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Report No. Commodity/ Date of Method of Application rate per treatment Date of Growth Portion Residue found PHI Sample Trial

Trial No. Variety 1. Sowing or | Treatment treatment(s) Stage Analyzed (Uncorrected) d) Date Details

Location (@ Planting or no of at (Cut (e)

(Region) 2. Flowering treatment(s) Treatment Date)

(Postcode) 3. Harvest and last date (d)

o)
Application
Interval
(days)
©
Conc'n Water Rate Lambda-
Formulation cyhalothrin
(Additive Type, (mg/kg)
Rate)
Whole 0.05 21 17 Oct plant: 157
plant 2017
Whole 0.02 27 23 Oct
plant 2017

(a) According to Codex (or other e.g. EU) classification (*) Indicates sample taken prior to application
(b) Only if relevant (#) Indicates corrected Residue values
(¢) Year must be indicated (™) PHI calculated using cut date
(d) Minimum number of days after last application (Label pre-harvest interval, PHI, underline) (+) Indicates calculated Residue value

e) Remarks may include: Climatic conditions; Reference to analytical method and information which L.
Enzztabolites are in}::luded. v (DBA) Days Before Application
SP (max days): Maximum storage period
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A 2.1.6.24.4 Study 4 - IF-16-03699006

Comments  of{This study contained three independent trials on celery in
zZRMS: Germany, Hungary and Northern France in 2016 with
outdoor foliar application of lambda-cyhalothrin as
formulated product A12690B (100 g/L lambda-cyhalothrin,
CS formulation).

Intended outdoor GAPs NEU Celery and Fennel

1. one application (1 x 10 g a.s./ha, at infestation, PHI
7d).

2. two applications (2 x 7.5 g as./ha, int. 10 d, af
infestation, PHI 7 d).

GAP compliance

The trial GAPs applying 9.9-10 g a.s./ha, PHI 6-7 days is the
same as the intended first GAP, i.¢. the trials can be used for
cvaluation.

The second GAP is not supported by the trial GAPs, since
the trial GAPs are with one application instead of two.

Extrapolation

Trials on celeries may be extrapolated to fennel (SANCO
7525/V1/95 rev. 10.3).

Storage stability

Samples were stored deep frozen at < -18°C for up to 7
months (197 days). Residues in this crop category (high
water crops) have been shown to be stable under these
conditions for 26 months. Sample storage is covered by
stability data.

Analytical method

Method GRMO043.10A is found suitable as a pre-registration|
method with the validated LOQ of 0.01 mg/kg for lambda-
cyhalothrin (refer to section BS).

Procedural recoveries were within the acceptable range.
Control samples

INo residues of lambda-cyhalothrin at or above the LOQ
were found in the control samples.

Deviations that impact on the study
None.
Conclusion

From this study the following residue data is selected to
support the intended GAPs on celery and fennel:

e 1x10ga.s./ha, at infestation, PHI 7 d:
0.06, 2x 0.08 mg/kg
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Reference:

Report

Guideline(s):

Deviations:
GLP:

Acceptability:

KCA 6.3.24/04

stz J  Stahl F., (2017) Lambda-cyhalothrin - Residue
study on bleached celery in Germany, Hungary and
Northern France in 2016, Syngenta Report No. IF-16-
03699006, Syngenta File No. A12690B_11789

Commission of the European Communities, General
Recommendations for the Design, Preparation and
Realization of Residue Trials; 7029/VI/95 (rev. 5,
working document).

OECD Guidance Document on Crop Field Trials, Series
on Pesticides No. 66 and Series on Testing and
Assessment No. 164, ENV/JM/MONO(2011)50.

OECD Guidance Document on Overview of Residue
Chemistry Studies (as revised 2009), Series on Testing
and Assessment (No. 64) and Series on Pesticides (No.
32), ENV/IM/MONO(2009)31.

Guidelines and Criteria for the Preparation and
Presentation of Complete Dossiers and of Summary
Dossiers for the Inclusion of Active Substances in
Regulations (EU) 283/2013 and 284/2013 implementing
Regulation (EC) 1107/2009.

OECD Guidelines for the Testing of Chemicals — Crop
Field Trial, No. 509, OECD, Paris 2009.

European Commission Guidance for Generating and
Reporting Methods of Analysis in Support of Pre-
registration Requirements for Annex I (Part A, Section
4) of Directive 91/414, SANCO/3029/99 revision 4 (11
Jul 2000),

European Commission Guidance document on pesticide
residue analytical methods, SANCQO/825/00 revision 8
(16 Nov 2010).

The Application of the OECD Principles of GLP to the
Organisation and Management of Multi-Site Studies,
ENV/JM/MONO(2002)9.

OECD Series on Principles of GLP and Compliance
Monitoring No. 1 (as revised in 1997) “OECD
Principles on Good Laboratory Practice”, Paris 1998.
ENV/MC/CHEM(98)17 and respective national
regulations.

None
Yes

Yes








