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trials are not representative of the central zone, but may be used to derive
processing factors.

Storage stability

Samples were stored deep frozen at < -18°C for a maximum period of 5 months.
Residues in high acid commodities have been shown to be stable under these
conditions for 24 months. Sample storage is covered by stability data.

Analytical method

Method RAM 081/05 is found suitable as a pre-registration method with the
validated LOQ of 0.01 mgkg for lambda-cyhalothrin (refer to section
B5).Procedural recoveries were within acceptable range.

Control samples

No 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 fruit were not analysed, but calculated
from residue levels measured in peel and pulp using the weights of the separated
fractions. 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 are
considered indicative.

Conclusion

Residues of lambda-cyhalothrin were found almost entirely in the peel of oranges,
eiving the following indicative. peeling factors: 3.4; 4.0;4.1; 4.4

Residues in pulp were at or below the LOQ (< 0.01 mg/kg), giving the following
indicative peeling factors: <0.06; <0.09; <0.14; <0.5.

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).

Reference: KCA 6.5.2/03

Report s1.2¢ 2000a, Lambda-cyhalothrin - Residue Levels in
Mandarin from Trials carried out in Spain during 1999, Syngenta Report No.
AF/4924/7ZE, Syngenta Document No. PP321/0597

Guideline(s): Yes
European Commission Council Directive 91/414/EEC

Deviations: No
GLP: Yes

Acceptability: Yes
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Materials and methods

In these trials lambda-cyhalothrin was applied twice as an emulsifiable concentrate (5% EC) at a rate of 2
g a.s./hL (792-1833 L/ha water) and with application intervals of 10-11 days. Samples of fruit were taken
7 days after application and separated into peel and flesh (pulp). Residues of lambda-cyhalothrin were
analysed using method RAM 081/05. 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 0.02 to 0.16 mg/kg. Residues of
0.08-0.71 mg/kg were found in the peel. Residues in the pulp were all below the LOQ (< 0.01 mg/kg).
The mean procedural recovery from peel samples fortified with lambda-cyhalothrin (0.01-1 mg/kg) was
103% with an RSD of 7% and the mean procedural recovery from pulp samples fortified with lambda-
cyhalothrin (0.01-0.05 mg/kg) was 99%. Only two procedural recovery experiments were performed in
pulp so no RSD could be calculated.

Table A 5: Peeling data from oranges for lambda-cyhalothrin
Trial | Plot RAC Residues | PHI | Processed |Residue| PF* Median Comments/
in RAC* | (days) | commodity | (mg/kg) PF* Reference
(mg/kg)
ES40- 2 Whole 0.11 7 Peel 0.45 4.1 4.1 AF/4924/7ZE
Al ot Pulp | <001 | <009 | <0.09
ES40- 2 Whole 0.16 75 Peel 0.71 4.4 4.4
99-S135 orange
Pulp <0.01 <0.06 <0.06
ES50- 2 Whole 0.07 7 Peel 0.24 34 34
B TS Pulp | <001 | <014 | <0.14
ES51- 2 Whole 0.02 7 Peel 0.08 4.0 4.0
B0 Orange Pulp | <001 | <050 | <0.50

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

Conclusion

Residues of lambda-cyhalothrin were found only in the peel of oranges, with median peeling factors up to
4.4. Residues in pulp were always below the LOQ (< 0.01 mg/kg), giving peeling factors less than 1.

A 2.1.8.1.4 Study 4 - Oranges

Comments of ZRMS: This study contained six independent trials on oranges in southern Europe
conducted during 2000 with outdoor foliar application of lambda-cyhalothrin. The
trials are not representative of the central zone, but may be used to derive
processing factors.

20130917 FR data report lambda cyhalothrin.doc
Storage stability

Samples were stored deep frozen at < -18°C for a maximum period of 7 months.
Residues in high acid commodities have been shown to be stable under these
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conditions for 24 months. Sample storage is covered by stability data.
Analytical method

Mecthod RAM 081/05 is found suitable as a pre-registration method with the
validated LOQ of 0.0l mgkg for lambda-cyhalothrin (refer to section
B5).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 fruit were not analysed, but calculated
from residue levels measured in peel and pulp using the weights of the separated
fractions. 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 are
considered indicative.

Conclusion

Residues of lambda-cyhalothrin were found almost entirely in the peel of oranges,
eiving the following indicative. peeling factors: 3.03.2;3.7:3.7;4.3: 4.3

Residues in pulp were at or below the LOQ (< 0.01 mg/kg), giving the following
indicative peeling factors: <0.17; <0.17; <0.20; <0.20; <0.25; <0.33.

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).

Reference: KCA 6.5.2/04

Report 51.2¢ 2001d, Lambda-cyhalothrin - Residue Levels in
Mandarins from Trials conducted in Spain during 2000, Syngenta Report
No. AF/5107/ZE, Syngenta Document No. PP321/1527

Guideline(s): Yes
European Commission Council Directive 91/414/EEC

Deviations: No
GLP: Yes
Acceptability: Yes

Materials and methods

In these trials lambda-cyhalothrin was applied twice as a capsule suspension (10% CS) at arate of 2 g
a.s./hL (1714-2083 L/ha water) and with application intervals of 10-13 days. Samples of fruit were taken
7 days after application and separated into peel and flesh (pulp). Residues of lambda-cyhalothrin were
analysed using method RAM 081/05. Residues in whole fruit were calculated from the residues in peel
and pulp using the weights of the separated fractions.








