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Section A6.3
Annex Point ITA6.3

Toxicological and Metabolic Studies
A6.3.3 Repeated dose toxicity (inhalation)

Conclusion

Reliability
Acceptability

Remarks

X11: Clinical signs of irritation were noted in rats at the dosage level of 3 mg/m?
and above. Clear clinical signs of neurotoxicity were evident at 9.6 and 56
mg/m? At the lowest dosage level (3 mg/m®) scratching was noted. This effect
was considered to be related to the irritant nature of deltamethrin but may also
be due to the neurotoxic nature of the substance. Statistically significant reduced
bodyweight gain was noted in males in all treated groups.

The applicant’s version is adopted with following amendments:
X12: The LOAEL was 3 mg/m?.
X13: The NOAEL was not dermined in this study.

No NOEL was determined in this study. Clinical signs (irritative and neurotoxic)
were noted in animals in all treated groups. Statistically significant reduced
bodyweight gain (>10%) was noted in males in all treated groups. In addition
minor changes in biochemical parameters were noted in animals at the dosage
level of 9.6 mg/m® and above, and organ weight changes were noted in animals
at the highest dosage level of 56 mg/m®. No NOAEL was determined in this
study. The clinical signs and reduced bodyweight gain noted at the lowest
dosage level (3 mg/m®) and above was considered adverse effects. Scratching
noted at all dosage levels was considered to be related to the irritant nature of
deltamethrin but may also be due to the neurotoxic nature of the substance (a
response to the effect of the substance on nerve endings).

2

Acceptable. The deviations from OECD guideline no. 412 are considered not to
compromise the scientific validity of the study.
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