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A 2.1.6.27

Sunflower

Comparison of intended and critical EU GAPs

Type of GAP Number of | Application rate Interval Growth stage at | PHI (days)
applications per treatment between last application
application

c¢GAP EU (RAR, Not a representative use during renewal

Sweden, 2013)

cGAP NEU (Art. 12

revision, EFSA, 2015) 2 7.5 gas./ha 14 days - 21

Intended cGAP BBCH 16-69

Sunflower (9240%*) 2 5gas/ha 12 days May-Sep (not 21

during flowering)

Intended cGAP

Sunflower (6929%) 2 7.5 gas./ha 10 - 14 days BBCH 14-59 35

Intended zonal GAP

(CEU. A12688A) 2 7.5 gas./ha - BBCH 10-51 21

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0
+ More critical GAP in northern residue zone (CEU regulatory zones) exists for alternative formulation A12688A.

A21.6.27.1

Study 1 - AF/5852/SY

Comments of zZRMS:

This study contained two independent trials on sunflower in Northern France in
2001 with outdoor foliar application of lambda-cyhalothrin as formulated
product WF2639 (98.6 g/L lambda-cyhalothrin, CS formulation).

Intended outdoor GAPs NEU Sunflower
1. two applications (2 x 5 g a.s./ha, int. 12 d, BBCH 16 - 69, PHI 21 d).

2. two applications (2 x 7.5 g a.s./ha, int. 10 - 14 d, BBCH 14 - 59, PHI 35
d).

GAP compliance

The available trials are considered acceptable to support the first GAP (trial
GAP: 2 x 7.5 g as/ha, mt. 11 - 12 d, BBCH 75 — 85, with a 0 - 21 d PHI).
Residue levels were scaled to the intended rate (5 g a.s./ha).

The available trials are considered acceptable to support the second GAP since
both trials were performed according to the intended GAP. It is noted that the
PHI in the trials is lower than the intended PHI (35 d), however, this is
considered acceptable since a PHI of 21 d is more critical and an MRL
exceedance is not expected.

Storage stability

Samples were stored deep frozen at < -18°C for up to 10 months. Residues in
this crop category (high oil crops) have been shown to be stable under these
conditions for 26 months. Sample storage is covered by stability data.

Analytical method

Method RAM 311/01 is found suitable as a pre-registration method with the




A12690B / Karate Zeon Page 529 /756
Part B — Section 7 —Core Assessment
zRMS version Version November 2024

validated LOQ of 0.01 mg/kg for lambda-cyhalothrin (refer to section BS).
Procedural recoveries were within the acceptable range.
Control samples

Residues were found in a control sample (trial number AF/5852/SY/2).
According to the study director, this sample was most likely switched with a
treated sample which showed no residues above the LOQ. This reasoning is
accepted and therefore, no 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 sun flower seeds:

e 2x5gas/ha int. 12d, BBCH 16 - 69, PHI 21 d:
2 x < 0.0lmg/kg

e 2x75¢gas/ha, int. 10-14 d, BBCH 14 - 59, PHI 35 d:
<0.01, 0.01 mg/kg

Reference: KCAI 6.3.27/01
Report Lambda-cyhalothrin - Residue Levels in Sunflower from Trials conducted
in Northern France during 2001. s12e 2003. Syngenta File No.

PP321/1963, Syngenta Report No. AF/5852/SY

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

Deviations: No
GLP: Yes

Acceptability: Yes
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Field Trials, Crop Residue (Summary) :Lambda-cyhalothrin - Residue Levels in Sunflower from Trials conducted in Northern France during 2001
Active Substance (common name): Lambda-cyhalothrin Commercial Product (name):
Crop/Crop Group: Sunflower Producer of commercial product: Syngenta AG
Responsible body for reporting (name, address): Syngenta AG, Basel, Switzerland Indoor/Glasshouse/Qutdoor: Field
Clountiye FRANCE Other active substance in the formulation Woie
(common name and content):
Content of active substance (g/kg or g/L): 98.6 g AL Residues calculated as: Lambda-cyhalothrin
Formulation (e.g. WP): WF2639 CS
Analytical Method:
Lambda-cyhalothrin (Whole plant) RAM 081/05; 0.01 mg/kg
Lambda-cyhalothrin (Seed) RAM 311/01; 0.01 mg/kg
Recovery data:
Lambda-cyhalothrin Seed Mean = 88% RSD =N/A (n =2 in 0.01 - 0.2 mg/kg spiking range)
Lambda-cyhalothrin Whole plant Mean = 83% RSD =21% (n =4in 0.01 - 0.5 mg/kg spiking range)
® @ ) @ ® © Q) ® ) ao | ay a2
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 (a) Planting or no of at (Cut (e)
(Region) 2. Flowering treatment(s) Treatment Date)
(Postcode) 3. Harvest and last date (d)
(b) Conc'n Water Rate Lambda- Scaled to
(Additive Type, Application cyhalothr | Sga.s./ha
Rate) Interval in (mg/kg)
(days) (mg/kg)
©
AF/5852/SY Sunflower 1.13 May Foliar 399 L/ha 7.5 g ai’ha 20 Aug 2001 BBCH 81 Whole 0.03 0* 31 Aug SP (max
AF/5852/SY/1 (All Star) 2001 Foliar 414 L/ha 7.5 gai’ha 31 Aug 2001 BBCH 85 plant 2001 days):
FRANCE, 2- Whole 0.09 0 31 Aug Seed: 271
51.2¢e 3- (11) plant 2001 Whole
Whole 0.04 3 03 Sep | plant: 292
plant 2001
(Europe Whole 0.03 7 07 Sep
North) plant 2001
Whole 0.03 14 14 Sep
plant 2001
Seed 0.01 <0.01 21 21 Sep
0.0067 2001
AF/5852/SY Sunflower 1.25 Apr Foliar 397 L/ha 7.5 g ai’ha 17 Aug 2001 BBCH 75 Whole 0.02 0* 29 Aug SP (max
AF/5852/SY/2 (Rubisol) 2001 Foliar 408 L/ha 7.5 g ai’/ha 29 Aug 2001 BBCH 83 plant 2001 days):
FRANCE, 2- Whole <0.01 0 29 Aug Seed: 273
512e 3- (12) plant 2001 Whole
Whole 0.03 3 01Sep | plant: 294
plant 2001









