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FINDING OF BO SIGNIPICART Iwupany
ifor

Horantel Tartrate
Feed Premix (NADS $2-444 CU4AS)
and Polus (NADA 93-803 CO45)
for Use ip Dadry Cattls

Pfizer Ine., Grotom, CT

The Center for Veterinaty Hediaine has carefully considered the
potentiel environmental impsct of this sction and has concluded that
this action will mot have a significant effect on the quality of the
humen envivomment and that an enviropmental impact statement ﬁhﬁf??arh
will not bhe prﬁparﬁd.

Pfizer Inc. i requesting approval of supplemental new animal drug
applicetions For morantel tartyate feed prewmix (HADA 92-444 (045) and
bolus (NNADA 93-903 €045). The supplements provide for the deletion of
the statement "not for use in dairy animals of hreediog age” with
subgequent directions providing for delry anivals of breeding age.

The HARA's are currently approved for the wese of the products in
cattle with a warning speinst use in dairy cattle of hreeding age.

The dosage and indications for the products will remain the game asm
currentiy approved.

The sction represents an incresse in the use pattern of the drug and
reguives an enviropmental sascesment (B4A) under 21 (FR 25.31ala) of
FBA's new REPA~implementing regulations. The firm has provided an r&
(copy attached), sigved Wovember 7, 1966, in accord with these
regulations, The HA subnitted by the Tirw provides an sssesement of
the sxpected increase in the use of morantel tartrate resulting frobk
its wse in dairy cattle of bresding epe. The BA points out that
morantal tartrate is metabolized by dairy cattle eesentielly the sawe
as for other cattle, and that the incresse in asnual use of worauteld

tartrate, resulting feom its use in dairy cattle of breeding age, will

net exceed the smount originally proilected for its wee. 4An FA for the
original use of wporantel taritrats in cattle, which resulted in &
finding of no significent impact, is attached te the current EA.
Addivionally, it iz ecupected that morantel tavtrate will rapidly
degrade in the spvironment ag & result of phbeoto-, chemical, and
biological depradation. The Center has reviewaed the BA addressing the
current actions, Iin conjunction with the BA from the previous asction,
and concludes that the use of wmorantel tartrate in deiry cattle of
breeding sge will not have & siguificant impact on the guelity of the
human enviroument.
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