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ZRMS comment:
Submitted data are sufficient for evaluation

Data gap: The 2 years shelf-life study is on-going, study report shall be submitted when finished (approx.
August 2022). Based on the results of the storage studies submitted, one-year conditional registration of
the product is proposed.

Packaging: Based on the storage studies, proposed packaging types are acceptable.

1 Section 1: Identity of the plant protection product

In the following document, data for active substance ethofumesate was described during its renewal pro-
cess in 2016. Were reference to active substance data in the current risk assessment has been made, it was
based on the data presented by Bayer.

In June 14", 2018r Kemiron Koncentrat 500SC product has been renewed in Poland thus according to the
art. 59 reg. 1107/2009, data protection for mentioned data expired 30 months from date of first renewal of
authorisation of product containing that active substance (in this case December, 14" 2020).

Considering analogous arguments (art. 59 reg 1107/2009) — data protection of studies presented by UPL
for renewal of product Bettix Combi 500 SC (renewal of authorisation granted in Poland 14.02.2019 r.)
expires August 14", 2021.

Taking into account that some data was presented by others Notyfiers, Applicant would like to emphasise
that unprotected Bayer’s endpoints and input parameters accepted during renewal of active substance,
should be treated as an equivalent matching data in cases where any of endpoints might be protected.

1.1 Applicant (KCP 1.1)
Name: Innvigo sp. z 0.0.
Address: Innvigo sp. z 0.0.

Al. Jerozolimskie 178
02-486 Warszawa

Poland

1.2 Producer of the plant protection product and of the active substances
(KCP 1.2)

1.2.1 Producer(s) of the preparation

Confidential information or data are provided separately (Part C).

122 Producer(s) of the active substance(s)

Confidential information or data are provided separately (Part C).
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1.2.3 Statement of purity (and detailed information on impurities) of the active
substance(s)
1.2.3.1 Ethofumesate

According to Commission Implementing Regulation (Eu) 2016/1426:

Ethofumesate min. 968 970 g/kg (EFSA Journal 2016;14(1):4374,
SANTE/10119/2016 Rev. 3, Regulation (EU)
2016/1426)

13 Trade names and producer’s development code numbers for the preparation

(KCP 1.3)

Trade name:

Company code number:

BITT 500 SC, BETRON 500 SC, ETONAL 500 SC
CHR/H/ETO 500 SC

1.4 Detailed quantitative and qualitative information on the composition of the
preparation (KCP 1.4)

1.4.1 Composition of the plant protection product (KCP 1.4.1)
Table 1.4-1: Active substance(s) and variant(s) of the active substance(s)

Active substance / | Declared content of FAO Limits Technical content* | Technical content **

variant the pure active sub- (min — max) (g/L or g/kg) (Yow/w)
stance / variant
(o/L or g/kg)

Ethofumesate 500.0 g/L 475 - 525 515.085 g/L 45.5%wi/w

[ Based on the minimum purity of the active substance declared for registration in the active substance dossiers
**  Based on the density of the formulation = 1.132 g/ml

Table 1.4-2:
According to Commission Implementing Regulation (EU) 2016/1426:

Relevant impurities

Relevant impurity Maximum content

EMS (ethyl methane sulfonate) max of 0.1 mg/kg

max. 0.05 mg/L*
max of 0.1 mg/kg
max. 0.05 mg/L*

iBMS (iso-butyl methane sulfonate)

* In the formulation
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1.4.2 Information on the active substance(s) (KCP 1.4.2)
Table 1.4-3: Information on Ethofumesate
Type Ethofumesate

ISO common name | Ethofumesate

CAS No. 26225-79-6

EC No. 247-525-3

CIPAC No. 233

1.4.3 Information on safeners, synergists and co-formulants (KCP 1.4.3)

Confidential information - data are provided separately (Part C).

1.5 Type and code of the plant protection product (KCP 1.5)
Type: Suspension concentrate [Code: SC]
1.6 Function (KCP 1.6)

Herbicide in the form of suspension concentrate
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2 Section 2: Physical, chemical and technical properties of the plant
protection product

All studies have been performed in accordance with the current requirements and the results are deemed
to be acceptable. The appearance of the product is that of suspension liquid, white in colour, with a char-
acteristic odour. It is not explosive, has no oxidising properties. It has a self-ignition temperature of
530°C. The product is not flammable and has no flash point. In aqueous solution, it has a pH value around
7.05 at 20 °C. There is no effect of low or high temperature on the stability of the formulation beth-n-
after 7 days at °C and 14 days at 54 °C, Nneither the active ingredient content nor the technical properties
were changed.

ad a A S o ARY n = A a a¥a
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The stability data indicate a shelf life of at least 1 year at ambient temperature when stored in HDPE/PA.
Its technical characteristics are acceptable for a SC formulation.

The intended concentration of use is 0.2% to 0.5 %.

No specific tank mix is recommended.

Justified Proposals for Classification and Labelling (KCP 12) for physical chemical part only
No classification

Notifier Proposals for Risk and Safety Phrases (KCP 12)
P280: Wear protective gloves/protective clothing/eye protection/face protection.

Compliance with FAO specifications:

The product CHR/H/ETO 500 SC complies with FAO specifications for ethofumesate suspension con-
centrate:

-
Lp- | Test type Method RI ;eeqquuilrleemmesnl 'tt
) sl
1. | Physical state - HamaganRet
spection white-Heguid
2 | Ethetumesate-content—gH HPLC 500425
3 : oc. CIPAC—MT L 1340.05
BenveadaaRCmmml 32
(1) 0, 6 5 8 5
= ’ MF753 ’ ’
Suspt_ansmn staplllty (W/v) in water CIPAC D 30°C after |y 204 CIPAC 90
5 | 30 min., chemical method, min. % (initial, at 0°C and MT 184
after accelerated storage) 0.5% 90
: . CIPAC—MT 4
Wet sieve test 75 pm, max., % (initial, at 0°C and after accel- | CIPAC MT
z 2
erated storage) 185
a8 Foaming (w/v) suspension in water CIPAC D after 0.2%| CIPAC MT | 60
' 1 min., max., ml 0.5% | 47.3 60
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Reguriement
£p- | Test type B Requirement

Spontaneity of dispersion, min. % (initial and after ac-0.5% | CIPAC MT

90
celerated storage) 160
Pourability, max residue % (initial and after accelerated CIPAC MT 5
storage) 148

Formulation used for tests

Material: CHR/H/ETO 500 SC

Active Substances: Ethofumesate, 500 g/L
Producer: PUH ,, Chemirol” Sp. z o.o.
Batch number: PFORMO03

Production date: 04.2020
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Table 2-1: Physical, chemical and technical properties of the plant protection product
Annex point Method used / | Test material Findings GLP Reference Acceptability /
deviations Y/N comments
Colour and Wisual CHR/H/ETO Initial preparation: Y |KCP 2.1/01 Accepted
physical state inspection 500 SC Colour -white homogenous according to visual inspection Arévalo E., 2020,
(KCP 2.1) nasal inhalation | Active Substanc- | Physical state — liquid, CHR/H/ETO500-SC;
es: Odour — characteristic Ethofumesate
Ethofumesate 500SC(CHR/H/ETO
500 g/L After accelerated storage: 500SC) Part I:
Colour — white homogenous according to visual inspection Determination of
Production date: |Physical state — liquid, physicochemical properties
04.2020 Odour —characteristic of the initial preparation,
Batch number: after accelerated storage
PFORMO03 Oneyear after 8 months: and after storage at 0°C
Homogenous white liquid of characteristic odour
KCP 2.1/02
Arévalo E., 2021
CHR/H/ETO-500-SC;
Ethofumesate
500SC(CHR/H/ETO
500SC) Part I1:
Determination of
physicochemical properties
of the preparation.
Explosive NA N/A No danger of explosion (active substance do not contain any | N/A |N/A Accepted
properties groups associated with explosive properties in its structure
(KCP2.2.1) Theoretical The formulation
assessment is not expected to
have an explosive
behaviour
Oxidizing A2l CHR/H/ETO No oxidising properties Y |KCP222 Accepted
properties 500 SC Flasinska P., 2020,
(KCP 2.2.2) Active Substanc- Ethofumestae 500SC

es:

Determination of flash
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Annex point Method used / | Test material Findings GLP Reference Acceptability /
deviations Y/N comments
Ethofumesate point, auto-ignition
240 g/L temperature and oxidizing
properties
Production date:
04.2020
Batch number:
PFORMO3
Flash point A9 CHR/H/ETO Flash point: Y |KCP231 Not relevant.
(KCP 2.3.1) 500 SC 32°C Flasifiska P., 2020, The formulation
Active Substanc- | Not relevant as the preparation is an aqueous suspension Ethofumestae 500SC does not contain
es: concentrate. Determination of flash flammable
Ethofumesate point, auto-ignition solvents
500 g/L temperature and oxidizing
properties
Production date:
04.2020
Batch number:
PFORMO3
Flammability N/A N/A Not relevant for liquid preparations N/A Not required
(KCP 2.3.2)
Self-heating NIA NIA NIA Y NIA Accepted
(KCP 2.3.3)
A.15 CHR/H/ETO No ignition until 530 °C. KCP 2.3.3
500 SC Flasinska P., 2020,
Active Substanc- Ethofumestae 500SC
es: Determination of flash
Ethofumesate point, auto-ignition
500 g/L temperature and oxidizing

Production date:
04.2020

Batch number:
PFORMO3

properties
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Annex point Method used / | Test material Findings GLP Reference Acceptability /
deviations Y/N comments
Acidity or N/A N/A Not relevant because the pH value is between 4 and 10. N/A N/A Not required
alkalinity and pH
(KCP 2.4.1) Initial preparation:
pH=7.05
After accelerated storage:
pH=7.30
pH of a 1% MT 75.3 CHR/H/ETO Initial preparation (at 20 °C): Y |KCP24.2/01 Accepted
aqueous dilution, 500 SC 1% (w/v) aqueous dilution — 7.46 Arévalo E., 2020,
emulsion or Active Substanc- | Neat — 7.05 CHR/H/ETO-500-SC;
dispersion es: Ethofumesate
(KCP 2.4.2) Ethofumesate After accelerated storage: 500SC(CHR/H/ETO
500 g/L 1% (w/v) ) aqueous dilution — 7.67 500SC) Part I:
Determination of
Production date: | ©ne-year after 8 months: physicochemical properties
04.2020 Undiluted- 7.32 of the initial preparation,
Batch numer: 1% (w/v) ) aqueous dilution - 7.51 after accelerated storage
PFORMO3 and after storage at 0°C
KCP 2.4.2/02
Arévalo E., 2021
CHR/H/ETO-500-SC;
Ethofumesate
500SC(CHR/H/ETO
500SC) Part I1:
Determination of
physicochemical properties
of the preparation.
Viscosity OECD 114 CHR/H/ETO Results of dynamic viscosity determination at 20°C and at Y |KCP251 Accepted
(KCP 25.1) 500 SC 40°C Arévalo E., 2020,
Active Substanc- CHR/H/ETO-500-SC;
es: shear rate at 20°C : at 40°C: Ethofumesate
Ethofumesate _ - ] 500SC(CHR/H/ETO
500 g/L 2551 1330mPa's | 970 mPa's 500SC) Part I:
5.0s-1 869 mPa-s 638 mPas Determination of
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Annex point Method used / | Test material Findings GLP Reference Acceptability /
deviations Y/N comments
Production date: || 10.0s-1 571 mPa-s 421 mPa-s physicochemical properties
04.2020 25.0 s-1 337mPa-s 250 mPa-s of the initial preparation,
after accelerated storage
Batch numer: and after storage at 0°C
PFORMO3
Surface tension A5 CHR/H/ETO The determined value of surface tension of solution of Y |KCP25.2 Accepted
(KCP 2.5.2) 500 SC Ethofumesate 500 SC Arévalo E., 2020,
Active Substanc- |(0.5% w/w) at 20.0°C is 45.49 mN/m. CHRH/ETO-500-5C; Surface active
es: Ethofumesate
Ethofumesate 500SC(CHR/H/ETO
500 g/L 500SC) Part I:
Determination of
Production date: physicochemical properties
04.2020 of the initial preparation,
after accelerated storage
Batch numer: and after storage at 0°C
PFORMO03
Relative density A3 CHR/H/ETO D4»=1.132 Y |KCP 2.6.1/01 Accepted
(KCP 2.6.1) 500 SC Arévalo E., 2020,
Active Substanc- CHRIHEFO-568-SC;
es: Ethofumesate
Ethofumesate 500SC(CHR/H/ETO
500 g/L 500SC) Part I:
Determination of
Production date: physicochemical properties
04.2020 of the initial preparation,
after accelerated storage
Batch numer: and after storage at 0°C
PFORMO3
Bulk density N/A N/A N/A N/A N/A Not required
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Annex point Method used / | Test material Findings GLP Reference Acceptability /
deviations Y/N comments
(KCP 2.6.2)
Storage Stability CIPAC MT 46 |CHR/H/ETO The determined physicochemical properties of the tested KCP2.7.1 No significant
after 14 days at 54° 500 SC material after accelerated storage test are comparable to the Arévalo E., 2020, change of physical-
C Active Substanc- | results of the initial material tests Y CHR/H/ETO 500-SC; chemical properties
(KCP 2.7.1) es: Test type Results Ethofumesate Sgs:ezt:era\:\?iihﬁlihe
Ethofumesate Physical state colour | Homogenous white 500SC(CHR/H/ETO limit
500 g/L and odour liquid of 500SC) Part I: Dispérsion
characteristic odour Determination of spontaneity result is
Production date: || pH 1% dilution- 7.67 physicochemical properties | under the FAO
04.2020 undiluted- 7.30 of the initial preparation, | limit. Information
Dispersion spontanei- | 85.49% after accelerated storage | on the necesity of
Batch numer: ty and after storage at 0°C well agitation
PFORMO3 Suspension stability | 0.2%: 94.58% before use is
repeated in the
: 0.5%: 93.04% lebel and the result
Wet sieve test 0.00 % after 12 months is
Pourability R=4.04% above the FAO
R'=0.28% limit.
Package stability Stable, 1 litre PE/PA
Active ingredient 4532 + 0.97%, Accepted
content (513.02 g/l)
Storage Stability N/A N/A N/A N/A N/A Not required
after 12-weeks-at
35-°C other periods
and/or temperatures
(KCP 2.7.2)
Minimum content | SBP/95 CHR/H/ETO Initial preparation: Y |KCP273 Accepted
after heat stability 500 SC 46.32 £+ 0.68 %, (524.39 g/l) Arévalo E., 2020,
testing SBP/96 Active Substanc- | After accelerated storage: CHR/H/ETO500-SC;
(KCP 2.7.3) es: 45.32 £ 0.97%, (513.02 g/1) Ethofumesate
Ethofumesate 500SC(CHR/H/ETO
500 g/L 500SC) Part I:

Production date:

Determination of
physicochemical properties
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Annex point Method used / | Test material Findings GLP Reference Acceptability /
deviations Y/N comments
04.2020 of the initial preparation,
after accelerated storage
Batch numer: and after storage at 0°C
PFORMO3
Effect of low MT 39.3 CHR/H/ETO Test type Results Y |KCP 2.7.4/0% Accepted
temperatures on Visual inspec- 500 SC Arévalo E., 2020, )
stability tion Active Substanc- || Physical state Homogenous liquid CHR/H/ETO500-SC; The formulation
(KCP 2.7.4) MT 160 es: colour and odour Ethofumesate ‘I’Z?NS tne?;aggtt:ltﬁg by
MT 184 Ethofumesate Dispersion spontaneity 94.40 % 500SC(CHR/H/ETO P
MT 185 500 g/L 500SC) Part I:
Suspension stability 0.2% 97.65% Determination of
Production date: 0.5% 96.78% physicochemical properties
04.2020 Wet sieve test 0.00 % of the initial preparation,
Batch number: after accelerated storage
PFORMO3 One year after- homogenous liguid and after storage at 0°C
KEP-2.7.4/02
Arévalo-E 2021
CHR/H/ETO-500-5C;
Ethefumesate
500SC(CHR/H/ETO
s of P I§SIFGGG|IE isal
tie l-
Ambient GIFAP No 17 CHR/H/ETO Test type Results Y |KCP 2.7.5/01 Accepted
tfemperature shelf _Visual _ 500_SC Initial prepara- | One vear Arévalo E., 2020, o
life inspection, Active Substanc- tion after 8 CHR/H/EFO-500-SC; No significant
(KCP 2.7.5) nasal es: rontha: Ethofumesate gnznm%i;?fpl‘:%z‘r‘ﬁﬂ;
:\r/]|t']ral7a;|gn Eé%of%nesate Physical state Homogenous Homogenous 28822((3-' RI :-.I/ ETO after storage. A.s.
MT 166 g colour and odour white liquid of white liquid of D ). ar_t : f decrease within the
. characteristic characteristic etermination o . [ limit.
MT 148.1 Production date: physicochemical properties
MT 184 04.2020 odoty odoty f the initial t
. oH 1% - 7.46 1% - 751 of the initial preparation, | Relevant
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Annex point Method used / | Test material Findings GLP Reference Acceptability /
deviations Y/N comments
MT 185 Batch number: undiluted- 7.05 | undiluted-7.32 after accelerated storage | impurities:
HPLC/DAD PFORMO03 DiSperSiOﬂ 94.40 % 83.93% and after storage at 0°C l:;;&?/g::g:]%éoagje
spontaneity sessment, relevant
Pourability R = 4.40%, R=3.97%, KCP 2.7.5(0 I e
R =0.33% R =0.34% Arévalo E. 2021 not detected and
Suspension 0.2% 0.2% Egtlhlol %fiul mh Eeslagteggg - LBE'!\:CStevt\ileOrl?l?;tOW
ili 0, 0,
stability 97.65% 92.61% 500SC(CHR/H/ETO oo i
0.5% 0.5% .
96.78% 93.33% 5_OOSC) Par_t I: Detgrmma— Ethofumesate
Wet sieve test 0.00 0.00 tion of physmochemlcal technical material
properties of the prepara- | (LOQ for EMS was
Active 46.32 %, 46.31%, tion. 0.05 mg/kg, LOQ
ingredient (524.39 g/l) (524.20 g/l) for iBMS was 0.06
content mg/kg). Monitoring
of the presence of
After 12 months: Y |KCP 2.7.5/03 EMS and iBMS
Physical state Homogenous white liquid of Arévalo E., 2021 was deemed unnec-
colour and odour characteristic odour Ethofumesate essary in this case.
pH 1% - 7.54 500SC(CHR/H/ETO
undiluted - 7.40 500SC) Part I11: Determi-
Dispersion 90.43% nation of physicochemical
spontaneity properties of the prepara-
Pourability R = 4.43% tion after the first year of
R =0.52% storage
Suspension 0.2% 96.58%
stability 0.5% 96.66%
Wet sieve test 0.00
Active 46.23% (523.29 g/l)
ingredient
content

Packaging (PE/PA
bottle)

Negligible changes

2 years shelf life study — on-going (the study will end in Au-

gust 2022)
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Annex point Method used / | Test material Findings GLP Reference Acceptability /
deviations Y/N comments

Shelf life in months N/A N/A N/A N/A N/A See point KCP
(if less than 2 2.75
years)
(KCP 2.7.6)
Wettability N/A N/A N/A N/A N/A Not required
(KCP 2.8.1)
Persistence of MT 47.3 CHR/H/ETO 0.2% (W/v): Y |KCP282 Accepted
foaming 500 SC - after 1 minute — 16mL Arévalo E., 2020,
(KCP 2.8.2) Active Substanc- | - after 12 minutes — 12 mL CHR/H/ETO-500-SC;

es: 0.5% (W/v): Ethofumesate

Ethofumesate - after 1 minute — 25 mL 500SC(CHR/H/ETO

500 g/L - after 12 minutes — 16 mL 500SC) Part I:

Determination of
Production date: physicochemical properties
04.2020 of the initial preparation,
after accelerated storage

Batch number: and after storage at 0°C

PFORMO3
Suspensibility MT 184 CHR/H/ETO Initial preparation: Y |KCP28.3.1/01 Accepted
(KCP 2.8.3.1) 500 sC el | Comsarof T s TRemafog [ Contntof [ s o [ Sumon Arévalo E., 2020,

Active Substanc- E ) N e CHRH/ETO-500-SC;

es: ] 1%%] el i) %] el 6] Ethofumesate

Ethofumesate mET oot Fare | ow | wwn [ e 500SC(CHR/H/ETO

500 g/L e 500SC) Part I:

Production date
04.2020:

Batch number:
PFORMO03

Tnidial p

reparation, 0.5 %

12508 | [ ossss

[ aasann | om

0.0761 ‘ 9655

4640

|
[ 1oass | [ osm

[ oso13 | o3t

0.0763 ‘ 9638

Average: 96.46 %

After accelerated storage:

Determination of
physicochemical properties
of the initial preparation,
after accelerated storage
and after storage at 0°C

KCP 2.8.3.1/02
Arévalo E., 2021
CHR/H/ETO 500-SC;
Ethofumesate
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Annex point Method used / | Test material Findings GLP Reference Acceptability /
deviations Y/N comments
‘!iiiii‘ Conpeol | Magol | Remiining | Conentof | M oo | S 500SC(CHR/H/ETO
W U 5 500SC) Part 11
B —— = Determination of
1 I 05035 | . } 0228 } 269 } 013 I 00347 } 412 phySiCOChemical properties
0.5079 0.2302 23.6385 0.14 Ooii-ivem'e::i-;% Of the preparation_
3 | 1.2835 ~ T‘: : ; 1(;[“ ‘ﬂ“;‘ ;;0;22@ ‘0.5 QZ 37 | 0.0952 ‘ 0234
4 | 1.2?{ s ‘ 05782 ‘ 257250 ‘ 039 | 0.0925 ‘ 0324
One-year after 8 months:
. [ Iz‘l > [ |:\ |
3 | osi 5 | oos | wss
[ ows [ omss | _oow
1 ‘ 1260 ‘ 0.0909 | 93.71
[z ows | ores
Spontaneity of MT 160 CHR/H/ETO Initial: 98.64% Y |KCP28.3.2/01 Results after
dispersion 500 SC Arévalo E., 2020, accelerated storage
(KCP 2.8.3.2) Active Substanc- | After accelerated storage: 85.49% CHR/H/ETO500-SC; :?;]'qdf;;:r%';f}gn
es: Ethofumesate Imit. atl
Ethofumesate One-year after 8 months: 83.93% 500SC(CHR/H/ETO Svréltr zg?fai?zlrfy of
500 g/L 500SC) Part I: before use is

Production date:
04.2020

Batch number:
PFORMO03

Determination of
physicochemical properties
of the initial preparation,
after accelerated storage
and after storage at 0°C

KCP 2.8.3.2/02
Arévalo E., 2021
CHR/H/ETFO-500-SC;
Ethofumesate
500SC(CHR/H/ETO

repeated in the
lebel.

The result after 12
months (90.43%) is
above the FAO
limit

Accepted
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Annex point Method used / | Test material Findings GLP Reference Acceptability /
deviations Y/N comments
500SC) Part Il: Determina-
tion of physicochemical
properties of the prepara-
tion.
Dispersion stability N/A N/A N/A N/A N/A Not required
(KCP 2.8.3.3)
Degree of N/A N/A N/A N/A N/A Not required
dissolution and
dilution stability
(KCP 2.8.4)
Particle size N/A N/A N/A N/A N/A Not required
distribution /
nominal size range
of granules
(KCP 2.8.5.1.1)
Wet sieve test MT 185 CHR/H/ETO Initial: 0.00% Y |KCP 2.85.1.2/01 Accepted
(KCP 2.8.5.1.2) 500 SC Arévalo E., 2020,
Active Substanc- | After accelerated storage: 0.00% CHR/H/ETO-500-5C;
es: Ethofumesate
Ethofumesate One-year after 8 months: 0.00% 500SC(CHR/H/ETO
500 g/L 500SC) Part I:

Production date:
04.2020

Batch number:
PFORMO03

Determination of
physicochemical properties
of the initial preparation,
after accelerated storage
and after storage at 0°C

KCP 2.8.5.1.2/02

Arévalo E., 2021
CHR/H/EFO500-SC;
Ethofumesate
500SC(CHR/H/ETO
500SC) Part I1: Determina-




CHR/H/ETO 500 SC/ BITT 500 SC, BETRON 500 SC, ETONAL 500 SC
Part B — Section 1,2,4 - Core Assessment

Applicant version

Page 19 /46

Annex point Method used / | Test material Findings GLP Reference Acceptability /
deviations Y/N comments
tion of physicochemical
properties of the prepara-
tion.
Dust content N/A N/A N/A N/A N/A Not required
(KCP 2.8.5.2.1)
Particle size of dust N/A N/A N/A N/A N/A Not required
(KCP 2.8.5.2.2)
Attrition N/A N/A N/A N/A N/A Not required
(KCP 2.8.5.3)
Hardness and N/A N/A N/A N/A N/A Not required
integrity
(KCP 2.8.5.4)
Emulsifiability N/A N/A N/A N/A N/A Not required
(KCP 2.8.6.1)
Emulsion stability N/A N/A N/A N/A N/A Not required
(KCP 2.8.6.2)
Re-emulsifiability N/A N/A N/A N/A N/A Not required
(KCP 2.8.6.3)
Flowability N/A N/A N/A N/A N/A Not required
(KCP 2.8.7.1)
Pourability MT 148.1 CHR/H/ETO Initial preparation: Y KCP 2.8.7.2/01 Accepted
(KCP 2.8.7.2) 500 SC R-4.40% Arévalo E., 2020,
Active Substanc- |R' - 0.33% CHR/H/EFO500-SC;
es: Ethofumesate
Ethofumesate After accelerated storage: 500SC(CHR/H/ETO
500 g/L R —4.04% 500SC) Part I:
R'-0.28% Determination of
Production date: physicochemical properties
04.2020 One-year after 8 months: of the initial preparation,
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Annex point Method used / | Test material Findings GLP Reference Acceptability /
deviations Y/N comments
R=3.97% after accelerated storage
Batch number: | R'=0.34% and after storage at 0°C
PFORMO3
KCP 2.8.7.2/02
Arévalo E., 2021
CHRH/ETO-500-5C;
Ethofumesate
500SC(CHR/H/ETO
500SC) Part I1:
Determination of
physicochemical properties
of the preparation.
Dustability N/A N/A N/A N/A N/A Not required
following
accelerated storage
(KCP 2.8.7.3)
Physical N/A N/A N/A N/A N/A Not required
compatibility of
tank mixes
(KCP29.1)
Chemical N/A N/A N/A N/A N/A Not required
compatibility of
tank mixes
(KCP 2.9.2)
Adhesion to seeds N/A N/A N/A N/A N/A Not required
(KCP 2.10.1)
Distribution to seed N/A N/A N/A N/A N/A Not required
(KCP 2.10.2)
StabHity-of SPO/BF/21/b CHR/H/ETO Stability of packaging: Y |KCP 2.11/01 Accepted
packaging (ed.4) and the 500 SC Areévalo E., 2020,
Other/special stud- CropLife Active After accelerated storage: 1 L white CHRH/EFO500-5C;
International Substances: PE/PA bottles with no visible structural deformations Ethofumesate
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Annex point Method used / | Test material Findings GLP Reference Acceptability /
deviations Y/N comments
ies Technical Ethofumesate 500SC(CHR/H/ETO
(KCP 2.11) Monograph No. |500 g/L One-year after 8 months: 500SC) Part I
17 Stable, 1 litre PE/PA Determination of
Production date: physicochemical properties
04.2020 of the initial preparation,
after accelerated storage
Batch number: and after storage at 0°C
PFORMO3
KCP 2.11/02
Arévalo E., 2021
CHR/H/ETO-500-5C;
Ethofumesate
500SC(CHR/H/ETO
500SC) Part I1:
Determination of
physicochemical properties
Effectiveness-of of the preparation.
cleaning-(KCP Efficacy CHR/H/ETO Effectiveness of cleaning: Y |KCP212 Accepted
212) Guideline 305 500 SC Arévalo E., 2020,
Active Substanc- | Single rinse procedure: CHR/H/ETO-500-5C;
es: - 91.02 [%] ethofumesate removed - the bottle Ethofumesate
Ethofumesate Double rinse procedure: 500SC(CHR/H/ETO
500 g/L - 99.53 [%] ethofumesate removed - the bottle 500SC) Part I:

Production date:
04.2020

Batch number:
PFORMO03

Triple rinse procedure:

- 99.83 [%] ethofumesate removed - the bottle

Determination of
physicochemical properties
of the initial preparation,
after accelerated storage
and after storage at 0°C
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3 Section 3 is presented as a separate document

Please refer to the separate file “dRR Part B3”.

4

Section 4: Further information on the plant protection product

zZRMS comment: all changes in this section have been made based on the Applicant’s amendments

4.1

Table 4.1-1: Packaging information ferHBRE/PA-0-12 liter bottle

Packaging and Compatibility with the Preparation (KCP 4.4)

Packaging information ferd20-mIBOTFLE

Type BOTTLE

Material: HDPE/PA COEX
size: 50+1mm/93 +1mm
Opening: 28,4 £ 0,3 mm
Closure: screw cap with seal
Capacity 120 ml

Seal: Induction seal
Manner of construction extruded

UN/ADR compliant

Packaging int on for 120 mi BOTTLE |-

Fype BOFFHE

Capacity 20w
Manneroefcenstruction extruded

UN/ADR compliant

Table 4.1-2: Packaging information fer-HBPE/PA-0:251bettle

Packaging information fer250-m+BOTFLE

Type

BOTTLE

Material:

HDPE/PA COEX
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size: 62.5t1 mm/131.3+1 mm
Opening: 45.65+3 mm

Closure: screw cap with seal
Capacity 323+5ml

Seal: Induction seal

Manner of construction coextruded

UN/ADR compliant
Table 4.1-3: Packaging information

Packaging information fer250-mi-BOTFLE

Type BOTTLE

Material: HDPE/PA

size: 59+1mm/143 +1 mm/
Opening: 41.7+0.7 mm

Closure: screw cap with seal
Capacity 275 ml

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant

Table 4.1-4: Packaging information ferHBDPE/PA-O.51 bottle

Packaging information fo+500-mi-BOTFLE

Type BOTTLE

Material: HDPE/PA

size: 69 mm + 2 mm/186.5 mm + 2 mm
Opening: 45.65+3 mm

Closure: screw cap with seal
Capacity 574 ml

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant
Table 4.1-5: Packaging information

Packaging information fer500-m+BOTFLE

Type BOTTLE

Material: HDPE/PA COEX

size: 74+ 1 mm/177 £ 1 mm/
Opening: 41.7£0.7 mm

Closure: screw cap with seal
Capacity 550 ml

Seal: Induction seal
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Manner of construction coextruded
UN/ADR compliant
Packaging inf ionfor 500-mlBOTTLE | -

Type BOTFLE
Capaeity 556-mi
Mannerofconstruction extruded
UN/ADR compliant

Table 4.1-6: Packaging information ferHBRE/PA-1bettle

Packaging information fer1000-mI BOFFLE

Type BOTTLE

Material: HDPE/PA COEX

size: 88 mm+2mm/238 mm+2mm
Opening: 50mm 2 mm

Closure: screw cap with cutter

Capacity 1000 ml

Seal: Induction seal

Manner of construction coextruded

UN/ADR compliant

Table 4.1-7: Packaging information

Packaging information fer1008-m+BOTFLE

Type BOTTLE

Material: HDPE/PA

size: 248.5+3 mm/84+1.5mm
Opening: 50mm+2 mm

Closure: screw cap with seal
Capacity 1000 ml

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant
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Packamingint om for 1000l BOTTLE |-
Fype BOTFLE

Capaeity 1000-mi
Mannerofconstruction extruded

UN/ADR compliant

Table 4.1-8: Packaging information

Packaging information fo+1008-m+BOTFLE

Type BOTTLE

Material: PE-PA HDPE/PA

size: 234 mm* 2 mm/88.5mm * 2 mm
Opening: 42 mm £ 2 mm

Closure: screw cap with seal

Capacity 1000 ml

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant

Table 4.1-9: Packaging information

Packaging information for $008-m-BOTFLE

Type BOTTLE

Material: HDPE/PA COEX

size: 238+ 1 mm/88 + 1 mm/
Opening: 41.7+£0,7 mm

Closure: screw cap with seal
Capacity 1100 ml

Seal: Induction seal

Manner of construction coextruded

UN/ADR compliant

Table 4.1-10: Packaging information

Packaging information for $000-mIBOTFLE

Type BOTTLE
Material: HDPE/PA COEX
size: 84+ 1.5 mm/248.5+3 mm
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Opening: 50 mm £ 3mm
Closure: screw cap with seal
Capacity 1000 ml

Seal: Induction seal
Manner of construction coextruded
UN/ADR compliant

Table 4.1-11: Packaging information

Packaging information fo+1008-mBOTFLE

Type BOTTLE

Material: HDPE/PA COEX
size: 233.5+ 1.5 mm/88.5+1 mm/
Opening: 39 mm £2mm
Closure: screw cap with seal
Capacity 1100 ml

Seal: Induction seal
Manner of construction coextruded
UN/ADR compliant
Packagingint on for 1000l BOTTLE |-

Fype BOFFHLE

Capaeity 1000-mi
Manrnerofecenstruction extruded

UN/ABR compliant

Table 4.1-612: Packaging information ferHBRPE/PA-51bettle

Packaging information for50080-m-CONTAINER

Type CONTAINER

Material: HDPE/PA COEX

size: 305mm+ 5 mm/193 mm 5 mm/142 mm +5 mm
Opening: 63 mm minimum £ 5 mm

Closure: screw cap with seal

Capacity 5850 ml+150 ml
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Seal: Induction seal
Manner of construction coextruded
UN/ADR compliant
Table 4.1-13: Packaging information
Packaging information fe+5008-m+BOTFLE
Type BOTTLE
Material: HDPE/PA COEX
size: 193 £3/ 142 £+ 5 mm/320 mm 5 mm
Opening: 63,3 +£3mm
Closure: screw cap with seal
Capacity 5500 ml
Seal: Induction seal
Manner of construction coextruded
UN/ADR compliant
Table 4.1-14: Packaging information
Packaging information fo+50080-m+BOTFLE
Type BOTTLE
Material: HDPE/PA COEX
size: 195 +3/ 130+ 5 mm/310,5 mm+ 5 mm
Opening: 63,3 +£3mm
Closure: screw cap with seal
Capacity 5000 ml
Seal: Induction seal
Manner of construction coextruded
UN/ADR compliant

Table 4.1-15: Packaging information

Packaging information for5000-m-CANNISTER

Type CANNISTER

Material: HDPE/PA COEX

size: 313+ 5mm/190+3/140+5mm
Opening: 50 mm £ 3mm

Closure: screw cap with seal

Capacity 5000 ml

Seal: Induction seal

Manner of construction coextruded
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UN/ADR compliant

Table 4.1-16: Packaging information ferHBRE/PA-10-| bettle

Packaging information fer108000-I-CONTAINER

Type CONTAINER

Material: HDPE/PA COEX

size: 305mm/193 mm/142 mm * 5 mm
Opening: 63 mm minimum £ 5 mm
Closure: screw cap with seal
Capacity 10000 ml+150 ml

Seal: Induction seal

Manner of construction coextruded

UN/ADR compliant
Table 4.1-17: Packaging information

Packaging information fo+10000-m+-CONTAINER

Type CONTAINER

Material: HDPE/PA COEX

size: 377,7mm/178 mm/239,5 mm + 5 mm
Opening: 54 mm min+5 mm
Closure: screw cap with seal
Capacity 10000 ml£150 ml

Seal: Induction seal

Manner of construction coextruded

UN/ADR compliant

Table 4.1-#18: Packaging information ferHBDPE/F01 1 bottle

Type BOTTLE

Material: HDPE/F

size: 50+1mm/93 +1mm
Opening: 28,4+ 0,3 mm
Closure: screw cap with seal
Capacity 120 ml

Seal: Induction seal
Manner of construction | extruded

UN/ADR compliant
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Table 4.1-819: Packaging information ferHBRPE/-0-251bettle

Type BOTTLE

Material: HDPE/F

size: 63.5+1 mm/126+1 mm
Opening: 50 mm

Closure: screw cap with seal
Capacity 318 +12.5 ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-20: Packaging information

Type BOTTLE

Material: HDPE/F

size: 63.5+1 mm/126+1 mm
Opening: 50 mm

Closure: screw cap with seal
Capacity 312+£12.5ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-921: Packaging information ferHBDPE/F0.51bettle

Type BOTTLE

Material: HDPE/F

size: 69+1 mm/186+1.6 mm
Opening: 50 mm

Closure: screw cap with seal
Capacity 585 +12.5 ml

Seal: Induction seal

Manner of construction

extruded

UN/ADR

compliant
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Table 4.1-22 Packaging information

Type BOTTLE

Material: HDPE/F

size: 69+1 mm/186+1.6 mm
Opening: 50 mm

Closure: screw cap with seal
Capacity 580+ 12.5 ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-23 Packaging information

Type BOTTLE

Material: HDPE/F

size: 69+1 mm/186+1.6 mm
Opening: 50 mm

Closure: screw cap with seal
Capacity 575+12.5 ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-24 Packaging information

Type BOTTLE

Material: HDPE/F

size: 69+1 mm/186+1.6 mm
Opening: 50 mm

Closure: screw cap with seal
Capacity 570+£12.5ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-3925: Packaging information ferHBRE/HF—11bettle

Type BOTTLE

Material: HDPE/F

size: 88.5+1 mm/233.2+1.6 mm
Opening: 50 mm

Closure: screw cap with seal
Capacity 1150 £ 20 ml
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Seal: Induction seal
Manner of construction | extruded
UN/ADR compliant

Table 4.1-26 Packaging information

Type BOTTLE

Material: HDPE/F

size: 88.5+1 mm/233.2+1.6 mm
Opening: 50 mm

Closure: screw cap with seal
Capacity 1160 £ 20 ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-27 Packaging information

Type BOTTLE

Material: HDPE/F

size: 88.5+1 mm/233.2+1.6 mm
Opening: 50 mm

Closure: screw cap with seal
Capacity 1185+ 20 ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-28 Packaging information

Type BOTTLE

Material: HDPE/F

size: 88.5+1 mm/233.2+1.6 mm
Opening: 50 mm

Closure: screw cap with seal
Capacity 1200 £ 20 ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-3329: Packaging information fer-HBPE/=51bettle

Type

Cannister

Material:

HDPE/F
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size: 193+2 mm/142+2mm/305+3mm
Opening: 50 mm

Closure: screw cap with seal

Capacity 5880 + 100 ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-30 Packaging information

Type Cannister

Material: HDPE/F

size: 193+2 mm/142+2mm/305+3mm
Opening: 63 mm

Closure: screw cap with seal

Capacity 5880 + 100 ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-31 Packaging information

Type BOTTLE

Material: HDPE/F

size: 297,3mm/193 mm/142 mm £ 2 mm
Opening: 54,2 mm+t1mm

Closure: screw cap with seal

Capacity 5950 ml + 100 ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-32 Packaging information

Type BOTTLE

Material: HDPE/F

size: 297,3mm/193 mm/142 mm 2 mm
Opening: 63.4mmmint1lmm

Closure: screw cap with seal

Capacity 5950 ml £ 100 ml

Seal: Induction seal

Manner of construction

extruded

UN/ADR

compliant
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Table 4.1-33 Packaging information

Type BOTTLE

Material: HDPE/F

size: 297,3mm/193 mm/142 mm =2 mm
Opening: 67,5mmz+1mm

Closure: screw cap with seal

Capacity 5950 ml £ 100 ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-34 Packaging information

Type CANNISTER

Material: HDPE/F

size: 297,3mm/193 mm/142 mm =2 mm
Opening: 54,2 mm mint1mm

Closure: screw cap with seal

Capacity 5950 ml £ 100 ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-35 Packaging information

Type CANNISTER

Material: HDPE/F

size: 297,3mm/193 mm/142 mm + 2 mm
Opening: 63,4 mm mint1mm

Closure: screw cap with seal

Capacity 5950 ml £ 100 ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-36 Packaging information

Type CANNISTER

Material: HDPE/F

size: 297,3mm/193 mm/142 mm + 2 mm
Opening: 67,5 mm mint1mm

Closure: screw cap with seal

Capacity 5950 ml £ 100 ml

Seal: Induction seal
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Manner of construction | extruded

UN/ADR compliant

Table 4.1-3237: Packaging information ferHBRE/101bettle

Type Cannister

Material: HDPE/F

size: 240+2 mm/179+2mm/375+3mm
Opening: 63 mm

Closure: screw cap with seal

Capacity 10 000 ml

Seal: Induction seal

Manner of construction | extruded

UN/ADR compliant

Table 4.1-238: Packaging information ferHBRE/EVOH-0-11bettle

Packaging information fer100m+BOTFLE

Type

BOTTLE

Material:

€OEX HDPE / EVOH

Body diameter / total height:

48,50 +- 1,00/ 95,50 +- 1,00

External thread diameter:

27,3+ 0,15

Closure: screw cap with seal

Capacity 100 ml

Seal: Induction seal

Manner of construction extruded

UN/ADR N/A

Table 4.1- $439: Packaging information ferHBRPEEVOH0-251bettle

Packaging information fer250mI-BOTFLE

Type

BOTTLE

Material:

€OEX HDPE / EVOH

Body diameter / total height:

62,50 +- 0,50 / 126,50 +- 1,50

External thread diameter:

49,65 +- 0,35

Closure: screw cap with seal
Capacity 250 ml

Seal: Induction seal
Manner of construction extruded

UN/ADR N/A

Table 4.1-40 Packaging information



CHR/H/ETO 500 SC/ BITT 500 SC, BETRON 500 SC, ETONAL 500 SC

Part B — Section 1,2,4 - Core Assessment
Applicant version

Page 35 /46

Packaging information fer250mI-BOTFLE

Type BOTTLE

Material: COEX HDPE / EVOH

Body diameter / total height: 59 +-1mm /143 +- 1 mm
External thread diameter: 41.7 +- 0,4 mm

Closure: screw cap with seal
Capacity 310 ml

Seal: Induction seal

Manner of construction extruded

UN/ADR N/A

Table 4.1-3541: Packaging information ferHBRE/EvOH-0.51bettle

Packaging information fer500-mIBOTFLE

Type BOTTLE

Material: HDPE/EVOH

size: 69 mm+ 2 mm/186.5 mm + 2 mm
Opening: 42+3 mm

Closure: screw cap with cutter
Capacity 500 ml

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant
Table 4.1-42 Packaging information

Packaging infermationfor500-mI-BOTFLE

Type BOTTLE

Material: HDPE/EvVOH

size: 65 mm/234.8 mm =2 mm
Opening: 27.4mm

Closure: screw cap with seal
Capacity 500 ml

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant
Table 4.1-43 Packaging information

Packaging information fer500-mI-BOTFLE

Type BOTTLE

Material: HDPE/EvOH

size: 69 mm +1 mm/190 mm 1.5 mm

Opening:

49.5 mm 0.3 mm
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Closure: screw cap with seal
Capacity 579 ml

Seal: Induction seal
Manner of construction extruded

UN/ADR compliant

Table 4.1-3644: Packaging information ferHBRE/EVOH-1t1bettle

Packaginaint ionfor 1000l BOTTLE |-
Hype BOFHLE

Capaeity 1000-mi
Mannerofconstruction extruded

UN/ADR compliant
Packaainging onfor 1000-mlBOTTLE |-

Fype BOFHLE

Capacity 1000-mi
Mannerofconstruction extruded

UN/ADR compliant

Packaging information fer1008-m+BOTFLE

Type BOTTLE

Material: HDPE/EVOH

size: 23443 mm/88.5+2mm
Opening: 50 mm £ 3 mm
Closure: screw cap with cutter
Capacity 1000 ml

Seal: Induction seal
Manner of construction extruded

UN/ADR compliant




CHR/H/ETO 500 SC/ BITT 500 SC, BETRON 500 SC, ETONAL 500 SC Page 37 /46
Part B — Section 1,2,4 - Core Assessment
Applicant version

Table 4.1-45 Packaging information

Packaging information fe+1008-m+BOTFLE

Type BOTTLE

Material: HDPE/EVOH

size: 242+1.5 mm/88.5t1mm
Opening: 49.5mm £ 0.3 mm
Closure: screw cap with cutter
Capacity 1200+ 50 ml

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant

Table 4.1-246: Packaging information ferHBPRE/EVOH- 51 bettle

Packaging information fer5000-mICONTAINER

Type CONTAINER

Material: HDPE/EVOH

size: 165 mm + 2 mm/195 mm + 2 mm/228mmz+ 2 mm
Opening: 48 mm 2 mm

Closure: screw cap with cutter

Capacity 5000 ml

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant

Table 4.1-47 Packaging information

Packaging information fer1000-m+BOFFLE

Type CANNISTER

Material: HDPE/EvOH

size: 142 mm + 1.5 mm/193 mm = 2 mm/307mm+ 3 mm
Opening: 63.3mm 0.3 mm

Closure: screw cap with cutter

Capacity 5650 ml

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant
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Table 4.1-3648: Packaging information ferHBRE/EVOH-101bettle

Packaging information for10000-m+CONTAINER

Type CONTAINER

Material: HDPE/EvOH

size: 195 mm 2 mm/225mm+ 2 mm/306mm+ 2 mm
Opening: 48 mm £2 mm

Closure: screw cap with cutter

Capacity 10000 ml

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant

Table 4.1-2649: Packaging information ferHDPE/EVOH-20-1 bettle

Packaging information for20000-m-CONTAINER

Type CONTAINER

Material: HDPE/EVOH

size: 375 mm + 2 mm/290mmz+ 2 mm/245mm#* 2 mm
Opening: 85mm +2 mm

Closure: screw cap with cutter

Capacity 20000 ml

Seal: Induction seal

Manner of construction extruded

UN/ADR compliant
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Appendix 1

List of data submitted by the applicant and relied on

Lists of data considered in support of the evaluation

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 Arévalo | 2049 | Ethofumesate 500SC(CHR/H/ETO 500SC) Part I: N Chemirol
2.1/01 E. 2020 | Determination of physicochemical properties of the initial
2.4.2/01 preparation, after accelerated storage and after storage at
251 0°C
252 BF- 33/20
g?i Luk_asiewicz Resez}rch Netwprk -
273 Institute of Industrial Organic Chemistry
274 6 Annopol St., 03-236 Warsaw, Poland
2.75/01 GLP- Yes
2.82 Unpublished
2.8.3.1/01
2.8.3.2/01
2.8.5.1.2/01
2.8.7.2/01
2.11/01
2.12
KCP Arévalo |2021 | CHR/H/ETO500-SC; N Chemirol
2.1/02 E. Ethofumesate 500SC(CHR/H/ETO 500SC) Part II:
2.4.2/02 Determination of physicochemical properties of the
2.7.5/02 preparation.
2.8.3.1/02 BE- 33/20
2335/2/202 Lukqsiewicz Resea_rch Netwqu -
28.72/02 Institute of Industrial Organic Chemistry
2.11/02 6 Annopol St., 03-236 Warsaw, Poland
GLP- Yes
Unpublished
KCP Flasifiska, | 2020 | Ethofumestae 500SC N Chemirol
2.2.2 P. Determination of flash point, auto-ignition temperature and
231 oxidizing properties
2.33 BC-20/20
Institute of Industrial Organic Chemistry
The Department of Physicochemical Properties and
Enviromental Protection
6 Annopol Str., PL, 03-236, Warsaw
GLP- Yes
Unpublished
KCP Arévalo E. | 2021 | Ethofumesate 500SC(CHR/H/ETO 500SC) Part I11: Determination N Chemirol
2.7.5/03 of physicochemical properties of the preparation after the first

year of storage

BF- 33/20

Lukasiewicz Research Network —
Institute of Industrial Organic Chemistry
6 Annopol St., 03-236 Warsaw, Poland
GLP- Yes

Unpublished
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Title

Company Report No.

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

Published or not

Vertebrate
study Owner
Y/N

N Chemirel
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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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Title

Company Report No.

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

Published or not

Vertebrate
study Owner
Y/N
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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

N Chemirel

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

peer review
Title
Data Company Report No. Vertebrate
oint Author(s) | Year|Source (where different from company) study Owner
P GLP or GEP status Y/N
Published or not
List of data submitted by the applicant and not relied on
Title
Data Company Report No. Vertebrate
oint Author(s) | Year |Source (where different from company) study | Owner
P GLP or GEP status Y/N

Published or not
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List of data relied on and not submitted by the applicant but necessary for evaluation

Title

Data Company Repor_t No. Vertebrate

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

Published or not
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Appendix 2  Additional data on the physical, chemical and technical proper-
ties of the active substance



