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REVISIONS TO MINIMUM ENROUTE IFR ALTITUDES AND CHANGEOVER POINTS—Continued
[Amendment 387 Effective Date, February 2, 1995]

From To MEA

*1600—MOCA

§ 95.6445 VOR Federal Airway 445 is amended to read in part

Somto, PA Fix ......................................................................................................................................... Yardley, PA Vortac ............. *2400
*1600—MOCA

From To MEA MAA

§ 95.7002 Jet Route No. 2 is amended to read in part

Lake Charles, LA Vortac ................................................................................................. Semmes, AL Vortac ........... 18000 45000

§ 95.7031 Jet Route No. 31 is amended by adding

Leeville, LA Vortac .......................................................................................................... Harvey, LA Vortac .............. 18000 45000
Harvey, LA Vortac ........................................................................................................... Meridian, MS Vortac ........... 18000 45000

is amended to delete

New Orleans, LA Vortac ................................................................................................. Meridian, MS Vortac ........... 18000 45000

§ 95.7035 Jet Route No. 35 is amended by adding

Leville, LA Vortac ............................................................................................................ McComb, MS Vortac .......... 1800 45000

is amended to delete

New Orleans, LA Vortac ................................................................................................. McComb, MS Vortac .......... 18000 45000

§ 95.7037 Jet Route No. 37 is amended to read in part

Hobby, TX VOR/DME ..................................................................................................... Harvey, LA Vortac .............. 18000 45000
Harvey, LA Vortac ........................................................................................................... Semmes, AL Vortac ........... 18000 45000

§ 95.7058 Jet Route No. 58 is amended to read in part

Alexandria, LA Vortac ..................................................................................................... Harvey, LA Vortac .............. 18000 45000
Harvey, LA Vortac ........................................................................................................... *NEPTA, FL Fix .................. 18000 45000
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Implantation or Injectable Dosage
Form New Animal Drugs; Trenbolone
Acetate and Estradiol

AGENCY: Food and Drug Administration,
HHS.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a new animal drug
application (NADA) filed by Roussel-
Uclaf. The NADA provides for use of an
ear implant containing trenbolone
acetate and estradiol for heifers fed in
confinement for slaughter for increased

rate of weight gain and improved feed
efficiency.

EFFECTIVE DATE: January 23, 1995.

FOR FURTHER INFORMATION CONTACT: Jack
Caldwell, Center for Veterinary
Medicine (HFV–126), Food and Drug
Administration, 7500 Standish Pl.,
Rockville, MD 20855, 301–594–1638.

SUPPLEMENTARY INFORMATION: Roussel-
Uclaf, Division Agro-Veterinaire, 163
Avenue Gambetta, 75020, Paris, France,
represented in the United States by
Hoechst-Roussel Agri-Vet Co., Rt. 202–
206, P.O. Box 2500, Somerville, NJ
08876–1258, filed NADA 140–992
which provides for use of an ear implant
containing 7 pellets, each pellet
containing 20 milligrams (mg) of
trenbolone acetate and 2 mg of estradiol.
The implant is used in heifers fed in
confinement for slaughter for increased
rate of weight gain and improved feed
efficiency. The NADA is approved as of
December 13, 1994, and the regulations
are amended in 21 CFR 522.2477 to
reflect the approval. The basis for

approval is discussed in the freedom of
information summary.

In accordance with the freedom of
information provisions of part 20 (21
CFR part 20) and § 514.11(e)(2)(ii) (21
CFR 514.11(e)(2)(ii)), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA–305), Food and Drug
Administration, rm. 1–23, 12420
Parklawn Dr., Rockville, MD 20857,
between 9 a.m. and 4 p.m., Monday
through Friday.

Under section 512(c)(2)(F)(ii) of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360b(c)(2)(F)(ii)), this
approval qualifies for a 3-year period of
marketing exclusivity beginning on
December 13, 1994, because new
clinical or field investigations (other
than bioequivalence or residue studies),
or human food safety studies (other than
bioequivalence or residue studies)
essential to the approval were


