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Test or Study &
Data point

Guideline and
method

Test material
purity and

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

Indoxacarb
150 g/L EC
(DPX-KN128-206)

Inactive
isomer

Method
N°1191A2

Not detected Not detected

pH 1%

CIPAC
MT75.3

5.40 5.40

Emulsion
characteristics
in at
maximum
rate of
product
(0.2%)
CIPAC water
A and D

after 24H

CIPAC
MT36.3

No cream or
oil

No cream or
oil

Emulsion
characteristics
Re-emulsion
in CIPAC
water A and
D

CIPAC MT
36.3

No cream or
oil

No cream or
oil

Indoxacarb 150 g/L EC was stored in 1L
Polyethylene/Ethyl Vinyl Alcohol (PE/EVOH)
commercial package at a temperature of 54C
for a period of 2 weeks.

Test T0 T 2 weeks at 54°C

Appearance Light yellow,
mild solvent
liquid

Light yellow,
mild solvent
liquid

Packaging No perforation darkening,
leakage or rust at the seam of
the packaging: packaging
remained intact and unaffected
by the storage.

DPX KN128 144.3+1.6 g/l 146.4+1.3 g/l

in this report. Method N° KN128.220.ST (first
version) was validated with respect of linearity
(ranged from 10.1 to 40.5 µg/mL, R2 = 0.999),
specificity (chromatograms are presented and no
interferences were showed), accuracy and
precision (mean recovery 98.3% for 10 µ/ml and
96.8% for 40µg/ml) LoQ was set to be 10µg/ml

The inactive Enantiomeric content in the
formulation before and after storage was <
10µg/mL (LoQ)

The relevant impurities contents should be
determined before and after acerbated storage.

DuPont response

The relevant impurities will now be kept at below
the limit of detection (LOD) for both the technical
and the formulated product. Since the relevant
impurities will be kept below LOD, DuPont does
not believe it is necessary to analyze for the
relevant impurities after aging.

 The justification/explanation provided by
notifier cannot be accepted.

The relevant impurities contents should be
determined before and after acerbated storage or a
justification for "non-formation” of these
impurities during the formulation or the storage is
required.

Study shows that there are no significant physical
or chemical changes of the test item or the
packaging when stored at 54°C during 2 weeks in
commercial packaging made on PE/EVOH.

As the formulation is EC, the HDPE/EVOH
packaging can be considered as acceptable as the
stability was performed on PE/EVOH packaging.

Y DuPont-33102
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Test or Study &
Data point

Guideline and
method

Test material
purity and

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

content

Method N°
KN128.220.011

Inactive isomer

Method
N°1191A2

Not detected Not detected

pH 1%

CIPAC
MT75.3

5.0 5.2

Emulsion
characteristics
at a low dose
(0.021%) in
CIPAC water
D and A
(CIPAC
MT36.3)

After 30 sec:

Emulsification

Forth, ml

After 30 min:

Forth, mL

Free oi/cream,
mL

After 24h:

Forth, ml

Free oil/cream,
mL

Re-
emulsification
after 24h

Emulsification

Forth, ml

Oil free, ml

After 30 min

Forth, ml

Free oil/cream,

Homogenous

Nil

Nil
Nil

Nil

Nil

Homogenous
Nil

Nil

Nil

Nil

Homogenous
0.5

Nil
Nil

Nil

Nil

Homogenous
0.5

Nil

Nil

Nil
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Test or Study &
Data point

Guideline and
method

Test material
purity and

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

mL

Emulsion
characteristics
at a higher
dose (0.25%)
in CIPAC
water A
(CIPAC
MT36.3)

After 30 sec:

Emulsification

Forth, ml

After 30 min:

Forth, mL

Free oi/cream,
mL

After 24h:

Forth, ml

Free oil/cream,
mL

Re-
emulsification
after 24h

Emulsification

Forth, ml

Oil free, ml

After 30 min

Forth, ml

Free oil/cream,
mL

Homogenous
Nil

Nil
Nil

Nil

Nil

Homogenous
Nil

Nil

Nil

Nil

Homogenous
1.4

0.5
Nil

Nil

Nil

Homogenous
1.4

Nil

Nil

Nil

Persistent
foaming at
0.25% w/v
CIPAC MT
47.2, ml

1 min.

3 min.

12 min.

9+1

7+1

5+1

11+1

9+1

5+1
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Test or Study &
Data point

Guideline and
method

Test material
purity and

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

Forth, ml

After 30 min:

Forth, mL

Free oi/cream,
mL

After 24h:

Forth, ml

Free
oil/cream, mL

Re-
emulsification
after 24h

Emulsification

Forth, ml

Oil free, ml

After 30 min

Forth, ml

Free
oil/cream, mL

Nil

Nil
Nil

Nil
Nil

Homogenous
Nil

Nil

Nil

Nil

Nil
Nil

Nil

Nil

Homogenous
0.5ml

Nil

Nil

Nil

Emulsion
characteristics
at a higher
dose (0.25%)
in CIPAC
water A
(CIPAC
MT36.3)

After 30 sec:

Emulsification

Forth, ml

After 30 min:

Forth, mL

Free oi/cream,
mL

Homogenous
1.4 ml

Nil
Nil

Homogenous
0.5ml

0.5ml
Nil

The relevant impurities contents should be
determined before and after acerbated storage.

DuPont response

Per your request to an earlier point above, the
relevant impurities will now be kept at below the
limit of detection (LOD) for both the technical and
the formulated product. Since the relevant
impurities will be kept below LOD, DuPont does
not believe it is necessary to analyze for the
relevant impurities after aging.

 The justification/explanation provided by
notifier cannot be accepted, the relevant impurities
contents should be determined before and after
acerbated storage or a justification for "non-
formation” of these impurities during the
formulation or the storage is required.
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Test or Study &
Data point

Guideline and
method

Test material
purity and

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

Indoxacarb
150 g/L EC
(DPX-KN128-206)

After 24h:

Forth, ml

Free oil/crem,
mL

Re-
emulsification
after 24h

Emulsification

Forth, ml

Oil free, ml

After 30 min

Forth, ml

Free oil/crem,
mL

Nil
Nil

Homogenous
Nil

Nil

Nil
Nil

Nil

Nil

Homogenous
1.4

Nil

Nil

Nil

Persistent
foaming at
0.25% w/v
CIPAC MT
47.2, ml

1 min.

3 min.

12 min.

9+1

7+1

5+1

11+1

9+1

5+1

A sample of Indoxacarb 150 g/L EC, stored in a
1-L sealed, fluorinated HDPE bottle, was
placed in a commercial warehouse for 2 years
in room temperature. The test results are
reported below:

Test T0 T2 years at 20°C

Appearance Straw yellow

free flowing
liquid

Pungent
sweet pear

Straw brown

free flowing
liquid

Pungent sweet
pear

Packaging Container remains intact. No
evidence of interaction with
contents

Acceptable Y DuPont-20352



Indoxacarb Volume 3 – B.2 (PPP) – INDOXACAB 150 g/L EC

14

Test or Study &
Data point

Guideline and
method

Test material
purity and

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

DPX KN128
content

Method
N°1191B

149.9g/L 154.3g/L

Inactive
isomer

Method
N°1191A

Not detected Not detected

pH 1%

CIPAC
MT75.3

5.40 5.85

Emulsion
characteristics
in at
maximum
rate of
product
(0.2%)
CIPAC water
A and D

after 24H

CIPAC
MT36.3

No cream or
oil

No cream or
oil

Emulsion
characteristics
Re-emulsion
in CIPAC
water A and
D

CIPAC MT
36.3

No cream or
oil

No cream or
oil

Persistent foaming after 3- years storage in a
HDPE/F container at ambient temperature

After

10 sec 10 mL

1 min 5 mL

3 min 4 mL

12 min 2 mL

After 3 years storage, plant production product
forms foam in acceptable limits.

Y DuPont-38318
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B.2.12. REFERENCES RELIED ON

Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.1/01

Anand, H.S. 201
1

Indoxacarb
150 g/L EC
(DPX-KN128)
emulsifiable
concentrate
formulation:
Laboratory
study of
physical
chemical and
technical
properties with
accelerated
storage
performed in a
polyethylene/et
hyl vinyl
alcohol
(PE/EVOH)
container
Advinus
Therapeutics
Limited
DuPont-33102
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.a



Indoxacarb Volume 3 – B.2 (PPP) – INDOXACARB 150 g/L EC

21

Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.1/02

Clipston,
A.S., Craig,
W.B.

200
7

Indoxacarb
150 g/L
emulsifiable
concentrate
insecticide
formulation:
Laboratory
study of
physical and
chemical
properties
Charles River
Laboratories
(UK)
DuPont-20351
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.2/01

Clipston,
A.S., Craig,
W.B.

200
7

Indoxacarb
150 g/L
emulsifiable
concentrate
insecticide
formulation:
Laboratory
study of
physical and
chemical
properties
Charles River
Laboratories
(UK)
DuPont-20351
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.3/01

Clipston,
A.S., Craig,
W.B.

200
7

Indoxacarb
150 g/L
emulsifiable
concentrate
insecticide
formulation:
Laboratory
study of
physical and
chemical
properties
Charles River
Laboratories
(UK)
DuPont-20351
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.4/01

Anand, H.S. 201
1

Indoxacarb
150 g/L EC
(DPX-KN128)
emulsifiable
concentrate
formulation:
Laboratory
study of
physical
chemical and
technical
properties with
accelerated
storage
performed in a
polyethylene/et
hyl vinyl
alcohol
(PE/EVOH)
container
Advinus
Therapeutics
Limited
DuPont-33102
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.4/02

Clipston,
A.S., Craig,
W.B.

200
7

Indoxacarb
150 g/L
emulsifiable
concentrate
insecticide
formulation:
Laboratory
study of
physical and
chemical
properties
Charles River
Laboratories
(UK)
DuPont-20351
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.5/01

Clipston,
A.S., Craig,
W.B.

200
7

Indoxacarb
150 g/L
emulsifiable
concentrate
insecticide
formulation:
Laboratory
study of
physical and
chemical
properties
Charles River
Laboratories
(UK)
DuPont-20351
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.6/01

Clipston,
A.S., Craig,
W.B.

200
7

Indoxacarb
150 g/L
emulsifiable
concentrate
insecticide
formulation:
Laboratory
study of
physical and
chemical
properties
Charles River
Laboratories
(UK)
DuPont-20351
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.7/01

Anand, H.S. 201
1

Indoxacarb
150 g/L EC
(DPX-KN128)
emulsifiable
concentrate
formulation:
Laboratory
study of
physical
chemical and
technical
properties with
accelerated
storage
performed in a
polyethylene/et
hyl vinyl
alcohol
(PE/EVOH)
container
Advinus
Therapeutics
Limited
DuPont-33102
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.7/02

Browne, M.,
Cairns, S.

200
9

Indoxacarb
150 g/L
emulsifiable
concentrate
insecticide
formulation:
Laboratory
study of shelf
life stability
Charles River
Laboratories
(UK)
DuPont-20352
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.



Indoxacarb Volume 3 – B.2 (PPP) – INDOXACARB 150 g/L EC

30

Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.7/03

Clipston,
A.S., Craig,
W.B.

200
7

Indoxacarb
150 g/L
emulsifiable
concentrate
insecticide
formulation:
Laboratory
study of
physical and
chemical
properties
Charles River
Laboratories
(UK)
DuPont-20351
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.7/04

Shanthaveera
ppa, K.S.

201
3

Indoxacarb
150 g/L EC
(DPX-KN128)
emulsifiable
concentrate
formulation:
Laboratory
study of shelf-
life stability in
a
polyethylene/et
hyl vinyl
alcohol
(PE/EVOH)
container
Advinus
Therapeutics
Limited
DuPont-33103
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.



Indoxacarb Volume 3 – B.2 (PPP) – INDOXACARB 150 g/L EC

32

Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.7/05

Robson, D.D. 201
4

Indoxacarb
150 g/L EC
(DPX-
KN128):
Laboratory
study of
persistent
foaming
properties after
3 years of
shelf-life
storage
DuPont Stine-
Haskell
Research
Center
DuPont-38318
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.8.2/01

Anand, H.S. 201
1

Indoxacarb
150 g/L EC
(DPX-KN128)
emulsifiable
concentrate
formulation:
Laboratory
study of
physical
chemical and
technical
properties with
accelerated
storage
performed in a
polyethylene/et
hyl vinyl
alcohol
(PE/EVOH)
container
Advinus
Therapeutics
Limited
DuPont-33102
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.8.2/02

Clipston,
A.S., Craig,
W.B.

200
7

Indoxacarb
150 g/L
emulsifiable
concentrate
insecticide
formulation:
Laboratory
study of
physical and
chemical
properties
Charles River
Laboratories
(UK)
DuPont-20351
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.8.6/01

Clipston,
A.S., Craig,
W.B.

200
7

Indoxacarb
150 g/L
emulsifiable
concentrate
insecticide
formulation:
Laboratory
study of
physical and
chemical
properties
Charles River
Laboratories
(UK)
DuPont-20351
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.8.6/02

Anand, H.S. 201
1

Indoxacarb
150 g/L EC
(DPX-KN128)
emulsifiable
concentrate
formulation:
Laboratory
study of
physical
chemical and
technical
properties with
accelerated
storage
performed in a
polyethylene/et
hyl vinyl
alcohol
(PE/EVOH)
container
Advinus
Therapeutics
Limited
DuPont-33102
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.8.6/03

Browne, M.,
Cairns, S.

200
9

Indoxacarb
150 g/L
emulsifiable
concentrate
insecticide
formulation:
Laboratory
study of shelf
life stability
Charles River
Laboratories
(UK)
DuPont-20352
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.8.6/04

Shanthaveera
ppa, K.S.

201
3

Indoxacarb
150 g/L EC
(DPX-KN128)
emulsifiable
concentrate
formulation:
Laboratory
study of shelf-
life stability in
a
polyethylene/et
hyl vinyl
alcohol
(PE/EVOH)
container
Advinus
Therapeutics
Limited
DuPont-33103
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.11/01

Browne, M.,
Cairns, S.

200
9

Indoxacarb
150 g/L
emulsifiable
concentrate
insecticide
formulation:
Laboratory
study of shelf
life stability
Charles River
Laboratories
(UK)
DuPont-20352
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

N.A.
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Data
Requireme
nt No.,
Reference
No. Author(s)

Yea
r

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

Vertebr
ate
Study
Y/N

Data
protecti
on
Y/N

Justificati
on if Data
Protection
Is
Claimed

Owne
r

Previous
Evaluati
on

CP,
2.11/02

Clipston,
A.S., Craig,
W.B.

200
7

Indoxacarb
150 g/L
emulsifiable
concentrate
insecticide
formulation:
Laboratory
study of
physical and
chemical
properties
Charles River
Laboratories
(UK)
DuPont-20351
GLP: Yes
Published: No

N Y The
study is
necessary
for the
regulator
y
decision,
conducte
d
accordin
g to GLP
and has
not
previousl
y been
protected
or if
previousl
y
protected
the
period of
data
protectio
n has not
expired
at the
time of
submissi
on of this
dossier.

DuPo
nt

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.


