LANXESS Deutschland GmbH Thiacloprid 02/2006

Section A1 Applicant
Annex Point 11A, 1 ¢
1.1 Applicant Name:
Contact person:
Address:

1.2 Manufacturer of
Active Substance
(if different)

1.3 Manufacturer of
Product(s)
(if different)

1) Product 1
2) Product n

Telephone number:
Fax number:
E-mail address:

Name:
Contact person:
Address:

Germany
Telephone number: 0049 2173 3
Fax number: 0049 2173 3
E-mail address:

Name of plant:

Address:

LANXESS Deutschland GmbH
Contact person: as applicant
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LANXESS Deutschland GmbH Thiaeloprid 02/2006

Section A1

Annex Point HA, 11

Applicant

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STATE

Results and discussion

Conclusion
Reliability
Acceptability

Remarks

Date 11/04/2007

Materials and methods N/A

Conclusion N/A

Reliability N/A

Acceptability N/A

Remarks Applicants version is considered acceptable
COMMENTS FROM ...

Date Give date of comments submitted

Discuss additional relevant discrepancies referring to the (sub)heading numbers
and to applicant’s summary and conclusion.
Discuss if deviating fiom view of rapportenr member state

Discuss if deviating from view of rapporteur member state
Discuss if deviating from view of rapportenr member state

Discuss if deviating from view of rapportenr member state
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LANXESS Deutsehland GmbH

Thiacloprid

02/20006

Section A2
Annex point ITA, 112

Identity of Active Substance

Subsection
(Annex point)

2.1

2.2

2.4

2.4.1

2.4.2

™
I
e

)
W

[ [3*4
noi
N =

2.7

Common name
(TTA, 11)

Chemical name
(1A, 11 2.2)

Manufacturer's
development code
nunber(s)

(1A, 11 2.3)

CAS-No and EC
numbers
(11A, 11 2.4)

CAS-No
Isomer |
Isomer n
EC-No
Isomer |
Isomer n
Other

Molecular and
structural formula,
molecular mass
(1A, 11 2.5)

Molecular formula

Structural formula .

Molecular mass

Method of
manufacture of the
active substance
(HA, 11 2.6)

Specification of the
purity of the active

1SO name: Thiacloprid

Commercial name: Calypso; YRC 2894

[UPAC name: (Z)—N—{3-[(G-Chl01‘o-3~pyri(linyl)1110111)'1]41,‘3- b

thiazolan-2-yliden}eyanamide :

CAS name: Cyanamide, [3-[(6-chl()|‘0-3-p}';'igiinyl):m‘éthyﬁ]]-z:—:

thiazolidinylidene}-

YRC 2894

111988-49-9

Not allocated

CIPAC No.: 631

CHJ’I(;(,‘*N45

N/‘ N~
S Ve

252.73 a/mol

Refer to Confidential File HIA TNG Section 2.6

Thiacloprid has a specified minimal purity of'-%‘

Official
use only

Page |



LANXESS Deutschland GmbH Thiacloprid 02/2006

Section A2 Identity of Active Substance
Annex point ITA, 11 2

substance, as
appropriate
(1A, 11 2.7)

2.8  Identity of Refer to Confidential File HIA TNG Section 2.8
impurities and
additives, as

appropriate
(1A, 11 2.8)

2.8.1 Isomeric Refer to Confidential File [IIA TNG Section 2.8
composition

2.9  The origin of the Not applicable. The active substance has
natural active synthesis)

substance or the
precursor(s) of the
active substance
(11A, 11 2.9)
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LANXESS Deutschland GmbH Thiacloprid

02/2006

Section A2
Annex point ITA, 112

Identity of Active Substance

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as (o
comments and views submitted ‘

Date

Materials and methods

Conclusion
Reliability
Acceptability

Remarks

EVALUATION BY RAPPORTEUR MEMBER STAT
08/2006
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LANXESS Deutschiand GmbH

Thiacloprid 02/2006

Section A2
Subsection A2.4
Annex Point HA, 11 2.4

Identity
CAS-NO AND EC NUMBERS

Official
use only

JUSTIFICATION FOR NON-SUBMISSION OF DATA

As outlined in the TNsG on data requirements, the applicant must always
be able to justify the suggested exemptions from the data l'equiremém&
The justifications are to be included in the respective location (section)
of the dossier. ,

I one of the following reasons is marked, detailed ;uslmcatlun has to be
given below. General arguments are not acceptable.

Other existing data |...]

Limited exposure | |

Technically not feasible | | Scientifically unjustifiéd b

Other justification [X]

Detailed justification:

EC number is not submitted for the active mgredmnt Ihmclopud since
such a number is not allocated for it. /

Undertaking of intended

data submission | .
Evaluation by Competent Ayuthm'ities
Use separate "evaluation boxes” 10 plowde 0 anspal ency as to the
comments and views submitted
EVALUATION BY RAPPORTEUR MEMBER STATE
Date 07,2000

Evaluation of applicant’s
Jusiification

Conclusion — i 5

COMMENTS FROM OTHER MEMBER STATE (specify)
Date Give (Idl(f of comments submitted
Evaluation of applicant's Discruxs’Z)"('IVCVi‘zzling./i'()m view of rapportewr member state
justification '
Conclusion Dis;.'uss ifde\/'i(/ling_ﬁ'mn view of rapporteur member siate

Remarks

Page |




LANXESS Deutschiand GmbH Thiacloprid 02/2006

Section A2.8 Identity of impurities and additives (active substance)

Subsection A2.8 2.8.5 OTHER NUMBERS
Annex Point 11A, 11 2.8

JUSTIFICATION FOR NON-SUBMISSION OF DATA ziﬁ:;?;
As outlined in the TNsG on data requirements, the applicant mus
be able to justify the suggested exemptions from the data require
The justifications are to be included in the respective location (sgct
of the dossier.

If one of the following reasons is marked, detailed justification
given below. General arguments are not acceptable.

Other existing data {...] Technically not feasible | | Scientifically unjusti

Limited exposure | ] Other justification |X]

Detailed justification: CAS and EC numbers, respectively, are giv
thiacloprid where possible. Other numbers, fo
numbers, are not submitted for the different i

Undertaking of intended -
data submission [ 1

Use separate "evaluation boxe
comments and views subn

EVALUATION BY
Date 07/2006

EUR MEMBER STATE

Evaluation of applicant’s
Justification

Conclusion

ENTS FROM OTHER MEMBER STATE (specify)

Date nnents submitted

Evaluation of applican
justification '

deviating from view of rapporteur member state

Conclusion s if deviating from view of rapporteur wember state

Remarks

Page |



LANXESS Deutsehland Gmbl

Thiacloprid

02/20006

Section A2

Subsection A2.9
Annex Point 11A, 11 2.9

Identity

THE ORIGIN OF THE NATURAL ACTIVE SUBSTANCE OR THE
PRECURSOR(S) OF THE ACTIVE SUBSTANCE

JUSTIFICATION FOR NON-SUBMISSION OF DATA

As outlined in the TNsG on data requirements, the applicant must always
be able to justify the suggested exemptions from the data requirements.
The justifications are to be included in the respective location (section)
of the dossier. e

If one of the following reasons is marked, detailed justification has tobe
given below. General arguments are not acceptable. ‘

Official
use only

Other existing data |...}

Limited exposure | |

Technically not feasible | | Scientifically unjustified [ ]‘

Other justification [X]

Detailed justification:

Since thiacloprid is neither a natural active substance itself nor any

precursors of the molecule are natural products this point does not apply
to thiacloprid.

Undertaking of intended

data submission I
Evaluation by Competent Authorities
Use separate "evaluation boxes® fo p/'uvi(k.'fn'cmspurwujv as to the
comments and views submitted ‘
EVALUATION BY RAPf’ORTEUR MEMBER STATE
Date 07/2006 "

Evaluation of applicant’s
justification

Conclusion

Remarks

Date

Evaluation of applicant's’

justification
Conclusion

Remarks

COMMENTS FROM OTHER MEMBER STATE (specify)

~Give date of comments submitted

Disenssif deviating from view of rapportewr member stale
; g, f ray

Discuss if deviating from view of rapporieur member state

Page 1
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LANXESS Deutschland GmbH Thiacloprid 0272000, rev. 06/2006

Section A3 Physical and Chemical Properties of Active Substance
Annex point ITA, HL3

Evaluation by Competent Authorities ‘

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STATE

Date 0772006

Evaluation of data
submitted under section
A3

Page 13



LANXESS Deutsehfand GmbH Thiacloprid 02/2000, rev. 06/2006

Evaluation of data
submitted under section
Al

I|I'l
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LANXESS Deutschiand GmbH

Thiacloprid 0272006

Section A3
Subsection A3.8
Annex Point ITTA, 11T 2

Physical and chemical properties of the active substance
STABILITY IN ORGANIC SOLVENTS

Official
use only

JUSTIFICATION FOR NON-SUBMISSION OF DATA

As outlined in the TNsG on data requirements, the applicant must always

be able to justify the suggested exemptions from the data requirgments;
The justifications are to be included in the respective location (su.uon)

ol the dossier.

If one of the following reasons is marked, detailed justification h 1 as to be ,

given below. General arguments are not acceptable.

Other existing data | |

Limited exposure | |

Technically not feasible [ | Scientifically unjustﬁ"cd l i

Other justification [X]

Detailed justification:

Since the active substance thiacloprid as mantfactured:does ot include
an orpanic solvent a study regarding stability inbrganic solvents does
not apply. For data regarding storage %mblhty of the thiacloprid
containing formulations (solvent- -based and watel thiscible) please refer
to Document I B, Section 3.7. :

Undertaking of intended
data subniission [ 1

Evaluation by Competent Authorities

Use separate “evaluation bow.s Mo provide transparency as fo the
comments and views \ubmlfr@d

Date

Evaluation of applicant’s
Justification

Conelusion

Remarks

EVALUATION BY. RAPPORTEUR MEMBER STATE
07/2006 .

Date

Evaluation of applicant's

justification
Conclusion

Remarks

\CQMMENTS FROM OTHER MEMBER STATE (specify)
“’Gi\'c (/aléofcomrmzn/s submitted

Discuss if deviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state

Page 1




LANXESS Deutsehiland GmbH

Thiacloprid 02720006

Section A3

Subsection A3.14
Annex Point ()

Physical and chemical properties of the active substance
VISCOSITY

Official
use only

JUSTIFICATION FOR NON-SUBMISSION OF DATA

As outlined in the TNsG on data requirements, the applicant must always
be able 1o justily the suggested exemptions from the data requirements,
The justifications are 1o be included in the respective location (scetion)
of the dossier. L .

If one of the following reasons is marked, detailed justification has'tp be,
given below. General arguments are not acceptable. e

Other existing data | |

Limited exposure | |

Technieally not feasible | | Scientifically unjusﬁficdk [ 1:

Other justification X]

Detailed justification:

Because thiacloprid is solid the determination of viscosity dees not
apply. j T

Undertaking of intended

data submission | 1]
LEvaluation by Competent Authorities
Use separate "evaluation boxes! to provide transparency as to the
comments aind views submitted ‘
EVALUATION BY RAPPORTEUR MEMBER STATE
Dare 07/2000 e

Evaluation of applicant’s
Justification

Conclusion

Remarks

Datc

Evaluation of applicant's
justification

Conclusion

Remarks

COMMENTS FROM OTHER MEMBER STATE (specifi)
Give dale cho/ﬁ‘m»enls suhmirted

Discuss if deviating from view of rapporteur member stale

Discuss il deviating from view of rapportenr member state

Page |
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LANXESS Deutschland GmbH

Thiacloprid 02/2006

Section A4.2

Annex Point HA, IV 4.2

Analytical Methods for Detection and Identification

Analytical method for the determination of thiacloprid residues in air

2.1

.

Reference

Data protection
Data owner

Companies with
letter of access

Criteria for data
protection

Guideline study

GLP

Deviations

Official
1 REFERENCE use only

Ricgner, K. and Hellpointner, E. (1996): Method for the Determination
of YRC 2894 in Air (including the confirmatory method M 00436). .
Bayer AG, unpublished Report No.: MR-326/96, date: 1996-04-25;"
(Amendment Report No.: MR-111/99, 1999-02-26). .

PPP-Monograph Chapter B.5.3 Analytical methods (ncsnduc) inisoil;
water and air. B.5.3.3 Ruslduus in air

GUIDELINES AND QUALITY. ASSURANCE
NO‘

no guideline available

3 I\"IHATERU‘\LS’ AND METHODS

Method \'ﬂlldatlon ot the residues in air method included recoveries
obtained from both:spray mist application and direct { fortification of the
T LNA‘X pollulmn tubes. Both recoveries were identical.

For thc determination of Thiacloprid (YRC 2894) in air, method 00436

can be Used. Air containing Thiacloprid (YRC 2894) is sucked through
TENAX adsorption tubes at a rate of 2 L/min over a period of 6 hours.

The absorbed active substance is extracted with acetonitrile/water and

determined after reversed-phase liquid chromatographic separation by

means of an UV detector at 244 nm.

The adsorption capacity was checked at a temperature of 35°C and a
relative humidity of 80 %.

Method 00436 (Riegner; Hellpointner 1996) was confirmed by
analysing a sample blank extract spiked with 0.28 mg as/l.
(corresponding to 2 pg as/m3) on an analytical column with different
polarity, a cyano-phase and using a different gradient elution. No
interference in the control sample and a recovery of 100 % as derived
from evaluation against standard calibration curve proves an excellent
confirmation of active substance in sample extracts from air.

Validation data for analytical methods for the determination of residues
of thiacloprid in air are given in Table 4_2-1.

Pd,l !



LANXESS Deutschland GmbkH Thiacloprid 02/2006

Section A4.2 Analytical Methods for Detection and Identification

Annex Point [TA, 1V 4.2 Analytical method for the determination of thiacloprid residues in air

4 CONCLUSION

4.1 Conclusion The method permits the determination of thiacloprid in airin a
concentration range from 0.0018 mg as/im3 (LOQ) to 0.1 86 mg as/m3;

The systems were validated under 35°C and a relative humidity 680 %.

4.1.1  Reliability i

Page 2



LANXESS bDeutschland GmbH Thiacloprid 0272006

Section Ad4.2

Annex Point A, 1V 4.2

Analytical Methods for Detection and Identification

Analytical method for the determination of thiacloprid residues in air

Evaluation by Competent Authorities

Use scparate "evaluation boxes” to provide transparency as to the
comments and views submitted .

Date

Materials and methods

EVALUATION BY RAPPORTEUR MEMBER STATE
07:2006 :

Conclusion
Reliability
Acceptability
Remarks
COMMENTS FROM ...
Date Give date of comments .\'zllnzzirf}m’

Results and discussion

Conclusion
Reliability
Acceptability

Remarks

Discuss additional relevant discrepancies referring to the (sub)heading mimbers
and to applicant's sumniary and conclusion.
Discuss if deviating fromyiew.of rapporteur meniber state

Discuss if deviating firom.view of rapporteur member state
Discuss if deviating fromiview of rapporteur member stafe

Discuss if deviating from view of rapportewr member stale

Page 3




LANXESS Deutschland Gmbll Thiacloprid 02/2006

Tahle 4_2-1:  Validation data for analytical methods for the determination of residues of thiacloprid
(YRC 2894) in air

Type of Matrix Fortification LOQ (mg/m’) Recovery rate (%) RSD n
method; fevel (pg/m?) mean rangce (%)
developed by
HPLC-UV Air 1.8 0.0018 mg as/m’ 819 81.4-82.4 053 5
(Riegner and 186 " 99.1  97.9-100:3 | 094 3
Hellpointner, ) : :
1996)

a) total recovery

b) desorption recovery

Page 4



LANXESS Deutschland GmblH

Thiacloprid 02/20006

Section A4.2

Annex Point ITA, IV 4.2

Analytical Methods for Detection and Identification

Analytical method for the determination of thiacloprid and metabolite
residues in soil

.1 Reference

2 Data protection
1.2 Data owner

1.2.2  Companies with
letter of access

Criteria for data
protection

2.1 Guideline study

22 GLP

2.3 Deviations

Official
1 REFERENCE use only
Sommier, H. (1998a [Monograph. 1998d]): Method 0532 for liquid h
chromatographic determination of YRC 2894 and the metabolite YRC
2894-amide in soil. Bayer AG, Report No. MR-335/98, date; 1998-07-
29. £

PPP-Monograph Chapter B.3.3 Analytical methods (residiie) in'soil,
water and air. B.3.3.1 Residues in soil . - ‘

GUIDELINES AND QUALITY:ASSURANCE
No, ' :

no guideline available

3 MATERIALS AND METHODS

A method Lising a conVénﬁonal UV detector for the determination of
parent:thiacloprid (YRC 2894) and the YR( 2894-amide (MO02) can be
used (method no. 0532: Sommer, 1998) as primary method. Samples

Arom standard soils spiked with both analytes are extracted with an
acidic mixture'of methanol/water on a mechanical shaker. The extract is
filfered and evaporated to dryness in a Turbo-Vap evaporator. The
residues are redissolved in 2 mb of methanol/water. After treatment in
an ultiisonic water bath and subsequent centrifugation to remove fine
soil particles, quantification is performed by reversed-phase HPLC with
anUV-detector at 242 nm. For conlirmatory reasons chromatographic
geparation is done on a cyano-phase as compared to a RP-18 phase in
the primary method. Additionally, the gradient for the mobite phase

" (acid buffered waterfacetonitrile) was changed. Fortification trials were
conducted at two fortification levels (10 pp/kg and 100 pg/ke) with two
different standard soils. Recoveries for thiacloprid (YRC 2894) were in
a range between 85 % and 119 % with an averall recovery of 93 % and
A RSD of 9.1 % (n = 20). Recoveries for M02 were in a range between
89 % and 107 %. The overall recovery for M02 was 95 % with a RSD
of 5.3 % (n = 20). In the control samples no interferences were found
with both primary and confirmatory method.

With regard to the confirmatory method, recoveries for thiacloprid
(YRC 2894) ranged from 88 % to 1 10 % and for M02 from 82 % to
111 %. The overall recovery was 96 % (n = 20) for thiacloprid

(YRC 2894) and 98 % (n = 20) for M02, Relative standard deviations
(overall RSD) were 6.6 % for YRC 2894 and 8.9 % for MO2.

Page |



LANXESS Deutschland GmbH Thiacloprid 02/20006

Section A4,2 Analytical Methods for Detection and Identification

Analytical method for the determination of thiacloprid and metabolite

Annex Poini TTA, IV 4.2 !
residues in soil

A summary on validation data for analytical methods for the
determination of residues of thiacloprid and M02 in soil are glvw in
table 4 _2-1.

4 CONCLUSION

4.1  Conclusion Methods for the determination of residues of thiacloprid and MO2are
presented.
400 Reliability |

Page 2



LANXESS beutschland GmbH Thiacloprid 02/2006

Section A4.2

Annex Point HA, 1V 4.2

Analytical Methods for Detection and Identification

Analytical method for the determination of thiacloprid and metabolite
residues in soil

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as (0 the
comments and views submitted

Date

Materials and methods

EVALUATION BY RAPPORTEUR MEMBER STATE,

07,2006

R

Date

Results and discussion

Conclusion
Reliability
Acceptability

Remarks

COMMENTS FRODM ...
Give date of conuments submifted

Discuss additional relevant discrepancics referring (o the (subjheading numbers
and to applicant’s summary-and conclusion.
Discuss if deviating from view of rupporieur member state

Discuss if deviating from view of rapportenr member state
Discuss if-deviating from view of rapportenr member state

Discuss if deviating Jroni view of rapporfeur member stale




LANXESS Deutschland GmbH

Thiacloprid

02/2006

Tabic 4_2-1:

Validation data for analytical methods for the determination of residues of thiacloprid

and MO2 in soil

“primary method
®Confirmatory method

Substrate Fortification LOQ Analyte; type of Recovery (%) RSD (%) N
levels (ng/kg) method; developed mean range
(ng/kg) by
Parent compound:
T tvnes of HPLC-UV'™ 93 85119 | 91 | 20
o ypes 10, 100 10 cM®™ 94 gg.107. ] 7.6 | 20
soil {soil 2.2 E Lo
and ;g‘l”f)he” MO2: 95 89-107 | 5.3 20
HPLC-UV™ 99™ 82144+ 89" 20
cM® -
(Sommer, 1998a) ;

Pag
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LANXESS Deutschland GmbH

Thiacloprid 0272006

Section A4.2
Annex Point TTA, 1V 4.2

Analytical Methods for Detection and Tdentification
ANALYTICAL METHOD FOR THE DETERMINATION OF
THIACLOPRID RESIDULS IN ANIMAL AND HUMAN BODY
FLUIDS AND TISSUES

Official
use only

JUSTIFICATION FOR NON-SUBMISSION OF DATA

As outlined in the TNsG on data requirements, the applicant myst always
be able to justify the suggested exemptions from the data requirements.
The justifications are to be included in the respective location (eec.tmn)
of the dossier.

If one of the following reasons is marked, dx.ldll(.dJll\llf!(.dlmn has to bc
given below. General arguments are not acceplable.

Other existing data | |

Limited exposure | |

Technically not feasible | | Scientiﬁcully,unjustificd [l

QOther justification [X]

Detailed justification:

Since thiacloprid is not classified as toxic or highly toxic no analytical
method for its determination in animal and humdn bodv fluids and
tissues must be submitted. :

Undertaking of intended

data submission |1
Evaluation by Competent Authorities
Use separate "evaluation hoxes" 1o p;pwde transparency as 1o the
comments and views submitfed . ‘
EVALUATION BY IJ{AP’I”Of{TEU‘R MEMBER STATE
Date 07/2006 Y,y
Evaluation of applicant’s —
Justification e
Conclusion - -
Remarks R
~COMMENTS FROM OTHER MEMBER STATE (specifi)
Date : ‘Give.dateof conments submitted
Evaluation of applicant's  Discusy jfdeviating from view of rapportewr member state
justification '
Conclusion ' DIA{CIIV.Y.\' if deviating from view of rapporteur member state
Remarks

Page 1




LANXESS Deutschland GmbH Thiacloprid 02/2006

Section A4.2 Analytical Methods for Detection and Identification
Annex Point [TA, 1V 4.2 Analytical method for the determination of thiacloprid residues in
sediment

Thiacloprid & M02

Official
1 REFERENCE : use anly

—

. Reference Sommier, H. (1997): Method 00467, (MR-873/96) for liquid
chromatographic determination of YRC 2894 in sediment
Bayer AG, Report No. MR-873/96, date: 1997-01-29.

PPP-Monograph Chapier B.5.3 Analytical methods (rcsidiie};yin‘soi/,
waler and air. Table B.5.1 Summary of method descriptiongnd'method
validation (Page 52) . £ -

—

.2 Data protection

[

Data owner

1.2.2  Companies with
letter of access

1.2.3 Criteria for data
protection s

2 GUIDELINES AND Q'UAL;'}‘YASSURANCE

2.1 Guideline study No,
no guideline available

2.2 GLP

2.3 Deviations

3 MATERIVALS AND METHODS

Essentially the same method as Sommer (1998d) for the determination
of thiacloprid in soil.

Sediment samples are extracted two times with methanol/water acidified
with 11 hydrochloric acid on a mechanical shaker and filtered. The
combined:filtrates are concentrated in a rotary evaporator to dryness and

the residue is reconstituted in water/acetonitrile/acetic acid and

.centrifuged. The quantification was done by UV-detection at 244 nm

afier reversed-phase HPLC-separation. The detector linearity was tested

for both analytes within a range of 0.2 to 12 mg/L. and yields a X
correlation coefticient of 1.000, each.

The mean overall recovery for thiacloprid (YRC 2894), resulting from
individual recoveries at lortification levels of 10 and 100 pgrkg, was
72 % with a RSD o 2.9 % (n = 10). The LOQ for YRC 2894 is

10 ng/ke.

For M02 recovery experiments were conducted the same way as for
thiacloprid (YRC 2894). The mean overall recovery for MO2 was 67 %
with a RSD of 16.7 % (n = 10). The LOQ for M02 is 10 pgrke.

Page 1



LANXESS Deutsehland GmbH Thiacloprid 02/20006

Section A4.2 Analytical Methods for Detection and Identification
Annex Point ITA, 1V 4.2 Analytical method for the determination of thiacloprid residues in
sediment

Thiacloprid & M02

4 CONCLUSION

The method is valid for the determination of residues of thiacloprid

(YRC 2894) in sediment and its main metabolite M02 down toyL‘OQ"lO X
pe/ke. ‘

4.1.1  Reliability |

4,1 Concelusion

Page 2



LANXESS Deutschland GmbH

Thiacloprid 02/2006

Section A4.2

Annex Point TTA, TV 4.2

Analytical Methods for Detection and Identification

Analytical method for the determination of thiacloprid residues in

sediment

Thiacloprid & MO2

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted .

Date

Materials and methods

Conclusion

Reliability
Aceceptability

Remarks

EVALUATION BY RAPPORTEUR MEMBER STATE: |
07/2006 -

Date

Results and discussion

Conclusion
Reliability
Acceptability

Remarks

COMMENTS FROM ;
Give date u_/’cum/11(311)&submiﬂed

Discuss additional refevant discrepancies referring to the (subjheuading nunibers
and to applicant'$sunumary and conclusion.
Discuss if déviating from view of rapporteur member state

Discuss if deviating from view of rapporteur member state
Discussif deviating from view of rapporieur member state

Discuss.if deviating from view of rapporteur meinber state

Page 3




LANXESS Deutschland GmbH

Thiacloprid

02/2006

Table 4_2-1:

Validation data for analytical methods for the determin

in scdiment

ation of residues of thiacloprid

Type of Substrate | Fortification | LOQ Analyte Recovery (%) | RSD (%) N
method; fevel (ug/l) | (ng/k mean range
developed by g)
10, 100 10 Thiacloprid 72 69-76 2.9 5 for ¢ach

HPLC-UV . » Janalyte and
. Sediment K
{Sommer, . fortification

1997¢) 10, 100 10 M02 67 52-81 ”16.7 fevel

Page 4




LANXESS Deutschland GmbH Thiacloprid 02/2006

Section A4.2

Annex Point TTIA, IV 4.2

Analytical Methods for Detection and Identification

Analytical method for the determination of thiacloprid and metabolite
residues in soil

1.1 Reference

1.2  Data protection
1.2.1 Data owner

1.2.2  Companies with
letter of access

1.2.3  Criteria for data
protection

2.1  Guideline study

22 GLP

2.3  Deviations

Official
1 REFERENCE use only
Sommer, H. (1998a [Monograph: 1998d]): Method 0532 for liquid
chromatographic determination of YRC 2894 and the metabolit:
2894-amide in soil. Bayer AG, Report No. MR-535/98, date: 1998
29. ,

PPP-Monograph Chapter B.5.3 Analytical methods (resi
water and air. B.5.3.1 Residues in soil '

GUIDELINES AND
No,

no guideline available

g a conventional UV detector for the determination of

C 2894) and the YRC 2894-amide (M02) can be
0532; Sommer, 1998) as primary method. Samples
andard soils spiked with both analytes are extracted with an

ic mixture of methanol/water on a mechanical shaker. The extract is
) aporated to dryness in a Turbo-Vap evaporator. The

are redissolved in 2 mL of methanol/water. Afler treatment in
sonic water bath and subsequent centrifugation to remove fine
il particles, quantification is performed by reversed-phase HPLC with
UV-detector at 242 nm. For confirmatory reasons chromatographic
paration is done on a cyano-phase as compared to a RP-1 8 phase in
the primary method. Additionally, the gradient for the mobile phase
(acid buffered water/acetonitrile) was changed. Fortification trials were
conducted at two fortification levels (10 pg/kg and 100 ug/kg) with two
different standard soils. Recoveries for thiacloprid (YRC 2894) were in
a range between 85 % and 119 % with an overall recovery of 93 % and
aRSD of 9.1 % (n = 20). Recoveries for M02 were in a range between
89 % and 107 %. The overall recovery for M02 was 95 % with a RSD
of 5.3 % (n = 20). In the control samples no interferences were found
with both primary and confirmatory method.

With regard to the confirmatory method, recoveries for thiacloprid
(YRC 2894) ranged from 88 % to 110 % and for M02 from 82 % to
111 %. The overall recovery was 96 % (n = 20) for thiacloprid

(YRC 2894) and 98 % (n = 20) for M02. Relative standard deviations
(overall RSD) were 6.6 % for YRC 2894 and 8.9 % for MO02.

Page |



LANXESS Deutschland GmbH Thiacloprid 02/2006

Section A4.2 Analytical Methods for Detection and Identification

Annex Point TIA, IV 4.2 Analytical method for the determination of thiacloprid and metabolite
residues in soil

A summary on validation data for analytical methods for the
determination of residues of thiacloprid and M02 in soil are given i
table 4_2-1.

4 CONCLUSION

4.1 Conclusion Methods for the determination of residues of thiacloprid an
presented.

41.1  Reliability |

Page 2



LANXESS Deutschland GmbH Thiacloprid

02/2006

Section A4.2

Annex Point 114, 1V 4.2

Analytical Methods for Detection and Identification

Analytical method for the determination of thiacloprid and metabolite
residues in soil

Evaluation by Competent Authérities |

Use separate “evaluation boxes" to provide transparency as (o this
comments and views submitted

Date

Materials and methods

EVALUATION BY RAPPORTEUR MEMBER STAT

07/2006

Date

Results and discussion

Conclusion
Reliability
Acceptability

Remarks

COMMENTS FROM ...

Give date of comments submit

Discuss additional rel es referring to the (sub)heading numbers

Page 3



LANXESS Deutschland GmbH

Thiacloprid

02/2006

Table 4_2-1: Validation data for analytical methods for the determination of residues of thiacloprid
and MO02 in soil
Substrate Fortification LOQ Analyte; type of Recovery (%) | RSD (%) N
levels (ug/kg) | method; developed | mean range
(ng/kg) by
Parent compound:

Two types of HPLC-UV® 93 85-119 20
wo types o 10, 100 10 cM® 94 20

soil (soil 2.2
and :g‘l’fche“ M02: 95t 20
) HPLC-UV® | 99® 20

CM(M

(Sommer, 1998a)

“primary method
®Confirmatory method

Page 4



LANXESS Deutschland GmbH

Thiacloprid 02/2006

Section A4.2

Annex Point 11A, TV 4.2

Analytical Methods for Detection and Identification

Analytical method for the determination of thiacloprid and metabolites
residues in soil

1.1 Reference

1.2  Data protection

1.2.1 Data owner

1.2.2  Companies with
letter of access
1.2.3  Criteria for data

protection

2.1  Guideline study

22 GLpP

23 Deviations

Official
usc only

1 REFERENCE

Sommer, H. (1995): Validation of the method 00389 (MR-235/95) fi
liquid chromatographic determination of YRC 2894 and the me
YRC 2894-amide and YRC-sulfonic acid in soil. Bayer A
MR-235/95, date: 1995-06-09.

PPP-Monograph Chapter B.5.3 Analytical methods (resids .
water and air. B.5.3.1 Residues in soil

2 GUIDELINES AND Q
No,

no guideline availabl

can be used (m ‘no. 00389; Sommer, 1995). Spiked soil samples
with methanol/water acidified with hydrochloric acid on a

tedin a Turbo-Vap to dryness and the residues are redissolved
thanol and centrifuged.

s are cleaned by HPLC using-a column switching system

o columns. On the first column (Zorbax SB-CN) the analytes are
ed up from the impurities. At the time the amide compound (M02)
d the sulfonic acid (M30) arc eluted from the first column, the mobile
phase is switched to a second column (Alltima-C18) where a peak

* compression for enhancement of the concentration and the final
separation are carried out. The parent compound is determined after
gradient elution on the first column without column switching. The
quantification for M02 and M30 is done by HPLC with UV-detection at
215 nm. The quantification of thiacloprid (YRC 2894) is done at

244 nm on a separate detector which is connected to the first column.
Recovery tests at the lowest spiking level of around 10 pg/kg gave
satisfactory results for four different soil types with an overall
(comprising all of the three analytes) recovery range of 82 to 114 %.
RSDs were between 6.7 and 9.6 %. Testing was also successful for the
other two levels of around 50 and 200 pg/kg, with recovery ranges of 62
to 115 % resp. 69 to 97 % and RSDs of 5.3 1o 11.3 % resp. 3.7to0

11.0 % (all analytes included). Repeatability was proven for all analytes

Page 1



LANXESS Deutschland GmbH Thiacloprid 02/2006

Section A4.2 Analytical Methods for Detection and Identification

Annex Point TIA, TV 4.2 Analytical method for the determination of thiacloprid and metabolites
residues in soil

and levels.

A summary on validation data for analytical methods for the
determination of residues of thiacloprid, M02 and M30 in soil are
in table 4_2-1.

4 CONCLUSION

4.1 Conclusion Methods for the determination of residues of thiacloprid
are presented.

41.1  Reliability |
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Section A4.2 Analytical Methods for Detection and Identification

Annex Point TIA, TV 4.2 Analytical method for the determination of thiacloprid and metabolites
residues in soil

l | ~ Evaluation by Competent Authorities ' l

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STAT

Date 07/2006
Materials and methods

Conclusion
Reliability
Acceptability
Remarks
COMMENTS FROM ...
Date Give date of comments submitted
Results and discussion Discuss additional relevant di -ing to the (sub)heading numbers
and to applicant's summary au .
Discuss if deviating from v eur member state
Conclusion Discuss if deviating /i -ont pporteur member state
Reliability Discuss if deviating ipporteur member state
Acceptability Discuss if deviatin rapporteur member state

Remarks

Page 3



LANXESS Deutschland GmbH

Thiacloprid 02/2006
Table 4_2-1: Validation data for analytical methods for the determination of residues of thiacloprid,
M02 and M30 in soil
Type of Substrate | Fortification | LOQ Analyte Recovery (%) RSD N
method; level (ng/kg) | (ng/kg) Meéan range (%)
developed by ;
Parent compound | 91 g1-110 35
HPLC-UV Four soil | 10, 50, 200 10
(Sommer, types (soil MO2 35
1995) 2.1,2.2,
2.3 and
Héfchen M30 35
4011)

Page 4
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Section A4.2

Annex Point ITA, IV 4.2

Analytical Methods for Detection and Identification

Analytical method for the determination of thiacloprid and metabolites
residues in soil

1.1 Reference

1.2 Data protection
1.2.1  Data owner

1.2.2  Companies with
letter of access

1.2.3  Criteria for data
protection

2.1  Guideline study

22  GLP

2.3  Deviations

Official

1 REFERENCE use only

Sommer, H. (1997a): Method 00440 (MR-368/96) for liquid
chromatographic determination of YRC 2894 and the metabolite
2894-amide and YRC 2894-sulfonic acid in soil. Bayer AG;
MR-368/96, date: 1997-01-20.

Sommer, H. (1997b): Method 00440, M0O1 (MR-21/97
chromatographic determination of YRC 2894 and
2894-amide and YRC 2894-sulfonic acid in soil.
MR-21/97, date: 1997-11-07

PPP-Monograph Chapter B.5.3 Analytical niethods (i
water and air. B.5.3.1 Residues in soil

GUIDELINES TY ASSURANCE

No,

no guideline availabl

il samples are extracted with methanol/water acidified with
yehloric acid on a mechanical shaker and filtered. From the filtrate
quot is concentrated in a Turbo-Vap to dryness and the residue is
onstituted in 2 mL of the internal standard solution and centrifuged.
The quantification of thiacloprid (YRC 2894), M02 and M30 is done by
reversed-phase HPLC using Electrospray MS/MS in the multiple
reaction monitoring mode (MRM). For quantification, isotopically
labelled internal standards were used.

The original method 00440 was slightly modified concerning
instrumental parameters so that levels down to around 5 ng/kg (LOQ)
could be successfully validated for all analytes of interest (00440 MO01,
Sommer, 1997 b). The detector linearity was tested for all analytes
within a range o 0.1 to 7 mg/L and yields correlation coefficients
between 0.996 and 1.000.

Recovery tests at the lowest spiking level of around 5 pe/kg pave
satisfactory results for four different standard soil types with an overall
(comprising all of the three analytes) range of 73 % t0 109 % (n = 30).
RSDs (per level) were between 4.1 and 1 1.2 %. Testing was also

Page |
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Section A4.2 Analytical Methods for Detection and Identification

Annex Point TIA, TV 4.2 Analytical method for the determination of thiacloprid and metabolites
residues in soil

successful for the additional four levels for each analyte ranging from
around 10 to around 200 pg/kg. All individual recoveries were in &
range from 74 % to 111 % with level-related RSDs between 2.0 and”
11.9 %. Repeatability was guaranteed for all analytes and levels:

A summary on validation data for the analytical method for*
determination of residues of thiacloprid, M02 and M30 in so
in table 4_2-1.

4 CONCLUSION

4.1  Conclusion Methods for the determination of residues of thia
are presented. ‘

4.1.1  Reliability [
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Section A4.2 Analytical Methods for Detection and Identification

Annex Point T1A, TV 4.2 Analytical method for the determination of thiacloprid and metabolites
residues in soil

Evaluation by Competent Authorities ‘ ]

Use separate "evaluation boxes" to provide transparency as to the.
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STATE

Date 072006
Conclusion —
Reliability I
Acceptability -
Remarks

COMMENTS FROM ...
Date Give date of comments submit

Results and discussion Discuss additional releva

Conclusion
Reliability
Acceptability

Remarks
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Table 4_2-1:

Validation data for analytical methods for the determination of residues of thiactoprid,
M02 and M30 in soil

Type of Substrate Fortificat | LOQ n Analyte Recovery (%) | RSD (%)
method; ion level | (ng/kg) Mean range
developed by (p.gkg) :
Thiacloprid 94 5.7
HPLC/MS/MS | Four soil types 10, 50, 10 24
(Sommer, (s0il 2.1, 2.2, 200 Mo2 95 . 4.2
1997a) 2.3 and
Hofchen 4011) M30 38 11.1
3.8
HPLC/MS/MS | Four soil types 5,80 5 20 :
(Sommer, (soil 2.1, 2.2, 78-104 9.0
1997b) 2.3 and
Hifchen 4011) 73-104 9.9
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Section A4.2

Annex Point I1A, IV 4.2

Analytical Methods for Detection and Identification

Analytical method for the determination of thiacloprid residues in
drinking water

1.1 Reference

1.2 Data protection
1.2.1  Data owner

1.2.2  Companies with
letter of access

1.2.3  Criteria for data
protection

2.1  Guidecline study

22 GLP

2.3  Deviations

4.1 Conclusion

4.1.1  Reliability

Offieial
use only

1 REFERENCE

Kénig, Th. and Sommer, H. (1995): Method for determination
2894 in drinking water by HPLC with on-line solid phase. Bayer
Report No. MR-109/95 (Method 00383), date: 1995-01-31 ..
Amendment Report No. MR-122/99 (MOA 610) dated: 1999~

PPP-Monograph Chapter B.5.3 Analytical methods (resid,
water and air. B.5.3.2 Residues in water (Study 1)

GUIDELINES AND Q

No,

no guideline available

894) in drinking water. The residues are concentrated
-line solid phase extraction (Cs-cartridge) and

The applicability of the methodology was tested by proving linearity of
concentrating/eluting of active substance with milliQ water samples
with active substance between 0.05 pg/L and 5.03 pg/L

uplicate determinations for each level with a total of 7 levels). A

. coefficient of 0.9999 shows excellent linearity for the tested working

range.

A response comparison for thiacloprid (YRC 2894) has been performed
to determine the recovery rates during automatic on-line extraction.

Validation data for this analytical method for the determination of
residues of thiacloprid (YRC 2894) in water are given in table 4_2-1.

4 CONCLUSION

The method is valid for the determination of thiacloprid (YRC 2894)
residues in drinking water down to LOQ 0.05 pg/l.
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Section A4.2 Analytical Methods for Detection and Identification

Annex Point TIA, TV 4.2 Analytical method for the determination of thiacloprid residues in
drinking water

Evaluation by Competent Authorities
Use separate "evaluation boxes" to provide transparency asio
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STA
Date 07/2006

Materials and methods

Conclusion —

Reliability
Acceptability

Remarks
COMMENTS FROM ...

Date Give date of comments subui

Results and discussion Discuss additional rele ncies referring to the (sub)heading numbers
and to applicant's sunm; d.conclusion.
Discuss if deviatingf rapporteur member state

Conclusion Discuss if deviating of rapporteur member state

Reliability ' m view of rapporteur member state

Acceptability ont view of rapporteur menber state

Remarks
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Tabled4_2-1:  Validation data for analytical methods for the determination of residues of thiacloprid

in water
Type of method; Substrate Fortification | LOQ Recovery (%) | RSD (%) N
developed by level (uo/l) (ug/l) mean
HPLC-UV Drinking water 0.05 0.05 100 10
(Konig and Sommer,
1995) 5.3 0.05 103
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Section A4.2

Annex Point 11A, IV 4.2

Analytical Methods for Detection and Identification

Analytical method for the determination of thiacloprid residues in
drinking and surface water

1.1 Reference

1.2 Data protection

1.2.1 Data owner

1.2.2  Companies with
letter of access
1.2.3  Criteria for data

protection

2.1  Guideline study

22 GLP

2.3  Deviations

4.1 Conclusi

Official
use only

1 REFERENCE

Sommer, H. (1999): Enforcement and Confirmatory Method fi
Determination of YRC 2894 in Drinking Water and Surface Wate
HPLC. Bayer AG, Report No. MR-384/99, date: 1999-10- 2

PPP-Monograph Chapter B.5.3 Analytical methods (residu
water and air. B.5.3.2 Residues in water (Study 2)

GUIDELINES AN
No,

no guideline available

ntrated on a C18 solid phase extraction
eluted with methanol. The methanol extracts
ness and reconstituted in milli-Q water and

| phase HPLC (Luna 3u C18 column) with UV
1 at 244 nm and external calibration (positive results

e method is valid for the determination of thiacloprid (YRC 2894)
residues in surface as well as in drinking water down to LOQ 0.05 pg/lL

Page 1



LANXESS Deutschland GmbH Thiacloprid 02/2006

Section A4.2 Analytical Methods for Detection and Identification

Annex Point I1A, IV 4.2 Analytical method for the determination of thiacloprid residues in
drinking and surface water

Evaluation by Competent Authorities

Use separate “"evaluation boxes" to provide transparency as
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STA
Date 07/2006
Materials and methods _
Conclusion _
Reliability I
Acceptability —

Remarks
COMMENTS FROM ...

Date Give date of comments submil

Results and discussion Discuss additional rel 2Vany wies referring to the (sub)heading numbers
and to applicant’s
Discuss if deviatin rapporieur member state

Conclusion Discuss if deviati v of rapporteur member state

Reliability Discuss if v of rapporteur member state

Acceptability view of rapporteur member state

Remarks
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02/2006

Table 4_2-1: Validation data for analytical methods for the determination of residues of thiacleprid in

water
Type of method; Substrate Fortification| LOQ Recovery (%) RSD N
developed by level (ng/l) (ng/l) mean (%)
HPLC-UV Surface and 0.05 0.05 101 5.1 Not
(Sommer, 1999) drinking water specified
0.5 0.05 91
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Section A4.3 Analytical Methods for Detection and Identification
Annex Point 111A, 1V 1 ANALYTICAL METHOD FOR THE DETERMINATION OF
THIACLOPRID RESIDUES IN/JON FOOD OR FEEDSTUFFS

JUSTIFICATION FOR NON-SUBMISSION OF DATA Official

use only

As outlined in the TNsG on data requirements, the applicant must af
be able to justify the suggested exemptions from the data requiremer
The justifications are to be included in the respective location (seéti
of the dossier.
If one of the following reasons is marked, detailed justificat
given below. General arguments are not acceptable.

Other existing data | | Technically not feasible | | Scientificall

Limited exposure | | Other justification [X]

Detailed justification:

not intended it is justified not to
submit analytical method ination of thiacloprid residues

in / on food and feedstu

Undertaking of intended
data submission I 1

Date

Evaluation of applicant’
Justification

Conclusion
Remarks

. COMMENTS FROM OTHER MEMBER STATE (specify)

Give date of comments submitted

Discuss if deviating from view of rapportenr member state
justificati

Conclusion Discuss if deviating from view of rapportenr member state

Remarks
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LANXESS Deutschland GmbH Thiacloprid 62/2006
Section AS Effectiveness against target organisms and intended
uses
Subsection 32“:‘*;‘
(Annex Point) it
5.1 Function Generally thiacloprid formulations have been examined for
{ATAS.1) against insects in a wide range of applications from agricultur
incorporation in wood preservatives (biocidal use).
In wood preservation (product type 8 of the EU Biocida
Directive), thiacloprid is used for the protective or reme X
of wood in service against wood damage either in.pri
incorporated in low binder containing paints (
5.2 Organism{s) to be
controlled and
products; organisms
or objects to be
protected
(11A5.2)
5.2.1 Organism(s) to be which attack (they
controlled bore) wood products. Thiaclopri ly effective against
(1TAS5.2) termites, coleopteres i.e. ho e, and common
furniture beetles.
Efficacy tests are a in target organisms.
Detailed data on efﬁ marised in Table AS.1.
5.2.2 Products, organisms Protection of wooden nd structures.
or objects to be
protected
(11A5.2)
5.3  Effects on target

organisms, and

likely concentration
at which the active .
substanee will b
used (1T1A5.3)
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LANXESS Deutschland GmbH Thiacloprid 02/20606

Section AS Effectiveness against target organisms and intended
uses
5.3.1 Effects on target The specific efficacy against wood-destroying insects is tested in
organisms Europe using EN 46, 47, 49 (part 2), and 117.
(I1AS.3)

Prevention of the growth of wood-destroying insects such as
Reticulitermes santonesis De Feytaud (termites), larvae of Hylot
bajulus (L} (house borer), Anobium punctatum de Geer (commi

furniture beetle). See attached Summary Table A5.1 for gffica X
Lowest non-preventive concentrations are given as well as
data for formulated actives.
For more detailed information confer the separated stu
necessary curative efficacy tests (against 3
p-) with thiacloprid, however, the test re
before the end of this year. "
Nevertheless, considering on ¢
efficacy data for its preventi
Anobium p. (and termites)
of thiacloprid (contact and
evidence that thiacloprid i
applications as well, A
concentrations will |
treatment comparedio th ntive applications which were
considered in the tisk at. The determination of the exact
effective concentration to be approved by the authorities should be
part of the:bi et (wood preservative) approval.
5.3.2 Likely concentra-

tions at which the

A.S. will be used

(11A5.3)

PT8 % thiacloprid in formulated wood preservatives (water %

nd solvent-based formulations, respectively)
PTn

Thiacloprid belongs to the chloronicotinyl group of insecticides.

Thiacloprid interacts with insect nicotinic acetylcholine receptors, a
class of neurotransmitter-gated cation channels that are involved in
excitatory neurotransmission. Like the naturally occurring
neurotransmitter acetylcholine, thiacloprid acts as an agonist i.e. the
binding of thiacloprid to the receptor protein induces a depolarising
ion current causing excitation of the nerve cell. In contrast to
acetylcholine, thiacloprid cannot be inactivated by
acetylcholinesterase. This results in continuous excitation of nerve
cells leading to disorder of the nervous system and subsequent death
of treated insects.

Page 2



02/2006

LANXESS Deutschland GmbH Thiacloprid
Section AS Effectiveness against target organisms and intended
uses

5.4.2 Time delay Not relevant for this kind o

55

5.6

Cross reference: Thorton (2000)

Statement found in PPP-Monograph Chapter: B.3.1 Data on
application relevant to active substance. B.3.1.5 Mode of action

Thiacloprid used as a pesticide is an insecticide whose m de
action can be classified into the group 4 according to the
classification of insecticides v4.2.1 (2005) by the Insectici
Resistance Action Committee (IRAC)

Group-class 4: Sub-group: Neonicotinoid. Prin
action: Nicotinic Acetylcholine receptor agonists
(nervous system).

The classification-scheme is available in t
online.org

specific chiemical group respo node of action on insects.
Cross reference: IRAC (200
(wood preservation)

Field of use
envisaged
(TIAS.5)

MGO1: Disinfectants,
general biocidal
products

MGO02: Preservatives  Prod
MGO03: Pest control

MGO04: Other
biocidal products
Further specificatio

User
(11A5.6)

ocuments 11-B and 11-C of the dossier.

See Documents I1-B and I1I-C of the dossier.

See Documents 11-B and 11-C of the dossier.

possible occurrence
of the development
of resistance and
appropriate
management
strategies
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02/2006

Section A5

Effectiveness against target organisms and intended
uses

(I1A5.7)

5.7.1 Deveclopment of

resistance

8.7.2 Management

58

strategies

Likely tonnage to be
placed on the
market per year
(11AS.8)

Thiacloprid belongs to the chloronicotinyl class of insecticides that
interact with insect nicotinic acetylcholine receptors. The only other
insecticides that act on this site are cartap and nicotine.

For industrial wood preservation using thiacloprid resistance
issue. Resistance is usually associated with continued appli
resistance is formed between applications such that subseq
applications are less efficacious. Industrial wood preservati
usually applied only once and there is no evidence (o sug;

thiacloprid-containing products, cases of resis
or known up to the time being,

Resistance management of thiacloprid use
products was extensively addressed in the
(2005).

P
ce Elbert.A., et al.
Notrelevant

See entries in [IUCLID databas
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_ Evaluation by Competent Authorities
Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STATE

Date
Materials and Methods

Results and Discussion

Cenclusion

Reliability
Acceptability

Remarks
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Section A5.3 Efficacy Data (1)
Anncx Point 1TAS.3

Efficacy of Thiacloprid on wood against the house longhorn beetle
Hylotrupes bajulus (L).

Official
1 REFERENCE use only
1.1 Reference Schumacher, P., and Fennert, E.-M. (1999a): Bestimmung der Giftwerte
von LP QU 28430 gegeniiber Larven von Hylotrupes bajulus L. gemiB X
DIN EN 47 - (08/90). Materialpriifungsamt des Landes Brandenburg,
Germany, Report-No. 3.2/7693/3, unpublished, dated: 1999-11-10.
1.2 Data protection -
121 Data owner G
1.2.2  Companies with letter
of access .
1.2.3  Criteria for data X
protection
13 Guideline study Yes;
EN 47 (08/90)
1.4 Deviations .
2 METHOD
21 Test Substance
(Biocidal Product)
2.1.1 Trade name/ LP OU 28430 (developmental code)
proposed trade name
2.1.2 Composition of Composition of LP OU 28430 %
R | E
2.1.3  Physical state and Solid
nature "
2.1.4  Monitoring of active
substance No X
concentration
2.1.5 Method of analysis -
2.2 Reference substance None X
2.2.1  Method of analysis
for reference -
substance
23 Testing procedure -
2.3.1 jl‘es;})lopmullatmn / Test organism: larvae of house longhorn beetle Hylotrupes bajulus (L) X
fnocutum / (6 larvae/test block with a maximum of 3 days of hatching)
test organism
2.3.2  Test system Scots pine sapwood (Pinus sylvestris) was treated with a defined amount

of the product carried by butanone. Product was applied by vacuum
pressure. The wood article was conditioned during 28 days after the
application. The duration of the biological test was 4 weeks. X

Conditions in the culturing chamber: 27-29 °C+1°C; 85%=* 5 % r.h with
air circulation. Conditions in the conditioning chamber: 20 °C+2°C; 65
+ 5 % r.h.; well ventilated. And in the testing chamber: 21-23 °C+1°C;

Page |
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Section AS5.3 Efficacy Data (1)

Annex Point 11AS.3 Efficacy of Thiacloprid on wood against the house longhorn beetle

Hylotrupes bajulus (L).

70-75 £ 5 % r.h. Dimensions of test specimens: approx. 50 mm x 25
mm x 15 mm.

Number of survivors was registered. Larvae that before dying made
some wood damage were counted.

23.3  Application of TS Vacuum pressure.
2.3.4  Test conditions The test substance was solved in butanone and then applied to the
samples by vacuum pressure. 5 wood blocks were tested per treatment x

concentration. 30 larvae were used. Concentrations tested: 0, 0.00025,
0.0025, 0.0075, 0.012, 0.023 %.

2.3.5 Duration of the test/  Test duration: X
Exposure time 28 days

Exposure time:
Single application

2.3.6  Number of replicates 5

performed
2.3.7 Controls Negative control: The damaging activity of the insects is verified by
exposure untreated wood to the insects.
Solvent control: butanone influence in cfficacy testing was checked
2.4 Examination
24,1  Effect investigated Gnawing and mortality rate of the larvae

2.4.2  Method for recording The number of surviving larvae and number of dead gnawing larvae are
/ scoring of the effect registered

2.43 Intervals of

. Test wood samples were assessed at the 4th week after incubation
examination

24.4  Suatistics The arithmetic mean was calculated from all 5 wood samples per
treatment concentration.

24.5  Post monitoring of

. No X
the test organism

3 RESULTS
3.1 Efficacy
3.1.1  Dose/Efficacy curve No

3.2 Begin and duration of
effects

32 Effects against
organisms or ebjects
to be protected

33 Other effects None

34 Efficacy of the
reference substance

In negative control samples that did not receive a protective coating, all
test wood articles were strongly bored at the time of testing,

Not applicable
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Section A5.3 Efficacy Data (1)

x Point ITAS, . .
Annex Point I1AS.3 Efficacy of Thiacloprid on wood against the house longhorn beetle

Hylotrupes bajulus (L).

3.5 Tabular and/or
graphical
presentation of the
summarised results

See attached Table A5_3-1 X

3.6 Efficacy limiting

factors None

3.6.1  Occurrences of
resistances

3.6.2  Other limiting factors

i

4 RELEVANCE OF THE RESULTS COMPARED TO
FIELD CONDITIONS

4.1 Reasons for Testing according to EN 47 is a standard procedure for efficacy
laboratory testing assessment for wood preservatives.

4.2 Intended actual
scale of biocide
application

The applied amount of wood preservative and active substance is
comparable with the intended scale of product to be applied in practice.

4.3 Relevance compared
to field conditions

43.1  Application method  Vacuum pressure application is one of the intended application methods

envisaged.
432  Test organism Yes, the test organisms are among the intended target organisms.
4.3.3  Observed effect Yes, the protective effect was significant.
4.4 Relevance for read- Yes X
across
5 APPLICANT'S SUMMARY AND CONCLUSION
5.1 Materials and The protective effectiveness of the active substance thiacloprid against
methods house longhorn beetle Hylotrupes bajulus (L) in service was assessed
according to DIN EN 47 (08/90). The substrate was Scots pine (Pinus
sylvestris). The test formulation was applied at different concentrations;
the test blocks were inoculated with the longhorn beetle and incubated
for 4 weeks. The test blocks were scored for gnawing and surviving
larvae were counted.
52 Reliability i
5.3 Assessment of Thiacloprid applied by vacuum pressure, provided substantial protection X
efficacy, data against the wood-destroying action of the house longhorn beetle x
analysis and Hylotrupes bajulus (L) at the lowest tested concentration (1.0 g/m®). The
interpretation test meets the criteria of EN 47,
54 Conclusion The test is valid. X
5.5 Proposed cfficacy The test formulation applied by vacuum pressure provided substantial X
specification protection against the wood-destroying action of the test beetles.
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_ Evaluation by Competent Authorities

3.2 ani adverse effects observed in the test should be reiorted in this section.

Results and Discussion

Mean Mean
Concentration | retention of | number of
% wiw preservative | survivors
(g m's) (after 4 w)

Conclusion

Reliability
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Table A5_3-1  Results of the efficacy of thiacloprid against the Jarvac of house longhorn beetles (Hylotrupes
hajulus L.) according to the EN 47 without ageing procedure
Test Test Solution retention per | Preservative Recovered larvae Not
period concentrations test block (TB) retention recovered
Min. | Mean | Max. Mean Dead Survivors larvae
(5TB) Not Gnawed
gnawed
[Weeks] | [%] [g] [g] [g] [gm?] Number | Number | Number | Number
0.00025 H BB B | B i i
0.0025 H B EHE B = 1 i i
4 | 00075 H E B B 1 i i
0.012 H B HE B 8 1 i i
0.023 H B E BB | 1 1 i
Control- H B | I i | i
solvent
Control- (N B I i I n i
untreated
sample
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Section A5.3 Efficacy Data (2)
Annex Point 1IAS.3 Efficacy of thiacloprid on wood against the house longhom beetle
Hylotrupes bajulus (L).
Official
1 REFERENCE use only
1.1 Reference Schumacher, P., and Fennert, E.-M. (2001a): Determination of the toxic
values of LP OU 28430 against larvae of Hylotrupes bajulus (L.)
according to EN 47 (08/90) after leaching procedure according to EN 84
(05/97). Materialpriifungsamt des Landes Brandenburg, Germany,
Report-No. 3.2/00/8105/03, unpublished, date: 2001-05-15.
1.2 Data protection -
121 Dataowner G
1.2.2  Companies with letter
of access .
1.2.3  Criteria for data X
protection
1.3 Guideline study Yes;
EN 47 (08/90) and EN 84 (for ageing by leaching procedure, 05/07)
1.4 Deviations .
2 METHOD
2.1 Test Substance
(Biocidal Product)
2.I.1 Trade name/ LP OU 28430 (developmental code)
proposed trade name
2.1.2  Composition of Composition of LP QU 28430 %
Product tested — .
2.1.3  Physical state and Solid
nature )
2.1.4  Monitoring of active
substance No X
concentration
2.1.5  Method of analysis -
2.2 Reference substance None X
2.2.1  Method of analysis
for reference -
substance
2.3 Testing procedure -
2.3.1 :Il‘:zstuplozliauon / Test organism: larvae of house longhorn beetle Hylotrupes bajulus (L.) X
thocuium / (6 larvac/test block with a maximum of 3 days of hatching)
test organism
2.3.2  Test system Areas of Scots pine sapwood (Pinus sylvestris) were treated with a

defined amount of the product carried by butanone. Product was applied
by vacuum pressure. After application and conditioning period (28 days)
the wood article was artificially aged by leaching (14 days). The
duration of the biological test was 12 weeks.

Conditions in the culturing chamber: 27-29 °C+1°C; 85%:+ 5 % r.h with
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Section A5.3
Annex Point 11AS.3

Efficacy Data (2)

Efficacy of thiacloprid on wood against the house longhorn beetle
Hylotrupes bajulus (L).

233
234

237

24
24.1
24.2

3.1
3.1.1
3.1.2

Application of TS

Test conditions

Duration of the test /
Exposure time

Number of replicates
performed

Controls

Examination
Effect investigated

Method for recording
/ scoring of the effect

Intervals of
examination

Statistics

Post monitoring of
the test organism

Efficacy
Dose/Efficacy curve

Begin and duration of
effects

air circulation. Conditions in the conditioning chamber: 20 °C+2°C; 65
+ 5 % r.h.; well ventilated. And in the testing chamber: 21-23 °C£1°C;
70-75 %+ 5 % r.h. Dimensions of test specimens: approx. 50 mm x 25
mm x 15 mm.

Number of survivors was registered. Larvae that before dying made
some wood damage were counted.

Vacuum pressure,

The test substance was solved in butanone and then applied to the
samples by vacuum pressure. 5 wood blocks were tested per treatment
concentration. 30 larvae were used. Concentrations tested: 0, 0.00011,
0.0002, 0.0004, 0.0011, and 0.002 %.

Test duration:
12 weceks

Exposure time:
Single application

5

Negative control: The damaging activity of the insects is verified by
exposure untreated wood to the insects without being subjected to an
ageing procedure.

Negative control with ageing procedure: same as above but with ageing
procedure.

Solvent control: butanone influence in efficacy testing was checked

Gnawing and mortality rate of the larvae
Number of survivors and larvae that had bored were registered

Test wood samples were assessed at the 12th week (at the 4th for some
concentrations) after incubation. See Table A5_3-1

The arithmetic mean was calculated from all samples per treatment
concentration.

No

3 RESULTS

1
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Section A5.3 Efficacy Data (2)

Annex Point I1A5.3 Efficacy of thiacloprid on wood against the house longhorn beetle

Hylotrupes bajulus (L).

32 Effects against . . . . .
g In negative control samples that did not receive a protective coating,

organisms or objects - X
to be protected almost all larvae survived.
33 Other effects None
34 Efficacy of the
reference substance
35 Tabular and/or
graphical See attached Table AS_3-1 X
prescntation of the -
summarised results
3.6 Efficacy limiting None
factors
3.6.1  Occurrences of B
resistances
3.6.2  Other limiting factors -
4 RELEVANCE OF THE RESULTS COMPARED TO
FIELD CONDITIONS
4.1 Reasons for Testing according to EN 47 and EN 84 are standard procedures for
laboratory testing efficacy assessment for wood preservatives.
42 Intended .act.ual The applied amount of wood preservative and active substance is
scale of biocide . . . e .
. comparable with the intended scale of product to be applied in practice.
application
4.3 Relevance compared
to field conditions
43.1  Application method ~ Vacuum pressure application is one of the intended application methods
envisaged.
4.3.2  Test organism Yes, the test organisms are among the intended target organisms.
4.3.3  Observed effect Yes, the protective effect was significant.
4.4 Relevance for read- Yes X
ACross
5 APPLICANT'S SUMMARY AND CONCLUSION
5.1 Materials and The protective effectiveness of thiacloprid against house longhorn beetle
methods Hylotrupes bajulus (L) in service was assessed according to DIN EN 47
(08/90) combined with an ageing procedure by leaching according to
EN 84 (50/97). The substrate was blocks of Scots pine (Pinus
sylvestris). Thialcoprid as applied at different concentrations; the test
blocks were inoculated with the longhorn beetle and incubated for 12
weeks. Surviving larvae were counted.
52 Reliability |
5.3 Assessment of Thiacloprid applied by vacuum pressure, provided substantial protection
efficacy, data against the wood-destroying action of the house longhorn beetle
analysis and Hylotrupes bajulus (L). The lowest protective tested concentration was X
interpretation in the range of 0.53-0.96 g/m’>. The test meets the criteria of EN 47 and

EN 84.
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Section AS.3 Efficacy Data (2)

Annex Point 11A5.3 Efficacy of thiacloprid on wood against the house longhorn beetle

Hylotrupes bajulus (L).

5.4 Concelusion The test is valid. X
5.5 Proposed efficacy Thiacloprid applied by vacuum pressure provided substantial protection
specification against the wood-destroying action of the test beetles even though after X

wood ageing.
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Use separate "evaluation boxes” to provide transparency as to the
comments and views submitted

Date
Materials and Methods
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Table A5_3-1 Results of the efficacy of thiacloprid against the larvae of house lenghorn beetles (Hylotrupes
bajulus L.) according to the EN 47 after ageing procedure EN 84 by leaching
Test Test Solution retention of the | Preservative Recovered larvae Not
period concentrations 5 test blocks retention recovered
Min. | Mean | Max. Dead Survivors larvae
(3TB) Not gnawed
gnawed
[Weeks] | [%] [g] [2] [g] [g/m*] Number | Number | Number | Number
. |00 H BE B B i _ i
0.0011 _- B ! ! | | | |
12 | 00011 H B H B i | i
0.0004 H B B = RE 0 |1 i
0.0002 H E B B i | i
0.0001 H BE B B 1 | I i
cool- |l |HN |[IH |1 i i N i
solvent
cono (T |T_ [T |1 I 0 | |
untreated
sample
Control after I I l I I l . '
EN 84
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Section AS.3
Annex Point 11A5.3

Efficacy Data (3)

Efficacy of thiacloprid on wood against the house longhorn beetle
Hylotrupes bajulus (L).

Official
1 REFERENCE use only
1.1 Reference Schumacher, P., and Fennert, E.-M. (2001c¢): Determination of the toxie
values of LP OU 28430 against larvae of Hyloirupes bajulus (L)
according to EN 47 (08/90) after evaporative ageing procedure
according to EN 73 (04/90). Materialpriifungsamt des Landes
Brandenburg, Germany, Report-No. 3.2/00/8105/02, unpublished, 2001~
07-03.
1.2 Data protection -
121 Dunower (D
1.2.2  Companies with letter
of access .
1.2.3  Criteria for data %
protection
1.3 Guidecline study Yes;
EN 47 (08/90) and EN 73 (for ageing by evaporation procedure, 04/90)
14 Deviations .
2 METHOD
2.1 Test Substance
(Biocidal Product)
.11 Trade name/ LP OU 28430 (developmental code)
proposed trade name
2.1.2  Composition of Composition of LP OU 28430 %
Product tested — .
2.1.3  Physical state and Solid
nature
2.14  Monitoring of active
substance No X
concentration
2.1.5  Method of analysis -
2.2 Reference substance None X
2.2.1  Method of analysis
for reference -
substance
2.3 Testing procedure -
2.3.1 .TCSl population / Test organism: larvae of house longhorn beetle Hyloirupes bajulus (L)
inoculum / . . o X
. (6 larvae/test block with a maximum of 3 days of hatching)
test organism
23.2  Testsystem Areas of Scots pine sapwood (Pinus sylvesiris) were treated with a

defined amount of the product carried by butanone. Product was applied

by vacuum pressure. After treatment and conditioning period (28 days) X
the wood article was artificially aged by evaporation during 3 months.

The duration of the biological test was 12 weeks.

Page |
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02/2006

Section AS5.3

Efficacy Data (3)

Efficacy of thiacloprid on wood against the house longhorn beetle
Hylotrupes bajulus (L).

Conditions in the culturing chamber: 27-29 °C+1°C; 85%: 5 % r.h with
air circulation. Conditions in the conditioning chamber: 20 °C42°C; 65
+ 5 % r.h.; well ventilated. And in the testing chamber: 21-23 °C£1°C;
70-75 + 5 % r.h. Dimensions of test specimens: approx. 50 mm x 25
mm x 15 mm.

Number of survivors was registered. Larvae that before dying made
some wood damage were counted.

Vacuum pressure.

The test substance was solved in butanone and then applied to the
samples by vacuum pressure. 5 wood blocks were tested per treatiment
concentration. 30 larvae were used. Concentrations tested: 0, 0.000065,
0.00013, 0.0002, 0.0004, and 0.0011 %.

Test duration:
12 weeks

Exposure time:
Single application

5

Nepative control: The damaging activity of the insects is verified by
exposure untreated wood to the insects without ageing.

Negative control with ageing procedure: same as above but with ageing,.

Solvent control: butanone influence in efficacy testing was checked.

Gnawing and mortality rate of the larvae
Number of survivors and larvae that had bored were registered

Test wood samples were assessed at the 12th week after incubation (at
the 4th for some concentrations). See Table A5_3-1

The arithmetic mean was calculated from all samples per treatment
concentration.

No

3 RESULTS

'

In negative control samples that did not receive a protective coating, all
larvae survived.

None

Annex Point I1AS.3

2.3.3  Application of TS

234  Test conditions

2.3.5  Duration of the test /
Exposure time

2.3.6  Number of replicates
performed

2.3.7  Controls

24 Examination

24.1  Effect investigated

2.4.2  Method for recording
/ scoring of the effect

24.3 Intervals of
examination

24.4  Statistics

24.5  Post monitoring of
the test organism

3.1 Efficacy

3.1.1  Dose/Efficacy curve

3.1.2  Begin and duration of
effects

3.2 Effects against
organisms or objects
to be protected

3.3 Other effects
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Section AS.3 Efficacy Data (3)

Annex Point T1A5.3 Efficacy of thiacloprid on wood against the house longhorn beetle

Hylotrupes bajulus (L).

34 Efficacy of the
reference substance

3.5 Tabular and/or
graphical

presentation of the See attached Table A5_3-1 X
summarised results
3.6 Efficacy limiting None
factors
3.6.1  Occurrences of 3
resistances
3.6.2  Other limiting factors ~
4 RELEVANCE OF THE RESULTS COMPARED TO
FIELD CONDITIONS
4.1 Reasons for Testing according to EN 47 and EN 73 are standard procedures for

laboratory testing efficacy assessment for wood preservatives.

4.2 Intended actual
scale of biocide
application

The applied amount of wood preservative and active substance is
comparable with the intended scale of product to be applied in practice.

4.3 Relevance compared
to field conditions  ~

4.3.1  Application method  Vacuum pressure application is one of the intended application methods

envisaged.
4.3.2  Test organism Yes, the test organisms are among the intended target organisms.
4.3.3  Observed effect Yes, the protective effect was significant.
4.4 Relevance for read- Yes X
across
5 APPLICANT'S SUMMARY AND CONCLUSION
5.1 Materials and Thiacloprid against house longhorn beetle Hylotrupes hajulus (L) in
methods service was assessed according to DIN EN 47 (08/90) combined with an
ageing procedure by leaching according to EN 73 (04/90). The substrate
was blocks of Scots pine (Pinus sylvestris). The test formulation was
applied at different concentrations; prior to biological testing wood was
exposed to a current of air for artificial ageing and then inoculated with
the longhorn beetle and incubated for 12 weeks. Surviving larvae were
counted.
52 Reliability |
5.3 Assessment of Thiacloprid applied by vacuum pressure, provided substantial protection
efficacy, data against the wood-destroying action of the house longhorn beetle X
analysis and Hylotrupes bajulus (L). The lowest protective tested concentration was
interpretation 0.32 g/m’. The test meets the criteria of EN 47 and EN 73.
54 Conclusion The test is valid. X
5.5 Proposed efficacy Thiacloprid applied by vacuum pressure provided substantial protection
specification against the wood-destroying action of the test beetles even though after X

wood ageing by evaporation.
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% wiw
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Table AS_3-1 Results of the cfficacy of thiacloprid against the larvac of house longhorn bectles (Hylotrupes
bajulus L.) according to the EN 47 after ageing procedure EN 73 by evaporation
Test Test Solution retention of the | Preservative Recovered larvae Not
period concentrations 5 test blocks retention recovered
Min. | Mean | Max. Dead Survivors larvae
(5TB)
Not Gnawed
gnawed
[Weeks] | [%] 2] [e] [g] e m'J] Number | Number | Number | Number
., oo HE B B n | I | | i
0.0004 H E B B | | 1 i
12 | 00004 H B B n I | | 1
0.0002 I B m . B |1 ] ]
0.00013 H B B B I | 1 |
ooocoss |l IR [N |IH i |1 | i
Control- lm R B | 1 i | |
solvent
Control- I | I |l | 1 | |
untreated
sample
Control after ' I ' I l I . l
EN 73
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Section A5.3 Efficacy Data (4)
Annex Point I1A5.3 Efficacy of thiacloprid on wood against termites Reticulitermis
santonesis De Feytaud.
Official
1 REFERENCE use only
1.1 Reference Schumacher, P., and Fennert, E-M. (1999b): Bestimmung der Grenze
der Wirksamkeit von LP OU 28430 gegeniiber Termiten (Reticulitermis
santonesis De Feytaud) — gem48 DIN EN 117 - (08/90). X
Materialpriifungsamt des Landes Brandenburg, Germany, Report-No.
3.2/7693/1, unpublished, 1999-12-16.
1.2 Data protection -
1.2.2  Companies with letter
of access .
1.2.3  Criteria for data X
protection
1.3 Guideline study Yes;
EN 117 (08/90)
14 Deviations .
2 METHOD
2.1 Test Substance
(Biocidal Product)
2.1.1  Trade name/
proposed trade name LP OU 28430 (developmental code)
2.1.2  Composition of Composition of LP OU 28430 %
Product tested . .
Thiacloprid tech. .
2.1.3  Physical state and Solid
nature
2.1.4  Monitoring of active X
substance No
concentration
2.1.5  Method of analysis -
22 Reference substance None X
2.2.1  Method of analysis
for reference -
substance
23 Testing procedure -
2.3.1  Test population / Test organism: termites Reticulitermis santonesis De Feytaud (250
inoculum / workers plus an amount of soldiers and nymphs corresponding to the X
test organism proportion found in the colony culture, per test block)
2.3.2  Testsystem Scot pine sapwood (Pinus sylvestris) was treated with a defined amount X

of the product carried by butanone. Product was applied by vacuum
pressure. The wood article was conditioned during 28 days after the
application. The duration of the biological test was 8 weeks.

Conditions in the culturing chamber and in the testing chamber: 26~
28 °C=1°C; >75% r.h. with air circulation. Conditions in the
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LANXESS Deutschland GmbH Thiacloprid 02/2006

Section A5.3
Annex Point [1A5.3

Efficacy Data (4)

Efficacy of thiacloprid on wood against termites Reticulitermis
santonesis De Feytaud.

23.3
234

2.4
2.4.1
242

3.1
3.1
3.1.2

Application of TS

Test conditions

Duration of the test /
Exposure time

Number of replicates
performed

Controls

Examination
Effect investigated

Method for recording
/ scoring of the effect

Intervals of
examination

Statistics

Post monitoring of
the test organism

Efficacy

Dose/Efficacy curve

conditioning chamber: 20 °C+2°C; 65 £ 5 % r.h.; well ventilated.
Dimensions of test specimens: approx. 50 mm x 25 mm x 15 mm.

Number of survivors was registered (differentiating between soldiers,
nymphs and workers). The samples were also visually assessed and
scored.

Vacuum pressure.

The test substance was solved in butanone and then applied to the
samples by vacuum pressure, Three wood blocks were tested per
treatment concentration: Concentrations tested: 0, 0.00025, 0.0013,
0.00375,0.012, 0.023 %.

Test duration:
8 weeks

Exposure time:
Single application

3

Negative controi: Survivors and aspect of the untreated wood was also
assessed.

Solvent control: Butanone influence on efficacy testing was checked

Mortality and attack suffered

The number of surviving termites and degree of damage caused was
registered.

Additionally, the following scoring was used:
0 = No attack

| = Attempted attack

2 = Slight attack

3 = Average attack

4 = Strong attack

Test wood samples were assessed at the 8th week after incubation

The arithmetic mean was calculated from all samples per treatment
concentration.

No X

3 RESULTS

Begin and duration of _

effects
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LANXESS Deutschland GmbH Thiacloprid 02/2006

Section A5.3 Efficacy Data (4)
Annex Point 11A5.3

Efficacy of thiacloprid on wood against termites Reticulitermis
santonesis De Feytaud.

3.2 Effccts against . . . . .
£ In negative control samples that did not receive a protective coating, all

organisms or objects - . . . X
to be protected test wood articles were strongly bored at the time of testing.
33 Other effects None
34 Efficacy of the
reference substance
3.5 Tabular and/or
graphical See attached Table AS_3-1 X
presentation of the -
summarised results
3.6 Efficacy limiting None
factors
3.6.1  Occurrences of B
resistances
3.6.2  Other limiting factors -
4 RELEVANCE OF THE RESULTS COMPARED TO
FIELD CONDITIONS
4.1 Reasons for Testing according to EN 117 is a standard procedure for efficacy
laboratory testing  assessment for wood preservatives.
4.2 Intended actual The applied amount of wood preservative and active substance is
scale of biecide comparable with the intended scale of product to be applied in practice.
application
43 Relevance compared
to field conditions
43.1  Application method  Vacuum pressure application is one of the intended application methods
envisaged.
4.3.2  Test organism Yes, the test organisms are among the intended target organisms.
4.3.3  Observed effect Yes, the protective effect was significant.
4.4 Rclevance for read- Yes X
across
5 APPLICANT'S SUMMARY AND CONCLUSION
5.1 Materials and The protective effectiveness of the active substance thiacloprid against
methods termites Reticulitermis santonesis De Feytaud in service was assessed
according to DIN EN 117 (08/90). The substrate was blocks of Scots
pine (Pinus sylvestris). The test formulation was applied at different
concentrations; the test blocks were inoculated with the termites and
incubated for 8 weeks. Damage on the test blocks was visually assessed
and surviving individuals were counted.
52 Reliability B
53 Assessment of Thiacloprid applied by vacuum pressure, provided substantial protection
efficacy, data against the wood-destroying action of the termites Reticulitermis X
analysis and santonesis De Feytaud at the lowest tested concentration (1.1 p/m’). The
interpretation test meets the criteria of EN 117,
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LANXESS Deutschland GmbH Thiacloprid 02/2006

Section A5.3 Efficacy Data (4)

Annex Point 11A5.3 Efficacy of thiacloprid on wood against termites Reticulitermis
santonesis De Feytaud.

5.4 Conclusion The test is valid. X
55 Proposed efficacy Thiacloprid applied by vacuum pressure provided substantial protection
specification against the wood-destroying action of the test termites,
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__ Evaluation by Competent Authorities

Use separate "evaluation boxes” to provide transparency as to the
comments and views submitted

Date
Materials and Methods

EVALUATION BY RAPPORTEUR MEMBER STATE
17/04/07
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Evaluation by Competent Authorities

Results and Discussion

Mean Mc;ﬂ number of
. . R Average
Concentration | retention of survivors extent of
% wiw preservative | Workers | Soldiers/ attack
(g m'3) (%) Nymphs

Conclusion

.

Reliability
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- Evaiuatmn by Competent Authormes
Aceceptability
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LANXESS Deutschland GmbH Thiacloprid 02/2006

Table A5_3-1 Results of the cfficacy of thiacloprid against the larvae of termites (Reticulitermis s.)
according to the EN 117 without ageing procedure

Test conc. | Number of | Preservative retention Results
wood per test block
sample Mean Survivors Visual
Workers Soldiers/ assessment
Nymphs
[%] g m?) g m7] Number Number
0.00025 361 | |
362 | |
363
0.0013 390 | |
939 B
395
0.00375 403 | |
405 [
407
0.012 521 | |
523 [
524
0.023 501 | |
.
506
Control- 468 | i
solvent 469
470
Control- 566 i i
untreated 567
sample 568
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LANXESS Deutschiand GmbH Thiacloprid 02/2006

Section A5.3 Efficacy Data (5)

Annex Point I1AS5.3

Efficacy of thiacloprid on wood against termites Reticulitermis
santonesis De Feytaud.

Official
1 REFERENCE use only
Reference Schumacher, P., and Fennert, E.-M. (1999¢): Bestimmung der Grenze
der Wirksamkeit von LP OU 28430 gegeniiber Termiten (Reticulitermis
santonesis De Feytaud) ~ gem#B DIN EN 117 - (08/90). Kombiniert mit X

einer Auswaschbeanspruchung — gemifl EN 84 — (05/97).
Materialpriifungsamt des Landes Brandenburg, Germany, Report-No.
3.2/7693/2, unpublished, 1999-12-16.

1.2 Data protection -
120 Danower (D
1.2.2  Companies with letter
of access .
. X
protection
1.3 Guideline study Yes;
EN 117 (08/90) and EN 84 (for ageing by leaching procedure, 05/07)
14 Deviations .
2 METHOD
2.1 Test Substance
(Biocidal Product)
7
Z.1.1 - Trade name/ LP OU 28430 (developmental code)
proposed trade name
2.1.2  Composition of Composition of LP OU 28430 %
Product tested : "
Thiacloprid tech. .
2.1.3  Physical state and Solid
nature
2.1.4  Monitoring of active
substance No X
concentration
2.1.5  Method of analysis -
2.2 Reference substance None X
2.2.1  Method of analysis
for reference -
substance
23 Testing procedure -
2.3.1  Test population / Test organism: termites Reticulitermis santonesis De Feytaud (250
inoculum / workers plus an amount of soldiers and nymphs corresponding to the X
test organism ptoportion found in the colony culture, per test block)
2.3.2  Testsystem Scots pine sapwood (Pinus sylvestris) was treated with a defined amount
of the product carried by butanone. Product was applied by vacuum
pressure. After application and conditioning period (28 days) the wood X

article was artificially aged by leaching (14 days). The duration of the
biological test was 8 weeks.
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LANXESS Deutschland GmbH Thiacloprid

02/2006

Section A5.3
Annex Point IT1AS5.3

Efficacy Data (5)

Efficacy of thiacloprid on wood against termites Reticulitermis
santonesis De Feytaud.

24
24.1

2.4.2

3.1

Application of TS

Test conditions

Duration of the test /
Exposure time

Number of replicates
performed

Controls

Examination
Effect investigated

Method for recording
/ scoring of the effect

Intervals of
examination

Statistics
Post monitoring of

the test organism

Efficacy

Conditions in the culturing chamber and in the testing chamber: 26-
28 °C%1°C; >75% r.h. with air circulation. Conditions in the
conditioning chamber: 20 °C+2°C; 65 £ 5 % r.h.; welil ventilated.
Dimensions of test specimens: approx. 50 mm x 25 mm x 15 mm.

Number of survivors was registered (differentiating between soldiers,
nymphs and workers). The samples were also visually assessed and
scored.

Vacuum pressure.,

The test substance was solved in butanone and then applied to the
samples by vacuum pressure. Three wood blocks were tested per
treatment concentration. Concentrations tested: 0, 0.00025, 0.0013,
0.00375, 0.012, 0.023 %.

Test duration:
8 weeks

Exposure time:
Single application

3

Negative control: Survivors and aspect of the untreated wood was also
assessed without being subjected to an ageing procedure.

Negative control with ageing procedure: same test as above but is
subjected to antificial ageing.

Solvent control: Butanone influence on efficacy testing was checked.

Mortality and attack suffered

The number of surviving termites and degree of damage caused was
registered.

Additionally, the following scoring was used:
0 = No attack

1 = Attempted attack

2 = Slight attack

3 = Average altack

4 = Strong attack

Test wood samples were assessed at the 8th week after incubation

The arithmetic mean was calculated from all samples per treatment
concentration.

No

3 RESULTS

Page 2



LANXESS Deutschland GmbH Thiacloprid 02/2006

Section AS5.3 Efficacy Data (5)
Annex Point 11A5.3

Efficacy of thiacloprid on wood against termites Reticulitermis
santonesis De Feytaud.

3.1.1  Dose/Efficacy curve

'

3.1.2  Begin and duration of
effects

32 Effects against . . . . .
In negative control samples that did not receive a protective coating, all

organisms or objects - . R . X
to be protected test wood articles were strongly gnawed at the time of testing
33 Other cffects None
34 Efficacy of the A
reference substance
s Tabular and/or
gmph'm'. See attached Table A5_3-1 X
presentation of the -
summarised results
3.6 Efficacy limiting None
factors
3.6.1  Occurrences of B
resistances
3.6.2  Other limiting factors -~
4 RELEVANCE OF THE RESULTS COMPARED TO
FIELD CONDITIONS
4.1 Reasons for Testing according to EN 117 and ageing with EN 84 are standard
laboratory testing procedures for efficacy assessment for wood preservatives,
4.2 Intended actual The applied amount of wood preservative and active substance is
scale of biocide comparable with the intended scale of product to be applied in practice.
application
4.3 Relevance compared
to field conditions
43.1  Application method ~ Vacuum pressure application is one of the intended application methods
envisaged.
4.3.2  Test organism Yes, the test organisms are among the intended target organisms.
433  Observed effect Yes, the protective effect was significant.
4.4 Relevance for read- Yes X
ACross
5 APPLICANT'S SUMMARY AND CONCLUSION
5.1 Materials and The protective effectiveness of thiacloprid against termites
methods Reticulitermis santonesis De Feytaud in service was assessed according
to DIN EN 117 (08/90) combined with an ageing procedure by leaching
according to EN 84 (50/97). The substrate was blocks of Scots pine
sapwood (Pinus sylvestris). The test formulation was applied at different
concentrations; leached for artificial ageing and finally the test blocks
were exposed to the termites during 8 weeks. The damage on the test
blocks was scored and surviving individuals were counted.
52 Reliability |
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LANXESS Deutschland GmbH Thiacloprid 02/2006

Section AS.3
Annex Point IIA5.3

Efficacy Data (5)

Efficacy of thiacloprid on wood against termites Reticulitermis
santonesis De Feytaud.

53 Assessment of
efficacy, data
analysis and
interpretation

54 Conclusion

5.5 Proposed efficacy
specification

Thiacloprid applied by vacuum pressure, provided substantial protection
against the wood-destroying action of the termites Reticulitermis
santonesis De Feytaud at the lowest tested concentration (1.1 g/mj). The
test meets the criteria of EN 117 and EN 84.

The test is valid.

Thiacloprid applied by vacuum pressure provided substantial protection
against the wood-destroying action of the test terinites even though after
ageing.
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_ Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as fo the

comments and views submitted

Date
Materials and Methods

EVALUATION BY RAPPORTEUR MEMBER STATE
17/64/07
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' Evaluation by Compefent Authoritiés

Results and Discussion

Mean Mean number of
. . . Average
Concentration retention of survivors extent of
% wiw preservative | Workers | Soldiers/ attack
(g m") (%) Nymphs

i i
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Evaluation by Cumpetent Authorities

N -

Reliability

Acceptability

Remarks
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02/2006

Table A5_3-1 Results of the efficacy of thiacloprid against the larvae of termites (Reficulitermis s.)
according to the EN 117 after ageing procedure EN 84 by leaching
Test conc. | Number of Solution Preservative retention Results
wood retention per test block
sample per test Mean Survivors Visual
block assessment
Workers Soldiers/
Nymphs
[%] [g] [gm?) [gm?) Number Number
0.00025 364
365 |
369
0.0013 397
400 B
401
0.00375 409
412 ]
413
0.012 507
508 [
509
0.023 525
-
528
Control- 471
solvent 472
473
Control- 569
after EN 570
84 571
Control- 572
untreated 573
sample 574
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LANXESS Deutschland GmbH Thiacloprid 0272006
Section AS.3 Efficacy Data (6)
Annex Point 11A5.3 Efficacy of LP OU 28430 on wood against termites Reticulitermis
santonesis De Feytaud.
Official
use
1 REFERENCE only
1.1 Reference Schumacher, P., and Fennert, E.-M. (2001 b): Determination of the toxic
values of LP OU 28430 against Reticulitermes santonesis De Feytaud
according to EN 117 (08/90) after evaporative ageing procedure
according to EN 73 (04/90). Materialpriifungsamt des Landes
Brandenburg, Germany, Report-No. 3.2/00/8105/01, unpublished, date:
2001-06-18. .
1.2 Data protection -
1.2.2  Companies with letter
of access .
. X
protection
1.3 Guideline study Yes;
EN 117 (08/90) and EN 73 (for ageing by evaporation procedure, 04/90)
14 Deviations . X
2 METHOD
2.1 Test Substance
(Biocidal Product)
2.1.1 Trade name/ LP OU 28430 (developmental code)
proposed trade name
2.1.2  Composition of Composition of LP OU 28430 %
Product tested - N
Thiacloprid tech. .
2.1.3  Physical state and Solid
nature
2.1.4  Monitoring of active
substance No X
concentration
2.1.5  Method of analysis -
2.2 Reference substance None X
2.2.1  Method of analysis
for reference -
substance
23 Testing procedure -
2.3.1  Test population / Test organism: termites Reticulitermis santonesis De Feytaud (250
inoculum / workers plus an amount of soldiers and nymphs corresponding to the X
test organism proportion found in the colony culture, per test block)
2.3.2  Testsystem Areas of Scots pine sapwood (Pinus sylvestris) were treated with a

defined amount of the product carried by butanone. Product was applied
by vacuum pressure. After application and conditioning period (28 days)
the wood article was artificially aged by evaporation (3 months). The
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LANXESS Deutschiand GmbH Thiacloprid

02/2006

Section A5.3
Annex Point 11AS5.3

Efficacy Data (6)

Efficacy of LP OU 28430 on wood against termites Reticuliternis
santonesis De Feytaud.

233
234

24
24.1

2.4.2

243

24.4

3.1

Application of TS

Test conditions

Duration of the test /
Exposure time

Number of replicates
performed

Controls

Examination
Effect investigated

Method for recording
/ scoring of the effect

Intervals of
examination

Statistics

Post monitoring of
the test organism

Efficacy

duration of the biological test was 9 weeks.

Conditions in the cuituring chamber and in the testing chamber: 26-
28 °C1°C; >75% r.h. with air circulation. Conditions in the
conditioning chamber: 20 °C£2°C; 65 + 5 % r.h.; well ventilated.
Dimensions of test specimens: approx. 50 mm x 25 mm x 15 mm.

Number of survivors was registered (differentiating between soldiers,
nymphs and workers). The samples were also visually assessed and
scored.

Vacuum pressure.

The test substance was solved in butanone and then applied to the
samples by vacuum pressure. Three wood blocks were tested per
treatment concentration. Concentrations tested: 0, 0.000065, 0.00013,
0.0002, 0.0004, 0.0011 %.

Test duration:
9 weeks

Exposure time:
Single application

3

Negative control: Survivors and aspect of the untreated wood was
assessed without being subjected to ageing.

Negative control with ageing procedure: same as above but with ageing

Solvent control: Butanone influence on efficacy testing was checked

Mortality and attack suffered

The number of surviving termites and degree of tunnelling caused was
registered.

Additionally, the following scoring was used:
0 = No attack

1 = Attempted attack

2 = Slight attack

3 = Average attack

4 = Strong attack

Test wood samples were assessed at the 9th week after incubation

The arithmetic mean was calculated from all samples per treatiment
concentration.

No

3 RESULTS
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LANXESS Deutschland GmbH Thiacloprid 02/2006

Section A5.3 Efficacy Data (6)

Annex Point 11A5.3 Efficacy of LP OU 28430 on wood against termites Reticulitermis

santonesis De Feytaud.

3.1.1  Dose/Efficacy curve

3.1.2  Begin and duration of
effects

3.2 Effects against
organisms or objects
to be protected

33 Other cffects None

34 Efficacy of the
reference substance

35 Tabular and/er
graphical

In negative control samples that did not receive a protective coating, all X
test wood articles were strongly bored at the time of testing.

Not applicable

. See attached Table A5 3-1 X
presentation of the -
summarised results
3.6 Efficacy limiting None
factors
3.6.1 Occurrences of B
resistances
3.6.2  Other limiting factors -
4 RELEVANCE OF THE RESULTS COMPARED TO
FIELD CONDITIONS
4.1 Reasons for Testing according to EN 117 and ageing with EN 73 are standard
laboratory testing procedures for efficacy assessment for wood preservatives.
4.2 Intended actual The applied amount of wood preservative and active substance is
scale of biocide comparable with the intended scale of product to be applied in practice.
application
4.3 Relevance compared

to field conditions

4.3.1  Application method  Vacuum pressure application is one of the intended application methods

envisaged.
4.3.2  Testorganism Yes, the test organisms are among the intended target organisms.
4.3.3  Observed effect Yes, the protective effect was significant.
4 % for read-
4 Relevance ea Yes X

across
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LANXESS Deutschland GmbH Thiacloprid 02/2006

Section AS5.3 Efficacy Data (6)

Annex Point 11AS.3 Efficacy of LP OU 28430 on wood against termites Reticulitermis

santonesis De Feytaud.

5 APPLICANT'S SUMMARY AND CONCLUSION
5.1 Materials and The protective effectiveness of thiacloprid against termites
methods Reticulitermis santonesis De Feytaud in service was assessed according

1o DIN EN 117 (08/90) combined with an ageing procedure by
evaporation according to EN 73 (04/90). The substrate was blocks of
Scots pine (Pinus sylvestris). The test formulation was applied at
different concentrations and exposed to a current of air for artificial
ageing; the biological test was assessed after 9 weeks-incubation period.
The degree of damage was scored and surviving individuals were

counted.
52 Reliability | X
5.3 Assessment of Thiacloprid applied by vacuum pressure, provided substantial protection
efficacy, data against the wood-destroying action of the termites Reticuliternis
analysis and santonesis De Feytaud. The lowest protective tested concentration was X
interpretation between the range of 0.66-1.02 g/m’. The test meets the criteria of EN
117 and EN 73.
54 Conclusion The test is valid. X
5.5 Proposed efficacy Thiacloprid applied by vacuum pressure provided substantial protection
specification against the wood-destroying action of the test termites even though after X

wood ageing.
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_ Evaluation by Competent Authorities

Mean Mean number of

Concentration retention of survivors :(‘;:;t%‘:.
% wiw preservative | Workers | Soldiers/
3 attack
(g m™) (%) Nymphs

s
#

Conclusion
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02/2006

Table A5 _3-1  Results of the efficacy of thiacloprid against termites (Reticulitermis s.) according to the EN
117 after ageing procedure EN 73 by evaporation
Test Number of Solution Preservative retention Results
concentrati wood retention per test block
ons sample per test Mean Survivors Visual
block assessment
Workers Soldiers/ |
Nymphs
[%%] [g] [g m™] [g m?) Number Number
0.000065 53
55 i
56
0.00013 57
59 i
60
0.0002 61
62 i
64
0.0004 66
67 B
68
0.0011 70
7! i
72
Control- 49
solvent 50 l
51
Control- I
untreated 2
sample 3
Control- 4
after EN 5
73 6
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LANXESS Deutschiand GmbH Thiacloprid 0272006
Section AS5.3 Efficacy Data (7)
Annex Point 11A5.3 Efficacy of thiacloprid on wood against the common fumiture beetle
Anobium puncratum (de Geer).
Official
1 REFERENCE use only
1.1 Reference Schumacher, P., and Fennert, E.-M. (2002¢): Detcrmination of the
protective effectiveness of LP OU 28430 against Anobium punctatum
(de Geer) by egg-laying and larval survival according to EN 49 part 2 -
Application by impregnation treatment after leaching procedure
according to EN 84 (05/97). Materialpritfungsamt des Landes
Brandenburg, Germany, Report-No. 3.2/01/8160/01, unpublished, date:
2002-06-11.
1.2 Data protection -
121 Data owner G
1.2.2  Companies with letter
of access .
1.2.3  Criteria for data x
protection
1.3 Guideline study Yes;
EN 49 part 2(08/90) and EN 84 (ageing by leaching procedure, 05/07)
14 Deviations .
2 METHOD
2.1 Test Substance
(Biocidal Product)
-
2.1.1 Trade name/ LP OU 28430 (developmental code)
proposed trade name
2.1.2  Composition of Composition of LP OU 28430 %
Product tested
! Thiacloprid tech. ]
2.1.3  Physical state and Solid
nature
2.1.4  Monitoring of active
substance No X
concentration
2.1.5  Method of analysis -
2.2 Reference substance None X
2.2.1  Method of analysis
for reference -
substance
2.3 Testing procedure -
2:3.1 .TCSl plopu}atlon / Test organism: common furniture beetle Anobium punctatum (de Geer)
fnocutum | (eggs laid and hatched in the control test: 425)
test organism
2.3.2  Testsystem Areas of Sessile oak wood (Quercus petraea) were treated with a

defined amount of the product carried by butanone. Product was applied
by vacuum pressure. Previous testing wood was conditioned (28 days)
and artificially aged by leaching (14 days). The duration of the
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LANXESS Deutschland GmbH Thiacloprid 02/2006

Section A5.3
Annex Point I11A5.3

Efficacy Data (7)

Efficacy of thiacloprid on wood against the common furniture beetle
Anobium punctatum (de Geer).

2.3.3  Application of TS

2.3.4  Test conditions

2.3.5  Duration of the test /
Exposure time

2.3.6  Number of replicates
performed

2.3.7 Controls

24 Examination
24.1  Effect investigated

24.2  Method for recording
/ scoring of the effect

243 Intervals of
examination

2.4.4  Statistics

2.4.5  Post monitoring of
the test organism

31 Efficacy
3.1.1  Dose/Efficacy curve

3.1.2  Begin and duration of
effects

3.2 Effects against
organisms or objects
to be protected

33 Other effects

34 Efficacy of the
reference substance

biological test was 52 weeks, Numbers of surviving larvae, eggs-laid
and hatched were registered.

Vacuum pressure.

The test substance was solved in butanone and then applied to the
samples by vacuum pressure. 5 wood blocks were tested per treatment
concentration. A total of 425 eggs were used for testing in the control
tests. Concentrations tested: 0, 0.0006, 0.0014, 0.0028, 0.006, and 0.013
%.

Test duration:
52 weeks

Exposure time:
Single application

5

Negative control: The number of egg-laying and hatching, larval
survival are verified by exposure of untreated wood to the gravid
females of Anobium punctatum.

Solvent control: butanone influence in efficacy testing was checked

Egg-laying and hatching, larval survival

Number of eggs laid and hatched, number of test blocks with living
larvae and number of living larvae recovered

Test wood samples were assessed at the 52”th week after incubation.
See Table A5_3-1

The arithmetic average was calculated from all samples per treatment
concentration.

No X

3 RESULTS

In negative control samples that did not receive a protective coating,
almost all larvae survived.

None
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Section A5.3 Efficacy Data (7)

Annex Point I1A5.3 Efficacy of thiacloprid on wood against the common furniture beetle

Anobium punctatum (de Geer).

3.5 Tabular and/or
graphical

presentation of the See attached Table A5_3-1 X
summarised results
3.6 Efficacy limiting None
factors
3.6.1  Occurrences of B
resistances
3.6.2  Other limiting factors -
4 RELEVANCE OF THE RESULTS COMPARED TO
FIELD CONDITIONS
4.1 Reasons for Testing according to EN 49 part 2 and EN 84 are standard procedures

laboratory testing for efficacy assessment for wood preservatives.

4.2 Intended actual
scale of biocide
application

The applied amount of wood preservative and active substance is
comparable with the intended scale of product to be applied in practice.

4.3 Relevance compared
to field conditions

4.3.1  Application method  Vacuum pressure application is one of the intended application methods

envisaged.
4.3.2  Test organism Yes, the test organisms are among the intended target organisms.
4.3.3  Observed effect Yes, the protective effect was significant,
4.4 Relevance for read- Yes X
ACross
5 APPLICANT'S SUMMARY AND CONCLUSION
5.1 Materials and Thiacloprid against common furniture beetle Anobium punctatum (de
methods Geer) in service was assessed according to DIN EN 49 part 2 combined
with an ageing procedure by leaching according to EN 84 (05/97). The
substrate was blocks of Sessile oak (Quercus petraea). The test
formulation was applied at different concentrations; the test blocks were
inoculated with the common furniture beetle and incubated for 52
weeks. Surviving larvae and number of laid eggs and hatched were
counted.
52  Reliability |
53 Asscssment of Thiacloprid applied by vacuum pressure, provided substantial protection
cfficacy, data against the wood-destroying action of the common furniture beetle
analysis and Anobium punctatum (de Geer). The lowest protective tested X
interpretation concentration was 1.87 g/m”. The test meets the criteria of EN 49 part 2
and EN 84.
54 Conclusion The test is valid. X
5.5 Proposed efficacy Thiacloprid applied by vacuum pressure provided substantial protection
specification against the wood-destroying action of the test beetles even though after X

wood ageing.
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Evaluatioh by Competent Authotities

Use separate "evaluation boxes" to provide transparency as fo the
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STATE
Date 19/12/06
Materials and Methods
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Results and Discussion

1

Rt

Conclusion

Reliability i
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Acceptability

Remarks

Eva!ukatfibnn]‘by Com petent Authorities
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02/2006

Table A5_3-1 Results of the efficacy of thiacloprid against common furniture beetle Anobium punctatum
(de Geer) according to the EN 49 part 2 after ageing procedure EN 84 by leaching
Test Test Solution retention of the | Preservati Evaluation of the test blocks
period | concentrations 5 test blocks ve
retention
Min. | Mean | Max. Number of eggs Number of | Number of
(5TB) test blocks living
laid hatched | with living larvae
larvae recovered
[Weeks] [%] [e] [e] [e] [g/m’] Number | Number Number Number
0 Il H u 1 H B i H
Butanone
oos || I H BN B i i
oo I/ I H H B i 1
L, [ ows N[ W |HN| W | W | 0| | I
ol BN BN BN BN NN | 1
oo |l | R H N i i
comol- | 0 | 0 | 1 i H B i |
untreated
sample
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Section A6.1.1 Acute Toxicity oral (1)

Annex Point IT1A6.1.1

Official
1 REFERENCE use only

L1 Reference 1996a): YRC 2894 - Study for acute oral toxicity i
eport No. 25376, date: 1996-08-27.

PPP-Monograph Chapter: B.6.2 Acute toxicity, irritancy and
sensitisation. B.6.2.1 Acute oral toxicity (Study 1) :

1.2 Data protection
1.2.1 Data owner

1.2.2  Companies with
letter of access

1.2.3  Criteria for data
protection

2 GUIDELINES AND QUAL
2.1 Guideline study Yes;

OECD guideline 401; US-EP
method B.1

22 GLP ||
2.3 Deviations -

Directive 92/69/EEC

gavaged with a single dose of 62.5-1000 X
acloprid, purity: ) in demineralised
sphor EL.

LTS AND DISCUSSION

imen and numbcer of deaths per group are presented in

ths occurred within 2-8 days after dosing. Clinical signs of

, jic toxicity were seen at 100 mg/kg bw and above. The main

: igns were piloerection, constipation, decreased motility and reactivity,
yor reflexes, spastic gait, spasmodic state, convulsions, tremor,
tachypnea, dyspnea, laboured breathing, diarrhoea, increased salivation,
~+ narrowed palpebral fissure, closed eyelids, red excretion out of the nose
and red incrusted snout. These signs were seen within 25 minutes to 6
hours of dosing and lasted up to 5 days in males and up to 8 days in
females. There were no clear treatment-related effects on body weight.
Gross necropsy of the decedents revealed discoloration of the lungs,
liver, spleen, kidneys, stomach, intestines and adrenal glands. No gross
changes were observed in the animals sacrificed at the end of the study.

The LDj, values were 836 and 444 mg/kg bw in males and females,
respectively.
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Section A6.1.1 Acute Toxicity oral (1)

Annex Point 11A6.1.1

5 CONCLUSION

5.1 Conclusion Since LDs, values were 836 and 444 mg/kg bw in males and females,
respectively, the test material must be classified as ‘Harmful’ (1t
swallowed) according to Directive 93/21/EEC.

5.1.1  Reliability i
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Section A6.1.1 Acute Toxicity oral (1)

Annex Point ITA6.1.1

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STATE

Date 14/06/2006

Materials and Methods

Results and discussion

Conclusion
Reliability |
Acceptability -
Remarks -

COMMENTS FROM
Date Give date of comment:
Materials and Methods Discuss additional rel

Results and discussion
Conclusion
Reliability
Acceptability

Remarks
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Thiacloprid

02/2000

Table A6_1_1-1

Mortalities following a single gavage dose to fasted rats

Dose Deaths
(mg/kg bw) Males Females

62.5 B B
100 | B
300 B B
500 | B
700 B i
1000 B |
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Section A6.1.1 Acute oral toxicity (2)
Annex Point I1A6.1.1
Official
1 REFERENCE use only
1.1 Reference 1995a): YRC 2894 - Pilot toxicity study on rats- X
eport No. 23861, date: 1995-03-22,
PPP-Monograph Chapter: B.6.2 Acute toxicity, irritancy aj
sensitisation. B.6.2.1 Acute oral toxicity (Study 2)
1.2 Data protection
1.2.1  Data owner
1.2.2  Companies with
letter of access
1.2.3  Criteria for data
protection
2 GUIDELINES AND QUALE
2.1 Guidcline study Yes;
OECD guideline 401; US-EP
2.2 GLP
2.3 Deviations

ed Wistar rats were gavaged with a
bw YRC 2894 (thiacloprid) (purity:

oor reflexes, spastic gait, spasmodic state, convulsions, tremor,
ypnea, dyspnea, laboured breathing, diarrhoea, increased salivation,
narrowed palpebral fissure, red incrusted margins of eyes. These signs
were seen within 59 minutes to 4 hours after dosing and lasted up to 6
days. Transient effects on body weight gain were observed in both
sexes. Gross necropsy revealed no clear treatment-related findings,

The LDs, values were 621 and 396 mg/kg bw in males and femalcs,
respectively.
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Section A6.1.1 Acute oral toxicity (2)

Annex Point I1A6.1.1

5 CONCLUSION

5.1 Conclusion Since LDj, values were 621 and 396 mg/kg bw in males and females,
respectively, the test material must be classified as *‘Harmful’ (1f
swallowed) according to Directive 93/2|/EEC. .

5.1.1  Reliability |
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LANXESS Deutschland GmbH

Thiacloprid 02/2006

Section A6.1.1

Annex Point I1A6.1.1

Acute oral toxicity (2)

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Materials and Methods

Results and discussion

EVALUATION BY RAPPORTEUR MEMBER STATE
14/06/2006

Materials and Methods

Results and discussion
Conclusion
Reliability
Acceptability

Remarks

Conclusion
Reliability
Acceptability
Remarks
COMMENTS FROM ...
Date Give date of commen

Discuss additional re ancies referring to the (sub)heading numbers

ifdeviating from view of rapporteur member state
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02/2006

Table A6_1_1-1

Acute oral toxicity in female rats Mortalities following a single gavage dose to non-

fasted rats

Dose

Deaths

(mg/kg bw)

Males

Females

100

140

225

370

425

500

600

700

1000

2500

5000
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Section A6.1.1

Annex Point 11A6.1.1

Acute oral Toxicity (3)
M02

1.1

1.2
1.2.1
1.2.2

1.2.3

2.1

2.2
23

5.1

Reference

Data protection
Data owner

Companies with
letter of access

Criteria for data
protection

Guideline study

GLP

Deviations

Reliability

Official
1 REFERENCE use only

e oo [Monoiraih: 1995¢)) (D

acute oral toxicity in rats eport No. 24553, date: 16
01.

PPP-Monograph Chapter: B.6.8 Other toxicological studie
Toxicity of metabolites — a) Acute oral toxicity (Study 1)

2 GUIDELINES AND QUAL
Yes;

OECD guideline 401; US-EP: XA §81-1; Directive 92/69/EEC
method B.1

motility, spastic and incoordinated gait, tachypnea, laboured breathing,
narrowed palpebral fissure, poor reflexes and spontaneous vocalization.
These overt signs were evident between 3-6 hours post-trcatment and

. lasted up to 2 days in males and 3 days in females. No gross treatment-

-~ related findings were detected at necropsy. The LDs value for the test
material was greater than 2000 mg/kg bw for both sexes.

5 CONCLUSION

MQO2 is of low acute toxicity to rats following oral administration (LDsg
> 2000 mg/kg bw).

Page |
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Section A6.1.1

Annex Point I1A6.1.1

Acute oral Toxicity (3)

Mo02

Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date

Materials and Methods
Results and discussion
Conclusion

Reliability
Acceptability

Remarks

EVALUATION BY RAPPORTEUR MEMBER STATE
27/06/2006

Date
Materials and Methods

Results and discussion
Conclusion
Reliability
Acceptability

Remarks
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Section A6.1.1 Acute oral Toxicity (4)
Annex Point 11A6.1.1 M30
Official
1 REFERENCE . use only
1.1 Reference G o9q) (YRC 2894 metabolite) - Stu
acute oral toxicity in rats eport No.: 24794, date: 1

1.2
1.2.1
1.2.2

21

2.2
2.3

5.1

15.

PPP-Monograph Chapter: B.6.8 Other toxicological studie
Toxicity of metabolites — a) Acute oral toxicity (Study 2)

Data protection
Data owner

Companies with
letter of access

Criteria for data
protection

2 GUIDELINES AND QUALITY

Guideline study Yes

OECD guideline 401; US-EP
method B.1

GLP [
Deviations -

1; Directive 92/69/EEC

ar rats (5/sex/dose) were pavaged with a single
M30 (purity: ) in demineralised water

"RESULTS AND DISCUSSION

urred during the study. Clinical signs were observed 4-
hour post treatment and included diarrhoea and lack of faeces. All overt
ons Had resolved within 2 days of treatment. No gross treatment-

latgd findings were detected at necropsy. The LDs, value for the test
ial was greater than 2000 mg/kg bw for both sexes.

5 CONCLUSION

M30 is of low acute toxicity to rats following oral administration (LDs,
> 2000 mg/kg bw).
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Section A6.1.1 Acute oral Toxicity (4)
Annex Point 11A6.1.1 M30

. _ Evaluation by Competent Authorities ‘ ]

Use separate "evaluation boxes" to provide transparency as to the ,
comments and views submitted ‘

EVALUATION BY RAPPORTEUR MEMBER STATE‘
Date 27/06/2006
Materials and Methods

Resutts and discussion [

Conclusion

Reliability
Acceptability
Remarks

COMMENTS FROM ...
Date Give date of comments submi;

Materials and Methods

Results and discussion
Conclusion

Reliability ew of rapporteur member state
Acceptability view of rapporteur member state

Remarks
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Section A6.1.2

Annex Point 11A6.1.2

Acute dermal Toxicity

1.1

1.2
1.2.1
1.2.2

1.2.3

2.1

2.2
23

511

Reference

Data protection
Data owner

Companies with
letter of access

Criteria for data
protection

Guideline study

GLP

Deviations

Official
use only.

1 REFERENCE

1996b): YRC 2894 - Study for acute dermal toxicity'
rat eport No. 24879, date: 1996-03-11.

PPP-Monograph Chapter: B.6.2 acute toxicity, irritancy a
sanitation. B.6.2.] Acute oral toxicity

2 GUIDELINES AND QUAL
Yes;

OECD guideline 402; US-E
method B.3

; Directive 92/69/EEC

_occurred during the study. There were no clinical signs of
ty-or local skin reactions. Body weiglts were not affected by
eatment. No gross findings were observed at necropsy. The dermal
value of the test substance was greater than 2000 mg/kg bw in
e and female rats.

5 CONCLUSION

As LDsq was > 2000 mg/kg bw, thiacloprid is not classifiable via the
dermal route according to Directive 93/21/EEC.

Page 1



LANXESS Deutschland GmbH

Thiacloprid 02/2006

_ Evaluation by Competent' Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

Date
Materials and Methods

Results and discussion

EVALUATION BY RAPPORTEUR MEMBER STATE
14/06/2006

Materials and Methods

Results and discussion
Conclusion

Reliability
Acceptability

Remarks

Conclusion
Reliability
Acceptability
Remarks
COMMENTS FROM ...
Date Give date of comments submitted

Discuss additional relevant discrepan g to the (sub)heading numbers

and to applicant’s summary and coucl

Discuss if deviating from view mber state

Discuss if deviating from viev member state
Discuss if deviating from viey
Discuss if deviating fi

Discuss if deviating fi

Page 2




LANXESS Deutschland GmbH Thiacloprid 02/20006

Section A6.1.3 Acute inhalation Toxicity

Annex Point 11A6.1.3

Official
1 REFERENCE use only

1.1 Reference -1996): YRC 2894 - Acute inhalation toxicity study on
according to OECD No. 403 eport No. 24775, date;, |
02-09.

PPP-Monograph Chapter: B.6.2 acute toxicity, irritancy anc
sanitation. B.6.2.3 Acute inhalation toxicity

1.2 Data protection -
1.2.1  Data owner

1.2.2  Companies with
letter of access

1.2.3  Criteria for data
protection

2 GUIDELINES AND Q
21 Guideline study Yes;

QECD guideline 403; US-EPA.EIFRA
method B.2.

22 GLP B

2.3 Deviations

; Directive 92/69/EEC

nose-only): : sol of YRC 2894 (thiacloprid) (purity: -)

tration of 80, 481, 1523 or 2535 mg/m3 for 4 hours.

reflex tests (Functional Observational Battery) were
the rectal temperatures were recorded at the cessation of

ficle-size distribution of the aerosol is presented in Table

3-1. The respirability of the particles was adequate at
ncentrations < 481 mg/m’. Because of technical difficulties with
“gerosol generating equipment, the respirability of the aerosol particles
was reduced at concentrations exceeding 500 mg/m®. Despite the lower
* respirability, female rats died at the higher exposure levels.

4 RESULTS AND DISCUSSION

Deaths occurred between 1 to 7 days post exposure at 1523 (3/5 females)
and 2535 mg/m’ (4/5 females). Clinical signs of systemic toxicity were
seen in both sexes at 481 mg/m” and above from 4 hours post exposure up
to 6 days post exposure. These signs included concentration-dependent
bradypnea, dyspnea, laboured breathing, rales, red encrustations around
snout and nose, salivation, prostration, blepharospasm, mydriasis,
chromodacryorrhea, tremor, reduced motility, apathy, ungroomed hair,
hypothermia and piloerection. All animals showed normal reflexes,
except some alteration in reflexes at 1523 mg/m”. Significant body
weight reductions were seen at 481 mg/m’ and above. There were
significant concentration-dependent decreases in rectal temperature in



LANXESS Deutschland GmbH

Thiacloprid

Section A6.1.3

Annex Point 11A6.1.3

02/2006

Acute inhalation Toxicity

5.1

5.1.1

Conclusion

Reliability

both sexes (Table A6_1_3-2).

Gross necropsy of the decedents revealed reddish coloured lungs with
red foci, red intestinal mucosa and red slimy material in the intestine,
pale livers with lobulation, and a red colour in the pelvis of the kidneys.

No treatment-related findings were seen in the animals killed atithe
scheduled sacrifice,

The acute inhalation LCs, value of the test substance was grea

2535 mg/m? air in males and approximately 1223 mg/m® aici
for a 4 hour exposure.

5 CONCLUSION

Since LCjyq values for females were 1223 mg/k bw, t



LANXESS Deutschland GmbH

Thiacloprid 02/2006

Section A6.1.3

Annex Point ITA6.1.3

_Evaluation by Competent Authorities

Acute inhalation Toxicity

Use separate "evaluation boxes” to provide transparency as to the
comments and views submitted

Date
Materials and Methods

Results and discussion

EVALUATION BY RAPPORTEUR MEMBER STATE
16/06/2006

Materials and Methods

Results and discussion
Conclusion
Reliability
Acceptability

Remarks

Conclusion
Reliability
Acceptability -
Remarks -
COMMENTS FROM ...
Date Give date of comments submit,

Discuss additional relevant:di
and to applicant’s sun
Discuss if deviating fi-or

Discuss if deviatin




LANXESS Deutschland GmbH Thiacloprid 02/2006

Table A6_1_3-1 Characterisation of the aerodynanmic particle-size distribution.

Gravimetric Conc mg/m® Control 80 481 1523 2535
MMAD (um) - E B
GSD . E B
Aerosol mass <3 pm (%) . .

Table A6_1_3-2

Gravimetric Conc mg/m’

Males

Females
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Section A6.1.4 Acute Toxicity. Skin and eye irritation

Annex Point I11A6.1.4

Official
1 REFERENCE use only

1.1 Reference —1995c [Monograph: 1995h]); YRC 2894 - Study for
skin and eye irritation / corrosion in rabbits Report?
24217, date: 1995-08-01.

PPP-Monograph Chapter: B.6.2 acute toxicity, irritancy and
B.6.2.4 Skin irritancy and B.6.2.5 Eye irritancy

1.2 Data protection -
121 paaowner (D

1.2.2  Companies with
letter of access

1.2.3  Criteria for data
protection

2 GUIDELINES AND Q
2.1 Guideline study Yes;

OECD guidelines 404, 405; U ‘RA*§ 81-4, § 81-5; Directive
92/69/EEC method B.4

22 GLP ]
2.3 Deviations -

applied to shorn dorso-lateral skin of three New
under a semi-occluded dressing for 4 hours. Skin
on the Draize scale at 1, 24, 48 and 72 hours post

, 100 pl (equivalent to 50 mg) of pulverised YRC 2894
was instilled into the conjunctival sac of one eye of each
w Zealand White rabbits, Ocular lesions were scored on the

fluorescein solution was applied to the corneal surface to evaluate
helial damage.

4 RESULTS AND DISCUSSION

Very slight erythema (grade 1) was observed in all three animals but all
the skin reactions had resolved by the 72-hour observation point.

No corneal or iridial lesions were evident. Conjunctival redness (grade 1)
and swelling (grade 1 & 2) were seen in all three animals at the | and 24
hour observation points. All the ocular lesions had resolved by the 48-
hour observation point.

Page |
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Section A6.1.4 Acute Toxicity. Skin and eye irritation

Annex Point 11A6.1.4

5 CONCLUSION

5.1 Conclusion Thiacloprid (YRC 2894) has no irritant effect to the skin or
Therefore, the test substance is not classifiable as an e)e irrigant
according to Directive 93/21/EEC.

5.1.1  Reliability |
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Section A6.1.4 Acute Toxicity. Skin and eye irritation

Annex Point 11A6.1.4

Evamation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted ‘

EVALUATION BY RAPPORTEUR MEMBER STATE
Date 16/06/20006 ‘
Materials and Methods

Results and discussion

Conclusion
Reliability |
Acceptability e
Remarks -
COMMENTS FROM ...
Date Give date of comments submi; !
Materials and Methods Discuss additional relevant di ciesireferring to the (sub)heading numbers

and to applicant’s summary:
apporteur member state

>
bl
s
=
3
2
N
]
i
S
=
3
')
=N

Results and discussion [ rapportenr member state

Conclusion view of rapporteur member state
Reliability ‘o view of rapporteur member state
Acceptability om view of rapporteur member state

Remarks
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Section A6.1.5 Acute Toxicity. Skin sensitisation

Annex Point ITA6.1.5

Official
1 REFERENCE use only

1.1 Reference -1996): YRC 2894 - Study for skin-sensitising effects i
guinea pigs (Guinea pig Maximization test method according
Magnusson and Kligman) eport No. 24641, date:
01-16.

1.2 Data protection

1.2.1 Data owner

1.2.2  Companies with
letter of access

1.2.3  Criteria for data

protection
2 GUIDELINES AND
2.1 Guideline study Yes;
Magnusson and Kligman maxj jor OECD guideline 406; US-
2.2 GLP
23 Deviations

kin sensitisation potential of YRC 2894
) was investigated in female Dunkin-

iied at 48 and 72 hours after the start of the application. These
ons and topical applications did not induce skin reactions. One
week prior to the challenge, the challenge concentrations were
evaluated on 5§ guinea pigs that were treated in the same manner as the
control animals during the induction treatment. Slight localised
erythema (grade 1) was observed in 2 guinea pigs with the 50%
concentration. The following concentrations were selected for the
main study: intradermal induction 5%, topical induction 50% and
challenge 25%.

In the main study, one test group of ten animals and two control groups
each consisting of 5 animals were used. The second control group was
held in reserve in case a second challenge or further investigations
were required. Each test animal received 3 pairs of the following
intradermal induction injections (0.1 ml) into shorn skin in the scapular
region: i) Freunds Complete Adjuvant (FCA) diluted 1:1 with
physiological saline solution, ii) 5% YRC 2894 in the vehicle, iii) 5%
YRC 2894 formulated in the vehicle and FCA (1:1). Six days after the

Page |
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Section A6.1.5 Acute Toxicity. Skin sensitisation

Annex Point 11A6.1.5

injections, topical application of 10% sodium lauryl sulphate in
vaseline was applied to the injection sites. Twenty-four hours later, a
topical induction application of 50% YRC 2894 (0.5 ml) was applied
to the injection sites under an occlusive dressing for 48 hours. The:
vehicle control animals received the same induction treatment
the test material.

Fourteen days after topical induction, both the test and one Vehigl
control group were administered topical challenge applicati
shorn flank skin for 24 hours under an occlusive dressing. E
animal was administered 25% YRC 2894 (0.5 ml) on the
(caudal) and vehicle on the left flank (cranially). At
exposure period, the application sites were cleane
saline. The skin reactions were scored at 48 and
start of the challenge applications (scale 0-3)."

4 RESULTS AND DISCUSSION,

Only 1/10 test animal produced a positi
topical challenge applications. Althoug
not included in this study, th
tested in contemporary studies

ponse (grade 1) to the X
ive control group was
1imal stock had been

5 CONCLUSION

5.1 Conclusion Thiacloprid (YRC 28
conditions of the Max
classifiable as a skis

nsitizing potential under the
herefore, YRC 2894 is not
ccording to Directive 93/21/EEC.

5.1.1  Reliability
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Evaluation by Competent Authorities

Use separate "evaluation boxes" to provide transparency as to the
comments and views submitted

EVALUATION BY RAPPORTEUR MEMBER STATE
Date 30/06/2006

Matcerials and Mecthods —

Results and discussion

Conclusion

Reliability
Acceptability

Remarks

Date

ant discrepancies referring fo the (sub)heading numbers
a inmary and conclusion.
deviating from view of rapportenr mentber state

Materials and Methods

Results and discussion
Conclusion
Reliability
Acceptability - - Discuss if deviating firom view of rapporteur member state

Remarks
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Section A6.2

Annex Point 11A6.2

Metabolism studies in mammals. Basic toxicokinetics,
including a dermal absorption study (2)

Dermal absorption

1.1

1.2.1
1.2.2

1.23

2.1

2.2
23

References

Data protection

Data owner

Companies with
letter of access

Criteria for data
protection

Guideline study

GLP

Deviations

Official
use only

1 REFERENCE

1-2002a): An exploratory study to determine th
route of elimination of YRC2894 (thiacloprid) when administe
intravenously or dermally to male Rhesus monkeys.
Report No. M-074260-01-1, unpublished

2 2002b): A study to determine the dermal
l"C-thiao:loprid in SC 480 formulation when admini
male Rhesus monkeys. Report No, M-0074257-

2
Yes;

US EPA-OPPTS Guideling
Health Canada PMRA B

GUIDELINES AND

rhesus monkeys was investigated (one monkey per
assignments are given in Table A6_2-1,

1, one male rhesus monkey was intravenoust (i.v.)

ed "C-thiacloprid (radiochemical purity , 28.9 uCi) at
of 234 pug. The animal was remained in the metabolism cage for
uration of the study,

For Group 2, one male rhesus monkey was administered a dermal

» application of Calypso SC 480 containing HC-thiacloprid (actual dose

222 pp at9.25 pg/cmz) to shaved back skin (4 cm x 6 ¢cm) demarcated
with a Duoderm patch to isolate the dosing area. The application site
was then covered with an aluminium protective device. The animal was
anaesthetised and restrained during dosing; it was then placed in a
primate chair for an 8-hour dosing period. After 8 hours, the protective
dressings were removed and the application site washed with soapy
water and dried. The dose site (4 cm x 1.5 cm) was tape-stripped 16
times (4 sets of four strips). The skin was then swabbed with isopropyl
alcohol and washed with soapy water.

For the Group 2 animal, a urine pan/screen wash/wipe was conducted at
4 and 8 hours post-dose and a chair wash/wipe was conducted at 8 hours
post-dose after the animal was removed from the chair. Urine and
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