf discs at three
different times: 0, 7, and 14 days after application (DAA). At the end of this period, the observations con-
sisted in giving percent mortality; > 50% of larvae exposed to the test item survived and successfully com-
pleted their metamorphosis, females and males (adults) were sexed, assessed for their reproductive perfor-
mance and transferred to the mass-rearing units. The reproduction test started one week after the first egg
laying observation. Samples of two laid eggs, covering an oviposition period of 24 hours, were taken in one
week. Larvae hatching and lacewings survival were assessed.

Test design: 30 replicates per group, 1 larva per replicate

Tested concentrations, definitive test: 300 mL test item/ha (60 g acetamiprid/ha) — T2
400 mL test item/ha (80 g acetamiprid/ha) — T3
500 mL test item/ha (100 g acetamiprid/ha) — T4
400 L water/ha

Stability of test compound: -

Dates: start of the study: 20.04.2023
start of the experimental part: 20.04.2023
end of the experimental part: 12.06.2023
end of the study: 10.11.2023

Statistic: Software used for statistical analysis were “ToxRatPro”
Solutions GmbH, version 3.3.0. Mortality data were pro-
cessed using the Cochran-Armitage and Fisher' test test
(reference item), 0<<0.05. Correction for control mortality
was processed using the Schneider-Orelli formula. Repro-
ductive performance was evaluated only qualitatively due
to the very high species-inherent variability in egg-laying
performance. For all bioassays, at least the LR50 (mortal-
ity) value was determined, where possible. The No Ob-
served Effect Rate (NOER) and Lowest Observed Effect
Rate (LOER) values for mortality and reproduction were
determined, where possible.
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The following criteria should be satisfied in the control
for a test result to be considered valid:

- mortality in the water control <20% (dead larvae, pupae
and adults during emergence);

- mean number of eggs per female per day in the water
control > 15;

- mean hatching rate > 70;

- mortality in the reference group > 50 %.

Validity of the test:

RESULTS
Bioassay 1 — mortality (0 DAA)

Mean mortality for test item Acetamipryd 200 SL was 36.67% in treatment T2 (300 mL f.p./ha, corrected
mortality: 26.92%), 40.00 in treatment T3 (400 mL f.p./ha, corrected mortality: 30.77%) and 40.00% in
treatment T4 (500 mL f.p./ha, corrected mortality: 30.77%). The control and reference item groups showed
a mortality of 13.33% and 83.33% (corrected value: 80.77%), respectively.

Table KCP 10.3.2.2-39: Average percentage of Chrysoperla carnea mortality (Bioassay 1 — 0

DAA)
Treatment Treatment rate Mortality Caorr ec.tec!
number (%) +SE® P mortality
mL f.p./ha g a.i/ha T (%0)
T1 0 (Control) 0 13.33 +0.06 | _
T2 300 60 36.67 2009 | #= 26.97
T3 400 80 40 00 +0.09 | &= 30.77
T4 500 100 40.00 +0.09 ok 3077
ROGOR L40 24 ¢g
T ST at 60 mL/ha | dimethoate/ha 83.33 2007 | s 80.77
ai., acetamiprid

3 standard error from 30 replicates

b Cochran-Armitage test and Fisher's Exact test (reference item ROGOR L 40 ST), a=0.001 ***_ 0.01 ** 005 *
¢, mean mortality corrected by Schneider-Orelli's formula

-, not applicable

Bioassay 2 — mortality (7 DAA)

Mean mortality for test item Acetamipryd 200 SL was 13.33% in treatment T2 (300 mL f.p./ha, corrected
mortality: 3.70%), 16.67% in treatment T3 (400 mL f.p./ha, corrected mortality: 7.41%) and 20.00% in
treatment T4 (500 mL f.p./ha, corrected mortality: 11.11%). The control and reference item groups showed
a mortality of 10.00% and 73.33% (corrected value: 70.37%), respectively.
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Table KCP 10.3.2.2-40:

Average percentage of Chrysoperla carnea mortality (Bioassay 2 — 7

DAA)
Trea tmeutu ‘ Tt'eah.l]l‘ltll‘ rate Mortality - C ot'rec.ted
. - maortality®
Ll mL £p./ha g a.i/ha o=l (%)
T1 0 (Control) 0 10.00 +006 | _ -
T2 300 60 1333 +0.06 | 45 370
T3 400 80 16.67 007 | ps 7 41
T4 500 100 20.00 007 | 45 11.11
I S%c:?g)finlf ga dime?k?oﬁte.-"ha 7333 £0.08 | #as 70.37

a1 = acetamiprid

* standard error from 30 replicates
b Cochran-Armitage test and Fisher's Exact test (reference item ROGOR.L 40 ST), 0=0.001 ***,0.01 **,0.05 *

¢, mean mortality corrected by Schneider-Orelli's formula

-, not applicable

n s.. not significantly different compared to the control

Bioassay 3 — mortality (14 DAA)

Mean mortality for the test item Acetamipryd 200 SL was 10.00% in treatment T2 (300 mL f.p./ha, cor-
rected mortality: 0.00%), 13.33 in treatment T3 (400 mL f.p./ha, corrected mortality: 3.70%) and 13.33%
in treatment T4 (500 mL f.p./ha, corrected mortality: 3.70%). The control and reference item groups showed
a mortality of 10.00% and 66.67% (corrected value: 62.96%), respectively.

Table KCP 10.3.2.2-41:

Average percentage of Chrysoperla carnea mortality (Bioassay 3 — 14

DAA)
Tl:f;:;::::‘“ Treatment rate ,Eolg;rél; " Elt:)tt"lt‘:lrittt;[}l
mL f.p./ha g a.i./ha (%)

T1 0 (Control) 0 10.00 +0.06 | _ -

T2 300 60 10.00 006 | 5 0.00
T3 400 80 1333 006 | ¢ 3.70
T 500 100 1333 006 | 5 3.70
T | STateomiia| dmethosiwha | 6667 | 0% || 6o

a.1. = acetamiprid

3, standard error from 30 replicates
b Cochran-Armitage test and Fisher's Exact test (reference ttem ROGOR L 40 ST), a=0.001 ***, 0.01 **,0.05 *

©, mean mortality corrected by Schneider-Orelli's formula

-, not applicable

1 5., not significantly different compared to the control
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Bioassay 1 — fecundity (0 DAA)

The mean number of eggs per female per day was 41.82 in treatment T2 (300 mL test item/ha), 39.83 in
treatment T3 (400 mL test item/ha) and 38.56 in treatment T3 (500 mL test item/ha). The control group
showed a mean number of eggs per female / day of 40.09. The hatching rate was 85.29% in treatment T2
(300 mL test item/ha), 86.53% in treatment T3 (400 mL test item/ha) and 63.20% in treatment T4 (500 mL
test item/ha), while in the control it was equal to 87.28%.

Table KCP 10.3.2.2-42: Mean number of eggs per female per day

==t

Treatment First oviposition Second oviposition Mean
Treatme I:)l;l:lgbge:
nt Replicate ’ +SE
b - £ P Felm Femal | E22 | Femal | Femal | E22 per
fp./ha | ai/ha ? e't e end 5 estart | e end s female
s per day
.
- 0 1 0 1 7 6 247 3] 6 267 40,09 £1.16
Contro. I 8 8 305 8 7 298
I
6 6 234 3] 5 182
T2 300 60 4182 | 578
o 5 5 256 5 5 220
I
4 4 182 4 4 170
T3 400 80 39.83 | #17
I 5 4 186 | 4 4 120
I
4 4 190 4 3 131
T4 500 100 38.556 | £3.90
I 4 4 155 4 3 107

SE. Standard error

Table KCP 10.3.2.2-43: Average percentage of egg-hatching

Treatment First oviposition Second oviposition
Treatment , .
i Treatment % egg-hatching
number L =L Eggs Larvae Eggs Larvae
f.p./ha f.p./ha
7 > ] ]
T1 0 Control o I 247 212 267 236 8798
IT 305 279 298 248
2 2 52
™ 300 60 I 234 08 182 1 85 29
II 256 205 220 195
j:l
T3 400 30 I 182 153 170 149 26.53
IT 186 164 120 103
T4 500 100 I 190 102 131 93 6320
II 155 85 107 87

Bioassay 2 — fecundity (7 DAA)

The mean number of eggs per female per day was 40.27 in treatment T2 (300 mL test item/ha), 40.03 in
treatment T3 (400 mL test item/ha) and 38.63 in treatment T4 (500 mL test item/ha). The control group
showed a mean number of eggs per female / day of 40.60. The hatching rate was 80.15% in treatment T2
(300 mL test item/ha), 80.21% in treatment T3 (400 mL test item/ha) and 69.92% in treatment T4 (500 mL
test item/ha), while in the control it was equal to 81.87%.
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Table KCP 10.3.2.2-44:

Mean number of eggs per female per day

Treatment First oviposition Second oviposition Mean
number
Treatment L i Replicate ofeggs =SE
number m E Female | Female | Fggg | Female | Female | Fgq per
fp./ha | a.i/ha start end start end female
per dav
7 6 288 6 6 239
T1 0 |0 4060 | =147
Contro 6 6 296 6 5 159
7 7 290 7 5] 275
T2 300 60 4027 | %160
8 8 269 8 6 306
5 5 264 5 5 170
T3 400 80 4003 | %37
6 5 121 5 4 231
5 5 218 5 4 157
T4 500 100 38.63 | +0.61
6 6 167 6 4 241

SE, Standard error

Table KCP 10.3.2.2-45:

Average percentage of egg-hatching

Treatment First oviposition Second oviposition
Treatment , ,
) Treatment % egg-hatching
number —L it Eggs Larvae Eggs Larvae
f.p./ha f.p./ha
2 ekl D ’,
T1 0 Control 0 L 288 232 239 207 81.87
II 296 241 159 125
I 290 224 275 210
T2 300 60 20.15
II 269 201 306 279
I 264 204 170 110
T3 400 80 3021
I 121 101 231 209
2
T3 500 100 I 218 181 157 98 69.99
II 167 101 241 166

Bioassay 3 — fecundity (14 DAA)

The mean number of eggs per female per day was 40.90 in treatment T2 (300 mL test item/ha), 40.52 in
treatment T3 (400 mL test item/ha) and 39.50 in treatment T3 (1500 mL test item/ha). The control group
showed a mean number of eggs per female / day of 41.05. The hatching rate was 86.53% in treatment T2
(300 mL test item/ha), 85.95% in treatment T3 (400 mL test item/ha) and 84.09% in treatment T4 (500 mL
test item/ha), while in the control it was equal to 86.70%.
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Table KCP 10.3.2.2-46:

Mean number of eggs per female per day

Treatment First oviposition Second oviposition 1[-.1?]!1
number
Treatment L Replicats of eggs ASE
number 1‘1. . g Female | Female | g ggs Female | Female Eggs per
fp./ha | a.i/ha start end start end female
per day
6 6 260 6 5 236
TI 0 oo 4105 |*207
Contro II 6 5 223 5 5 187
I
8 7 313 6 6 279
T2 300 60 4090 |*297
1 7 7 286 7 7 245
I
7 7 168 7 5 304
T3 400 80 4052 | £318
I 7 7 |o2mm | 7 6 | 31
I
6 5 190 5 4 194
T4 500 100 3950 | 067
- 6 6 246 6 6 236

SE. Standard error

Table KCP 10.3.2.2-47:

Average percentage of egg-hatching

Treatment First oviposition Second oviposition
Treatment . o .
number mL mL Treatment Eo e Ee Lare %0 egg-hatching
£p./ha £p./ha ggs arvae ggs arvae
b ] b ) ]

T1 0 Control 0 I 260 238 236 189 86,70
II 223 210 187 148
I 313 272 276 226

T2 300 G0 86.53
I 286 251 245 219
I 168 144 304 250

T3 400 80 85 95
II 277 226 311 294
I 190 169 194 139

T4 500 100 84.09
II 246 218 236 206

CONCLUSION

The obtained endpoints have been summarised below.
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Table KCP 10.3.2.2-48: Endpoints for mortality (Bioassay 1 at 0 DAA, 2 at 7 DAA and 3 at 14
DAA)

Endpoints mL test item/ha g a.i/ha~

0-DAA Bioassayv: fresh residues

LRso >500 [95%-CLs nd ] >100 [95%-CLs nd ]
NOER (Mortality) <300 <60
LOER (Mortality) 300 60

7-DAA Bioassay: 7-dav aged residues

LRso =500 [95%-CLsnd ] >100 [95%-CLs nd ]
NOER (Mortality) =500 =100
LOER (Mortality) =500 =100

14-DAA Bioassay: 14-day aged residues

LRsg >500 [95%-CLs n.d ] >100 [95%-CLs n.d.]
NOER (Mortality) >500 >100
LOER (Mortality) =500 >100

*The active mgredient content was calculate based on the nominal test item content of 200 gL
95%-CLs nd., Confidence Limits not determined due to mathematical reasons

A24 KCP 10.4 Effects on non-target soil meso- and macrofauna
A24.1 KCP 10.4.1 Earthworms
A241.1 KCP10.4.1.1 Earthworms - sub-lethal effects

Comments of ZRMS: [The study was accepted by zZRMS.
The validity criteria was met:
The results are considerad valid because the following criteria were satisfied in the controls:
+ each replicate produced from 215 to 319 juveniles (250.9 mean) at the end of the
exposure period (criterion: = 30 juveniles by the end of the experiment),
s the coefficient of variation of reproduction was 12.9% (criterion: £ 30%),

+ adult mortality over the initial 4 weeks of the experiment was 1.3% (criterion: = 10%).

The agreed toxicity endpoints:
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Value Vvalue _—
Parameter | mo test temkg ary | 10 ol acetaminrio/g
weight of artificial soil] Y 9 soil]
2.81 0.53
EC10 (2.11 - 3.48) (0.40 - 0.66)
4.28 0.81
EC20 (3.46 - 5.03) (0.65 - 0.95)
9.54 1.80
ECso (8.46 - 10.75) (1.60 - 2.03)
NOEC 1.80 0.34
(reproduction)
LOEC (reproduction) 3.20 0.60
22.49 4.25
LCso (16.21 - 28.57) (3.06 - 5.59)
NOEC (survival) 5.60 1.06
LOEC 10.0 1.89
(survival)
Reference: KCP 10.4.1.1/01
Report Acetamipryd 200 SL Earthworm reproduction test (Eisenia andrei);
Wrobel A.; 2022; Study Code: G-93-21
Guideline(s): Yes, OECD 222
Deviations: No
GLP: Yes
Acceptability: Yes
Duplication No
(if vertebrate study)
MATERIALS AND METHODS
1. Test material
Test item (chemical/other name): Acetamipryd 200 SL
Formulation: SL (soluble liquid), acetamiprid: specification 200.0 g/L
Description (physical state): light brown liquid
Batch no.: 1/ACE/2022
Production date: 01.2022
Expiration date: 01.2024

2. Vehicle and/or positive control: vehicle: deionized water
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positive control: carbendazim

3. Test organism
Species: earthworm Eisenia andrei

Source: cultivated at the Lukasiewicz Research Network — Insti-
tute of Industrial Organic Chemistry Branch Pszczyna,
Ecotoxicology Research Group, Laboratory of Soil Or-
ganisms Toxicology , Poland

Age: about 10 months old
Acclimation period: 24 hours acclimatization
Diet: during the experiment, the earthworms were fed on air-

dried finely ground cow manure; one day after the begin-
ning of the experiment, it was spread on the soil surface
(5 g food/ container) and moistened; the food prepared in
this way was provided once a week during the four-week
period (5 g food/container); after 4 weeks (when the adult
earthworms were removed from the soil), the juvenile
earthworms were fed only once (5 g food/container)

Test units: plastic containers (204 cm2) with a capacity of about
1.4L, containers were covered with perforated transparent
foil in order to prevent the earthworms from escaping, to
allow gaseous exchange, and to provide access to light

4. Environmental conditions:

Temperature: 19.8 — 22.0°C

Soil: artificial soil 10% sphagnum peat, 20% kaolin clay,
69.945% air-dried industrial sand, 0.055% calcium car-
bonate

pH: pH at the beginning of the experiment: 6.33 — 6.38;
pH at the end of the experiment: 6.28 — 6.33;

Soil moisture content: soil moisture content at the beginning of the experiment:
24.9 — 28.4% (50.9 — 58.1% of the maximum water hold-
ing capacity)

soil moisture content at the end of the experiment: 26.8 —
29.2% (54.8 — 59.7% of the maximum water holding ca-
pacity)

Photoperiod: light-dark cycle: 16h : 8h
light intensity at the beginning of the experiment: 532.7 —
573.5 lux
light intensity at the end of the experiment: 534.3 — 659.7
lux

STUDY DESIGN AND METHOD

The aims of the study were to assess the impact of Acetamipryd 200 SL on reproduction of the earthworm,
Eisenia andrei and to determine EC10, EC20, EC50 and NOEC. The test item in the form of an agueous
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solution was mixed with a suitable amount of the artificial soil. The concentrations of the test item were:
0.56, 1.0, 1.8, 3.2, 5.6, 10.0, 18.0, 32.0, 56.0 and 100.0 mg/kg dry weight of the artificial soil. Each of them
was divided into four replicates. There was also one untreated control group with the deionised water only.
Control group was divided into eight replicates. The experiment lasted 8 weeks. After 4 weeks, all of adult
earthworms were removed from the test containers and observed. All changes in their behaviour and mor-
phology were recorded. The number of earthworms and their body weights were also determined. The
impact of the test item on reproduction was evaluated after the additional 4 week period on the basis of the
number of juveniles hatched from cocoons during the experiment.

Test design: number of replicates: 4 replicates/concentration + 8 rep-
licates/control; number of earthworms: 10 earthworms
Ireplicate

Exposure time: 8 weeks

Tested concentrations, definitive test:  0.56, 1.0, 1.8, 3.2, 5.6, 10.0, 18.0, 32.0, 56.0 and 100.0
mg/kg dry weight of the artificial soil

Stability of the test compound: In order to verify the nominal soil concentration of the test
item, the analytical measurements of the artificial soil
treated with the test item at the highest concentration (i.e.
100.0 mg of the test item/kg dry weight of the artificial
soil) were performed at the beginning, during (after 4
weeks) and at the end of the test.

Dates: start of the study: 23.03.2022
start of the experimental part: 06.04.2022
end of the experimental part: 03.06.2022
end of the study: 20.07.2022

Statistic: EC10, EC20, EC50 — probit analysis using linear max.
likelihood regression; LC50 — Weibull analysis using lin-
ear max. likelihood regression; NOEC (reproduction):

- Shapiro-Wilk’s Test on Normal Distribution,

- Bartlett’s Test Procedure on Variance Homogeneity,

- Williams Multiple Sequential t-test Procedure.

NOEC (survival):

- Fisher’s Exact Binomial Test with Bonferroni Correc-
tion

LOEC: a values suggested by the ToxRat Professional
2.10 statistical computer software

Validity of the test: The results are considered valid because the following cri-
teria were satisfied in the controls:
- each replicate produced from 215 to 319 juveniles (250.9
mean) at the end of the exposure period (criterion: > 30
juveniles by the end of the experiment),
- the coefficient of variation of reproduction was 12.9%
(criterion: < 30%),
- adult mortality over the initial 4 weeks of the experiment
was 1.3% (criterion: < 10%).
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RESULTS

After 4 weeks of exposure to the test item At concentrations ranging from 0.56 to 18.0 mg /kg dry weight
of artificial soil, mortality of the adult earthworms was between 0.0 and 20.0%. At concentrations ranging
from 32.0 to 100.0 mg of the test item/kg dry weight of artificial soil, mortality of the adult earthworms
was between 87.5 and 100.0%. As for the control group, mortality of the adult earthworms was equal to
1.3%.
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Table KCP 10.4.1.1-1: Mortality of the adult earthworms (Eisenia andrei) after 4 weeks of the
experiment
Concentration of the test Number of tested Nugllil:lveer of Total mortality
item [mg/kg dry weight | Replicate
f the artificial soil] earthworms [no.] | earthworms .
0 [no.] [no.] [%%]
1 10 10
2 10 10
3 10 10
0.0 4 10 10
(control) 5 10 10 1 1.3
& 10 9
7 10 10
8 10 10
1 10 10
2 10 10
0.56 3 10 9 1 2.5
4 10 10
1 10 10
2 10 10
1.0 3 10 10 0 0.0
4 10 10
1 10 10
2 10 10
1.8 3 10 9 1 2.5
4 10 10
1 10 10
2 10 10
3.2 3 10 10 0 0.0
4 10 10
1 10 10
2 10 9
5.6 3 10 10 3 7.5
4 10 8
1 10 7
2 10 9 .
10.0 3 10 9 15 15.0
4 10 9
1 10 8
2 10 10 .
18.0 3 10 7 8 20.0
4 10 7
1 10 0
2 10 1 .
32.0 3 10 5 35 87.5
4 10 2
1 10 0
2 10 1
56.0 3 10 0 39+ 97.5
4 10 4]
1 10 0
2 10 0 .
100.0 3 10 0 40 100.0
4 10 0

After 4 weeks of the experiment, at the concentrations between 0.56 and 100.0 mg of the test item/kg dry
weight of the artificial soil, the changes in appearance and behaviour of the adult living earthworms were
not observed.
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Table KCP 10.4.1.1-2: Results of the observations of the adult earthworms (Eisenia andrei)
for changes in behaviour and in morphology.
Concentration of the test Chanaes in
item Replicate Number of tested behavimg:r and in
[mg/kg dry weight of the P earthworms [no.] morpholo
artificial soil] phology
1 10 10 nc
2 10 10 nc
3 10 10 nc
0.0 4 10 10 nc
(control) 5 10 10 nc
& 10 onc, 1d
7 10 10 nc
a8 10 10 nc
1 10 10 nc
2 10 10 nc
0.56 3 10 9nc, 1d
4 10 10 nc
1 10 10 nc
2 10 10 nc
1.0 3 10 10 nc
4 10 10 nc
1 10 10 nc
2 10 10 nc
1.8 3 10 9nc, 1d
4 10 10 nc
1 10 10 nc
2 10 10 nc
3.2 3 10 10 nc
4 10 10 nc
1 10 10 nc
2 10 9nc, 1d
3.6 3 10 10 nc
4 10 8nc,2d
1 10 7nc, 3d
2 10 9nc, 1d
10.0 3 10 9nc, 1d
4 10 9nc, 1d
1 10 8nc,2d
2 10 10 nc
18.0 3 10 7nc, 3d
4 10 7nc, 3d
1 10 10d
2 10 i1nc,9d
32.0 3 10 2nc, 8d
4 10 2nc, 8d
1 10 10d
2 10 1nc,9d
56.0 3 10 10d
4 10 10d
1 10 10d
2 10 10d
100.0 3 10 10d
4 10 10d

nc — no changes, d - dead earthworm

After 4 weeks of the exposure period of the test item at the concentrations ranging from 0.56 to 32.0 mg/kg
dry weight of artificial soil, the body weight increase was between 20.7 and 45.6%. As for the control
group, the body weight increase was equal to 43.4%.
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After the application of the test item at the concentrations ranging from 0.56 to 32.0 mg/kg dry weight of
the artificial soil, the mean number of juveniles was between 7.3 and 253.0 per replicate. No juveniles
earthworms after application of the test item at the concentrations 56.0 and 100.0 mg/kg dry weight were
observed. The mean number of juveniles in the control group was equal to 250.9 per replicate. After 8
weeks of the experiment, it was concluded that Acetamipryd 200 SL had a statistically significant impact
on reproduction of the earthworms at the concentrations ranging from 3.2 to 100.0 mg/kg dry weight of
artificial soil.
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Table KCP 10.4.1.1-3: Number of juvenile earthworms (Eisenia andrei) after 8 weeks of the
experiment

Concentration of the

test item Replicate

[mg/kg dry weight of
the artificial soil]

Number of
juveniles
[no.]

319
221
250
247
263
215
2590
233
286
292
212
e B B

241
284
225
255
246
235
227
249
209
235
199
201
181
162
191
167
136
150
116
112
42
o5
a7
64
0
5
10
14
0

Mean Comparison to Cv#
+sSD the control [%%] [%o]

0.0

250.9 £ 32. - 2.
(control) 50.9 £ 324 12.9

0.56 253.0+ 418 100.8 16.5

1.0 251.3 £ 25.0 100.1 10.0

1.8 239.3 x10.41 95.4 4.2

3.2 211.0* £ 16.6 84.1 7.9

5.6 175.3" £13.2 69.9 7.5

10.0 128.5* £ 17.8 51.2 13.8

18.0 74.5* =+ 26.4 29.7 35.5

32.0 7.3 6.1 2.0 83.8

56.0 0.0* 0.0 -

100.0 0.0* 0,0 -

E TR (% R (N PR LT NGNS (N T N A O T YA T G T T N N N N T [ TR I G T T N R U R T R GO PR T GG DTl Y AR N R T e B e R R SO R O

oo oolcoo
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Table KCP 10.4.1.1-4: Results of the observations for changes in behaviour and in morphol-
ogy of the juveniles earthworms (Eisenia andrei)

Concentration of the ] } -
test item Replicate Number of juveniles thnge_f. in
[mg/kg dry weight of after 8 weeks of the behaviour and in
tlgm e?rtiﬂ::ial E%il] exposure [no.] morphology
1 319 nc
2 221 nc
3 250 nc
0.0 4 247 ne
(control) 5 263 nc
& 215 nc
7 259 nc
& 233 nc
1 286 nc
2 292 nc
0.56 . 292 nc
4 222 nc
1 241 nc
2 284 nc
1.0 3 e ne
4 255 nc
1 246 nc
2 235 nc
1.8 - 2% nc
4 249 nc
1 209 nc
2 235 nc
3.2 3 e nc
4 201 nc
1 181 nc
2 162 nc
5.6 3 o ne
4 167 nc
1 136 nc
2 150 nc
10.0 . 10 nc
4 112 nc
1 42 nc
2 95 nc
18.0 3 - ne
4 &4 nc
1 0 _
2 5 nc
32.0 3 o ne
4 14 nc
1 0 _
2 0 _
26.0 2 0 -
4 0 -
1 0 _
2 0 _
100.0 3 5 -
4 0 -

After 8 weeks of the experiment, the juveniles of earthworms did not exhibit any changes in appearance
and behaviour
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CONCLUSION

The concentration of the test item causing 50% mortality of the adult earthworms (LCso) is equal to 22.49
mg/kg dry weight of the artificial soil (i.e. 4.25 mg of acetamiprid /kg dry weight of the artificial soil).

Table KCP 10.4.1.1-5: Earthworm reproduction test — final results
Value
Value -
Parameter | mg test tem/kg ary | [0 of scetamipeia/kg
weight of artificial soil] Y ght |
s0il]
2.81 0.53
EC1o (2.11 - 3.48) (0.40 - 0.66)
4.28 0.81
ECao (3.46 - 5.03) (0.65 - 0.95)
9.54 1.80
ECso (8.46 — 10.75) (1.60 - 2.03)
NOEC 1.80 0.34
(reproduction)
LOEC (reproduction) 3.20 0.60
22.49 4.25
LCs0 (16.21 - 29.57) (3.06 - 5.59)
NOEC (survival) 5.60 1.06
LOEC 10.0 1.89
(survival)
A24.1.2 KCP 10.4.1.2 Earthworms - field studies
Not relevant. No studies submitted.
A24.2 KCP 10.4.2 Effects on non-target soil meso- and macrofauna (other

than earthworms)

A2421 KCP 104.2.1 Species level testing

Comments of ZRMS: The study was accepted by zZRMS.
The validity criteria was met:
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Mortality mn untreated control Control mean mortality to be = 20% at the end of the test (actual
value was 0.00%, so the validity criterion was met).

Reproduction i untreated control The mean number of juveniles per test umt to be = 50 at the end
of the test (actual value was 172.75, so this validity enterion

was met).
Coefficient of Vanation of The coefficient of vanation of reproduction m control to be <
reproduction in untreated control  30% at the end of the test (actual value was 11.69%. so the
validity criterion was met).

Table la. Mortality of soil mite Hypoaspis (Geolaelaps) aculeifer
Acetamipryd 200 SL

T2 T3 T4 5 T6 T7 T8 To T10 Til
Bl 7.56 13.61 2450 .10 79.38 142,80 | 25720 | 462.96 | 83333 1500

Control mg test || mgtest | mgtest | mgtest | mgtest | mgtest | mg test | mgtest | mgtest | mg test
stem/k S = P L= L2 i et S item/ke | item/t

1 1 -l -1 -] = = =
soil dow. || soil dow. | seil dow. || soil dow. | seil dow. | seil dw. | soil dow | seil dow. | seil dw. | seil dow.
13.58 24.98 .97 80.94 145.69 262.24

132mg | 2.38mg | 4.28mg | 7.71 mg
ad/kg aifkg ailkg ailkg a.?f%ig adkg ai.n'%g ai.:fgi:g a.?fig a.lin.’ig

water :
soil daw. || soil daw. | soil dw. | soil dw. soil dow. | soil dow. | soil dow | seil dow. | soil dow. | seil dow.

0.00 0.00 0.00 0.00 0.00 0.00 2.50 250 2.50 5.00 7.50

[mean %3]
Significance® - ns. ns. ns. ns. ns. ns. ns. ns. ns. ns.
Endpoint mg test item/ke soil d.w. mg a.i./kg soil d.w.*
LC1g [95% confidence intervals] (Mortality) =1500 [95%-CLs n.d.] =262.24 [95%CLs n.d ]
LCyq [95% confidence mtervals] (Mortality) =1500 [95%-CLs n.d.] =>262.24 [95%-CLs n.d.]
LCsq [95% confidence mntervals] (Mortality) >1500 [95%-CLs n.d.] >262.24 [95%-CLs n.d.]
NOEC (Mortality) =1500 =262.24
LOEC (Mortality) =1500 =262.24
The active ingredisnt content was caleulate based on the nominal test item content of 200 gL and actual density of 1.144 giml.
dow.= dry weight seil
a1 = acetamipnd

a, Fisher's Exact Test after Bonferroni Correction, a=0.001 ***, 0.01 **, 0.05 *
ns., not sigmficantly different compared to the control
Lim:

n.d: not determined due to mathematical reasons
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Table 1b. Reproduction of soil mite Hypoaspis (Geolaelaps) aculeifer

Acetamiprvd 200 SL
T2 T3 T4 T3 T6 T7 T8 T9 T10 T11
T 7.56 13.61 2450 44.10 79.38 142.59 257.20 462.96 833.33 1500
Control mg test | mgtest | mgtest | mgtest | mgtest | mgtest | mgtest | mgtest | mgtest | mg test
omtre itemkg | item/kg | item'kg || itemkg | item'kg | itemkg | itemkg | item/kg | itemkg | item/kg
soil d.w. || soil dow. | seil dow. || soil dow. | soil dow. | soil dw. | soil dw | seil dow. | soil dw. | seil dw.
Deionised | 192me | 238mg | 428mg | 7img | 13gs | TR HST ) 8054 14865 26
elomse ailkg || aikg | aifkg | aifkg mg me by me g g
water s ey ey el e al/kg ai/kg ai/kg aikg ai/kg
soil dw. || soil dw. | soil dw. | soil d.w. 5;1]ldL; soil dow. | soil dw | soil dow. | soil dw. | soil dw.
Reproduction
[mean 17275 162.00 || 158.75 | 15825 | 148.25 | 147.75 | 133.75 | 130.75 | 12425 | 101.00 | 66.50
juveniles]
Effect on
reproduction - 6.2 8.1 84 | 142 | 145 | 226 | 243 | 281 | 415 | 615
[*aR]
Significance? - ns. ns. ns. ® ® * ® * * *
Endpoint mg test item/kg soil d.w. mg a.ikg soil d.w.*
EC1 [95% confidence intervals] (Reproduction) 65.95 [24.88 — 174.85] 11.53 [4.35 - 30.57]
ECap [95% confidence intervals] (Reproduction) 182.63 [66.61 — 497.65] 31.93[11.65— 87.00]
ECso [95% confidence intervals] (Reproduction) 1281.80 [317.83 —UL.n.d.] 22409 [55.56-UL.nd]
NOEC (Reproduction) 24.50 4.28
LOEC (Reproduction) 44.10 7.71
¥ The active ingredient content was caleulate based on the nomunal test item content of 200 gL and actual density of 1.144 g'ml
dow = dry weight seil
a1 = acetamipnd
-, not applicable
a, Williams' t-test, g=0.05 *
n.s., not significantly different compared to the control
95%-U.L. Upper Linut
nd: not determimed due to mathematical reasons
Reference: KCP 10.4.2.1/01
Report Predatory mites Hypoaspis (Geolaelaps) aculeifer reproduction test in soil
with Acetamipryd 200 SL;
Mautino G.; 2023; Study Code: 1039.1.SAG23/r
Guideline(s): Yes, OECD 226
Deviations: To add the Dosages of the Definitive test, To add the Analytical Phase Plan

deadlines, To add Sampling Specimen codes for dosages T10 and T11, To
add the Analytical Phase plan code, To add the Analytical Phase plan amend-

ment 1
GLP: Yes
Acceptability: Yes
Duplication No

(if vertebrate study)

MATERIALS AND METHODS
1. Test material

Test item (chemical/other name):

Formulation:

Description (physical state):
Batch no.:

Acetamipryd 200 SL

SL (soluble liquid), acetamiprid: specifi-
cation 200.0 g/L

liquid
1/ACE/2022
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Production date: 01.2022
Expiration date: 01.2024

vehicle: deionized water
positive control: ROGOR L 40 ST (nominally 400 g/L dime-
thoate)

2. Vehicle and/or positive control:

3. Test organism

Species: Predatory mite (Acari, Laelapidae), Hypoaspis (Geo-
laelaps) aculeifer Canestrini

Source: Katz Biotech AG, Baruth, Germany

Age: 28-35 days after the start of the egg-laying period

Sex: females

Diet: after the introduction of the test organisms (day 0) and 3
times a week, a small amount of Tyrophagus putres-
centiae (Schrank) was provided to the mites ad libitum. T.
putrescentia was provided by Katz Biotech AG, Baruth,
Germany

Test units: inert plastic (non-toxic) box (diameter: 4.6 cm), partly

. Environmental conditions:

transparent, with a cross-sectional area that allows the ac-
tual soil depth within it of 1.5 cm with polyethylene lid as
a locking system

Temperature: 19.24 + 0.238 °C (18.95 — 19.90 °C)
Humidity: 73.2 +2.0% (69.6 — 77.9%)
Soil: artificial soil: 5% sphagnum peat, 20% kaolin clay, 88%

Stability of test compound:

WHC:
pH:
Photoperiod:

quartz sand

the content of Acetamiprid 200 SL (nominally acetam-
iprid 200 g/L) active ingredient was determined in soil
samples collected during the trial at the beginning, during
and at the end of the test,

38.39%

6.08

light-dark cycle: 16 h light and 8 h dark, 650 lux

STUDY DESIGN AND METHOD

The aim of the study was to determine the effect of Acetamipryd 200 SL (acetamiprid 200 g/L) on the
vitality and reproduction of predatory mite under laboratory conditions in an artificial soil substrate. All the
experimental procedures were designed by following the OECD Guidelines for testing of chemicals no.
226 (2016). For this reason, Hypoaspis (Geolaelaps) aculeifer has been selected to investigate the effect of
the test item applied alone on this non-target organism following its application into the soil. For this pur-
pose, a not-GLP Range finding test was initially performed, followed by a Definitive test.
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The Definitive test rates were established taking into consideration the Range finding test results. A 14-day
test in treated artificial soil prepared according to the OECD 226 (2016) test guideline; different concentra-
tions of the test item were mixed into the soil. There were 11 treatment groups (10 concentrations of the
test item; 1 control), consisting of 4 replicates for the test item treatments and for the reference item and 8
replicates for the control group. Each replicate contained 10 adult female mites. Assessment of adult mor-
tality, behavioural effects and reproduction rate (mean number of juveniles produced per vessel over the
test period) was performed after 14-day exposure in treated artificial soil.

Test design: 8 for the control; 4 per test item, 4 additional containers
per treatment to check the pH and water content of the
test substrate; 10 females per replicate. The synchronous
mites were impartially selected

Exposure time: 14 days

Tested concentrations, definitive test:  7.56 mg/kg soil d.w. (1.32 mg as/ kg soil d.w.) — T2
13.61 mg/kg soil d.w. (2.38 mg as / kg soil d.w.) — T3
24.50 mg/kg soil d.w. (4.28 mg as/ kg soil d.w.) — T4
44.10 mg/kg soil d.w. (7.71 mg as /kg soil d.w.) - T5
79.38 mg/kg soil d.w. (13.88 mg as/kg soil d.w.) — T6
142.89 mg/ kg soil d.w. (24.98 mg as /kg soil d.w.) — T7
257.20 mg/ kg soil d.w. (44.97 mg as /kg soil d.w.) — T8
462.96 mg/ kg soil d.w. (80.94 mg as /kg soil d.w.) — T9
833.33 mg/ kg soil d.w. (145.69 mg as /kg soil d.w.)T10
1500 mg/ kg soil d.w. (262.24 mg as /kg soil d.w.)-T11

Dates: start of the study: 07.02.2023
start of the experimental part: 21.04.2023
end of the experimental part: 09.03.2023
end of the study: 19.09.2023

Statistic: Software used for statistical analysis was “ToxRatPro”
Solutions GmbH, version 3.3.0. Mortality data were pro-
cessed using the Fisher's Exact Test after Bonferroni Cor-
rection, 0<0.05 and at least the LC50 calculated where
possible. Reproduction data were analysed with a Wil-
liams' t-test a=0.05 and at least the EC50 calculated where
possible. The No Observed Effect Concentration (NOEC)
and Lowest Observed Effect Concentration (LOEC) val-
ues for mortality, and fecundity were obtained where pos-
sible.

Validity of the test: The following criteria should be satisfied in the control
group for a test result to be considered valid:
- mean adult mortality <20% at the end of the test;
- mean number of juveniles per replicate at least 50 at the
end of the test;
- coefficient of variation calculated for the number of ju-
venile mites per replicate <30% at the end of the Defini-
tive test.



Page 248 /318
Template for chemical PPP
Version March 2024
Acetamipryd 200 SL
Part B — Section 9 - Core Assessment
Applicant version

RESULTS

Mean adult mortality after 14 days was ranged between 2.50% in T7 (142.89 mg test item/kg soil d.w.) to
7.50% in T11 (1500 mg test item/kg soil d.w.); compared to 0.00% in the control group. No significant
difference in terms of survival was observed in comparison to the control group. The NOEC and LOEC
(mortality) values were estimated to be >1500 mg test item/kg soil d.w. (>262.24 mg a.i./kg soil d.w.) and
>1500 mg test item/kg soil d.w. (>262.24 mg a.i./kg soil d.w.) respectively. The LC10 value could not be
determined, but was estimated to be >1500 mg test item/kg soil d.w. (95% confidence limits not deter-
mined) corresponding to >262.24 mg a.i./kg soil d.w. The LC20 value could not be determined, but was
estimated to be >1500 mg test item/kg soil d.w. (95% confidence limits not determined) corresponding to
>262.24 mg a.i./kg soil d.w. The LC50 value could not be determined, but was estimated to be >1500 mg
test item/kg soil d.w. (95% confidence limits not determined) corresponding to >262.24 mg a.i./kg soil d.w.
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Concerning morphological alterations, no effects were noticed as consequence of the treatment.

Table KCP 10.4.2.1-1: Summary of results from the mortality assessment

Check 14 days

Concentration
Treatment name Treatment number Mortality

(mg a.i. kg soil d.w.)
Mean (%) +SE? p°

Control T1 - 0.00 0.00

Acetamipryd 200 SL
at 7.56 mg test T2 1.32 0.00 0.00 ns.
item’ko soil d.w.
Acetamipryd 200 SL
at 13 61 mg test T3 238 0.00 0.00 ns.
item'ks soil dow.
Acetamiprvd 200 SL
at 24 50 mg test T4 4.28 0.00 0.00 ns.
ttem/kg soil dw.
Acetamiprvd 200 SL
at44.10 mg test T5 1.71 0.00 0.00 ns.
ttem/kg soil dw.
Acetamiprvd 200 SL
at 79.38 mg test TG 13.88 0.00 0.00 ns.
ttem/kg soil dw.
Acetamiprvd 200 SL
at 142.89 mg test T7 2498

2.50 025 n.s.
item'kg soil dow.
Acetamiprvd 200 SL
at 25720 mg test T8 4497 2.50 0.25 LS.
ttem/kg soil dw.
Acetamiprvd 200 SL
at 462 96 mg test T9 80.94 2.50 0.25 LS.

ttem/kg soil dw.
Acetamiprvd 200 SL
at 833.33 mg test T10 14569 500 0.79 ns.
ttem/kg soil dw.
Acetamiprvd 200 SL
at 1500 mg test T11 26224 7 50 075 ns.
item/ke soil dow.
a.l. = acetamupnd
dow = dry weight sodl
a, standard evvor from B replicates (contrel group) and from 4 replicates (treated groups)
b, Cha* Table test with Bonferrom comechon, a=0.001 *** 0.01 ** 005 *

-, not applicable
n.s., not significantly different compared to the control

In the control group, the number of juvenile mites per replicate ranged from 148 to 211, with a CV of
11.69%. The mean number of juvenile worms was 172.75 in the control group and in the treated group
ranged between 66.50 in T11 (1500 mg test item/kg soil d.w.) to 162.00 in T2 (7.56 mg test item /kg soil
d.w.). The effect on fecundity ranged between 6.2% in T2 (7.56 mg test item /kg soil d.w.) to 61.5% in T11
(1500 mg test item/kg soil d.w.). Significant differences were observed in terms of fecundity reduction for
the treatments T5 (44.10 mg test item/kg soil d.w.), T6 (79.38 mg test item/kg soil d.w.), T7 (142.89 mg
test item/kg soil d.w.), T8 (257.20 mg test item/kg soil d.w.), T9 (462.96 mg test item/kg soil d.w.), T10
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(833.33 mg test item/kg soil d.w ) and T11 (1500 mg test item/kg soil d.w), in comparison to the control.
The NOEC (fecundity) and LOEC (fecundity) values were 24.50 mg test item/kg soil d.w. (4.28 mg a.i./kg
soil d.w.) and 44.10 mg test item/kg soil d.w. (7.71 mg a.i./kg soil d.w.) respectively. The EC10 value
observed was of 65.95 mg test item/kg soil d.w. (95%-CL: 24.88 — 174.85) corresponding to 11.53 mg
a.i./kg soil d.w. (95%-CL: 4.35 — 30.57), active ingredient. The EC20 value observed was of 182.63 mg
test item/kg soil d.w. (95%-CL: 66.61 — 497.65) corresponding to 31.93 mg a.i./kg soil d.w. (95%-CL:
11.65 — 87.00). The EC50 value observed was of 1281.80 mg test item/kg soil d.w. (95%-CL: 317.83 —
Upper Limit not determined) corresponding to 224.09 mg a.i./kg soil d.w. (95%- CL: 55.56 — Upper Limit
not determined) in terms of active ingredient.

Table KCP 10.4.2.1-2: Summary of results from the fecundity assessment

] . Extraction check
Concentration

Treatment ., . Alean number of Fecundity
Treatment name (mg a.i./ke soil .. . b A i
number d.w.) juvenile mites r inhibition (%
T (*0=SE?) control)
Control T1 - 17275 7.14 - -

Acetamipryd 200 SL
at 7.56 mg test T2 1.32 162.00 9.94 ns. 6.2
ttem'ke soil dw.
Acetamipryd 200 SL
at 13.61 mg test T3 2.38 158.75 9.53 ns. 8.1
ttem'ke soil dw.
Acetamipryd 200 SL
at 24 50 mg test T4 428 15825 8.66 ns. 84
ttem'kg soil dw.
Acetamipryd 200 SL
at 44 10 mg test T5 7.71 148 25 719 * 142
ttem'kg soil dw.
Acetamipryd 200 SL
at 79 38 mg test Ta 13 88 14775 1095 * 145
ttem'kg soil dw.
Acetamipryd 200 SL
at 142 89 mg test 7 24 98 13375 8§37 * 226
ttem'kg soil dw.
Acetamipryd 200 SL
at 257 20 mg test T8 44 97 130.75 5.66 * 2473
ttem'kg soil dw.
Acetamipryd 200 SL
at 462 96 mg test T9 8094 124 25 §.50 * 281
item/kg so1l dw.
Acetamipryd 200 SL
at 833 33 mg test T10 145 .69 101.00 718 * 415
item/kg so1l dw.
Acetamipryd 200 SL
at 1500 mg test T11 26224 66.50 561 * 61.5
item/kg so1l dw.
a.1. = acefanmpnad
dow.= dry weight soil
a, standard error from 8§ replicates (control group) and from 4 replicates (treated groups)
b, Wilhams" t-test, a=10.05 *

-, not applicable
ns., not sigmficantly different compared to the contrel
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CONCLUSION
The endpoints values are presented in tables below.
Table KCP 10.4.2.1-3: Mortality of soil mite Hypoaspis (Geolaelaps) aculeifer
Acetamipryd 200 SL
T2 T3 T4 T T6 T7 T8 T9 T10 T11
T1 7.56 1361 21450 44.10 79.38 142.30 257.20 462.96 83333 1200
Control mg test | mgtest | mgtest | mgtest | mg test | mgtest | mgtest | mgtest | mgtest || mg test
itemkg | itemkg | itemkg | itemkg | item'kg | itemkg | itemkg | item'kg || item'kg | item'kg
soil dow. | seil dow. | soil dow. | seil dow. | soil d.w. | seil dow. || seil dw || seil d.w. || seil d.w. || soil d.w.
Deions 132mg | 2.38mg | 428 mg | 7.71 me 13.88 14.98 4497 80.94 145.69 262.24
eionised P . , y mg mg mg mg mg mg
water | M€ | e | alAZ | ARE | ik | aidke | aike | aikg | aiks | aide
SO . | selldaw. | SOR A | SORG | ooi dow. | seil daw. || seil dow || seil dow. || soil dow. || seil dw.
Mortality 0.00 0.00 0.00 0.00 0.00 0.00 2.50 2.50 2.50 5.00 7.50
[mean %]
Significance ® ns. ns. ns. ns ns ns. ns. ns. ns. ns.
Endpoint mg test item/kg soil d.w. mg a.i./kg soil d.w. #
LC10[95% confidence mtervals] (Mortality) =1500 [95%-CLs n.d.] >262.24 [95%-CLs n.d.]
LCzq [95% confidence mntervals] (Mortality) =1500 [95%-CLs n.d.] >262.24 [95%-CLs n.d.]
LCsq [95% confidence mtervals] (Mortality) =1500 [95%-CLs n.d.] =262.24 [95%-CLs n.d.]
NOEC (Mortality) =1500 >262.24
LOEC (Mortality) =1500 =262.24

# The active mgredient content was caleulate based on the nominal test item content of 200 g/1. and actnal density of 1. 144 z/ml.
dw = dry weight soil
a1 = acetamipnd

-, not applicable
3, Fizher's Exact Test after Bonferrom Correction, a=0.001 *** (.01 ** 005 *

n.s., not sigmficantly different compared to the control
95%-CLs, Confidence Limats
n.d: not determined due to mathematical reasons
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Table KCP 10.4.2.1-4: Reproduction of soil mite Hypoaspis (Geolaelaps) aculeifer)
Acetamipryd 200 SL
T2 T3 T4 s T6 7 T8 T9 T10 T11
T 7.56 13.61 14.50 44.10 79.38 142.89 157.20 462.9%6 833.33 1500
Control mg test | mgtest | mgtest | mgtest | mgtest | mgtest | mgtest | mgtest | mgtest || mg test
item/kg | itemkg | itemkg | itemm'kg | item'kg | itemlg || item'kg || item'kg || item'kg || item'kg
soil d.ow. | seil dow. | seil dow. | soil dow. | seil dow. | seil dow. || seil dow | soil d.ow. || seil d.w. | soil d.w.
Deionised 1.32mg | 2.38mg | 428mg | 7.71 mg 13.88 :$!;3 4$;? 3:;24 “;';9 :i:];"
water a&dl\g a:;ikg n]I::g ali:ikg u].g_ a.i/k ai/kg alk ad/k ai/ks
o | serda. | sondav. | serda Al Lg soill dow. || soil dow || soil dow. || seil dow. || soil dow.
soil d.w.
Reproduction
[mean 172,75 162.00 | 158.75 | 158.25 | 148.25 | 147.75 | 133.75 || 130.75 | 12425 || 101.00 | 66.50
quveniles]
Effect on
reproduction - 62 8.1 84 | 142 | 145 | 226 | 243 | 281 | 415 | 615
[%R]
Significance® - .5 s s * * * * * * *
Endpoint mg test item/kg soil d.w. mg a.i/kg seil d.w.*
EC1p [95% confidence mtervals] (Reproduction) 65.95 [24.88 — 174.85] 11.53 [4.35-30.57]
EC1 [95% confidence mtervals] (Reproduction) 182.63 [66.61 — 497 65] 31.93[11.65-87.00]
ECsq [95% confidence intervals] (Reproduction) 1281.80[31783-UL.nd] 224.09 [55.56 —TU.L.n.d]
NOEC (Reproduction) 24.50 4.28
LOEC (Reproduction) 44.10 7.71

* The active ingredient content was caleulate based on the nominal test item content of 200 g/1. and actual density of 1.144 g'ml.
dw.= dry weight o1l

a1 = acetamipnd

-, not appheable

a, Williams' t-test, o=0.05 *

ns., not sigmficantly different compared to the conirel

95%-U.L. Upper Lint

n.d - not determined due to mathematical reasons

Comments of ZRMS: [The study was accepted by zRMS.
The validity criteria was met:

The following validity criteria were met during the experiment [1]:

— mean adult mortality of the control group was 13.8% at the end of the test (critenion: not
exceed 20%),
— mean number of juveniles per vessel in the control was 483.8 at the end of the test (criterion:

a mummum of 100 number of offspring).
— the coefficient of variation calculated for the number of juveniles in the control was 8. 7%

(criterion: less than 30%) at the end of the test.

Deviation of the study:
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Two deviations from OECD Guideline Neo. 232 (2016) were introduced to the Study Plan:

— 1n order to maintain proper moisture content, the vessels with the artificial soil was
weighed at the beginmng and after 2 weeks of the exposure. According to OECD
Guideline No. 232 the vessels should also be weighed at the end of the test. Instead, the
soil moisture content was deternuned by dryving a small sample (about 10 g) at 105°C
and re-weighing at the end of the test.

— at the test termination, collembolans was humanely euthamzed by freezing at about —
20°C, mstead of — 80°C, as 1t is stated 11 OECD 232 Guwdeline.

Above deviations did not affect the study results, since validity criteria were met.
The agreed toxicity endpoints:
Total mortality BReproduction
Concentration Number of
[mg test item kg dry weight of tested Mean number of .
artificial soil) collambolans Na. [%a] juveniles Red[.:;]lmn
[na.]
Control
B0 11 13.75 483,75 -
(0.0)
Rl 0.33 40 7 17.50 483,75 0.000
Rl 0.59 40 ] 1500 429,00 £116
R3 L.o6* 40 18 4200 389,72 19,432
R4 181" 40 17 4250 35.966
R3 343 40 2 55.00 100.75 79.173
K& 617+ 40 24 60,00 178 99,432
R7 11.11* 40 31 7750 0.00 100.000
RE§ 20.007 40 35 T.50 0.00 100.000
+: stafistically sigmuficant difference in mertality and mean number of juveniles
Endpoints caleulated for test itemn concentrations
[mg test itemn kg dry weight of artificial soil]
Mortality Eeproduction
0.33 0.81
LCu (@17 — 0 0d)* ECw (056 100*
1.06 1.11
LCa (048 — 1.70)* ECa (0.84- 137
3.98 202
LCw (2.58 - 6.57)* ECx (1.76— 2.33)*
LOEC 1.06 LOEC L.0&
NOEC 0.59 NOEC 0.59
Eundpoints caleulated for acetamiprid concentrations
[mg/ks dry weight of artificial o]
Mortality Eeproduction
0.09 0.13
LCw (0.03 — 0. 16)* ECw (0.00— 0.17)*
0.17 0.18
LCo (0.08 - 0.28)* ECe (0.14-0.22)%
0.66 033
LC EC
o (0.43 - 1.08)* - (0.20- 0.38)*
LOEC 0.17 LOEC 0.17
NOEC 0.10 NOEC 0.10
* 1.Cx, ECx values (with 95% - confidence limits)
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Reference:
Report

Guideline(s):
Deviations:

GLP:
Acceptability:

Duplication
(if vertebrate study)

KCP 10.4.2.1/02

Collembolan (Folsomia candida) Reproduction Test in soil;
Szlauer S.; 2024; Study Code: ETOX-2024-2

Yes, OECD 232

Two deviations from OECD Guideline No. 232 (2016) were introduced to
the Study Plan:

- in order to maintain proper moisture content, the vessels with the artificial
soil was weighed at the beginning and after 2 weeks of the exposure. Accord-
ing to OECD Guideline No. 232 the vessels should also be weighed at the
end of the test. Instead, the soil moisture content was determined by drying a
small sample (about 10 g) at 105°C and re-weighing at the end of the test,

- at the test termination, collembolans was humanely euthanized by freezing
at about — 20°C, instead of — 80°C, as it is stated in OECD 232 Guideline.

Yes
Yes
No

MATERIALS AND METHODS

1. Test material

Test item (chemical/other name): Acetamipryd 200 SL

Formulation:

SL (soluble liquid), acetamiprid: specifi-
cation 200.0 g/L

Description (physical state): -

Batch no.: 1/ACE/2024
Production date: 01.2024
Expiration date: 01.2026

2. Vehicle and/or positive control: vehicle: water

3. Test organism
Species:

Source:
Age:

Sex:

positive control: boric acid

collembolan Folsomia candida

laboratory culture at Test Facility, obtained from com-
mercial supplier: Bias Labs Ltd.

synchronised 9 —12 days old; hatched from eggs laid
from 21.05 — 31.05.2024

females
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Diet: During the experiment, the collembolans were fed with
granulated dried baker’s yeast. The amount of food was
about 10 mg/container. The collembolans were fed at the
beginning of the experiment and after 2 weeks of incuba-
tion. Food was introduced into each test vessel using a
small spatula.

Test units: Glass bottles with a capacity of 100 mL were used to al-
low light transmission. The actual soil depth within the
test vessels was 2 — 4 cm. The vessel’s lids were made
from polyethylene to reduce water evaporation.

4. Environmental conditions:
Temperature: 18.3 —20.9°C

Soil: The artificial soil was prepared before the study. It con-
sisted of the following components: 5% sphagnum peat (a
particle size of 2 + 1 mm), 20% kaolin clay, 75% air-dried
industrial sand with more than 50% of the particles be-
tween 50 and 200 pm.

Stability of test compound: In order to verify the nominal active substance concentra-
tions in soil, the analytical measurements of the artificial
soil treated with the test item at the concentrations of:
0.33, 3.45 and 20.00 mg of the test item/kg soil dry weight
and the control were performed at the beginning, after 14
days of the experiment and at the end of the test. The con-
centrations of acetamiprid was determined using a vali-
dated own analytical method.

WHC: 24.15%
pH: 6+0.5
Photoperiod: 16-hour light and 8-hour dark

STUDY DESIGN AND METHOD

The aims of the study were to assess the impact of ACETAMIPRYD 200 SL on mortality and reproduction
of the collembolans, Folsomia candida and to determine the LC10, LC20, LC50 and NOEC/LOEC values
for mortality as well as EC10, EC20, EC50, and NOEC/LOEC values for reproduction. Eight concentra-
tions of the test item were used. These were 0.33, 0.59, 1.06, 1.91, 3.43, 6.17, 11.11 and 20.00 mg of the
test item/kg of dry weight of the artificial soil. Each concentration was divided into four replicates. There
was also an untreated control group divided into eight replicates. The test item in form of aqueous solution
was mixed with the artificial soil. The control artificial soil was mixed with ultrapure water alone. The
experiment lasted 28 days. After that, the collembolans were extracted from the artificial soil. The numbers
of adults and juveniles were determined separately. The sensitivity of the biological test system was verified
using a reference item, i.e. boric acid at the doses of 15.0, 22.0, 32.0, 46.0, 68.0, 100.0, 150.0, 220.0, 320.0,
460.0, 680.0 and 1000.0 mg/kg dry weight of artificial soil.

Test design: 8 concentrations in 4 replicates + untreated control in 8
replicates; 10 females in each vessel

Exposure time: 28 days
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Tested concentrations, definitive test:

Dates:

Statistic:

Validity of the test:

RESULTS

Mortality after 28 days of the experiment is presented in Table 5, whereas the endpoint values, showing the

0.33, 0.59, 1.06, 1.91, 3.43, 6.17, 11.11 and 20.00 mg of
the test item/kg of dry weight of the artificial soil

start of the experimental part: 14 June, 2024
end of the experimental part: 17 July, 2024

Statistical analysis was performed using ToxRat
Proffesional software, version 3.3.0. LCx and ECx values
were calculated with Probit analysis using linear max
likelihood regression. Significance of differences in mor-
tality was checked Step-down Cochran-Armitage test pro-
cedure, statistical differences at p(trend) < Alpha 0.05
were considered significant. Significance of differencesin
reproduction assessment was checked using Williams
Multiple Sequential t-test Procedure, statistical differ-
ences at |t|>|t*| were considered significant. Normal dis-
tribution and variance homogeneity of offspring number
data were checked using Shapiro-Wilk’s and Levene’s
Tests.

The following validity criteria were met during the exper-
iment:

—mean adult mortality of the control group was 13.8% at
the end of the test (criterion: not exceed 20%),

—mean number of juveniles per vessel in the control was
483.8 at the end of the test (criterion: a minimum of 100
number of offspring),

—the coefficient of variation calculated for the number of
juveniles in the control was 8.7% (criterion: less than
30%) at the end of the test.

impact of the test item on mortality are shown in table below.

Table KCP 10.4.2.1-5:

Mortality of adult collembolans (Folsomia candida) after 28 days of

exposure
Concentration Number of liv- Total mortality
[mg/kg of dry . ing collembo- .
weight of the ar- Replicate lans after 28 Observations [no.] [%0]
tificial soil] days [no.]
1 8 bz
2 9 bz
3 6 bz
0.0 4 9 bz
(Control) 5 9 bz 1 13.75
6 9 bz
7 10 bz
8 9 bz
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bz
bz
bz
bz
bz
bz
bz
bz
bz
bz
bz
bz
bz
bz
bz
bz
bz
bz
bz
bz
en
en
en
en
en
en
en
en
en

o]

R1 0.33 7 17.50

=
o

R2 0.59 6 15.00

R3 1.06* 18 45.00

R4 1.91* 17 42.50

R5 3.43* 22 55.00

R6 6.17* 24 60.00

R7 11.11° 31 77.50

R8 20.00* 35 87.50

WNNERPPAAOLODNRPRPRPRONPEPPRPRODNPEPIRPODNMNREPEPRODNPEPRRPRODNRERRWOWODNDPRE
N O WP, WEF FPOTWOEWwwOo OB 4000 NN 00O © 00 0

en

SN
o

+: statistically significant difference between the control and the treatment group
bz: no change; en: negative effect

After 28 days, the percentage of mortality of Folsomia candida in the control group was equal to 13.75%.
After 28 days of exposure to the test item at the concentrations of 0.33, 0.59, 1.06, 1.91, 3.43, 6.17, 11.11
and 20.00 mg/kg dry weight of the artificial soil, mortality of Folsomia candida was 17.50, 15.00, 45.00,
42.50, 55.00, 60.00, 77.50, 87.50%, respectively. There were statistically significant differences in mortal-
ity between groups treated with the test item at the concentrations from 1.06 to 20.00 mg/kg dry weight of
the artificial soil, in comparison to the control group.

The concentrations of the test item causing 10, 20 and 50% mortality of adults after the exposure period are
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equal to:

— LC10: 0.53 mg/kg dry weight of the artificial soil (95% confidence limits: 0.17 — 0.96).
- LCa: 1.06 mg/kg dry weight of the artificial soil (95% confidence limits: 0.48 — 1.70).
- LCso: 3.98 mg/kg dry weight of the artificial soil (95% confidence limits: 2.58 — 6.57).
The LOEC value for mortality is 1.06 mg/kg dry weight of the artificial soil.

The NOEC value for mortality is 0.59 mg/kg dry weight of the artificial soil.

Reproduction results are presented in table below.

Table KCP 10.4.2.1-6: Number of juvenile collembolans (Folsomia candida) and reproduc-
tion reduction after 28 days of exposure

Concentration
[mg/kg of dry
weight of the ar-
tificial soil]

- . "
Number of ju Mean < SD Reduction CV

Repli !
eplicate veniles [%] [%]

491
470
485
391
491
502
537
503
436
497
586
416
492
416
443
485
452
198
574
335
338
298
282
263
103
32
105
163

0.0

483.750 + 42.151 — 714
(Control) 83.750 >19 8

R1 0.33 483.750 +76.3779 0.000 15.789

R2 0.59 459.000 +35.9166 5.116 7.825

R3 1.06" 389.750 +160.8195 19.432 41.262

R4 1.91* 295.250 +31.8891 38.966 10.801

R5 3.43* 100.750 + 53.6182 79.173 53.219

R6 6.17* 2.750 +2.5000 99.432 90.909

N R OWODNRPPAARONRERPRRPRONMPEPPARARODNRERPPRPRONMREPPRPODNPONO O PRRWDNPRE

O Olw N OoO O

R7 11.11* 0.000 + 0.0000 100.000 -
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R8 20.00* 0.00 + 0.0000 100.000 -

A OODN R ®
O O O Olo o

*CV: coefficient of variation
+: statistically significant difference between the control and the treatment group

After 28 days, the mean number of juveniles in the control group was equal to 483.75. After 28 days of the
exposure of collembolans to the test item at the concentrations of 0.33, 0.59, 1.06, 1.91, 3.43, 6.17, 11.11
and 20.00 mg/kg dry weight of the artificial soil, the mean number of juveniles was 483.75, 459.00, 389.75,
295.25, 100.75, 2.75, 0.00 and 0.00 respectively. There were statistically significant differences in repro-
duction between the groups treated with the test item at the concentrations 1.06, 1.91, 3.43, 6.17, 11.11 and
20.00 mg/kg dry weight of the artificial soil and the control group. The reproduction reduction in the groups
treated with the test item at the concentrations of 0.33, 0.59, 1.06, 1.91, 3.43, 6.17, 11.11 and 20.00 mg/kg
dry weight of the artificial soil, was: 0.000, 5.116, 19.432, 38.966, 79.173, 99.432, 100.000 and 100.000%
in comparison to the control group.

The concentrations of the test item causing 10, 20 and 50% reduction in the number of juvenile after the
exposure period are equal to:

- EC10: 0.81 mg/kg dry weight of the artificial soil (95% confidence limits: 0.56 — 1.02)

- EC20: 1.11 mg/kg dry weight of the artificial soil (95% confidence limits: 0.84 — 1.32)

- EC50: 2.02 mg/kg dry weight of the artificial soil (95% confidence limits: 1.76 — 2.33)

The LOEC value for mean number of offspring is 1.06 mg/kg dry weight of the artificial soil.
The NOEC value for mean number of offspring is 0.59 mg/kg dry weight of the artificial soil.

CONCLUSION
The endpoints values are presented below.

Table KCP 10.4.2.1-7: Endpoint values - the impact of the test item on the mortality and the

reproduction of collembolans (Folsomia candida)

Endpoints calculated for test item concentrations
[mg test item/kg dry weight of artificial soil]
Mortality Reproduction
0.53 0.81
LCio (0.17 - 0.96)* ECuo (0.56 — 1.02)*
1.06 1.11
LCzo (0.48 — 1.70)* ECz0 (0.84 - 1.32)*
3.98 2.02
LCso (2.58 - 6.57)* ECs0 (1.76 — 2.33)*
LOEC 1.06 LOEC 1.06
NOEC 0.59 NOEC 0.59
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Endpoints calculated for acetamiprid nominal concentrations
[mg/kg dry weight of artificial soil]
Mortality Reproduction
0.09 0.13
LCro (0.03 - 0.16)* ECw (0.09 - 0.17)*
0.17 0.18
LCzo (0.08 — 0.28)* ECz (0.14- 0.22)*
0.66 0.33
LCso (0.43 - 1.08)* ECs0 (0.29 - 0.38)*
LOEC 0.17 LOEC 0.17
NOEC 0.10 NOEC 0.10

* LCx, ECx values (with 95%- confidence limits)

A2422

KCP 10.4.2.2

Higher tier testing

Not relevant. No studies submitted.

A25

KCP 10.5 Effects on soil nitrogen transformation

Comments of zZRMS:

The study was accepted by zRMS.
The validity criteria was met:

Deviation in the study:

The agreed toxicity endpoints:

The coefficients of variation (CV) in the control group were 3.2, 1.6, 7.4 and 5.6%, after
0, 7, 14 and 28 days of incubation. The validity criterion was met, because the variation

between replicate control samples is less than 15%.

Deviation from the OECD Guideline No. 216 (2000), the EU Method C.21:

According the Guideline, the soil extraction should be conducted at 150 rpm for 60 min.

However, in this study, the extraction was performed at 90 rpm and time duration between
18 to 24 hours. The modification resulted from the optimization of the nitrate extraction
which showed that the extraction was more gffective when the shaking rate was lower and
the extraction lasted longer (point 3.4.4.4.).

These deviation did not affect the results of the study.

Nitrate formation rate* [mg nitrate/kg dry weight of soil/ day] for selected time intervals.
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Control PEC SxPEC
Time
interval
[d] Replicate Replicate Replicate
Mean % SD Mean + 5D Mean + s5D
I II 111 I II 111 I II III
o-7 13.266 | 10.623 | 17.552 | 13.814 = 3.50 | -4.425 | -11.423 -0.4% | -3.448* = 534 | 7.647 | 10,933 | 9.718 | 9.433* = 166
0-14 6.429 | 15.286 | 24,357 | 15.357 = 8.96 | 12.012 | 14.476 13.793 13,429 = 1.27 | 22.191 | 20.762 | 20.905 | 21.286 = 0.79
0- 28 (11.230] 16.016 | 18,855 [ 15367 = 3.85 | 14734 | 14.083 15.718 14,855 = 0.82 | 19.129 | 17.468 | 19.218 | 18.6053 = 0.99
* - Rate of nitrate lons formation per a day = [(mg nitrate [ kg of soil dry weight on sampling day "2") - (mg nitrate 14
* - statistically significant difference between the control and the treatment group (Williams Multiple Sequential t-test Procedure, significance level = 0.05, two-sided)
Reference: KCP 10.5/01
Report Acetamipryd 200 SL Soil Microorganisms: Nitrogen Transformation Test;
Wroébel A.; 2022; Study Code: G-94-21
Guideline(s): Yes, OECD 216
Deviations: According to the Guideline, the soil extraction should be conducted at 150

rpm for 60 min. However, in this study, the extraction was performed at 90
rpm and time duration between 18 to 24 hours. The modification resulted
from the optimization of the nitrate extraction which showed that the extrac-
tion was more effective when the shaking rate was lower and the extraction
lasted longer. These deviations did not affect the results of the study.

GLP: Yes

Acceptability: Yes
Duplication No
(if vertebrate study)

MATERIALS AND METHODS

1. Test material

Test item (chemical/other name): Acetamipryd 200 SL
Formulation: SL (soluble liquid), acetamiprid: specifi-
cation 200.0 g/L
Description (physical state): light brown liquid
Batch no.: 1/ACE/2022
Production date: 01.2022
Expiration date: 01.2024
2. Vehicle and/or positive control: vehicle: deionized water

positive control: not relevant

3. Test organism
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Soil: the site chosen for soil collection was covered with grass,
it had not been treated with any plant protection products
or organic and inorganic fertilizers for at least 5 years, soil
samples were taken from a depth of 20 cm, they were col-
lected from different parts of the field to obtain a common
laboratory sample

Source: collected from a place belonging to the Lukasiewicz Re-
search Network — Institute of Industrial Organic Chemis-
try Branch Pszczyna

Soil preparation: the collected soil was manually cleared of large objects,
sieved to a particle size equal to 2 mm and thus the labor-
atory soil sample was obtained, the soil, prepared in that
way, was thoroughly mixed and divided into three equal
portions, the test item at two concentrations: PEC and 5 x
PEC was added into two portions of the soil, the test item
in the form of aqueous suspensions was introduced to the
soil, the control artificial soil was mixed with deionized
water alone, at the beginning of the experiment, the soil
moisture content was adjusted with deionized water to ob-
tain value between 40 — 60% (about 50%) of the maxi-
mum water holding capacity

Test units: test container

4. Environmental conditions:

Temperature: 20.2 — 22.0°C
Soil moisture: 44.2 — 48.9% of the maximum water holding capacity
Photoperiod: darkness

STUDY DESIGN AND METHOD

The aim of the study was to detect long-term adverse effects of Acetamipryd 200 SL on the processes of
nitrogen transformation in aerobic surface soils. The freshly collected agricultural soil was used in the ex-
periment. It was manually cleared of large objects and sieved to a particle size of 2 mm.

Two concentrations of the test item were used, i.e.:

- PEC: 0.17 mg test item/kg dry weight of soil

- 5 x PEC: 0.85 mg test item/kg dry weight of soil.

The treated and the control soils were divided into three replicates.

On days 0, 7, 14 and 28 of incubation, soil samples were collected to determine the quantities of nitrate.
The method involves a measurement of the nitrates ions concentration in a soil extract obtained by using
deionised water. The pH/ION 7320 digital meter and the NO 800 nitrate electrode were used. The nitrate
formation rate in each treated group was compared with that in the control, and the percent deviation of the
treated from the control was calculated.
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Test design: three portions of soil (3 x 1500 g), i.e. one control group
and two treated groups. Every portion was divided into
three replicates (3 x 500 g); the soil was enriched with the
organic substrate, i.e. lucerne at dose of 5 g/kg dry weight
of soil.

Exposure time: 28 days

Tested concentrations, definitive test:  PEC: 0.17 mg of the test item / kg dry weight of soil (0.03
mg of as / kg dry weight of soil) and 5 x PEC: 0.85 mg of
the test item / kg dry weight of soil (0.15 mg of as/ kg dry
weight of soil)

Stability of the test compound: -

Dates: start of the study 30.03.2022
start of the experimental part: 12.04.2022
end of the experimental part: 11.05.2022
end of the study: 20.07.2022

Statistic: Shapiro-Wilk’s test on Normal Distribution
Levene’s Test on Variance Homogeneity (with Residuals)
Williams Multiple Sequential t-test Procedure

Validity of the test: The coefficients of variation (CV) in the control group
were 3.2, 1.6, 7.4 and 5.6%, after 0, 7, 14 and 28 days of
incubation. The validity criterion was met, because the
variation between replicate control samples is less than
15%.

RESULTS

The difference in the nitrate formation rate between the control soil and the ones treated with the test item
at the concentrations corresponding to the PEC: 0.17 mg test item/kg dry weight of soil and 5 x PEC: 0.85
mg test item/kg dry weight of soil did not exceed 25% on 28 day of analysis.

Table KCP 10.5.-1: Nitrate formation rate [mg nitrate/kg dry weight of soil/day] for se-
lected time intervals

Control PEC SxPEC
Time

interval i B i
[d] Replicate Replicate Replicate

Mean + SD Mean <+ SD Mean + sD
I II II1 I II III I II II1

0-7 13.266 | 10.623 | 17.552 | 13.814 £ 3.50 | -4.425 | -11.425 -0.496 -5.4458% £ 3.54 7.547 | 10,333 | 9.718 | 9.433% ¢ 1.66

0-14 6.429 15.286 | 24.357 | 15.357 =+ B8.96 | 12.012 14.476 13.798 13.425 + 1.27 | 22.191 | 20.762 | 20.905 | 21.286 + 0.79

0-28 11.230 | 1e.016 | 18,855 | 15,267  32.85 | 14.754 14,092 15.718 14,855 £ 0.82 ([ 15.129 | 17.468 | 15.218 | 18,605 £ 0.99

* - Rate of nitrate ions formation per a day = [(mg nitrate / kg of seil dry weight on sampling day "a’) - (mg nitrate / kg of soil dry weight on day 0)]/ 'a" day: "a"= 7, 14
and 28 day

* - statistically significant difference between the control and the treatment group (Williams Multiple Sequential t-test Procedure, significance level = 0,05, two-sided)
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Table KCP 10.5.-2: Deviations from the control based on nitrate formation rate for se-
lected time intervals [%0]
Time PEC 5 x PEC
interval [d]

0-7 139.4 31.7
0-14 12.6 -38.5
0 - 28 3.3 -21.1

CONCLUSION

On the basis of the results, it was concluded that Acetamiprid 200 SL at the concentrations corresponding
to the PEC: 0.17 mg test item/kg dry weight of soil and 5 x PEC: 0.85 mg test item/kg dry weight of soil
did not have any long-term adverse effects on the process of nitrogen transformation in aerobic surface
soils.

A26 KCP 10.6 Effects on terrestrial non-target higher plants
A26.1 KCP 10.6.1 Summary of screening data
A26.2 KCP 10.6.2 Testing on non-target plants

Comments of ZRMS: [The study was accepted by zZRMS.
The validity criteria was met:

On the basis of the obtained results, it was stated that the following validity criteria of
the study aimed at evaluating the impact of Acetamipryd 200 SL on seedling emergence
and seedling growth of terrestrial plants were met:

- the seedling emergence in the control (validity criterion: at least 70%) was as follows:
100% - sunflower,

100% - pea,

85.7% - cabbage,

100% — onion,

100% - perennial ryegrass,

100% - oats,

- the mean survival of the emerged control seedlings was 100% for each tested plant
species (validity criterion: 90%);

- the control seedlings did not exhibit any visible phytotoxic effects;

- environmental conditions for all plants of the same species were identical.

Deviation in the study:
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Deviation from QECD Guideline Mo. 208:

According to OECD Guideline No. 208 (2006), the light intensity should be 350 =

SDpE}‘mzfs. However, these values are recommended for tests conducted in greenhouses.

The experiment was conducted in a test room, where only artificial lighting was used.

The light intensity was between 106.8 and 259.2 pE/m?/s. Good control plant vigour was

observed. Therefore, it was concluded that the light intensity was suitable for plant

growing.

sunflower Pea Cahbi?ge Onion ':5:;'::;35' Oate
Hm s:tf::::n N;E;%Ear Allium cepa pﬂﬂﬁe Avena sativa

Plant number at the end of the experiment

ERso =1500.0 =>1500.0 =1500.0 >1500.0 =>1500.0 =>1500.0

NOER >1500.0* > 1500.0* =1500.0 =1500.0 =1500.0 =1500.0
Shoot length

ERsg =1500.0 =>1500.0 =1500.0 >1500.0 =>1500.0 =>1500.0

NOER 750.0 =1500.0 =1500.0 =1500.0 375.0 21500.0
Plant dry weight

ERso >1500.0 >1500.0 >1500.0 >1500.0 >1500.0 »>1500.0

NOER =1500.0 =1500.0 =1500.0 =1500.0 =1500.0 =1500.0
Plant Damage

ERso >1500.0 >1500.0 >1500.0 >1500.0 >1500.0 >1500.0

*the value could not be dertermined, it can be probably higher than the highest rate of the test item used in
the experiment, i.e. 1500 mL/ha
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Cabbage Perennial
Sunflower Pea Onion ryegrass Oats
Helianthus Pisum cIeBr::if;C:a - . : Avena sativa
2hnULS sativum ; . Allium cepa Lolium
capitata perenne

Plant number at the end of the experiment

ERsg >295.8 >205.8 »>205.8 »205.8 »205.8 »>295.8

NOER =295.8% > 295.8* =2295.8 =295.8 =295.8 =2295.8

Shoot length

ERso >295.8 =295.8 =>295.8 »=295.8 »=295.8 =295.8

NOER 147.9 =295.8 =295.8 2295.8 74.0 =295.8

Plant dry weight

ERso >295.8 >295.8 >295.8 >295.8 >295.8 >205.8

NOER =295.8 =205.8 =205.8 2295.8 2295.8 =205.8

Plant Damage

ERsg >295.8

>295.8

»>295.8

»295.8

»295.8

»295.8

*the value could not be dertermined, it can be probably higher than the highest rate of the test item used in

the experiment, i.e. 295.8 g a.s./ha

Reference:
Report

Guideline(s):

Deviations:

GLP:

Acceptability:

Duplication

(if vertebrate study)

KCP 10.6.2/01

Acetamipryd 200 SL Terrestrial Plant Test: Seedling Emergence and Seedling
Growth Test;
Wrobel A.; 2022; Study Code: G-96-21

Yes, OECD 208

According to OECD Guideline No. 208 (2006), the light intensity should be
350 £ 50uE/m2/s. However, these values are recommended for tests con-
ducted in greenhouses. The experiment was conducted in a test room, where
only artificial lighting was used. The light intensity was between 106.8 and
259.2 uE/m2/s. Good control plant vigour was observed. Therefore, it was
concluded that the light intensity was suitable for plant growing. The devia-
tion did not affect the results of the study.

Deviation from the Study Plan: The study finished in August 2022, not in July
2022 as it had been planned. These deviations did not affect results of the
experiment.

Yes
Yes
No

MATERIALS AND METHODS

1. Test material
Test item (chemical/other name):

Acetamipryd 200 SL
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Formulation:

Description (physical state):
Batch no.:

Production date:
Expiration date:

2. Vehicle and/or positive control:

3. Test plants:

Seed sowing:

Soil:

Test containers:

4. Environmental conditions:
Temperature:

Relative humidity:
Photoperiod:

CO, concentration:

SL (soluble liquid), acetamiprid: specification 200.0 g/L
light brown liquid

1/ACE/2022

01.2022

01.2024

vehicle control: water
positive control: not relevant

sunflower (Helianthus annuus), pea (Pisum sativum), cab-
bage (Brassica oleracea var. capitata), onion (Allium cepa),
perennial ryegrass (Lolium perenne), oats (Avena sativa)

There were the following numer of seeds in each pot:

- sunflower: 3 seeds/pot — 21 seeds/application rate (7
pots/application rate);

- pea: 3 seeds/pot — 21 seeds/application rate (7 pots/ap-
plication rate);

- cabbage: 3 seeds/pot — 21 seeds/application rate (7
pots/application rate);

- onion: 5 seeds/pot — 20 seeds/ application rate (4 pots/
application rate);

- perennial ryegrass: 5 seeds/pot — 20 seeds/ application
rate (4 pots/ application rate);

- oats: 5 seeds/pot — 20 seeds/ application rate (4 pots/ ap-
plication rate).

sandy loam, collected from the place belonging to the
Lukasiewicz Research Network — Institute of Industrial
Organic Chemistry, Branch Pszczyna, (49° 59°, 780 N;
18°55°, 190 E) where no plant protection products or or-
ganic and inorganic fertilizers had been used; the soil was
collected from a depth of 20 cm, it was manually cleared
of large objects, e.g. plant residuals or stones, and sieved
to 2 mm particle size

plastic pots (diameter: 15 cm; 177 cm?)

16.0-22.7°C
50.1-79.7%

lighting: 16 h light : 8 h dark;
light intensity: 106.8 — 259.2 pE/m2/s
337 — 381 ppm

STUDY DESIGN AND METHODS

The study, aimed at evaluating the effect Acetamipryd 200 SL on seedling emergence and seedling growth
of 6 terrestrial plants, was conducted on 3 dicotyledonous and 3 monocotyledonous species. The test item
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was sprayed onto the soil surface. There was also a concurrent control group. Seeds of the test plant species
were sown in plastic pots. There were 5 (onion, perennial ryegrass and oats) or 3 (sunflower, pea, cabbage)
seeds/pot. The experiment was conducted in a special room. Suitable environmental conditions for each
test species were provided. During the experiment, the plants were observed for emergence (every day to
the emergence of 50% of the control seedlings and after then every 1 — 3 days) and visual phytotoxicity
(after 7 and 14 days after the emergence of 50% of the control seedlings). The exposure period finished 14
days after the emergence of 50% of the control seedlings. At the end of the exposure, the number of sur-
viving plants was determined. Next, the plants were cut down, measured, dried to a constant weight at 60°C,
and weighed. The results concerning the emergence, the shoot length, and the dry weight were statistically
analyzed in order to determine the ER10, ER25, ER50, and NOER. Additionally, the ER50 was determined
for visual phytotoxicity effects, basis on the results obtained at the end exposure period.

Test design: number of replicates/rate: 7 (sunflower, pea, cabbage), 4
(onion, perennial ryegrass and oats). The total number of
seeds per application rate: 21 (sunflower, pea, cabbage)
and 20 (onion, perennial ryegrass and oats)

Exposure time: 14 days since emergence of 50% seeds in control

Tested concentrations, definitive test: - 23.4 mL of the test item /ha (4.61 g of as/ha)
- 46.9 mL of the test item /ha (9.25 g of as/ha)
- 93.8 mL of the test item /ha (18.50 g of as/ha)
- 187.5 mL of the test item /ha (39.98 g of as/ha)
- 375.0 mL of the test item /ha (73.95 g of as/ha)
- 750.0 mL of the test item /ha (147.90 g of as/ha)
- 1500.0 mL of the test item /ha (295.80 g of as/ha)
volume of deionized water used to prepare the highest
rate corresponded to 500 L spraying liquid/ha

Stability of test compound: The concentration of acetamiprid in water was determined
with a validated analytical method. The highest test solu-
tion (application rate) i.e. 1500.0 mL/ha as well as the
control sample were subjected to chemical analysis in or-
der to confirm the correct preparation of the tested aque-
ous solutions. Basis on the results of the analytical meas-
urements it was proved, that the test aqueous solution was
prepared correctly.

Dates: start of the study 23.03.2022
start of the experimental part: 25.04.2022
end of the experimental part: 16.05.2022
end of the study: 02.08.2022
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Statistic: ER10, ER25, ER50 (plant emergence, shoot length and
dry weight): probit or logit analysis using linear max like-
lihood regression. ER50 (phytotoxic symptoms) probit
analysis using linear max likelihood regression.

NOER:

The final number of plants: Fisher’s Exact Binomial Test
with Bonferroni Correction or Chi2 2x2 Table with Bon-
ferroni Correction. The shoot length: Shapiro-Wilk's Test
on Normal Distribution, Levene’s Test on Variance Ho-
mogeneity (with Residuals), Trend analysis by Contrasts
(Monotonicity of Rate/Response), Williams Multiple Se-
quential t-test Procedure or Dunnett’s Multiple t-test Pro-
cedure. The plant dry weight: Shapiro-Wilk's Test on Nor-
mal Distribution, Levene’s Test on Variance Homogene-
ity (with Residuals), Trend analysis by Contrasts (Mono-
tonicity of Rate/Response), Williams Multiple Sequential
t-test Procedure or Dunnett’s Multiple t-test Procedure.

Validity of the test: On the basis of the obtained results, it was stated that the
following validity criteria of the study aimed at evaluating
the impact of Acetamipryd 200 SL on seedling emergence
and seedling growth of terrestrial plants were met:

- the seedling emergence in the control (validity criterion:
at least 70%) was as follows:

100% — sunflower,

100% — pea,

85.7% — cabbage,

100% — onion,

100% — perennial ryegrass,

100% — oats,

- the mean survival of the emerged control seedlings was
100% for each tested plant species (validity criterion:
90%);

- the control seedlings did not exhibit any visible phyto-
toxic effects;

- environmental conditions for all plants of the same spe-
cies were identical.

RESULTS

Sunflower (Helianthus annuus)

After the application of the test item at the rates between 23.4 and 1500.0 mL/ha, seedling emergence of
sunflower was not delayed compared with the control. At the control group, 100.0% of plants emerged. At
the rates ranging from 23.4 to 1500.0 mL/ha, total number of plants at the end of the experiment was 100.0%
in comparison to the control group. After the application of the test item at the ranging from 23.4 to 1500.0
mL/ha, the sunflower shoot length was between 92.7 and 104.5% of the control shoot length. After the
application of the test item at the rates ranging from 23.4 to 1500.0 mL/ha, the sunflower shoot weight was
between 94.1 and 111.4% of the control shoot weight. At the end of the exposure period the plant damages
were not observed.
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Table KCP 10.6.2-1: Sunflower (Helianthus annuus) — plant number at the end of the exper-
iment
Number of
Applicati Total Number of plants in Total Total plants in
pplication ota particular replicates number | L. oher [cOmparison
rate number
" ; 4 of plants (of plants to the
[mLfha] |of seeds [no.] [%] control
1|2|3|a|s5|86|7 [%]
control 21 3 3 3 3| 3| 3 3 21 100.0 -
23.4 21 3| 3313|333 21 100.0 100.0
46.9 21 3 3 3 3| 3| 3 3 21 100.0 100.0
93.8 21 3 3 3 3| 3| 3 3 21 100.0 100.0
187.5 21 3|33 33|33 21 100.0 100.0
375.0 21 3 3 3 3| 3| 3 3 21 100.0 100.0
750.0 21 3|33 33|33 21 100.0 100.0
1500.0 21 3 3 3 3| 3| 3 3 21 100.0 100.0
Table KCP 10.6.2-2: Sunflower (Helianthus annuus) — shoot length
Shoot
Application | Mean shoot length in particular replicates | Mean Iength_in
mm shoot comparison
rate [ 1 sSD
[mL/ha] length to the
[mm] control
1 2 3 4 5 6 7 [ve]
control 175.0(180.7 |185.7 [202.0181.7 (155.3|175.7| 179.4 | 14.0 -
23.4 170.01173.3 |161.7 |166.0177.3 (196.0|153.3 | 171.1 | 13.5 95.4
46.9 164.0|185.3 |199.0 |183.7|181.0 (185.7|170.0( 181.2 | 11.4 101.0
93.8 183.0|203.3 |181.3 |172.7196.3 (186.0|190.3 | 187.6 | 10.1 104.5
187.5 152.3151.7 |162.3 [163.7|160.7 |170.3 | 151.7| 15%.0 | 7.3 58.6
375.0 177.0(177.7|184.0 | 167.7|188.3 |184.3 |174.7| 179.1 | 7.0 99.8
750.0 175.0(185.3 |175.7 [171.7|184.0 | 189.0(190.3 | 181.6 | 7.4 101.2
1500.0 151.7 [ 18%.0 |176.7 [170.7|156.3 (170.7 | 149.3 | 166.37 | 14.5 92.7
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Table KCP 10.6.2-3:

Sunflower (Helianthus annuus) — plant weight

Shoot
Application | Mean shoot weight in particular replicates | Mean weight in
rate [mag] shoot comparison
. sD
[mL/hal weight to the
[mg] control
1 2 3 4 5 [ 7 [ve]
control 182.3 (195.0[139. 174.3 (153.0(179.7(190.7| 173.5 20.3 -
23.4 183.3 (163.0(182.3 (192.3 |209.3 (170.0|149.7 | 178.6 19.7 10z2.9
46.9 179.0 (160.0(172.0 |169.0(199.3 | 235.3 |152.3 | 181.0 28.2 104.3
93.8 196.3 (192.3(171.0 (194,53 |190.3 (172.0|174.0| 184.3 11.4 106.3
187.5 173.3 [186.0[195. 194.7 (194.3 (210.0(199.7| 193.3 11.4 111.4
375.0 212 171.3(172.0 |148.0 (176.3 |186.3 |169.7 | 176.6 19.6 101.8
750.0 |186.7 |209.7|197.3|180.0|195.3|169.7 [183.3 | 188.9 | 13.1 108.9
1500.0 131.7(159.0(217.7 |185.0 |143.3 | 149.7 |156.3 | 163.2 29.1 94,1
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Table KCP 10.6.2-4:

Sunflower (Helianthus annuus) — plant damage

Plant damage
o Day 7 Day 14
Application | =
rate = Mean Mean Mean Mean
[mL/ha] o effects/ effects/ Plant effacts/ effects/ Plant
x| replicate application | damage | replicate application | damage
[¥] rate [%0o] [®a] rate [9]
1 a o
2 i} o
3 a o
control 4 o] 0.0 nc 0 0.0 nc
3 ] o
i} Q o
7 0 ]
1 i} o
2 a o
3 Q o
23.4 4 0 0.0 nc o 0.0 nc
3 i} o
L i} o
7 i} o
1 0 ]
2 a o
3 i) o
46.9 4 ] 0.0 nc 0 0.0 nc
3 0 ]
G i} o
7 a o
1 a o
2 i} o
3 a o
03.8 4 i} 0.0 nc o 0.0 nc
3 i) 0
G i} o
7 0 ]
1 i} o
2 ] o
3 Q o
187.5 4 i} 0.0 nc o 0.0 nc
3 i} o
L i} o
7 a 0
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Plant damage
o Day 7 Day 14
Apprll:tc:mn E Mean Mean Mean Mean
[mL/ha] B Effe.n:ts,." eff-:ects:_f Plant ei"l"-e.n:tsj-r ef‘h_!cl:s_,." Plant
| replicate application | damage | replicate application | damage
[%%] rate [%0] [20] rate [2%]

1 i} o
2 Q o
3 Q o

375.0 4 i} 0.0 nc o 0.0 nc
3 Q o
G i} o
7 i} o
1 Q o
2 Q o
3 i} o

750.0 4 Q 0.0 nc o 0.0 nc
3 Q o
G i} o
7 Q o
1 Q o
2 i} o
3 Q o

1500.0 4 Q 0.0 nc o 0.0 nc
5 0 o
i} Q o
7 Q o

Pea (Pisum sativum)

After the application of the test item at the rates between 23.4 and 1500.0 mL/ha, seedling emergence of
plants was not delayed when compared with the control. The death of plants was not observed. At the
control group 100.0% of plants emerged. At the rates ranging from 23.4 to 1500.0 mL/ha, total number of
plants at the end of the experiment was 100.0% in comparison to the control group. After the application
of the test item at the rates ranging from 23.4 to 1500.0 mL/ha, the pea shoot length was between 94.3 and
102.7% of the control shoot length. After the application of the test item at the rates ranging from 23.4 to
1500.0 mL/ha, the pea shoot weight was between 92.9 and 111.8% of the control shoot weight. At the end
of the exposure period the plant damages were not observed.
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Table KCP 10.6.2-5:

Pea (Pisum sativum) — plant number at the end of the experiment

Number of
Applicati Total Mumber of plants in Total Total plants in
pplication ota particular replicates number | Lumber |cOmparison
rate number of plants | ¢ plants to the
[mL/ha] |of seeds [no.] [%] control
1|2|3|a|s5|6|7 [%%]
control 21 3 3 33133 3 21 100.0 -
23.4 21 3 3 3 3 3 3 3 21 100.0 100.0
46.9 21 3 3 3 3 3 3 3 21 100.0 100.0
93.8 21 3 3 3 3 3 3 3 21 100.0 100.0
187.5 21 3 3 3 3 3 3 3 21 100.0 100.0
375.0 21 3 3 3 3 3 3 3 21 100.0 100.0
750.0 21 3 3 3 3 3 3 3 21 100.0 100.0
1500.0 21 3 3 3 3 3 3 3 21 100.0 100.0
Table KCP 10.6.2-6: Pea (Pisum sativum) — shoot length
Shoot
Application | Mean shoot length in particular replicates | Mean length in
rate [mm] shoot sD comparison
[mL/ha] lenath to the
[mim] control
1 2 3 4 5 6 7 [%a]
control 373.3(344.0(341.0(332.0|417.7 |408.3|395.7| 373.1 | 34.9 -
23.4 333.0(407.7 (371.0(315.0|351.7 | 326.0 | 358.3| 351.8 (314 94.3
46.9 420.0(349.7 [393.3|345.3 | 334.7 | 388.0 | 33%.0 | 367.1 | 33.0 98.4
93.8 384.7(375.7(379.3(397.7|319.3 |378.3|279.3 | 359.2 |43.1 96.3
187.5 372.3(390.7 |336.7|376.7|369.3 | 334.3|334.7| 359.2 | 23.4 96.3
375.0 383.3(385.0 (400.7|367.3 | 366.0 | 343.3 | 315.3 | 365.9 | 28.7 98.0
750.0 405.0|382.3|393.7|378.0|370.0 |374.0(380.7| 3834 | 121 102.7
1500.0 327.0(370.3 (360.7 |361.7|393.0 | 317.0|354.3| 354.9 | 25.8 95.1
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Table KCP 10.6.2-7: Pea (Pisum sativum) — plant weight
Shoot
Application| Mean shoot weight in particular replicates | Mean weight in
rate [mag] shoot comparison
. sSD
[mL/ha] weight to the
[mag] control
1 2 3 4 5 6 7 [o%]
control 240.3 (261.0)249.0|242.3 | 322.7|319.3 |331.3| 280.9 41.5 -
23.4 305.7(272.7250.3 |262.3 | 266.7 | 288.7 |266.3 | 273.2 18.4 97.3
46.9 268.3(278.7)329.3 |278.0 |276.7 | 250.3 | 288.7 | 281.4 24.2 100.2
93.8 265.7(282.3|1229.7 | 341.0(251.0|323.0|231.0| 274.8 | 43.5 97.8
187.5 253.3(297.0)250.3 |266.0 | 249.3 | 258.3 |253.0| 261.0 16.8 92.9
375.0 281.7 (269.3 | 288.7 | 244.3 |318.0|273.3 |258.3| 276.2 23.5 98.4
750.0 323.3(285.0)342,7|351.7 |302.7 | 306.0 |287.3| 314.1 26.1 111.8
1500.0 269.7 (366.3|304.7 |276.7 |306.7 | 222.3 | 2B4.0| 290.0 | 43.8 103.3
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Table KCP 10.6.2-8:

Pea (Pisum sativum) — plant damage

Plant damage
W Day 7 Day 14
Application | =
rate = Mean Mean Mean Mean
[mL/ha] o effects/ effects/ Plant effects/ effects/ Plant
x| replicate application |damage | replicate application | damage
[%] rate [%0] [%a] rate [%o]
1 a o
2 i} o
3 0 o
control 4 o] 0.0 nc o 0.0 nc
3 i} o
i} i} o
7 i} o
1 i} o
2 a o
3 a o
23.4 4 0 0.0 nc o 0.0 nc
3 0 o
6 a o
7 a o
1 i) o
2 0 o
3 i} o
46.9 4 i} 0.0 nc o 0.0 nc
3 a o
i} i} o
7 i} o
1 i} o
2 a o
3 i) o
03.8 4 0 0.0 nc o 0.0 nc
3 0 o
G i} o
7 a o
1 i} o
2 i} o
3 i} o
187.5 4 a 0.0 nc o 0.0 nc
3 i) o
i} 0 o
7 0 o
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Plant damage
o Day 7 Day 14
Application ™
rate = Mean Mean Mean Mean
[mL/ha] a effects/ effects/ Plant effects/ effects/ Plant
| replicate application | damage | replicate application | damage
[o&] rate [%&] [o%] rate [9%]
1 0 o
2 i} o
3 i} o
375.0 4 a 0.0 nc o 0.0 nc
5 i} o
L] i} o
7 0 o
1 i} o
2 0 o
3 a o
730.0 4 i} 0.0 nc o 0.0 nc
5 i} o
] 0 o
7 0 o
1 i} o
2 0 o
3 i} o
1500.0 3 ] 0.0 nc o 0.0 nc
5 a o
6 a o
7 i} o

Cabbage (Brassica oleracea ver. capitata)

After the application of the test item at the rates between 23.4 and 1500.0 mL/ha, seedling emergence of
cabbage was not delayed when compared with the control. The death of plants was not observed. At the
control group 85.7% of plants emerged. At the rates ranging from 23.4 to 1500.0 mL/ha, total number of
plants at the end of the experiment was between 94.4 and 116.7% in comparison to the control group. After
the application of the test item at the rates ranging from 23.4 to 1500.0 mL/ha, the cabbage shoot length
was between 90.8 and 96.9% of the control shoot length. After the application of the test item at the rates
ranging from 23.4 to 1500.0 mL/ha, the cabbage shoot weight was between 91.2 and 108.0% of the control
shoot weight. At the end of the exposure period the plant damages were not observed.
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Table KCP 10.6.2-9: Cabbage (Brassica oleracea ver. capitata) — plant number at the end of
the experiment
Number of
Avplicati Total Number of plants in Total Total plants in
PP |<;:3 on o g particular replicates number number |COmparison
ra 'E "f“'“ edr of plants |of plants| to the
[mL/ha] |of seeds [no.] [%] control
1|2|3|a|s|6|7 [%]
control 21 I | 3|2 3 3|22 18 85.7 -
23.4 21 21213 3 3| 3|3 19 20.5 105.6
46.9 21 3|33 3 3| 3|3 21 100.0 116.7
93.8 21 3|33 3 3| 3|3 21 100.0 116.7
187.5 21 3| 33| 3 I | 3|3 21 100.0 116.7
375.0 21 3|33 3 3| 3|3 21 100.0 116.7
750.0 21 |23 2 2132 17 81.0 94.4
1500.0 21 3|33 3 2132 19 20.5 105.6
Table KCP 10.6.2-10: Cabbage (Brassica oleracea ver. capitata) — shoot length
Shoot
Application Mean shout_length in particular Mean |E“9t|'l_i"
rate replicates [mm] shoot sp |cemparison
[mL/ha] length to the
[mm] control
1 2 3 4 5 6 7 [%e]
control 92.7 | 76.7 | B4.0 | B2.0| 86.3 [ 89.5 | 71.5 83.2 7.3 -
23.4 78.0|91.5|74.3 |79.7 | 82.0 [ 79.3 | B0.0 80.7 5.3 96.9
46.9 89.7 | 76.7 | B0.3 | 69.0 | 82.7 [B2.3 | 62.3 77.6 9.2 93.2
93.8 83.3 | 88.3 | 68.3 (79.0 | 71.0 (759.0 | 69.3 76.9 7.0 92.4
187.5 75.0|71.7 | 71.0 | 80.7 | 87.7 [ 89.0 | 74.3 753.6 6.5 90.8
375.0 71.0 | 83.3 | 6B.3 |82.0| B2.7 [B3.3 | 67.0 76.8 7.6 92.3
750.0 70.3 | 86.5 | 78.7 | 71.0 | 76.0 | 75.7 | 95.5 79.1 9.0 95.0
1500.0 84.3 | 70.0 | 78.7 (84.7 | 79.5 [ 77.7 | 57.0 76.0 9.7 91.3
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Table KCP 10.6.2-11:

Cabbage (Brassica oleracea ver. capitata) — plant weight

Shoot
Application | Mean shoot weight in particular replicates | Mean weight in
rate [ma] shoot sD comparison
[mL/ha] weight to the
[mg] control
1 2 3 4 5 6 7 [%]
control 65.3 | 47.3 | 69.5 | 49.7 | 55.0 | 60.0 | 41.0 55.4 10.2 -
23.4 56.5 | 70.0 | 52.7 | 65.0 | 52.3 | 50.7 | 60.0 58.2 7.2 105.0
46.9 63.7 | 58.3 | 52.3 | 456.0 | 45.3 | 358.0 | 58.3 51.7 9.1 93.3
93.8 64.3 | 38.7 | 48.0 | 44.0 | 40.3 | 45.7 | 52.7 50.5 8.5 91.2
187.5 50.0 | 40.0 | 48.0 | 50.0 | 73.0 | 37.0 | 56.3 50.6 11.8 91.4
375.0 65.7 | 51.3 | 43.3 | 54.0 | 55.0 | 49.3 | 50.0 52.7 6.9 95.1
750.0 42.00 | 55.5 | 43.0 | 52.5 | 63.0 | 53.3 | 52.5 51.7 7.3 93.3
1500.0 61.3 | 60.3 | 58.0 | 66.0 | 72.0 | 56.7 | 44.5 59.8 8.5 108.0
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Table KCP 10.6.2-12;

Cabbage (Brassica oleracea ver. capitata) — plant damage

Plant damage
o Dray 7 Day 14
Application "
rate = Mean Mean Mean Mean
[mL/ha] B effects/ effects/ Plant effects/ effects/ Plant
2| replicate application | damage | replicate application | damage
[2%] rate [%0] [®a] rate [9%]
1 a o
2 i} o
3 i) o
control 4 0 0.0 nc o 0.0 nc
B i} o
L] i} o
7 0 o
1 i} o
2 i} o
3 a o
23.4 4 0 0.0 nc o 0.0 nc
5 i} o
G 0 o
7 a o
1 i} o
2 i} o
3 a o
46.9 4 0 0.0 nc o 0.0 nc
5 0 o
G 0 o
7 i} o
1 a o
2 a o
3 i} o
93.8 4 0 0.0 nc 0 0.0 nc
5 0 o
G i} o
7 i} o
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Plant damage
o Day 7 Day 14
Application "
rate = Mean Mean Mean Mean
[mL/ha] B Effe_-:ts,." eff-:ect::_,-’ Plant ei"l"-e_n:tsjnr E'Ffl_!ttﬁ_l.'r Plant
x| replicate application |damage | replicate application | damage
[%%] rate [%0] [2%6] rate [%0]
1 0 o
2 0 o
3 i} o
187.5 4 0 0.0 nc o 0.0 nc
3 ] o
G i} o
7 a o
1 0 o
2 i} o
3 0 o
375.0 4 i} 0.0 nc o 0.0 nc
3 i} o
i} 0 o
7 0 o
1 i} o
2 0 o
3 0 o
750.0 4 i} 0.0 nc o 0.0 nc
3 0 o
G a o
7 i} o
1 i} o
2 0 o
3 i} o
1500.0 4 0 0.0 nc o 0.0 nc
3 0 o
G i} o
7 0 o

Onion (Allium cepa)

After the application of the test item at the rates between 23.4 and 1500.0 mL/ha seedling emergence of
onion was not delayed when compared with the control. At the control group 100.0% of plants emerged.
At the rates ranging from 23.4 to 1500.0 mL/ha, total number of plants at the end of the experiment was
between 95.0 to 100.0% in comparison to the control group. After the application of the test item at the
rates ranging from 23.4 to 1500.0 mL/ha, the onion shoot length was between 89.2 and 102.0% of the
control shoot length. After the application of the test item at the rates ranging from 23.4 to 1500.0 mL/ha,
the onion shoot weight was between 86.5 and 101.0% of the control shoot weight. At the end of the exposure
period the plant damages were not observed.
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Table KCP 10.6.2-13:

Onion (Allium cepa) — plant number at the end of the experiment

Number of
Application] Total Mumber of plants in Total Total plants in
pp t b particular replicates number | yymber [cOmparison
rate number of plants|gf plants| to the
[mLfha] |of seeds [no.] [%] control
1 4 [%]
control 20 ] 5 20 100.0 -
23.4 20 5 5 20 100.0 100.0
46.9 20 5 5 20 100.0 100.0
93.8 20 5 5 20 100.0 100.0
187.5 20 5 5 20 100.0 100.0
375.0 20 5 5 19 95.0 95.0
750.0 20 5 5 20 100.0 100.0
1500.0 20 4 5 19 95.0 95.0
Table KCP 10.6.2-14: Onion (Allium cepa) - shoot length
Shoot
Application Mean shoot length in particular Mean length in
PP replicates [mm] shoot comparison
rate length sb to the
[mL/ha] [mm] control
1 2 3 4 [%]
control 103.0 100.4 80.6 87.0 92.8 10.7 -
23.4 106.2 92 4 86.2 93.2 94.5 8.4 101.9
46.9 101.2 93.8 88.0 95.6 94.7 5.4 102.0
93.8 93.2 84.6 80.8 74.5 53.3 7.8 £59.8
187.5 75.6 73.0 87.8 99.4 84.0 12.2 0.5
375.0 75.8 92.8 63.4 98.8 82.7 16.1 89.2
750.0 94.6 88.2 92.6 89.8 91.3 2.9 95.4
1500.0 89.5 96.8 94.4 82.0 90.7 5.5 97.8
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Table KCP 10.6.2-15:

Onion (Allium cepa) — plant weight

i i . Mean Shoot weight
Application Mean shoot weig ht in particular i in
rate replicates [mg] weiaht sD Ccomparison
[mL/ha] g9 to the control
[mg] [%]
1 2 3 4
control 5.0 6.2 3.4 4.6 4.8 1.2 -
23.4 6.4 4.4 3.4 5.2 4.9 1.3 101.0
46.9 5.2 4.4 3.4 4.6 4.4 0.7 91.7
93.8 4.6 4.0 4.2 4.6 4.4 0.3 90.6
187.5 4.4 3.6 4.4 4.2 4.2 0.4 86.5
375.0 4.4 4.3 3.6 4.6 4.2 0.4 87.8
750.0 4.6 4.2 4.0 3.8 4.2 0.3 86.5
1500.0 4.3 4.0 4.4 4.4 4.3 0.2 88.8
Table KCP 10.6.2-16: Onion (Allium cepa) — plant damage
Phytotoxic effects
& Day 7 Day 14
Application E
rate =
[mL/ha] | § Mean Mean
= Mean effects/ Mean effects/
effects/ oo Symptoms effects/ s Symptoms
replicate [96] application replicate [96] application
P rate [90] P rate [%0]
1 o Q
2 o i}
control 0.0 ne 0.0 ne
3 o i}
4 o 0
1 o 0
2 o Q
23.4 0.0 nc 0.0 nc
3 o i}
4 o 0
1 o i}
2 o i}
46.9 0.0 nc 0.0 nc
3 o Q
4 o 0
1 o i}
2 o i}
03.8 0.0 nc 0.0 nc
3 o i}
4 o 0
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Phytotoxic effects
& Day 7 Day 14
Application E
rate —
[mL/ha] g Mean Mean Mean Mean
effects/ EH':ECG_; Symptoms effects/ EH?CtE_"F Symptoms
replicate [96] application replicate [96] application
P rate [%o] rate [%o]
1 o Q
2 o Q
187.5 0.0 nc 0.0 nc
3 o i}
4 o 0
1 o i}
2 o Q
3735.0 0.0 nc 0.0 nc
3 o Q
4 o i}
1 o i}
2 o i}
750.0 0.0 nc 0.0 nc
3 o 0
4 o Q
1 o Q
2 o i}
1500.0 0.0 nc 0.0 nc
3 o i}
4 o i}

Perennial ryegrass (Lolium perenne)

After the application of the test item at the rates between 23.4 and 1500.0 mL/ha seedling emergence of
plants was not delayed when compared with the control group. The death of plants was not observed. At
the control group 100% of plants emerged. At the rates ranging from 23.4 to 1500.0 mL/ha, total number
of plants at the end of the experiment was between 90.0 and 100.0% in comparison to the control group.
After the application of the test item at the rates ranging from 23.4 to 1500.0 mL/ha, the perennial ryegrass
shoot length was between 86.4 and 96.4% of the control shoot length. After the application of the test item
at the rates ranging from 23.4 to 1500.0 mL/ha, the perennial ryegrass shoot weight was between 94.5 and
120.2% of the control shoot weight. At the end of the exposure period the plant damages were not observed.
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Table KCP 10.6.2-17: Perennial ryegrass (Lolium perenne) — plant number at the end of the
experiment
Number of
Abplicati Total Mumber of plants in Total Total plants in
ppliicaton ota particular replicates number | qumhber [comparison
[ T}E ] HFUI“hEr of plants|of plants| to the
m a] |of seeds
[no.] [%%] control
1 2 3 a [%%]
control 20 5 5 5 5 20 100.0 -
23.4 20 5 5 5 5 20 100.0 100.0
46.9 20 5 5 4 4 15 90.0 90.0
93.8 20 3 4 3 4 15 90.0 90.0
187.5 20 4 5 5 5 19 95.0 95.0
375.0 20 5 3 5 5 20 100.0 100.0
750.0 20 5 5 5 5 20 100.0 100.0
1500.0 20 5 5 5 5 20 100.0 100.0
Table KCP 10.6.2-18: Perennial ryegrass (Lolium perenne) — shoot length
Shoot
Application Mean shoot_length in particular Mean Iength_in
replicates [mm] shoot comparison
rate sD
[mL/ha] length to the
[mm] control
1 2 3 4 [%]
control 236.8 254.0 245.0 257.0 248.5 9.0 -
23.4 244.5 235.6 239.0 238.8 239.5 3.7 96.4
46.9 220.0 232.4 237.8 249.3 234.9 12.1 94.5
93.3 223.8 229.8 232.2 259.3 236.3 15.7 95.1
187.5 226.8 243.4 235.2 219.0 231.1 10.5 93.0
375.0 241.4 232.4 228.6 247.0 237.4 8.4 95.5
750.0 218.6 217.2 217.6 205.56 214.8% 6.1 86.4
1500.0 205.4 206.4 242.6 225.0 219.9+ 17.6 85.5
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Table KCP 10.6.2-19:

Perennial ryegrass (Lolium perenne) — plant weight

i i . Mean Shoot weight
Application Mean shoot 1_|~E|ght in particular B in
rate replicates [mg] weight sD comparison
[mL/ha] 9 to the control
[ma]l [%]
1 3 4
control 14.0 16.0 16.6 14.8 15.4 1.2 -
23.4 18.6 20.8 17.0 17.4 18.5 1.7 120.2
46.9 13.8 11.2 19.0 15.8 14.9 3.3 97.3
93.8 14.0 17.3 11.0 16.0 14.6 2.7 94.9
187.5 15.0 14.4 13.8 14.8 14.5 0.5 94.5
375.0 16.4 15.6 12.8 17.2 15.5 1.9 101.0
750.0 15.8 15.0 15.4 13.2 14.9 1.1 96.7
1500.0 14.8 14.2 15.6 15.0 14.9 0.6 97.1

Table KCP 10.6.2-20:

Perennial ryegrass (Lolium perenne) — plant damage

Phytotoxic effects

o
lapplication = Day 7 Day 14
rate =
[mLfha] g M Mean M Mean
ean ean
effects/ EFF‘_Eds_"f Symptoms effects/ EH':EEH'_; Symptoms
. application . application
replicate [%0] rate [96] replicate [%0] rate [96]
1 o Q
2 o Q
control 0.0 ne 0.0 nc
3 o i}
4 o 0
1 o i}
2 o Q
23.4 0.0 nc 0.0 nc
3 o i}
4 o i}
1 o i}
2 o i}
46.0 0.0 nc 0.0 nc
3 o i}
4 o Q
1 o Q
2 o 0
03.8 0.0 nc 0.0 nc
3 o i}
4 o i}
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Phytotoxic effects
2 Day 7 Day 14
lapplication = ¥ ¥
rate i
[mL/ha] ; Mean Mean Mean Mean
effects/ EFF‘_!ds_"f Symptoms effects/ EH':EEE;_; Symptoms
. application . application
replicate [%] rate [%0] replicate [%] rate [90]
1 o Q
2 o i}
187.5 0.0 nc 0.0 nc
3 o i}
4 o i}
1 o i}
2 o Q
373.0 0.0 nc 0.0 nc
3 o Q
4 o 0
1 o i}
2 o i}
750.0 0.0 nc 0.0 nc
3 o Q
4 o Q
1 o i}
2 o i}
1500.0 0.0 nc 0.0 nc
3 o i}
4 o Q

Oats (Avena sativa)

After the application of the test item at the rates between 23.4 and 1500.0 mL/ha, seedling emergence of
oats was not delayed when compared with the control. The death of plants was not observed. At the control
group 100% of plants emerged. At the rates ranging from 23.4 to 1500.0 mL/ha, total number of plants at
the end of the experiment was between 90.0 and 100.0% in comparison to the control group. After the
application of the test item at the rates ranging from 23.4 to 1500.0 mL/ha, the oats shoot length was be-
tween 94.5 and 110.8% of the control shoot length. After the application of the test item at the rates ranging
from 23.4 to 1500.0 mL/ha, the oats shoot weight was between 106.0 and 128.3% of the control shoot
weight. At the end of the exposure period the plant damages were not observed.
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Table KCP 10.6.2-21:

Oats (Avena sativa) — plant number at the end of the experiment

NMumber of
applicationl Total Number of plants in Total Total plants in
pp b particular replicates number | pymber [cOMparison
ratﬁ "f“'“ Sr of plants|of plants| to the
[mLfha] |of seeds [no.] [%] control
1 2 3 a [%e]
control 20 5 5 5 5 20 100.0 -
23.4 20 5 5 4 5 19 95.0 95.0
46.9 20 5 4 5 5 19 a5.0 95.0
93.8 20 5 5 5 5 20 100.0 100.0
187.5 20 > 4 3 5 19 95.0 95.0
375.0 20 4 4 5 5 18 90.0 90.0
750.0 20 5 5 5 5 20 100.0 100.0
1500.0 20 5 5 5 5 20 100.0 100.0
Table KCP 10.6.2-22: Oats (Avena sativa) — shoot length
Shoot
Application Mean shoot_length in particular Mean Iength_m
replicates [mm] shoot comparison
rate sD
[mL/ha] length to the
[mm] control
1 2 3 4 [%0]
control 312.6 340.2 324.0 316.8 323.4 12.1 -
23.4 320.0 330.2 290.8 281.8 305.7 23.1 94.5
46.9 332.6 339.8 312.8 308.8 323.5 15.0 100.0
93.8 22.8 295.8 307.0 349.0 318.7 23.1 98.5
187.5 387.0 3535.3 353.4 337.4 338.3 20.8 110.8
375.0 324.5 354.3 337.4 337.0 338.3 12.2 104.6
750.0 3683.2 348.4 335.2 355.0 350.5 11.8 108.4
1500.0 309.8 312.0 296.6 312.0 307.6 7.4 95.1
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Table KCP 10.6.2-23: Oats (Avena sativa) — plant weight
) ) . Mean Shoot weight
Application Mean shoot ?vmght in particular o in
rate replicates [mg] weiaht sD comparison
[mL/ha] [mg] to the control
1 2 3 4 ’ o]
control 75.2 B85.4 67.4 76.2 76.1 7.4 -
23.4 96.0 92.2 78.3 62.0 82.1 i5.4 108.0
46.9 85.6 97.0 80.2 75.8 84.7 9.2 111.3
93.8 82.0 71.4 85.4 83.6 80.6 5.3 106.0
187.5 91.8 116.3 90.6 91.6 97.6 12.5 128.3
375.0 83.5 96.5 91.6 76.2 &87.0 8.9 114.3
750.0 112.6 95.6 84.0 86.6 94.7 12.9 124.5
1500.0 82.8 84.4 73.6 88.0 82.2 6.1 108.1
Table KCP 10.6.2-24: Oats (Avena sativa) — plant damage
Phytotoxic effects
z Day 7 Cay 14
lapplication = ay ay
rate =
[mL/hal | & Mean Mean
= Mean ffects/ Mean effects/
effects/ aE lication Symptoms effects/ application Symptoms
replicate [9%] f;e [%6] replicate [%4] feﬂ:e [96]
1 ] 0
2 o 0
control 0.0 nc 0.0 nc
3 o i}
4 o i}
1 o Q
2 o Q
23.4 0.0 nc 0.0 nc
3 o i}
4 o 0]
1 o 0
2 o i}
46.9 0.0 nc 0.0 nc
3 o i}
4 o Q
1 o i}
2 o i}
93.8 0.0 nc 0.0 nc
3 o i}
4 0 0
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Phytotoxic effects
W
Application| = Day 7 Day 14
rate 5
[mLf/ha] | @ Mean Mean
c Mean effects/ Mean effects
effects/ s Symptoms effects/ . Symptoms
. application . application
replicate [%a] rate [90] replicate [%4] rate [9%6]
1 ] o]
2 o 0
187.5 0.0 nc 0.0 nc
] o i}
4 o o
1 o 0
2 ] o]
375.0 0.0 nc 0.0 nc
] o 1]
4 o a
1 o o
2 o 0
750.0 0.0 nc 0.0 nc
3 o o
4 o 0
1 ] o]
2 o i}
1500.0 0.0 nc 0.0 nc
] o i}
4 o o
CONCLUSION

On the basis of the obtained results it was proved that the test item i.e. Acetamipryd 200 SL had no impact
on seedling emergence and seedling growth of the tested plant species.

Mortality of plants was not observed.

The ERso and NOER values determined on the basis of plants nhumber at the end of the experiment, shoot
length and shoot dry weight measurements and ER50 values for plant damages at the end of the exposure
period expressed as mL of the test item/ha for all test species are given below.
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Table KCP 10.6.2-25: Seedling emergence and seedling growth test — final results (g of test
item/ha)
Cabbage Perennial
Sunflower Pea | Onion ryegrass Oats
Helianthus pisum o.fe?;ifgcfar Allium cepa Lolium Avena sativa
annuus sativum capftata perenne

Plant number at the end of the experiment

ERsp >1500.0 >1500.0 >1500.0 >1500.0 >1500.0 >1500.0

NOER >1500.0% > 1500.0* =1500.0 =1500.0 =1500.0 =1500.0
Shoot length

ERsp >1500.0 >1500.0 >1500.0 =1500.0 >1500.0 >1500.0

NOER 750.0 =21500.0 =1500.0 =1500.0 375.0 =1500.0
Plant dry weight

ERso >1500.0 >1500.0 >1500.0 >1500.0 >1500.0 >1500.0

NOER =>1500.0 >1500.0 >1500.0 =1500.0 >1500.0 >1500.0
Plant Damage

ERso >1500.0 >1500.0 >1500.0 >1500.0 >1500.0 >1500.0

The ERsp and NOER values determined on the basis of plants number at the end of the experiment, shoot
length and shoot dry weight measurements expressed as g of active substance / ha for all test species are
given below.
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Table KCP 10.6.2-26:

Seedling emergence and seedling growth test — final results (g of as/ha)

Sunflower Pea Cabba.lge Onion Prsgzl::;zl Oats

Plant number at the end of the experiment

ERso >295.8 >295.8 >295.8 >295.8 >295.8 >295.8

NOER >295.8% > 295.8% =>295.8 =>295.8 =295.8 =>295.8
Shoot length

ERsq >295.8 >295.8 >295.8 >295.8 >295.8 >295.8

NOER 147.9 =295.8 =295.8 =295.8 74.0 =295.8
Plant dry weight

ERso >295.8 >295.8 >295.8 >295.8 >295.8 >295.8

NOER =295.8 =>295.8 =>295.8 =>295.8 =295.8 =>295.8
Plant Damage

ERsq >295.8 >295.8 >295.8 >295.8 >295.8 >295.8

On the basis of the obtained results it was proved that the test item i.e. Acetamipryd 200 SL had no impact
on seedling emergence and seedling growth of the tested plant species.

Mortality of plants was not observed.

On the basis of NOER, ER10, ER25 and ER50 values determined from the plant number it was proved that

the test item dot not inhibit seedling emergence of all test species.

On the basis of NOER, ER10, ER25 and ER50 values determined from the shoot length it was proved that
the test item slightly inhibited the process of growth of sunflower and perennial ryegrass. Process of the
growth of pea, cabbage, onion and oats was not inhibited.

On the basis of NOER, ER10, ER25 and ER50 values determined from the dry shoot weight it was proved
that the test item did not inhibit the process of growth of all test species.

During the experiment no phytotoxic symptoms were observed.

Comments of zZRMS:

The study was accepted by zZRMS.
The validity criteria was met:
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On the basis of the obtained results, it was stated that the following validity criteria of
the study aimed at evaluating the impact of Acetamipryd 200 SL on vegetative vigour of
terrestrial plants were met:

- the seedling emergence of plants (validity criterion: at least 70%) was as follows:

88.1 - 95.2% - sunflower,

81.0 - 88.1% - pea,

81.0 - 90.5% —cabbage,
87.5 - 100.0% - onion,

92.5 - 95.0% - perennial ryegrass,

80.0 - 92.5% - oats.
- the mean plant survival of the control was 100% for all tested species (validity
criterion: at least 90%),
- the control plants did not exhibit any visible phytotoxic symptoms,

- environmental conditions for all plants belonging to the same species were identical.

Deviation from OECD Guideline No. 227:
According to OECD Guideline No. 227 (2006), the light intensity should be
350 % 50 pE/m2/s. However, these values are recommended for tests conducted in
greenhouses. The experiment was conducted in a test room, where only artificial lighting
was used. The light intensity was between 82.4 - 270.6 pE/m?/s. Good control plant

vigour was observed. Therefore, it was concluded that the light intensity was suitable for

plant growing. The deviation did not affect the results of the experiment.
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Cabbage . Perennial
Sunflower Pea Onion ryegrass Oats
ianth . Brassica
Heli s ;: ;33:" o.'e.raa::a var. Allium cepa Lofium Avena sativa
capitata perenne

Plant number at the end of the experiment

ERso > 1500.0 > 1500.0 = 1500.0 = 1500.0 > 1500.0 > 1500.0

NOER = 1500.0* | > 1500.0* | > 1500.0* | > 1500.0* | » 1500.0* > 1500.0*

Shoot length

ERsg = 1500.0 = 1500.0 = 1500.0 = 1500.0 = 1500.0 = 1500.0

NOER 2 1500.0 2 1500.0 = 1500.0 = 1500.0 1500.0 2 1500.0

I

Plant dry weight

ERsg = 1500.0 = 1500.0 = 1500.0 = 1500.0 = 1500.0 = 1500.0

NOER 2 1500.0 2 1500.0 = 1500.0 = 1500.0 93.8 375.0

Plant Damage

ERsg = 1500.0 = 1500.0 = 1500.0 = 1500.0 = 1500.0 = 1500.0

*the value could not be dertermined, it can be probably higher than the highest rate of the test item used in
the experiment, i.e. 1500 mL/ha

Cabbage Perennial
Sunflower Pea Onion ryegrass Oats
. . Brassica
Helianthus Pisum i
. oleracea var. Allium cepa Lolium Avena sativa
annuus sativum capitata perenng

Plant number at the end of the experiment

ERsg > 295.8 > 295.8 > 295.8 > 295.8 > 295.8 > 295.8

NOER = 295.8* > 295.8* > 295.8* > 295.8* > 295.8* > 295.8*

Shoot length

ERso > 295.8 > 295.8 > 205.8 > 295.8 = 295.8 = 295.8
NOER = 295.8 = 295.8 = 20L5.8B = 2095.8 = 295.8 = 295.8
Plant dry weight

ERso > 295.8 > 295.8 > 295.8B > 295.8 > 295.8 > 295.8

NOER = 295.8 = 295.8 = 295.8 = 2095.8 18.5 74.0
Plant Damage

ERsgo > 295.8 > 295.8 > 205.8 > 295.8 = 295.8 = 295.8

*the value could not be dertermined, it can be probably higher than the highest rate of the test item used in
the experiment, i.e. 295.8 g a.s./ha

Reference: KCP 10.6.2/02
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Report

Guideline(s):
Deviations:

GLP:
Acceptability:

Duplication
(if vertebrate study)

Acetamipryd 200 SL Terrestrial Plant Test: Vegetative Vigour Test;
Wrobel A.; 2022; Study Code: G-95-21

AMENDMENT NO. 1 TO THE FINAL REPORT
Acetamipryd 200 SL Terrestrial Plant Test: Vegetative Vigour Test;
Wrobel A.; 2022; Study Code: G-95-21

Yes, OECD 227

According to OECD Guideline No. 227 (2006), the light intensity should be
350 + 50uE/m2/s. However, these values are recommended for tests con-
ducted in greenhouses. The experiment was conducted in a test room, where
only artificial lighting was used. The light intensity was between 82.4 —270.6
uE/m2/s. Good control plant vigour was observed. Therefore, it was con-
cluded that the light intensity was suitable for plant growing.

Yes
Yes
No

MATERIALS AND METHODS

1. Test material

Test item (chemical/other name): Acetamipryd 200 SL
Formulation: SL (soluble liquid), acetamiprid: specifi-
cation 200.0 g/L
Description (physical state): light brown liquid
Batch no.: 1/ACE/2022
Production date: 01.2022
Expiration date: 01.2024
2. Vehicle and/or positive control: vehicle control: water

3. Test plants:

positive control: not relevant

sunflower (Helianthus annuus), pea (Pisum sativum), cab-
bage (Brassica oleracea var. capitata), onion (Allium cepa),
perennial ryegrass (Lolium perenne), oats (Avena sativa)
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Seed sowing: The number of plants per pot as well as the total number of
plants per application rate was:

- sunflower: 3 plants/pot — 21 plants/application rate (7
pots/application rate);

- pea: 3 plants/pot — 21 plants/application rate (7 pots/appli-
cation rate);

- cabbage: 3 plants/pot — 21 plants/application rate (7
pots/application rate);

- onion: 5 plants/pot — 20 plants/ application rate (4 pots/ ap-
plication rate);

- perennial ryegrass: 5 plants/pot — 20 plants/ application
rate (4 pots/ application rate);

- oats: 5 plants/pot — 20 plants/ application rate (4 pots/ ap-
plication rate).

Soil: sandy loam taken from a place belonging to the Lukasiewicz
Research Network - Institute of Industrial Organic Chemis-
try, Branch Pszczyna (49° 59°, 780 N; 18°55°, 190 E); the
site chosen for soil collection had not been treated with any
plant protection products or organic and inorganic fertilis-
ers; the soil was collected from a depth of 20 cm. It was
sieved to 2 mm particle size to homogenize it and remove
coarse particles

Test containers: plastic pots (pot’s diameter — 15 cm, pot’s surface area —
about 177 cm?)

4. Environmental conditions:

Temperature: 18.0 — 26.9°C
Relative humidity: 48.1 - 75.7%
Photoperiod: 16h light and 8h dark,

light intensity: 82.4 — 270.6 uE/m2/s

CO; concentration: 336 — 379 ppm

STUDY DESIGN AND METHODS

The study, aimed at evaluating the effect of Acetamipryd 200 SL on vegetative vigour of 6 terrestrial plants,
was conducted on 3 dicotyledonous and 3 monocotyledonous species. Seeds of the test plant species were
sown in plastic pots (6 seeds/pot for sunflower, pea, and cabbage; 10 seeds/pot for onion, perennial ryegrass
and oats). The plants were grown to the 2- to 4- true leaf stage. Then, some of them were removed. As a
result, the number of plants per pot as well as the total number of plants per rate were:

- sunflower, pea and cabbage: 3 plants/pot — 21 plants/application rate (7 pots/application rate);

- onion, perennial ryegrass and oats: 5 plants/pot — 20 plants/ application rate (4 pots/ application rate).
The pot is defined as a replicate. The test item was sprayed onto the plants. For each species, seven appli-
cation rates were used. Untreated control group was conducted simultaneously. The experiment was con-
ducted in a plant growth room where suitable environmental conditions for each test species were provided.
During the experiment, the plants were observed for visual phytotoxicity (7, 14 and 21 days after the test
item application). The exposure period finished 21 days after the spraying. At the end of the exposure, the
number of surviving plants was counted. Next, the plants were cut down, and the lengths of their shoots
were determined. Finally, they were dried at 60°C to a constant weight and weighed.
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The results concerning the shoot length, the dry weight, and the number of plants at the end of the experi-
ment were statistically analyzed to determine the ER10, ER25, ER50 and NOER. Additionally, the ER50
was determined for visual phytotoxicity effects, basis on the results after 21 days of the exposure period.

Test design: number of replicates/rate: 7 (sunflower, pea, cabbage), 4
(onion, perennial ryegrass and oats). The total number of
plants per application rate: 21 (sunflower, pea, cabbage)
or 20 (onion, perennial ryegrass and oats)

Exposure time: 21 days after the spraying

Tested concentrations, definitive test: - 23.4 mL of the test item /ha (4.61 g of as/ha),
- 46.9 mL of the test item /ha (9.25 g of as/ha),
- 93.8 mL of the test item /ha (18.50 g of as/ha),
- 187.5 mL of the test item /ha (73.95 g of as/ha),
- 375.0 mL of the test item /ha (78.88 g of as/ha),
- 750.0 mL of the test item /ha (147.9 g of as/ha),
- 1500.0 mL of the test item /ha (295.8 g of as/ha),
Volume of deionized water used to prepare the highest
rate corresponded to 500 L spraying liquid/ha.

Stability of test compound: The concentration of acetamiprid in water was determined
with a validated analytical method. The highest test solu-
tion (application rate) i.e. 1500.0 mL/ha as well as the
control sample were subjected to chemical analysis in or-
der to confirm the correct preparation of the tested aque-
ous solutions.

Dates: start of the study 23.03.2022
start of the experimental part: 25.4. 2022
end of the experimental part: 18.05.2022
end of the study: 21.07.2022

Statistic: Due to the lack of mortality of plants during the exposure
period, no computations have been performed for the
plant number at the end of the experiment. ER10, ER25,
ER50 (shoot length, shoot dry weight) — probit analysis
using linear max. likelihood regression; ER50 (plant dam-
ages) - probit analysis using linear max. likelihood regres-
sion; NOER: In order to determine the NOER values, the
following tests were used: - for the shoot length and shoot
dry weight: Shapiro-Wilk's Test on Normal Distribution,
Levene’s Test on Variance Homogeneity (with Residu-
als), Williams Multiple Sequential t-test Procedure or
Welch-t test for Inhomogeneous Variances with Bonfer-
roni-Holm Adjustment.
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Validity of the test: On the basis of the obtained results, it was stated that the
following validity criteria of the study aimed at evaluating
the impact of Acetamipryd 200 SL on vegetative vigour
of terrestrial plants were met:

- the seedling emergence of plants (validity criterion: at
least 70%) was as follows:

88.1 — 95.2% — sunflower,

81.0 — 88.1% — pea,

81.0 — 90.5% —cabbage,

87.5—-100.0% — onion,

92.5 — 95.0% — perennial ryegrass,

80.0 — 92.5% — oats.

- the mean plant survival of the control was 100% for all
tested species (validity criterion: at least 90%),

- the control plants did not exhibit any visible phytotoxic
symptoms,

- environmental conditions for all plants belonging to the
same species were identical.

RESULTS

Sunflower (Helianthus annuus)

After the application of the test item at the rates ranging from 23.4 to 1500.0 mL/ha the mortality of sun-
flower plants was not observed. After the application of the test item at the rates ranging from 23.4 to 500.0
mL/ha, the sunflower shoot length was between 88.5 and 108.7% of the control shoot length. After the
application of the test item at the rates ranging from 23.4 to 1500.0 mL/ha, the sunflower shoot dry weight
was between 91.6 and 126.9% of the control shoot dry weight. At the end of the exposure period the plant
damages were not observed.

Table KCP 10.6.2-27: Sunflower (Helianthus annuus) — plant number at the end of the exper-
iment
Total Number of
TP ta Number of plants in lants i
Application| ' ° P plants in
pprate number particular replicates Number | Number comparison
of plants of plants | of plants ™™ ",
[no.] [%] o the
[mL/ha] [no.] control
[%0]
123 (4|5 |6 |7
control 21 3133|1333 |3 21 100.0 -
23.4 21 313 |3 3|3 3|3 21 100.0 100.0
46.9 21 313 |3 3|3 3|3 21 100.0 100.0
93.8 21 313 |3 3|3 3|3 21 100.0 100.0
187.5 21 313 |3 3|3 3| 3 21 100.0 100.0
375.0 21 3 3 3 3 3 3 3 21 100.0 100.0
750.0 21 313 |3 3|3 3|3 21 100.0 100.0
1500.0 21 313 |3 3|3 3| 3 21 100.0 100.0
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Table KCP 10.6.2-28:

Sunflower (Helianthus annuus) — shoot length

Shoot
.. Mean shoot length in particular replicates | Mean length in
Application _ .
Fate [mm] shoot | SD |comparison
[mL/ha] length [ [mm] to the
[mm] control
[%]
1 2 3 4 5 6 7
control 361.0(394.3|371.7|368.3(329.7|376.7|312.3| 359.1 | 28.4 -
23.4 347.3298.3|331.7(352.3(289.7(333.3|437.3| 341.4 | 48.4 95.1
46.9 324.0 1406.7 |1400.7 |378.7|374.0|1329.0|296.0| 358.4 | 42.3 99.8
93.8 285.0(389.0|361.0|335.0|366.3(370.0(408.3| 359.2 | 39.9 100.0
187.5 322.7|337.0(346.0(289.3(290.7321.0(319.0| 318.0 | 21.4 88.5
375.0 298.7|318.0|346.3 (410.0|362.7|390.0|337.7| 351.9 | 39.1 98.0
750.0 312.0|339.0|392.7 |407.7|386.3|356.0|381.3| 367.9 | 33.7 102.4
1500.0 375.7 |402.7 | 339.3|378.3 |407.7 |407.0(422.7| 390.5 | 28.1 108.7
Table KCP 10.6.2-29: Sunflower (Helianthus annuus) — plant weight
M Shoot dry
] . Mean shoot dry weight in particular replicates €an weight in
Application shoot .
[mg] SD | comparison
rate dry
. [mag] to the
[mL/ha] weight I
[mg] contro
[%]
1 2 3 4 5 6 7
control 925.7 |799.3|591.7 | 854.7 | 753.3 | 696.7 |775.0| 770.9 [107.8 -
23.4 913.7 |708.7|946.0| 910.0 | 966.3 | 728.3 |965.7| 877.0 |110.7 113.8
46.9 921.3 |978.3|826.0(1235.0|1040.7(1003.3|845.0| 978.5 [138.2 126.9
93.8 633.0 |722.71593.3| 629.0 | 744.0 | 771.0 |873.7| 709.5 | 98.3 92.0
187.5 721.7 |875.0|881.0( 730.0 | 620.7 | 706.7 |774.3| 758.5 | 93.7 98.4
375.0 791.7 |733.0|646.0| 610.3 | 847.3 | 661.7 |732.7| 717.5 | 84.2 93.1
750.0 601.0 |798.3|666.0| 603.7 | 720.0 | 631.3 |921.7| 706.0 |[118.3 91.6
1500.0 977.3 1917.7|843.3| 912.3 | 930.7 | 684.7 |881.7| 878.2 | 94.9 113.9
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Sunflower (Helianthus annuus) — plant damage

Table KCP 10.6.2-30:
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Pea (Pisum sativum)

After the application of the test item at the rates ranging from 23.4 to 1500.0 mL/ha the mortality of pea
plants was not observed. After the application of the test item at the rates ranging from 23.4 to 1500.0
mL/ha, the pea shoot length was between 86.4 and 103.0% of the control shoot length. After the application
of the test item at the rates ranging from 23.4 to 1500.0 mL/ha, the pea shoot dry weight was between 91.3
and 121.5% of the control shoot dry weight. At the end of the exposure period the plant damages were not

observed.

Table KCP 10.6.2-31:

Pea (Pisum sativum) — plant number at the end of the experiment

Total ) Numher_ of

e | umber | particular replicates | Nomber | Mumber |oghioricon
[mL/ha] [no.] [no.] [%0] control

2|3|a|5|6 [%]
control 21 3| 3333 21 100.0 -

23.4 21 3 3 3 3 3 21 100.0 100.0
46.9 21 3 3] 3 3 3 21 100.0 100.0
03.8 21 3 3] 3 3 3 21 100.0 100.0
187.5 21 3 3| 3 3 3 21 100.0 100.0
375.0 21 3 3| 3 3 3 21 100.0 100.0
750.0 21 3 3 3 3 3 21 100.0 100.0
1500.0 21 3 3] 3 3 3 21 100.0 100.0
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Table KCP 10.6.2-32:

Pea (Pisum sativum) — shoot length

Shoot
I Mean shoot length in particular replicates i
Application g p p Mean Iength_ln
rate [mm] shoot | SD |comparison
[mL/ha] length | [mm] to the
[mm] control
[%0]
1 2 3 4 3 6 7
control 827.3|837.7| 830.0 | 798.0|897.7( 809.7 |872.7| 839.0 | 35.0 -
23.4 805.7|766.0| 926.7 |605.3|707.3( 7e4.7 |819.7| 770.8 | 99.5 91.9
46.9 873.3|696.7| 905.7 |841.7|776.0| 499.7 | 748.7| 763.1 | 137.1 91.0
93.8 837.3|802.0| 642.0 |892.3|878.7(1025.0|850.3| 846.8 | 114.7 100.9
187.5 727.7|805.7| 721.3 |786.3|775.7| 641.7 |616.3| 725.0 | 72.6 86.4
375.0 830.0|706.0| 779.3 |785.3|958.7| 773.0 |659.7| 784.6 | 95.1 93.5
750.0 812.3|860.7|1002.7|817.7|905.0| 904.0 |749.3| 864.5 | 82.1 103.0
1500.0 964.3|767.3| 885.3 |648.3|828.3( 7/37.0 |/76.3| 801.0 | 103.0 95.5
Table KCP 10.6.2-33: Pea (Pisum sativum) — plant weight
Mean Shoot dry
Avplicati Mean shoot dry weight in particular replicates hoot weight in
pprlact?a 1on [mg] 5‘;30 SD |comparison
[mL/ha] weivht [ma] to the
[mg ] control
g [%]
1 2 3 4 5 6 7
control 570.0 (687.0| 748.0 |780.7| 605.0 |558.3 |866.0| 687.9 |116.5 -
23.4 751.0 (927.0|1091.7(366.0| 688.0 |909.7 |890.0| 803.3 | 232.6 116.8
46.9 906.7 [766.3| 972.0 [772.3|873.7|769.3(790.7| 835.9 | 82.0 121.5
93.8 591.0 [835.0| 690.0 |906.7 | 665.0 | 761.3|583.3| 718.9 |121.8 104.5
187.5 555.3 |431.7| 721.7 |590.7|677.0|556.3|8¢61.7( €27.8 |139.1 91.3
375.0 7947 [747.0| 549.0 [569.3| 728.0 | 764.7|532.3| €69.3 |113.7 97.3
750.0 478.3 [696.7| 903.3 [859.3| 841.7 |753.7|788.3| 760.2 |142.2 110.5
1500.0 794.0 [596.0| 785.3 [608.3| 626.7 |519.0|716.0| 663.6 |103.7 96.5
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Pea (Pisum sativum) — plant damage

Table KCP 10.6.2-34
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swojdwis

nc

nc

nc

nc

nc

nc

Day 14

(9] @384
uoljesdde
/spays ueap

0.0

0.0

0.0

0.0

0.0

0.0

[2/4] 23201 d2d)
/spaye ueal

ooo

=J = =]

===

swojdwis

nc

nc

nc

nc

nc

nc

Day 7

[950] @3e4
uonesdde
J/S51Paye ueap

0.0

0.0

0.0

0.0

0.0

0.0

[956] @32 11dB4
/5122 ueap

[ I e Y i O e Y i Y i Y

[ I e e

Lo e e

[ R e o Y o Y i Y e Y i

o O

Lo e e

ajedday

L B B L ol Y= I

™ M

L I B B ol T =

oM

= ™M

rate
[mL/ha]

Application

control

23.4

46.9

03.8

187.5

375.0




Page 304 /318
Template for chemical PPP
Version March 2024
Acetamipryd 200 SL
Part B — Section 9 - Core Assessment
Applicant version

750.0 0.0 nc 0.0 nc 0.0 nc

1500.0 0.0 nc 0.0 nc 0.0 nc
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Cabbage (Brassica oleracea var. capitata)

After the application of the test item at the rates ranging from 23.4 to 1500.0 mL/ha the mortality of cabbage
plants was not observed. After the application of the test item at the rates ranging from 23.4 to 1500.0
mL/ha, the cabbage shoot length was between 91.8 and 104.9% of the control shoot length. After the ap-
plication of the test item at the rates ranging from 23.4 to 1500.0 mL/ha, the cabbage shoot dry weight was
between 89.1 and 117.4% of the control shoot dry weight. At the end of the exposure period the plant
damages were not observed.

Table KCP 10.6.2-35: Cabbage (Brassica oleracea var. capitata) — plant number at the end of
the experiment
| Number of
e Tota Number of plants in lants i
Application P plants in
pprate number particular replicates Number | Number comparison
of plants of plants | of plants to the
1]
[mL/ha] [no.] [no.] [%%] control
0/
1234|567 [%]
control 21 3133|3333 21 100.0 -
23.4 21 3133|3333 21 100.0 100.0
46.9 21 3133|3333 21 100.0 100.0
93.8 21 31333333 21 100.0 100.0
187.5 21 3133|3333 21 100.0 100.0
375.0 21 31333333 21 100.0 100.0
750.0 21 3133|3333 21 100.0 100.0
1500.0 21 31333333 21 100.0 100.0
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Table KCP 10.6.2-36:

Cabbage (Brassica oleracea var. capitata) — shoot length

Shoot
. e Mean shoot length in particular replicates i
Application ’ [l'"“I:] g ::'ﬁ:nac:l sSD c;illlg;:']i;gn

rate p
[mL/ha] length | [mm] to the
[mm] control
[o0]

1 2 3 4 5 6 7

control 169.7142.3(144.7 | 160.0(149.0(139.3|171.0( 153.7 13.1 -
23.4 155.0(144.7|137.7 | 162.0|137.0| 148.7 | 161.3| 149.5 | 10.4 97.2
46.9 146.3 | 156.0(174.7 | 160.0(151.7(158.7|134.3| 154.5 12.5 100.5
93.8 155.7147.3(159.3|130.0(130.0(144.3|144.3| 144.4 11.4 94.0
187.5 153.3(136.3|130.3|140.0|147.7 | 140.7 | 139.0| 141.0 7.5 91.8
375.0 142.71144.3(134.7|138.7(155.0(138.0|136.7| 141.4 6.9 92.0
750.0 151.7151.3(161.7|154.0(172.7(170.7|167.0( 161.3 9.1 104.9
1500.0 139.0|154.7 |156.7 | 135.0|149.0| 143.0|147.0| 14€.3 7.9 95.2

Table KCP 10.6.2-37:

Cabbage (Brassica oleracea var. capitata) — plant weight

Mean Shoot dry
Applicati Mean shoot dry weight in particular hoot weight in
ppr:t?a ion replicates [mg] Scllf_'o SD |comparison
[mL/ha] wei vllt [mg] to the
9 control
[mg] [%]
1 2 3 4 3 6 7
control 565.0 |589.0|663.3|665.0( 625.3 |555.7|653.3| 616.7 | 46.7 -
23.4 672.7 |624.7|758.0|718.7| 890.0 |703.3|698.3| 723.7 | 84.0 117.4
46.9 J67.3 |714.7(593.3|741.7| €92.3 |703.3|7e4.0| 711.0 | 59.4 115.3
93.8 626.7 |679.0|687.7|681.3| 628.3 [657.7|677.3| 662.6 | 25.7 107.4
187.5 573.3 |571.0|614.0|741.7( €02.0 |501.7|394.3| 571.1 | 106.4 92.6
375.0 573.3 |493.3|536.3|600.3| 857.7 |654.3|578.7| 613.4 | 118.8 99.5
750.0 560.3 |554.3 | 608.7|549.0| 591.7 |569.0|455.7| 555.5 | 48.9 90.1
1500.0 601.0 |533.0|650.0|524.7| 448.0 (454.0|633.3| 549.1 | 81.7 g89.1
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Cabbage (Brassica oleracea var. capitata) — plant damage

Table KCP 10.6.2-38:
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Phytotoxic effects
Day 7 Day 14 Day 21
u S Ty, T Sy Sy Sy
Application| g £e |2 i 29 | 8 g 2e |8 i
rate = [T [T = TR uc [T U c
[+ E Q \E -E — E "\E Q IE -E — E I\E W IE -E Lo E
[mL/hal | o | §= |$%e| 2 | $2 |55s| &2 | §5= |55 &
& cy e d= E e U e E c W e 2= E
T2 |82 & | 8= |%228| & | §E |ERe| @
= =8 o
=2 | =x°C = | =0 -l
1 0 0 0
2 0 0 0
3 0 0 ]
750.0 4 0 0.0 nc 0 0.0 nc 0 0.0 nc
5 0 0 0
6 0 0 ]
7 0 0 0
1 0 0 0
2 0 0 0
3 0 0 ]
1500.0 4 0 0.0 nc 0 0.0 nc 0 0.0 nc
5 0 0 0
6 0 0 ]
7 0 0 0

Onion (Allium cepa)

After the application of the test item at the rates ranging from 23.4 to 1500.0 mL/ha the mortality of onion
plants was not observed. After the application of the test item at the rates ranging from 23.4 to 1500.0
mL/ha, the onion shoot length was between 91.8 and 108.6% of the control shoot length. After the applica-
tion of the test item at the rates ranging from 23.4 to 1500.0 mL/ha, the onion shoot dry weight was between
97.8 and 119.9% of the control shoot dry weight. At the end of the exposure period the plant damages were

not observed.
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Table KCP 10.6.2-39:

Onion (Allium cepa) — plant number at the end of the experiment

Number of
. Total Number of plants in plants in
Application . . Number | Number .
rate {:‘Iflll:lllall:ftl; particular replicates of plants|of plants cont?iil:::un
[mL/ha] [no.] [no.] [90] control
[%0]
1 2 3 4
control 20 5 5 5 5 20 100.0 -
23.4 20 5 5 5 5 20 100.0 100.0
46.9 20 5 5 5 5 20 100.0 100.0
93.8 20 5 5 5 5 20 100.0 100.0
187.5 20 5 5 5 5 20 100.0 100.0
375.0 20 5 5 5 5 20 100.0 100.0
750.0 20 5 5 5 5 20 100.0 100.0
1500.0 20 5 5 5 5 20 100.0 100.0
Table KCP 10.6.2-40: Onion (Allium cepa) — shoot length
Mean shoot length in particular Shon:rt_
repli Mean length in
I plicates : -
Application [mm] shoot SD comparison
rate length [mm] to the
[mL/ha] [mm] control
[%]
1 2 3 4
control 225.6 220.2 198.6 189.8 208.6 17.1 -
23.4 205.6 249.2 213.8 216.4 221.3 19.2 106.1
46.9 232.6 228.4 239.0 159.6 214.9 37.1 103.0
93.8 174.8 211.4 184.4 195.6 191.6 15.7 91.8
187.5 191.2 198.4 211.0 193.4 198.5 8.9 95.2
375.0 197.6 216.8 241.4 192.4 212.1 22.2 101.7
750.0 205.2 234.4 228.0 238.6 226.6 14.9 108.6
1500.0 219.2 233.6 185.0 221.0 214.7 20.8 102.9
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Table KCP 10.6.2-41;

Onion (Allium cepa) — plant weight

Mean shoot dry weight in 5"[.'0:: “F"'
Application particular replicates Mean . weight in
rate [mg] shoot dry sD comparison
[mL/ha] weight [mg] to the
[mg] control
[%0]
1 2 3 4
control 20.0 28.6 18.2 15.6 20.6 5.6 -
23.4 25.6 23.8 23.0 26.4 24.7 1.6 119.9
46.9 26.6 24.8 23.4 22.4 24.3 1.8 118.0
93.8 25.0 21.8 17.6 18.8 20.8 3.3 101.0
187.5 22.4 21.6 22.8 18.6 21.4 1.9 103.6
375.0 19.6 18.8 23.0 19.2 20.2 1.9 97.8
750.0 14.6 23.4 25.4 18.0 20.4 4.9 98.8
1500.0 18.2 25.2 20.0 24.0 21.9 3.3 106.1
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Table KCP 10.6.2-42;

Onion (Allium cepa)- plant damage

Phytotoxic effects
Day 7 Day 14 Day 21
Applicati g e g g
pplrcation) S | 3% |G E e | WP e | e
rate = = = e = e - o e
[mL/ha] & o= |06 “"‘ o= | @6 n o= | &5 o
o Eu s E t o E s E tv (e £
T [T = T o m = T [T s
el [ g2 E- cd |2 E- ced [ g2 E-
L e lﬂE'_‘ L mEh m - NE'_‘
o o U g o 2 U g [T~ [T g
=9 |=82| & =2 =8| @ =2 =8| &
1 0 0 0
2 0 0 0
control 3 0 0.0 nc o 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 0
23.4 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 0
46.9 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 0
03.8 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 0
187.5 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 0
375.0 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 0
750.0 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 0
1500.0 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0

Perennial ryegrass (Lolium perenne)

After the application of the test item at the rates ranging from 23.4 to 1500.0 mL/ha the mortality of peren-
nial ryegrass plants was not observed. After the application of the test item at the rates ranging from 23.4
to 1500.0 mL/ha, the perennial ryegrass shoot length was between 94.2 and 115.5% of the control shoot
length. After the application of the test item at the rates ranging from 23.4 to 1500.0 mL/ha, the perennial
ryegrass shoot dry weight was between 74.4 and 125.5% of the control shoot dry weight. At the end of the
exposure period the plant damages were not observed.
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Table KCP 10.6.2-43: Perennial ryegrass (Lolium perenne) — plant number at the end of the

experiment
Number of
. Total Number of plants in plants in
Application number particular replicates Number | Number comparison
rate of plants of plants|of plants to the
[mL/ha] [no.] [no.] [%0] control
0/
1 4 (o]
control 20 5 5 20 100.0 -
23.4 20 5 5 20 100.0 100.0
46.9 20 5 5 20 100.0 100.0
93.8 20 5 5 20 100.0 100.0
187.5 20 5 5 20 100.0 100.0
375.0 20 5 5 20 100.0 100.0
750.0 20 5 5 20 100.0 100.0
1500.0 20 5 5 20 100.0 100.0
Table KCP 10.6.2-44: Perennial ryegrass (Lolium perenne) — shoot length
. . Shoot
Mean shoot IE|I1_gtI; in particular Mean length in
Application repiicates shoot sSD comparison
rate [mm] length | [mm] to the
[mL/ha] [mm] control
1 2 3 4 [%0]
control 412.0 407.& 424.0 430.4 418.5 10.5 -
23.4 419.2 457.2 442.0 444.2 440.7 15.8 105.3
46.9 462.0 499.4 473.0 497.0 482.9 18.3 115.4
93.8 403.0 383.4 419.6 371.2 394.3 21.4 94.2
187.5 398.6 374.8 440.0 492.0 426.4 51.4 101.9
375.0 432.6 396.8 396.0 447.0 418.1 25.7 99.9
750.0 503.e 473.6 458.4 497.4 483.3 21.0 115.5
1500.0 456.0 477.6 475.0 475.0 470.9 10.0 112.5
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Table KCP 10.6.2-45;

Perennial ryegrass (Lolium perenne) — plant weight

Mean shoot dry weight in Mean Shoot dry
Application particular replicates shoot SD weight in
rate [mg] dry [ma] comparison
[mL/ha] weight 91| to the control
[mg] [90]
1 2 3 4
control 224.6 215.6 179.8 202.4 205.6 19.5 -
23.4 255.2 245.6 273.0 258.4 258.1 11.4 125.5
46.9 214.0 219.2 264.8 251.6 237.4 24.7 115.5
93.8 210.0 180.8 177.4 193.4 190.4 14.8 92.6
187.5 162.0 156.4 184.8 204.0 176.8% 21.9 86.0
375.0 159.2 174.4 168.4 173.2 168.8% 6.9 82.1
750.0 139.0 158.4 150.8 199.4 161.9* 26.2 78.7
1500.0 167.0 152.0 148.8 144.0 153.07 9.9 74.4
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Table KCP 10.6.2-46:

Perennial ryegrass (Lolium perenne) — plant damage

Phytotoxic effects
Day 7 Day 14 Day 21
- 3 g . b
Application| § |y | 3 5T |5 E 57 |3 e
rate = TR T = ™ uZ U C w u U C w
[mL/ha] o 2, | &8 E 2, |20 £ ey |22 E
£ | %5 |T® S| % |©® s | 5% | 8% S
1] e} ] it m it
cl | k= g cl |k E. cd | cl E.
m = ] — m—= = m—= o
o2 | gB2e| £ v | d2e s o2 (gBe| £
=% [=RS| @& =? =8| & =Y =52 &
1 0 0 1]
0.00 2 0 0 1]
0.0 nc 0.0 nc 0.0 nc
(control) 3 0 0 0
4 0 0 1]
1 0 0 1]
2 0 0 0
23.4 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 1]
1 0 0 1]
2 0 0 1]
46.9 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 1]
03.8 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 1]
1 0 0 1]
2 0 0 0
187.5 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 1]
1 0 0 1]
2 0 0 1]
375.0 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 1]
750.0 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 1]
1 0 0 1]
2 0 0 1]
1500.0 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 1]

QOats (Avena sativa)

After the application of the test item at the rates ranging from 23.4 to 1500.0 mL/ha the mortality of oats
plants was not observed. After the application of the test item at the rates ranging from 23.4 to 1500.0
mL/ha, the oats shoot length was between 91.8 and 116.8% of the control shoot length. After the application
of the test item at the rates ranging from 23.4 to 1500.0 mL/ha, the oats shoot dry weight was between 83.2
and 107.6% of the control shoot dry weight. At the end of the exposure period the plant damages were not

observed.
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Table KCP 10.6.2-47:

Oats (Avena sativa) — plant number at the end of the experiment

Number of
.. Total Number of plants in plants in
Application . . Number | Number .
rate {E‘u;:llg::?t; particular replicates of plants|of plants cm;lgr?;:un
[mL/ha] [no.] [no.] [90] control
O
1 4 [%]
control 20 5 5 20 100.0 -
23.4 20 5 5 20 100.0 100.0
46.9 20 5 5 20 100.0 100.0
93.8 20 5 5 20 100.0 100.0
187.5 20 5 5 20 100.0 100.0
375.0 20 5 5 20 100.0 100.0
750.0 20 5 5 20 100.0 100.0
1500.0 20 5 5 20 100.0 100.0
Table KCP 10.6.2-48: Oats (Avena sativa) — shoot length
. . Shoot
Mean shoot Ien_gth in particular Mean length in
Application replicates shoot SD |comparison
rate [mm] length | [mm] to the
[mL/ha] [mm] control
1 2 3 4 [%]
control 471.2 400.2 384.4 411.6 416.9 379 -
23.4 411.6 406.4 398.0 491.4 426.9 43.4 102.4
46.9 492.2 524.6 441.6 324.6 445.8 87.7 106.9
93.8 506.8 473.8 498.4 468.6 486.9 18.6 116.8
187.5 499.0 471.6 502.6 243.8 429.3 124.4 103.0
375.0 396.2 418.8 358.2 387.2 390.1 25.1 93.6
750.0 375.8 456.6 402.6 372.0 401.8 39.0 96.4
1500.0 403.2 410.4 408.6 308.6 382.7 49.5 91.8
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Table KCP 10.6.2-49: Oats (Avena sativa) — plant weight
Mean shoot dry weight in Mean Shoot dry
Application particular replicates shoot SD weight in
rate [mg] dry [mg] comparison
[mL/ha] weight 911 to the control
[mg] [20]
1 2 3 4
control 246.4 259.6 256.0 247.0 252.3 6.6 -
23.4 283.2 269.0 276.0 257.0 271.3 11.2 107.6
46.9 214.2 225.2 278.0 244.0 240.4 28.0 95.3
03.8 173.2 247.8 315.0 229.4 241.4 58.5 95.7
187.5 226.6 233.4 275.0 190.6 231.4 34.6 91.7
375.0 246.0 233.0 188.4 214.4 220.5 25.0 87.4
750.0 212.6 233.2 208.0 187.4 210.3* 18.8 83.4
1500.0 204.0 256.0 185.2 194.4 209.9* 31.7 83.2
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Table KCP 10.6.2-50: Oats (Avena sativa) — plant damage
Phytotoxic effects
Day 7 Day 14 Day 21
.. 3 3 .. 2
Application)  § | G | 3E 3% | 3¢ 3T |58
rate = T8 |t U8 | b U8 |6 e
= el 1] e 7] (- W
[mL/ha] 0 T E o &2 £ o |2 £
& 52 | 5% S T |T® g T2 |T® g
cbd X E- cb? | ck E- clY | ck E-
m = mgE = m= T aEZ m= T aES
v o U 52 [ v 5L [T~ U 5L
=2 |28 & | =2 |28 & | =2 |=82| @
1 0 0 0
2 0 0 0
control 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 0
23.4 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 0
46.9 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 0
03.8 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 0
187.5 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 0
375.0 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 0
750.0 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
1 0 0 0
2 0 0 0
1500.0 3 0 0.0 nc 0 0.0 nc 0 0.0 nc
4 0 0 0
CONCLUSION

The mortality of plants was not observed in cultivation of all tested plant species.

On the basis of NOER, ER10, ER25 and ER50 values determined from the shoot length it was proved that
the test item did not inhibite the process of growth of all test species.
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On the basis of NOER, ER10, ER25 and ER50 values determined from the dry shoot weight it was proved
that the test item moderately inhibited the process of growth of perennial ryegrass and oats. No influence
was observed in cultivation of sunflower, pea, cabbage and onion.

During the experiment the phytotoxic symptoms were not observed.
The ERsp and NOER values determined on the basis of plants humber at the end of the experiment, shoot
length and shoot dry weight measurements expressed as g of the test item/ ha for all test species are given

below.

Table KCP 10.6.2-51: Vegetative Vigour Test — final results (g of test item/ha)

Sunflower Pea Cabbage Onion pr';e(:;::isasl Oate
Hzi?jz?; ° sgﬁ: S:” Dfejéz?:ézar. Allium cepa pij _.:'L:;]e Avena sativa
Plant number at the end of the experiment
ERso > 1500.0 > 1500.0 > 1500.0 > 1500.0 > 1500.0 > 1500.0
NOER | > 1500.0% | > 1500.0¥% | > 1500.0* | > 1500.0*% | > 1500.0*% | > 1500.0%*
Shoot length
ERsp > 1500.0 > 1500.0 > 1500.0 > 1500.0 > 1500.0 > 1500.0
NOER = 1500.0 = 1500.0 = 1500.0 = 1500.0 = 1500.0 = 1500.0
Plant dry weight
ERso > 1500.0 > 1500.0 > 1500.0 > 1500.0 > 1500.0 > 1500.0
NOER = 1500.0 = 1500.0 = 1500.0 = 1500.0 93.8 375.0
Plant Damage
ERsq > 1500.0 > 1500.0 > 1500.0 > 1500.0 > 1500.0 > 1500.0

The ERso and NOER values determined on the basis of plants humber at the end of the experiment, shoot
length and shoot dry weight measurements expressed as g of active substance/ha for all test species are
given below.
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Table KCP 10.6.2-52:

Vegetative Vigour Test — final results (g of as/ha)

Sunflower Pea Cabbége Onion Pr;e(:;l::lzl Oats
Hgiirlihsus SZ";:S;? g.regéz:?:ézar, Allium cepa p;::gff?e Avena sativa
Plant number at the end of the experiment
ERso > 205.8 > 205.8 > 205.8 > 295.8 > 295.8 > 205.8
NOER > 295.8% > 295.8% > 295.8% = 295.8% > 295.8% > 295.8%
Shoot length
ERsp > 2058 > 295.8 > 2058 > 295.8 > 295.8 > 295.8
NOER = 295.8 = 295.8 = 295.8 = 295.8 = 295.8 = 295.8
Plant dry weight
ERso > 205.8 > 2905.8 > 205.8 > 295.8 > 295.8 > 2905.8
NOER = 295.8 = 295.8 = 295.8 = 295.8 18.5 74.0
Plant Damage
ERsp > 295.8 > 295.8 > 295.8 > 295.8 > 295.8 > 295.8

The mortality of plants was not observed in cultivation of all tested plant species.

On the basis of NOER, ER10, ER25 and ER50 values determined from the shoot length it was proved that
the test item did not inhibite the process of growth of all test species.

On the basis of NOER, ER10, ER25 and ER50 values determined from the dry shoot weight it was proved
that the test item moderately inhibited the process of growth of perennial ryegrass and oats. No influence
was observed in cultivation of sunflower, pea, cabbage and onion.

During the experiment the phytotoxic symptoms were not observed.

A26.3 KCP 10.6.3 Extended laboratory studies on non-target plants

Not relevant. No studies submitted.

A27 KCP 10.7 Effects on other terrestrial organisms (flora and fauna)

Not relevant. No studies submitted.

A28 KCP 10.8 Monitoring data

Not relevant. No studies submitted.



