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Section Al

Annex Point 11A1

Applicant

1.1 Applicant

1.2 Manufacturer of
Active Substance
(if different)

1.3  Manufacturer of
Product(s)
(if different)

1) Product 1
2) Product n

Name: Dr. Kevan Gartland, Sumitomo Chemical (UK) plc

Address: Hythe House, 200 Shepherds Bush Road, London,
W6 7NL, UK

Telephone: +44 20 7471 3734
Fax number: +44 20 7471 3749

E-mail address: gartland@scuk.sumitomo-chem.co.uk

See Confidential Appendix 2.1

See Document 111B, Section 1.2.
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Section A2 Identity of Active Substance
Subsection E’sf:;ﬂ
{(Annex Point) 2
2.1  Common names Imiprothrin, Pralle® x
AIA2.1)
2.2  Chemical name 2,5-Dioxo-3-prop-2-ynyl imidazolidin-1-ylmethyl (1R8)is trans- z
(I1A2.2) 2,2-dimethyl-1-(2-methylprop-1-enyljcyclopropane carboxylate

2.3 Manufacturer's
development code
numb er(s)
(ITA2.3)

24 CASNoand EC
numbers (ITA2.4)

2.4.1 CAS-No
Isomer 1
Isomer n

24.2 EC-No
Isomer 1
Isomer n

2.4.3 Other

2.5  Molecular and
structural formula,
molecular mass
(ITA2.5)

2.53.1 Molecular formula

2.5.2 Structural formula

2.5.3 Molecular mass

2.6 Method of
manufacture of the
active substance
(ITA2.1)

2.7  Specification of the
purity of the active
substance, as
appropriate
(I1A2.7)

(IUPAC)

[2,5-Dioxo-3-(2-propynyl)-1-imidazolidinyl]methyl (1R 8)-cis, trans-

chrysanthemate

72963-T2-5
428-790-6
None
C17H22N304
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See Confidential Appendix
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Section A3 Summary of main results and conclusions

Imiprothrin is a clear, amber, viscous liquid at room temperature, and
decomposes before boiling at 128 °C. It has a slightly sweet odour and a
relative density of 1.122.

The vapour pressure of imiprothrin is 1.86 x 105 Pa at 25°C, with a
calculated Henry’s law constant of 6.33 x 10 Pa m® molL. It does not
dissociate and has a water solubility of 0.0935 g/L (25°C).

Imiprothrin is soluble in a range of organic solvents (solubility in
hexane is 0.62 g /100 mL) and is stable in the presence of XXXXXXX
XXXXXX for at least one year. The octanol:water coefficient (1og Pow)
for imiprothrin is 2.9 (25°C).

Imiprothrin is considered a surface active material at 21°C, with a
surface tension of 46.63 mN/m. The viscosity of the MUP (|l

) was 59 centipoise

at 3 rpm, and 60 centipoise at both 6 and 12 rpm.
Imiprothrin is thermally stable at room temperature, has a flash point
temperature of 141°C and an auto-ignition temperature of 359°C. It does
not posess explosive properties and has no functional groups which are
capable of exhibitng oxidative capacity.

The data generated during an absorption spectra study (UV/Vis, IR,
NMR, MS) were consistent with the structure of imiprothrin.

As the active ingredient as manufactured will not be transported, a
stability study (reactivity towards conatiner material) was conducted on
the MUP. The physical state of the material was unchanged, no
degradation products were observed and the containers were not
affected after 12 months storage.
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Materials and methods

Applicants version is acceptable with the following amendments:

For all purities quoted the applicant has stated that the figures refer to the sum
of all 4 isomers rather than only the 2 major isomers. According to the
applicant they always report the purity this way.

3.1.2 Physical state 1

Remarks — delete
GLP

N

Reliability

|

3.1.2 Physical state 2 — delete
3.1.3 Colour 1

Method

Add “..by 3 people at 25 deg C”
Remarks - delete

GLP

N

Reliability

i

3.1.3 Colour 2 — delete
3.1.4 Odour 1
Remarks — delete

GLP

N

Reliability

|

3.1.4 Odour 2 — delete
3.3 Acidity, alkalinity

Results
Add “no information provided”
Remarks

Add “Active substance does not contain water and is not intended to be used in a
product which will be diluted with water”

3.4 Boiling point
Method

Delete entry and replace with the following:

“Test substance was placed into a flask and heated — temperature at which it
boiled/decomposed was measured. Reference substance — toluene.”

Results

Delete entry and replace with the following:
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“Decomposes at 128 deg C”
Remarks
Delete entry and replace with the following:

“At ~ 128 deg C and 746 mmHg, the colour of the sample changed from
yellowish-orange to orange-red. Upon further heating, at approximately 144 deg
C, the sample turned dark brown.”

GLP

N — no QA statement present in the study report, therefore cannot be considered
GLP compliant

Reliability

|

3.5 Relative density 1
Method

Delete “Pycnometry methodology is fully described in method EC A3 with
“92/69/EEC, A3~

Remarks

Within the sentence .....(rather it will be a manufacturing use product - see
below)..... replace ‘manufacturing’ with ‘manufacturing’.

Add the following:

“All measurements were carried out at 20 deg C. The requirement of 92/69/EEC
method A3 is that water density is measured at 4 deg C. Recalculating the result
assuming pure water at 4 deg C has a density of 1.000 g/cm® and at 20 deg C has
a density of 0.9982 then the relative density would be 1.121.”

GLP

N — no QA statement present in the study report, therefore cannot be considered
GLP compliant

Reliability

3.5 Relative density 2 — delete this section

3.6 Absorption spectra
UV/Vis

Results
Delete “201 nm” and replace with “210 nm”
Remarks

Delete second paragraph. Add “Information to address the effects of pH (<2 and
>10) has not been provided however intended use is not in an aqueous
environment . The molar absorption co-efficient (£) should be calculated or a
case for non-submission provided. A case has subsequently been provided by the
applicant concluding that the data indicates that improthrin does not have a
maximum absorance in the UV/Vis area of the spectrum between 210nm and
360nm then calculation of the molar absorption co-efficient is not necessary. The
supporting information would suggest that there is a degree of absorbance
between 210nm and 250nm however the peak absorbance is estimated to be at
wavelengths <200nm which are not shown on the spectra.
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Reliability

|

IR

Results

Delete “201 nm” and replace with “210 nm”
Remarks

Delete second paragraph
Reliability

i

NMR

Method

Add the following text “... at 270 MHz. Test substance was dissolved in
deuterated chloroform — 20 mg/ml. Spectrum obtained at ambient temperature.’

Remarks

Delete second paragraph
Reliability

|

MS

Results

m/z =318, 151, 123 (100 %)
Remarks

Delete second paragraph
Reliability

|

3.7 Vapour pressure
Reliability

3.7.1 Henry’s Law Constant

Results

Add “at 25 deg C”

Remarks — delete

GLP

N

Reliability

I

3.8 Surface tension

Method

Delete “EC method A5 and replace with “92/69/EEC, A5~

Results — delete

Remarks
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Delete “..at 21 deg C.” and replace with “Two tests were conducted. The time
between preparation of the 90 % saturated aqueous solution and surface tension
measurement was 2.5 hours (test 1) and 4.5 hours (test 2).”

3.9 Solubility in water

Method

Delete second paragraph and replace with “92/69/EEC, A6~
Reliability

|

3.10 Partition coefficient

Method

Replace text with “92/69/EEC, A8~

3.11 Thermal stability 1

Method

Delete text and replace with “OECD 113. Accelerated storage at 54 deg C for a
period of 14 days based on CIPAC MT46”

Remarks

Replace “...in air” with “...at RT”

3.11 Thermal stability 2 — move to section 3.17
Method

Add “Stored in a sealed can in the dark.”

Results
Add “Physical state unchanged”
Remarks

Delete text and replace with “S-41311 MUP does not decompose when stored at
ambient temperature in commercial packages for one year”

3.12 Reactivity towards container material
GLP

N — no QA statement present in the study report, therefore cannot be considered
GLP compliant.

Reliability

3.13 Dissociation constant
GLP

N

3.15 Viscosity

Results

Delete “result:” and replace with “Dynamic viscosity ="
GLP

N — no QA statement present in the study report, therefore cannot be considered
GLP compliant

3.16 Solubility in organic solvents

Results
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Add “Solubility in water = 6200 mgl'”’
Remarks
Delete second paragraph and replace with the following:

“As the test substance was determined to be soluble in all proportions with each
solvent except, n-hexane, further testing to determine a definitive measured
solubility was conducted only on the test substance in n-hexane.

Due to the high solubility value in n-hexane (and even higher solubility in other
solvents) the effect of temperature is not likely to be of any consequence.”

3.17 Stability in organic solvents

Delete text and replace with that as detailed in section 3.11/02.
4.1 Explosive properties
Method:

Add the following text: ‘Test method EC A14 is considered to be comparable to
that specified in the context of Regulation 1272/2008 (CLP)’

4.6 Flammability
Method

Delete “EC Method A15” and replace with “92/69/EEC, A15”
Remarks

Delete text and replace with Barometric pressure ~ 1 atmosphere
4.6 Flash-point 1

Method

Delete “EC Method A9~ and replace with “92/69/FEC, A9”. Add text: ‘Test
methods for determination of flash point specified under EEC Method A9 are in
accordance with those considered appropriate under Regulation 1272/2008
(CLP)’

Results
Pressure = 997 mbar (~1 atm)
4.6 Flash-point 2 - delete

4.13 Oxidising Properties

Delete all the text except the first paragraph under the Remarks/Justification
column. Add the following text to this paragraph ‘This waiver is also considered
to address the requirements specified under Regulation 1272/2008 (CLP)’

Summary of main results

In paragraph 5, replace the word ‘posess’ with ‘possess’ and the word ‘exhibitng’
with exhibiting’

In paragraph 6, replace the word 'conatiner’ with ‘container’.
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Conclusion Adopt applicant’s version with the above amendments
Reliability [ |
Acceptability acceptable
Remarks
COMMENTS FROM ...
Date Give date of comments submitted

Results and discussion

Conclusion
Reliability
Acceptability

Remarks

Discuss additional relevant discrepancies referring to the (sub)heading numbers
and to applicant’s summary and conclusion.
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state




