Rentokil Initial ple

Nitrogen April 2006

Section 7.1.1.2.3
Annex Point ITTA, XIIT. 2.1

Biodegradation in seawater

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [ ]
Other justification [3]

Detailed justification:

It is not necessary to submit tests to consider biodegradation in seawater
because the "Technical Guidance Document in Support of Directive
98/8/EC Concerning the Placing of Biocidal Products on the Market :
Guidance on Data Requirements for Active Substances and Biocidal
Products” states that these tests are only required if the active substance
15 to be used or released in marine environments in considerable
amounts.

Nitrogen is not intended for use or release in marine environments.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluaiion boxes" (o provide transparency as to the
commients and views submitted

Date

Evaluation of applicant's
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action
Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.1.2
Annex Point ITTA, XIIT. 2.1

Rate and route of degradation in aquatic systems
including identification of metabolites and degradation
products

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;fi?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location (section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [3 ]
Other justification [ ]

Detailed justification:

It is scientifically unjustified to submit the above tests because the
"Technical Guidance Document in Support of Directive 98/8/EC
Concerning the Placing of Biocidal Products on the Market : Guidance
on Data Requirements for Active Substances and Biocidal Products”
states that these tests are only required if the results data end-points
A7.1.12.1 (or A7.1.1.2.2) indicate they are necessary.

Data end-points A7.1.1.2.1 and A7.1.1.2.2 do not indicate the necessity
to conduct these tests.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed duia submission.)

Evaluation by Competent Authorities

Use separate "evaluaiion boxes" (o provide transparency as to the
comments and views submitted

Date

Evaluation of applicant's
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action
Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unaccepiable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specifv)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.1.2.1.1
Annex Point ITTA, XIIT. 2.1

Biological Sewage Treatment - Aerobic biodegradation

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [ ]
Other justification [3 ]

Detailed justification:

It 1s not necessary to submit the an aerobic biodegradation study because
the "Technical Guidance Document in Support of Directive 98/8/EC
Concerning the Placing of Biocidal Products on the Market : Guidance
on Data Requirements f{or Active Substances and Biocidal Products”
states that this is only required if the biocide enters a sewage treatment
plant before release to the environment.

Nitrogen when used as a biocide, as described in this application, will
never enter a sewage treatment plant before release to the environment.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluaiion boxes" (o provide transparency as to the
commients and views submitted

Date

Evaluation of applicant's
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action
Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.1.2.1.2 Biological Sewage Treatment - Anaerobic
Annex Point ITTA, XIIT. 2.1 biodegradation
JUSTIFICATION FOR NON-SUBMISSION OF DATA DL

use only

As outlined in the TNsG on data requirements, the applicant must always
be able to justify the suggested exemptions from the data requirements.
The justifications are to be included in the respective location {section)
of the dossier.

If one of the following reasons is marked, detailed justification has to be
given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [ ]
Other justification [3 |

Detailed justification:

It is not necessary to submit the an anaerobic biodegradation study
because the "Technical Guidance Document in Support of Directive
98/8/EC Concerning the Placing of Biocidal Products on the Market :
Guidance on Data Requirements for Active Substances and Biocidal
Products” states that this 1s only required if the biocide 1s exposed to
anaerobic conditions or released into manure storage facilities.

Nitrogen when used as a biocide, as described in this application, will
never be exposed to anaerobic conditions and will not be released into
manure storage facilities.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
commients and views submitted

Date

Evaluation of applicant's
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action
Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specifv)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.1.2.2.1
Annex Point ITTA, XIIT. 2.1

Aerobic aquatic degradation study

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [ ]
Other justification [3 ]

Detailed justification:

It is not necessary to submit the aerobic aquatic degradation study since
nitrogen, when used as a biocide, as described in this application, will
never be released into the aquatic environment.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluaiion boxes" (o provide transparency as to the
comments and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action
Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.1.2.2.2
Annex Point ITTA, XIIT. 2.1

Water/sediment degradation study

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [ ]
Other justification [3 ]

Detailed justification:

It is not necessary to conduct water/sediment degradation studies
because the "Technical Guidance Document in Support of Directive
98/8/EC Concerning the Placing of Biocidal Products on the Market :
Guidance on Data Requirements for Active Substances and Biocidal
Products” states that these tests are only required if the active substance
1s very likely to be exposed to anaerobic conditions.

Nitrogen when used as a biocide, as described in this application, will
never to exposed to anaerobic conditions.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluaiion boxes" (o provide transparency as to the
commients and views submitted

Date

Evaluation of applicant's
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action
Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.1.3
Annex Point ITA, VII. 7.7

Adsorption / desorption screening test

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [3]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [ ]
Other justification [ ]

Detailed justification:

The adsorption / desorption screening tests are used to generate essential
information on the mobility of chemicals and their distribution in the
soil, water and air compartments of the biosphere.

The fate of nitrogen in the various environmental compartments is
already well understood and widely documented in the literature (ie. the
nitrogen cycle). Conducting further testing will not add any new
information about the fate of nitrogen in the environment.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed duia submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Evaluation of applicant's
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specifv)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.1.4
Annex Point ITTA, XIIT. 2.2

Further studies on adsorption and desorption in water /
sediment systems and, where relevant, on the adsorption
and desorption of metabolites and degradation products
where the preliminary risk assessment indicates that it is
necessary.

JUSTIFICATION FOR NON-SUBMISSION OF DATA lgifi;;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the duta requirements.

The justifications are fo be included in the respective location (section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data | |

Limited exposure [ ]

Technically not feasible | | Scientifically unjustified [3 ]
Other justification [ ]

Detailed justification:

It 1s scientifically unjustified to conduct further adsorption / desorption
studies in water / sediment systems for nitrogen since it will never be
directly released to water / sediment systems.

The prelimiary risk assessment does not indicate that the studies
indicated above are required.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date (Give date of comments submitted

Evaluation of applicant’s
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.1.4.1
Annex Point ITTA, XIIT. 2.1

Field study on the accumulation in the sediment.

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [3 ]
Other justification [ ]

Detailed justification:

It 1s scientifically unjustified to conduct a field study on the
accumulation in the sediment for nitrogen since it will never be directly
released to sediment.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed duia submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specifv)

Date Give date of comments submitted

Evaluation of applicant’s
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.2.1
Annex Point ITTA, VII. 4 &
XIIL.1.1

Aerobic degradation in soil, initial study

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁgﬁ‘;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data | |

Limited exposure [ ]

Technically not feasible | | Scientifically unjustified [3]
Other justification [ ]

Detailed justification:

It 1s not necessary to conduct the aerobic degradation in soil imtial study
because the "Technical Guidance Document in Support of Directive
98/8/EC Concerning the Placing of Biocidal Products on the Market :
Guidance on Data Requirements for Active Substances and Biocidal
Products” states that these tests are only required if the results from data
end-points A7.1.1.2.1 or A7.1.1.2.2 indicate the need to do so.

The results for data end-points A7.1.1.2.1 or A.7.1.1.2.2 do not indicate
the need to conduct this study.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
commients and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's fustification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.2.2
Annex Point ITTA, XIIT. 1.1

Aerobic degradation in soil, further study

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [3]
Other justification [ ]

Detailed justification:

It 1s not necessary to conduct the aerobic degradation in soil further
study because the " Technical Guidance Document in Support of
Directive 98/8/EC Concerning the Placing of Biocidal Products on the
Market : Guidance on Data Requirements for Active Substances and
Biocidal Products” states that these tests are only required if the results
from data end-points A7.1.1.2.1 or A7.1.1.2.2 indicate the need to do so.

The results for data end-points A7.1.1.2.1 or A.7.1.1.2.2 do not indicate
the need to conduct this study.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluaiion boxes" {o provide transparency as to the
commients and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's fustification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.2.2.1
Annex Point ITTA, VII. 4 &
XII.1.1 &XII. 1.4

The rate and route of degradation including the
identification of the processes involved and identification
of any metabholites and degradation products in at least
three soil types under appropriate conditions.

JUSTIFICATION FOR NON-SUBMISSION OF DATA Official

use only

As outlined in the TNsG on data requirements, the applicant must always
be able to justify the suggested exemptions from the duta requirements.
The justifications are fo be included in the respective location (section)
of the dossier.

If one of the following reasons is marked, detailed justification has to be
given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [3]
Other justification [ ]

Detailed justification:

It is not necessary to conduct the rate and route of degradation study
because the "Technical Guidance Document in Support of Directive
98/8/EC Concerning the Placing of Biocidal Products on the Market :
Guidance on Data Requirements for Active Substances and Biocidal
Products” states that these tests are only required if the results from data
end-points A7.1.1.2.1 or A7.1.1.2.2 indicate the need to do so.

The results for data end-points A7.1.1.2.1 or A.7.1.1.2.2 do not indicate
the need to conduct this study.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed duita submission.)

Evaluation by Competent Authorities

Use separate "evaluaiion boxes" (o provide transparency as to the
comments and views submitted

Date

Evaluation of applicant's
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action
Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple Nitrogen April 2006
Section 7.2.2.2 Field soil dissipation and accumulation.
Annex Point ITTA, XII. 1.1
Annex VI, para 85
JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘(;?;

As outlined in the TNsG on data requirements, the applicant must always
be able to justify the suggested exemptions from the data requirements.
The justifications are to be included in the respective location {section)
of the dossier.

If one of the following reasons is marked, detailed justification has to be
given below. General arguments are not acceptable

Other existing data | |
[ ]

Limited exposure

Technically not feasible | | Scientifically unjustified [3]

Other justification [ ]

Detailed justification:

It 1s not necessary to conduct the field soil dissipation and accumulation
study because the " Technical Guidance Document in Support of
Directive 98/8/EC Concerning the Placing of Biocidal Products on the
Market : Guidance on Data Requirements for Active Substances and
Biocidal Products” states that these tests are only required if the results
from data end-points A7.1.1.2.1 or A7.1.1.2.2 indicate the need to do so.

The results for data end-points A7.1.1.2.1 or A.7.1.1.2.2 do not indicate
the need to conduct this study.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
commients and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's fustification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.2.2.3
Annex Point ITTA, XII. 1.4

Extent and nature of bound residues.

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [3]
Other justification [ ]

Detailed justification:

It 1s not necessary to conduct the extent and nature of bound residues
study because the " Technical Guidance Document in Support of
Directive 98/8/EC Concerning the Placing of Biocidal Products on the
Market : Guidance on Data Requirements for Active Substances and
Biocidal Products” states that these tests are only required if the results
from data end-points A7.2.1 or A7.2.2.1 indicate the need to do so.

The results for data end-points A7.2.1 or A.7.2.2.1 do not indicate the
need to conduct this study.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluaiion boxes" {o provide transparency as to the
commients and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's fustification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.2.2.4
Annex Point ITTA, XII. 1.1

Other soil degradation studies.

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [3]
Other justification [ ]

Detailed justification:

It 1s not necessary to conduct other soil degradation studies because the
"Technical Guidance Document in Support of Directive 98/8/EC
Concerning the Placing of Biocidal Products on the Market : Guidance
on Data Requirements for Active Substances and Biocidal Products”
states that these tests are only required if the results from data end-points
A7.1.1.2.1 or A7.1.1.2.2 indicate the need to do so.

The results for data end-points A7.1.1.2.1 or A.7.1.1.2.2 do not indicate
the need to conduct this study.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluaiion boxes" {o provide transparency as to the
commients and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's fustification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple Nitrogen April 2006
Section 7.2.3 Adsorption and mobility in seil, further studies
Annex Point ITTA, XII. 1.2
-1.3
JUSTIFICATION FOR NON-SUBMISSION OF DATA S;Efg?;

As outlined in the TNsG on data requirements, the applicant must always
be able to justify the suggested exemptions from the data requirements.
The justifications are to be included in the respective location {section)
of the dossier.

If one of the following reasons is marked, detailed justification has to be
given below. General arguments are not acceptable

Other existing data | |
[ ]

Limited exposure

Technically not feasible | | Scientifically unjustified [3]

Other justification [ ]

Detailed justification:

It 1s not necessary to conduct further adsorption and mobility n soil
studies because the "Technical Guidance Document in Support of
Directive 98/8/EC Concerning the Placing of Biocidal Products on the
Market : Guidance on Data Requirements for Active Substances and
Biocidal Products” states that these tests are only required if the results
from data end-points A7.1.1.2.1 or A7.1.1.2.2 indicate the need to do so.

The results for data end-points A7.1.1.2.1 or A.7.1.1.2.2 do not indicate
the need to conduct this study.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
commients and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's fustification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.2.3.1
Annex Point ITTA, XIIT. 1.2

Adsorption and desorption in at least three soil types
and, where relevant, the adsorption and desorption of
metabolites and degradation products.

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;fi?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location (section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [3]
Other justification [ ]

Detailed justification:

It is not necessary to conduct adsorption and desorption in at least three
soil types because the "Technical Guidance Document in Support of
Directive 98/8/EC Concerning the Placing of Biocidal Products on the
Market : Guidance on Data Requirements for Active Substances and
Biocidal Products” states that these tests are only required if the results
from data end-points A7.1.1.2.1 or A7.1.1.2.2 indicate the need to do so.

The results for data end-points A7.1.1.2.1 or A.7.1.1.2.2 do not indicate
the need to conduct this study.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed daia submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant’s
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.2.3.2
Annex Point ITTA, XIIT. 1.3

Mobility in at least three soil types and where relevant
mobility of metabolites and degradation products.

JUSTIFICATION FOR NON-SUBMISSION OF DATA Sf‘(;:ri?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [3]
Other justification [ ]

Detailed justification:

It is not necessary to conduct a mobility in at least three soil types study
because the "Technical Guidance Document in Support of Directive
98/8/EC Concerning the Placing of Biocidal Products on the Market :
Guidance on Data Requirements for Active Substances and Biocidal
Products” states that these tests are only required 1f the results from data
end-points A7.1.1.2.1 or A7.1.1.2.2 indicate the need to do so.

The results for data end-points A7.1.1.2.1 or A.7.1.1.2.2 do not indicate
the need to conduct this study.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluaiion boxes" (o provide transparency as to the
comments and views submitted

Date

Evaluation of applicant's
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action
Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.3.1
Annex Point ITTA, VII. 5

Phototransformation in air.

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [3]
Other justification [ ]

Detailed justification:

It 1s scientifically unjustified to conduct a phototransformation in air
study since nitrogen 1s inert and already forms 78.1% v/v of the
atmosphere.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed duia submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specifv)

Date Give date of comments submitted

Evaluation of applicant’s
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.3.2
Annex Point ITTA, XII. 3

Fate and behaviour in air, further studies.

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [3]
Other justification [ ]

Detailed justification:

It 1s scientifically unjustified to conduct further studies on fate and
behaviour in air, even though it 1s intended for use as a fumigant. This 1s
because nitrogen 1s inert, already forms 78.1% v/v of the atmosphere and
1s an end-point for such a study.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed duia submission.)

Evaluation by Competent Authorities

Use separate "evaluaiion boxes" (o provide transparency as to the
comments and views submitted

Date

Evaluation of applicant's
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action
Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specifv)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple Nitrogen April 2006
Section 7.4.1.1 Acute toxicity to fish
Annex Point ITA, VII. 7.1

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁg‘(;;‘;

As outlined in the TNsG on data requirements, the applicant must always
be able to justify the suggested exemptions from the data requirements.
The justifications are to be included in the respective location {section)
of the dossier.

If one of the following reasons is marked, detailed justification has to be
given below. General arguments are not acceptable

Other existing data [3]

Limited exposure [ ]

Technically not feasible [3] Scientifically unjustified [ |
Other justification [ ]

Detailed justification:

It 1s technically not feasible to conduct an acute fish toxicity study
because nitrogen already forms 78.1% v/v of the atmosphere. This
means that any watercourse will already be at its maximal nitrogen
concentration. Nitrogen is only sparingly scluble in water (fresh:
0.00216% wiw at 15°C and sea: 15.1285 mL. N, per L seawater at 5°C).
Therefore, all aquatic life 1s already exposed to the maximum
concentration of nitrogen that will occur under ambient conditions.
Moreover, the fate of nitrogen in the various environmental
compartments is already well understood and widely documented in the
literature (ie. the nitrogen cycle). Conducting further testing will not add

ani new information about the toxiciti of nitroien in the environment.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.4.1.2
Annex Point ITA, VII. 7.2

Acute toxicity to invertebrates

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [3]

Limited exposure [ ]

Technically not feasible [3] Scientifically unjustified [ |
Other justification [ ]

Detailed justification:

It 1s technically not feasible to conduct an acute invertebrate toxicity
study because nitrogen already forms 78.1% v/v of the atmosphere. This
means that any watercourse will already be at its maximal nitrogen
concentration. Nitrogen is only sparingly scluble in water (fresh:
0.00216% wiw at 15°C and sea: 15.1285 mL. N, per L seawater at 5°C).
Therefore, all aquatic life 1s already exposed to the maximum
concentration of nitrogen that will occur under ambient conditions.
Moreover, the fate of nitrogen in the various environmental
compartments is already well understood and widely documented in the
literature (ie. the nitrogen cycle). Conducting further testing will not add

ani new information about the toxiciti of nitroien in the environment.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state

T:\Regulatory Affairs\00-PRODUCT DIRECTORY'003_LEGISLATION'BPDNitrogen‘Al dossier for ECHA data dissemination\Word

files\A7 4 1 2.doc

Page 1 of 1



Rentokil Initial ple

Nitrogen April 2006

Section 7.4.1.3
Annex Point ITA, VII. 7.3

Growth inhibition test on algae.

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [3]

Limited exposure [ ]

Technically not feasible [3] Scientifically unjustified [ |
Other justification [ ]

Detailed justification:

It 1s technically not feasible to conduct an algae growth inhibition study
because nitrogen already forms 78.1% v/v of the atmosphere. This
means that any watercourse will already be at its maximal nitrogen
concentration. Nitrogen is only sparingly scluble in water (fresh:
0.00216% wiw at 15°C and sea: 15.1285 mL. N, per L seawater at 5°C).
Therefore, all aquatic life 1s already exposed to the maximum
concentration of nitrogen that will occur under ambient conditions.
Moreover, the fate of nitrogen in the various environmental
compartments is already well understood and widely documented in the
literature (ie. the nitrogen cycle). Conducting further testing will not add

ani new information about the toxiciti of nitroien in the environment.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple Nitrogen April 2006
Section 7.4.1.4 Inhibition to microbiological activity.
Annex Point ITA, VII. 7.4
& IITA, VIL 3
JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁifg?;

As outlined in the TNsG on data requirements, the applicant must always
be able to justify the suggested exemptions from the dota requirements.
The justifications are fo be included in the respective location (section)
of the dossier.

If one of the following reasons is marked, detailed justification has to be
given below. General arguments are not acceptable

Other existing data [3]

Limited exposure [ ]

Technically not feasible [3] Scientifically unjustified [ ]

Other justification [ |

Detailed justification:

It is technically not feasible to conduct an inhibition to microbiological
activity study because nitrogen already forms 78.1% v/v of the
atmosphere. This means that any watercourse will already be at its
maximal nitrogen concentration. Nitrogen is only sparingly soluble in
water (fresh: 0.00216% w/w at 15°C and sea: 15.1285 mL N; per L
seawater at 5°C).

Therefore, all aquatic life is already exposed to the maximum
concentration of nitrogen that will occur under ambient conditions.
Moreover, the fate of nitrogen in the various environmental
compartments is already well understood and widely documented in the
literature (ie. the nitrogen cycle). Conducting further testing will not add

ani new information about the toxiciti of nitroien in the environment.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed duia submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Evaluation of applicant's
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action
Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specifv)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple Nitrogen April 2006
Section 7.4.2 Bioconcentration.
Annex Point ITA, VII. 7.5

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁgl;?;

As outlined in the TNsG on data requirements, the applicant must always
be able to justify the suggested exemptions from the data requirements.
The justifications are to be included in the respective location {section)
of the dossier.

If one of the following reasons is marked, detailed justification has to be
given below. General arguments are not acceptable

Other existing data [3]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [3]
Other justification [ ]

Detailed justification:

It 1s technically not feasible to conduct a bioconcentration study because
nitrogen already forms 78.1% v/v of the atmosphere. This means that
any watercourse will already be at its maximal nitrogen concentration.
Nitrogen 1s only sparingly scluble in water (fresh: 0.00216% w/w at
15°C and sea: 15.1285 ml. N, per L seawater at 5°C).

Therefore, all aquatic life 1s already exposed to the maximum
concentration of nitrogen that will occur under ambient conditions.
Moreover, the fate of nitrogen in the various environmental
compartments is already well understood and widely documented in the
literature (ie. the nitrogen cycle). Conducting further testing will not add

ani new information about the toxiciti of nitroien in the environment.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.4.3
Annex Point IITA, XTII. 2

Effects on aquatic organisms, further studies.

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [ ]
Other justification [3]

Detailed justification:

It 1s not necessary to conduct the further studies for the effects on aquatic
organisms because the "Technical Guidance Document in Support of
Directive 98/8/EC Concerning the Placing of Biocidal Products on the
Market : Guidance on Data Requirements for Active Substances and
Biocidal Products” states that these tests are only required if the results
from data end-points A7.4.1.1, A741.2, A7413, A741.4and A742
indicate the need to do so.

The results for data end-points A7.4.1.1, A7412 A7413 A7414
and A7.4.2 do not indicate the need to conduct further studies.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
commients and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action
Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.4.3.1
Annex Point ITTA, XIII. 2.1

Prolonged toxicity to an appropriate species of fish.

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [ ]
Other justification [3]

Detailed justification:

It 1s not necessary to conduct the prolonged toxicity to an appropriate
species of fish study because the " Technical Guidance Document in
Support of Directive 98/8/EC Concemning the Placing of Biocidal
Products on the Market : Guidance on Data Requirements for Active
Substances and Biocidal Products” states that these tests are only
required if the results from data end-points A7.4.1.1, A74.1.2, A7.4.1.3,
A7.4.1.4 and A7.4.2 indicate the need to do so.

The results for data end-points A7.4.1.1, A7412 A7413 A7414
and A7.4.2 do not indicate the need to conduct further studies.

Also, conducting this test will not add any new information about
nitrogen for use in the risk assessment.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
commients and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple Nitrogen April 2006
Section 7.4.3.2 Effects on reproduction and the growth rate on an
Annex Point ITTA, XIII. 2.2 appropriate species of fish.
JUSTIFICATION FOR NON-SUBMISSION OF DATA Ofﬁ‘:i?l
use only

As outlined in the TNsG on data requirements, the applicant must always
be able to justify the suggested exemptions from the data requirements.
The justifications are to be included in the respective location {section)
of the dossier.

If one of the following reasons is marked, detailed justification has to be
given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [ ]

Other justification [3]

Detailed justification:

It is not necessary to conduct the effects on reproduction and growth rate
study because the " Technical Guidance Document in Support of
Directive 98/8/EC Concerning the Placing of Biocidal Products on the
Market : Guidance on Data Requirements for Active Substances and
Biocidal Products" states that this study is only required if the decision
tree at Appendix 1 (Chapter 3, part B) indicates the need to do so.

The decision tree at Appendix 1 (Chapter 3, part B) does not indicate the
need to conduct further studies.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed duia submission.)

Evaluation by Competent Authorities

Use separate "evaluaiion boxes" (o provide transparency as to the
comments and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant’s
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.4.3.3.1
Annex Point ITTA, XIII. 2.3

Bio-accumulation in an appropriate species of fish.

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [ ]
Other justification [3]

Detailed justification:

It 1s not necessary to conduct this bio-accumulation study because the
"Technical Guidance Document in Support of Directive 98/8/EC
Concerning the Placing of Biocidal Products on the Market : Guidance
on Data Requirements f{or Active Substances and Biocidal Products”
states that this study is only required if there 1s a risk of secondary
poisoning.

There is no risk of secondary poisoning from the use of nitrogen as
described elsewhere in this application. Once the fumigation
containment area has been vented, the level of nitrogen returns to normal
ambient ranges.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed data submission.)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
commients and views submitted

Date

Evaluation of applicant’s
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action

Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specify)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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Rentokil Initial ple

Nitrogen April 2006

Section 7.4.3.3.2
Annex Point ITTA, XIII. 2.3

Bio-accumulation in an appropriate invertebrate species.

JUSTIFICATION FOR NON-SUBMISSION OF DATA lﬁf‘;?;
As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirements.

The justifications are to be included in the respective location {section)

of the dossier.

If one of the following reasons is marked, detailed justification has to be

given below. General arguments are not acceptable

Other existing data [ ]

Limited exposure [ ]

Technically not feasible [ ] Scientifically unjustified [ ]
Other justification [3]

Detailed justification:

It 1s not necessary to conduct this bio-accumulation study because the
"Technical Guidance Document in Support of Directive 98/8/EC
Concerning the Placing of Biocidal Products on the Market : Guidance
on Data Requirements f{or Active Substances and Biocidal Products”
states that this study 1s required if direct release to marine / brackish
water occurs.

Nitrogen when used as described elsewhere in this application, will not
be released directly to marine or brackish waters.

Undertaking of intended
data submission [ 1

Give date on which the data will be handed in later (Only acceptable if
test or study is already being conducted and the responsible CA has
agreed on the delayed daia submission.)

Evaluation by Competent Authorities

Use separate "evaluaiion boxes" (o provide transparency as to the
comments and views submitted

Date

Evaluation of applicant's
justification

EVALUATION BY RAPPORTEUR MEMBER STATE
Give date of action
Discuss applicant's justification and, if applicable, deviating view

Conclusion Indicate whether applicant’s justification is acceptable or not. If unacceptable
because of the reasons discussed above, indicate which action will be required,
e.g. submission of specific test/study data

Remarks
COMMENTS FROM OTHER MEMBER STATE (specifv)

Date Give date of comments submitted

Evaluation of applicant's
justification

Conclusion

Remarks

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
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