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This is an application from Syngenta for the re-registration of Karate Zeon (A12690B) under Article 43 
of Regulation (EC) No. 1107/2009 following the renewal of EU approval of the active substance lambda- 
cyhalothrin.

No equivalence assessment is required.

This application follows the data requirements for the active substance laid down in Regulation (EU) No. 
544/2011 and the data requirements for the plant protection product laid down in Regulation (EU) No. 
545/2011, also called ‘old’ data requirements. Lambda-cyhalothrin is an ‘AIR-2’ substance which 
approval has been renewed in accordance with Regulation (EU) No 1141/2010, therefore Regulations 
(EU) No 283/2013 and (EU) No 284/2013 are not applicable to the renewal of authorizations for lambda- 
cyhalothrin containing plant protection products (derogation by Commission Regulation (EU) No 
2015/1475; further details in the guidance document SANTE/11509 /2013— rev. 5.2).

Following the renewal of EU approval of the active substance lambda-cyhalothrin, the application for the 
product renewal of Karate Zeon (A12690B) was submitted on 30 June 2016, in accordance with Article 
43 of Regulation (EC)No 1107/2009.

All data relied on are provided with this application. The reference lists at Appendix 1 of dRR B. 1-10 
define the data owner and data access. Data protection is a national concern and is addressed in Part A, 
Appendix 4.

Following the EU review of lambda-cyhalothrin and to renew the registration of Karate Zeon (A12690B), 
a number of required studies were considered as ‘Category 4’ data.. The timelines for completion of these 
new ‘Cat 4’ data were notified to the zRMS and cMS at the time of application for the product renewal, in 
June 2016. The zRMSs have agreed to the generation of additional ‘Cat 4’ data and dossier submission in 
December 2018.

The guidance on Renewal of Authorization according to Art 43 (SANCO/2010/13170 rev 14) requests 
that within the dRR ‘changes to the risk assessment are highlighted’. This is the first submission for 
A12690B (Karate Zeon) in the dRR format of April 2015, consequently all of the summary text is 
previously unreviewed and should be considered as ‘changed’. To facilitate the review, Syngenta has 
highlighted in yellow the summaries of reports not previously reviewed by the zRMS.

In addition, the guidances used for the renewal assessment are the ones that were in place at the time of 
the original application submission (i.e. 30 June 2016), as per the guidance on Renewal of Authorization 
according to Art 43 (SANCO/2010/13170 rev 14).
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9 Ecotoxicology (KCP 10)

• Assessment of secondary poisoning for fish-eating birds and mammals as the calculation of the
differs for the Netherlands compared to that presented in the core document.

It has been prepared to address specific national requirements differing from Standard European risk 
assessment requirements. Tire risk assessments summarised in the following sections were conducted in 
order to meet the national requirements for authorisation in the Netherlands, specifically:

A12690B / Karate Zeon
Part B - Section 9 - NL National Addendum 
zRMS version

This is the National Addendum for the Netherlands and should be reviewed in conjunction with the 
core assessment.

zRMS remark:
The applicant received supplementary questions on the Core and NL addendum B9 from Ctgb in 2021. 
For practical reasons, it was agreed that the applicant's update of the National aquatic risk assessment was 
to be fmalized after the evaluation of the supplementary data submitted for the Core aquatic risk 
assessment. However, once the supplementary data for the Core had been assessed it was clear that the 
nsk assessment for mammals, aquatic organisms and NTA resulted in a conclusion that no acceptable risk 
could be proven at Core level. Therefore, the applicant refrained from submitting an updated aquatic risk 
assessment in the NL addendum B9 and the initial assessment still stands.

• The calculation of the Predicted Environmental Concentrations in surface water (PECsw) and 
sediment (PECSED) and their subsequent use in the aquatic risk assessment.

• Assessment for non-target arthropods and terrestrial plants as the off-field drift rates for the 
Netherlands differ compared to those presented in the core document.

PECsw



Conclusion of NLUse-
No.

Application Application rate

g or kg as/ha

I **

Member 
state(s)

Timing / 
Growth 
stage of 
erop & 
season

Pests or Group of 
pests controlled 
(additionally: 
developmental 
stages of the pest 
or pest group)

Max. 
number 
a) per use 
b) per 
erop/ 
season

PHI 
(days)

Method /
Kind

Min. 
interval 
between 
applications 
(days)

Crop and/or 
situation 
(crop 
destination / 
purpose of 
crop)

a) max. rate per 
appl.
b) max. total rate 
per crop/season

Water 
L/ha 
min/max

kg or L 
product/ha 
a) max. rate per appl. 
b) max. total rate per 
crop/season

F, 
Fn, 
Fpn 
G, 
Gn. 
Gpn 
or

Remarks:
e.g. g 
safener/
synergist 
per ha

Minor nses according to Article 51 (interzonal uses)

Minor uses according to Article 51 (field uses)

Interzonal uses (use as seed treatment, in greenhouses (or other closed places of plant production), as post-harvest treatment or for treatment of empty storage rooms)

Netherlands Onion Thrips tabaci N N4057 1-3 7 a) 0.050 a) 5 A C N A A
b) 0.150 b) 15

Foliar 
Spray

May - Sept 
BBCH 10­
49, at 
occurrence

Zonal uses (field or outdoor uses, certain types of protected crops)

1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21
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Critical GAP and overall conclusions9.1

Table of critical GAPsTable 9.1-1:

* Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be given in column 1

The use pattem for the Netherlands is summarised in Table 9.1-1. As the national GAP for the Netherlands is covered by the critical GAP used in the core 
document, for all other Annex Points, please refer to the core Part B, Section 9.

A12690B / Karate Zeon
Part B - Section 9 - NL National Addendum 
zRMS version
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**

Explanation for column 15-21 “Conclusion
A
R
C
N

(7)

(4)

(5)

(6)

(1)
(2)
(3)

Remarks
table:

(8)
(9)

Note zRMS: The applicant chose to only include the use in onions in the GAP table above. In the risk envelope it is explained why. Although the use in onions is 
representative or worst-case for all uses for the Netherlands when considering the Dutch specific aspects, the format proposed by the applicant does not allow to 
make separate conclusions for all intended uses.

A12690B / Karate Zeon
Part B - Section 9 - NL National Addendum 
zRMS version

F: professional field use, Fn: non-professional field use, Fpn: professional and non-professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, Gpn: professional 
and non-professional greenhouse use, I: indoor application

Numeration necessary to allow references
Use official codes/nomenclatures of EU
For crops, the EU and Codex classifications (both) should be used; where relevant, the use 
situation should be described (e.g. fumigation of a structure)
F: professional field use, Fn: non-professional field use, Fpn: professional and non- 
professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, 
Gpn: professional and non-professional greenhouse use, I: indoor application
Scientific names and EPPO-Codes of target pests/diseases/ weeds or when relevant the 
common names of the pest groups (e.g. biting and sucking insects, soil bom insects, foliar 
fungi, weeds) and the developmental stages of the pests and pest groups at the moment of 
application must be named
Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type 
of equipment used must be indicated

Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997, 
Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of 
application
The maximum number of application possible under practical conditions of use must be provided 
Minimum interval (in days) between applications of the same product.

Acceptable, Safe use
Further refinement and/or risk mitigation measures required
To be confirmed by cMS
No safe use

(10) For specific uses other specifications might be possible, e.g.: g/m3 in case of fumigation of empty 
rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection products

(11) The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usually g, 
kg or L product / ha).

(12) If water volume range dependsBij voorbeeld; voor aquatox is er wel een driftmitigatie mogelijk, 
maar on application equipments (e.g. ULVA or LVA) it should be mentioned under “application: 
method/kind”.

(13) PHI - minimum pre-harvest interval
(14) Remarks may include: Extent of use/economic importance/restrictions
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Overall conclusions9.1.1

9.1.1.1

Effects on aquatic organisms (KCP 10.2)9.1.1.2

of 0.002 ug a.s./L was derived from weight of

Error! Reference source not found.9.1.1.3

Please refer to the core assessment.

Risks to the most sensitive groups of organisms (fish and risk to aquatic invertebrates) were refined in 
accordance with recommendations of the Aquatic Guidance Document (EFSA 2013). A Tier 2 acute RAC 
of 0.0103 ug a.s./L was derived from the HC5 value from an SSD comprising acute toxicity data from 11

evidence evaluation of a number of mesocosm studies, which covers both acute and chronic risk to this 
group.

Effects on birds (KCP 10.1.1), Effects on terrestrial vertebrates other than 
birds (KCP 10.1.2), Effects on other terrestrial vertebrale wildlife (reptiles 
and amphibians) (KCP 10.1.3)

A12690B / Karate Zeon
Part B - Section 9 - NL National Addendum 
zRMS version

PEC/RAC ratios were above 1 and therefore did not indicate an acceptable risk for aquatic invertebrates 
(using the Tier 3 ERO-RAC explained above) and for prolonged exposure of fish (Tier-1 RAC of 0.0031 
pg a.s./L). Further PEC/RAC ratios were therefore calculated based on PECSW values considering reduced 
exposure of surface water bodies through acceptable methods of mitigation.

To protect aquatic organisms and non-target arthropods, drift reducing measures are proposed. Both sets 
of drift reducing measures are to be combined to a single set of measures which assures adequate 
protection of aquatic organisms and non-target arthropods along waterways and field edges. The 
combined list of measures for inclusion on the label will be presented in part A.

The risk of secondary poisoning has been assessed, as lambda-cyhalothrin has a log Pow >3.0. The TER 
values for secondary poisoning, required for lambda-cyhalothrin exceeded the trigger value of 5, 
indicating that the risk for fish-eating birds and mammals is acceptable following use of A12690B 
according to the proposed use pattern.

The only proposed acceptable mitigation measure a DRT95 class in combination with a erop free zone of 
225 cm can be applied for all crops (only for crops with a last nozzle position at 25 cm inside the erop, the 
CFZ can be less, i.e. 200 cm), for single applications with 5 g a.s./ha. This leads to a PEC sw of 0.001 
pg/L, which is below the critical RAC of 0.002 pg/L. For multiple applications the proposed mitigation 
measures are not possible.

Based on TOXSWA calculations, PEC/RAC ratios were below 1 without mitigation for algae and 
sediment dweller (using tier 1 RACs) and fish acute (using Tier 2 RAC, as explained above) indicating an 
acceptable risk for all proposed uses of A12690B.

PEC/RAC ratios using worst case PECsw values and Tier 1 RACs for relevant lambda-cyhalothrin 
metabolites demonstrated acceptable risk.

fish species. For the aquatic invertebrates, an ERO-RACSW
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Effects on arthropods other than bees (KCP 10.3.2)9.1.1.4

The off-field risk for non-target arthropods is not acceptable for all proposed uses.

Effects on non-target soil meso- and macrofauna (KCP 10.4),9.1.1.5

Please refer to the core assessment.

Effects on soil microbial activity (KCP 10.5)9.1.1.6

Please refer to the core assessment.

Effects on non-target terrestrial plants (KCP 10.6)9.1.1.7

9.1.1.8

9.1.1.9

Effects on other terrestrial organisms (flora and fauna) (KCP 10.7)9.1.1.10

Please refer to the core assessment.

Grouping of intended uses for risk assessment9.1.2

The risk to non-target terrestrial plants in off-crop areas is acceptable 
following use of A12690 according to the proposed use pattern.

A12690B / Karate Zeon
Part B - Section 9 - NL National Addendum 
zRMS version

The following table documents the grouping of the intended uses to support application of the risk 
envelope approach (according to SANCO/11244/2011).

The risk of A12690B to non-target terrestrial plants was assessed from toxicity exposure ratios (TERs) 
using the formulation toxicity data from Tier II studies, and the maximum off-field predicted 
environmental residues (PERs).
The risk to non-target terrestrial plants in off-crop areas is acceptable following use of Al2690 according 
to the proposed use pattern.The risk of A12690 to non-target terrestrial plants was assessed from toxicity 
exposure ratios (TERs) using the formulation toxicity data from Tier II studies, and the maximum off- 
field predicted environmental residues (PERs).
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Critical use pattern of A12690B grouped according to criterionTable 9.1-2:

Grouping according to criterion

Use no. Intended uses

Consideration of metabolites9.1.3

Please refer to the core assessment.

Effects on birds (KCP 10.1.1)9.2

Toxicity data9.2.1

Please refer to the core assessment.

Justification for new endpoints9.2.1.1

Please refer to the core assessment.

Risk assessment for spray applications9.2.2

First-tier assessment (screening/generic focal species)9.2.2.1

Acute risk

Please refer to the core assessment.

Potatoes, brassica, lettuce, bulb 
vegetables, root vegetables, 
beans, peas, sugarbeet, oilseed 
rapé, mustard, poppy, flax, 
strawberry, sunflower, cereals, 
herbs and ornamental crops

See GAP 
inBO

The acute and long-term dietary risk to birds, assessment of the risk to birds due to consumption of 
contaminated drinking water, and the risk assessment for effects due to secondary poisoning through 
earthworms was addressed in the Core. Furthermore, the biomagnification in terrestrial food chains and 
the risk assessment for baits, pellets, granules, pills or treated seeds were addressed in the Core. For the 
NL addendum, assessment of the risk for effects due to secondary poisoning through fish is considered 
relevant (n.b. drift to surface water is considered a NL specific aspect, see efate section Part B8) and will 
be addressed below in the section 9.2.2.4.

A12690B / Karate Zeon
Part B - Section 9 - NL National Addendum 
zRMS version

The risk assessment is based on the methods presented in the Guidance Document on Risk Assessment 
for Birds and Mammals on request from EFSA (EFSA Journal 2009; 7(12): 1438; hereafter referred to as 
EFSA/2009/1438).

relevant parameter or value for 
sorting

Fish-eating birds and other 
terrestrial vertebrates, Aquatic 
organisms, Non-target arthropods 
and Non-target terrestrial plants.

relevant use parameters for 
grouping

Crop (field crops)
Growth stage: all BBCH stages
Application rates:
1 x 5 g a.s./ha
2 x 5 g a.s./ha, 7-d interval
3 x 5 g a.s./ha, 7-d interval
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Higher-tier risk assessment9.2.2.2

Not relevant.

Drinking water exposure9.2.2.3

Please refer to core assessment.

Effects of secondary poisoning9.2.2.4

of lambda-cyhalothrin amounts to 5.5 and thus exceeds the trigger value of 3. A risk
assessment for effects due to secondary poisoning is required.

Table 9.2-1:

Lambda-cyhalothrinParameter comments

0.000005

3635

BMF

PECfish X BCFfish0.0182

DDD = PECfish x 0.159 x BMF0.00578

3.3

570
TER values shown in bold fall below the relevant trigger.
a

zRMS comment: The application in the Netherlands mitigation measures (DRT90) are already included in

Long-term risk

Please refer to the core assessment.

To achieve a concise risk assessment, the risk envelope approach is applied. The worst-case 21-day time- 
weighted average surface water PEC following 3 x 5 g a.s./ha applications to field crops (7-d interval) 
was used.

EFSA Conclusion (2014); 12(5):3677 

biomagnification factor (relevant for BCF > 2000)

A12690B / Karate Zeon
Part B - Section 9 - NL National Addendum 
zRMS version

Assessment of the risk for fish-eating birds due to exposure to lambda- 
cyhalothrin via bioaccumulation in fish (secondary poisoning) for all intended 
uses

Risk assessment for fish-eating birds via secondary poisoning

According to EFSA/2009/1438, the risk for piscivorous birds is assessed for a bird of 1000 g body weight 
with a daily food consumption of 159 g. Bioaccumulation in fish is estimated based on predicted 
concentrations in surface water, or is based on the regulatory acceptable concentration for aquatic 
organisms as a limit value for admissible concentrations of lambda-cyhalothrin in water.

The predicted environmental concentrations for the metabolites of lambda-cyhalothrin in water are much 
lower than for the parent substance and consequently, are considered to be of lower risk to fish-eating 
birds compared to the active ingrediënt. Thus, where the risk posed by lambda-cyhalothrin to birds 
feeding on fish is acceptable, no additional consideration of the risk from metabolites should be 
necessary.

PECSW (twa = 21 d) (mg/L)

BCFfish

According to the Aquatic Guidance (EFSA Journal 2013;l 1(7):3290) a biomagnification factor of 2 is included for substances 
with a BCF between 2000 and 5000

PECflsh - PECwater
Daily dietary dose (mg/kg bw/d)

NOEL (mg/kg bw/d)

TER,

The log Pow

2a
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Biomagnification in terrestrial food chains9.2.2.5

Please refer to core assessment.

Risk assessment for baits, pellets, granules, prills or treated seed9.2.3

Please refer to core assessment.

Overall conclusions9.2.4

Effects on terrestrial vertebrates other than birds (KCP 10.1.2)9.3

Toxicity data9.3.1

Please refer to the core assessment.

Justification for new endpoints9.3.1.1

Please refer to the core assessment.

Risk assessment for spray applications9.3.2

the calculation. If those mitigation measures are required to achieve an acceptable risk for mammals as 
we 11, mammals should be included on the required restriction sentence.
However as the margin of safety is almost a factor of 50, while the difference in drift (DRT 75 vs DRT 
90) is about a factor 2.5, the risk for secondary poisoning to mammals is acceptable without additional 
mitigation measures.

The acute and long-term dietary risk to mammals, assessment of the risk to mammals due to consumption 
of contaminated drinking water, and the risk assessment for effects due to secondary poisoning through 
earthworms was addressed in the Core. Furthermore, the biomagnification in terrestrial food chains and 
the risk assessment for baits, pellets, granules, pills or treated seeds were addressed in the Core. For the 
NL addendum, assessment of the risk for effects due to secondary poisoning through fish is considered 
relevant (n.b. drift to surface water is considered a NL specific aspect, see efate section part B8) and will 
be addressed below in the section 9.2.2.4.

A12690B / Karate Zeon
Part B - Section 9 - NL National Addendum 
zRMS version

The risk of secondary poisoning has been assessed, as lambda-cyhalothrin has a log Pow >3.0. The TER 
values for secondary poisoning, required for lambda-cyhalothrin exceeded the trigger value of 5, 
indicating that the risk for fish-eating birds is acceptable following use of A12690B according to the 
proposed use pattem.

The risk assessment is based on the methods presented in the Guidance Document on Risk Assessment 
for Mammals and Mammals on request from EFSA (EFSA Journal 2009; 7(12): 1438; hereafter referred 
to as EFSA/2009/1438).




