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	Danish CA comments on the classification proposal of Lysmeral (CAS no 80-54-6):

The Danish CA wishes to comment on the proposal for classification for fertility of Lysmeral. 

Serious effects on testes and sperm in repeated dose studies in rodents were consistently reported across studies of varying duration, by oral gavage and dermal routes. In the EOGRTS study, a low purity micro-encapsuled test material was used, which brings doubt as the results yielded from that study, as the doses chosen appear to be very low.  Studies in other species lack information on 

Arguments of differences in toxicokinetics between species are used in the proposal to refute relevance to humans. However, the presented data point at quantitative rather than qualitative differences between species. Especially, an in vitro study in different species is used to support this line of argument. The exclusivity of the proposed mode of action is not proved. The Danish EPA is of the opinion that the data presented are insufficient to exclude relevance to humans  of the effects. 

Therefore, the Danish CA believes that Lysmeral should be classified as repro cat 1B, H360. 
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