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8 Fate and behaviour in the environment (KCP 9)

In the following document, data for active substances - Fluroxypyr - was described during its inclusion on
Annex 1 process in respectively 2009. Were reference to active substance data in the current risk assess-
ment has been made, it was based on the data which protection for expired 10 years from date of inclu-
sion of active substances on Annex I.

Data matching studies for florasulam have been evaluated by Poland. As a result of the assessment all
reports were accepted and considered as equivalent to protected studies. Therefore, to support the authori-
zation of CHR/H/CFF 250 EC INNVIGO is allowed to refer to EU approved reports

Data matching studies for clopyralid have been evaluated by RMS - Finland. As a result of the assessment
all re-ports were accepted and considered as equivalent to protected studies. Therefore, to support the
renewal of authorization of CHR/H/CFF 250 EC INNVIGO is allowed to refer to EU approved reports
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8.1

Table 8.1-1:

Critical GAP and overall conclusions

Critical use pattern of the formulated product

GAP rev. , date: 2021-01-13
PPP product name: Formulation type: EC@Db
product code: CHR/H/CFF
Active substance 1: clopyralid Conc. of as 1: 120 g/1 ©
Active substance 2:  fluroxypyr Conc. of as 2: 120 g/l ©
Active substance 3: florasulam Conc. of as 3: 10 g/l (c)
Safener: - Conc. of safener: -©
Synergist: - Conc. of synergist: -©
Applicant: Innvigo Sp. z 0.0. Professional use: =
Zone(s): Central @ Non professional use: ]
Verified by MS: no
Field of use: herbicide
1] 2 3 4 5 6 | 1 ] 8 9 15 11 12 13 14 15

Use- | Member | Crop and/ | F, Pests or Application Application rate PHI | Remarks: ZRMs
No. |state(s) |orsituation |Fn, | Group of (days) Conclusion
© Fpn | pests con- Method | Timing | Max. number Min. interval kg or L product / ha g or kg as/ha Water L/ha e.g. g safen-

(crop desti- |G, |trolled /Kind |/ a) per use between applica- | a) max. rate per appl. er/synergist per

nation / Gn, Growth | b) per crop/ season tions (days) b) max. total rate per | a) max. rate per appl. min / max ha

purpose of | Gpn | (additionally: stage of crop/season b) max. total rate per ®

crop) or |developmental crop & crop/season

| stages of the season
pest or pest
group)
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Zonal uses (field or outdoor uses, certain types of protected crops)

1 PL

Winter wheat
(TRZAW),
Winter
triticale
(TTLWI)

F

dicotyle-
donous weeds

Spray,
medium
sprayer

spring
BBCH
21-33

a)l
b)1

n/a

a)0.4-0.51/ha
b) 0.4 -0.5 I/ha

a) 0.1-0.125 kg a.s./ha
(0.048 CLO + 0.048
FLUROX + 0.004 FLO)
—(0.06 CLO + 0.06
FLUROX + 0.005 FLO)

b) 0.1-0.125 kg a.s./ha
(0.048 CLO + 0.048
FLUROX + 0.004 FLO)
—(0.06 CLO + 0.06
FLUROX + 0.005 FLO)

200-400

n/a

Interzonal uses (use as seed treatment, in

greenhouses (0

r other closed places of plant pro

duction), as post-harvest treatment or for treatment of empty storage rooms)

2

3

Minor uses according to Article 51 (zonal

uses)

4 |pL

Spelt
Triticum
spelta
(3SPWC)
Emmer
wheat
Triticum
dicoccum
(TRZDI)
Einkorn
wheat
Triticum
monococcum

(TRZMO)
Durum
wheat
Triticum
durum
(TRZDW)
Spring Rye
Secale
cereale
(SECCS)

F

Monaocots
and dicots
weeds

Spray,
medium
sprayer

BBCH
21-33

a)l
b)1

n/a

a)0.4-0.51/ha
b) 0.4-0.5I/ha

a) 0.1-0.125 kg a.s./ha
(0.048 CLO + 0.048
FLUROX + 0.004 FLO)
—(0.06 CLO + 0.06
FLUROX + 0.005 FLO)

b) 0.1-0.125 kg a.s./ha
(0.048 CLO + 0.048
FLUROX + 0.004 FLO)
—(0.06 CLO +0.06
FLUROX + 0.005 FLO)

200-400
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Minor uses according to Article 51 (interzonal uses)

6

7

Explanation for column 15 “Conclusion”

A | Safe use

R | Further refinement and/or risk mitigation measures required
To be confirmed by cMS

C
- No safe use

Table 8.1-2: Assessed (critical) uses during approval of Florasulam concerning the Section Environmental Fate (EFSA Journal 2015; 13(1):3984)
1 2 3 4 5 6 7 8 9 10 11 ‘ 12 13 14
Use- | Member | Crop and/or F, Fn, | Pests or Group of pests Application Application rate PHI Remarks:
No. | state(s) situation Fpn | controlled - — — (days) e.g. g safener/ synergist per
* (crop destination |G, (additionally: develop- Method / Kind | Timing / Max. number | Min. interval | L product/ha | gas/ha Water L/ha ha
/ purpose of Gn, | mental stages of the Growth a) per use betV\{een. a) max. rate min/max
crop) Gpn | pest or pest group) stage of crop | b) per crop/ applications | per appl. a) max. rate
or & season season (days) b) max. total | per appl.
| #* rate per b) max. total
crop/season | rate per
crop/season
1 EU Winter cereals F Broad leaved weeds Tractor mount- | BBCH 00-29 | 1 N/A 0.075 3.75 70- 400 N/A
(wheat, barley, ed or self- (1st Septem-
rye, triticale, propelled ber to end of
oats, spelt) hydraulic December)
sprayer giving
overall applica-
tion.
2 EU Winter cereals F Broad leaved weeds Tractor mount- | BBCH 13-45 |1 N/A 0.125 6.25 70- 400 N/A
(wheat, barley, ed or self- (1st January
rye, triticale, propelled to early July)
oats, spelt) hydraulic
sprayer giving
overall applica-
tion.
3 EU Spring cereals F Broad leaved weeds Tractor mount- | BBCH 12-45 N/A 0.125 6.25 70- 400 N/A
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(wheat, barley, ed or self- (1st Febru- |1
rye, triticale, propelled ary to 15th
oats, spelt) hydraulic July)

sprayer giving

overall applica-

tion.

4 EU Maize F Broad leaved weeds Tractor mount- | BBCH 11-20 |1 N/A 0.1 5 70- 400 N/A
ed or self- (1st April to
propelled 30th June)
hydraulic
sprayer giving
overall applica-
tion.

(a) For crops, the EU and Codex classifications (both) should be used; where

(b) Outdoor or field use (F), glasshouse application (G) or indoor application (1)

(c) e.g. biting and suckling insects, soil born insects, foliar fungi, weeds

(d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) ISBN 3-8263-3152-
4), including where relevant, information on season at time of application

(e) GCPF Codes - GIFAP Technical Monograph No 2, 1989

(f) All abbreviations used must be explained

(9) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench N/A: Not
applicable — PHI determined by the stage of application

(h) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant - type of
relevant, the use situation should be described (e.g. fumigation of a structure) equipment used
must be indicated

(i) g/kg or g/L

(j) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell,
(k) Indicate the minimum and maximum number of application possible under practical conditions
of use

(1) PHI - minimum pre-harvest interval

(m) Remarks may include: Extent of use/economic importance/restrictions
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Table 8.1-3: Assessed (critical) uses during approval of Clopyralid concerning the Section Environmental Fate (EFSA Journal 2018;16(7):5389)
F Pests or Preparation Application [ Application rate per treatment
Crop Member Group of -
and/or State Product G pests T method range of number &x:;{i gas Water ko a.s/ha PH_I e
situation or name | °F | controlle | Type ’ Kind growth stages min- licati /hL L e e
@) Country I a (d . & season max | fPPIER i may I i ma @)
3 (b) © ) (f-h) aQ) ® ) on {1) MiN-Max [0y}
min)
Winter CEU/S GF- | F | Broad- | EC | 80 g/L Over | BBCH 13- 1 n/a Clopyralid: 80- | Clopyralid | n/a | Dose: 1L GF-
cereal EU 1374 leaf Clopyrali all 39 (1" Feb 0.02 to 0.1 400 0.08 kg 1374/ha
(wheat, weeds d+2.5 broad | to30® of kg as/hL as/ha Due to clopyralid
barley oat, gL Ci‘vf’t June) + + content, straw treated
rye, florasula | foliar Florasulam Florasula with GF-1374 must
triticale, m+144.1 | spray 0.0000625 m 0.0025 not be used for
spelt) gL to kg as’ha + compost production
fluroxypy 0.0003125 (for cultivating
! meptyl kg as/hL, Fluroxypy susceptible
(fqm;'ggf + r-meptyl vegetables).
;tfa Fluroxypyr 0. 14.4 kg
fluro meptyl: as’ha
: XyPy 0.036 to (0.100 kg
0.18 kg ac’ha)
as/hL (0.025
t0 0.125 kg
ac/hL)
Established | CEU/S GF- | F | Broadl | EC 80 g/L Over 1% Feb to 1 n/a Clopyralid: | 100-400 | Clopyralid | 7to | Dose: 1.5L GF-
permanent EU 1374 eaf Clopyrali all 30® 0.03 to 0.15 0.12 kg 14 1374/ha.
pasture weeds d+25 | broad | September kg as/hL as’ha days
g/'L cast + + (see | Note 1-
florasula | foliar Florasulam Florasula | note PHI: 7 davs for CEU
m+144.1 | spray 0.00009375 m0.00375 | 1) L
T : : ke ac/ha glld léll days for SEU
ﬂur%:x o gas 1s the interval before
¢ me )*Ply 0.0004§8T5 * any crop cutting or
(e uil'i'?{e kg as/hL Fluroxypy grazing. Fluroxypyr
quive + r-meptyl is the limiting factor.
nt to 100 Fluro 0.216 <
o Xypyr
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Table 8.1-4: Assessed (critical) uses during approval of Fluroxypyr concerning the Section Environmental Fate
Crop T Pests ar Formulation Application Application rate per treatment
or State Product G f;r oup Type | Conc. | mathod ﬁ mumber g:wl ke ashl Water sha (days) Wemarks:
sifuation or name nir c».ﬁ'sﬁa ofas | kind mg:uE min-max Ixi mﬁ:ﬁm Lha :l:fnn-;:n i)
Country - @n| ® | ew == T R min-max W o
{a) () () Q ()
Cersals Narth | Stamne200 | F |Broadleawed| EC 200 | Volums GS512-39 na. 005-01 | 200-400 0200 na [All concenfratons in
{winter Europe EC weads spraying 1 fornmlations and application
amd details are reported as acid
SpTing) South Starane 200 | F |Broadleaved| EC 200 | Volume G512-39 1 na 005-01 | 200-400 0200 na |equivalenes.
Europs EC weads spraying
na =not applicable
Germany | Stamne 180 | F | Broadleaved| EC 180 | Volume | Winfer cereals- 1 na 0045000 200-400 0.180 na
EC weads spraying G513-39 1102131
Sprinz Cersals:
G513-29
Pasture Narth Staane 200 F |Broadleawed| EC 200 | Medmm G520-15 1 na 01 200 - 400 0200 7
(Amenity | Europe EC weads volims
South | Stamne 200 | F |Broadleawed| EC 00 | Medmum G520-25 1 na. 01 200 - 400 0.200 14
Eurcpe EC weads volume
Maize North | Staane 500 | F | Hroadleawed | Ei 00 | Medmm GoI-138 I na O05-01 | J00-300 | 0J00 na
Europe EC weads volumre
South | Staame 200 | F |Broadlsawed| EC 00 | Medsam G512-16 1 na. 005-01 | 200-400 0200 na [[TTT15]
Europe EC weads volume

* Us—é-number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be giVen incolumn1 c
**  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
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8.2 Metabolites considered in the assessment
Table 8.2-1: Metabolites of Florasulam potentially relevant for exposure assessment
Metabolite Molar mass Chemical structure Maximum observed oc- Exposue assessment re-
curence in compartements quired due to
5-OH Florasulam | 345.26 Soil/Water/Sediment: PECqw
OH . 71.6% / 99% g
/1\ PECsoil
M o]
NZ" TN Ny 1l PECswi/sed
>—S—NH F
S g
E
DFP-ASTCA 304.20 Soil/Water/Sediment: PECqw
. 17.8% /8.9% 9
PECsoil
N0
HM kN [l PECswi/sed
>—ﬁ—NH F
-
HO M 0
4]
ASTCA 192.13 _N O Soil/Water/Sediment: PECqw
HN" %y, [l 40% / 53.8% g
. : ﬁ_NHz PECsoil
HO
N o PECswi/sed
o
TSA 148.14 M o Soil/Water/Sediment: PE
= il 15.9% /0.0001% (default Cow
N /}_151_NH2 value) PECsw/sed
TPSA 248.17 HaC Soil/Water/Sediment: PE
e 0.0001% (default value) / Cswised
/L A 58.0%
NZ Nyl
>—-S—GH
- <y
F
ASTP 247.20 HiC o Soil/Water/Sediment: PECswised

0.0001% (default) / 21.0%
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Metabolite Molar mass Chemical structure Maximum observed oc- Exposue assessment re-
curence in compartements quired due to
5-OH ASTP 233.18 OH Soil/Water/Sediment: PECswised
/]\ - 0.0001% (default) / 29.0%
NE NN ]
>- SN,
———
R‘“{l\lﬂ s
E
Table 8.2-2: Metabolites of Fluroxypyr potentially relevant for exposure assessment
Metabolite Molar Chemical structure Maximum observed | Exposue assessment
mass occurence in com- required due to
partements
Fluroxypyr- 367.3 100% PEC soil, , PEC sw
MHE g/mol
Cl
OCH,CO,CHCH4(CH,)5CH;
Fluroxypyr acid | 255 Maximum occur- PEC soil, PEC gw,
g/mol NH, rence observed: PEC sw
= 100% in aquatic
system
Cl~ Cl (calculations per-

F~ TN TOCH,CO.H

formed as for parent)

Pyridinol 197
g/mol

Maximum occur- PEC soil, PEC gw,
rence observed (% PEC sw

molar basis with
respect to the parent)
Soil: 23.9 %

Water: 44

Sediment: 11.5

Methoxypyridine | 211
g/mol

Maximum occur- PEC soil, PEC gw,
rence observed (% PEC sw

molar basis with
respect to the parent)
Soil: 38.2

Water: not wa-
ter/sediment metabo-
lite

Sediment: not wa-
ter/sediment metabo-
lite

3-CP 162
g/mol NH

Maximum occur- PEC sw
rence observed (%
molar basis with
respect to the parent)
Water: 17.9
Sediment: 6.5
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8.3 Rate of degradation in soil (KCP 9.1.1)

Studies on degradation in soil with the formulation were not performed, since it is possible to extrapolate
from data obtained with the active substance.

8.3.1 Aerobic degradation in soil (KCP9.1.1.1)

Studies on aerobic degradation in soil with the formulation were not performed, since it is possible to
extrapolate from data obtained with the active substance. EU approved endpoints were evaluated during
Annex | inclusion for actives substances. All relevant data are presented in:

- Florasulam - EFSA Journal 2015; 13(1):3984

- Clopyralid - EFSA Journal 2018;16(7):5389,

- Fluroxypyr — EFSA Journal 2011;9(3):2091

8.3.1.1 Florasulam and its metabolites
Table 8.3-1: Summary of aerobic degradation rates for Florasulam- laboratory studies (EFSA
Journal 2015; 13(1):3984)
Sail Soil Evaluation of Kinetic Mormalised
properties Incubation the fit parameters kinetic endpoints™
. ﬁ oc | pgg | conditions Kinetic model | Visual | Vate | PT# | DTw
Andover; - . e
TP Is;':n il | 76 zﬂ:&,‘:tf' SFO) 4.34 ;;,;: k 0.7617 0.91 305
Eﬂ.‘l‘l‘l;'l-'.
TP- I.:S::r:l 68 | 56 Im:'::{' SFO 4.14 ;J,;: k 1.2006 0.5% 1.92
M bﬂm. Sandy
TP- clay 20 | 77 Em:‘%“ SFO 13.44 :;' ‘:E'j'f k 00,3250 2.14 710
labetling loam :
33;‘3,"‘" e Pscudo-SFO)
o Sandy 20°C; 407 {back- V.G/ .
xni-;?n. loam | 37| 73 MWHC caloutated from | 7% | 0996 k 0.427% 162 5.38
FOMC)
labels
Cuckney; \ : " _——
TP- E;ﬁ 14 | 6.9 2&:!23& SFO 181 ;'9{,;: k 0.6245 111 363
fabedli i
TP 5;‘“'"'-‘ 14 | 69 Ig."':; Ficld SFO 1528 | G098 k 02427 | 286 949
- . nam apacity 2
Cuckney;
TE Sandy
labelling: | | 14 | 69 — SFO — — k 1.7% 5.87
0am
averaged -
FEONETn
Marcham; | Sandy - .
TP- clay 14 | 76 2':'_*“‘ Fickd SFO 12,78 G/ k 01617 4.29 14.24
tabedli loam Capacity 0984
Geometric mean:” 1.55 5.15
1) The abbreviations used 10 describe the visual i V. Gl — very good, (. — good, 1 — inlermediate, P. — poor.

1) The values caleulated wsing the geomean value determined for the expernmemis in Cuckney 3ol (indavidusal results for this soil were ol consadened
i caleulating peomean, fallowing the recommendstion grven by PRAS 117 Expen’s Meeting),
3) Normalised, where necessary, using a Q10 of 2.58 amdior Walker equation coellcient of 0.7,
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Table 8.3-2:

(EFSA Journal 2015; 13(1):3984)

Summary of aerobic degradation rates for 5-OH Florasulam - laboratory studies

Sail Soil Evaluation of Kinetic Normalised kinetic
properties the fit parameters endpoinis”
Soil Incubation | Kinetic g Kinetic
Boil conditions | maodel Fistoad DTw DTw | formation
pe o pH orrar ﬁf‘m* Param. | Value I ; N
e ) [days] | fdays| | fra ﬂm"
Amdover;
TP Silt 200C; 4P - V.G
beled loam EN | 7.6 SMWHE 5P 514 0.998 k 0.1 100 .3 200492 0.747
XDE-5780
Kemidow;
Silt 20, 40m - G/ - .
labeiled loam 6.8 5.6 SMWHE 5P 815 0,984 k 0.0352 17.69 58,76 0828
XDE=578
Mrciunm
Sandy
s TP 200 4 - G . - .
labeiled Ii:la]. 20 .7 MWHE SF0 15.52 0.939 k 00567 12.22 40,57 0717
XDE-5780 —
Speyer
d Sandy 200C; 40 - G
XDE-570, loam 19 7.3 MWHC SFD 1.70 0.982 k 00480 14.44 47497 0863
Tabels
Cackner;
TP Sandy 255 40m - = G 509 50,03
belled lam 1.4 6.9 MWHE SF0 16,52 0.95] k 00461 15.02 | iz
XDE-5780
Cackner;
Sandy 20°C: Field - G -
labelled loam 1.4 6.9 CH:FI.BI::iI:]." 1] 21.07 0.903 k (L0280 .77 8230 I (NN)
XDE-5780
Caclner,
fabelled | Sandy | g g — SFO — — k — | 1929 | 6416 | 0.967
XDE-570; lam : : - - - -
averaged =
iul'-t.im :
hulmj'y 1.4 T.hH - Fickd SF0D 14.62 G/ k 00487 14.24° 98.63 1006
tabeiled I::::J}“ ; I Copenty 5 a2 0.961 ] 2 s i
XDE-578
Geometric mean': | 1495 | 49.74 —
Arithmetic mean {fnr_ﬂ“ul]‘y]"i: — -—- 0.854

1}
1)

3)

4)
¥)

Thi: abbreviations wed 1o deseribe the visual fiz V. G — very good, G. — good, 1. — mbermediate, P'. — poar.
Thi: values calewlated wing the geomean value determined for the experimemis in Cockney soil {individual resules fisr this soal were not considered m
cabculating geomean, fallowing the recommendation given by PRAS 117 Expert’s Meetmng),
The values calculated wmg the arthmetic mean valee determmed for the expenmemts i Cuckney sodl (mdivedual results for thas soal were mot
considered in caleulatmg the mean, folbowing the recommendation given by PRAS 117 Expen’'s Meeting);
Mormalsed, where necessary, usang a (10 of 2,58 andfor Walker eualion coellicient ol 0.7,

The TS0 = 14,24 was incorrectly translerred in tables B.E.1.2.1-R4, K8, B9, B0, 91, <137 and -138 in the Addendum 2 i fimal) providied by the BMS
(Poland, 2014), The correct TS0 valee for metabolite $-0H Dorasubam denved from the Marcham soil incubated a1 20°C and Fueld Capacity is 29,75
darys, becawse that is what resulis from the k= 000233 (the DT90 value and the final geometrc mean of 14.98 are correct). The value of 29.75 days was
properly reported tables B.8.1.2.1-145 and B.8.3-1 of the same Addendum 2 {final) [ Poland, 2014)
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Table 8.3-3:  Summary of aerobic degradation rates for DFP-ASTCA- laboratory studies (EFSA
Journal 2015; 13(1):3984)

Siail sl Evaluation of the p-rm Norraslited kinetic endpoints
Incubation Kinetic Kinetic
Koil type conditions madel r Fisnad DTy DTy fuormmnativm
Soil mame (LISDA) o pH By [ Parar. Failue Jdays) Jdays) ﬁ"l-;:ﬂ
! ™. Silt 20°C; 40P . G./ 1000
) 31 1.6 y t 988 " k 00356 | 1945 64,60 )
Jabelied | Joam MWHC - 0.979 ? {default)
5
Kewilow: .
' - - SFO -
- St ZI:I“L; 4P ' V.G . a | 41 g - g 1000
helled loam 6.8 5.6 MWHC ftop- 64T 0,989 k 00317 | 21.87 T1.65 (default)
XDE-570 down
Muareiunm .
Sandy SFO
: TP 20°C; airs ’ . - 1000
‘ lay 20 7.7 2 o 647 G k 00150 | 46,16 [ 15333 .
clay P u
XDMBS?R loam MWHC daw {default)
Curchmey;
Loamy 200C; 0% = G.f . ) - 1000
labeiled J g 1 ]
. 1.5 T2 MWHE 5FO 3.95 0.985 k 00454 15.27 50,71 {default)
ASTCA
Marchunm -
= e 20°C; 4% .G
o — - V.G L e " 1000
‘thfu.ﬂ |::;:?n i4 79 MWHC SFO 1.51 0.991 k 0.1637 4.23 14.06 (default)
ASTCA
Geometric mean: | lin62 55.21 o
. . L0g
Arithmetic mean (for ff only): —_— -— (default)
1) b abbreviations used o describe the visual G V. Gl — very good, G — good, 1. — milermed ate, P. — poor.

1) Becauwse the Ming was performed using either the wp-down approach or for DFP-ASTC A applies as a panent compound, the (Fvalues could not be
determmed expermmentally;, instead the delzull value of 1 was proposed.

Table 8.3-4: Summary of aerobic degradation rates for ASTCA - laboratory studies (EFSA
Journal 2015; 13(1):3984)

G Soil Evaluation of Kinetic Normalised kinetic
properties the fit parameters endpoints
Soil Incubation | Kinetic Kinetic
Sail conditions | model r Visual DTy | DTy | formation
oC H r | Param. | Valwe 5
mame ff-?g“) L error ﬁf‘ﬁ‘!‘ Jdays] | [fdaysf ﬁw-l;m
Curckmey; N
TP- . A0 ) Mot
sbetied | oY | 5 | 92 | 2% S5F0 | nd? | nd? k A% jop0h | >10007 | determi-
DFP- sand MWHC
ned
ASTCA
Muarcim Sand
TP- Sancy 20°C; 40% V. GJ
Habelled clay 14 7.9 ¢ SFD 440 o k 00032 | 21411 | 71124 0.781
e | MWHC 0.992
cam
ASTCA
Curckmey; Mot
TP- Loamy 200C; 4% - - Lt . = | asg e - e
helled 1.5 72 MWHC 5F0 4.52 0718 k 00027 | 25905 | B&0.55 determi-
ASTCA nicd
Muarcivrm :
Sandy - . Mot
TP 2%, 400 - GJ X
beiled Il:la} i4 7.9 MWHE S5F0 T.12 0809 k 0.004% 14118 | 46900 determi-
ASTEA \oam ned
5
Geometric mean: | 297.47 - ?{Eﬁ —
Arithmetic mean (for ff only): — -— 0.781

1) The abbrevialioms used o descnbe the visual he: V. GL — very good, G, — good, | — mntermedsate, P — poor.
21 n d. — ol determmed;,

3) A default value, T30 not 1o be used m 3ol exposure assessment,

4) Calcubsted excluding the default values.
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Table 8.3-5:  Summary of aerobic degradation rates for TSA - laboratory studies (EFSA Journal
2015; 13(1):3984
Soil Saoil Evaluation of Kinetic Normalised kinetic
properties the fit parameters endpaints
Sail Incubation | Kinetic Kinetic
Sail conditions | maodel ¥ Visual DTsw | DTw | formation
oc H Parare Valu .
mame fipe P error fir" & fdaysf | [daysf | fraction
fLISDA} 7
120 1 000 froom
Sandy 200C, 20 (slow . o ASTCA
Calke loam i 54 v - 2123 Y. G k2 00057 [ 7144 | 23733 0219 from
DEFOF) DFP-ASTCA
5FD 1 000 from
Soutl Clay 2000, (slow - . . - ASTCA,
Wi lam 353 7.1 25 T vy phase 211 W.0n ks 00073 B339 [ 31556 0219 fom
DFOFP) DFE-ASTCA
1000 froom
Lufa 5M "I'::;‘” 093 [ 73 HPE‘.}T' e SFO 444 G k 0.0040 | 17168 | 57033 :;";r"
= T
DEP-ASTCA
1000 froom
RefeSol Clay 2°C, 29% = - . 5 4 ASTCA
i lcam 197 6.7 iy 120 1287 (r k 00163 4247 141.07 0315 o
DFP-ASTCA
Geometric mean: | 83.74 | 278.17 -—
LAMMDY from
. . ASTLA
Arithmetic mean (for ff only): — -— 0,219 from
asTCA

1)

8.3.1.2

Table 8.3-1:

Thee abbreviations used o descrbe the visual fit: V. G — very good, G, — good, | — inlermedate, P. — poor.
The reponted § values are the defwll valees denved from the analyss of the postulated trans formation scheme and the appropriate expenmentalby-
derved M values

Clopyralid and its metabolites

Journal 2018;16(7):5389)

Summary of aerobic degradation rates for Clopyralid - laboratory studies (EFSA
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Parent Dark aerobic conditions
Biomass | pHY | t.°C/% DTsy MDTey DTsq (d) St. Method of
Soil type mgC/100 MWHC (d) 20 °C {T:J calculation
g pF2/10kPa”
Parabraunerde 47 17
(s1lt loam) 20/18.63° 44471473 342 0.796 SFO
Marcham 170 83
(sandy clay
loam) 20/20.19° 34571147 324 5478 SFO
Castle Rising 313 g
(sandy loam) 20/6513° 263/873 263 8284 SFO
Speyer 2.1 NA 6.5
(sand) 20/12.58° 64.6 /214.6 64.6 5.466 SFO
Spever 2.2 110 6.3
(sand) 20/1856° 16.2/53.8 16.2 71.78 SFO
Marshall county 11.92 & .
(silt loam) 25/2342°¢ 86/285 116 6.49 SFO
A (sandy loam) 332 6.2 20/2428° 16.5/54.8 16.5 4856 SFO
B (clay loam) 782 7.6 20/28.05°¢ 237764 230 6.767 SFO
C (clay loam) 48.5 5.6 20/4817° 49/162 49 12.73 SFO
D (loam) 70.9 75 20/3530° 08/324 08 10.17 SFO
Geometric mean (1f not pH dependent) 19.1
pH dependence No

¥ Measured in water

t? Normalized using a Q10 of 2.58 and Walker equation coefficient of 0.7
:_: Reported seil moisture: 40% of maxinmm WHC

~ Reported soil mossture: 75% of 1/3 bar WHC

® Reported soil moisture: 45% WHC
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8.3.1.3 Fluroxypyr and its metabolites
Table 8.3-6: Summary of aerobic degradation rates for Fluroxypyr-MHE - laboratory
studies
Fluroxypyr-MHE | Aerobic conditions
Soil type X pH t. °C/ actual soil | DTs /DTsg DTy (d) ’f_z Method of
moisture % (d) 20 °C calculation
pF2/10kPa”

Sandy loam — | 77 20/33 4 1.8/6.0 18 236 SFO
Clay loam — | 77 201238 0.8/2.7 0.8 18.5 SFO
Silty clay loam — | 81 201192 1.5/5.0 15 36.6 SFO
Loamy sand — | 6.7 20123 4 1.3/43 13 24.7 SFO
Silty clay loam — | 59 26/20.0 0.3/1.0 0.5 74 SFO
Sandy loam — | 75 26/6.4 03/1.0 05 31 SFO
Clay loam — | 68 26/21.0 04/13 0.7 8.4 SFO
Clay — | 70 26/19.1 05/1.7 0% 16.6 SFO
Clay loam — | 61 25/15.8 07/23 11 103 SFO
Clay loam -—- 7.7 25/12.8 09/30 14 109 SFO
Silty clay loam -—- 79 25/13.6 0.7/23 1.1 0.9 SFO
Loamy sand — | 57 25/9.6 09/3.0 14 2. SFO
Geometric mean/median 0.7/2.87% 1.0 1367 -

*) values normalised only for the temperature vsing Qo = 2.58;

*#) an arithmetic mean value;

Table 8.3-7:

Summary of aerobic degradation rates for Fluroxypyr-MH+Fluroxypyr- la-
boratory studies
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Fluroxypyr-MHE | Aerobic conditions
+ Fluroxypyr
(acid)
Sedl type X pH | t °C/actualzoil | DTsy DTe DT {d) ;.:1 Method of
moistore %o {d) M eC calculation
(Quo=2.58)
pF2/10kPa
Sandy loam — | 77 20/33.4 10.8/359 1008 10.7 SFO
Clay loam — | 77 20/23.8 7.2/239 6.4 7.7 SFO
Silty clay loam — | 81 20/19.2 12.7/412 93 15.8 SFO
Loamy sand — | 67 20/23.4 7.8/250 7.8 85 SFO
Silty clay loam — | 59 26/20.0 12.8/42.5 17.0 2. SFO
Sandy loam — | 75 26/6.4 30.2/100.3 251 41 SFO
Clay loam — | 682 26/21.0 144478 209 a5 SFO
Clay — | 70 26/19.1 8.8/202 8.1 58 SFO
Clay loam — | 6l 25/13.8 203/674 2138 50 SFO
Clay loam —_ | 77 25/12.8 2996 27 10.2 SFO
Silty clay loam — | 79 25/13.6 6.90/2291 6.3 6.52 SFO
Leoamy sand — | 37 2396 17.1/56.8 211 13.1 SFO
Loamy sand n.d.” 25/9.6 41.8/138.8% 3g.4Y 6.80 SFO
Sandy loam n. d.” 25/10.8 49.4/163.2% 39.6% 6.38 SFO
Geometric mean‘median 1353/440 131 526
{geomean) (geocmean)’
13.9 {median)

1) not determined, only the range of pH — 5.3-7.3, given in the study report
2 the kinetic endooint for Fluromvos (acid) onlv

Table 8.3-8:

Summary of aerobic degradation rates for Pyridinol- laboratory studies
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Pyridinel Aerobic conditions
Seil type X pH t.°C /% DT:y DTeg ff DTz (d) v* | Method of
MWHC () kyks | agec calculation

(Qu=2.38)

pF2/10kPa
Sandy loam — | 77 20/334 16.3/54.2 0.184 16.3 288 SFO
Clay leam — | 77 207238 15.7/52.1 0.0%9 14.0 168 SFO
Silty clay loam — | 81 20/119.2 17.2/57.1 0.152 128 2279 SFO
Loamy sand - | 6.7 207234 4.1/13.8 0427 4.1 10.1 SFO
Silty clay loam — | 39 26/20.0 43.8/1455 0358 380 171 SFO
Sandy loam —— 7.3 2664 158458 0.230 115 20.6 SFO
Clay leam -— | 6.8 26/21.0 17/36.3 0.209 248 18.7 SFO
Clay — | 70 26/19.1 2.2/30.8 0.360 g4 138 SFO
Clay leam - | 61 25/15.8 5451810 0.666 58.7 7.1 SFO
Clay leam — | 77 25128 127308 0.2%0 11.2 184 SFO
Silty clay loam — | 78 25138 14.7/48.8 0117 135 1.2 SFO
Loamy sand -— | 37 23/9.6 85.2/283.0 0.254 1054 268 SFO
Geometric mean/median 18.3/60.7 |0.286" 184 18.5%

{gecmean) (geomean)
138
(median)

1} an anthmeatic mean valss;

Table 8.3-9:  Summary of aerobic degradation rates for Methoxypyridine- laboratory studies
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Methoxypyridine | Aerobic conditions
Soil type X' | pH | t°C/% | DTsy DTy £ DTs (d) +* | Method of
MWHC (d) lCd:p'I'Cf 20 e calculation
(Qup=238)
pF2/10kPa
Sandy loam — | 77 20334 | 6452142 | 0.183 65.4 57.0 SFO
Clay loam — | 77 20/23.8 | 208.9/692.3 | 0.160 185.5 27.0 SFO
Silty clay loam — | 81 20/19.2 743.1/ 0.119 5425 303 SFO
2468.5
Loamy sand — | 67 20234 16.7/55.5 0.118 16.7 16.2 SFO
Silty clay loam — | 59 26/20.0 | 110.5/367.1 | 0.149 146.4 10.5 SFO
Sandy loam — | 75 26/6.4 14224724 | 0.115 118.0 11.9 SFO
Clay loam — | 68 26121.0 801.7/ 0.420 1160.9 12.8 SFO
2663.2
Clay — | 70 26/19.1 | 295.9/983.0 | 0286 271.7 17.5 SFO
Clay loam — | 61 25/15.8 >1000/ 0.221 1000¥ Naot SFO
=3322% Ziven
Clay loam — | 77 2512.8 | 4781588 | 0317 445 97 SFO
Silty clay loam — | 79 25136 | 10103355 | 0201 92.7 149 SFO
Loamy sand — | 57 25/9.6 196.7/653.4 | 0.126 2433 6.4 SFO
Geometric mean median 144914813 | 02017 170.4 19.5%
{geomean) (geomean)
165.0
(median)

1) vahies excludad from caleulating the mean valuaz;
2} FOCUS default valus;
3) an anthmetic mean

8.3.2 Anaerobic degradation in soil (KCP9.1.1.1)

Studies on anaerobic degradation in soil with the formulation were not performed, since it is possible to
extrapolate from data obtained with the active substance. EU approved endpoints were evaluated during
Annex | inclusion for active substances. All relevant data are presented in :

- Florasulam - EFSA Journal 2015; 13(1):3984

- Clopyralid - EFSA Journal 2018;16(7):5389,

- Fluroxypyr — EFSA Journal 2011;9(3):2091

8.3.2.1 Florasulam and its metabolites

Table 8.3-10: Summary of anaerobic degradation rates for Florasulam - laboratory studies (EFSA
Journal 2015; 13(1):3984
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Applicant version
. Evaluation of the Kinetic - 3
Sail Sail properties ) Selected Bt N——— Kinetic endpoints
ol IHII:::II“DI best-Bt -
conditions r Visual DT DT
Soil oc H model : | P Valwe
o P | eror | fmt | T [days| | fdays]
{ 1] i
Speyer : 20°C; .
23 TP Sh;l:i} ER 1.3 soll:water SF0 B.66 LI{E:.!::& k 00375 18,449 6143
labelling ratio 1:2 )
Speyer -
20, .
2 Sandy - = GJ N
S hoam ERS 13 52.‘::?:;1' 5F0 G986 0980 k 00376 18.46 6131
labelling
A\'!rlsed values: | 0.03755 15.47 0l.37

*1 The abbreviatiors used o descnbe the visual it V. GG, — very good, 0. — gomd, 1. — intermedsate, P. — poor.

Table 8.3-11: Summary of anaerobic degradation rates for 5-OH Florasulam- laboratory studies

(EFSA Journal 2015; 13(1):3984

Sail Soil peaperties Cotecteg | Tuation of the Kinelie | Kinetic endpoints
Sodl Incubation best.fit pa
conditions r Visaal DT DTy
Soil [ H madel Param. Value
Hame ( fype ) P EFFor fﬂ".ﬁﬂz fedays| fedays)
Speyer - _ 20°C; .
22 TP T::E 9 73 soil-water SFO 1.75 U‘-‘:‘—};-l K SOE4 | 138629 | 460517
labelling ratio 1:2 ’
Speyer .

22; | Sandy 2°C, . GJ —
phenyl- loam 1.9 73 soil-water SFO 11,18 01,566 K 6.4 E-4 108504 | 3597749
labelling ratio 1:2 )

Averaged values: | 5.7 E-4 123467 | 410148
*) The abbreviatons used W descrbe the visual G0 Y. G, — verylgood, G, — good, L — mntermedaate,

I, — psr.

8.3.2.2 Clopyralid and its metabolites
Table 8.3-2:  Summary of anaerobic degradation rates for Clopyralid - laboratory studies (EFSA
Journal 2018;16(7):5389)
Parent Dark anaerobic conditions
Soil type Biomass | pH” | t.°C/% MWHC | DTs/ DTsy | DTsq (d) St. Method of
mgC/100 (d) 20 °oC® (1) calculation
Sandy loam 8.9 7.4 20/ flooded >] year > lyear n/a First-order
Geometric mean (if not pH dependent)
* Measured in 0.01M CaC12

¥ Normalised using a Q10 of 2.58
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8.3.2.3 Fluroxypyr and its metabolites

Anaerobic degradation T

Mineralization after 100 days <0.1 % after 365 d. at T = 25°C. [°C-2,6 pyridine ring]-
label (n=3);

Sterile conditions: 0.3 %o after 102d atT= 25° C,
[°C-2.6 pyridine ring]-label (n= 1)

-

Non-extractable residues after 100 days up to 33.3 U after 56 d, 66-83% after 356 days, at
T=125"C, ["*C-2.6 pyridine ring]-label, (n=3)

Metabolites that may require further consideration The same as in case of asrobic route of degradation in
for rizk assesament - name and/or code, %0 of zoil:
applied (range and mavimum) Pyridinel - up to 14% after § weeks (n=3)

Methoxypyridine — 8.0-8.4 % at 4-8 week (up to 9%
after 32 weeks in one sodl) (n= 3)

[*C-2.6 pyridine ring]-label

Soil photolysis T

Metabolites that may require further consideration for fluroxypyr-MHE DTsp =153 days;
for rizk assesament - name and/or code, %0 of

: : Soil photolysis iz not a significant route of degradation
applied (range and maximuom)

8.4 Field studies (KCP 9.1.1.2)

8.4.1 Soil dissipation testing on a range of representative soils (KCP 9.1.1.2.1)

Studies on field degradation in soil with the formulation were not performed, since it is possible to ex-
trapolate from data obtained with the active substance. EU approved endpoints were evaluated during
Annex | inclusion for active substances. All relevant data are presented in :

- Florasulam - EFSA Journal 2015; 13(1):3984

- Clopyralid - EFSA Journal 2018;16(7):5389,

- Fluroxypyr — EFSA Journal 2011;9(3):2091

8.41.1 Florasulam and its metabolites

Field dissipation of 5-OH florasulam was examined in six field trials — four in Northern Europe (Germa-
ny, UK- two trials, and North France) and two in Southern Europe (south France and Greece), in which
florasulam was applied as parent compound. The results were kinetically re-examined following FOCUS
Kinetics (2006), but are not reported due to the low reliability of the fitting. (EFSA Journal 2015;
13(1):3984)

8.4.1.2 Clopyralid and its metabolites

Table 8.3-3:  Summary of soil dissipation for Clopyralid - field studies (EFSA Journal
2018;16(7):5389)
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Parent
o Location pH" | Depth DTsp(d) | DTy St. DTsy | Method of

:‘301] fype (indicate {(comntry or USA {cm) actual (d) o) (d) calculation

if bare or cropped state) -

soil was used). ' actual _Z;;Inrm

Loamy sand (bare) Bargstedt, 43 0-100 | 69.6 230 13 SFO
Germany

Loam (bare) Wilson, UK 6.2 0-100 16.7 556 226 135 SFO

Silty clay loam Sermaises, 7 0-100 16.3 54 193 135 SFO

{bare) France

Silty clay loam Ansonville, 82 0-20 0.16 121 536 | 2.07 DFOP /

{bare) France SFO

Norm
Clay loam (bare) Mambervilliers. | 7.1 0-20 6.04 283 722 2.7 DFOP /
France SFO
Norm

Silty clay loam Oederquart, 735 0-20 16.2 539 12 5.69 SFO

{bare) Germany

Sandy clay loam Middlefart, 75 0-20 237 787 131 8.46 SFO

{bare) Denmark

Clay loam (bare) Canals, Spain 80 0-100 13.7 455 192 123 SFO

Silty clay loam B. Wiirttemberg, | 7.4° | 0-100 10.2 339 794 | 934 SFO

{bare) Germany

Silt loam (bare) B. d'Islemade. 73| 0-100 911 303 17.6 141 SFO

France
Geometric mean (if not pH dependent) 7.05
pH dependence No

3 Measured in water

ti] Normalizsed using a Q10 of 2.58 and Walker equation coefficient of 0.7, values are DegT50matrix

Y 030 em
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8.4.1.3 Fluroxypyr and its metabolites
Table 8.4-1: Summary of aerobic degradation rates for Fluroxypyr-MHE - field studies
Fluroxypye-MHE Aerobic conditions
Seil type (indicate Location X pH Depth DTz | DTy | St DT | Method of
if bare or cropped | (country or USA {cm) {d) {d) {rl} (d) | ecalculation
zoil was veed). state). actnal | actnal Norm.
Canada: bare soil, Canada—4 -— Can.: Can: <3 e e S
silty clay loam (3 | locations/ UK - 2-78;| 0-100
locations), sandy 3 locations UK: om.;
clay loam (1 6076 UK:
location); 0-25
UE: bare soil, em
sandy loam, clay
loam, crganic soil
Geometric mean/median — _— —_

#) value not givan;

%y not calenlated;
Table 8.4-2: Summary of aerobic degradation rates for Fluroxypyr acid- field studies
Fluroxypyr (acid) Aerobic conditions
Sedl type (indicate Location X pH Depth DTz DTo | St DTs | Method of
if bare or cropped | (country or USA {cm) {d) {d) {r:'} (d) | calculation
z01] was vsed). state). actnal | actial Norm,
Canada: bare zoil, Canada—4 - Can.: Can: 3468 |ne |7 n e 1
silty clay loam (3 | locations/ UK — 2-T735; ¢-100
lecations), sandy 3 locations UK: cil.;
clay loam (1 6076 UK:
location); 0-25
UK: bare zoil, cm
sandy loam_ clay
loam, organic soil
Geometric mean/'median — — —_—

*) value not grvan;
=) not calculated;

Table 8.4-3: Summary of aerobic degradation rates for Fluroxypyr-MHE + Fluroxypyr

acid - field studies
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Fluroxypyr-MHE Aerobic conditions
+ Fluroxypyr
(acid)
Sodl type (indicate Location 3t pH Depth DTsg DTy St DTz | Method of
if bare or cropped | (country or USA {cm) {d) {d) ,eri} (d) |caleulation
301l was nzed). state). actnal | actual Narm,
Canada: bare soil, Canada—4 - Can.: Can: 11-38|ne™ || ne™ —
silty clay loam (3 | locations/ UK - 62-78;| 0-100
locations), sandy 3 locations UK: cm.;
clay loam (1 69-76 UK:
location); 0-25
UK: bare soil, cm
sandy loam, clay
loam, organic soil
Geometric mean/median - -— —

*) value not givan;

= not caleulzted:
8.4.2 Soil accumulation testing (KCP 9.1.1.2.2)
Studies on soil accumulation testing with the formulation were not performed, since it is possible to ex-
trapolate from data obtained with the active substance. EU approved endpoints were evaluated during
Annex | inclusion for active substances. All relevant data are presented in :
- Florasulam - EFSA Journal 2015; 13(1):3984

- Clopyralid - EFSA Journal 2018;16(7):5389,
- Fluroxypyr — EFSA Journal 2011;9(3):2091

8421 Florasulam and its metabolites

No accumulation observed in the field studies

8.4.2.2 Clopyralid and its metabolites

No accumulation observed in the field studies (EFSA Journal 2018;16(7):5389).

8.4.2.3 Fluroxypyr and its metabolites

No data available — EFSA Journal 2011;9(3):2091 ( 2003).

8.5 Mobility in soil (KCP 9.1.2)

Studies on mobility in soil with the formulation were not performed, since it is possible to extrapolate
from data obtained with the active substance. EU approved endpoints were evaluated during Annex |
inclusion for active substances. All relevant data are presented in :

- Florasulam - EFSA Journal 2015; 13(1):3984

- Clopyralid - EFSA Journal 2018;16(7):5389,

- Fluroxypyr — EFSA Journal 2011;9(3):2091
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8.5.1 Florasulam and its metabolites
Table 8.5-1: Summary of soil adsorption/desorption for Florasulam (EFSA Journal 2015;
13(1):3984)
Adsorption
Soil properties Adsorption distribution Freundlich adsorption isotherm parameters
Soil name coellicients
Soil type oc Kioc Kor H]
H K, frl} K, fmL I/n s
wspy | P | gy | KPS gy | BT iy
Kenslow Loam 4.6 3.8 — 047 12.37 0.91 1.000
f‘“’m Sand 47 | 064 0.35 54 0.35 54.69 1.00 0.978
RefeSol 01-A Sandy loam 5.1 ] — 0.30 30.00 1.0z 0.996
Calke Sandy loam 5.4 3.6 — 0.30 833 0.95 1.000
f:’"’:z;’ Clay 57 24 0.94 8 1.88 78.33 0.92 0.995
f;ﬁf;;‘ Silt loam 6.1 6.8 0.90 13 147 21.62 0.94 0.998
Lufua 65 Clay 6.6 1.8 —- 0.04 222 1.04 0.996
RefeSol 06-A Clay loam 6.7 1.9 — 0.08 321 0.94 0.998
fffﬂ’;} Silty clay loam | 7.0 22 0.33 15 0.89 4045 0.88 0.992
South Witham Clay loam 7.1 3.8 — 0.10 2.63 0.98 0.995
Longwoois Sandy loam 7.2 15 — 0.03 2.00 0.89 0.989
Lufua 5M Sandy loam 73 1.0 — 0.03 3.00 0.95 0,994
S‘:,;?‘;: jz Sandyloam | 73 | 39 0.14 4 0.13 3.33 0.95 0.810
fm Sandy loam 7.4 1.0 0.08 8 0.22 22,00 0.86 0.943
Arithmetic mean values for the whole data set (n = 14) 045 2037 0.945 -
Median values for the whole data set (n = 14) 0.26 10.35 — -
Desorption
Soil properties Adssrptien distribution Freundlich adsorption isotherm paramefers
Soil name coellicients
Soil ype oc I Koo :
H K, fml} K fmL, In K
wspy | PH | gy | RedmDBT | ppgy | B iy
Kenslow Loam 4.6 3.8 = 0.77 20.26 0.92 0.999
E“:‘:—;; Sand 47 | 064 1.24 194 131 204.69 0.96 0.89
RefeSol 01-A Sandy loam 5.1 1.0 —- 051 51.00 1.05 0.993
Calke Sandy loam 54 36 — 037 1027 0.95 0.999
f:”"’:;’;’ Clay 57 24 2.00 &2 425 177.08 .89 0.98
f,;ﬂz" Silt loam 6.1 6.8 1.45 21 233 3426 0.94 0.99
Lufa 65 Clay 6.6 1.8 - 0.53 29.44 0.97 0.999
RefeSol 06-A Clay loam 6.7 1.9 — 0.15 7.89 0.93 0.997
rf:i’;) Silty clay loam | 7.0 22 1.05 49 219 99,54 0.88 0.97
South Witham Clay loam 7.1 3.8 — 0.33 921 0.94 0.962
Longwoois Sandy loam 7.2 15 — 0.10 6.67 1.08 0.989
Lufi 5M Sandy loam 73 ] — 0.04 3.00 0.93 0.953
S‘:,;?‘;: jz Sandyloam | 73 | 39 0.50 13 394 101.03 0.64 0.78
fm Sandy loam 74 1.0 0.49 s0 318 318,00 064 0.79
pH dependence, Yes or No Mo
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Table 8.5-2: Summary of soil adsorption/desorption for 5-OH Florasulam (EFSA Journal
2015; 13(1):3984)
Soil properties A phion distribmtion Freundlich adsorption isotherm parameters
Soil name = e ml‘[ll:lenl; -
ope H K, fmL aoC | K il oc Un R
wspy | PP | gy | Rl | gy | IR | i
Fuquay 2 0.2 5
(M 444) Sand 47 064 020 32 024 37.50 0.98 0.986
Culke Sandy loam 54 3.6 f— — 0.29 8.06 0.83 0.997
Pewdama : - - ]
(M 445) Clay 57 24 0.72 30 1.73 72.08 0.90 0.998
Kenslow ; - ]
(94/16) Silt loam 6.1 6.8 0.66 10 1.55 2.7 0.90 0.995
RefeSol 06-A Clay loam 6.7 1.9 -—-- -—-- 0.12 632 0.87 0.999
Catlin , ) a )
(M 461) Silty clay loam 70 212 023 11 064 i35 (.88 0.994
South Witham Clay loam 7.1 38 e o 016 421 0.79 0.997
Lufua SM Sandy loam 713 1.0 - - 0.06 6.00 (.86 0.994
Speyer 2.2 : ]
(94/14) Sandy loam i ig 028 7 007 1.79 1.01 0.827
Hanford , [ 5
(M 466) Sandy loam T4 1.0 0.16 16 021 21.00 0.95 0.892
Arithmetic mean values for the whole data set (n = 10) 051 21.11 0.91 -
Median values for the whole data set (n = 10) 0.225 14.53 —— -
pH dependence, Yes or No No

Table 8.5-3: Summary of soil adsorption/desorption for DFP-ASTCA (EFSA Journal 2015;
13(1):3984)
Soil name Suil riies Freundlich adsorption isotherm parameters
Soil tvpe (USDA) pH OC [Paf Ky fmlief Kwc [mifgf 1n
Calke Sandy loam 54 3.6 (.88 24.44 (.34 0.9599
South Withan Clay loam 7.1 3.8 .63 16.58 (.80 0,999
Lufa 5M Sandy loam 73 1.0 2.36 236,00 051 0.599
RefeSoel 6-4 Clay loam 6.7 1.9 (.45 23.68 (.36 1,004
Average values (n=4) 1.08 7518 .85 i
pH dependence (yes or no) No

Table 8.5-4: Summary of soil adsorption/desorption for ASTCA (EFSA Journal 2015;
13(1):3984)
Soil name Soil rlies Freundlich adsorplion isotherm parameters
Soil type (USDA) pH OC foaf Ky [miig] Kpwe [miLgf Lin
Calke Sandy loam 54 16 1.34 3722 0.81 1000
South Witham Clay loam 7.1 3.8 1.27 33.42 0.94 0.999
Lafa SM Sandy loam 7.3 1.0 297 297.00 (.95 1.000
RefeSal (6-4 Clay loam 6.7 1.9 0.98 3138 0.54 1.000
Average values (n=4) 1.64 104.81 0.94 ——
pH dependence (yes or noj No
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Table 8.5-5: Summary of soil adsorption/desorption for TSA (EFSA Journal 2015;
13(1):3984)
Soil name Sail rlies Freundlich adsorption isotherm parameters
Soil type (USDA) pH OC [%f Kr[mLigf Kwe [mLig] 1/ R
Calke Sandy loam 54 3.6 0.26 7.22 0.98 1.000
South Witham Clay loam 71 3.8 0.36 9.47 0.94 0.998
Lufa SM Sandy loam 73 1.0 0.64 64.00 0.87 1.000
RefeSol 016-4 Clay loam 6.7 1.9 025 13.16 098 0.999
Average values (n=4) 0.38 23.46 0.94 -
pH dependence (ves or no) No
8.5.2 Clopyralid and its metabolites
Table 8.5-1: Summary of soil adsorption/desorption for Clopyralid (EFSA Journal
2018;16(7):5389)
Parent
Soil Type OC % Soil E; | € Eroc 1/n
1) i , ,
pH WL | (mLig) | (mlig) | (mLig)
Merzenhausen 1.00 7.19 0.051 00057 | 057" | oo
Calculated
Kaldenkirchen 0.98 534 0.048 0.0267 | 272° | oof
Lanna 2.006 6.62 0.151 0.0054 0.26° 0.o"
Owerhetfeld 083 6.40 0.032 0.0125 134" | por
Calke sandy loam 315 5.7 0.130" | Not 0.01 05 | 0489
Calculated
Longwoods sandy loam 313 74 0.069° 0.08 25 |oof
LUFA 2.1 loamy sand 0.68 490 0.040° 0.03 41 | 006°
Quilen loam 402 6.9 0.356" 0.16 39 0.804
DU-L-PF clay loam 6.47 6.3 0.282° 0.14 21 | 0820
Geometric mean (if not pH dependent)® 0.028 141
Arithmetic mean (if not pH dependent) 0836
pH dependence No

¥ Measured calcium chlonide sohution
ti] Calculated and reported in M-CA_ not in the study report

* For modelling each soil was checked against OECD 106 reliability criterion (Kd = 0.1 for direct method and Ed = 0.3 for
mndirect method). Freundlich coefficient of soils not meeting the criterios was set to 0.9.
* Only relevant after implementation of the published EFSA guidance.
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8.5.3 Fluroxypyr and its metabolites
Table 8.5-6: Summary of soil adsorption/desorption for Fluroxypyr-MHE
Fluroxypyr MHE
Soil Type OC % Soil pH Kd Kdoc Kf Kfoe 1in
(L) | (mL/g) | (mL/g) | (mL/g)
Silt loam 233 ig 260 12000 —— — —
Sandy loam 022 7.5 a3 43000 — -
Loam 3.08 6.8 180 6200 -— -— -—--
Clay 126 7.0 210 17000 — — —
Arithmetic mean 188,73 | 19550 — — —
pH dependence, Yes or No Na
remark: Fluroxypyr MHE quickly hydrolyzes in
water/z0il slurries, therefore the Kd values are
tentative.
Table 8.5-7: Summary of soil adsorption/desorption for metabolite Fluroxypyr acid
Fluroxypyr (acid)
Soil Type OC % Soil pH Ed Kdoc KEf Kfoc lin
(mL/e) | (mL/g) | (mLlg) | (mLig)
Silt loam 2.33 3.9 - -— 1.7 T8 0.92
Sandy locam 0.22 1.5 - -— 0.11 51 0.93
Loam 3.08 6.8 - -— 19 62 0.95
Clay 126 7.0 - - 10 81 0.88
Arithmetic mean - ———- 1.20 68 093
pH dependence, Yes or No Na

Table 8.5-8:

Summary of soil adsorption/desorption for metabolite Pyridinol
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Pyridinol
Soil Type OC % Seil pH KEd EKdoc Kf Kfoe lin
(mL78) | (mLig) | (mLig) | (mLg)
Sandy loam 0.46 6.8 0.9 188 437 1791 0.85
Sand 1.68 6.4 43 234 289 1741 0.581
Clay 244 5.7 7.3 438 432 013 0.81
Silt loam 1.68 6.8 15 623 119 TO8 0.87
Sandy clay loam 1.9 T4 108 414 -— — —
2.0 6.0 2.00 998 - - -
38 77 1.39 36.5 — — —
14 77 1.05 35.1 — — —
Arithmetic mean 2212 1288 0.34
pH dependence (ves or no) Yes, the adsorption i3 lower for alkaline sodls (pH
=Ty, propozed endpoints:
- for acidic/neutral soils (pH < 7): Kgpe-= 1288
mL/g, 1/n=0.584;
- for alkaline sods (pH 27y Koo =44 3 ml/g,
1I/'n=1.00
Table 8.5-9: Summary of soil adsorption/desorption for metabolite Methoxypyridine
Methoxypyridine
Soil Type OC % Soil pH Ed Kdoc Ef Kfoe lin
(ml'e) | (mLig) | (mLig) | (mL/g)
Sandy clay loam 2.4 7.0 — — 7.14 2746 0.81
Loamy zand 2.0 5.8 -— — 028 484.0 0.96
Silty clay loam 3.8 T4 -— -— 2.93 2350 0.84
Clay soil 1.9 7.1 -— — 3.93 312.0 0.75
Arithmetic mean 7.8 3214 0.84
pH dependence (ves or no) Na

8.5.4

Column leaching (KCP 9.1.2.1)

Studies on column leaching with the formulation were not performed, since it is possible to extrapolate
from data obtained with the active substance.

EU approved endpoints were evaluated during Annex | inclusion for active substances. All relevant data

are presented in :
- Florasulam - EFSA Journal 2015; 13(1):3984
- Clopyralid - EFSA Journal 2018;16(7):5389,
- Fluroxypyr — EFSA Journal 2011;9(3):2091
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8.5.4.1 Florasulam and its metabolites

The examination of the column leaching of Florasulam was performed on columns filled with three dif-
ferent soils:

- loamy sand (Cuckney), having the pH = 6.6 and OC = 0.8%;

- sand (Elvendon), having the pH = 7.6 and OC = 1.1%;

- sandy clay loam (Marcham), having the pH = 7.7 and OC = 2.0%.

The amount of the applied Florasulam corresponded to the application rate of 15 g/ha.

Following application the columns were leached for two days with 393 mL of 0.01 M CaCl2 solution
(equivalent to 200 mm of rainfall) applied to the top of the column at a constant rate.

8.5.4.2 Clopyralid and its metabolites

Not relevant (EFSA Journal 2018;16(7):5389)

8.5.4.3 Fluroxypyr and its metabolites

Column leaching T Elution (mm): 393 ml of distilled water
Time pericd (d): 2 d (48 hours)

Leachate: < 2 % of Fluroxypyr MHE, 15 - 74 %
Floroxypyr (acid) (a. 3. equivalents);

8.5.5 Lysimeter studies (KCP 9.1.2.2)

Studies on lysimeters studies with the formulation were not performed, since it is possible to ex-trapolate
from data obtained with the active substance.

EU approved endpoints were evaluated during Annex | inclusion for actives substances. All relevant data
are presented in :

- Florasulam - EFSA Journal 2015; 13(1):3984

- Clopyralid - EFSA Journal 2018;16(7):5389,

- Fluroxypyr — EFSA Journal 2011;9(3):2091

8.5.5.1 Florasulam and its metabolites

Location: Letcombe Regis, UK

Study type: lysimeter

Soil properties:

Lysimeters No. 25, 26, 27, 28, 29, 30: texture: sand, pH = 6.2, OC= 0.6, MWHC not determined (data for
0-29 cm layer)

Lysimeters No. 31, 33: texture: sandy loam, pH = 6.5, OC= 2.49, MWHC not determined (data for 0-22
cm layer)

Dates of application :

Lysimeters No. 28, 29, 33 —19. 04. 1994;

Lysimeters No. 27 and 31 —19. 04 1994 and 20. 04 1995;

Lysimeters No. 25 and 26 — 16. 02. 1995

Crop : /Interception estimated: Year -1 crop: Winter cereals (Winter wheat or Winter Barley), Cl = 50%
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at application; Year-2 (following) crop: Winter cereals or Winter OSR; Year-3: fallow;

Number of applications:

Lysimeters No. 25, 26, 28, 29, 33: 1 year, 1 application per year

Lysimeters No. 27 and 31: 2 years, 1 application per year

Duration.: 2 years — lysimerters No. 25, 26, 28, 33; 3 years — lysimeters No. 27 and 31;

Application rate:

Lysimeters No. 25, 26, 27, 28, 31, 33: 5 g/halyear;

Lysimeter No. 29: 25 g/ha/year

Average annual rainfall (mm):

Lysimeters No. 27-31:Year 1 (April 1994 — April 1995) 1006 mm (including irrigation), Year 2 (April
1995- April 1996) 773 mm (including irrigation); Year 3 (April 1996 — March 1997) 510 mm (including
irrigation)

Lysimeters No. 25 and 26: Year 1 (February 1995 — March 1996) 792 mm , Year 2 (February 1996- April
1997) 600 mm Average annual leachate volume (mm):

Lysimeters No 27-29: Year 1: 404-426mm, Year 2: 274 — 296 mm, Year 3: 126 mm

Lysimeters No. 31 and 33: Year 1:317-335 mm, Year 2: 718mm, Year 3: 90 mm;

Lysimeters No. 25 and 26: Year 1: 312 — 325 mm; Year 2: 176 — 181 mm

8.5.5.2 Clopyralid and its metabolites

Four lysimeter studies were evaluated and reported in the EFSA conclusion for clopyralid (EFSA, 2018).
Occasional exceedances of 0.1 pug/L were detected in leachate samples, but the annual average concentra-
tions of clopyralid were below 0.1 pg/L in all studies. In one lysimeter, the annual average concentration
of unidentified radioactivity was 0.113 pg/L in one year.

According to EFSA Journal 2018;16(7):5389, the following Lysimeter/ field leaching study is available:
1) Germany, spring application of 150 or 200 g clopyralid/ha on oilseed rape + partly a second applica-
tion of 125 g a.s./ha on winter wheat 1 year later:

A total of 935 mm of precipitation was received in year 1 and 895.5 mm in year 2. 438 — 478 L of leach-
ate was collected in year 1 and 411-437 L in year 2.

In the first year of application the annual average concentration in leachate was < 0.050 ug/L ai equiva-
lent, however occasional exceedings of 0.10 pg/L were detected.

In the second year the annual average concentration in leachate was < 0.055 pg/L. In the soil cores the
majority of radioactivity remained in the top layers of 0 — 40 cm. 11.49 — 12.38 % of AR was found in
soil 2 years after the single application.

In the third year the annual average concentration in leachate was 0.001 — 0.019 pg/L. Maximum concen-
tration of ai equivalents in leachate of the third year was 0.043 ug/L in the lysimeter which received two
applications. In the soil cores 9.82 — 10.11 % of RA was found 2 years after the second application. The
total recovery of RA in the three year monitoring period was 12.81 — 17.53 % of the applied RA, consid-
ering the both applications.

2) Germany, winter oilseed rape, 120 or 141 g clopyralid/ha, 847 and 1011 mm rain in years 1 and 204 —
417 mm of leachate was collected in two lysimeters in years 1 and 2. In the lysimeter with higher applica-
tion rate the annual average concentration of unidentified radioactivity was 0.127 pg/L equivalent in year
1, but taken over the whole study period of two years, the average concentration was 0.064 — 0.078 pg/L
equivalent. Occasional exceedings of 0.1 pug/L were detected soon after the application in both lysimeters.
3) Germany, sugar beet, spring application of 118 g clopyralid/ha, 754 and 871 mm rainfall in years 1 and
2:113 and 196 mm of leachate was collected in years 1 and 2. Annual average concentrations of clopyra-
lid were 0.010 and 0.002 pg/L in years 1 and 2. Unidentified radioactivity was present in the leachate at
annual average concentrations of 0.113 and 0.031 pg/L equivalent in years 1 and 2, respectively. Dis-
solved CO2 was the major metabolite observed in the leachate. 24.6 % of AR was measured in soil after
111 days, and after 2 years 13.2 % of AR was recovered. (It was considered very unlikely that a single
unknown substance would exceed an annual concentration of 0.1 pg/L.)

4) Germany, sugar beet, spring application of 99 or 185 g clopyralid/ha, ca 700 mm rainfall/year: In year
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1 the leachate volume was 180 and 248 mm, and in year 2 70 to 79 mm. Annual average concentrations in
the leachate were not calculated, but in individual samples the clopyralid concentrations up to 0.135 pg/L
were detected occasionally. 26 months after application 20 % of AR was recovered from the soil, majori-
ty of it in tillage layer (0 — 30 cm
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8.5.5.3 Fluroxypyr and its metabolites
8.5.5.1 Fluroxypyr and metabolites:
Lyzimeter/ field leaching studies T Stody 1

Location: Germany

Study type: lysimeter cropped with barley ( 1% year) and
sugar beets (27 vear)

Soil properties: texture: silty sand, pH=6.9, OC=10.9,
Dates of application: spring

Crop/Interception estimated: barley, 23%

WNumber of applications: 1 (at the start of the first vear)
Duration: 2 years.

Application rate: 200 - 400 g acid'ha’vear

Average annual rainfall (mm): 800 mm

Individual annual maximum concentrations:
Fluroxypyr MHE: not detected

Fluroxypvr (acid):

2-vears average: 0.001 pgL and 0.0034 ug/L;
maximum concentrations: 0.034 ug/T and 0008 peL;
Pyridinol:

2-vears average: 0.0009 pgT and <0.0001 uzT;
maximum concentrations: 0.0038 pgL and 0.001 ngT;
Methoxypyvridine:

2-vears average: 0.0003 pgL and 0.0002 pgTL;
maximum concentrations: 0.0009 pgT and 0.0006 pg'L;

Stody 2
Location: UK

Study type (e.g. Lysimeter, field): lysimeter cropped
with grass

Soil properties: texture: sand Cuckney series), pH = 6.3,
OC=1.3%,

Dates of application: 02, October 1998 (1% vear)
Crop/Interception estimated: grass, 90%

WNumber of applications: 1

Duration. 2 years

Application rate: 400 g acid'ha (376 g ester’ha Starane
200 EC)

Average annual rainfall (mm): 863 mm — 1% year, 850
™ Vear;

Average annual leachate volume {mm): 144 - 146 mm
(1% year), 153 — 156 mm (2™ year)

% radioactivity in leachate (maximum/ivear): 0.44 — 047
% AR (1% year); 0.54 — 0.6% AR (2™ year)
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Individual annual maximum concentrations:

dissolved CO;: 022 ug/L parent equivalent — 1% vear,
0.03 ug'L parent equivalent — ™ Year;

Fluroxypyr MHE: not detected;

Fluroxvpyr (acid): 0.01 ug/L parent equivalent — 1% vear,
not detected — 2™ vear:

Pvridinol: 0.02 pg/'L parent equivalent — 1¥ year, not
detected — 2 year;

Methoxypyvridine: not detected

8.5.6 Field leaching studies (KCP 9.1.2.3)

Studies on field leaching with the formulation were not performed, since it is possible to extrapolate from
data obtained with the active substance.

EU approved endpoints were evaluated during Annex I inclusion for active substances. All relevant data
are presented in :

- Florasulam - EFSA Journal 2015; 13(1):3984

- Clopyralid - EFSA Journal 2018;16(7):5389,

- Fluroxypyr — EFSA Journal 2011;9(3):2091

8.5.6.1 Florasulam and its metabolites

Please refer to point 8.5.3.

8.5.6.2 Clopyralid and its metabolites

Please refer to point 8.5.3.

8.5.6.3 Fluroxypyr and its metabolites

Please refer to point 8.5.3.

8.6 Degradation in the water/sediment systems (KCP 9.2, KCP 9.2.1, KCP 9.2.2,
KCP9.2.3)

Studies on degradation in water/sediment systems with the formulation were not performed, since it is
possible to extrapolate from data obtained with the active substance.
EU approved endpoints were evaluated during Annex | inclusion for active substances. All relevant data
are presented in :

- Florasulam - EFSA Journal 2015; 13(1):3984

- Clopyralid - EFSA Journal 2018;16(7):5389,

- Fluroxypyr — EFSA Journal 2011;9(3):2091
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8.6.1 Florasulam and its metabolites
Table 8.6-1: Summary of degradation in water/sediment of Florasulam (EFSA Journal 2015;
13(1):3984)
) - Obtained resuolis
Process Experimental conditions Type of ; om hinetics identified bolites
‘The experiment performed pH 4 sterile buffer stable — D'Ta = 1000 days none detected
at T'=50°C on three
sterilised buffer solutions: | pH 7 sterile buffer | stable — ITg, > 1000 days none detected
pH 4 (phthalate} buffer, pH
7 iphosphate) buffer and pH “hydrated” Florasulam —
4§ {borate ) buffer, incubated - . T ) 33.8% AR (DAT 3), transient;
for up to 7 days PH S stcrile buffer D =20 days 5-OH Florasulam — 77.6% AR
{DAT T), hydrolytically stable
Abiotie The experiment performed pH 5 sterile buffer stable — DTag > 1000 days none detected
hydrolysis at T=25C on three
sterilised buffer solutions: | pH 7 sterile buffer | stable — DTa > 1000 days none detected
pH 5 {citrate) buffer, pH 7
(TRIS-maleic) buffer and “hydrated” Florasulam —
9 (borate) buffer, . . D50 = 99,1 — 100.1 days; 16.85% AR (DAT %), transient;
imﬂmﬂ for up to 30 days pH O sterile buffer | | ' 05 3304days | S-OH Florasulam— 30.82% AR
or up to 90 days (pH 9 (DAT 90, kvdrolyiically stable
buffer samples); additionally “hydrated” Florasuolam —
pH 4 buffer incubated for up pH 9 stenle buffer DOTsg = 2196 — 2253 days; 12.10% AR (DAT 3), transient;
to 9 days at T =20°C T=20"C Dlsn=7294 - 748 3 days | 5-0H Florasulam — 13.25% AR
{DAT 7), hydrolytically stable
The experiment performed at 40"M spring [T'sy = 80 d.,
using stenlised pH 5 buffer summer Dlse=46d., TP5A — 17.4% AR (DAT 32);
salution irradiated for up to Trndinted osmples autumn DT =1594d; stable
32 days with natural summer quantum yield & = 0,074
nml;E,l:uaI Immid:‘zﬁm Dark control Mo degradation observed Mo degradation observed
.Dim't‘ The experniment performed at 40"N spring DT = 121
photalysis using sterilised pH 5 buffer | les d._, summer DTz =64 d_, TPSA— 58.3% AR (DAT 15);
solution nradiated for up to T =mp autumn DT, =248 d; stahle
15 days with artificial quantum vield ¢ =0.0321
sunlight - Xenon lamp Light
M;Tn%;ﬂ::n;nwﬂs;?n;;? Dark control Mo degradation observed Mo degradation observed
T=2"C
The experiment performed at 40°M in summer TPSA - 21.9% AR (DAT 16);
L ncm.astm.lr natural Irradisted srmples DTsp = 2883 days, ASTP-21.9% AR (DAT 16);
river water irradiated for up P DT, = 95,77, quantum yield DFP-ASTCA — 7.5% AR
to 16 days (42.6 'h!n"i of not determined {DAT lé); all compounds stable
natural summer sunlight at
40N with artificial sunlight
- Remon I'_“”P light h‘”“}ﬁ IDark controd Mo degradation ohserved Mo degradation observed
Direct and the mtensity of 466 W/m™ «
indirect nm, at constant T = 20°C
photolysis ) i 3-0H Florasulam — 16.6% AR
us':;;’“"“’“‘:’: ﬁm: at 51.5"N in summer (DAT 3); 5-0H ASTP — 28 %%
. ; DTee=1323 days, AR(DAT T7), ASTP - 9.8% AR
“;‘a“ ”Fﬁm'&”‘ upto 30 | lrradiated samples | pop 16 93 0o vield | (DAT 30), DFP-ASTCA — 8.9%
¥ YR LTRATR ZENTINCT not determined AR (DAT T7); ASTCA —53.8 %
sunlight at 51.5°N, at the AR (DAT 30)
“'“F““:':E’_“;ﬂ.c"‘m‘}"mdmg Dk DT =328 48 days, 5-OH Florasulam — 9 7% AR
coatrol DTa=1771.22; (DAT 15)
Test performed 1n hine with 2 % Florasulam mineralised
OECD 301 B Guideline Florasulam as a after 29 days; Nt anplicable
{Modified Sturm Test) at test compound Florasulam is not readily ) PR £
Ready T=20-24% hindegradable
biodegradability | Test performed in line with ) I — 3% of 5-0H Florasulam
OECD 301 B Guideline - [-Inlr:l.:tulam mineralised after 29 days; Nt applicable
{Modified Sturm Test) at n::: i 5.0H Florasalam is nof ol apphcable
T=20-24% P readily bindegradable
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8.6.2 Clopyralid and its metabolites

Table 8.6-1: Summary of degradation in water/sediment of 8.6.2 Clopyralid (EFSA Journal
2018;16(7):5389)

Parent Distribution: max in water 100.13 % at 0d, max. sediment 19 % at 100 d (Loamy sand)
Clopyralid Distribution: max in water 99.0 % at 0 d, max sediment 26 % at 100 d (Sandy silt loam)
Water / pH pH |t DTs; /DTey | St | DT S5t. | DTs /DTey | St | Method of
sediment water |sed” |°C | wholesys. | 3 | DTe | () | sed () | calculation
system phase o | water ) ’

Loamy sand 6.5 5.5 20 =500 days | nfa | 128 nfa | =500days |nfa | First-order
Sandy silt loam | 816 7.7 20 =500 days | nfa | 167 nfa | =500days |nfa | First-order
Geometric mean at 20°C” 148

"f Measured in [medium to be stated, usually calcium chloride solution or water]
*) Normalised using a Q10 of 2.58

Water / pH water | pH sed [Mineralisation MNon-extractable residues in
sediment system | ppase X % after n d. (end of the study). | Sed. maxx % afternd
Loamy sand 6.5 55 2% after 100 d 5% at 100 d

Sandy silt loam | 8.1 17 5% after 100 d 3% at 100 d

(Hall & al. 2002)

e Hydrolytic degradation
Hydrolytic degradation of the active substance and metabolites > 10 %

pH 4. 50 °C: DTsp>1 vear (Smith 2000)

pH 7:50°C: DTsp=1 vear
pH9: 50°C: DT5p>1 year

e Agqueous photochemical degradation
Photolytic degradation of active substance and metabolites above 10 %

Xenon lamp for an equivalent of 41.6 days of summer sunlight at 40 °N, DT50 ca 38000 days, no photo-
lytic degradation products in aqueous sterile buffer could be observed. Photolysis is not a significant route
of degradation of clopyralid in waters

Quantum yield of direct phototransformation in water at > 290 nm

1.01 x- 10 —6 mol - Einstein -1 (Ponte 2014)

¢ Ready biodegradability

Clopyralid isn’t readily biodegradable.
In the Modified Sturm Test the cumulative CO2 production of clopyralid was 5-10% of the theoretical
maximum after 27 days. (Jenkins 1991
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8.6.3 Fluroxypyr and its metabolites

Table 8.6-2: Summary of degradation in water/sediment of Fluroxypyr-MHE
Fluroxypyr | Distribution: in the system 25-50% after 1 day, almost totally disappearing from the system
MHE after 7 days; max. in sediment: 50% of the applied after 2 hours
Water / pH  |pHszed |t°C |DTyDTa | DTsDTe |y |DTsoDTe |3~ | Method of
sediment water whole zys. water sed calculation
vstem phaze
Thornham T3 not 18- | 381711265 (1004 | not not SFO
diteh given |23 calenlated calenlated
Crimplesham |31- |[not 18- [31.3/1039 | 9355 not not SFO
diteh 38 given |23 calenlated calenlated




CHR/H/CFF 250 EC/ Hapi 250 EC, Turango 250 EC
Part B — Section 8 - Core Assessment

Applicant version

Page 41 /105

Table 8.6-3: Summary of degradation in water/sediment of Fluroxypyr acid
Fluroxypyr | Distribution: in the system up to 53-93% after 1-2 weeks, <10% after 13 weeks; up to 80% in
(acid) * water phaze, up to 20% in sediment phasze
Water / pH pHsed |t C | DT DTe ;{2 DTz DTy ;{J DT:DTap ;.[: Method of
sediment water whele syvs. water sed calculation
vastem phase
Thornham 7.3 not 18- | 38171265 |10.04 | not not 3FO
ditch given |23 calenlated caleulated
Crimplesham |31- [not 18- |31.3/1039 | 955 not not 3FO
ditch 38 given |23 calenlated caleulated
Geometric mean/median

¥ DT.,/DT,, valuss fro the whole system calenlated for the mum of Fluroxyprr MHE and Fluresoypyr (ac1d)

Table 8.6-4: Summary of degradation in water/sediment of Pyridinol
Pyridinol Distribution: max in the system 46% after 8§ weeks, mainly in water phase; max. observed in
(+Pyridi- water/sediment system: 35.5% (44% in water phase, 11.5% in sediment phase)
none)
Water / pH pHsed |t °C |DTsyDTy |3 |DTsy v* |DTsuDTy | 3° | Method of
sediment water whole zys. DTay zed calculation
system phase water
Thornham T3 not 15 - 278923 6.11 | not not SFO
ditch given |23 calculated calculated
Crimplesham |3.1- |not 18 - 35.5/118.0 | 2.86 |not not SFO
ditch 38 given |23 calculated calculated
Geometric mean'median

*Pynidinone 1= a tautomer of Pymidinol, therefore these fwo compowmds can be regarded a= one, further named “Pynidinole™
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Table 8.6-5: Summary of degradation in water/sediment of 3-CP
i1CP Distribution: max in the system 25 2% after 4 weels, mainly in water phase
Water / pH pHsed |t °C |DTsy DTy | 3° | DTsy v* |DTsuDTy |3° | Method of
sediment water whole zys. DTgy zed calculation
system phase water
Brewer Lake/ | 8.2 21 25 not not not
NDTUSA calenlated calenlated caleulated
Mineralization and non extractable rezidues

Water / pH water |pH Mineralization Non-extractable WNon-extractable residues in
sediment phase sed x % aftern d. (end | residues insed maxx | sed. max x % after n d (end
system of the study). % aftern d of the study)
Thornham 1.5 not 14.2% after 26 48% after 28 weeks 48% after 26 weeks
diteh given |weeks
Crimplesham |3.1-358 |not 17.9% after 26 22% after 26 weeks 22% after 26 weeks
diteh given |weeks
8.7 Predicted Environmental Concentrations in soil (PECsoil) (KCP 9.1.3)
8.7.1 Justification for new endpoints

EU approved endpoints were evaluated during Annex | inclusion for active substances. All relevant data
are presented in :

- Florasulam - EFSA Journal 2015; 13(1):3984

- Clopyralid - EFSA Journal 2018;16(7):5389,

- Fluroxypyr — EFSA Journal 2011;9(3):2091

8.7.2 Active substance(s) and relevant metabolite(s)

Table 8.7-1: Input parameters related to application for PECs calculations
Use No. 1

Crop Cereals

Application rate (g as/ha) Florasulam: 0.005

Clopyralid: 0.06
Fluroxypyr: 0.06 (Fluroxypyr-MHE: 0.0864)

Number of applications/interval 1/-

Crop interception (%) 20

Depth of soil layer (relevant for plateau concentration) |5
(cm)
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Table 8.7-2: Input parameter for active substance(s) and relevant metabolite(s) for PECsil
calculation
Compound Molecular Max. occurrence DT50 Value in accord-
weight (g/mol) (%) (days) ance to EU end-
point y/n/
Reference
Florasulam 359.3 - 4.29d EFSA Journal
2015; 13(1):3984
5-OH Florasulam 345.26 71.6 29.75d EFSA Journal
2015; 13(1):3984
DFP-ASTCA 304.20 17.8 46.16d EFSA Journal
2015; 13(1):3984
ASTCA 192.13 40 259.05d EFSA Journal
2015; 13(1):3984
TSA 148.14 15.9 171.68d EFSA Journal
2015; 13(1):3984
Clopyralid 191.96 - 23.7d (EFSA Journal
representative 2018;16(7):5389)
worst case from
field studies
Fluroxypyr-MHE 367.3 100% DT50 = 1.8 days |EFSA Journal
2011;9(3):2091
Fluroxypyr 255 100% DT50:39.6 d EFSA Journal
Kinetics: SFO 2011;9(3):2091
Field or Lab:
representative
worst case un-
normalised values
from lab studies
Pyridinol 197 23.9% DT50=105.4 EFSA Journal
2011;9(3):2091
Methoxypyridine 211 38.2% DT50=1160.9 EFSA Journal
days 2011;9(3):2091

8.7.2.1 Florasulam and its metabolites

Table 8.7-3:  PECsoil for Florasulam on cereals

PECsoil Winter cereals

(mg/kg) Single application Multiple applications

Actual TWA Actual TWA

Initial 0.0053 - - -

Short term 24h 0.0045 0.0049 - -
2d 0.0039 0.0046 - -
4d 0.0028 0.0039 - -
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Long term 7d 0.0017 0.0032 - -
14d 0.0006 0.0021 - -
21d 0.0002 0.0015 - -
28d 0.0001 0.0012 - -
50d <0.0001 0.0007 - -
100d <0.0001 0.0003 - -

Plateau concentration (5 cm) Not relevant - -
after year 10

PE Caccumulation - -
(PECact +PECsoil plateau)

Table 8.7-4: PECsqil for 5-OH Florasulam on cereals
PECsil Winter cereals
(mg/kg) Single application Multiple applications
Actual TWA Actual TWA
Initial 0.0027 - - -
Short term 24h 0.0027 0.0027 - -
2d 0.0027 0.0027 - -
4d 0.0026 0.0027 - -
Long term 7d 0.0025 0.0027 - -
14d 0.0022 0.0026 - -
21d 0.0019 0.0025 - -
28d 0.0016 0.0024 - -
50d 0.0010 0.0021 - -
100d 0.0003 0.0014 - -
Plateau concentration (5 cm) Not relevant - -
after year 10
PECaccumutation - -
(PECact +PECsoil plateau)

Table 8.7-5: PECsi for DFP-ASTCA on cereals

PECsoil Winter cereals

(mg/kg) Single application Multiple applications
Actual TWA Actual TWA

Initial 0.0006 - - -

Short term 24h 0.0006 0.0006 - -
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2d 0.0006 0.0006 - -

4d 0.0006 0.0006 - -

Long term 7d 0.0006 0.0006 - -

14d 0.0006 0.0006 - -

21d 0.0005 0.0006 - -

28d 0.0005 0.0006 - -

50d 0.0003 0.0005 - -

100d 0.0002 0.0004 - -

Plateau concentration (5 cm) Not relevant - -
after year 10

PECaccumulation - -
(PECact +PECaoit plateau)

Table 8.7-6: PEC;.i for ASTCA on winter cereals
PECsil Winter cereals
(mg/kg) Single application Multiple applications
Actual TWA Actual TWA
Initial 0.0011 - - -
Short term 24h 0.0011 0.0011 - -
2d 0.0011 0.0011 - -
4d 0.0011 0.0011 - -
Long term 7d 0.0011 0.0011 - -
14d 0.0010 0.0011 - -
21d 0.0010 0.0011 - -
28d 0.0010 0.0011 - -
50d 0.0009 0.0010 - -
100d 0.0008 0.0010 - -
Plateau concentration (5 cm) Not relevant - -
after year 10
PECaccumutation - -
(PECact +PECsil plateau)

Table 8.7-7:  PECs. for TSA on winter cereals

PECsoil Winter cereals

(mg/kg) Single application Multiple applications

Actual TWA Actual TWA
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Initial 0.0003 - - -
Short term 24h 0.0003 0.0003 - -
2d 0.0003 0.0003 - -
4d 0.0003 0.0003 - -
Long term 7d 0.0003 0.0003 - -
14d 0.0003 0.0003 - -
21d 0.0003 0.0003 - -
28d 0.0003 0.0003 - -
50d 0.0003 0.0003 - -
100d 0.0002 0.0003 - -
Plateau concentration (5 cm) Not relevant - -
after year 10
PECaccumutation - -
(PECact +PECsoil plateau)

8.7.2.2 Clopyralid and its metabolites
Table 8.7-8: PEC,.i for Clopyralid on cereals
PECsoil cereals
(mgrkg) Single application
Actual TWA
Initial 0.0640 -
Short term 24h 0.0622 0.0631
2d 0.0604 0.0622
4d 0.0569 0.0604
Long term 7d 0.0522 0.0579
14d 0.0425 0.0525
21d 0.0346 0.0478
28d 0.0282 0.0437
50d 0.0148 0.0336
100d 0.0034 0.0207
Plateau concentration (5 cm) <0.0001 -
after year 10
PE Caccumulation 0.0640 -
(PECact +PECsil plateau)
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8.7.2.3 Fluroxypyr and its metabolites
Table 8.7-9: PEC.i for Fluroxypyr-MHE on winter cereals
PECsoil Winter cereals
(mgrkg) Single application
Actual TWA
Initial 0.0922 -
Short term 24h 0.0627 0.0774
2d 0.0427 0.0651
4d 0.0198 0.0476
Long term 7d 0.0062 0.0323
14d 0.0004 0.0172
21d <0.0001 0.0115
28d <0.0001 0.0087
50d <0.0001 0.0048
100d <0.0001 0.00024
Plateau concentration (5 cm) <0.0001 -
after year 10
PECaccumutation 0.0922 -
(PECact +PECsoil plateau)
Table 8.7-10: PEC..i for Fluroxypyr acid on winter cereals
PECsil Winter cereals
(mgrkg) Single application
Actual TWA
Initial 0.0640 -
Short term 24h 0.0629 0.0634
2d 0.0618 0.0629
4d 0.0597 0.0618
Long term 7d 0.0566 0.0602
14d 0.0501 0.0568
21d 0.0443 0.0536
28d 0.0392 0.0506
50d 0.0267 0.0427
100d 0.0111 0.0302
Plateau concentration (5 cm) 0.0001 -
after year 10
PECaccumutation 0.0641 -
(PECact +PECsoil plateau)
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PEC,i of metabolites

Table 8.7-11: PEC..i for Pyridinol on winter cereals
PECsoil Winter cereals
(mg/kg) Single application
Actual TWA
Initial 0.0066 -
Short term 24h 0.0066 0.0066
2d 0.0066 0.0066
4d 0.0066 0.0066
Long term 7d 0.0066 0.0066
14d 0.0065 0.0066
21d 0.0064 0.0066
28d 0.0063 0.0066
50d 0.0059 0.0065
100d 0.0048 0.0063
Plateau concentration (5 cm) 0.0011 -
after year 10
PE Caccumulation 0.0077 -
(PECact +PECsoil plateau)
Table 8.7-12: PEC,.i for Methoypyridine on winter cereals
PECsil Winter cereals
(mg/kg) Single application
Initial 0.0180 -
Short term 24h 0.0180 0.0180
2d 0.0180 0.0180
4d 0.0180 0.0180
Long term 7d 0.0180 0.0180
14d 0.0179 0.0180
21d 0.0179 0.0180
28d 0.0179 0.0180
50d 0.0178 0.0179
100d 0.0174 0.0179
Plateau concentration (5 cm) 0.0795 -
after year 10
PE Caccumulation 0.0974 -
(PECact +PECsil plateau)
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8.7.24 PECsoil of CHR/H/CFF 250 EC SC

The PECsoil immediately after the first application was calculated for formulation as follows:

A (g/ha)
100 % d (cm) x p (g/cm’)

Initial PECso1l (mg'kg) =

where: A = application rate (543.1 g formulation/ha, density product from physicochemical stud-
ies: 1.0826 g/ml)

d = depth of soil layer (5 cm)

p = soil bulk density (1.5 g/cma)

Table 8.7-13: PECsoil for CHR/H/CFF 250 EC SC on cereals
Active Application PECact PECwa21d | Tillage depth | PECsoil plateau | PECaccu =
substan_ce/ rate (g/ha) (mg/kg) (mgrkg) (cm) (mg/kg) PECact +
reparation PECsoil,plateau
(mg/kg)
CHR/H/CFF 250 |541.3 0.577 - 5 0.577 0.577
EC

ZRMS comments:

Clopyralid

The calculations of PECs submitted by Applicant have been accepted.

The degradation endpoints used for clopyralid was line in the LoEP (EFSA Journal 2018;16(7):5389).
The results of calculation PECs are presented in Table 8.7-14.

Fluroxypyr

Input parameters endpoints were used from EFSA Journal 2011;9(3):2091.

The PECs calculations performed for active fluroxypyr and its metabolites have been accepted..
The calculation of PECs was based on the recommended presented in the GAP.

The results of PECs are presented from Table 8.7-15 to Table 8.7-16.

Florasulam

The calculations of PECs submitted by Applicant have been accepted.

The degradation endpoints used for florasulam and its metabolites were in line in the LoEP (EFSA Journal 2015;
13(1):3984).

The results of PECs calculation are presented from Table 8.7-3 to Table 8.7-7.

PECsoil for CHR/H/CFF 250 EC SC on cereals
Based on an application rate of 541.3 g/ha and a formulation density of 1.0826 g/ml g/ml and 20% crop interception
calculated PECs was 0.577 mg/kg.

The results of PECs for the active substances clopyralid, florasulam, fluroxypyr and its metabolites were used for
the ecotoxicological risk assessment.
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8.8 Predicted Environmental Concentrations in groundwater (PECgw) (KCP
9.2.4)
8.8.1 Justification for new endpoints

EU approved endpoints were evaluated during Annex | inclusion for active substances. All relevant data

are presented in :

- Florasulam - EFSA Journal 2015; 13(1):3984
- Clopyralid - EFSA Journal 2018;16(7):5389,
- Fluroxypyr — EFSA Journal 2011;9(3):2091

8.8.2 Active substance(s) and relevant metabolite(s) (KCP 9.2.4.1)
Table 8.8-1: Input parameters related to application for PECgw calculations
Use No. 1
Crop Winter cereals/Spring cereals
Application rate (g as/ha) Florasulam: 5

Clopyralid: 60

Fluroxypyr: 60

Number of applications/interval (d) 1/-

Relative application date 161 day after evemt

Crop interception (%) 20

Frequency of application annual

Models used for calculation FOCUS PEARL v5.5.5, FOCUS PELMO v6.6.4, FOCUS
MACRO v5.5.3

8.8.2.1 Florasulam and its metabolites
Table 8.8-2: Input parameters related to active substance Florasulam and metabolite(s) for
PECgyw calculations
Compound Florasulam | 5-OH Flo- |DFP-ASTCA| ASTCA TSA Value in
rasulam accordance
with EU
endpoint
yIn/
Reference*
Molecular weight (g/mol) 359.3 345.26 304.20 192.13 148.14 EFSQ)i%anal
13(1):3984
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Compound Florasulam | 5-OH Flo- |DFP-ASTCA| ASTCA TSA Value in
rasulam accordance
with EU
endpoint
yIn/
Reference*
Water solubility (mg/L): 6360 354 87400 250000 10900 ng? Journal
13(1):3984
Saturated vapour pressure 10E-6Paat | 2.7E-6 Paat | 3.0E-6 Paat | 20 E-6 Paat | 1.0 E-4 Paat ngﬁbumal
(Pa): 20°C 20°C 20°C 20°C 20°C 13(1):3984
DTso in soil (d) 1.55d 14.98d 16.62 d 297.47d 83.47d EFSA Journal
(normalisatio | (normalisatio | (normalisatio | (normalisatio | (normalisatio fg(lf){s% .
n to 10kPa n to 10kPa n to 10kPa nto n to 10kPa '
or pF2, 20 °C | or pF2, 20 °C | or pF2, 20 °C | 10kPa or pF2, | or pF2, 20 °C
with Q10 of | with Q10 of | with Q10 of | 20°C with | with Q10 of
2.58 and 2.58 and 2.58 and Q10 of 2.58 2.58 and
Walker Walker Walker and Walker Walker
equation equation equation equation equation
coefficient coefficient coefficient coefficient coefficient
0.7) 0.7) 0.7) 0.7) 0.7)
DTso in soil (d) lab/field 1.55 14.98 16.62 297.47 83.47 SglssA Journal
13(1):3984
Transformation rate 0.381902/per | 0.046272/per | 0.032572/per | 0.00233/per |0.008304/ per | PELMO 553
day to 5-OH | day to DFP- day to day to TSA | dayto CO;
Florasulam ASTCA ASTCA,;
0.009134/per
day to TSA
Kroc (ML/)/Ksom 10.35 14.53 75.18 104.81 23.46 EglssA Journal
13(1):3984
1/n 0.945 0.91 0.85 0.94 0.94 E(JFlSSAJournal
13(1):3984
Plant uptake factor 0 0 0 0 0
Formation fraction - 0.854 from | 1.00 from5- | 0.781 from 0.219 from | EFSA Journal
florasulam OH DFP-ASTCA | DFP-ASTCA ig(lf)?g% .
florasulam 1.000 from '
ASTCA
Table 8.8-3: PECgyw for Florasulam and metabolite(s) on winter cereals (with FOCUS
PEARL 5.5.5)
80 Percentile PECgw at 1 m Soil Depth (ug/L)
Crop Scenario
Florasulam 5-OH Florasu- |DFP-ASTCA |ASTCA TSA
lam
Winter | Chateaudun <0.0001 0.0012 0.0003 0.1847 0.1751
cereals
Hamburg <0.0001 0.0104 0.0027 0.2182 0.2038
Jokioinen <0.0001 0.0076 0.0008 0.1882 0.2226
Kremsmiinster <0.0001 0.0105 0.0030 0.1768 0.1257
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Okehampton <0.0001 0.0168 0.0043 0.1743 0.1089
Piacenza <0.0001 0.0020 0.0012 0.1550 0.1369
Porto <0.0001 0.0014 <0.0001 0.1144 0.1158
Sevilla <0.0001 <0.0001 <0.0001 0.0223 0.0666
Thiva <0.0001 <0.0001 <0.0001 0.2257 0.2200
Table 8.8-4: PECgw for Florasulam and metabolite(s) on winter cereals (with FOCUS
PELMO 6.6.4)
80t Percentile PECgw at 1 m Soil Depth (pug/L)
Crop Scenario
Florasulam 5-OH Florasu- |DFP-ASTCA |ASTCA TSA
lam
Winter | Chateaudun <0.001 0.006 0.002 0.218 0.159
cereals
Hamburg 0.004 0.134 0.040 0.285 0.167
Jokioinen 0.002 0.070 0.012 0.231 0.177
Kremsmiinster 0.001 0.039 0.014 0.243 0.136
Okehampton 0.001 0.112 0.026 0.198 0.101
Piacenza 0.002 0.061 0.020 0.226 0.151
Porto 0.004 0.202 0.011 0.152 0.106
Sevilla <0.001 0.012 0.001 0.080 0.090
Thiva <0.001 0.006 0.001 0.222 0.164
Table 8.8-5: PECgw for Florasulam and metabolite(s) on spring cereals (with FOCUS
PEARL 5.5.5)
80t Percentile PECgw at 1 m Soil Depth (ug/L)
Crop Scenario
Florasulam 5-OH Florasu- |DFP-ASTCA |ASTCA TSA
lam
Winter | Chateaudun <0.0001 0.0010 0.0001 0.1626 0.1488
cereals
Hamburg <0.0001 0.0134 0.0036 0.2693 0.2534
Jokioinen <0.0001 0.0078 0.0009 0.1633 0.1808
Kremsmiinster <0.0001 0.0114 0.0029 0.1959 0.1404
Okehampton <0.0001 0.0116 0.0026 0.1753 0.1106
Porto <0.0001 0.0012 <0.0001 0.1077 0.0924




CHR/H/CFF 250 EC/ Hapi 250 EC, Turango 250 EC Page 53 /105
Part B — Section 8 - Core Assessment

Applicant version

Table 8.8-6: PECgw for Florasulam and metabolite(s) on spring cereals (with FOCUS
PELMO 6.6.4)
80t Percentile PECgw at 1 m Soil Depth (pug/L)
Crop Scenario
Florasulam 5-OH Florasu- |DFP-ASTCA |ASTCA TSA
lam
Winter | Chateaudun <0.001 0.001 <0.001 0.165 0.153
cereals
Hamburg <0.001 0.006 0.001 0.242 0.200
Jokioinen <0.001 0.009 <0.001 0.168 0.189
Kremsmiinster <0.001 0.010 0.001 0.212 0.166
Okehampton <0.001 0.012 0.001 0.190 0.118
Porto <0.001 0.003 <0.001 0.121 0.103

Only metabolites ASTCA and TSA PEGew resulting from both PEARL and PELMO calculations all ex-
ceed the trigger value 0.1 ug L-1. No toxicological relevance according EFSA Journal 2015; 13(1):3984

for all florasulam metabolites.

8.8.2.2 Clopyralid and its metabolites
Table 8.8-7: Input parameters related to Clopyralid and metabolite(s) for PECgw calcula-
tions
Compound Clopyralid Value in accordance
with EU endpoint
yin/
Reference*
Molecular weight (g/mol) 191.96 (EFSA Journal
2018;16(7):5389)
Water solubility (mg/L): 1.43 x 105 at pH 7 and 20°C (EFSA Journal
2018;16(7):5389)
Saturated vapour pressure set to 0 Pa as worst case (EFSA Journal
(Pa): 2018;16(7):5389)
DTso in soil (d) Geometric mean parent DT50 field 7.05 d (n = 10) (EFSA Journal

(normalisation to pF2, 20°C with Q10 of 2.58)

2018;16(7):5389)

DTso in soil (d) lab/field

7.05

(EFSA Journal
2018;16(7):5389)

Transformation rate

Koc (ML/g)/Ksom geometric mean 1.41 mL/g (n = 9), arithmetic mean (EFSA Journal
2018;16(7):5389)

1/n 1/n=0.836 (n=9) (EFSA Journal
2018;16(7):5389)

Plant uptake factor 0/0.0002711/0.5¢ (EFSA Journal

2018;16(7):5389)

Formation fraction

* Delete row in case of no pH dependency
! Tier 1/ Tier 2; Tier 2 value according to Briggs equation (Briggs et al., 1982) with log(KOW) = -2.63 TSCF = 0.774 exp -
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[(log KOW - 1.78)2/2.44] | Tier 3

Table 8.8-8: PECgyw for Clopyralid and metabolite(s) on winter cereals (with FOCUS
PEARL 5.5.5) - TIER 1 (PUF=0)
80 Percentile PECgw at 1 m Soil
Crop Scenario Depth (ug/L)
Clopyralid
Winter cereals Chéteaudun 0.0031
Hamburg 0.0752
Jokioinen 0.1463
Kremsmiinster 0.0758
Okehampton 0.1014
Piacenza 0.0205
Porto 0.0024
Sevilla <0.0001
Thiva <0.0001

Table 8.8-9: PECgyw for Clopyralid and metabolite(s) on spring cereals (with FOCUS
PEARL 5.5.5) - TIER 1 (PUF=0)
80™" Percentile PECgw at 1 m Soil
Crop Scenario Depth (pg/L)
Clopyralid
Winter cereals Chateaudun 0.0019
Hamburg 0.09818
Jokioinen 0.1356
Kremsmiinster 0.06471
Okehampton 0.04696
Porto 0.0017

Table 8.8-10: PECgw for Clopyralid and metabolite(s) on winter cereals (with FOCUS
PEARL 5.5.5) — TIER 1 every other year(PUF=0)
80t Percentile PECgw at 1 m Soil
Crop Scenario Depth (ng/L)
Clopyralid

Winter cereals Chateaudun 0.0014

Hamburg 0.0715

Jokioinen 0.0572
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Kremsmiinster 0.0419

Okehampton 0.0536

Piacenza 0.0268

Porto 0.0087

Sevilla <0.0001

Thiva <0.0001

Table 8.8-11: PECyw for Clopyralid and metabolite(s) on winter cereals (with FOCUS
PEARL 5.5.5) - TIER 2 every year (PUF=0.0002711)
80t Percentile PECgw at 1 m Soil
Crop Scenario Depth (ug/L)
Clopyralid

Winter cereals Chateaudun 0.0031
Hamburg 0.0752

Jokioinen 0.1462

Kremsmiinster 0.0758

Okehampton 0.1013

Piacenza 0.0205

Porto 0.0024

Sevilla <0.0001

Thiva <0.0001

Table 8.8-12: PECgyw for Clopyralid and metabolite(s) on winter cereals (with FOCUS
PEARL 5.5.5) - TIER 3 every year (PUF=0.5)
80™ Percentile PECgw at 1 m Soil
Crop Scenario Depth (ug/L)
Clopyralid
Winter cereals Chéteaudun 0.0019
Hamburg 0.0473
Jokioinen 0.0716
Kremsmiinster 0.0521
Okehampton 0.0587
Piacenza 0.0164
Porto 0.0018
Sevilla <0.0001
Thiva <0.0001
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Table 8.8-13: PECgyw for Clopyralid and metabolite(s) on winter cereals (with FOCUS
PELMO 6.6.4)
80t Percentile PECgw at 1 m Soil
Crop Scenario Depth (ug/L)
Clopyralid
Winter cereals Chéateaudun 0.002
Hamburg 0.015
Jokioinen 1.031
Kremsmiinster 0.051
Okehampton 0.184
Piacenza 0.007
Porto 0.002
Sevilla <0.001
Thiva <0.001

Table 8.8-14: PECgyw for Clopyralid and metabolite(s) on spring cereals (with FOCUS
PELMO 6.6.4)
80™ Percentile PECgw at 1 m Soil
Crop Scenario Depth (ng/L)
Clopyralid
Spring cereals Chéteaudun 0.001
Hamburg 0.018
Jokioinen 0.197
Kremsmiinster 0.054
Okehampton 0.065
Porto 0.015

Table 8.8-15: PECgyw for Clopyralid and metabolite(s) on winter cereals (with FOCUS
PELMO 6.6.4) - TIER 1 every other year (PUF=0)
80™ Percentile PECgw at 1 m Soil
Crop Scenario Depth (ug/L)
Clopyralid
Winter cereals Chateaudun 0.001
Hamburg 0.009
Jokioinen 0.489
Kremsmiinster 0.023
Okehampton 0.089
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Piacenza 0.003
Porto 0.001
Sevilla <0.001
Thiva <0.001

Table 8.8-16: PECyw for Clopyralid and metabolite(s) on winter cereals (with FOCUS
PELMO 6.6.4) - TIER 2 every year (PUF=0.0002711)
80t Percentile PECgw at 1 m Soil
Crop Scenario Depth (ug/L)
Clopyralid
Winter cereals Chateaudun 0.002
Hamburg 0.015
Jokioinen 1.031
Kremsmiinster 0.051
Okehampton 0.184
Piacenza 0.007
Porto 0.002
Sevilla <0.001
Thiva <0.001

Table 8.8-17: PECgyw for Clopyralid and metabolite(s) on winter cereals (with FOCUS
PELMO 6.6.4) — TIER 3 every year (PUF=0.5)
80™ Percentile PECgw at 1 m Soil
Crop Scenario Depth (ug/L)
Clopyralid
Winter cereals Chéteaudun 0.001
Hamburg 0.004
Jokioinen 0.810
Kremsmiinster 0.025
Okehampton 0.074
Piacenza 0.006
Porto 0.001
Sevilla <0.001
Thiva <0.001
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8.8.2.3 Fluroxypyr and its metabolites
Table 8.8-18: Input parameters related to active substance Fluroxypyr and metabolite(s) for
PECyw calculations
Compound Fluroxypyr | Pyridinol (DCP) | Methoxypyridine| Value in accordance with EU
acid (DMP) endpoint y/n/
Reference*
Molecular weight 255 197 211 Fluroxypyr — Volume 3 —
(g/mol) Confirmatory Information
December 2014
Water solubility 91 91 91 Fluroxypyr — Volume 3 — Con-
(mg/L): firmatory Information Decem-
ber 2014
Saturated vapour 3.78E-09 3.78E-09 3.78E-09 Fluroxypyr — Volume 3 — Con-
pressure (Pa): firmatory Information Decem-
ber 2014
DTso in soil (d) 13.9 17.6 111.14 Fluroxypyr — Volume 3 — Con-
firmatory Information Decem-
ber 2014
Formation fraction |- 0.286 from flu-  0.201 from flu- | Fluroxypyr — Volume 3 — Con-
roxypyr roxypyr firmatory Information Decem-
0.723 from DMP ber 2014
Ktoc (ML/g)/Kfom 68 708 for 321 Fluroxypyr — Volume 3 — Con-
acidic/neutral firmatory Information Decem-
coils _ ber 2014
68.8 for alkalaine
soils
1/n 0.92 0.81 for 0.84 Fluroxypyr — Volume 3 — Con-
acidic/neutral firmatory Information Decem-
soils _ ber 2014
0.72 for alkaline
soils
Plant uptake factor 0 0 0

* Inputs used for Chateaudun, Kremsmunster, Piacenza, Sevilla and Thivia

Table 8.8-19: PECgyw for Fluroxypyr and metabolite(s) on winter cereals (with FOCUS
PEARL 5.5.5) — acidic/neutral soils
80t Percentile PECgw at 1 m Soil Depth (ug/L)
Crop Scenario
Fluroxypyr DCP DMP
Winter Chéteaudun <0.0001 <0.0001 <0.0001
cereals
Hamburg 0.0004 <0.0001 0.0001
Jokioinen <0.0001 <0.0001 <0.0001
Kremsmiinster 0.0004 <0.0001 <0.0001
Okehampton 0.0012 <0.0001 0.0002
Piacenza 0.0002 <0.0001 <0.0001
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Porto <0.0001 <0.0001 <0.0001
Sevilla <0.0001 <0.0001 <0.0001
Thiva <0.0001 <0.0001 <0.0001
Table 8.8-20: PECgw for Fluroxypyr and metabolite(s) on winter cereals (with FOCUS
PEARL 5.5.5) — alkaline soils
80t Percentile PECgw at 1 m Soil Depth (ng/L)
Crop Scenario
Fluroxypyr DCP DMP
Winter Chateaudun <0.0001 <0.0001 <0.0001
cereals
Hamburg 0.0004 <0.0001 0.0001
Jokioinen <0.0001 <0.0001 <0.0001
Kremsmiinster 0.0004 <0.0001 <0.0001
Okehampton 0.0012 <0.0001 0.0002
Piacenza 0.0002 <0.0001 <0.0001
Porto <0.0001 <0.0001 <0.0001
Sevilla <0.0001 <0.0001 <0.0001
Thiva <0.0001 <0.0001 <0.0001
Table 8.8-21: PECgw for Fluroxypyr and metabolite(s) on winter cereals (with FOCUS
PELMO 6.6.4) — acidic/neutral soils
80™ Percentile PECgw at 1 m Soil Depth (ug/L)
Crop Scenario
Fluroxypyr DCP DMP
Winter Chateaudun <0.001 <0.001 <0.001
cereals
Hamburg <0.001 <0.001 <0.001
Jokioinen <0.001 <0.001 <0.001
Kremsmiinster <0.001 <0.001 <0.001
Okehampton <0.001 <0.001 <0.001
Piacenza <0.001 <0.001 <0.001
Porto <0.001 <0.001 <0.001
Sevilla <0.001 <0.001 <0.001
Thiva <0.001 <0.001 <0.001
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Table 8.8-22: PECgw for Fluroxypyr and metabolite(s) on winter cereals (with FOCUS
PELMO 6.6.4) — alkaline soils
80 Percentile PECgw at 1 m Soil Depth (ng/L)
Crop Scenario
Fluroxypyr DCP DMP
Winter Chateaudun <0.001 <0.001 <0.001
cereals
Hamburg <0.001 <0.001 <0.001
Jokioinen <0.001 <0.001 <0.001
Kremsmiinster <0.001 <0.001 <0.001
Okehampton <0.001 <0.001 <0.001
Piacenza <0.001 <0.001 <0.001
Porto <0.001 <0.001 <0.001
Sevilla <0.001 <0.001 <0.001
Thiva <0.001 <0.001 <0.001
Table 8.8-23: PECgw for Fluroxypyr and metabolite(s) on spring cereals (with FOCUS
PEARL 5.5.5) — acidic/neutral soils
80™ Percentile PECgw at 1 m Soil Depth (ug/L)
Crop Scenario
Fluroxypyr DCP DMP
Spring Chateaudun <0.0001 <0.0001 <0.0001
cereals
Hamburg 0.0005 <0.0001 0.0001
Jokioinen <0.0001 <0.0001 <0.0001
Kremsmiinster 0.0004 <0.0001 <0.0001
Okehampton 0.0007 <0.0001 0.0001
Porto <0.0001 <0.0001 <0.0001
Table 8.8-24: PECgw for Fluroxypyr and metabolite(s) on spring cereals (with FOCUS
PEARL 5.5.5) — alkaline soils
80™ Percentile PECgw at 1 m Soil Depth (ug/L)
Crop Scenario
Fluroxypyr DCP DMP
Spring Chateaudun <0.0001 <0.0001 <0.0001
cereals
Hamburg 0.0005 <0.0001 0.0001
Jokioinen <0.0001 <0.0001 <0.0001
Kremsmiinster 0.0004 <0.0001 <0.0001
Okehampton 0.0007 <0.0001 0.0001
Porto <0.0001 <0.0001 <0.0001
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Table 8.8-25: PECgw for Fluroxypyr and metabolite(s) on spring cereals (with FOCUS
PELMO 6.6.4) — acidic/neutral soils
80t Percentile PECgw at 1 m Soil Depth (ug/L)
Crop Scenario
Fluroxypyr DCP DMP
Spring Chateaudun <0.001 <0.001 <0.001
cereals
Hamburg <0.001 <0.001 <0.001
Jokioinen <0.001 <0.001 <0.001
Kremsmiinster <0.001 <0.001 <0.001
Okehampton <0.001 <0.001 <0.001
Porto <0.001 <0.001 <0.001
Table 8.8-26: PECgw for Fluroxypyr and metabolite(s) on spring cereals (with FOCUS
PELMO 6.6.4) — alkaline soils
80t Percentile PECgw at 1 m Soil Depth (ug/L)
Crop Scenario
Fluroxypyr DCP DMP
Spring Chateaudun <0.001 <0.001 <0.001
cereals
Hamburg <0.001 <0.001 <0.001
Jokioinen <0.001 <0.001 <0.001
Kremsmiinster <0.001 <0.001 <0.001
Okehampton <0.001 <0.001 <0.001
Porto <0.001 <0.001 <0.001

ZRMS comments:

Clopyralid

The calculations of PECgw submitted by Applicant have been accepted.

PECgw values were calculated for clopyralid and its metabolites for proposed uses in GAP.

All input parameters for clopyralid and its metabolites were considered acceptable as they followed the LoEP EFSA
Journal 2018;16(7):5389).

Calculations were performed using new version the standard FOCUS procedures. Calculations were performed
using new version the standard FOCUS PEARL v5.5.5 and FOCUS PELMO v6.6.4 models.

The calculation were performed on winter cereals and recommended by GAP on spring cereals for BBCH 21-33:
on TIER 1 with PUF=0

on TIER 1 every other year with PUF=0

on TIER 2 every year with PUF=0.0002711

on TIER 3 every year with PUF=0.

Fluroxypyr
PECgw values were calculated for fluroxypyr and its metabolites for application proposed in GAP.
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All input parameters were considered acceptable as they followed the EFSA Journal 2011;9(3):2091 and Adden-
dum: Confirmatory Information December 2014.

Calculations were performed using new version the standard FOCUS PEARL v5.5.5 and FOCUS PELMO
v6.6.4madels.

The presented above results of the model calculations demonstrate that neither fluroxypyr nor its metabolites were
presented in the leachate in amounts > 0.1 pg/L, for any of the combinations of FOCUS Scenario. It can be therefore
stated that neither fluroxypyr nor its major soil metabolites, pose a serious threat to the groundwater compartment,
when fluroxypyr is used according to the GAP.

PECgw values were calculated for application proposed in GAP.

All input parameters were considered acceptable in line the EFSA Journal 2011;9(3):2091 and Addendum: Con-
firmatory Information December 2014.

Florasulam

Calculations of PECgw for active substance and its metabolites were accepted.

The endpoints agreed at the EU level ( EFSA Journal 2015; 13(1):3984) were used in modeling.

Relevant active substance metabolites were considered too.

Calculations of PECgw for active substance were accepted. The recommended FOCUS models were used:

FOCUS PEARL v5.5.5 and FOCUS PELMO v6.6.4 models.

The maximum PECgw for active substance is below the trigger value 0.1 pg/L for proposed patter use in spring
cereals. Relevant active substance metabolites were considered too.

According to PECgw modelling with FOCUS PELMO 6.6.4 and FOCUS PEARL 5.5.5 a ground water contamina-
tion of the active substances florasulam, clopyralid, fluroxypyr at a concentration of > 0.1 pg/L is not expected in
use on winter/spring cereals for all scenarios, except Jokioinen for use of clopyralid.

For the metabolites a groundwater concentration of > 0.1 ug/L cannot be excluded. However, the risk assessment for
metabolites was performed in B-10 section and concluded that there is no risk to consumer.

8.9 Predicted Environmental Concentrations in surface water (PECsw) (KCP
9.2.5)
8.9.1 Justification for new endpoints

EU approved endpoints were evaluated during Annex I inclusion for active substances. All relevant data
are presented in :

- Florasulam - EFSA Journal 2015; 13(1):3984

- Clopyralid - EFSA Journal 2018;16(7):5389,

- Fluroxypyr — EFSA Journal 2011;9(3):2091

8.9.2 Active substance(s), relevant metabolite(s) and the formulation (KCP 9.2.5)
Table 8.9-1: Input parameters related to application for PECswsep calculations
Plant protection product CHR/H/CFF 250 EC SC
Use No. 1
Crop Winter cereals/Spring cereals
Application rate (kg as/ha) Florasulam: 0.005
Dilfufenican: 0.06
Fluroxypyr:0.06 (Fluroxypyr-MHE: 0.0864)
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Number of applications/interval (d)

1/-

Application window

September - Febuary

Application method

annual

CAM (Chemical application method)

Soil depth (cm)

Models used for calculation

FOCUS SWASH v3.1, FOCUS PRZM v3.3.1,
FOCUS MACRO v5.5.3, FOCUS TOXWA
v3.3.1

8.9.2.1 Florasulam and its metabolites
Table 8.9-2: Input parameters related to active substance Florasulam and metabolite(s) for
PECswised calculations STEP 1/2 and 3(/4
Com- Florasu- 5-OH DFP- | ASTCA TSA TPSA ASTP 5-OH Value in
pound lam Florasu- | ASTCA ASTP accord-
lam ance to EU
endpoint
yIn/
Reference
Molecular | 359.3 345.26 304.20 | 192.13 | 148.14 | 248.17 | 247.20 233.18 EFSA
weight Journal
(g/mol) 2015;
13(1):3984
Saturated |1.0E-6Pa|2.7E-6Pa| 3.0E-6 | 20E-6 | 1.0E-4 | 3.0E-4 | 1.0E-8 | 6.0E-4Pa EFSA
vapour at 20°C at 20°C Pa at Pa at Pa at Pa at Pa at at 20°C Journal
pressure 20°C 20°C 20°C 20°C 20°C 2015;
(Pa) 13(1):3984
Water 6360 354 87400 | 250000 | 10900 6360 6360 6360 EFSA
solubility Journal
(mg/L) 2015;
13(1):3984
Diffusion not not not not not not not not default
coefficien | required | required | required | required | required | required | required | required
tinwater | for Step | for Step | for Step | for Step | for Step | for Step | for Step | for Step
(m?/d) 1+2/ 1+2/ 1+2/ 1+2/ 1+2/ 1+2/ 1+2/ 1+2/
43x10° [43x10-5|4.3x10 | 43x10-|43x10-|4.3x10-|4.3x10-| 43x10-5
5 5 5 5 5
Diffusion not not not not not not not not default
coefficien | required | required | required | required | required | required | required | required
tinair for Step | for Step | for Step | for Step | for Step | for Step | for Step | for Step
(m?/d) 1+2/0.43 | 1+2/0.43 | 1+2/0.43 | 1+2/0.43 | 1+2/0.43 | 1+2/0.43 | 1+2/0.43 | 1+2/0.43
Kroc 10.53 14.53 78.15 104.81 23.46 41,52 60.22 77.74 EFSA
(mL/qg) Journal
2015;
13(1):3984
Freundlic 0.945 0.91 0.85 0.94 0.94 n.d. n.d. n.d. EFSA
h Journal
Exponent 2015;
1/n 13(1):3984
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Com- Florasu- 5-OH DFP- | ASTCA | TSA TPSA ASTP 5-OH Value in
pound lam Florasu- | ASTCA ASTP accord-
lam ance to EU
endpoint
yIn/
Reference
Plant 0 0 0 0 0 0 0 0 EFSA
Uptake Journal
2015;
13(1):3984
Wash-Off not not not not not not not not EFSA
factor required | required | required | required | required | required | required | required Journal
from for Step | for Step | for Step | for Step | for Step | for Step | for Step | for Step 2015;
Winter 1+2/ 1+2/ 1+2/ 1+2/ 1+2/ 1+2/ 1+2/ 1+2/ 13(1):3984
cereals 0.05 0.05 0.05 0.05 0.05 0.05 0.05 0.05
(1/mm)  [(MACRO)|(MACRO)| (MACR | (MACR | (MACR | (MACR | (MACR | (MACRO)
0.50 0.50 0) 0) 0) 0) 0) 0.50
(PRZM) | (PRZM) 0.50 0.50 0.50 0.50 0.50 (PRZM)
(PRZM) | (PRZM) | (PRZM) | (PRZM) | (PRZM)
DTso,s0il 1.55 14.98 16.62 297.47 83.74 365 365 365 EFSA
(d) Journal
2015;
13(1):3984
DTso,water 15.03 1000 1000 1000 1000 1000 1000 1000 EFSA
(d) Journal
2015;
13(1):3984
DTso,sed 15.03 1000 1000 1000 1000 1000 1000 1000 EFSA
(d) Journal
2015;
13(1):3984
DTs0,whole 15.03 1000 1000 1000 1000 1000 1000 1000 EFSA
system (d) Journal
2015;
13(1):3984
Maximum - Total Total Total Total Total Total Total EFSA
occurrenc Water and | Water Water Water Water Water | Water and Journal
e Sediment: and and and and and Sediment: 2015;
observed 99 Sediment | Sediment | Sediment | Sediment | Sediment 29 13(1):3984
(% molar 189 :53.8 | :0.0001 : 58 121
basis with Soil:71.6 Soil:
respect to Soil: Soil: 40 Soil: Soil: Soil: 0.0001
the 17.8 15.9 0.0001 | 0.0001
parent)
Formation - 0.854 from| 1.00 0.781 0.219 n.d. n.d. n.d. EFSA
fraction in florasulam | from 5- from from Journal
soil: OH DFP- DFP- 2015;
florasula| ASTCA | ASTCA 13(1):3984
m 1.000
from
ASTCA
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PECswised
Table 8.9-3: FOCUS Step 1,2 PECsw and PECsed for Florasulam following single/ multiple
application(s) of CHR/H/CFF 250 EC SC to winter cereals
Scenario Waterbody Max PECsw | Dominant entry | 21 d- PECswtwa Max PECseq
(ng/L)* route (ng/L)** (ng/kg)*

FOCUS

Step 1 1.69 drainage/run off 1.08 0.17

Step 2

Northern March-May 0.09 drainage/run off 0.06 0.01

Europe

* single applications should be marked.
**  twa-time as required by ecotox

Table 8.9-4: FOCUS Step 1,2 PECsw and PECsed for Florasulam following single/ multiple
application(s) of CHR/H/CFF 250 EC SC to spring cereals
Scenario Waterbody Max PECsw | Dominant entry | 21 d- PECsw twa Max PECseq
(ng/L)* route (ng/L)** (ng/kg)*
FOCUS
Step 1 1.69 drainage/run off 1.08 0.17
Step 2
Northern March-May 0.09 drainage/run off 0.06 0.01
Europe

* single applications should be marked.
**  twa-time as required by ecotox

Metabolite(s) of Florasulam

Table 8.9-5: FOCUS Step 1, 2 PECsw and PECsed for 5-OH florasulam, DFP-ASTCA,
ASTCA, TSA, TPSA, ASTP and 5-OH ASTP following single application to
Winter cereals

Scenario| Metabolite Waterbody Max PECsw | Dominat entry 21 d- Max PECsed

(ng/L)* route PECsw,twa (ng/kg)*

FOCUS (ng/L)**

Step 1 5-OH --- 2.72 drainage/run off 2.70 0.40

Step 2 Florasulam — _

Northern March-May 0.28 drainage/run off 0.28 0.04

Europe

Southern - - - - -

Europe

Step 1 DFP-ASTCA --- 0.34 drainage/run off 0.34 0.27

Step 2 -
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Scenario

FOCUS

Metabolite

Waterbody

Max PECsw
(ng/L)*

Dominat entry
route

21d-
PECsw,twa

(ng/L)**

Max PECsed
(ng/kg)*

Northern
Europe

Southern
Europe

March-May

0.05

drainage/run off

0.05

0.04

Step 1

Step 2

Northern
Europe

Southern
Europe

ASTCA

0.75

drainage/run off

0.74

0.78

0.09

drainage/run off

0.09

0.09

Step 1

Step 2

Northern
Europe

Southern
Europe

TSA

0.11

drainage/run off

0.11

0.02

0.02

drainage/run off

0.02

0.00

Step 1

Step 2

Northern
Europe

Southern
Europe

TPSA

0.65

drainage/run off

0.65

0.27

0.04

drainage/run off

0.04

0.02

Step 1

Step 2

Northern
Europe

Southern
Europe

ASTP

0.23

drainage/run off

0.23

0.14

0.01

drainage/run off

0.01

0.01

Step 1

Step 2

Northern
Europe

Southern
Europe

5-OH ASTP

0.29

drainage/run off

0.29

0.23

March-May

0.02

drainage/run off

0.02

0.01
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Table 8.9-6: FOCUS Step 1, 2 PECsw and PECsed for 5-OH florasulam, DFP-ASTCA,
ASTCA, TSA, TPSA, ASTP and 5-OH ASTP following single application to
spring cereals

Scenario | Metabolite Waterbody Max PECsw | Dominat entry 21d- Max PECsed
(ng/L)* route PECsw,twa (ng/kg)*

FOCUS (ng/L)**

Step 1 5-OH --- 2.72 drainage/run off 2.70 0.40

Step 2 Florasulam _

Northern March-May 0.28 drainage/run off 0.28 0.04
Europe

Southern - - - - -
Europe

Step 1 DFP-ASTCA --- 0.34 drainage/run off 0.34 0.27

Step 2 -

Northern March-May 0.05 drainage/run off 0.05 0.04
Europe

Southern - - - - -
Europe

Step 1 ASTCA 0.75 drainage/run off 0.74 0.78

Step 2 -

Northern March-May 0.09 drainage/run off 0.09 0.09
Europe

Southern - - - - -
Europe

Step 1 TSA 0.11 drainage/run off 0.11 0.02

Step 2 -

Northern March-May 0.02 drainage/run off 0.02 0.00
Europe

Southern - - - - -
Europe

Step 1 TPSA 0.65 drainage/run off 0.65 0.27

Step 2 -

Northern March-May 0.04 drainage/run off 0.04 0.02
Europe

Southern - - - - -
Europe

Step 1 ASTP --- 0.23 drainage/run off 0.23 0.14

Step 2 -

Northern March-May 0.01 drainage/run off 0.01 0.01
Europe

Southern - - - - -
Europe

Step 1 5-OH ASTP 0.29 drainage/run off 0.29 0.23
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Scenario | Metabolite Waterbody Max PECsw | Dominat entry 21d- Max PECsed
(ng/L)* route PECsw,twa (ng/kg)*
FOCUS (ng/L)**
Step 2 -
Northern March-May 0.02 drainage/run off 0.02 0.01
Europe
Southern - - - - -
Europe
8.9.2.2 Clopyralid and its metabolites
Table 8.9-7: Input parameters related to Clopyralid and metabolite(s) for PECswised calcu-
lations STEP 1/2
Compound Clopyralid Value in accordance to EU endpoint y/n/
Reference
Molecular weight 191.96 EFSA Journal 2018;16(7):5389

(g/mol)

Saturated vapour
pressure (Pa)

1.36 x 10-3 Pa at 20°C

EFSA Journal 2018;16(7):5389

Water solubility
(mg/L)

1.43 x 105

EFSA Journal 2018;16(7):5389

Diffusion not required for Step 1+2 default
coefficient in water

(m?/d)

Diffusion not required for Step 1+2 default

coefficient in air
(m?/d)

Ktoc (ML/Q) 1.41 EFSA Journal 2018;16(7):5389
Freundlich 0.836 EFSA Journal 2018;16(7):5389
Exponent

1/n

Plant Uptake 0 EFSA Journal 2018;16(7):5389
DT s0,50i1 () 7.05 EFSA Journal 2018;16(7):5389
DT 0 water (0) 1000 EFSA Journal 2018;16(7):5389
DTs0,sed (d) 1000 EFSA Journal 2018;16(7):5389
DTso,whole system (d) 1000 EFSA Journal 2018;16(7):5389
Maximum - -

occurrence

observed (% molar
basis with respect
to the parent)

Formation fraction
in soil:
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PECswised
Table 8.9-8: FOCUS Step 1,2 PECsw and PECsed for Clopyralid following single/ multiple
application(s) of CHR/H/CFF 250 EC SC to winter cereals
Scenario Waterbody Max PECsw | Dominant entry | 21 d- PECswtwa Max PECseq
(ng/L)* route (ng/L)** (ng/kg)*
FOCUS
Step 1 20.51 Drainage/run off 20.36 0.29
Step 2
Northern | March-May 3.24 Drainage/run off 3.22 0.05
Europe
Table 8.9-9: FOCUS Step 1,2 PECsw and PECsed for Clopyralid following single/ multiple
application(s) of CHR/H/CFF 250 EC SC to spring cereals
Scenario Waterbody Max PECsw | Dominant entry | 21 d- PECswtwa Max PECsq
(ng/L)* route (ng/L)** (ng/kg)*
FOCUS
Step 1 20.51 Drainage/run off 20.36 0.29
Step 2
Northern | March-May 3.24 Drainage/run off 3.22 0.05
Europe
8.9.2.3 Fluroxypyr and its metabolites
Table 8.9-10: Input parameters related to active substance Fluroxypyr and metabolite(s) for
PECswised calculations STEP 1/2 and 3(/4
Compound | Fluroxypyr- | Fluroxypyr | DCP DMP 3-CP Value in ac-
MHE acid cordance to
EU endpoint
yin/
Reference
Molecular 367.3 255 197 211 162 EFSA Journal
weight 2011;9(3):2091 (
(g/mol) 2003).
Saturated 1.349E-06 3.78E-09 3.78E-09 3.78E-09 3.78E-09 EFSA Journal
vapour 2011;9(3):2091 (
pressure (Pa) 2003).
Diffusion not required not required not required | not required for |not required for |default
coefficient in |for Step 1+2 | for Step 1+2/ |for Step 1+2 |Step 1+2 Step 1+2
water (m?/d)
Diffusion not required not required not required | not required for |not required for |default
coefficientin |for Step 1+2  |for Step 1+2 | for Step 1+2 |Step 1+2 Step 1+2
air (m%d)
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Compound | Fluroxypyr- | Fluroxypyr | DCP DMP 3-CP Value in ac-
MHE acid cordance to
EU endpoint
yIn/
Reference
Water 0.009 91 91 91 91 EFSA Journal
- 2011;9(3):2091 (
solubility 2003),
(mg/L)
KOoC 19550 68 708 for 321.4 0 EFSA Journal
L 2011;9(3):2091 (
ac!dlc/neutral 2003),
soils
68.5 for
alkaline soils
Plant Uptake |not required not required not required | not required for |not required for | default
for Step 1+2  |for Step 1+2 | for Step 1+2 | Step 1+2 Step 1+2
Wash-Off 0.05 not required not required | not required for |not required for |default
factor from (MACRO) for Step 1+2/ | for Step 1+2/ | Step 1+2/ Step 1+2
Crop (1/mm) |0.50 (PRZM)
DTso,0il (d) 0.7 13.9 17.6 111.11 0.001 (worst case) | EFSA Journal
2011;9(3):2091 (
2003).
DT50vwater (d) 381 381 355 1000 1000 EFSA \]Ournal
2011;9(3):2091 (
DTso,sed (d) 38.1 1000 1000 d 1000 d 1000 2003).
DTso.whole 38.1 38.1 35.5d 1000 d 1000
system (d)
Maximum - - Maximum Maximum Maximum EFSA Journal
occurrence occurrence | occurrence occurrence 2011;9(3):2091 (
observed (% observed in | observed in soil: | observed in soil: | 22%%)-
molar basis s0il: 23.9% |38.2 % 0.00001 %
with respect Max 55.5 % |Max 0.0001% |Max 24.4% in
to the parent) in water in water water
PECswised
Table 8.9-11: FOCUS Step 1,2 PECsw and PECsed for Fluroxypyr-MHE following single/
multiple application(s) of CHR/H/CFF 250 EC SC to winter cereals
Scenario Waterbody Max PECsw | Dominant entry | 21 d- PECsw,wa Max PECseq
(ng/L)* route (ng/L)** (ng/kg)*
FOCUS
Step 1 1.86 Drainage/runoff |0.93 209.91
Step 2
Northern | March- May 0.79 Drainage/runoff |0.06 6.02
Europe

* single applications should be marked.
**  twa-time as required by ecotox
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Table 8.9-12: FOCUS Step 1,2 PECsw and PECsed for Fluroxypyr acid following single/ mul-
tiple application(s) of CHR/H/CFF 250 EC SC to winter cereals
Scenario Waterbody Max PECsw | Dominant entry | 21 d- PECswtwa Max PECseq
(ng/L)* route (ng/L)** (ng/kg)*
FOCUS
Step 1 18.89 Drainage/runoff |15.66 12.58
Step 2
Northern |March- May 3.49 Drainage/runoff |2.93 2.36
Europe
Table 8.9-13: FOCUS Step 1,2 PECsw and PECsed for Fluroxypyr-MHE following single/
multiple application(s) of CHR/H/CFF 250 EC SC to spring cereals
Scenario Waterbody Max PECsw | Dominant entry | 21 d- PECswtwa Max PECsq
(ng/L)* route (ng/L)** (ng/kg)*
FOCUS
Step 1 1.86 Drainage/runoff |0.93 209.91
Step 2
Northern |March- May 0.79 Drainage/runoff |0.06 6.02
Europe

*  single applications should be marked.

**  twa-time as required by ecotox

Table 8.9-14: FOCUS Step 1,2 PECsw and PECsed for Fluroxypyr acid following single/ mul-
tiple application(s) of CHR/H/CFF 250 EC SC to spring cereals
Scenario Waterbody Max PECsw Dominantentry | 21 d- PECsw,twa Max PECsed
(ng/L)* route (ug/L)** (ng/kg)*

FOCUS

Step 1 18.89 Drainage/runoff |15.66 12.58

Step 2

Northern | March- May 3.49 Drainage/runoff |2.93 2.36

Europe

Metabolite(s) of Fluroxypyr

Table 8.9-15: FOCUS Step 1, 2 PECsw and PECsed for Pyridinol following single applica-
tion(s) to winter cereals in acid/neutral soils
Scenario Waterbody Max PECsw Dominatentry | 21 d- PECsw,twa Max PECsed
(ng/L)* route (ug/L)** (ng/kg)*
FOCUS
Step 1 --- 6.55 Drainage/runoff 5.28 44.68
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Scenario Waterbody Max PECsw Dominatentry | 21 d- PECsw,twa Max PECsed
(ng/L)* route (ng/L)** (ng/kg)*
FOCUS
Step 2
Northern | March- May 1.18 Drainage/run off | 104 8.23
Europe
Table 8.9-16: FOCUS Step 1, 2 PECsw and PECsed for Pyridinol following single applica-
tion(s) to winter cereals in alkaline soils
Scenario Waterbody Max PECsw Dominatentry | 21 d- PECsw,twa Max PECsed
(ng/L)* route (ng/L)** (ng/kg)*
FOCUS
Step 1 11.48 Drainage/runoff 9.40 7.70
Step 2
Northern | March- May 2.07 Drainage/run off |1.72 141
Europe

*  single applications should be marked.

**  twa-time as required by ecotox

Table 8.9-17: FOCUS Step 1, 2 PECsw and PECsed for Methoxypyridine following single
application(s) to winter cereals
Scenario Waterbody Max PECsw Dominatentry | 21 d- PECsw,twa Max PECsed
(ng/L)* route (ueg/L)** (ng/kg)*

FOCUS

Step 1 --- 4.43 Drainage/runoff 4.39 14.22

Step 2

Northern | March- May 0.86 Drainage/run off  [0.86 2.77

Europe

*  single applications should be marked.

**  twa-time as required by ecotox

Table 8.9-18: FOCUS Step 1, 2 PECsw and PECsed for 3-CP acid following single applica-
tion(s) to winter cereals
Scenario Waterbody Max PECsw Dominatentry | 21 d- PECsw,twa Max PECsed
(ng/L)* route (ug/L)** (ng/kg)*

FOCUS

Step 1 --- 3.19 Drainage/runoff 3.16 0.00

Step 2

Northern | March- May 0.59 Drainage/run off | 0.59 0.00

Europe

* single applications should be marked.

**  twa-time as required by ecotox
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Table 8.9-19: FOCUS Step 1, 2 PECsw and PECsed for Pyridinol following single applica-
tion(s) to spring cereals in acid/neutral soils
Scenario Waterbody Max PECsw Dominatentry | 21 d- PECsw,twa Max PECsed
(ng/L)* route (ug/L)** (ng/kg)*
FOCUS
Step 1 6.55 Drainage/runoff |5.28 44.68
Step 2
Northern | March- May 1.18 Drainage/run off |104 8.23
Europe
Table 8.9-20: FOCUS Step 1, 2 PECsw and PECsed for Pyridinol following single applica-
tion(s) to spring cereals in alkaline soils
Scenario Waterbody Max PECsw Dominatentry | 21 d- PECsw,twa Max PECsed
(ng/L)* route (ug/L)** (ng/kg)*
FOCUS
Step 1 11.48 Drainage/runoff |9.40 7.70
Step 2
Northern |March- May 2.07 Drainage/run off |1.72 1.41
Europe

*  single applications should be marked.

**  twa-time as required by ecotox

Table 8.9-21: FOCUS Step 1, 2 PECsw and PECsed for Methoxypyridine following single
application(s) to spring cereals
Scenario Waterbody Max PECsw Dominatentry | 21 d- PECsw,twa Max PECsed
(ng/L)* route (ug/L)** (ng/kg)*

FOCUS

Step 1 4.43 Drainage/runoff |4.39 14.22

Step 2

Northern |March- May 0.86 Drainage/run off |0.86 2.77

Europe

*  single applications should be marked.

**  twa-time as required by ecotox

Table 8.9-22: FOCUS Step 1, 2 PECsw and PECsed for 3-CP acid following single applica-
tion(s) to spring cereals
Scenario Waterbody Max PECsw Dominatentry | 21 d- PECsw,twa Max PECsed
(ng/L)* route (ng/L)** (ng/kg)*
FOCUS
Step 1 3.19 Drainage/runoff |3.16 0.00
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Scenario Waterbody Max PECsw Dominatentry | 21 d- PECsw,twa Max PECsed
(ng/L)* route (ng/L)** (ng/kg)*
FOCUS
Step 2
Northern | March- May 0.59 Drainage/run off |{0.59 0.00
Europe

* single applications should be marked.
**  twa-time as required by ecotox
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8.9.2.4 PECswised of CHR/H/CFF 250 EC SC

Table 8.9-23: PECsw of CHR/H/CFF 250 EC SC assuming application 543.1 g prod/ha (0.5L
on winter cereals) in Drift calculator into surface water from SWASH ver 5.3

Intended use Winter cereals
Formulation CHR/H/CFF 250 EC
Application rate (g[prod]/ha) 1X543.1¢g

Entry into surface water via spraydrift (Drift alculator from SWASH)

Buffer zone (m) PECsw [pg prod/L

1 3471+ 3.4892

5 0.9458

Application Rate (g aifha): |541.3 Crop: Cereals, winter -
Number of Applications: [ - ‘Waterbody: focus_ditch -

Use FOCUS (step 3) or mitigation distances {m)? FOCUS values -
Application Rate (g aifha): |543.1 Crop: Cereals, winter hd

Info: Dimensions of receiving water body and field site (m) Number of Applications: [ ~|  Waterbody: focus_ditch =2
Width: |1 Depth: |0.30 Length: 100 Use FOCUS (step 3) or mitigation distances (m)? 5 -
Distance: Crop <-{0.50 > Top of bank <--0.50 —=> Water Info: Dimensions of receiving water body and field site (m)

Width: |1 Depth: |9.30 Length: 100
Distance: Crop <5 —=> Water

Info: Drift regression terms to provide overall 90th percentile drift data
Regression parameters A ‘2‘7593 B: ‘{1.9778 C: 27593 D: -0.9778

Info: Drift regression terms to provide overall 90th percentile drift data
Regression parameters 4 [27583 B [0.89778  C [27883 D [0.977

Distance for change in regression (m)|1.0

Distance for change in regression {m){1.0

Drift percentile per event|/90 based on a total of |1 applications.

atedge nearestfield  farthest from field  areicmean Drift percentle per event/30 based on 2 total of |1 applications.
Ditance from crop: (m) [1.00 [2.00 atedge nearestfield  farthest from fild  areic mean
% of application rate:  [2.7593 [1.4010 1.9274 Distance from crop: (m) [5.00 [6.00

% of application rate:  [0.5719 [0.4785 0.5224
Mass loading per drift event: 1.0433 mg per m2 of water surface area.
e T A, Mass loading per drift event:  [0.2837 mg per m2 of water surface arca.
resulting from drift event:[3.4777 uaL (for comparison with modeling resuit) Nominal concentration in water,
resulting from drift event:{0.9458 ug/L (for comparison with modelling result)
Data sources: Save Screen | 2 print | £ %
Spray drift data are from BEA. (2000 and AgDRIFT 111, (1399). £ = Data sources: & save Screen Print

Spray drift data are from BBA, [2000) and AgDRIFT L1, (1953
Caloulations of percentile drift are from spreadsheet of Travis, (1938). J-;L Close

Caloulations of percentile drft are fram spreadsheet of Travis, (193], L dese |
- drift curves by Fuzzell and Yan, (2000 and 2001).

Regressions of diift surves and spreadsheet oaloulations are by Russell and Yon, (2000 and 2001).
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Application Rate (g aifha): |543.1 Crop: |Cereals, winter j
Number of Applications: [ - Waterbody: focus_ditch -
Use FOCUS (step 3) or mitigation distances {m)? |FOCUS values j

Info: Dimensions of receiving water body and field site (m)

Width: |1 Depth: |0.30 Length: 100
Distance: Crop <—{0.50 - Top of bank <-40.50 —>= Water

Info: Drift regression terms to provid Il 90th p ile drift data
Regression parameters A |2.?593 B: |-0.9??B C: |2.?593 D: |-0.9??B

Distance for change in regression (m){1.0

Drift percentile per event{30 based on a total of |1 applications.

at edge nearest field  farthest from field areic mean

Distance from crop: (m) |1.DD |2.DD
% of application rate:  [2.7593 [1.4010 1.9274
Mass loading per drift event: 1.0468 mg per m2 of water surface area.

MNominal concentration in water,
resulting from drift event:|3.4892 ug/L (for comparison with modelling result)

Data sources: & save Screen | Print |
Spray drift data are from BEA, [2000] and AgORIFT 111, [1933).

Caleulations of percentile drift are from spreadsheet of Travis, [1938). = cl
Fiegrezsions of drift curves and spreadsheet calculations are by Ruszell and ‘Yon, (2000 and 2001). IL iz=

ZRMS comments:

The calculations of PECsw/sed submitted by Applicant for active substances florasulam, clopyralid, fluroxypyr
have been accepted. All input parameters for active substances florasulam, clopyralid, fluroxypyr and their metabo-
lites and formulation. are considered acceptable.

PECsw values were calculated in Step 1 and 2 and Step 3 and Step 4 for active substances.

PECsw values for active substance metabolites were calculated in Step 1 and 2 and for proposed uses in GAP.

8.10 Fate and behaviour in air (KCP 9.3, KCP 9.3.1)

Table 8.10-1 Summary of atmospheric degradation and behaviour

Compound Florasulam

Direct photolysis in air Not studied - no data requested

Quantum yield of direct phototransformation Not determined

Photochemical oxidative degradation in air DT50 of 1.706 days hours derived by the Atkinson model
(version 1.92). OH (12-h ) concentration assumed = 1.6
E-6

Volatilisation from plant surfaces (BBA guideline): 1.7 % after 24
hours
from soil surfaces (BBA guideline): negligible after 24
hours

Metabolites Not examined
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The vapour pressure at 20 °C of the active substance Florasulam is < 10° Pa. Hence the active substance
Florasulam is regarded as non-volatile Therefore exposure of adjacent surface waters and terrestrial eco-
systems by the active substance Florasulam due to volatilization with subsequent deposition should not be
considered.

Table 8.10-2 Summary of atmospheric degradation and behaviour for Clopyralid (EFSA Journal
2018;16(7):5389)

Compound Clopyralid
Direct photolysis in air No data submitted nor required
Quantum yield of direct phototransformation Not determined
Photochemical oxidative degradation in air Atkinson calculation using AOPWIN v.1.90
DT50 = 19.5 days (Madsen 2002)
Volatilisation BBA guideline: from plant surfaces: <4 % in 24 hours (Day
& Rudel 1994)
BBA guideline: from soil: <2 % in 24 hours
(Day & Rudel 1994)
Metabolites Not examined

The vapour pressure at 20 °C of the Clopyralid is 1.36 x 10-3 Pa. Clopyralid is regarded as low-volatile
(volatilisation from soil and from plant surface). Therefore exposure of adjacent surface waters and terres-
trial ecosystems by the Clopyralid due to volatilization with subsequent deposition is not considered.

Table 8.10-3 Summary of atmospheric degradation and behaviour

Direct photolysis in air T Not studied - no data requested

Quantum yield of direct phototransformation active substance: not applicable as for . = 290 nm £ < 10
L-mol™em™ (the substance does not absorb in the near
UWV-VIS region of spectrum).

Photochemical oxidative degradation in air § Fluroxypyr MHE: DTs = 9.82 h. derived by the
Atkinson model (version 1.70). OH (24 h) concentration
assumed = 5.0ES rad/cm’

Fluroxypyr acid: DTsp =13 35 h. denived by the
Atkinson model (version 1.70). OH (24 h) concentration
assumed = 5.0E5 rad/cm’

Volatilisation § from plant surfaces (BBA guideline): not examined dus
to low volatility of Fluroxypyr

from soil surfaces (BBA gudeline): not examined due to
low volatility of Fluroxypyr

Metabolites None
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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. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review
Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N

Published or not
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner
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Data point

Author(s)

Year

Title

Company Report No.
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Title
Company Report No. Vertebrate

Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N

Published or not

KCP 9.1.2 |Kroger, F. 2016 | Soil dissipation study with one spring application of GF-1966 (Clopyralid) at one site to bare soil | N DAS
in South Europe in 2015.

Eurofins Agroscience Services, Stade, Germany
Eurofins Study S15-02992

DAS Study No. 150673

GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP 9.1.2 |Robinson, P. 2016 | Estimation of kinetic endpoints for clopyralid from field soil dissipation studies (Southern Europe). | N DAS
Dr Knoell Consult Ltd., Cardiff, UK
DAS Study No. 160486

GLP/GEP (Y/N): No

Published (Y/N): No

KCP 9.1.2 |Ahrens, C. & Kroger, F. | 2017 |Final report — Field soil dissipation study with one spring application of GF-1966 (Clopyralid) at | N DAS
one site in North EU and one site in South EU to bare soil in 2016 - 2017. Eurofins Agroscience
Services, Stade, Germany; Eurofins Study S16-01795 DAS Study No. 160394 GLP/GEP (Y/N):
No Published (Y/N): No

KCP 9.1.2 |Robinson, P. 2017 |Estimation of kinetic endpoints for clopyralid from soil dissipation studies (North and South N DAS
Europe). Dr Knoell Consult Ltd., Cardiff, UK DAS Study No. 170481 GLP/GEP (Y/N): No
Published (Y/N): No

KCP9.1.2 |Reeves, G. L. & 2002 | Adsorption/Desorption of Clopyralid in Soil: Corrections to Final Report of Study DW 2/92 from |N DAS
Mittelstaedt, W. August 1993

DAS Report No.GHE-P-9762

Forschungszentrum Julich GmbH, Julich, Germany
GLP/GEP (Y/N): Yes

Published (Y/N): No

KCP 9.1.2 |Buntain, I., Simmonds, | 2015 | [14C]-Clopyralid: Adsorption to and Desorption from Five Soils N DAS
M. DAS Report N0.130699

Battelle UK Ltd., Chelmsford, Essex, UK
GLP/GEP (Y/N): Yes

Published (Y/N): No
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KCP 9.1

Freeman, J. M.
H., Houghton,
S., McAllister-
Hewlings, N.
and Smith, D.

1985

Degradation and leaching of
fluroxypyr in soil - UK 1984
Dow Chemical Europe, UK

GHE-P-1303R

GLP: yes

not published

DOW

KCP 9.1

Poletika, N. N.,
Roberts, D. W.,
Phillips, A. M.
and Buttler, 1.
W.

1994

Terrestrial Field Dissipation of Fluroxypyr in Western Canada
A & L Great Lakes Laboratories Inc.,
3505 Conestoga Drive, Fort Wayne,
Indiana 46808-4413, USA

DowElanco, 9330 Zionsville Road,
Indianapolis, Indiana 46268-1053, USA
DowElanco Canada Inc.,

9635-45th Avenue, Edmonton,

Alberta, T6E 578, CANADA
Enviro-Quest,

Box 144, Minto, Manitoba,

ROK 1MO, CANADA

Normac AES Ltd.,

Box 880, Swift Current,

Saskatchewan, S9H 3WS8,

CANADA

Dow Elanco

GH-C 3210

GLP: yes

not published

DOW

KCP 9.1

Teasdale, R.

1995

Residues of Fluroxypyr in soft wheat at harvest and residues of Fluroxypyr 1-
methylheptyl ester (MHE), Fluroxypyr and two metabolites in soil following a single

DOW




CHR/H/CFF 250 EC/ Hapi 250 EC, Turango 250 EC

Part B — Section 8 - Core Assessment
Applicant version

Page 94 /105

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner




CHR/H/CFF 250 EC/ Hapi 250 EC, Turango 250 EC

Part B — Section 8 - Core Assessment
Applicant version

Page 95 /105

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner




CHR/H/CFF 250 EC/ Hapi 250 EC, Turango 250 EC

Part B — Section 8 - Core Assessment
Applicant version

Page 96 /105

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner




CHR/H/CFF 250 EC/ Hapi 250 EC, Turango 250 EC

Part B — Section 8 - Core Assessment
Applicant version

Page 97 /105

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner




CHR/H/CFF 250 EC/ Hapi 250 EC, Turango 250 EC

Part B — Section 8 - Core Assessment
Applicant version

Page 98 /105

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner




CHR/H/CFF 250 EC/ Hapi 250 EC, Turango 250 EC

Part B — Section 8 - Core Assessment
Applicant version

Page 99 /105

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner




CHR/H/CFF 250 EC/ Hapi 250 EC, Turango 250 EC

Part B — Section 8 - Core Assessment
Applicant version

Page 100 /105

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner




CHR/H/CFF 250 EC/ Hapi 250 EC, Turango 250 EC

Part B — Section 8 - Core Assessment
Applicant version

Page 101 /105

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner




CHR/H/CFF 250 EC/ Hapi 250 EC, Turango 250 EC

Part B — Section 8 - Core Assessment
Applicant version

Page 102 /105

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner




CHR/H/CFF 250 EC/ Hapi 250 EC, Turango 250 EC Page 103 /105
Part B — Section 8 - Core Assessment
Applicant version

Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N

Published or not




CHR/H/CFF 250 EC/ Hapi 250 EC, Turango 250 EC Page 104 /105
Part B — Section 8 - Core Assessment
Applicant version




CHR/H/CFF 250 EC/ Hapi 250 EC, Turango 250 EC Page 105 /105
Part B — Section 8 - Core Assessment
Applicant version

Appendix 2 Detailed evaluation of the new Annex Il studies

A2l Study 1

Comments of ZRMS: |Comment on study; acceptable or not; deficiencies, corrections, according to
recent guidelines or not, used in evaluation or only as additional information

Reference: Data point

Report Title, author(s), year, report No, document No, Authority registration No

Guideline(s): Yes/No (If yes, give guidelines; If no, give justification, e.g., “ no guidelines
available” or “ methods used comparable to guideline(s) xxx” )

Deviations: Yes/No (If yes, describe deviations from test guidelines)

GLP: Yes/No (If no, give justification, e.g., state that GLP was not compulsory at

the time the study was performed)
Acceptability: Yes/No/Supplementary

Materials and methods

Results and discussions

Conclusion

Appendix 3  Additional information provided by the applicant (e.g. detailed
modelling data)




