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Syngenta Brodifacoum January/2004

3 METHOD

3.1  Test material Brodifacoum
3.1.1 Lot/Batch number 2,3.4,5RI
3.1.2  Specification Please refer to Section 2 of Doc I1TA.

313  Purity B

314 Composition of Not applicable.
Product

3.1.5 Further relevant
properties

31.6 Method of analysis  Not applicable.
in the diet

3.2  Administration of  As a suspension in corn oil
the test substance See table A7 5 3 1 2-1 below.

33 Reference substance No.

331 Method of analysis  Not applicable.
for reference
substance

3.4  Testing procedure

341 Testorganisms Chicken Seetable A7 5 3 1 1-2 below.
342  Testsystem See table A7 5 3 1 1-3 below.
343  Duet Huntingdon Research Centre chick diet.

344  Test conditions Seetable A7 5 3 1 1-4 below.

3.45 Duration of the test 14 days (single oral dose followed by 14 day observation period).

346  Test parameter Clinical observations and mortalities.
3.47 Examination / Clinical examinations and observations:
Observation

Symptoms of toxicity and mortality were recorded daily throughout the
study.
(Gross macroscopic examinations:

Post-mortem examinations were carried out at during the study, or at
termination at the end of the study.

348  Statistics LDsg value calculated using method of Litchfield and Wilcoxon [ref:
Litchfield JT and Wilcoxon I (1949) J. Pharm. exp. Ther., 96, 99].
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Syngenta

Brodifacoum

February/2004

Section A7.1.1.1.2
Annex Point ITA7.6.2.2

Phototransformation in water including
identity of transformation products

Determination of the direct photolysis rate in water by
sunlight

51

52

521
522
9.23

524

53

531
532

Materials and
methods

Results and
discussion

Ko
¢

1;11’2]'3

Conclusion

Reliability

Deficiencies

CONCLUSION
Test guidelines follwed were OPPTS 835 2210

10.30 day ™ (3 hours exposure)
4.68 day™

1.28 x 107 (first 60 minutes)
3.29 x 10™ minutes (60 to 180 minutes)

Winter = 143
Spring = 30

Photolysis of Brodifacoum was fast with 38 % removal in
the first hour of exposure. Greater than 89 % photolysis
was noted to have occurred by around three hours.
Futhermore, whatever the season the half life of
Brodifacoum 1s less than a day. In the laboratory the
substance completes photolyses.
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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

Results and discussion

Conclusion

Reliability

Acceptability
Remarks

EVALUATION BY RAPPORTEUR MEMBER STATE
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Syngenta Limited Brodifacoum March/2004

.],.
As.traZenecaé.?
QUOTATION

Clicnt:  Sorex Limited
Address: 5t Michael's Industrial Estate

Widnes
Cheshire WAR 3T
Client Agent: Roper Sharples, Regulatory Affurs Manager Cur ref: SOREX/ATR004/0]
Diate: 7 January 2004
Project: Price:
Brodifaconm: determination of anserobic biedegradability to [S0 11734 E4360

Al work 1o be curried out to full GLP and a fully oudited report will be provided.. Stody to be
completed duning the petitd Mareh ta May 2004, with full report available by
31 August 2004

To provide BPD summary for above £500
Total £dRal

Al costs are exclusive of VAT,

Valid unkil; 21 March 2004

Terms of payment:  50% on completion of in-life phase, 504 on production of final reports

Ageepted on behalf of the Clent Sigmesd by AstraZeneca UK Limited, for and on behalf of
Rrizham Environmenizl Laboratory

M Mame: N SHILLABEER

Position: Position: Business Manager

Signadure: Signature: ﬂ

Drate: Dae I_‘F'ﬁ oy

THIS QUOTATION 15 SUBJECT TO THE TERMS AND CONDITIONS PRINTED OVERLEAF

To confirm acceptance of this quotation please sign and return one copy to Brixham Environmental Labaratory for
the atention of the Business Development Manager.

Brixham Environmental Tel 01E03 BE2EA2
Laboratory Fan 01803 825974
Frosawaser Quarny

Asdralenamck LK Lrtekes
Einahbiam 1 & Sipnhdge Gow Loncion @Y SN

Devon TOS 8EA
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ASirﬂZEﬂEﬁ@

QUOTATION

Chent;  Seres Linded

Address: 51 Michaels Industrial Estote
Widnes
Cheshire WAS 8TT

Client Agent:

Roger Sharples, Regulatory Affairs Manager

Oar rel: SOREX/ATP2003/04
Towte: 0 Qetober 2003

Project:

Erodifacoum Photolysis Trial - details as per attached document agreed during meeting at

Brizham Laboratory 30" September 2003
(o) If short (BLS] report required
{0 IF Full report required

All eoses are exclustve af VAT,

Valid waril: 20 January 2004

Price:

£400
£6000
Total E4000 -

Terms of pavment:  50% on completion of in-life phase, 50% on prodouction of final reports

Accepted on behall of the Client
Mt
Fosition:

Sigmature;

[t

Signed by Astra¥encen UK Limated, for and on behalf of
Biixham Environmental Laboratory

Mame: MW SHILLABEER

Positton: Business Manager

Signature:

P e
AN DR N

Drate:

THIS QUOTATION IS SUBJECT TO THE TERMS AND CONDITIONS PRINTED OVERLEAF
Ta confirm acceplance of this quotation plegse sign and return one copy o Brisham Environmental Laboratory for

the attention of the Business Development Manmger,

Brixham Envirenmendal
Labaratory

Frashwatar Cuimrng
Beixham

D TS ABA

Tel (1803 E52882
Fax (10073 B22374

Sispalpiveca UK el
159 Swsdeipn Sak Lo WY Bk
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