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DOC III-A4

Please note:

The dossier on s-methoprene submitted under Directive 98/8/EC contained
studies and information prepared originally for the dossier submitted under
Directive 91/414/EEC. This was accepted by the RMS since the compilation of the
dossier was made at an early stage, i.e. prior to the finalisation of the guidance
document on how to utilize PPP dossiers for the preparation of BP dossiers.

As a consequence, in many studies submitted by the applicant, the numbering
system and format adopted under Directive 91/414/EEC and used for Plant
Protection Products have been used. Several cross-references done by the applicant
in the text of the studies, as well as in the text within justifications for non-
submission of data, also refer to the dossier submitted under Directive 91/414/EEC
(e.g., "PPP IIA 2.1.2/01"). A guide to the numbering system of ‘BP vs. PPP’ can be
found in the last appendix of Doc I.

In the reference list, however, the studies submitted are sorted also by reference
number to facilitate the location of a study after its generic reference number (which
is the same regardless of which directive it was submitted under).

The CA's evaluations and in those cases where new study summaries have been
submitted by the applicant, the numbering system of the TNsG on Preparation of
Dossiers and Study Evaluation, adopted under Directive 98/8/EC, has been used.
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Table A4.2¢-1:

Validation data for the analytical determination of S-Methoprene in water

Sample Test Fortification | n Recovery RSD
matrix substance | level (ug/L) Range (%) | Mean | (%)
(%)
Surface water S- 0.1 5 70 — 82 75 6.1
Methoprene
Surface water S- 1.0 5 77-110 96 17.3
Methoprene
Tap water S- 0.1 5 74 - 107 95 13.3
Methoprene
Tap water S- 1.0 5 97 -110 105 | 5.15
Methoprene
Ground water S- 0.1 5 74 — 96 82 10.6
Methoprene
Ground water S- 1.0 5 89-110 99 8.5
Methoprene
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Section A4(4.1/3) Analytical Methods for Detection and Identification
Reference list by section number Reference list by section number
Section No./ | Author(s) Year | Title, Source (where different from Data Owner
Reference company) Company, Report No. Protection
No. GLP (where relevant) / (Un) Claimed
Published (Yes/No)
IIIA, 4.1/1 Anderson, 1999 | Chemical Characterisation of a Test Yes Bébolna
W. Substance to Determine the Amount of Bioenvironmental
Active Ingredient. Centre Ltd.
Stillmeadow, Inc., Report no.: 4756-
98, GLP (unpublished).
1A, 4.1/2 McGowan, | 2004 | Five Batch Analysis of S-Methoprene. | Yes Béabolna
P. Chemex Environmental International Bioenvironmental
Ltd, Report no.: ENV 6947, GLP Centre Ltd.
(unpublished).
IIIA, 4.1/3 Hegedis, E. | 2011 | Analysis of S-(+) Methoprene. Bdbolna | Yes Béabolna
Bio Ltd. Development & Regulatory Bioenvironmental
Division, Head. H-1107- Budapest, Centre Ltd.
Szallas u. 6. - Hungary - Unpublished
report.
IIIA, Geftke, T 2007 | S-Methoprene technical residue Yes Baébolna
4.2 analytical method for determination in Bioenvironmental
tap water, surface water and ground Centre Ltd.
water, Dr. U. Noack-Laboratorien,
Kithe-Paulus-Str. 1, D-31157 Sarstedt,
unpublished report no: CRA119111
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Reference list by author
Author(s) Section Year | Title, Source (where different from Data Owner
No./ company) Company, Report No. Protection
Reference GLP (where relevant) / (Un) Claimed
No. Published (Yes/No)
Anderson, IIA, 1.4.1/1 | 1999 Chemical Characterisation of a Test Yes Babolna
W. (1A, 4.1/1) Substance to Determine the Amount of Bioenvironmental
Active Ingredient. Centre Ltd.
Stillmeadow, Inc., Report no.: 4756-
98, GLP (unpublished).
Hegedis, E. | IIIA, 4.1/3 2011 | Analysis of S-(+) Methoprene. Yes Bébolna
Bébolna Bio Ltd. Development & Bioenvironmental
Regulatory Division, Head. H-1107- Centre Ltd.
Budapest, Szallas u. 6. - Hungary -
Unpublished report.
McGowan, ITA, 1.4.1/2 | 2004 | Five Batch Analysis of S-Methoprene. | Yes Béabolna
P. (1A, 4.1/2, Chemex Environmental International Bioenvironmental
4.1/3, 4.1/4 Ltd, Report no.: ENV 6947, GLP Centre Ltd.
and 4.1/5) (unpublished).
Geffke, T IIIA, 2007 S-Methoprene technical residue Yes Bébolna
4.2 analytical method for determination in Bioenvironmental
tap water, surface water and ground Centre Ltd.
water, Dr. U. Noack-Laboratorien,
Kithe-Paulus-Str. 1, D-31157 Sarstedt,
unpublished report no: CRA119111
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