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Samples were stored deep frozen at < -18°C for a maximum period of 188 days.
Minor temperature fluctuations should have had no impact on the integrity of the
samples. Residues in high water commodities 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 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
Remark on the calculation of processing factors

Residues of lambda-cyhalothrin in whole melon were not analysed, but calculated
from residue levels measured in peel and pulp and weights. However, since
residues in pulp were all below LOQ, it is impossible to calculate accurate residue
levels for whole fruit. As a result transfer factors cannot be calculated.

Conclusion
Residues in pulp were always below the LOQ (< 0.01 mg/kg).
Residues in peel ranged from < 0.01 to 0.027 mg/kg.

Transfer factors cannot be calculated.

Reference: KCA 6.5.2/14

Report si2e 2017, Lambda-cyhalothrin: Residue Study on Melon in
Southern France, Italy and Spain in 2016, Mahlo C, Syngenta Report No. IF-
16-03711313, Syngenta File No. A12690B 11823

Guideline(s): Preparation and Realization of Residue Trials; 7029/V1/95 (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/IM/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 II (Part A,
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Section 4) of Directive 91/414, SANC0/3029/99 revision 4 (11 Jul 2000).

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

Deviations: No
GLP: Yes
Acceptability: Yes

Materials and methods

In these trials lambda-cyhalothrin was applied twice as a capsule suspension (10% CS) at a rate of 10 g
a.s./ha. Samples of fruit taken 0, 1, 3 or 7 days (nominal) after the final application were separated into
peel and flesh (pulp). Residues of lambda-cyhalothrin were analysed using method GRMO043.10A.
Residues in whole fruit were calculated from the residues in peel and pulp using the weights of the
separated fractions.

Results and discussions

Residues of lambda-cyhalothrin calculated in whole fruit ranged from < 0.01 to 0.02 mg/kg. Residues of
< 0.01-0.027 mg/kg were found in the peel. Residues in the pulp were all below the LOQ (< 0.01 mg/kg).
Mean procedural recoveries from samples fortified with lambda-cyhalothrin (0.01-0.1 mg/kg) were 97%
in peel and 98% in pulp, with RSDs of 13% and 8%, respectively.
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Table A 16: Peeling data from melons for lambda-cyhalothrin
Trial Plot RAC Residues | PHI | Processed |Residue| PF* |Median| Comments/
in RAC* | (days) | commodity | (mg/kg) PF* Reference
(mg/kg)
16-00446-01 2 Whole <0.01 3 Peel <0.01 nc nc IF-16-03711313
ohee melon Pulp <0.01 nc nec
FRANCE
(Europe South)
16-00446-02 2 Whole <0.01 -0 Peel <0.01 nc
o melon o0 | 40 <001 | nc
FRANCE <0.01 1 <0.01 nc 1.9
(Europe South)
0.01 3 0.016 1.6
0.01 6 0.022 2.2
2 Whole <0.01 -0 Pulp <0.01 nc
melon o1 | +0 <001 | nc
<0.01 1 <0.01 nc <1.0
0.01 3 <0.01 | <1.0
0.01 6 <0.01 | <1.0
16-00446-03 2 Whole 0.02 3 Peel 0.027 1.4 1.4
o wuslon Pulp | <0.01 | <0.50 | <0.50
ITALY
(Europe South)
16-00446-04 2 Whole 0.01 3 Peel 0.026 2.6 2.6
I;?2§EP3130105 melon Pulp <001 | <10 | <10
SPAIN
(Europe South)
16-00446-05 2 Whole <0.01 3 Peel <0.01 nc nc
o fele Pulp <0.01 nc nc
SPAIN
(Europe South)
16-00446-06 2 Whole <0.01 -0 Peel <0.01 nc
e melon o1 | +0 <001 | e
SPAIN
(Europe South) <0.01 1 <0.01 nc nc
<0.01 3 <0.01 nc
<0.01 6 <0.01 nc
2 Whole <0.01 -0 Pulp <0.01 nc
melon o1 | +0 <001 | nc
nc
<0.01 1 <0.01 nc
<0.01 3 <0.01 nc
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Trial Plot RAC Residues | PHI | Processed | Residue| PF* | Median Comments/
in RAC* | (days) | commodity | (mg/kg) PF* Reference
(mg/kg)
<0.01 6 <0.01 nc

# Calculated from peel and pulp residues and weights
* Processing factor

nc  Notcalculable

-0 Immediately before last application

+0 Immediately after last application

Conclusion

Residues of lambda-cyhalothrin were found only in the peel of melons, with median peeling factors up to
2.6. Residues in pulp were always below the LOQ (< 0.01 mg/kg), giving peeling factors less than 1. In
most of the trials, the calculated residues in whole fruit were below the LOQ and transfer factors could
not be calculated.

Note zZRMS: Residues of lambda-cyhalothrin in whole melon were not analysed, but calculated from
residue levels measured in peel and pulp and weights. However, since residues in pulp were all below
LOQ, it is impossible to calculate accurate residue levels for whole fruit. As a result transfer factors
cannot be calculated.

A2.1.8.2 Processing studies on a core set of representative processes

A 2.1.8.2.1 Study 1 — Oranges

Comments of ZRMS: This study contained three independent trials on oranges in southern Europe
conducted during 1999 with outdoor foliar application of lambda-cyhalothrin.
Samples from two trials were taken 8 days after the final application for
processing. The trials are not representative of the central zone, but may be used to
derive processing factors for dry pomace, marmalade and orange juice.

Results from this study were already reported in the framework of the review of]
existing MRLs under Article 12 of Regulation (EC) No 396/2005 (EFSA 2014a,
2015).

Conclusion

Residues of lambda-cyhalothrin concentrated in wet pomace, giving the following
processing factors. PF citrus, wet pomace: 1.8; 3.0

Residues of lambda-cyhalothrin concentrated in dry pomace, giving the following
processing factors. PF citrus, dry pomace: 4.0; 8.8

In edible marmalade, residues were reduced, giving the following processing
factors for oranges-marmalade: 0.33; <0.5.

Residues in juice were below the LOQ (< 0.01 mg/kg), giving the following
processing factors for citrus-juice: <0.17#; <0.5.

# In EFSA 2015 this value 1s rounded to 0.16.

Reference: KCA 6.5.3/01

Report si2e 2000, Lambda-Cyhalothrin: Residue Levels









