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5 Analytical methods

5.1 Conclusion and summary of assessment

Sufficiently sensitive and selective analytical methods are available for the active substance(s) and rele-
vant impurities in the plant protection product.
Noticed data gaps are:

- None

Sufficiently sensitive and selective analytical methods are available for all analytes included in the resi-
due definitions.
Noticed data gaps are:

« None

Commodity/crop Supported/ .
Not supporte

High oil content (Oilseed rape) Supported

High water content (Pome fruits) Supported

5.2 Methods used for the generation of pre-authorization data (KCP 5.1)

521 Analysis of the plant protection product (KCP 5.1.1)

5211 Determination of active substance and/or variant in the plant protection
product (KCP 5.1.1)

An overview on the acceptable methods and possible data gaps for analysis of Acetamiprid in plant pro-
tection product is provided as follows:

Comments of zZRMS: [The analytical method meets the criteria of specificity, linearity, precision and
accuracy. The method is acceptable and is suitable for determination of
Acetamiprid in plant protection product SHA 5500 A (Asset/Zuxion).

Reference: KCP5.1.1

Report Physico-Chemical Characterization of ACETAMIPRID 20% SG. J. A. Es-
cudero, 2016, Report No. 15-4150-03

Guideline(s): Yes (SANCO/3030/99 rev. 4)

Deviations: No

GLP: Yes

Acceptability: Yes

Materials and methods

Samples preparation
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Preparation of reference item solutions

22.96 mg of acetamiprid reference item were weighed on a 25 ml volumetric flask and bought to volume
with acetonitrile:water HPLC (50:50). Sonicate. From this solution four solutions were prepared to devel-
op the calibration curve to quantify the formulation.

Sample Colume (ml) of Cal M Final volume with ace- | Level of Acetamiprid
tonitrile:water  HPLC | (mg/L)
(50:50) (ml)

Cal-1 1 10 91.74816

Cal-2 2 10 183.49632

Cal-3 3 10 275.2448

Cal-4 5 10 458.7408

Preparation of test item solutions
Weigh (to the nearest 0.1 mg) 45-55 mg of test item into a 50 ml volumetric flask and up to volume with
acetonitrile:water HPLC (50:50). Weigh five independent samples of test item.

Preparation of spiked solutions

Test item sample
305.37 mg of test item were weighed into a 50 ml volumetric flask and dilute to volume with acetoni-
trile:water HPLC (50:50)

80% recovery

Pipette 1 ml of the test item solution into three 10 ml volumetric flask and add 0.5 ml of a stock solution
of acetamiprid to each flask as to obtain a concentration of 170.220744 mg/Il. Up to volume with acetoni-
trile:water HPLC (50:50)

120% Recovery

Pipette 1 ml of the test item solution into three 10 ml volumetric flask and add 1.5 ml of a stock solution
of acetamiprid to each flasks as to obtain a concentration of 261.968904 mg/l. Up to volume with acetoni-
trile:water HPLC (50:50)

Specificity
Specificity was demonstrated using HPLC-UV. There are no interferences from other substances present
in the formulation with peak corresponding to the acetamiprid.

Linearity

The linearity of response of the analyte has been demonstrated over the nominal analyte concentration +
20% at least. Five Four concentrations have been measured with duplicate measurements. The analytical
methos shows an excellent correlation between response and analytical concentration over the range
91.748 — 458.741 mg/l of acetamiprid. The correlation coefficient (R?) was 0.99981.

Precision (Repeatability)

To show the system precision, five independent samples were injected by duplicate. The average is 20.36
+ 0.07 % w/w, acetamiprid. Relative standard deviation %RSD = 0.36 and is lower than %RSD based on
the Horwitz equation (1.70%), so it shows an excellent repeatability of the analytical method.

Accuracy

Determination of accuracy is based on the recovery of known amounts of analyte from a representative
sample matrix, at level of 80% and 120% of the certified value. The average recovery is 100.5 = 0.6 %
(RSD% = 0.6) for acetamiprid. This result shows that the recovery value is adequate because it is in the
confidence interval 98-102%.
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Validation - Results and discussions

Table 5.2-1: Methods suitable for the determination of active substances Acetamiprid in

plant protection product ZUX}tON ASSET/SHA 5500 A
Acetamiprid

Author(s), year Jose Angel Escudero, 2016

Principle of method Liquid chromatography (HPLC) and UV detection

Linearity Linear between 91.75 mg/L and 458.74 mg/L

(linear between RZ 0.99981

mg/L / % range of the declared

content)

(correlation coefficient, expressed

as r?)

Precision — Repeatability Mean RSD% = 0.36

n=>5

(%RSD)

Accuracy 100.5+ 0.6 %

n==6

(% Recovery)

Interference/ Specificity No interferences

Comment -

Conclusion

The method of analysis of Acetamiprid in the test item has been conveniently validated. The method is
suitable to determine the Acetamiprid content in Acetamiprid 20% SG (SHA 5500 A).

5212 Description of analytical methods for the determination of relevant
impurities (KCP 5.1.1)

There are no relevant impurities.

5213 Description of analytical methods for the determination of formulants (KCP
5.1.1)

Not relevant.
5214 Applicability of existing CIPAC methods (KCP 5.1.1)

A CIPAC method is available: 649.

522 Methods for the determination of residues (KCP 5.1.2)

Please refer to the post-registration methods.
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5.3 Methods for post-authorization control and monitoring purposes (KCP 5.2)

5.3.1

Analysis of the plant protection product (KCP 5.2)

Analytical methods for the determination of the active substance and relevant impurities in the plant pro-
tection product shall be submitted, unless the applicant shows that these methods already submitted in
accordance with the requirements set out in point 5.2.1 can be applied.

5.3.2

Description of analytical

Acetamiprid (KCP 5.2)

5321

methods for the determination of residues

Overview of residue definitions and levels for which compliance is required

Compared to the residue definition proposed in the Draft Assessment Report (incl. its addenda) the cur-
rent legal residue definition is identical.

Table 5.3-1: Relevant residue definitions for monitoring/enforcement and levels for which
compliance is required
Matrix Residue definition MRL / limit Reference for MRL/level
Remarks
Plant, high water content | Acetamiprid 0.01 mg/kg Regulation (EU) No. 2019/88
Plant, high acid content 0.5 mg/kg Regulation (EU) No. 2019/88
Plant, high protein/high 0.01 mg/kg Regulation (EU) No. 2019/88
starch content (dry
commodities)
Plant, high oil content 0.01 mg/kg Regulation (EU) No. 2019/88
Plant, difficult matrices 0.05 mg/kg Regulation (EU) No. 2019/88
(hops, spices, tea)
Muscle N-desmethyl-acetamiprid | 0.02 mg/kg Regulation (EU) No. 2019/88
- (IM-2-1), expressed as -
Milk acetamiprid 0.2 mg/kg Regulation (EU) No. 2019/88
Eggs 0.02 mg/kg Regulation (EU) No. 2019/88
Fat 0.02 mg/kg Regulation (EU) No. 2019/88
Liver, kidney 0.1 mg/kg Regulation (EU) No. 2019/88
Soil Acetamiprid 0.025 mg/kg AOEL
(Ecotoxicology)
Drinking water Acetamiprid, IM-1-5 0.1 pg/L general limit for drinking
(Human toxicology) water
Surface water Acetamiprid 3.7 ug/L Lowest ECso for Simulium
(Ecotoxicology) latigonium
Air Acetamiprid 7.5 ng/m® AOEL sys: 0.025 mg/kg bw/d

Tissue (meat or liver)

Body fluids

No residue definition
provided

Not required

Not classified as T/ T+

Not required

Not classified as T/ T+
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5.3.2.2 Description of analytical methods for the determination of residues in plant

matrices (KCP 5.2)

An overview on the acceptable methods and possible data gaps for analysis of Acetamiprid in plant ma-

trices is given in the following tables.

Table 5.3-2: Validated methods for food and feed of plant origin (required for all matrix
types, “difficult” matrix only when indicated by intended GAP)
Component of residue definition: Acetamiprid
Principle of method ‘o
Matrix type Method type Method LOQ (i.e. GC-MS or Author(s), y:arreéémssmg /EU
HPLC-UV) g
High water Primary 0.01 mg/kg QUEChERS T. Schwarz, 2008
content LC-MS/MS Report No. RD-01937
RAR, The Netherlands, 2015
EU Agreed
o g,
ILV 0.01 mg/kg QUEChERS A. Giesau, H. Weber, 2012
LC-MS/MS Report No. RD-02454
RAR, The Netherlands, 2015
EU Agreed
ILv 0.01 mg/kg LC-Ms
Confirmatory - - LC-MS/MS is highly selective
(if required) mthod, therefore no confirmatory
method is required.
High acid Primary 0.01 mg/kg QUEChERS T. Schwarz, 2008
content LC-MS/MS Report No. RD-01937
RAR, The Netherlands, 2015
EU Agreed
ILV 0.01 mg/kg QUEChERS A. Giesau, H. Weber, 2012
LC-MS/MS Report No. RD-02454
RAR, The Netherlands, 2015
EU Agreed
Primary 0.02 mg/kg LC-Ms
Confirmatory - - LC-MS/MS is highly selective
(if required) mthod, therefore no confirmatory
method is required.
High oil content | Primary 0.01 mg/kg QUEChERS T. Schwarz, 2008
LC-MS/MS Report No. RD-01937
RAR, The Netherlands, 2015
EU Agreed
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Component of residue definition: Acetamiprid

Principle of method .
Matrix type Method type Method LOQ (i.e. GC-MS or Author(s), y;arre/e(rjnlssmg /U
HPLC-UV) g
- g,
ILV 0.01 mg/kg QUEChERS A. Giesau, H. Weber, 2012
LC-MS/MS Report No. RD-02454
RAR, The Netherlands, 2015
EU Agreed
LV 0.01 mg/kg LC-MS .
Confirmatory - - LC-MS/MS is highly selective
(if required) mthod, therefore no confirmatory
method is required.
High Primary 0.01 mg/kg QUEChERS T. Schwarz, 2008
protein/high LC-MS/MS Report No. RD-01937
starch content RAR, The Netherlands, 2015
(dry) EU Agreed
ILV 0.01 mg/kg QUEChERS A. Giesau, H. Weber, 2012
LC-MS/MS Report No. RD-02454
RAR, The Netherlands, 2015
EU Agreed
Primary 0.03 mg/kg LC-Ms
2
Confirmatory - - LC-MS/MS is highly selective
(if required) method, therefore no confirmatory
method is required.
Table 5.3-3: Statement on extraction efficiency

Method for products of plant origin

Required, available from:

The efficiency of the solvent extraction procedures has been
demonstrated using incurred residues in previously submitted and
reviewed metabolism studies (please refer to DAR section B.7.1).

5.3.2.3

matrices (KCP 5.2)

Description of analytical methods for the determination of residues in animal

An overview on the acceptable methods and possible data gaps for analysis of acetamiprid in animal ma-
trices is given in the following tables.




SHA 5500 A/ ZUXION ASSET Page 10 /66

Part B — Section 5 - Core Assessment Template for chemical PPP
Sharda Cropchem Espafia S.L./ CEU version Version April 2020
Table 5.3-4: Validated methods for food and feed of animal origin (if appropriate)

Component of residue definition: N-desmethyl-acetamiprid (IM-2-1), expressed as acetamiprid

Matrix type Method type Method LOQ | Principle of method Author(s), year / missing

(i.e. GC-MS or
HPLC-UV)
Milk Primary 0.01 mg/kg QUEChERS K. Miya, 2010
LC-MS/MS Report No. NCAS 10-144
RAR, The Netherlands, 2015
EU Agreed

ILV 0.01 mg/kg QUEChERS E. Knoch, 2010
LC-MS/MS Report No. IF-10/01687868
RAR, The Netherlands, 2015
EU Agreed
ILv 0.01 mg/kg LC-Ms/MS
2
Confirmatory - - LC-MS/MS is highly selective
(if required) method, therefore no confirmatory
method is required.
Eggs Primary 0.01 mg/kg QUEChERS K. Miya, 2010
LC-MS/MS Report No. NCAS 10-144
RAR, The Netherlands, 2015
EU Agreed

LV 0.01 mg/kg QUEChERS E. Knoch, 2010

LC-MS/MS Report No. IF-10/01687868
RAR, The Netherlands, 2015
EU Agreed

Confirmatory - - LC-MS/MS is highly selective
(if required) method, therefore no confirmatory
method is required.

Muscle Primary 0.01 mg/kg QUEChERS K. Miya, 2010

LC-MS/MS Report No. NCAS 10-144
RAR, The Netherlands, 2015
EU Agreed
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Component of residue definition: N-desmethyl-acetamiprid (IM-2-1), expressed as acetamiprid

Matrix type Method type Method LOQ | Principle of method Author(s), year / missing
(i.e. GC-MS or
HPLC-UV)
‘Report E19081
Primary 0.01 mg/kg HPLC-MS/MS ‘
ILV 0.01 mg/kg QUEChERS E. Knoch, 2010
LC-MS/MS Report No. IF-10/01687868
RAR, The Netherlands, 2015
EU Agreed
LV 0.01 mg/kg LC-MS/Ms .
Confirmatory - - LC-MS/MS is highly selective
(if required) method, therefore no confirmatory
method is required.
Fat Primary 0.01 mg/kg QUEChERS K. Miya, 2010
LC-MS/MS Report No. NCAS 10-144
RAR, The Netherlands, 2015
EU Agreed
Primary 0.01 mg/kg HPLC-MS/MS ‘
Primary 0.01 mg/kg HPLC-MS/MS ‘
LV 0.01 mg/kg QUEChERS E. Knoch, 2010
LC-MS/MS Report No. IF-10/01687868
RAR, The Netherlands, 2015
EU Agreed
ILv 0.01 mg/kg LC-MS/MS -
Confirmatory - - LC-MS/MS is highly selective
(if required) method, therefore no confirmatory
method is required.
Kidney, liver Primary 0.01 mg/kg QUEChERS K. Miya, 2010
LC-MS/MS Report No. NCAS 10-144
RAR, The Netherlands, 2015
EU Agreed
Primary 0.01 mg/kg HPLC-MS/MS l
Primary 0.01 mg/kg HPLC-MS/MS l
ILV 0.01 mg/kg QUEChERS E. Knoch, 2010
LC-MS/MS Report No. IF-10/01687868

RAR, The Netherlands, 2015
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Component of residue definition: N-desmethyl-acetamiprid (IM-2-1), expressed as acetamiprid

Matrix type Method type Method LOQ | Principle of method Author(s), year / missing

(i.e. GC-MS or
HPLC-UV)
EU Agreed
ILV 0.01 mg/kg LC-MS/MS KCP 5.3.11

xxx. 2020 Report 132/2020

Confirmatory LC-MS/MS is highly selective
(if required) method, therefore no confirmatory
method is required.

Table 5.3-5: Statement on extraction efficiency

Method for products of animal origin

Required, available from: The efficiency of the solvent extraction procedures has been
demonstrated using incurred residues in previously submitted and
reviewed metabolism studies (please refer to DAR section B.7.1).

5324 Description of methods for the analysis of soil (KCP 5.2)

An overview on the acceptable methods and possible data gaps for analysis of Acetamiprid in soil is giv-
en in the following tables.

Table 5.3-6: Validated methods for soil (if appropriate)

Component of residue definition: Acetamiprid

Method type Method LOQ Principle of method Author(s), year / missing
(i.e. GC-MS or HPLC-UV)

Primary 0.002 mg/kg LC-MS/MS A. Taufer, H. Weber, 2010
Report No. S09-03287
RAR, The Netherlands,

2015
EU Agreed
Primary 0.002 mg/kg LC-MS/MS KCP 5.4.1 — xxx, 2019.
Report Y'V/18/010
Confirmatory - - LC-MS/MS is highly

selective method, therefore
no confirmatory method is
required.

53.25 Description of methods for the analysis of water (KCP 5.2)

An overview on the acceptable methods and possible data gaps for analysis of acetamiprid in surface and
drinking water is given in the following tables.
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Table 5.3-7:

Validated methods for water (if appropriate)

Component of residue definition: Acetamiprid

Matrix type

Method type

Method LOQ

Principle of method
(i.e. GC-MS or HPLC-
uv)

Author(s), year / missing

Drinking water

Primary

0.1 pg/L

LC-MS/MS

K. Miya, 2007

Report No. NCAS 06-209
RAR The Netherlands, 2015
EU Agreed

ILV

0.1 pg/L

LC-MS/MS

M. Senciuc, 2014a

Report No. P 3244 G

RAR, The Netherlands, 2015
EU Agreed

Confirmatory

LC-MS/MS is highly selective
method, therefore no
confirmatory method is
required.

Surface water

Primary

0.1 pg/L

K. Miya, 2007

Report No. NCAS 06-209
RAR The Netherlands, 2015
EU Agreed

|

Confirmatory

LC-MS/MS is highly selective
method, therefore no
confirmatory method is
required.

Component of residue definition: IM-1-5

Matrix type Method type Method LOQ Principle of method Author(s), year / missing
(i.e. GC-MS or HPLC-
uv)
Drinking water Primary 0.05 ng/L LC-MS/MS A. Giesau, H. Weber, 2012

Report No. S12-02719
RAR, The Netherlands, 2015
EU Agreed

Primary 0.05 pg/L HPLC-MS/MS F

ILV 0.05 ug/L LC-MS/MS M. Senciuc, 2014b
Report No. P 3245 G
RAR, The Nethelrands, 2015
EU Agreed

ILv 0.05 pg/L LC-MS/MS

F

Confirmatory

LC-MS/MS is highly selective
method, therefore no
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Component of residue definition: IM-1-5

Matrix type Method type Method LOQ Principle of method Author(s), year / missing
(i.e. GC-MS or HPLC-
uv)
confirmatory method is
required.
Surface water Primary 0.05 pg/L LC-MS/MS A. Giesau, H. Weber, 2012
Report No. S12-02719
RAR, The Netherlands, 2015
EU Agreed
Primary 0.05 ng/L HPLC-MS/MS KCP 5.5.3 — xxx 2019. Report
E20064
Confirmatory - - LC-MS/MS is highly selective
method, therefore no
confirmatory method is
required.
5.3.2.6 Description of methods for the analysis of air (KCP 5.2)

An overview on the acceptable methods and possible data gaps for analysis of acetamiprid in air is given
in the following tables.

Table 5.3-8: Validated methods for air (if appropriate)

Component of residue definition: Acetamiprid

Method type Method LOQ Principle of method Author(s), year / missing
(i.e. GC-MS or HPLC-
uv)
Primary 0.002 pg/m® LC-MS/MS I. Beck, T. Class, 2009

Report No. P/B 1603 G
RAR, The Netherlands,

2015
EU Agreed
Primary 0.002 pug/m® LC-MS/MS KCP 5.6.1 — xxx, 2019.
Report E19080
Confirmatory - - LC-MS/MS is highly

selective method, therefore
no confirmatory method is
required.

5.3.2.7 Description of methods for the analysis of body fluids and tissues (KCP 5.2)

An overview on the acceptable methods and possible data gaps for analysis of Acetamiprid in body fluids
and tissues is given in the following table.
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Table 5.3-9: Methods for body fluids and tissues (if appropriate)
Component of residue definition: Acetamiprid
Method type Method LOQ Principle of method Author(s), year / missing
(i.e. GC-MS or HPLC-
uv)
Primary 0.05 mg/L LC-MS/MS M. Senciuc, 2014c
Report No. P3208 G
RAR, The Netherlands,
2015
EU Agreed
Primary 1.0 pg/L in blood HPLC-MS/MS

Confirmatory

LC-MS/MS is highly
selective method, therefore
no confirmatory method is
required.

5.3.2.8

Not relevant.

Other studies/ information
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Appendix 1  Lists of data considered in support of the evaluation

Tables considered not relevant can be deleted as appropriate.
MS to blacken authors of vertebrate studies in the version made available to third parties/public.

List of data submitted by the applicant and relied on

Title
Company Report No. Vertebrate stud
Data point Author(s) Year |Source (where different from company) y Owner
GLP or GEP status YN
Published or not
KCP5.1.1 |J. A. Escudero 2016 | Physico-Chemical Characterization of ACETAMIPRID 20% SG. N Sharda Cropchem
Laboratorios Munuera, Report No. 15-4150-03 Limited
GLP
Unpublished
KCP5.2.1 |P. Sikorski N T
KCP 522 |xxx N T
KCP5.2.3 |P. Sikorski N T
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Title

Company Report No. Vertebrate stud
Data point Author(s) Year |Source (where different from company) y Owner

GLP or GEP status YN

Published or not

Unpublished
KCP5.2.4 | xxx N T
KCP5.2.5 | xxx r N T
KCP5.2.6 |xxx r
KCP5.3.1 |xxx ¥ T
KCP5.3.2 | xxx ¥ T
KCP5.3.3 | xxx ¥ T
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Title

Company Report No. Vertebrate stud
Data point Author(s) Year |Source (where different from company) y Owner

GLP or GEP status YN

Published or not

Unpublished
KCP5.3.4 |xxx 2019 ¥ T
KCP5.35 |xxx ¥ T
KCP5.3.7 | xxx ¥ T
KCP53.8 |xxx ¥ T
KCP5.3.9 |xxx ¥ T
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Title

Company Report No. Vertebrate stud
Data point Author(s) Year |Source (where different from company) y Owner

GLP or GEP status YN

Published or not
KCP 5.3.10 | xxx ¥ T
KCP 5.3.11 | xxx ¥ T
KCP5.4.1 | xxx ¥ T
KCP5.5.1 | xxx ¥ T
KCP55.2 | xxx ¥ T
KCP 553 |xxx ¥ T
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Title
Company Report No. Vertebrate stud
Data point Author(s) Year |Source (where different from company) y Owner
GLP or GEP status YN

Published or not

List of data submitted or referred to by the applicant and relied on, but already evaluated at EU peer review

Title
Company Report No. Vertebrate
Data point Author(s) Year |Source (where different from company) study Owner

GLP or GEP status Y/N
Published or not

T. Schwarz 2008 | Acetamiprid: Validation of an enforcement method for plant materials, PTRL Europe, Report No. RD- N Nippon Soda
01937
GLP
Published

A. Giesau, H. Weber | 2012 |Independent laboratory validation of an enforcement method (QUEChERS) for the Determination of Resi- N Nippon Soda

dues of Acetamiprid in Crops using LC-MS/MS, Eurofins Agroscience Services, Study No. RD-02454
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Title
Company Report No. Vertebrate

Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N
Published or not
GLP
Published

K. Miya 2010 |Validation Study of the Analytical Method for the Determination of the Residues of Acetamiprid and Its N Nippon Soda

Metabolite (IM-2-1) in Animal Commaodities, Nisso Chemical Analysis Service Co., Japan, Report No.
NCAS 10-144, Document ID RD-02080

GLP

Published

E. Knoch 2010 |Independent Laboratory Validation: Analytical Method for the Determination of the Residues of Acetam- N Nippon Soda
iprid and its Metabolite (IM-2-1) in Animal Commodities, SGS Institut Fresenius GmbH, Report No. IF -
10/01687868, Document ID RD-02156

GLP

Published

A. Téufer, H. Weber | 2010 |Validation of an Analytical Method for the Determination of Residues of Acetamiprid and Acetamiprid N Nippon Soda
Soil Metabolite IM-1-5 in Calcareous Soil using LC-MS/MS, Eurofins Dr. Specht, Germany, Report No.
S09-03287, Document ID RD- 02062N

GLP

Published

K. Miya 2007 | Validation Study of the Confirmatory Method for the Determination of Acetamiprid in Water, Nisso N Nippon Soda
Chemical Analysis Service Co., Japan, Report No. NCAS 06-209, Document ID RD-01204
GLP

Published

M. Scenciuc 2014a |Independent Laboratory Validation (ILV) of a Residues Analytical Method for the Determination of Acet- N Nippon Soda
amiprid in Drinking Water, PTRL Europe GmbH, Germany, Report No. P 3244 G, Document ID RD-
02951

GLP

Published

A. Giesau, H. Weber | 2012 |Validation of an Analytical Method for the Determination of Residues of Acetamiprid Metabolite IM-1-5 N Nippon Soda
in Water using LC-MS/MS, Eurofins Agroscience Services, Germany, Report No. S12-02719, Document
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Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner

ID RD-02604
GLP
Published

M. Senciuc

2014b

Independent Laboratory Validation (ILV) of a Residues Analytical Method for the Determination of Acet-
amiprid Metabolite IM-1-5 in Drinking Water, PTRL Europe GmbH, Germany, Report No. P 3245 G,
Document ID RD-02952

GLP

Published

Nippon Soda

I. Beck, T. Class

2009

Acetamiprid: Development and Validation of an Analytical Method(s) for the Determination of Residues
on Operator Exposure Dosimeters from Field Studies, PTRL Europe, Germany, Report No. P/B 1603 G,
Document ID RD-01863

GLP

Published

Nippon Soda

M. Senciuc

2014c

Development and Validation of an Analytical Method for the Determination of Acetamiprid in Blood,
PTRL Europe, Germany, Report No. P3208 G, Document ID RD-02943

GLP

Published

Nippon Soda

The following tables are to be completed by MS

List of data submitted by the applicant and not relied on

Data point

Author(s)

Year

Title

Company Report No.

Source (where different from company)
GLP or GEP status

Published or not

Vertebrate
study

Y/N

Owner
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List of data relied on not submitted by the applicant but necessary for evaluation

Title
Company Report No. Vertebrate

Data point Author(s) Year |Source (where different from company) study Owner
GLP or GEP status Y/N

Published or not
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Appendix 2 Detailed evaluation of submitted analytical methods

A2l Analytical methods for Acetamiprid
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Acetamiprid

_

—

_
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Il
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.—— 98.94 53  |Transl
wis s loo-surgmees  wn s
10<LOQ = 0.1 mg/kg (n=5) 92.63 194
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10xLOQ = 0.1 mg/kg (n=5) 91.29 47
Kidney Acetamiprid | LOQ = 0.01 mg/kg (n =5) 91.59 57  |Trans2
10xLOQ = 0.1 mg/kg (n =5) 92.05 5.6
Liver Acetamiprid | LOQ = 0.01 mg/kg (n = 5) 90.95 22 |Trans1
Acetamiprid | 10xLOQ = 0.1 mg/kg (n=5) 99.47 19
Liver Acetamiprid | LOQ = 0.01 mg/kg (n =5) 95.26 32 |Trans2
Acetamiprid | 10xLOQ = 0.1 mg/kg (n=5) 102.79 16

\‘1
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e

Kidney M 2-1 LOQ = 0.01 mg/kg (n = 5) 101.69 17 |Transt
10<LOQ = 0.1 mg/kg (n=5) 101.15 11

Liver M 2-1 LOQ = 0.01 mg/kg (n = 5) 96.91 23 |Trans1
10xLOQ = 0.1 mg/kg (n=5) 101.89 29

|
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Milk Acetamiprid | LOQ = 0.01 mg/kg (n = 5) 95.68 32 |Transl
10xLOQ = 0.1 mg/kg (n=5) 109.73 80

Milk Acetamiprid | LOQ = 0.01 mg/kg (n = 5) 89.43 69 |Trans2
10xLOQ = 0.1 mg/kg (n=5) 105.01 53

Fat Acetamiprid | LOQ = 0.01 mg/kg (n = 5) 95.02 17 |Transl
10xLOQ = 0.1 mg/kg (n=5) 99.93 22

FFat Acetamiprid | LOQ = 0.01 mg/kg (n = 5) 95.69 44 |Trans2
10xLOQ = 0.1 mg/kg (n=5) 99.25 15

N




SHA 5500 A/ ZUXION ASSET Page 45 /66

Part B — Section 5 - Core Assessment Template for chemical PPP
Sharda Cropchem Espafia S.L./ CEU version Version April 2020

.ﬂl

11

I

Milk Acetamiprid | LOQ = 0.01 mg/kg (n = 5) 99.71 62 |Transl
10xLOQ = 0.1 mg/kg (n=5) 104.50 2.7

Milk Acetamiprid | LOQ = 0.01 mg/kg (n = 5) 107.99 141 | Trans2
10<LOQ = 0.1 mg/kg (n=5) 102.07 5.7

Fat Acetamiprid | LOQ = 0.01 mg/kg (n = 5) 110.78 32 |Transl
10xLOQ = 0.1 mg/kg (n=5) 11217 80

Fat Acetamiprid | LOQ = 0.01 mg/kg (n = 5) 108.87 62  |Trans2
10xLOQ = 0.1 mg/kg (n=5) 114.63 31

IM2-1
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Eggs Acetamiprid | LOQ = 0.01 mg/kg (n = 5) 971 70 |Transl
10xLOQ = 0.1 mg/kg (n=5) 109.4 33

Eggs Acetamiprid | LOQ = 0.01 mg/kg (n = 5) 94.6 62 |Trans2
10<LOQ = 0.1 mg/kg (n=5) 1087 43

|
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& 1

Eggs ~  IM21  |LOQ=0.01 mg/kg (n=5) 9352 | 21 |Transl
W W oommwenss | | w e
10<LOQ=0.1mgkgm=5 | 9793 | 23
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Ul

Milk Acetamiprid  LOQ =0.01 mg/kg (n = 5) 92 05 |Transl
10<LOQ = 0.10 mg/kg (n = 5) 93 21

Milk Acetamiprid  LOQ =0.01 mg/kg (n = 5) 92 33 |Trans2
10<LOQ = 0.10 mg/kg (n = 5) o1 3.0

Milk M 2-1 LOQ = 0.01 mg/kg (n = 5) 99 1 Transl
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10LOQ = 0.10 mg/kg (n = 5) 98 2
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e

Chicken fat | Acetamiprid | LOQ = 0.01 mg/kg (n = 6) ol 35 |Transl
10<LOQ = 0.1 mg/kg (n=6) 100 4.2

Chicken fat | Acetamiprid | LOQ = 0.01 mg/kg (n = 6) 85 104 | Trans2
10<LOQ = 0.1 mg/kg (n=6) 97 6:6

Chicken fat | IM 2-1 LOQ = 0.01 mg/kg (n = 6) ol 7.9 |Transi
10xLOQ = 0.1 mg/kg (n=6) 103 4.0

Chicken fat | IM 2-1 LOQ = 0.01 mg/kg (n = 6) 80 87  |Trans2
10xLOQ = 0.1 mg/kg (n=6) o8 6.3

Bovine liver | Acetamiprid | LOQ = 0.01 mg/kg (n = 6) 105 30  |Trans1
10xLOQ = 0.1 mg/kg (n=6) 106 54

Bovine liver | Acetamiprid | LOQ = 0.01 mg/kg (n = 6) 88 114 | Trans2
10xLOQ = 0.1 mg/kg (n=6) L 71

Bovine liver | IM 2-1 LOQ = 0.01 mg/kg (n = 6) o8 57  |Transl
10xLOQ = 0.1 mg/kg (n=6) 102 6.5

Bovine liver |IM2-1 LOQ = 0.01 mg/kg (n = 6) o9 105 | Trans2
10xLOQ = 0.1 mg/kg (n=6) 105 5.6

Bovine Acetamiprid | LOQ = 0.01 mg/kg (n = 6) 106 37  |Trans2
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kidney 10xLOQ = 0.1 mg/kg (n=6) 95 42

. IM2-1 LOQ =0.01 mg/kg (n = 6) 82 86 |Transl
10xLOQ = 0.1 mg/kg (n=6) 73 7.6

. IM2-1 LOQ = 0.01 mg/kg (n = 6) o4 130 | Trans2
10xLOQ = 0.1 mg/kg (n=6) o6 29

Chicken eggs | Acetamiprid | LOQ = 0.01 mg/kg (n = 6) 100 104  |Trans1
10xLOQ = 0.1 mg/kg (n=6) 102 6.3

Chicken eggs | Acetamiprid | LOQ =0.01 mg/kg (n = 6) 106 47 |Trans2
10xLOQ = 0.1 mg/kg (n = 6) 107 38

Chicken eggs |IM 2-1 LOQ = 0.01 mg/kg (n = 6) 105 58  |Transl
10xLOQ = 0.1 mg/kg (n=6) o0 35

Chicken eggs |IM 2-1 LOQ = 0.01 mg/kg (n = 6) o4 41 |Trans2
10xLOQ = 0.1 mg/kg (n=6) 85 42

Jul
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10xLOQ = 1 pg/L (n=5) 103.60 0.76

Ground water | Acetamiprid | LOQ=0.1 pg/L (n=5) 104.47 518 | Trans2
10xLOQ = 1 pg/L (n=5) 100.63 0.94

Surface water | Acetamiprid | LOQ = 0.1 pg/L (n=5) 102.70 508  Transl
10xLOQ = 1 pg/L (n=5) 104.75 182

Surface water | Acetamiprid | LOQ=0.1 pg/L (n=5) 98.19 567  Trans2
10xLOQ = 1 pg/L (n=5) 100.64 2.45
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T

O precursorionmis i Colision energy
pcomiprd 22294 Qutiferion(uas) 1583 20
222, Quantifer fon (tars?) 56,10 2

I

I
iy
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)

A2117 A.2.A.9 Other Studies/ Information

No new or additional studies have been submitted.




