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Section A1 Applicant
Annex Points ITA1
1.1 Applicant Name: Bébolna Bioenvironmental Centre Ltd.
Address: H-1107 Budapest,
X. Szallas u. 6,
Hungary
1.2 Manufacturer Babolna Bioenvironmental Centre Ltd., X
of Active H-1107 Budapest,
Substance ;145 u. 6
(if different) ’
Hungary
1.3 Manufacturer Babolna Bioenvironmental Centre Ltd.,
of Product(s)  H-1107 Budapest,
(fdifferent) v 41145 u. 6,
Hungary
(1) Product 1 Biopren® Pharaoh’s Ant Colony Eliminator (outside

Hungary)
Protect® Pharaoh’s Ant Colony Eliminator (in Hungary)
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Section 3 Physical and Chemical Properties

References by section number

Section

No./Reference

No.

Author(s)

Year

Title, Source (where
different from
company) Company,
Report No. GLP
(where relevant) / (Un)
Published

Data
Protection
Claimed
(Yes/No)

Owner

IIIA, 3.1.1

Laky, V.

2006a

Determination of the
Boiling Point of S-
Methoprene.

LAB International
Research Centre
Hungary Ltd., Report
no. 05/112-324AN, GLP
(unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.1.2/1

Laky, V.

2006a

Determination of the
Boiling Point of S-
Methoprene.

LAB International
Research Centre
Hungary Ltd., Report
no. 05/112-324AN, GLP
(unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.1.2/2

Anderson,
W.

1999

Product Chemistry:
Technical Grade
Product.
Stillmeadow, Inc.,
Report no. 4755-98,
GLP (unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.1.3

Anderson,
W.

1999

Product Chemistry:
Technical Grade
Product.
Stillmeadow, Inc.,
Report no. 4755-98,
GLP (unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.2/1

Anderson,
W.

1999

Product Chemistry:
Technical Grade
Product.
Stillmeadow, Inc.,
Report no. 4755-98,
GLP (unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.
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Section
No./Reference
No.

Author(s)

Year

Title, Source (where
different from
company) Company,
Report No. GLP
(where relevant) / (Un)
Published

Data
Protection
Claimed
(Yes/No)

Owner

IIIA, 3.2/2

Bates, M.

2007

S-methoprene:
Evaluation of Vapour
Pressure.

Covance Laboratories
Ltd, Report no.
2694/001-D2149, GLP
(unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.3

Anderson,
W.

1999

Product Chemistry:
Technical Grade
Product.
Stillmeadow, Inc.,
Report no. 4755-98,
GLP (unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.4/1

Anderson,
W.

1999

Product Chemistry:
Technical Grade Product
Stillmeadow, Inc.,
Report no. 4755-98,
GLP (unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.4/2

2002a

Infrared Spectra of S-
Methoprene

IR Laboratory of the
Institute for Organic
Chemistry, Report no.
not documented, non
GLP (unpublished).

Babolna
Bioenvironmental
Centre Ltd.

IITA, 3.4/3

Woolley,
S.M. and
Mullee,
D.M.

2006

S-methoprene: Nuclear
Magnetic Resonance
Spectra and Infrared
Spectrum

Safepharm Laboratories
Limited, Report no.
2073/0004, GLP
(unpublished)

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.4/4

1998

NMR Spectra of S-
Methoprene

NMR Laboratory of the
Faculty of Chemical
Engineering, Report no.
not documented, non
GLP (unpublished).

Babolna
Bioenvironmental
Centre Ltd.

47




Babolna Bioenvironmental Centre

S-Methoprene PT18

January 2013

Section
No./Reference
No.

Author(s)

Year

Title, Source (where
different from
company) Company,
Report No. GLP
(where relevant) / (Un)
Published

Data

Protection

Claimed
(Yes/No)

Owner

IITA, 3.4/5

Woolley,
S.M. and
Mullee,
D.M.

2006

S-methoprene: Nuclear
Magnetic Resonance
Spectra and Infrared
Spectrum

Safepharm Laboratories
Limited, Report no.
2073/0004, GLP
(unpublished)

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.4/6

2002b

MS Spectra of S-
Methoprene

MS Laboratory of the
Department of Physical
Chemistry, Report no.
not documented, non
GLP (unpublished).

No

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.4/7

Laky, V.

2006b

Determination of the
Mass Spectrum of S-
Methoprene.

LAB International
Research Centre
Hungary Ltd., Report
no. 06/227-362AN, GLP
(unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.5

Anderson,
W.

1999

Product Chemistry:
Technical Grade Product
Stillmeadow, Inc.,
Report no. 4755-98,
GLP (unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.7

Laky, V.

2006¢

Determination of the
Solubility of S-
Methoprene in Organic
Solvents.

LAB International
Research Centre
Hungary Ltd., Report
no. 05/112-358 AN, GLP
(unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IITA, 3.9

Rivendell
International

2012

Calculating the n-
octanol/water partition
coefficient of S-
Methoprene following
OECD guidance No.
117, Ireland.
Unpublished report no:
RIV-IE-2012-11-29-01.

Yes

Babolna
Bioenvironmental
Centre Ltd.
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Section
No./Reference
No.

Author(s)

Year

Title, Source (where
different from
company) Company,
Report No. GLP
(where relevant) / (Un)
Published

Data

Protection

Claimed
(Yes/No)

Owner

IITA, 3.9

Anderson,
W.

1999

Product Chemistry:
Technical Grade Product
Stillmeadow, Inc.,
Report no. 4755-98,
GLP (unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.10/1

Anderson,
W.

1999

Product Chemistry:
Technical Grade Product
Stillmeadow, Inc.,
Report no. 4755-98,
GLP (unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.10/2

Szabd, E.,

2005

Storage Stability Tests
of S-Methoprene
Technical

Bébolna
Kornyezetbioldgiai
Kozpont Kft., Report no.
Edition 1, Non-GLP
(unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.11

Laky, V.

2006d

Determination of the
Auto-ignition
Temperature of S-
Methoprene.

LAB International
Research Centre
Hungary Ltd., Report
no. 05/112-355AN, GLP
(unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.12

Laky, V.

2006e

Determination of the
Flash Point of S-
Methoprene.

LAB International
Research Centre
Hungary Ltd., Report
no. 05/112-352AN, GLP
(unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.
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Section
No./Reference
No.

Author(s)

Year

Title, Source (where
different from
company) Company,
Report No. GLP
(where relevant) / (Un)
Published

Data
Protection
Claimed
(Yes/No)

Owner

IIIA, 3.13 Laky, V.

2006f

Determination of the
Surface Tension of S-
Methoprene.

LAB International
Research Centre
Hungary Ltd., Report
no. 05/112-326 AN, GLP
(unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

MIA, 3.14 Laky, V.

2006g

Determination of the
Viscosity of S-
Methoprene.

LAB International
Research Centre
Hungary Ltd., Report
no. 05/112-359AN, GLP
(unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.17/1 Anderson,

W.

1999

Product Chemistry:
Technical Grade
Product.
Stillmeadow, Inc.,
Report no. 4755-98,
GLP (unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

IIIA, 3.17/2 Anderson,

W.

2003

Storage Stability with
Corrosion
Characteristics (OPPTS
Series 830 Sections 6317
and 6320).

Stillmeadow, Inc.,
Report no. 4817-98,
GLP (unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.
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References by author
Author(s) | Section Year | Title, Source (where Data Owner
No./Reference different from company) Protection
No. Company, Report No. GLP | Claimed
(where relevant) / (Un) (Yes/No)
Published
- 1IIA, 3.4/2 2002a | Infrared Spectra of S- No Babolna
Methoprene Bioenvironmental
IR Laboratory of the Institute Centre Ltd.
for Organic Chemistry,
Report no. not documented,
non GLP (unpublished).
- 1IIA, 3.4/4 1998 | NMR Spectra of S- No Babolna
Methoprene Bioenvironmental
NMR Laboratory of the Centre Ltd.
Faculty of Chemical
Engineering, Report no. not
documented, non GLP
(unpublished).
- IIIA, 3.4/6 2002b | MS Spectra of S-Methoprene | No Béabolna
MS Laboratory of the Bioenvironmental
Department of Physical Centre Ltd.
Chemistry, Report no. not
documented, non GLP
(unpublished).
Anderson, | IIIA, 3.1.2/2 1999 | Product Chemistry: Yes Babolna
W. IIIA, 3.1.3 Technical Grade Product. Bioenvironmental
IIIA, 3.2/1 Stillmeadow, Inc., Report no. Centre Ltd.
IIIA, 3.3 4755-98, GLP (unpublished).
IIIA, 3.4/1
IIIA, 3.5
IIIA, 3.9
IIIA, 3.10/1
IIIA, 3.17/1
IIIA, 3.17/2
Bates, M. | IIIA, 3.2/2 2007 | S-methoprene: Evaluation of | Yes Babolna
Vapour Pressure. Bioenvironmental
Covance Laboratories Ltd, Centre Ltd.
Report no. 2694/001-D2149,
GLP (unpublished).
Laky, V. IIIA, 3.1.1 2006a | Determination of the Boiling | Yes Babolna
IIIA, 3.1.2/1 Point of S-Methoprene. Bioenvironmental
LAB International Research Centre Ltd.
Centre Hungary Ltd., Report
no. 05/112-324AN, GLP
(unpublished).
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Author(s) | Section Year | Title, Source (where Data Owner
No./Reference different from company) Protection
No. Company, Report No. GLP | Claimed
(where relevant) / (Un) (Yes/No)
Published

Laky, V. 1IIA, 3.4/7 2006b | Determination of the Mass Yes Babolna
Spectrum of S-Methoprene. Bioenvironmental
LAB International Research Centre Ltd.
Centre Hungary Ltd., Report
no. 06/227-362AN, GLP
(unpublished).

Laky, V. IIIA, 3.7 2006¢ | Determination of the Yes Babolna
Solubility of S-Methoprene Bioenvironmental
in Organic Solvents. Centre Ltd.

LAB International Research
Centre Hungary Ltd., Report
no. 05/112-358 AN, GLP
(unpublished).

Laky, V. | IIA, 3.11 2006d | Determination of the Auto- Yes Babolna
ignition Temperature of S- Bioenvironmental
Methoprene. Centre Ltd.

LAB International Research
Centre Hungary Ltd., Report
no. 05/112-355AN, GLP
(unpublished).

Laky, V. IIIA, 3.12 2006€ | Determination of the Flash Yes Babolna
Point of S-Methoprene. Bioenvironmental
LAB International Research Centre Ltd.
Centre Hungary Ltd., Report
no. 05/112-352AN, GLP
(unpublished).

Laky, V. | IlIA, 3.13 2006f | Determination of the Surface | Y€S Babolna
Tension of S-Methoprene. Bioenvironmental
LAB International Research Centre Ltd.
Centre Hungary Ltd., Report
no. 05/112-326AN, GLP
(unpublished).

Laky, V. | IIA, 3.14 2006g | Determination of the Yes Babolna
Viscosity of S-Methoprene. Bioenvironmental

. Centre Ltd.
LAB International Research
Centre Hungary Ltd., Report
no. 05/112-359AN, GLP
(unpublished).
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Author(s)

Section
No./Reference
No.

Year

Title, Source (where
different from company)
Company, Report No. GLP
(where relevant) / (Un)
Published

Data
Protection
Claimed
(Yes/No)

Owner

Szabd, E.,

IIIA, 3.10/2

2005

Storage Stability Tests of S-
Methoprene Technical
Bébolna Kérnyezetbioldgiai
Kozpont Kft., Report no.
Edition 1, non-GLP
(unpublished).

Yes

Babolna
Bioenvironmental
Centre Ltd.

Woolley,
S.M. and
Mullee,
D.M.

IIIA, 3.4/3
IITA, 3.4/5

2006

S-methoprene: Nuclear
Magnetic Resonance Spectra
and Infrared Spectrum
Safepharm Laboratories
Limited, Report no.
2073/0004, GLP
(unpublished)

Yes

Babolna
Bioenvironmental
Centre Ltd.
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