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Test or Study
Annex Point

Guideline
and

method

Test material
purity and

specification
Used methods / Results Comments (Acceptable / Non acceptable) GLP Reference

Series
830.7050

basic, and neutral methanol solutions (due to the low water
solubility of the test substance):
- The pH <2 samples showed absorbance maxima (max)
at approximately 203, 230, 285, and 311 nm.

-The pH 7 and pH >10 samples showed absorbance
maxima ( max) at 235, 285, and approximately 311 nm.
The blank versus blank scans showed no absorbance
readings varying more than 0.05 from the nominal zero
value.

pH: 0.91
Wavelength ε (L mol-1 cm-1)
203 nm 18075
230 nm 14342
285 nm 17871
290 nm 16507
311 nm 21106

pH: 7.05
Wavelength ε (L mol-1 cm-1)
235 nm 9272
285 nm 16345
290 nm 15290
311 nm 20502

pH:12.67
Wavelength ε (L mol-1 cm-1)
235 nm 17682
285 nm 16437
290 nm 15653
311 nm 20098

See Appendix 1 : Erreur ! Source du renvoi
introuvable., Erreur ! Source du renvoi introuvable.,
and Erreur ! Source du renvoi introuvable.

U.S. EPA
830.7050

OECD 101

DPX-MP062-155

(99% purity),

IN-JT333-17

(97.5% purity),

UV spectra were determined at pH levels of about 1.7, 7
and pH 11(beween 10.3 and 11.8).
Because the UV spectra were only very limited influenced
by pH effect, only results are reported for the neutral
solutions

DPX-MP062-155:
 203 nm: log ɛ=4.48; 228nm: log ɛ=4.31; 275 nm log ɛ = 

Data should be regarded as supplementary.

ɛɛɛ 

Y

Study summarised
in addendum to
the monograph
B2, 2001

DuPont-2929
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Test or Study
Annex Point

Guideline
and

method

Test material
purity and

specification
Used methods / Results Comments (Acceptable / Non acceptable) GLP Reference

830.7840
830.7860
CIPAC
MT157
CIPAC 3457

Solubility of indoxacarb (DPX-KN128) in
various organic solvents at 20C

Solvent

Solubility
(mg/mL)

Mean
Coefficient of
variation (%)

n-Octanol 11.31 1.6

Methanol 110.9 Not applicable

Methanol 109.9 2.7

n-Hexane 1.307 4

In a separate test the solubility of indoxacarb at 20C in
acetone, acetonitrile, ethyl acetate, dichloromethane,
dimethylformamide, and o-xylene was determined to be
>250 mg/mL (g/L), respectively.

EEC A.6 DPX-MP 062: 99%
aliphatic hydrocarbon: n-heptane 1.72 g/l at 25 0C

aromatic hydrocarbon: o-xylene 117g/l at 25 0C

halogenated hydrocarbon: dichloromethane > 250 g/l at 25
0C

alcohol: methanol 103 g/l at 25 0C: n-octanol 145 g/l at 25
0C

ketone: aceton > 250 g/l at 25 0C

ester: ethyl acetate 160 g/l at 25 0C

Acetonitril: 139 g/l at 25 0C

Data should be regarded as supplementary.
Y

(Study
summarised in
Indoxacarb DAR,
B2, 2000)

AMR 4426-97

B.2.7. PARTITION COEFFICIENT N-OCTANOL/WATER
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B.2.15. REFERENCES RELIED ON

Data
Requirement

No.,
Reference No. Author(s) Year

Title
Source
Company Report No.
GLP or GEP Status (where relevant)
Published or not

Vertebrate
study
Y/N

Data
Protection

Y/N

Justification if data
protection is

claimed Owner
Previous

Evaluation

CA, 2.1 Schmuckler,
M.E.,
Cooke, L.A.

1997 Physical and chemical characteristics of
DPX-KN128
DuPont Experimental Station
AMR 4141-96.
Published: No

N N DuPont Study
previously
reviewed
for EU

approval in
the 2000

DAR
CA, 2.1 Dobbin, J. 2002 DPX-MP062: Determination of the

melting point/melting range and
decomposition temperature
ABC Laboratories Europe Ltd.
DuPont-7557, Revision No. 1
Published: No

N N DuPont Study
previously
reviewed
for EU

approval in
the 2005

DAR.
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Data
Requirement

No.,
Reference No. Author(s) Year

Title
Source
Company Report No.
GLP or GEP Status (where relevant)
Published or not

Vertebrate
study
Y/N

Data
Protection

Y/N

Justification if data
protection is

claimed Owner
Previous

Evaluation

CA, 2.1/01 Revankar,
S.D.

2015 DPX-KN128: Laboratory study of
boiling point
Advinus Therapeutics Limited
DuPont-44495
GLP: Yes
Published: No

N Y The study is
necessary for the
regulatory decision,
conducted according
to GLP and has not
previously been
protected or if
previously protected
the period of data
protection has not
expired at the time of
submission of this
dossier.

DuPont N.A.a

CA, 2.2 Cobranchi,
D.P.,
Schmuckler,
M.E.

1997 Vapor pressure of DPX-KN128 and
calculation of Henry's Law constant
DuPont Jackson Laboratory
AMR 4169-96
Published: No

N N DuPont Study
previously
reviewed
for EU

approval in
the 2000

DAR.
CA, 2.3 Schmuckler,

M.E.,
Cooke, L.A.

1997 Physical and chemical characteristics of
DPX-KN128
DuPont Experimental Station
AMR 4141-96
Published: No

N N DuPont Study
previously
reviewed
for EU

approval in
the 2000

DAR.



Indoxacarb Volume 3 – B.2 (AS)

19

Data
Requirement

No.,
Reference No. Author(s) Year

Title
Source
Company Report No.
GLP or GEP Status (where relevant)
Published or not

Vertebrate
study
Y/N

Data
Protection

Y/N

Justification if data
protection is

claimed Owner
Previous

Evaluation

CA, 2.3/01 Craig, W.B. 2004 Indoxacarb (DPX-KN128): Laboratory
study of appearance and relative density
Inveresk Research International (IRI)
Limited (Scotland)
DuPont-14115
GLP: Yes
Published: No

N Y The study is
necessary for the
regulatory decision,
conducted according
to GLP and has not
previously been
protected or if
previously protected
the period of data
protection has not
expired at the time of
submission of this
dossier.

DuPont N.A.

CA, 2.4/01 Elliot, T. 2014 Indoxacarb (KN128): UV/visible
absorption and molar absorptivity and
spectra (mass spectrum, infrared
spectrum, and NMR)
Spectral Data Services, Inc., ABC
Laboratories, Inc. (Missouri)
DuPont-36503
GLP: Yes
Published: No

N Y The study is
necessary for the
regulatory decision,
conducted according
to GLP and has not
previously been
protected or if
previously protected
the period of data
protection has not
expired at the time of
submission of this
dossier.

DuPont N.A.
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Data
Requirement

No.,
Reference No. Author(s) Year

Title
Source
Company Report No.
GLP or GEP Status (where relevant)
Published or not

Vertebrate
study
Y/N

Data
Protection

Y/N

Justification if data
protection is

claimed Owner
Previous

Evaluation

CA, 2.4/02 Cukrova,
M.

2015a Characterization of IN-C0800-001
Vyzkumny ustav organickych syntez a.s.
(VUOS)
DuPont-45314
GLP: Yes
Published: No

N Y The study is
necessary for the
regulatory decision,
conducted according
to GLP and has not
previously been
protected or if
previously protected
the period of data
protection has not
expired at the time of
submission of this
dossier.

DuPont N.A.

CA, 2.4/03 Cukrova,
M.

2015b Characterization of IN-C0800-001
Vyzkumny ustav organickych syntez a.s.
(VUOS)
DuPont-45315
GLP: Yes
Published: No

N Y The study is
necessary for the
regulatory decision,
conducted according
to GLP and has not
previously been
protected or if
previously protected
the period of data
protection has not
expired at the time of
submission of this
dossier.

DuPont N.A.
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Data
Requirement

No.,
Reference No. Author(s) Year

Title
Source
Company Report No.
GLP or GEP Status (where relevant)
Published or not

Vertebrate
study
Y/N

Data
Protection

Y/N

Justification if data
protection is

claimed Owner
Previous

Evaluation

CA, 2.4/04 Gravelle,
W. D.

2014 Batch analysis of indoxacarb
(DPX-KN128) technical Supplement No.
3 Title Indoxacarb (DPX-KN128)
technical: Confirmation of the identity of
the active ingredient and process
impurities by HPLC/UV Spectroscopy
Product Safety Labs
DuPont-38208,Supplement No. 3,
Revision No. 1, and DuPont-38208,
Supplement No. 3, Revision No. 1,
Confidential attachment
GLP: Yes
Published: No

N Y The study is
necessary for the
regulatory decision,
conducted according
to GLP and has not
previously been
protected or if
previously protected
the period of data
protection has not
expired at the time of
submission of this
dossier.

DuPont N.A.

CA, 2.4/05 Novakova,
M.

2015 Characterization of IN-R1T94-001
Vyzkumny ustav organickych syntez a.s.
(VUOS)
DuPont-41789
GLP: Yes
Published: No

N Y The study is
necessary for the
regulatory decision,
conducted according
to GLP and has not
previously been
protected or if
previously protected
the period of data
protection has not
expired at the time of
submission of this
dossier.

DuPont N.A.

CA, 2.5 Schmuckler,
M.E.,
Cooke, L.A.

1997 Physical and chemical characteristics of
DPX-KN128
DuPont Experimental Station
AMR 4141-96
Published: No

N N DuPont Study
previously
reviewed
for EU

approval in
the 2000

DAR.
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Data
Requirement

No.,
Reference No. Author(s) Year

Title
Source
Company Report No.
GLP or GEP Status (where relevant)
Published or not

Vertebrate
study
Y/N

Data
Protection

Y/N

Justification if data
protection is

claimed Owner
Previous

Evaluation

CA, 2.6/01 Craig, W.B. 2004 Indoxacarb (DPX-KN128): Laboratory
study of solubility in oganic solvents
Inveresk Research International (IRI)
Limited (Scotland)
DuPont-12940, Revision No. 1
GLP: Yes
Published: No

N Y The study is
necessary for the
regulatory decision,
conducted according
to GLP and has not
previously been
protected or if
previously protected
the period of data
protection has not
expired at the time of
submission of this
dossier.

DuPont N.A.

CA, 2.7 Schmuckler,
M.E.,
Cooke, L.A.

1997 Physical and chemical characteristics of
DPX-KN128
DuPont Experimental Station
AMR 4141-96
Published: No

N N DuPont Study
previously
reviewed
for EU

approval in
the 2000

DAR.
CA, 2.8 Schmuckler,

M.E.,
Cooke, L.A.

1997 Physical and chemical characteristics of
DPX-KN128
DuPont Experimental Station
AMR 4141-96
Published: No

N N DuPont Study
previously
reviewed
for EU

approval in
the 2000

DAR
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Data
Requirement

No.,
Reference No. Author(s) Year

Title
Source
Company Report No.
GLP or GEP Status (where relevant)
Published or not

Vertebrate
study
Y/N

Data
Protection

Y/N

Justification if data
protection is

claimed Owner
Previous

Evaluation

CA, 2.8 Lentz, N.R. 2002 Photodegradation of 14C-DPX-MP062 in
pH 5 buffer by simulated sunlight
Ricerca Biosciences, LLC
DuPont-9801
Published: No

N N DuPont Study
previously
reviewed
for EU

approval in
the 2005

DAR.
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Data
Requirement

No.,
Reference No. Author(s) Year

Title
Source
Company Report No.
GLP or GEP Status (where relevant)
Published or not

Vertebrate
study
Y/N

Data
Protection

Y/N

Justification if data
protection is

claimed Owner
Previous

Evaluation

CA, 2.8/01 Clark, B. 2015 Hydrolysis of 14C-Indoxacarb
(DPX-KN128) in buffer solutions at pH 4,
7, and 9
ABC Laboratories, Inc. (Missouri)
DuPont-35853, Revision No. 1
GLP: Yes
Published: No

N Y The study is
necessary for the
regulatory decision,
conducted according
to GLP and has not
previously been
protected or if
previously protected
the period of data
protection has not
expired at the time of
submission of this
dossier.

DuPont N.A.

CA, 2.9/01 Livingston,
I.

2013 Indoxacarb (DPX-KN128): Laboratory
study of flammability, autoflammability,
oxidizing and explosive properties
Chilworth Technology Limited
DuPont-36505
GLP: Yes
Published: No

N Y The study is
necessary for the
regulatory decision,
conducted according
to GLP and has not
previously been
protected or if
previously protected
the period of data
protection has not
expired at the time of
submission of this
dossier.

DuPont N.A.
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Data
Requirement

No.,
Reference No. Author(s) Year

Title
Source
Company Report No.
GLP or GEP Status (where relevant)
Published or not

Vertebrate
study
Y/N

Data
Protection

Y/N

Justification if data
protection is

claimed Owner
Previous

Evaluation

CA, 2.11/01 Livingston,
I.

2013 Indoxacarb (DPX-KN128): Laboratory
study of flammability, autoflammability,
oxidizing and explosive properties
Chilworth Technology Limited
DuPont-36505
GLP: Yes
Published: No

N Y The study is
necessary for the
regulatory decision,
conducted according
to GLP and has not
previously been
protected or if
previously protected
the period of data
protection has not
expired at the time of
submission of this
dossier.

DuPont N.A.

CA, 2.12/01 Siripriya, G. 2013 DPX-KN128 (indoxacarb): Laboratory
study of surface tension
Advinus Therapeutics Limited
DuPont-36502
GLP: Yes
Published: No

N Y The study is
necessary for the
regulatory decision,
conducted according
to GLP and has not
previously been
protected or if
previously protected
the period of data
protection has not
expired at the time of
submission of this
dossier.

DuPont N.A.
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Data
Requirement

No.,
Reference No. Author(s) Year

Title
Source
Company Report No.
GLP or GEP Status (where relevant)
Published or not

Vertebrate
study
Y/N

Data
Protection

Y/N

Justification if data
protection is

claimed Owner
Previous

Evaluation

CA, 2.13/01 Livingston,
I.

2013 Indoxacarb (DPX-KN128): Laboratory
study of flammability, autoflammability,
oxidizing and explosive properties
Chilworth Technology Limited
DuPont-36505
GLP: Yes
Published: No

N Y The study is
necessary for the
regulatory decision,
conducted according
to GLP and has not
previously been
protected or if
previously protected
the period of data
protection has not
expired at the time of
submission of this
dossier.

DuPont N.A.

a
N.A. = not applicable, as this is a new study submitted for the first time at EU level for the purpose of renewal.


