FINDIRG OF 80 SICNIFICANT IMPpary
for

P&raigct_ﬁqlms_(ﬁax&nt@l-tazﬁraté)
for Weanling Calves end Yearlings

NMADS 134779
Pfiger, Inec,

The Buresu of Veterinary Medicine haos carefully congidered
the potential envirommental {mpact of this action and has
concluded that this action will pot have a significant affact
on the quality of the huwean environment and that an
environmental impact statement theorefore will pot be
prepared,

Pfizer, Inc. has requeeted approval for the-use of Paratect
bolus (Morantel tartrate) to control parasitie gastro~
enteritis in grazing cattle. The action provides for the
oral administration of a single sustained-release Paratect
bolus, containing 13.5% ¢ of the active ingredient morantel
base (equivalent to 22.7 g of morantel tartrate), te each
waanad calf and yearling cattle weighing not less than 200
pounds at the gtart of the summer gragzing season.

The active ingredient of Paratect bolus is the same ss for
the FDA-approved morantel tartrate for use in & feed premix
(31 CFR 558,360) or as a ringle dose oral bolus (21 CFR
£20.1450). The animals receiving Pavatect bolus are axpacted
to introduce into ths enviromment morantel and morantel
metabolites in concentrations similar to those expected from
the currently marketed oral bolus or foed premix
formulations. Tha proposed use of Paratect bolus in cattle
is expected to displece other morantsl tartrate formulations
already approved for use in this species. Therefore,
additional introductions of morantel tartrate inte the
enviromaent are not expected to ccgur.
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Pfizer, Inc. has submitted the attachad envirommental impact
analysis report (EIAR) in support of the propossd use of
Paratect bolug in cattle., The EIAR submitted and the
previously submitted EIAR's and other environmental
information (attached) are adequate to conclude that the
proposed use of this druvg iz unlikely to result in
significant environmental effects.

sl [ witigntiases

Date Praparey, HFV-

te

/Pr imaxy Action Gfficer, HFV-135

g/ /e
Dalfe
Attachment

cc: Orig. & Dup., NADA 134-779
Office File, HFV-310 7
Read ing Board, HFV-310

MWassef :cbm:8/25/83




	page 1
	page 2
	page 3
	page 4
	page 5
	page 6
	page 7



