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application was received and filed in
the Center for Drug Evaluation and
Research on December 27, 1994, which
shall be considered the filing date for
purposes of the act.

Interested persons may submit
relevant information on the application
to the Dockets Management Branch
(address above) in two copies (except
that individuals may submit single
copies) and identified with the docket
number found in brackets in the
heading of this document. These
submissions may be seen in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

The agency encourages any person
who submits relevant information on
the application to do so by March 13,
1995, and to provide an additional copy
of the submission directly to the contact
person identified above, to facilitate
consideration of the information during
the 30-day review period.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(sec. 802 (21 U.S.C. 382)) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10) and
redelegated to the Center for Drug
Evaluation and Research (21 CFR 5.44).

Dated: February 9, 1995.
Edward Miracco,
Acting Deputy Director, Office of Compliance,
Center for Drug Evaluation and Research.
[FR Doc. 95–5059 Filed 2–28–95; 8:45 am]
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Drug Export; Zyloprim (Allopurinol
Sodium) for Injection Equivalent to 500
Milligrams Allopurinol Sterile
Lyophilized Powder

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that Burroughs Wellcome Co. has filed
an application requesting approval for
the export of the human drug Zyloprim
(allopurinol sodium) for Injection
equivalent to 500 milligrams (mg)
allopurinol to Canada.
ADDRESSES: Relevant information on
this application may be directed to the
Dockets Management Branch (HFA–
305), Food and Drug Administration,
rm. 1–23, 12420 Parklawn Dr.,
Rockville, MD 20857, and to the contact
person identified below. Any future
inquiries concerning the export of
human drugs under the Drug Export
Amendments Act of 1986 should also be
directed to the contact person.

FOR FURTHER INFORMATION CONTACT:
James E. Hamilton, Center for Drug
Evaluation and Research (HFD–310),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301–594–2073.

SUPPLEMENTARY INFORMATION: The drug
export provisions in section 802 of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 382) provide that
FDA may approve applications for the
export of drugs that are not currently
approved in the United States. Section
802(b)(3)(B) of the act sets forth the
requirements that must be met in an
application for approval. Section
802(b)(3)(C) of the act requires that the
agency review the application within 30
days of its filing to determine whether
the requirements of section 802(b)(3)(B)
have been satisfied. Section 802(b)(3)(A)
of the act requires that the agency
publish a notice in the Federal Register
within 10 days of the filing of an
application for export to facilitate public
participation in its review of the
application. To meet this requirement,
the agency is providing notice that
Burroughs Wellcome Co., 3030
Cornwallis Rd., P.O. Box 12700,
Research Triangle Park, NC 27709–2700,
has filed an application requesting
approval for the export of the human
drug Zyloprim (allopurinol sodium) for
Injection equivalent to 500 mg
allopurinol to Canada. This product is
primarily indicated for its prophylactic
usage in patients with leukemia,
lymphomas, or other malignancies,
receiving antineoplastic treatment
(radiation or cytotoxic drugs) which
might induce increased uric acid levels.
The firm does have new drug
application approval for Zyloprim
(allopurinol) Tablets in two dosage
strengths. The application was received
and filed in the Center for Drug
Evaluation and Research on January 25,
1995, which shall be considered the
filing date for purposes of the act.

Interested persons may submit
relevant information on the application
to the Dockets Management Branch
(address above) in two copies (except
that individuals may submit single
copies) and identified with the docket
number found in brackets in the
heading of this document. These
submissions may be seen in the Dockets
Management Branch between 9 a.m. and
4 p.m., Monday through Friday.

The agency encourages any person
who submits relevant information on
the application to do so by March 13,
1995, and to provide an additional copy
of the submission directly to the contact
person identified above, to facilitate

consideration of the information during
the 30-day review period.

This notice is issued under the
Federal Food, Drug, and Cosmetic Act
(sec. 802 (21 U.S.C. 382)) and under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10) and
redelegated to the Center for Drug
Evaluation and Research (21 CFR 5.44).

Dated: February 8, 1995.
Edward Miracco,
Acting Deputy Director, Office of Compliance,
Center for Drug Evaluation and Research.
[FR Doc. 95–5062 Filed 2–28–95; 8:45 am]
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Meetings and Comment Period; New
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AGENCY: Bureau of Land Management,
Interior.
ACTION: Notice of intent, and notice of
scoping meetings with a public
comment period.

SUMMARY: In accordance with the
National Environmental Policy Act, the
Bureau of Land Management is directing
the preparation of an environmental
document for the construction,
operation, and maintenance of a
pipeline that would be 12 or 16 inches
in diameter and approximately 400
miles in length. The proposed project is
known as the Mid-American Pipeline
Company Four Corners Loop Project.
The environmental document is being
prepared as an environmental
assessment, but will be advanced to the
environmental impact statement level if
this is indicated by scoping or by a
determination of significant impacts in
the environmental assessment. Public
meetings will be held for the proposed
pipeline project with a public comment
period.
DATES: Public scoping meetings are
planned in Albuquerque, New Mexico
at the Albuquerque Convention Center,
San Miguel Room, 401 Second Street,
NW., on March 15, 1995 at 3:00 p.m. to
9:00 p.m. and in Roswell, New Mexico
at the Roswell Inn, Berrendo Room,
1815 North Main at 3:00 p.m. to 9:00
p.m. on March 16, 1995, respectively.
The meeting agenda will be to conduct
an open-house to receive interested
parties from 3:00 p.m. to 5:30 p.m. with
a formal presentation starting at 7:00
p.m., followed by a workshop to receive
comments, and ending at 9:00 p.m.


