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Section A1l Applicant
Annex Point I1A1
1.1 Applicant Name: W
Address: uaber imited
Chartmoor Road
Leighton Buzzard
LU7 4WG
UK
Telephone:
Fax number:
E-mail address:
Contact Point
Name:
Address:
Telephone:
Fax number:
E-mail address:
1.2 Manufacturer of ~Name:
Active Substance Address:
Telephone:
Fax number:
E-mail address:
13 Manufacturer of ~Name: _
Product(s) Address: Guaber UK Limited
Chartmoor Road
Leighton Buzzard
LU7 4WG
UK
Telephone:
Fax number:
E-mail address:
Section 1: Applicant 3.
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Section A2.10 Exposure data in conformity with Annex VIIA to
Annex Point TIA2.10 Council Directive 92/32/EEC (OJ No L, 05.06.1992,
p- 1) amending Council Directive 67/548/EEC
Subsection Official

use only

2.10.1 Human exposure
towards active
substance

2.10.1.1 Production

i) Description of _ manufactures MNK by reacting _ fatty
process acids in the presence of a catalyst at a high temperature. The crude
product is refined using a standard distillation process.

ii) Workplace MNK is manufactured in a closed system. There is no exposure to

description workers. However, workers must wear a helmet, safety glasses
work clothing and safety shoes on the manufacturing site.

iii) Inhalation Not available

exposure

iv) Dermal Not available

exposure

2.10.1.2 Intended use(s)

1. Professional
Users

1) Description of No assessment for professional users is presented, as the biocidal
application process product containing Methyl Nonyl Ketone is not intended for
professional use.

ii) Workplace No assessment for professional users is presented, as the biocidal

description product containing Methyl Nonyl Ketone is not intended for
professional use.

iii) Inhalation No assessment for professional users is presented, as the biocidal

exposure product containing Methyl Nonyl Ketone is not intended for
professional use.

iv) Dermal No assessment for professional users is presented, as the biocidal

exposure product containing Methyl Nonyl Ketone is not intended for

professional use.

2. Non-

professional
Users including the

general public

Section 2: Identity -6-
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Section A2.10
Annex Point 11A2.10

Exposure data in conformity with Annex VIIA to
Council Directive 92/32/EEC (OJ No L, 05.06.1992,
p- 1) amending Council Directive 67/548/EEC

(i) via inhalational
contact

(i) via skin
contact

(iii) via drinking
water

(iv) via food

(v) indirect via
environment

2.10.2 Environmental

Spraying leads to inhalation exposure and to dermal exposure. An
exposure model (Consumer product spraying and dusting — model
2, TNsG Part 2, p. 199) has been applied to perform the
quantitative exposure assessment in humans by inhalation.
Considering the worst-case scenario, the level of exposure for this
product is of lower concern.

In order to complete the risk assessment for the consumers, the
primary and secondary exposures for non-professionals has been
calculated using the model ConsExpo 4.1 (RIVM, Netherlands,
2005). The primary and secondary exposures taking into account
the worst-case scenarios were determined to be very low and they
could be considered to be of lower concern.

The secondary exposure for children and infants is considered of
low concern when the children comes into contact with wet
sprayed surface, during inhalation of volatilized residues indoor or
when they play on a surface that has been treated with the animal
repellent. However, the risk assessment for children and infants
carried out using ConsExpo 4.1 is not considered an appropriate
model as it does not take into consideration the high volatility of
MNK.

Spraying leads to inhalation exposure and to dermal exposure. An
exposure model (Consumer product spraying and dusting — model
2, TNsG Part 2, p. 199) has been applied to perform the
quantitative exposure assessment in humans by dermal contact.
Considering the worst-case scenario, the level of exposure for this
product is of lower concern.

In order to complete the risk assessment for the consumers, the
primary and secondary exposures for non-professionals has been
calculated using the model ConsExpo 4.1 (RIVM, Netherlands,
2005). The primary and secondary exposures taking into account
the worst-case scenarios were determined to be very low and they
could be considered to be of lower concern.

The secondary exposure for children and infants is considered of
low concern when the children comes into contact with wet
sprayed surface, during inhalation of volatilized residues indoor or
when they play on a surface that has been treated with the animal
repellent. However, the risk assessment for children and infants
carried out using ConsExpo 4.1 is not considered an appropriate
model as it does not take into consideration the high volatility of
MNK.

As the recommended uses have no potential for water contact and
since Methyl Nonyl Ketone will not persist in the environment due
to its high volatility, indirect exposure via drinking water is
considered negligible.

As the recommended uses have no potential for food contact and
since Methyl Nonyl Ketone will not persist in the environment due
to its high volatility, indirect exposure via food is considered
negligible.

As the recommended uses have no potential for food, feeding stuff
or drinking water contact, and since Methyl Nonyl Ketone will not
persist in the environment due to its high volatility, indirect exposure
via environment is considered negligible.

Section 2: Identity
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34.2. IR

Materials and Method: The applicant’s version is adopted.
Results: The results are acceptable

Reliability: 1

Acceptability: The method and result are acceptable

3.4.3. NMR

Materials and Method: The applicant’s version is adopted.
Results: The results are acceptable

Reliability: 1

Acceptability: The method and result are acceptable

3.4.4. MS

Materials and Method: The applicant’s version is adopted.
Results: The results are acceptable

Reliability: 1

Acceptability: The method and result are acceptable

3.5. Water solubility

Materials and Method: (X4): The applicant should have used the column
elution method instead of the flask method due to low solubility of the
substance in water. Nevertheless, the applicant’s version is adopted.

Results: The results are acceptable

Reliability: 1

Acceptability: The method and result are acceptable

3.7. Solubility in organic solvents

Materials and Method: The applicant’s version is adopted.
Results: The results are acceptable

Reliability: 1

Acceptability: The method and result are acceptable

3.9 Partition coefficient

Materials and Method: The applicant’s version is adopted.
Results: The results are acceptable

Reliability: 1

Acceptability: The method and result are acceptable

3.10 Thermal stability

Materials and Method: (X5): The applicant’s version is adopted although the
amount of test substance is lower than the range indicated in OECD Guideline
113.

Results: The results are acceptable

Reliability: 1

Acceptability: The method and result are acceptable

3.11. Flammability

Materials and Method: The applicant’s version is adopted.
Results: The results are acceptable

Reliability: 1

Acceptability: The method and result are acceptable

3.12. Flash point

Materials and Method: The applicant’s version is adopted.
Results: The results are acceptable

Reliability: 1

Acceptability: The method and result are acceptable

Section 3: Physical and chemical properties 16
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3.13 Surface tension

Materials and Method: The applicant’s version is adopted. The ring method
was used to determine this parameter.

Results: (X6): The results are acceptable; however the remark included by the
applicant indicating that the substance is not surface active is not correct.
Substances with surface tensions lower than 60 mN/m should be regarded as
being surface-active materials.

Reliability: 1

Acceptability: The method and result are acceptable

3.14 Viscosity

Materials and Method: The applicant’s version is adopted.
Results: The results are acceptable

Reliability: 1

Acceptability: The method and result are acceptable

3.17. Reactivity towards the container

Materials and Method: The applicant presented the EPA’s Reregistration
Eligibility Decision. In this document it is stated that after one year of storage
at room temperature no significant changes regarding purity, colour, specific
gravity, and refractive index was observed. Moreover the substance is
considered non-corrosive after 12 months of storage at room temperature.
Results: The results may be considered acceptable

Reliability: 2

Acceptability: The method and result may be acceptable

Section 3: Physical and chemical properties 17
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Section A4(4.2.¢/2) Analytical Methods for Detection and Identification
Annex Point ITA, IV 42 Water

4.7.2  Detector MS
MS acquisition range: m/z 40 to 80
Delay time: 3 min
Background mass: m/z 39
Quantitative ion: m/z 58
4.7.3  Standard(s) External standard MNK (purity: 99%)
4.74  Interfering None identified
substance(s)
Linearity
4.8.1 Calibrationrange  0.025 — 0.5 pg/ml X1
4.8.2  Number of Duplicate determinations at 5 levels
measurements
4.8.3  Linearity Correlation coefficient (r) was determined as equal to0.9997. The
equation of the calibration curve was y = 50510x — 182.88, where y is
the peak area and x the concentration of the analyte in pg/ml.
4.9 Specifity: There was no determinable signal found in the control samples at the
interfering retention time of MNK. There were no interferences at the retention
substances time of the analyte above 30% of the LOQ. The technique was

confirmed by identifying three characteristic ions at m/z =71, 58 and
43. Due to the low molecular weight of the molecule, it was not
possible to identify peak above mz>100. The mass spectrum was also
compared to the Saturn library and the identity of MNK was
confirmed.

4.10 Recovery rates at Recovery was determined at two fortification levels. Results are X2
different levels summarised in Table A4.2c/2-1.

The mean recovery for MNK at fortification level 0.103 pg/l was
82.4% (with a range of 78.4 — 88.9%)).

The mean recovery for MNK at fortification level 1.03 pg/l was
100.2% (with a range 0f 97.9 — 102.9%).

The overall recovery for MNK was 91.3%.

The mean and overall mean values are within the SANCO/3029/99
rev.4 guideline requirements (70 — 110%).

Two controls were used as required by SANCO/825/00 rev.7
guideline requirements.

4.10.1 Relative standard  Refer to Table A4.2¢/2-1.

deviation
4.11 Limit of LOQ, defined as the lowest concentration at which a recovery of 70-
determination 110% with relative standard deviation of <20% is obtained, was 0.103

pg/l.

The LOQ meets the requirements of Council Directive 80/778/EEC and
SANCO/825/00 rev. 7 for drinking water, since the method can detect
concentrations equal to 0.1 pg/l.

4.12 Precision

4.12.1 Repeatability Repeatability was determined as the RSD calculated from five
determinations at each fortification level. Results are summarised in
Table A4.2¢/2-1.

Section 4: Analytical Methods for Detection and Identification 36
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Section A5

Effectiveness against target organisms and
intended uses

Subsection
(Annex Point)

5.1

5.2

5.2.1

5.2.2

53

5.3.1

5.3.2

PT19
5.4

54.1

5.4.2

5.5

Function
(ITA5.1)

Organism(s) to be
controlled and
products, organisms
or objects to be
protected

(I1IAS.2)

Organism(s) to be
controlled
(I1AS.2)

Products, organisms
or objects to be
protected

(ITAS.2)

Effects on target
organisms, and likely
concentration at
which the active
substance will be used
(ITA5.3)

Effects on target
organisms
(ITIAS.3)

Likely concentra-
tions at which the
A.S. will be used
(ITAS.3)

Mode of action
(including time delay)
(IT1AS.4)

Mode of action

Time delay

Field of use envisaged
(ITAS.5)

MGO03: Pest control

5.6

User
(ITA5.6)

Official
use only

Repellent

Cats and dogs. X1

Indoor doorways, carpets and furnishings.

Methyl Nonyl Ketone is a volatile substance whose odour
confuses the sense of smell of animals such as dogs and cats,
hence discouraging them from visiting treated areas.

3.58%

Methyl Nonyl Ketone is an aliphatic ketone repellent. Its
mode of action involves volatilisation of the compound to
release an odour confusing the sense of smell of animals
such as dogs and cats, hence, discouraging them from
visiting treated areas.

Animals are deterred from visiting treated areas and over a
period of weeks will be trained to avoid these areas.

Repellent

Methyl Nonyl Ketone confuses the sense of smell of dogs
and cats, hence discouraging them from visiting treated
areas.

Section 5: Effectiveness against target organisms and intended uses
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