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B.2

Physical and chemical properties

Product name: Montur Forte FS 230 (containing &80bgta-cyfluthrin and 150 g/L imidacloprid, flow&btoncentrate for seed treatment). This produchbas

been evaluated in the original DAR.

The following batches have been used in the phydhiemical studies:

1. Batch-Number
2. Batch-Number
3. Batch-Number
4. Batch-Number
5. Batch-Number

: 2010-003825 (Test substance: ddhathrin + imidacloprid FS 230 (80+150 g/L)

: 06200/0146*5.0 (Test substancd® BE&A5 80 FS NTN 33893 150, AB-number 0266429)

: 06200/0252(0193) (Test substavioatur Forte FS 230, AB-number 0266429)

: 06200/0146(0106) (Test substavicatur Forte FS 230)

: 2014-000360 (Test substance: ddhathrin + imidacloprid FS 230 (80+150 g/L)

10)

Study Method Test Results Conclusion/ GLP Reference
material Comment
B.2.1 Appearance (CP 2.1)
Appearance Visual Batch: Physical state: suspension acceptable Y Gueldner, Hoppe (201
assessment 2010-003825 Colour: off-white (BVL no. 2633217)

B.2.2 Explosive and oxidising properties (CP 2.2)

Explosive properties EC A.14 Batch: The preparation Montur Forte FS 230 has no acceptable Y Heinz (2002)
06200/0146*5.0 |explosive properties. (BVL no. 2633218)

Oxidising properties ECA.21 Batch: The preparation Montur Forte FS 230 has no acceptable Y Heinz (2002)
06200/0252(0193)xidising properties. (BVL no. 2633219)
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2010-003825

180.6 mPa s at 20 °C and a shear rate of'20 s
65.79 mPa s at 20 °C and a shear rate of 100 s

165.9 Pa s at 40 °C and a shear rate of'20 s
58.19 Pa s at 40 °C and a shear rate of 100 s

(BVL no. 2633222)

B.2.3 Flammability and auto-flammability (CP 2.3)
Flash point EC A9 Batch: The preparation Montur Forte FS 230 has no flaslcceptable Heinz (2002)
06200/0146*5.0 |point up to the boiling point (100 °C). (BVL no. 2633220)
Flammability Not relevant as the preparation ligjaid formula-
tion.
Self-heating EC A.15 Batch: Auto ignition temperature: 395 °C acceptable Y HeR002)
06200/0146*5.0 (BVL no. 2633220)
B.2.4 Acidity/alkalinity and pH value (CP 2.4)
Acidity or alkalinity and CIPAC MT 75.3 | Batch: pH: 4.4 (undiluted) acceptable Gueldner, Hoppe (2010)
pH 2010-003825 (BVL no. 2633221)
Acidity/alkalinity not required as the preparatisn
neither strongly acidic (pH < 4) nor strongly alkal
(pH > 10).
pH of a 1 % aqueous |CIPAC MT 75.3 | Batch: 5.1 (1 % in deionised water at room temperature) cejpiable Gueldner, Hoppe (2010)
dilution, emulsion or 2010-003825 (BVL no. 2633221)
dispersion
B.2.5 Viscosity and surface tension (CP 2.5)
Viscosity CIPAC MT 192 | Batch: Dynamic viscosity acceptable Gueldner, Hoppe (2010)
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Kinematic viscosity

(calculated from dynamic viscosity)

shear rate 207s
1.6010%*m?/s at 20 °C
1.4910* m2/s at 40 °C

shear rate 100%s
0.58210* m?/s at 20 °C
0.52210* m?/s at 40 °C

2010-003825

1.115at40 °C

(BVL no. 2633223)

Surface tension OECD 115 Batch: 42 mN/m (undiluted at 25 °C) acceptable Gueldner, Hoppe (2010)
2010-003825 52 mN/m (1 g of the formulation/L at 20 °C) (BVL no. 2633222)
The preparation is regarded as surface-active.
B.2.6 Relative density and bulk density (CP 2.6)
Relative density OECD 109 Batch: 1.130 at 20 °C acceptable Gueldner, Hoppe (2010)

Bulk density (pour and
tap)

Not relevant as the preparation is a liquid folanu

tion.

B.2.7

Storage stability and shelf-life: effects of tempeature on technical characteristics of the plant preéection product (CP 2.7)

Storage stability after
14 days at 54 °C

CIPAC MT 46.3

AMO008706MF1
(HPLC)

Visual assess-
ment

Batch:
2014-000360

Stable for 14 days at 54
(HDPE)

°C in the original packgg

Before storage:

After storage:

80.54 g/L beta-cyfluthrir
150.0 g/L imidacloprid

80.31 g/L beta-cyfluthrin
148.9 g/L imidacloprid

white suspension

white suspension

cceptable

However a test on
adhesion to seeds
before and after

storage is missing

Y

Gueldner, Hoppe (2014
(BVL no. 2963410)

~
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CIPAC MT 75.3
(pH)

ECA3
(relative density)

CIPAC MT 47.3
(persistent
foaming)

CIPAC MT 184
(suspensibility)

CIPAC MT 185
(wet sieve test)

CIPAC MT 187
(particle size
distribution)

CIPAC MT 148
(pourability)

4.5 (undiluted)
5.0 (1 % in deionised
water)

4.6 (undiluted)
5.0 (1 % in deionised
water)

1.128

1.128

64 % v/v in CIPAC wate

D:

after 10 sec 5mL
after 1 min 9mL
after 3 min 9mL
after 12 min 8 mL

100 % (undiluted):

after 10 sec 0mL
after 1 min 1mL
after 3 min 1mL
after 12 min 2 mL

r64 % v/v in CIPAC wate

D:

after 10 sec 6 mL
after 1 min 8 mL
after 3 min 7 mL
after 12 min 4 mL

100 % (undiluted):

after 10 sec 0mL
after 1 min 1mL
after 3 min 1mL
after 12 min 3mL

64 % of the preparation
in CIPAC-water D:

Beta-cyfluthrin: 100 %
Imidacloprid: 101 %

64 % of the preparation
in CIPAC-water D:

Beta-cyfluthrin: 101 %
Imidacloprid: 101 %

Residue ona 75 um
sieve: 0.03 %

Residue ona 75 um
sieve: < 0.01 %

d (0.1): 0.47 pm
d (0.5): 1.02 um
d (0.9): 2.66 pm

d (0.1): 0.58 um
d (0.5): 1.23 um
d (0.9): 3.05 um

1.93 %
0.219

Residue:
Rinsed residue:

1.88 %
0.16 9

Residue:
oRinsed residue:

0

Statement

Statement of the applicant regardingttiay on

storage stability:

For the formulation it was shown that the paranss
wet sieve test and particle size distribution didl n

change significantly during storage.

Therefore it is considered unnecessary to deter

again the “Seed-to-seed distribution acc. to CIPA@fter storage of the

The statement is
considered not
wifficient to
address the missin
determination of
ahesion to seeds

h

Gueldner, Hoppe, Wieg
(2013)
(BVL no 2963411)
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MT 175" and the “Adhesion to seeds acc. To product.
CIPAC MT 194 of seed treated with formulation
after storage of the formulation.
From scientific point of view the same results ban
expected compared to testing seeds treated with
formulation before storage of the formulation.
Stability after storage |CIPAC MT 46.3 | Batch: Stable for 8 weeks at 40 °C in the original packggadditional Gueldner (2005)
for other periods and/or 06200/0146(0106XHDPE) information (BVL no 2633224)
temperatures Before storage: After storage:
2001-0044501-9Y7 7.0 % beta-cyfluthrin (at| 7.0 % beta-cyfluthrin
(GC) beginning of the study,
content determined
within another study:
7.5 % beta-cyfluthrin)
2001-0002502-97 13.5 % imidacloprid 13.4 % imidacloprid
(LC)
Visual assess- beige suspension beige suspension
ment
CIPAC MT 75.3 4.9 (undiluted) 4.7 (undiluted)
(pH) 5.4 (1 % in CIPAC watef5.2 (1 % in CIPAC watef
D) D)
CIPAC MT 185 Residue ona 75 pm Residue ona 75 pm
(wet sieve test) sieve: < 0.01 % sieve: < 0.01 %
CIPAC MT 148 Residue: 1.81 % Residue: 1.78 %
(pourability) Rinsed residue: 0.14 %Rinsed residue: 0.16 %
CIPAC MT 47.2 18.4 % vivin CIPAC |64 % v/v in CIPAC water
(persistent water D: D:
foaming) after 10 sec  24.5 mL| after 10 sec 19 mL
after 1 min 5.5 mL |after 1 min 13 mL
after 3 min 4.5 mL |after 3 min 8 mL
after 12 min 2.0 mL | after 12 min 4 mL
Minimum content after Not required, as no decrease in active substance
heat stability testing content of greater than 5 % was observed after heat
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stability testing.

(GC)

2001-0002502-9
(LC)

Visual assess-
ment

beginning of the study
(content determined
within another study:
7.5 % beta-cyfluthrin)

13.5 % imidacloprid

13.4 % imidacloprid

beige suspension

beige suspension

Effect of low CIPAC MT 39.3 | Batch: Stable for 7 days at 0 °C (no visible separation). | acceptable Gueldner, Hoppe (201
temperatures on 2014-000360 ] ] (BVL no. 2963410)
stability Before storage: After storage:

CIPAC MT 185 Residue ona 75 pm Residue ona 75 pm

(wet sieve test) sieve: 0.03 % sieve: 0.01 %
Shelf life following GIFAP Mono- |Batch: Stable for two years at 20 °C in the original acceptable, Gueldner (2005)
storage at ambient graph 17 06200/0146(0106)packaging (HDPE) (BVL no 2633224)
temperature Before storage: After storage: However, tests on

i i adhesion to seeds
2001-0044501-9} 7.0 % beta-cyfluthrin at | 7.1 % beta-cyfluthrin and suspensibility

before and after
storage are
missing.

14)

CIPAC MT 75.3 4.9 (undiluted) 4.8 (undiluted)

(pH) 5.4 (1 % in CIPAC watef5.2 (1 % in CIPAC watef
D) D)

CIPAC MT 185 Residue ona 75 um Residue ona 75 um

(wet sieve test) sieve: < 0.01 % sieve: < 0.01 %

CIPAC MT 148 Residue: 1.81 % Residue: 2.14 %

(pourability) Rinsed residue: 0.14 %Rinsed residue: 0.12 %

CIPAC MT 47.2 18.4 % vivin CIPAC |64 % v/v in CIPAC water

(persistent water D: D:

foaming) after 10 sec  24.5 mL|after 10 sec 19 mL
after 1 min 5.5 mL |after 1 min 5mL
after 3 min 4.5 mL | after 3 min 4 mL
after 12 min 2.0 mL | after 12 min 3mL

Statement Statement of the applicant regardingtilndy on The statement is Gueldner, Hoppe, W

iese
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storage stability: considered not
For the formulation it was shown that the paranseifficient to
wet sieve test and particle size distribution ditl n | address the missing
change significantly during storage. determination of
Therefore it is considered unnecessary to determemhesion to seeds
again the “Seed-to-seed distribution acc. to CIPA@fter storage of the
MT 175" and the “Adhesion to seeds acc. To product.
CIPAC MT 194 of seed treated with formulation
after storage of the formulation.

From scientific point of view the same results ben
expected compared to testing seeds treated with

(2013)
(BVL no 2963411)

formulation before stora

ge of the formulation.

CIPAC MT 175
(Distribution)

CIPAC MT 194
(Adherence)

Batch:
2010-003825

Stable for 18 months at
seeds)

ambient temperature (tdeateceptable

Before storage:

After storage:

Seed type:  sugar beg
Thousand grain weight:
30.1g

Beta-cyfluthrin:

Mean value: 0.086 mg
RSD: 15.0%
Seed loading: 103.4 %

Imidacloprid:

Mean value: 0.151 mg
RSD: 11.5%
Seed loading: 93.4 %

»Beed type:  sugar bee
Thousand grain weight:
30.1g

Beta-cyfluthrin:

Mean value: 0.080 mg
RSD: 16.9 %
Seed loading: 97.6 %

Imidacloprid:

Mean value: 0.149 mg
RSD: 159 %
Seed loading: 96.6 %

Beta-cyfluthrin: 100.0 %
Imidacloprid:  99.9 %

Beta-cyfluthrin: 100.4 %
Imidacloprid:  102.8 %

—

Gueldner, Hoppe (201
(BVL no 2963412)

12)

Shelf life in months
(if less than 2 years)

Not relevant
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B.2.8 Technical characteristics of the plant protection poduct (CP 2.8)

B.2.8.1 Wettability (CP 2.8.1)

Wettability Not relevant as the preparation ffoavable
concentrate for seed treatment.

10)

(Chemical assay)2010-003825 Beta-cyfluthrin: 100 %
Imidacloprid: 101 %

B.2.8.2 Persistent foaming (CP 2.8.2)
Persistent foaming CIPAC MT 47.2 Batch: 64 % v/v in CIPAC water D: acceptable Gueldner, Hoppe (201
2010-003825 after 10 sec 0mL (BVL no. 2633226)
after 1 min 0 mL
after 3 min 0 mL
after 12 min 0OmL
100 % (undiluted):
after 10 sec 0OmL
after 1 min 0mL
after 3 min 0 mL
after 12 min 0 mL
B.2.8.3 Suspensibility, spontaneity and dispersion stabilit (CP 2.8.3)
Suspensibility CIPAC MT 184 | Batch: 64 % of the preparation in CIPAC-water D: acceptable Gueldner, Hoppe (201

(BVL no. 2633227)

10)

Spontaneity of Not relevant as the preparatianflewable
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dispersion

concentrate for seed treatment.

Dispersion stability

Not relevant as the preparets a flowable
concentrate for seed treatment.

B.2.8.4 Degree of dissolution and dilution stability (CP 28.4)

Degree of dissolution

Not relevant as the prejaras a flowable
concentrate for seed treatment.

Dilution stability

Not relevant as the preparatie a flowable
concentrate for seed treatment.

B.2.8.5 Particle size distribution, dust content, attrition and mechanical stability (CP 2.8.5)

Particle size distributio

NCIPAC MT 185

CIPAC MT 187

Batch:
2010-003825

Batch:
2010-003825

Wet sieve test:
Residue on a 75 um sieve: 0.01 %

Size distribution of particles:
<10 % retained on a 0.60 pm sieve
> 90 % retained on a 3.65 pm sieve

Acceptable

Gueldner, Hoppe (2014
(BVL no. 2633228)

Dust content

Not relevant as the preparationfigveable
concentrate for seed treatment.

Attrition

Not relevant as the preparation is@xfable
concentrate for seed treatment.

Hardness and integrity

Not relevant as the pedjmar is a flowable
concentrate for seed treatment.

~
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B.2.8.6

Emulsifiability, re-emulsifiability, emulsion stability (CP 2.8.6)

Emulsifiability

Not relevant as the preparatisraiflowable
concentrate for seed treatment.

Re-emulsifiability

Not relevant as the prepamati® a flowable
concentrate for seed treatment.

Emulsion stability

Not relevant as the preparat®a flowable
concentrate for seed treatment.

B.2.8.7 Flowability, pourability and dustability (CP 2.8.7)
Flowability Not relevant as the preparation foavable
concentrate for seed treatment.
Pourability CIPAC MT 148 | Batch: Residue: 1.49% acceptable Gueldner, Hoppe (201
2010-003825 Rinsed residue: 0.10 % (BVL no. 2633229)

10)

Dustability following
accelerated storage

Not relevant as the preparation is a flowable
concentrate for seed treatment.

B.2.9

Physical compatibility with other products including plant protection products with which its use is & be authorised
(CP 2.9)

Physical compatibility
of tank mixes

Not applicable (tank mixtures with other pestasd
are not recommended)

Chemical compatibility
of tank mixes

Not applicable (tank mixtures with other pestasd
are not recommended)
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B.2.10 Adherence and distribution to seeds (CP 2.10)
Distribution (seed CIPAC MT 175 | Batch: Seed type: sugar beet acceptable Gueldner, Hoppe (2010)
treatment) 2010-003825 Thousand grain weight: 30.1g (BVL no. 2633230)
Beta-cyfluthrin:
Mean value: 0.086 mg
RSD: 15.0 %
Seed loading: 103.4 %
Imidacloprid:
Mean value: 0.151 mg
RSD: 11.5%
Seed loading: 93.4%
Adherence (seed CIPAC MT 194 |Batch: Beta-cyfluthrin: 100.0 % acceptable Gueldner, Hoppe (201
treatment) 2010-003825 Imidacloprid:  99.9 % (BVL no. 2633230)
B.2.11 Other studies (CP 2.11)

Other studies

No other special studies required.
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B.2.12 References relied on
Annex point / Author(s) Year |Title Verte- Data Justification Owner
reference num- Source (where different from company) brate protection if data
ber Company name, Report No., Date, GLP statugnere study claimed protection is

redevant), published or not Y/N Y/N claimed

BVL registration number

hY

FS NTN 33893 150

Bayer AG, Leverkusen, Germany
Bayer CropScience,

Report No.: 02/00096,

Edition Number: M-080410-01-1
Date: 2002-04-12

GLP/GEP: yes, unpublished
2633218 / 2633220

ted on EU level

KCP 2.1 /01 Gueldner, W.; |2010 | Physical, chemical and technical propertidsetd- N Y data not submit-| Bayer

KCP 2.4 /01 Hoppe, M. cyfluthrin + imidacloprid FS 230 (80+150 g/L) ted on EU level | CropScience
KCP 2.5/01 Bayer CropScience,

KCP 2.6 /01 Report No.: FM0078(PC00)G01,

KCP 2.8.2/01 Edition Number: M-390794-01-1

KCP 2.8.3/01 Date: 2010-09-24

KCP 2.8.5.1/01 GLP/GEP: yes, unpublished

KCP 2.8.7 /01 2633217/ 2633221 / 2633222 / 2633223 / 2633226|/

KCP 2.10 /01 2633227 | 2633228 / 2633229 / 2633230

KCP 2.2/01 Heinz, U. 2002 Determination of Safeglvant Data of FCR 4545 80! Y data not submit-| Bayer

CropScience

Grey shaded Studies indicate Baseline Dossier &udi
Black Studies indicate Supplementary Dossier Ssudie
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Annex point / Author(s) Year |Title Verte- Data Justification Owner
reference num- Source (where different from company) brate protection if data
ber Company name, Report No., Date, GLP statugnere study claimed protection is

relevant), published or not Y/N Y/N claimed

KCP 2.2 /02

Heinz, U.

2004

Determination of Safeglevant Data of Imidacloprig
+ Beta-Cyfluthrin FS 230 - Further code name: Mon
Forte FS 230
Bayer Industry Services GmbH, Leverkusen, Germg
Bayer CropScience,
Report No.: 04/00410,
Edition Number: M-182034-01-1
Date: 2004-12-08
GLP/GEP: yes, unpublished
2633219

IN
tu

ANy

Y

data not submit-
ted on EU level

BVL registration number

Bayer

CropScience

h

KCP 2.7 /01

Gueldner, W.

200%

D

Storage Stabilitilohtur Forte FS 230 - (Packaging
material: HDPE) - Final report
Bayer CropScience,

Report No.: 06200-0219,
Edition Number: M-090776-02-1
Date: 2005-03-31

GLP/GEP: no, unpublished
2633224

Bayer

CropScience

KCP 2.7 /102

Gueldner, W_;
Hoppe, M.

2014

Storage stability at elevated temperaturecataistabil-
ity of beta-cyfluthrin + imidacloprid FS 230 (80+15
g/L) - Packaging material: HDPE - Final report (14
days)

Bayer CropScience,

Report No.: FMO078(ACF01)NO1,

Edition Number: M-481012-02-1

Date: 2014-04-22

GLP/GEP: no, unpublished

2963410

Bayer

CropScience

Grey shaded Studies indicate Baseline Dossier &udi
Black Studies indicate Supplementary Dossier Ssudie
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Annex point / Author(s) Year |Title Verte- Data Justification Owner
reference num- Source (where different from company) brate protection if data
ber Company name, Report No., Date, GLP statugnere study claimed protection is

relevant), published or not Y/N Y/N claimed

KCP 2.7 /03

Gueldner, W.;
Hoppe, M.;
Wiese, B.

2013

Statement on distribution and adhesion tossted
assessing

application properties of formulations after st@rag
Statement

Bayer CropScience,

Report No.: M-446084-02-1,

Edition Number: M-446084-02-1

Date: 2013-11-07

GLP/GEP: no, unpublished

2963411

N

Y

BVL registration number

Bayer

CropScience

h

KCP 2.7 /104

Gueldner, W.;
Hoppe, M.

2012

Determination of seed loading, adherenceateguni-

formity of distribution of beta-cyfluthrin + imidéayprid
FS 230 (80+150 g/L) on sugar beet pellets befode a
after storage

Bayer CropScience,

Report No.: FM0078(SS96)NO01,

Edition Number: M-429878-01-1

Date: 2012-04-26

GLP/GEP: no, unpublished

2963412

Bayer

CropScience

Grey shaded Studies indicate Baseline Dossier &udi
Black Studies indicate Supplementary Dossier Ssudie



