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Endpoint Substance ReferenceExposure Results

N-mineralisation 28 d
b

I et al. 1990.5.1.2.e

C-mineralisation

N-mineralisation compound XV 28 d

I 2010,5.1.2.e

C-mineralisation

Endpoints used in risk assessment are shown in bold
a

Justification for new endpoints9.9.1.1

Not relevant.

Risk assessment9.9.2

for risk assessments covering the proposed use pattem are taken from Section 8

Table 9.9-2:

All proposed usesIntended use

N-/C-mineralisation

Product/active substance PEG Risk acceptable?
(mg/kg dw)

0.0283 yes
0.025 (at 28 d) 0.0004 yes

Overall maximum PECsoil covering all proposed use pattema

Overall conclusions9.9.3

Tire risk of lambda-cyhalothrin and its metabolite compound XV to sotl micro-organisms was evaluated 
by comparison of the maximum concentrations with effects <25% derived from laboratory tests, with

Lambda-cyhalothrin
Compound XV

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

Syngenta File No. 
R211133 10001

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

The evaluation of the risk for soil microorganisms was performed in accordance with the 
recommendations of the "Guidance Document on Terrestrial Ecotoxicology", as provided by the 
Commission Services (SANCO/10329/2002 rev 2 (fmal), October 17, 2002).

Assessment of the risk for effects on soil micro-organisms due to the use of 
A12690B in various crops

To achieve a concise risk assessment, the risk envelope approach is applied. Here, for lambda-cyhalothrin 
and its relevant metabolites, the relevant endpoints are compared to the maximum PECsoil ensuring that 
the risk for soil microorganisms from all intended uses is covered (see 9.1.2).

(Environmental Fate), Chapter 8.7.2 and were already used in the risk assessment for earthworms and 
other non-target soil organisms (meso- and macrofauna) (see 9.8).

A12690B / Karate Zeon
Part B - Section 9 - Core Assessment 
zRMS version

< 25 % effect up to 0.025 
mg/kg soil dw

Max. conc. with effects 
< 25 % (mg/kg dw)
0.048 (at 28 d)

Syngenta File No. 
PP321/1189

< 25 % effect up to 0.52 mg 
form/kg soil dw (0.048 mg 
a.s./kg)

soi®

Lambda-cyhalothrin 
10% CS

Endpoint listed incorrectly in LoEP in EFSA Conclusion (2014b): the endpoint provided in the study report was expressed as 
mg a.s./kg dry weight soil

bEFSA (2014), Conclusion on the peerreviewof the pesticide risk assessment of the active substance lambda-cyhalothrin, EFSA 
Journal 2014;12(5):3677.

The relevant PECsoil
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Effects on non-target terrestrial plants (KCP 10.6)9.10

Toxicity data9.10.1

Table 9.10-1:

Species Substance ReferenceResults

NOEC = 30 g a.s./ha
a

Endpoints used in risk assessment are shown in bold
a

Justification for new endpoints9.10.1.1

Not relevant.

Risk assessment9.10.2

Tier-1 risk assessment (based screening data)9.10.2.1

Not relevant.

Tier-2 risk assessment (based on dose-response data)9.10.2.2

The risk assessment is based on the Guidance Document on Terrestrial Ecotoxicology",

Exposure
System

Note zRMS: for use in orchards, only late applications are considered. However some early uses are also 
intended. Those seem to be ‘painting’appliations, without spray drift. If this is indeed the case the

2 monocotylodons
4 dicotylodons

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

The selection of studies and endpoints for the risk assessment is in line with the results of the EU review 
process.

Endpoints and effect values relevant for the risk assessment for non-target 
terrestrial plants

All the effect levels exceeded the relevant PECSOii values, indicating that the risk to soil micro-organisms 
is acceptable following the use of A12690B according to the proposed use pattems.

(SANCO/10329/2002 rev.2 final, 2002). It is restricted to off-field situations, as non-target plants are 
non-crop plants located outside the treated area.

To achieve a concise risk assessment, the risk envelope approach is applied. Here, the assessment for the 
use group fruit trees with maximum single application rate of 12.5 g a.s./ha and drift factor of 0.1573 
covers the risk for non-target terrestrial plants from all intended uses (see 9.1.2).

A12690B / Karate Zeon
Part B - Section 9 - Core Assessment 
zRMS version

Studies on the toxicity to non-target terrestrial plants have been carried out with lambda-cyhalothrin and 
its relevant metabolites. Full details of these studies are provided in the respective EU DAR and related 
documents.

Lambda-cyhalothrin 
100 CS

21 d
Vegetative vigour

EFSA (2014), Conclusion on the peer review of the pesticide risk assessment of the active substance lambda-cyhalothrin, EFSA 
Journal 2014;12(5):3677.

maximum PECsoil.
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Table 9.10-2:

Pome/stone fruitsIntended use
A12690B

Test species Drift rate

All species 0.1573 >15
PER: Predicted environmental rate; TER: toxicity to exposure ratio. TER values shown in bold fall below the relevant trigger.

Higher-tier risk assessment9.10.2.3

Not relevant.

Risk mitigation measures9.10.2.4

No risk mitigation needed.

Overall conclusions9.10.3

Effects on other terrestrial organisms (flora and fauna) (KCP 10.7)9.11

Tests on other non-target species are not required.

Monitoring data (KCP 10.8)9.12

Classification and Labelling9.13

Active substance/product 
Single application rate 

Drift factor (%drift/100)

There are no other relevant data for the active substance or product on organisms in the environment 
generated from monitoring schemes.

Assessment of the risk for non-target plants due to the use of A12690B in 
pome/stone fruits

A12690B / Karate Zeon
Part B - Section 9 - Core Assessment 
zRMS version

According to the criteria given in Regulation (EC) No 1272/2008 of the European Parliament and of the 
Council of 16 December 2008, the following classification and labelling with regard to ecotoxicological 
data is proposed for the preparation:

exposure of those early applications is covered by the late applications. However if early application via 
spray is indended in some Member States, they should be aware that those are not covered in current risk 
assessment and are therefore not authorized.

The risk to non-target terrestrial plants in off-crop areas is acceptable following use of A12690B 
according to the proposed use pattem.

The risk of A12690B to non-target terrestrial plants was assessed from toxicity exposure ratios (TERs) 
using the lambda-cyhalothrin toxicity data from a Tier II study, and the maximum off-field predicted 
environmental residues (PERs).

12.5 g a.s./ha

0.1573 (at a distance of 3 m)

TER 
criterion: TER > 5

P E Rofr-field 
(g a.s./ha)

1.97

ERgo
(g a.s./ha)

>30
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Hazard class(es), categories

GHS09

Label elements for labelling 
Additional labelling phrases

Acute aquatic toxicity, Category 1
Chronic aquatic toxicity. Category 1

Signal word

Hazard statement

Hazard pictograms or Code(s) for 
hazard pictogram(s)

A12690B / Karate Zeon
Part B - Section 9 - Core Assessment 
zRMS version

Waming

H400: Very toxic to aquatic life
H410: Very toxic to aquatic life with long lasting effects

H410: Very toxic to aquatic life with long lasting effects

EUH401 To avoid risks to man and the environment, comply with the 
instructions for use.
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Appendix 1 Lists of data considered in support of the evaluation

List of data submitted by the applicant and relied on

Data point Author(s) OwnerYear

KCP 10.1.1.1/01 SYN19855.1.2.e

CTL/C/1357

KCP 10.1.2.2/01 SYN2015 N5.1.2.e

I SYNK-CP 10.1.2.2 20215.1.2.e

I5.1.2.e

SYNK-CP 10.1.2.2 20205.1.2.e

I
Report No. R1940045

Vertebr 
ate 
study 
Y/N

GLP, Unpublished
RIFCON GmbH, Hirschberg, Germany. Report No. R2040002
Syngenta File VV-89055 1
Lambda-cylialothrin - Semi-field study on potential effects of a lambda-cyhalothrin 
containing product applied as a foliar spray to grass on the reproduction of common 
voles inhabiting enclosures

A12690B / Karate Zeon
Part B - Section 9 - Core Assessment 
zRMS version

Title
Company Report No.
Source (where different from company)
Published or not
GLP or GEP status
The Subacute Dietary Toxicity of PP321 to the Mallard Duck
5.1.2.e

5.1.2.e

GLP
not published
Syngenta File No PP321/1056
Generic field study on the presence and abundance of common voles in maize fields in 
Northern France
5.1.2.e

,774934
GLP
not published
Syngenta File No NA 13749
Lambda-cyhalothrin - Semi-field study on potential effects of a lambda-cyhalothrin 
containing product applied as a foliar spray to grass on the reproduction of common 
voles inhabiting enclosures - II.

5.1.2.e

GLP. Unpublished
5.1.2.e




