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echst-Roussel Agrl-Vet Company is the U.S . agent requestingapprove
KIM, Paris, France, of NAPA 138-612 for the use o

one acetate) In finishing heifers for Improve
d efficiency and Finaplix-S in finishing steers

improved feed efficiency . The Product is to be administered to
Yra at a dose of 200 mg during the last 63 days print to slaughter

63 days .

Trenbolone acetate could he introduced to
W* through use of the product . However
indicate that trenbolone acetate is eaten
admintstration. Of the Initial dose of tritio

detected
A We

sign.
cattle vast* and would not be expected to enter

. result of Its use in feedlot heifers and steers*

The firm bon submitted an environmental assessment (RA) dated April
197 (copy attached) in support of the approval of the NAPA . The
active drug substance to produced In the Roussei-Uciaf facility in
Vertolave, France. The fin SW product is to he produced I".
Compiegne, France . Therefore, introductions of the drug substance
into the Wo environment from manufacturing are not expected .

which describes the was
of the product and has
requirements of the

has been

measures ut
certified comp
appropriate French government .
provided in the R& which indicates
taken to protect employees from exposure to
adverse occupational effects at manufacturing facilities are not .
anticipated . Adverse effects to individuals utilizing the finished
product are not expected because of the nature of t'
delivery of the finished drug product .
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Based on (I) the lack of parent compound expected in the environment,
(2) the low concentrations of the major metabolite, 17-alpha, expected
In aquatic and terrestrial envi ronments, (3) the low vapor

e soil sorption of the 17-alpha metabolite, (4) a
demonstrated lack of adverse impacts to nitrogen a

organisms, and (5) a UK of adverse effects on target and
species, it Is expected that the use of trenbolone acetate in
heifers and steers will not have a significant impact. on the stn
of the environment.
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