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Good Laboratory Practice”, Paris 1998.on

Deviations:
GLP: Yes
Acceptability: Yes

221

ENV/MC/CHEM(98)17 and 
respective national regulations.
No

revised in 1997) 
“OECD Principles

A12690B / Karate Zeon
Part B - Section 7 -Core Assessment 
zRMS version

Analysis in
Support of Pre-registration Requirements for Annex II (Part A, Section 4) of 
Directive
91/414, SANCO/3029/99 revision 4 (11 Jul 2000).
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
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Field Trials, Crop Residue (Summary) :Lambda-cyhalothrin - Residue Study on Plum in Northern France, Hungary, Poland and Germany in 2017

None

mg/kg

Lambda-cyhalothrin Flesh Mean = 108% RSD = N/A (n 2 in 0.01 - 0.1 mg/kg spikingrange)

Conc’n Water

Flesh 0.01 6
Field

Fruit 0.01 + 6

Foliar 984.90 L/ha 15 Jul 2017 Flesh 0.01 6

Fruit 0.01 + 6

Flesh 0.01 7
Field

Fruit 0.01 + 7

Foliar 763.98 L/ha Flesh21 Aug 2017 0.01 7
GERMANY

222

<0.01 
[<0.008]

Plum 
(Katinka)

Plum 
(Katinka)

SP (max 
days): 

Lambda-

Lambda- 
cyhalothrin 

(mg/kg)

Scaled 
to 10 g 
a.s./ha 

(mg/kg)

(10)
PHI
(d)

GERMANY 
(Europe North)

1
2­
3 -

1
2­
3 -

1
2­
3 -

1
2

21 Jul 
2017
21 Jul 
2017
21 Jul 
2017
21 Jul 
2017

A12690B / Karate Zeon
Part B - Section 7 -Core Assessment 
zRMS version

(12) 
Trial 

Details 
(e)

12.70127 g 
a.s./ha

Content of active substance (g/kg or g/L):
Formulation (e.g. WP):

Plum 
(Fellenberg)

12.27694 g 
a.s./ha

Plum 
(Fellenberg)

Analytical Method:
Lambda-cyhalothrin (Flesh, Fruit) GRM043.10A; 0.01 mg/kg
Recovery data:

28 Aug 
2017
28 Aug 
2017
28 Aug 
2017

(6) 
Date of 

treatment(s) 
or no of 

treatment(s) 
and last date

(11) 
Sample 

Date 
(Cut 
Date) 
(d)

SP (max 
days): 

Lambda- 
cyhalothri 
n/Flesh: 

133 
Lambda- 
cyhalothri 

n/Fruit:
133

(8) 
Portion 

Analyzed

Active Substance (common name):
Crop/Crop Group:
Responsible body for reporting (name, address):

Country:

Lambda-cyhalothrin
Plum___________________________________
Syngenta AG, Basel, Switzerland

FRANCE, HUNGARY, GERMANY, POLAND

Commercial Product (name):
Producer of commercial product:
Indoor/Glasshouse/Outdoor:
Other active substance in the formulation
(common name and content):
Residues calculated as:A12690B: 100 g a.s./L

A12690B CS

Syngenta AG 
Field

BBCH 85 -
87

BBCH 85 - 
87

(7) 
Growth 

Stage 
at 

Treatment

CEMR-8098 
SRDE17-082- 
037IR
5.1.2.e

CEMR-8098 
SRDE17-083- 
037IR
5.1.2.e

Rate 
Formulation 

(Additive Type, 
Rate)

(3) 
Date of

1. Sowing or 
Planting

2. Flowering
3. Harvest

(b)

(4) 
Method of 
Treatment

(1) 
Report No. 
T rial No. 
Location 
(Region) 

(Postcode)

(2) 
Commodity/ 

Variety
(a) ’

Application
Interval (days) 

(O

(9)
Residue found 
(Uncorrected)

(5)
Application rate per treatment
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Conc’n Water

(Europe North) Fruit3 - 0.01 + 7

Flesh 0.01 7
Field

Fruit 0.01 + 7
5.1.2.e

Foliar 552.53 L/ha Flesh11 Aug 2017 0.01 7

Fruit 0.01 + 7

Flesh 0.01 7
Field

Fruit 0.01 + 7
5.1.2.e

Foliar 592.65 L/ha Flesh11 Aug 2017 0.01 7

Fruit 0.01 + 7

223

<O.O1 
[<0.008]

<0.01 
[0.009]

28 Aug
2017

Lambda- 
cyhalothrin 

(mg/kg)

(10) 
PHI 
«D

1
2­
3-

1
2­
3 -

1
2­
3 -

1
2­
3 -

A12690B / Karate Zeon
Part B - Section 7 -Core Assessment 
zRMS version

Plum 
(Mirabelle 
De Nancy)

Plum 
(Mirabelle 
De Nancy)

CEMR-8098 
SRFR17-053- 
037IR

CEMR-8098 
SRFR17-054- 
037IR

18 Aug 
2017
18 Aug 
2017
18 Aug 
2017
18 Aug 
2017

18 Aug 
2017
18 Aug 
2017
18 Aug 
2017
18 Aug 
2017

11.51601 g 
a.s./ha

(12) 
Trial 

Details 
(e)

(H) 
Sample 

Date 
(Cut 
Date) 

(d)

Scaled 
to 10 g 
a.s./ha 

(mg/kg) 
<0.01 

[<0.008]

12.34422 g 
a.s./ha

FRANCE
(Europe North)

FRANCE
(Europe North)

SP (max 
days): 

Lambda- 
cyhalothri 
n/Flesh: 

105 
Lambda- 

cyhalothri 
n/Fruit: 

105

SP (max 
days): 

Lambda- 
cyhalothri 
n/Flesh:

105
Lambda- 

cyhalothri 
n/Fruit:

105

(6) 
Date of 

treatment(s) 
or no of 

treatment(s) 
and last date

(8)
Portion

Analyzed

Plum 
(Mirabelle de 

Metz)

Plum 
(Mirabelle de 

Metz)

cyhalothri 
n/Flesh: 

95 
Lambda- 

cyhalothri 
n/Fruit: 

95

BBCH 88 - 
89

BBCH 88 -
89

(7) 
Growth 

Stage 
at 

Treatment

Rate
Formulation

(Additive Type, 
Rate)

(3) 
Date of

1. Sowing or 
Planting

2. Flowering
3. Harvest

(b)

(4) 
Method of 
Treatment

(1) 
Report No. 
Trial No. 
Location 
(Region) 

(Postcode)

Application 
Interval (days) w

(9)
Residue found 
(Uncorrected)

(2) 
Commodity/ 

Variety 
(a)

(5)
Application rate per treatment
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A 2.1.6.3.2 Study 2 - AF/4159/ZE

Comments of zRMS:

YF7897 EC(IOCS).

interval was more than 7 days. Since at 7 days after the last application residues of

Reference:

I (1999a) Lambda-Cyhalothrin: Residue Levels inReport 5.1.2.e 5.1.2.e

Guideline(s):

Deviations:
GLP: Yes
Acceptability: Yes

229

This study contained three independent trials on plum in northem France in 1998 
with outdoor foliar application of lambda-cyhalothrin as formulated product

This study was evaluated and considered acceptable in the RAR (S weden, 2013). 
On the one hand, the application rate of the trials is more critical than the GAP on 
plums with two applications of 7.5 g a.s./ha. On the other hand, the application

A12690B / Karate Zeon
Part B - Section 7 -Core Assessment 
zRMS version

This study was evaluated and considered acceptable in the RAR (Sweden, 2013), but is presented below 
for clarity.

This study was evaluated and considered acceptable in the RAR (Sweden, 
2013), but is presented below for clarity.

lambda-cyhalothrin in the trials are below LOQ, the trials are acceptable to 
support the proposed GAP on plums with two applications of 7.5 g a.s./ha, int. 7d, 
PHI 7d. From this study the following residue data (scaled values) is selected: 3 X 
<0.01 mg/kg

Plums from Trials Carried out in Northern Europe During 1998, Syngenta 
Report No. AF/4159/ZE, Syngenta File No. PP321/0582
Yes
European Commission Council Directive 91/414/EEC

No
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Field Trials, Crop Residue (Summary): Lambda-Cyhalothrin: Residue Levels in Plums from Trials Carried out in Northern Europe During 1998

Country: FRANCE None

Lambda-cyhalothrin

Lambda-cyhalothrin Pulp Fruit Mean = 90% RSD 11% (n = 5 in 0.01 - 0.05 mg/kg spiking range)

Conc’n Water

0

(12) 0.01 3

0.01 5

0.01 7

0.01 10

0.01 o

230

Foliar
Foliar

Foliar
Foliar

Plum 
(Martin)

1429 L/ha
1397 L/ha

1014 L/ha
1074 L/ha

05 Aug 1998
17 Aug 1998

20 Jul 1998
03 Aug 1998

BBCH 79
BBCH 85

8.00 g a.s./ha
8.00 g a.s./ha

20 Aug 
1998

22 Aug 
1998

24 Aug 
1998

27 Aug 
1998

03 Aug 
1998

17 Aug 
1998

1.01 Jan 
1979- 31
Dec 1979

SP (max 
days): 

167

Fruit 
without 

stone
Fruit 

without 
stone
Fruit 

without 
stone
Fruit 

without 
stone
Fruit 

without 
stone
Fruit 

without 
stone

(10) 
PHI 
(d)

Application 
Interval 
(days) 

(c)

A12690B / Karate Zeon
Part B - Section 7 -Core Assessment 
zRMS version

AF/4159/ZE
AF/4159/ZE/2 
FRANCE

SP (max 
days):

113

Content of active substance (g/kg or g/L):
Formulation (e.g. WP):
Analytical Method:
Lambda-cyhalothrin (Fruit without stone) RAM 081/05; 0.01 mg/kg
Recovery data:

Plum 
(Quetsche)

1.01 Jan 
1983 - 31
Dec1983 
2­
3 -

(12) 
Trial 

Details 
(e)

(H) 
Sample 

Date 
(Cut 
Date) 

(d)

AF/4159/ZE
AF/4159/ZE/1 
FRANCE 
(Europe North)

Lambda-cyhalothrin
Plum
Syngenta AG, Basel, Switzerland

Active Substance (conunon name):____________
Crop/Crop Group:_________________________
Responsible body for reporting (name, address):

Commercial Product (name):
Producer of commercial product:
Indoor/Glasshouse/Outdoor:
Other active substance in the formulation 
(common name and content):
Residues calculated as:50 g/L

YF7897 EC

Syngenta AG 
Field

(6) 
Date of 

treatment(s) 
or no of 

treatment(s) 
and last date

Lambda- 
cyhalothrin 

(mg/kg) 
<0.01

(8) 
Portion 

Analyzed

BBCH 79 - 
81 

BBCH 85 - 
87

(?) 
Growth 

Stage 
at 

T reatment

(3) 
Date of

1. Sowing or
Planting

2. Flowering
3. Harvest

(b)

(4) 
Method of 
T reatment

Rate 
(Additive Type, 

Rate) 
11.00 g a.s./ha 
10.00 g a.s./ha

(1)
Report No. 
Trial No. 
Location 
(Region) 

(Postcode)

(9) 
Residue found 
(Uncorrected)

(2) 
Commodity/ 

Variety 
(a)

(5)
Application rate per treatment
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Conc’n Water

(Europe North) (14) 3

0.01 5

0.01 7

0.01 10

0.01 o

(10) 0.01 3

0.01 5

0.01 7

0.01 10

231

Foliar
Foliar

1498 L/ha
1502 L/ha

19 Aug 1998
29 Aug 1998

11.00 g a.s./ha
11.00 g a.s./ha

2­
3 -

(a) According to Codex (or other e.g. EU) classification
(b) Only if relevant
(c) Year must be indicated

06 Aug 
1998

13 Aug 
1998

(*) Indicates sample taken prior to application
(#) Indicates corrected Residue values
(A) PHI calculated using cut date

08 Aug 
1998

10 Aug 
1998

03 Sep 
1998

05 Sep 
1998

08 Sep 
1998

29 Aug 
1998

01 Sep 
1998

SP (max 
days): 
164

Fruit 
without 

stone
Fruit 

without 
stone
Fruit 

without 
stone
Fruit 

without 
stone
Fruit 

without 
stone
Fruit 

without 
stone
Fruit 

without 
stone
Fruit 

without 
stone
Fruit 

without 
stone

Plum 
(Quetsche 
Blanche)

(10) 
PHI 
(d)

A12690B / Karate Zeon
Part B - Section 7 -Core Assessment 
zRMS version

Application 
Interval 
(days) 

(c)

1.01 Jan 
1978- 31
Dec1978 
2­
3 -

(12) 
Trial 

Details 
(e)

(H) 
Sample 

Date 
(Cut 
Date) 

(d)

Lambda- 
cyhalothrin 

(mg/kg)
<0.01

AF/4159/ZE 
AF/4159/ZE/3 
FRANCE 
(Europe North)

(6) 
Date of 

treatment(s) 
or no of 

treatment(s) 
and last date

(8)
Portion

Analyzed

BBCH81
BBCH81 - 

85

(?) 
Growth 

Stage 
at 

T reatment

Rate 
(Additive Type, 

Rate)

(3) 
Date of

1. Sowing or
Planting

2. Flowering
3. Harvest

(b)

(4) 
Method of 
T reatment

(1)
Report No. 
Trial No. 
Location 
(Region) 

(Postcode)

(9) 
Residue found 
(Uncorrected)

(2) 
Commodity/ 

Variety 
(a)

(5)
Application rate per treatment
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(+) Indicates calculated Residue value

(DBA) Days Before Application

SP (max days): Maximum storage period

232

(d) Minimum number of days after last application (Label pre-harvest interval, PHI, underline)
(e) Remarks may include: Climatic conditions; Reference to analytical method and Information which 
metabolites are included.

A12690B / Karate Zeon
Part B - Section 7 -Core Assessment 
zRMS version




