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FINDING OF NO SIGNIFICANT IMPACT 

for 

Monenain for Reproducing Beef Cows 

NADA 95-735 C153 
Blanco Products Company 

' 

The Center for Veterinary Medicine has carefully considered the potential 
environmental Impact of this action and has concluded that this action 
will not have a significant effect on the quality of the human 
environment and that an environmental impact statement therefore will not 
he prepared. 

Blanco Products Company has submitted a supplemental new animal drug 
application that would p rovide for the use of monensin in the feed of 
reproducing beef cows for improved feed efficiency. Each animal would 
receive supplemental feed containing EKjnensin activity (as monensin 
sodium) sufficient to equal a dose of 50 to 200 milligrams per head per 
day on a continous basis. ;y?5i 

In support of their application, Elanco has prepared an environmental 
assessment addressing the potential for the proposed manufacture and use 
of monensin for reproducing beef cows to cause environmental Impacts. 
Some precautions are necessary for workers when handling the concentrated 
bulk drug and premix. The potential for any adverse effects on workers 
handling these materials is adequately mitigated by the inclusion on the 
prereix label of instructions for the safe handling of these materials and 
steps to take in the event of an accidental exposure. 

We have reviewed the environmental assessment prepared by the firm, the 
summarized supporting environmental studies submitted as part of this 
application and other environmental information previously submitted in 
support of the use of monensin in chickens and cattle. We conclude that 
the proposed use of monensin in reproducing beef cows is not expected to 
cause significant environmental effects. 

This action was considered under FDA's revised rule implementing the 
National Environmental Policy Act (21 CFR 25, 50 PR 16636, April 26, 
1985). 
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