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Rabbit 24 hour Slight irritation | Erythema (intact
(Oryctolagus | exposure to skin): 0.41
cuniculus) occluded Erythema (abraded
skin (abraded skin) 0.5
and non- Oecdema (intact
abraded) skin): 0.17
QOecdema (abraded
skin): 0.33
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5.4 Conclusion

Brodifacoum was concluded to be a slight irritant to rabbit skin.
The mean skin irritation scores (24 and 72 hours) after application of the test substance brodifacoum,
were 0.41 and 0.50 for erythema (intact and abraded skin respectively), and 0.17 and 0.33 for cedema
(intact and abraded skin respectively).

Evaluation by Com petent 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

Date

Materials and Methods
Results and discussion
Conclusion

Reliability
Acceptability

Remarks

COMMENTS FROM ...

11146.1.4 2.1 10.doc

























Draft 26" November 2003
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Doc ITITA/Section 6.2  Percutaneous absorption (in vitro test)

BPD Data Set IIA/Annex
Point V1.6.2

114, data pointV1 6.2 and IIB, data point VI 6.4 IN VITRO
ABSORPTION THROUGH HUMAN EPIDERMIS

1.1 Reference

1.2 Data protection
121  Data owner

1.2.2  Companies with
letter of access

1.2.3  Criteria for data
protection

2.1 Guideline study

2.2 GLP

23 Deviations

3.1 Test material
3.1.1 Lot/Batch number
312  Specification

Official
1 REFERENCE use only

I 2003, Klerat Pellets: [n Vitro Absorption Through Human
Epidermis. Syngenta [JJJi

[+

GUIDELINES AND QUALITY ASSURANCE

es X

OECD (2002) test Guideline No. 428, Skin Absorption: /n viiro method
(in press) ENV/IM/TG (2002) 7, Annex 6.

4

4

€3

There were no deviations from the Protocol or Guideline Standards

3 MATERIALS AND METHODS

Klerat Pellets contaiming brodifacoum X

Noeminal 0.005% w/w brodifacoum

3.1.3  Description Red cylindrical pellet

3.1.4  Purity ] X

3.1.5  Source -

3.1.6  Stability I

3.1.7 Radiolabelling None. Material analysed using cold analytical method (L.C-MS-MS)

3.2 Test animals

321 Species Human

322 Source Surgery and/or post mortem

323  Sex Female

324  Skintype Epidermal membranes from at least two subjects

325  Skin preparation Skin samples were immersed in water at 60°C for 40-45 seconds and the
epidermis teased away from the dermis
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Final proposal by Fraunhofer IT A

28 February 2000

Syngenta Limited

Brodifacoum March/2002

Doc IITIA /
Section 6.2

BFD Data Set I1A /

Toxicokinetics Studies

Absorption, tissue distribution, metabolism and excretion in male rats
following administration of single oral dose

Annex Point V1.6.2
Official
1 REFERENCE use only
1.1 Reference _ (1987). ‘Brodifacoum: Elimination from the
tissues of rats following administration of single oral doses.”
i Report No: CTL/P/1559 [C2.7/05]
(unpublished).
Eerrimental work carried out between _ and
12 Dataprotection [N
121 Data owner I
122  Companies with _
letter of access
123 Critriafordats [
protection
2 GUIDELINES AND QUALITY ASSURANCE
21 Guideline study No, but methods used broadly comparable to OECD guideline 417 for
Toxicokinetic studies.
22 GLP Yes.
2.3 Deviations
3 MATERITALS AND METHODS
31 Test material Brodifacoum
31.1 Lot/Batch number  Unlabelled brodifacoum : ||| GGG
["C]-brodifacoum: (used for Groups 2
and 3) and (used for Group 4)
312  Specification _
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