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L. 96-354). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this final rule is consistent
with the regulatory philosophy and
principles identified in Executive Order
12866. In addition, the final rule is not
a significant regulatory action as defined
by the Executive Order and so is not
subject to review under the Executive
Order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact on small entities.
Because no current activity is prohibited
by this final rule, the compliance cost to
firms is zero. Because no increase in the
health risks faced by consumers will
result from this final rule, total costs are
also zero. Potential benefits include
wider use of this substance because of
reduced uncertainty concerning its
GRAS status, and any resources saved
by eliminating the need to prepare
further petitions to affirm the GRAS
status of this substance for this use. The
agency certifies, therefore, that the final
rule will not have a significant
economic impact on a substantial
number of small entities. Therefore,
under the Regulatory Flexibility Act, no
further analysis is required.
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List of Subjects in 21 CFR Part 184

Food additives, Food ingredients.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Director, Center for Food Safety and
Applied Nutrition, 21 CFR part 184 is
amended as follows:

PART 184—DIRECT FOOD
SUBSTANCES AFFIRMED AS
GENERALLY RECOGNIZED AS SAFE

1. The authority citation for 21 CFR
part 184 continues to read as follows:

Authority: Secs. 201, 402, 409, 701 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 321, 342, 348, 371).

2. New §184.1329 is added to subpart
B to read as follows:

§184.1329 Glyceryl palmitostearate.

(a) Glyceryl palmitostearate is a
mixture of mono-, di-, and triglyceryl
esters of palmitic and stearic acids made
from glycerin, palmitic acid, and stearic
acid.

(b) The ingredient meets the following
specifications:

(1) The substance is a mixture of
mono-, di-, and triglycerides of palmitic
acid and stearic acid.

(2) Heavy metals (as lead): Not more
than 10 parts per million.

(c) In accordance with §184.1(b)(1),
the ingredient is used in food with no
limitation other than current good
manufacturing practice. The affirmation
of this ingredient as generally
recognized as safe (GRAS) as a direct
human food ingredient is based upon
the following current good

manufacturing practice conditions of
use:

(1) The ingredient is used as a
formulation aid, as defined in 8§
170.3(0)(14) of this chapter.

(2) The ingredient is used in excipient
formulations for use in tablets at levels
not to exceed good manufacturing
practice.

Dated: November 16, 1995.
Janice F. Oliver,

Deputy Director for Systems and Support,
Center for Food Safety and Applied Nutrition.
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21 CFR Parts 510, 520, and 522

Animal Drugs, Feeds, and Related
Products; Diphenylhydantoin Sodium
Capsules, et al.

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to remove those
portions of the regulations that reflect
approval of one new animal drug
application (NADA) held by Parke-
Davis, Division of Warner-Lambert Co.,
three held by Akorn, Inc., and one held
by Veterinary Research and
Development, Inc. All of the sponsors
submitted written requests that the
agency withdraw approval of the
NADA'’s. In a notice published
elsewhere in this issue of the Federal
Register, FDA is withdrawing approval
of the NADA'’s.

EFFECTIVE DATE: December 22, 1995.

FOR FURTHER INFORMATION CONTACT:
Mohammad I. Sharar, Center for
Veterinary Medicine (HFV-216), Food
and Drug Administration, 7500 Standish
Pl., Rockville, MD 20855, 301-827—
0159.

SUPPLEMENTARY INFORMATION: In a notice
published elsewhere in this issue of the
Federal Register, FDA is withdrawing
approval of the following NADA's:

Sponsor name and address

Parke-Davis, Division of Warner-Lambert Co., 201

Tabor Rd., Morris Plains, NJ 07950

NADA No. Drug name
6032 .. Diphenylhydantoin sodium capsules ............ccccccoevvineene
12-444 ..o Sterile prednisolone SUSPENSION ..........cccceevveeiieriiiennne.
94-978 ...vveeiiee e Phenylbutazone injection ..........cccccevvieeeviieeeviiiee e Do.
110046 ....covvveeiiiieiie e Dexamethasone injection ..........ccccccovviriinicniicniciene Do.
140904 ..o Copper disodium edetate injection ...........ccccccevveereiennen.

Akorn, Inc., 100 Akorn Dr., Abita Springs, LA 70420

Veterinary Research and Development, Inc., P.O. Box

1299, Truckee, CA 95734




