
54333Federal Register / Vol. 61, No. 203 / Friday, October 18, 1996 / Rules and Regulations

9 a.m. and 4 p.m., Monday through
Friday.

The agency has determined under 21
CFR 25.24(d)(1)(i) that this action is of
a type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects in 21 CFR Part 522
Animal drugs.
Therefore, under the Federal Food,

Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 522 is amended as follows:

PART 522—IMPLANTATION OR
INJECTABLE DOSAGE FORM NEW
ANIMAL DRUGS

1. The authority citation for 21 CFR
part 522 continues to read as follows:

Authority: Sec. 512 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 360b).

2. Section 522.1720 is amended by
revising paragraphs (b)(1) and (b)(2) to
read as follows:

§ 522.1720 Phenylbutazone injection.

* * * * *
(b) Sponsors. (1) Approval for use of

the 200 milligrams per milliliter drug in
dogs and horses: See sponsor Nos.
000031, 011716, 015579, and 059130 in
§ 510.600(c) of this chapter.

(2) Approval for use of the 200
milligrams per milliliter drug for use in
horses: See sponsor Nos. 000010,
000402, and 000864 in § 510.600(c) of
this chapter.
* * * * *

Dated: October 4, 1996.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 96–26685 Filed 10–17–96; 8:45 am]
BILLING CODE 4160–01–F

21 CFR Part 522

Implantation or Injectable Dosage
Form New Animal Drugs; Polysulfated
Glycosaminoglycan

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 supplemental new animal
drug application (NADA) filed by
Luitpold Pharmaceuticals, Inc. The
supplemental NADA provides for

intramuscular (i.m.) use of polysulfated
glycosaminoglycan in horses for the
treatment of noninfectious degenerative
and/or traumatic joint dysfunction and
associated lameness of the hock joint.
EFFECTIVE DATE: October 18, 1996.
FOR FURTHER INFORMATION CONTACT:
Sandra K. Woods, Center for Veterinary
Medicine (HFV–114), Food and Drug
Administration, 7500 Standish Pl.,
Rockville, MD 20855, 301–594–1617.
SUPPLEMENTARY INFORMATION: Luitpold
Pharmaceuticals, Inc., Animal Health
Division, Shirley, NY 11967, is the
sponsor of NADA 140–901, which
provides for use of Adequan i.m. (500
milligrams of polysulfated
glycosaminoglycan per 5 milliliters of
sterile aqueous solution). The NADA
provides for the intra-articular and
intramuscular use of polysulfated
glycosaminoglycan in horses for the
treatment of noninfectious degenerative
and/or traumatic joint dysfunction and
associated lameness of the carpal joint.
The firm has filed a supplement to the
NADA that provides for intramuscular
use of the drug product in horses for
treatment of the same conditions of the
hock joint. The supplemental NADA is
approved as of September 13, 1996, and
the regulations are amended in 21 CFR
522.1850 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, 12420 Parklawn Dr.,
rm. 1–23, Rockville, MD 20857, between
9 a.m. and 4 p.m., Monday through
Friday.

The agency has carefully considered
the potential environmental effects of
this action. FDA has concluded that the
action will not have a significant impact
on the human environment, and that an
environmental impact statement is not
required. The agency’s finding of no
significant impact and the evidence
supporting that finding, contained in an
environmental assessment, may be seen
in the Dockets Management Branch
(address above) between 9 a.m. and 4
p.m., Monday through Friday.

List of Subjects in 21 CFR Part 522
Animal drugs.
Therefore, under the Federal Food,

Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to

the Center for Veterinary Medicine, 21
CFR part 522 is amended as follows:

PART 522—IMPLANTATION OR
INJECTABLE DOSAGE FORM NEW
ANIMAL DRUGS

1. The authority citation for 21 CFR
part 522 continues to read as follows:

Authority: Sec. 512 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 360b).

2. Section 522.1850 is amended by
revising paragraph (c)(1) and the first
sentence of paragraphs (c)(2)(i) and
(c)(2)(ii) to read as follows:

§ 522.1850 Polysulfated
glycosaminoglycan.

* * * * *
(c) Conditions of use—horses. (1)

Indications for use. Polysulfated
glycosaminoglycan is for the treatment
of noninfectious degenerative and/or
traumatic joint dysfunction and
associated lameness of the carpal and
hock joints in horses.

(2) Amount—(i) Intra-articular use
(carpal): 250 milligrams once a week for
5 weeks.
* * * * *

(ii) Intramuscular use (carpal and
hock): 500 milligrams every 4 days for
28 days. * * *
* * * * *

Dated: October 4, 1996.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 96–26686 Filed 10–17–96; 8:45 am]
BILLING CODE 4160–01–F

DEPARTMENT OF JUSTICE

Office of Justice Programs

28 CFR Part 91

[OJP No. 1099]

RIN 1121–AA41

Grants program for Indian Tribes;
Correction

AGENCY: Office of Justice Programs,
Justice.
ACTION: Correction to interim rule.

SUMMARY: This document provides the
correct contact telephone number for Dr.
Stephen Amos. The number provided
for further information in the interim
final rule, 28 CFR Part 91, published in
the Federal Register on Wednesday,
September 24, 1996 (61 FR 49969) was
incorrect.
FOR FURTHER INFORMATION CONTACT: Dr.
Stephen Amos, the Corrections Program
Office at 1–800–848–6325.
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Dated: October 9, 1996.
Laurie Robinson,
Assistant Attorney General, Office of Justice
Programs.
[FR Doc. 96–26532 Filed 10–17–96; 8:45 am]
BILLING CODE 4410–18–P

DEPARTMENT OF THE TREASURY

Office of Foreign Assets Control

31 CFR Chapter V

Blocked Persons, Specially Designated
Nationals, Specially Designated
Terrorists, Specially Designated
Narcotics Traffickers, and Blocked
Vessels; Removal of Entry

AGENCY: Office of Foreign Assets
Control, Treasury.
ACTION: Amendment of final rule.

SUMMARY: The Office of Foreign Assets
Control is removing from appendix C to
31 CFR chapter V an entry for a vessel
no longer deemed to be blocked under
economic sanctions imposed against the
Federal Republic of Yugoslavia (Serbia
& Montenegro).
EFFECTIVE DATE: October 18, 1996.
FOR FURTHER INFORMATION CONTACT:
Office of Foreign Assets Control,
Department of the Treasury,
Washington, DC 20220, tel.: 202/622–
2520.
SUPPLEMENTARY INFORMATION:

Electronic Availability
This document is available as an

electronic file on The Federal Bulletin
Board the day of publication in the
Federal Register. By modem, dial 202/
512–1387 and type ‘‘GO FAC,’’ or call
202/512–1530 for disk or paper copies.
This file is available for downloading
without charge in WordPerfect 5.1,
ASCII, and Adobe AcrobatTM readable
(*.PDF) formats. For Internet access, the
address for use with the World Wide
Web (Home Page), Telnet, or FTP
protocol is: fedbbs.access.gpo.gov. The
document is also accessible for
downloading in ASCII format without
charge from Treasury’s Electronic
Library (‘‘TEL’’) in the ‘‘Business, Trade
and Labor Mall’’ of the FedWorld
bulletin board. By modem, dial 703/
321–3339, and select the appropriate
self–expanding file in TEL. For Internet
access, use one of the following
protocols: Telnet = fedworld.gov
(192.239.93.3); World Wide Web (Home
Page) = http://www.fedworld.gov; FTP
= ftp.fedworld.gov (192.239.92.205).
Additional information concerning the
programs of the Office of Foreign Assets
Control is available for downloading

from the Office’s Internet Home Page:
http://www.ustreas.gov/treasury/
services/fac/fac.html, or in fax form
through the Office’s 24–hour fax–on–
demand service: call 202/622–0077
using a fax machine, fax modem, or
touch tone telephone.

Background
Appendix C to 31 CFR chapter V

contains the names of vessels blocked
pursuant to the various economic
sanctions programs administered by the
Office of Foreign Assets Control
(‘‘OFAC’’) (61 FR 32936, June 26, 1996).
The M/V RAMA (formerly known as the
‘‘KUPRES’’) was designated as a vessel
that was the property of undertakings or
entities organized or located in the
Federal Republic of Yugoslavia (Serbia
& Montenegro) (the ‘‘FRY (S&M)’’), or of
entities owned or controlled by such
undertakings or entities. As such, all
transactions by U.S. persons with
respect to the M/V RAMA were blocked
pursuant to § 585.201(b) of the Federal
Republic of Yugoslavia (Serbia &
Montenegro) and the Bosnian Serb–
Controlled Areas of the Republic of
Bosnia and Herzegovina Sanctions
Regulations, 31 CFR part 585 (the
‘‘Regulations’’). Sanctions against the
FRY (S&M) were suspended on January
16, 1996, and all transactions by U.S.
persons with respect to the M/V RAMA
and other FRY (S&M) vessels outside
U.S. jurisdiction on this date were
authorized. This rule is being issued to
remove the entry ‘‘RAMA’’ from
appendix C, because OFAC has
determined that this vessel was sold in
a judicial sale in Panama and is no
longer the property of undertakings or
entities organized or located in the FRY
(S&M), or of entities owned or
controlled by such undertakings or
entities. Accordingly, transactions with
regard to this vessel are not subject to
the suspended prohibitions in
§ 585.201(b) of the Regulations.

Since the Regulations and this
amendment to appendix C to 31 CFR
chapter V involve a foreign affairs
function, the provisions of Executive
Order 12866 and the Administrative
Procedure Act (5 U.S.C. 553), requiring
notice of proposed rulemaking,
opportunity for public participation,
and delay in effective date, are
inapplicable. Because no notice of
proposed rulemaking is required for this
rule, the Regulatory Flexibility Act (5
U.S.C. 601–612) does not apply.

For the reasons set forth in the
preamble, and under the authority of 3
U.S.C. 301; 22 U.S.C. 287c; 49 U.S.C.
App. 1514; 50 U.S.C. 1601–1651; 50
U.S.C. 1701–1706; E.O. 12808, 57 FR
23299, 3 CFR, 1992 Comp., p. 305; E.O.

12810, 57 FR 24347, 3 CFR, 1992
Comp., p. 307; E.O. 12831, 58 FR 5253,
3 CFR, 1993 Comp., p. 576; E.O. 12846,
58 FR 25771, 3 CFR, 1993 Comp., p.
599; and E.O. 12934, 59 FR 54117, 3
CFR, 1994 Comp., p. 930, appendix C to
31 CFR chapter V is amended as set
forth below:

Appendix C to chapter V of 31 CFR
is amended by removing the entry for
the vessel ‘‘RAMA’’.

Dated: September 18, 1996.
R. Richard Newcomb,
Director, Office of Foreign Assets Control.

Approved: September 24, 1996.
James E. Johnson,
Assistant Secretary (Enforcement).
[FR Doc. 96–26810 Filed 10–17–96; 8:45 am]
BILLING CODE 4810–25–F

DEPARTMENT OF THE INTERIOR

National Park Service

36 CFR Part 13

RIN 1024–AC19

National Park System Units in Alaska

AGENCY: National Park Service, Interior.
ACTION: Final rule.

SUMMARY: These regulations will
implement section 1307 of the Alaska
National Interest Lands Conservation
Act of 1980 (ANILCA). This action is
necessary to establish procedures for
administering the statutory rights and
preferences established by section 1307
for certain persons to conduct revenue-
producing visitor services in certain
units of the National Park System
located in the State of Alaska.
Particularly, this rulemaking provides
guidance in the solicitation, award and
renewal of Alaska visitor service
authorizations in park areas.
EFFECTIVE DATE: This rule is effective
November 18, 1996, except §§ 13.82–
13.85 will become effective upon OMB
approval of the Information Collection
requirements. A document will be
published in the Federal Register
establishing an effective date for
§§ 13.82–13.85.
FOR FURTHER INFORMATION CONTACT:
Rebecca L. Rhea, Concessions
Management Analyst, Alaska System
Support Office, National Park Service,
2525 Gambell Street, Room 107,
Anchorage, Alaska 99503–2892. Phone:
907–257–2529.

SUPPLEMENTARY INFORMATION:

Background
ANILCA (16 U.S.C. 3101 et seq.) was

signed into law on December 2, 1980.
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