GPO?

Federal Register / Vol. 60, No. 99 / Tuesday, May 23, 1995

/ Rules and Regulations 27223

the labeling. Transfer an accurately
measured representative portion of the
suspension equivalent to one dose into
a 200-milliliter volumetric flask. Add 10
milliliters of methanol and disperse the
sample. Dilute to volume with
methanol. Dilute 20.0 milliliters of this
solution to volume in a 50-milliliter
volumetric flask with deionized water,
swirl to mix, and allow to stand for 10
minutes. (Note: A white turbidity is
formed.) Filter this solution via a
suitable disposable filter unit,
discarding the first 5 milliliters. Store
for no more than 8 hours under
refrigeration and protect from light.

(iii) Calculations. Calculate the
milligrams of cefuroxime per dose (5
milliliters) as follows:

Milligrams of

cefuroxime per _ Ay XPsxd
5milliliters ~ Ag x1,000
of sample

where:

Ay = Sum of the areas of the cefuroxime
axetil sample isomer A and isomer B
peaks;

As= Sum of the peak areas of the cefuroxime
axetil working standard isomer A and
isomer B peaks;

Ps= Cefuroxime activity in the cefuroxime
axetil working standard solution in
micrograms per milliliter; and

d = Dilution factor of the sample.

(2) Dissolution. Proceed as directed in
§436.215 of this chapter. The quantity
Q (the amount of cefuroxime activity
dissolved) is 60 percent at 30 minutes.

(3) Moisture. Proceed as directed in
8436.201 of this chapter.

(4) pH. Reconstitute as directed in the
labeling and proceed as directed in
8436.202 of this chapter.

(5) Identity. The high-performance
liquid chromatogram of the sample
determined as directed in paragraph
(b)(1) of this section compares
qualitatively to that of the cefuroxime
axetil working standard.

Dated: May 9, 1995.
Murray M. Lumpkin,

Deputy Director, Center for Drug Evaluation
and Research.

[FR Doc. 95-12604 Filed 5-22-95; 8:45 am]
BILLING CODE 4160-01-F

21 CFR Part 522
[Docket No. 95N—-0096]

Implantation or Injectable Dosage
Form New Animal Drugs; Guaifenesin

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the

animal drug regulations to reflect the
change of the animal drug name from
glyceryl guaiacolate to guaifenesin. This
amendment is an administrative change
to redesignate glyceryl guaiacolate
products as guaifenesin products.

EFFECTIVE DATE: May 23, 1995.

FOR FURTHER INFORMATION CONTACT:
Mohammad I. Sharar, Center for
Veterinary Medicine (HFV-216), Food
and Drug Administration, 7500 Standish
Pl., Rockville, MD 20855, 301-594—
1722.

SUPPLEMENTARY INFORMATION: In the
Federal Register of June 30, 1972 (37 FR
12936) and November 5, 1976 (41 FR
48732), FDA published final rules
which reflected approval of injectable
glyceryl guaiacolate products. In the
Federal Register of December 10, 1984
(49 FR 48038), FDA published a final
rule which reflected approval of a
guaifenesin powder for injection.
Guaifenesin is the newer chemical name
for glyceryl guaiacolate. At the time of
the December 10, 1984, approval, the
prior approvals were not amended to
reflect the newer chemical name. FDA
is amending the regulations in part 522
(21 CFR part 522) to reflect the newer
chemical name by removing
8§8522.1060, 522.1060a, and 522.1060b;
by adding a new sponsor to §522.1085;
and by adding new §522.1086
Guaifenesin injection.

FDA has determined under 21 CFR
25.24(a)(9) 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).

§522.1060

2. Section 522.1060 Glyceryl
guaiacolate implantation or injectable
dosage forms is removed.

[Removed]

§522.1060a [Removed]

3. Section 522.1060a Glyceryl
guaiacolate sterile powder is removed.

§522.1060b [Removed]

4. Section 522.1060b Glyceryl
guaiacolate injection is removed.

§522.1085 [Amended]

5. Section 522.1085 Guaifenesin
sterile powder is amended in paragraph
(b) by removing ““000031” and adding in
its place the phrase ‘000031 and
037990".

6. New §522.1086 is added to read as
follows:

§522.1086 Guaifenesin injection.

(a) Specifications. Each milliliter of
sterile agueous solution contains 50
milligrams of guaifenesin and 50
milligrams of dextrose.

(b) Sponsor. See No. 037990 in
§510.600(c) of this chapter.

(c) Conditions of use. (1) The drug is
used intravenously in horses as a
skeletal muscle relaxant.

(2) Administer rapidly at a dosage of
1 milliliter per pound of body weight.

(3) No to be used in horses intended
for food.

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

Dated: May 5, 1995.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 95-12506 Filed 5-22-95; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF EDUCATION

34 CFR Parts 78, 208, 215, 230, 232,
233, 234, 236, 238, 241, 245, 246, 247,
250, 251, 252, 253, 254, 255, 256, 257,
258, 282, 298, 346, 347, 354, 362, 372,
374, 405, 407, 408, 409, 414, 416, 417,
418, 419, 422, 423, 424, 445, 462, 463,
471, 473, 474, 475, 476, 500, 501, 520,
524, 525, 526, 537, 538, 548, 555, 561,
573,574, 581, 629, 665, 671, 673, 691,
698, 700, 706, 707, 708, 722, 750, 755,
757, 758, 760, 761, 762, 763, 768, 773,
778,779, and 790

Removal of Regulations

AGENCY: Department of Education.
ACTION: Final regulations.

SUMMARY: The Secretary amends the
Code of Federal Regulations (CFR) to
remove unnecessary and obsolete
regulations. As a result of new
legislation, absence of funding, and
review in accordance with the
President’s regulatory reinvention
initiative, the Secretary has determined
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that these regulations are no longer
needed. The Secretary takes this action
to remove the regulations from the CFR.
EFFECTIVE DATE: These regulations are
effective June 22, 1995.

FOR FURTHER INFORMATION CONTACT:
Kenneth C. Depew, U.S. Department of
Education, Room 5112, FB-10, 600
Independence Avenue, SW,
Washington, DC 20202—-2241.
Telephone: (202) 401-8300. Individuals
who use a telecommunications device
for the deaf (TDD) may call the Federal
Information Relay Service (FIRS) at 1—
800-877-8339 between 8 a.m. and 8
p.m., Eastern time, Monday through
Friday.

SUPPLEMENTARY INFORMATION: President
Clinton’s memorandum of March 4,
1995, titled ““Regulatory Reinvention
Initiative” directed heads of
departments and agencies to review all
existing regulations to eliminate those
that are outdated and modify others to
increase flexibility and reduce burden.
The Department has undertaken a
thorough review of its existing
regulations and has identified the
regulations removed by this document
as obsolete and unnecessary.

The regulations being removed are no
longer necessary to administer the
program, have been superseded by new
legislation, or were issued to implement
a program that is no longer funded. To
the extent that regulations are needed to
implement new legislation, they will be
issued separately from this document.
Any determination to issue new
regulations will be carefully considered
to ensure that it is consistent with the
President’s regulatory reform efforts and
the principles in Executive Order 12866.

In consultation with customers and
partners, the Department is also
reviewing its other existing regulations
thoroughly at this time, and those
regulations will be amended as
appropriate to eliminate or revise
outdated provisions, reduce burden, or
increase flexibility. Amendments that
can be accomplished without statutory
changes are expected to be published for
public comment as soon as the reviews
are completed and regulatory changes
are drafted. For example, the notice of
proposed rulemaking published on May
1, 1995 (60 FR 21400), implementing
amendments to the Title —Helping
Disadvantaged Children Meet High
Standards program under the
Elementary and Secondary Education
Act of 1965, as amended by the
Improving America’s Schools Act of
1994, includes the removal of four
additional parts. In addition, the
Secretary will seek appropriate statutory
changes if legislative authority is

required in order to achieve regulatory
reform.

Waiver of Proposed Rulemaking

In accordance with section 437 of the
General Education Provisions Act (20
U.S.C. 1232) and the Administrative
Procedure Act (5 U.S.C. 553), it is the
practice of the Secretary to offer
interested parties the opportunity to
comment on proposed regulations.
However, these regulations merely
reflect statutory changes and remove
unnecessary and obsolete regulatory
provisions. Removal of the regulations
does not establish or affect substantive
policy. Therefore, the Secretary has
determined, pursuant to 5 U.S.C.
553(b)(B), that public comment is
unnecessary and contrary to the public
interest.

Paperwork Reduction Act of 1980

These regulations have been
examined under the Paperwork
Reduction Act of 1980 and have been
found to contain no information
collection requirements.

Assessment of Educational Impact

Based on its own review, the
Department has determined that the
regulations in this document do not
require transmission of information that
is being gathered by or is available from
any other agency or authority of the
United States.

List of Subjects
34 CFR Part 78
Administrative practice and

procedure, Education Appeal Board,
Grant programs—education.

34 CFR Part 208

Elementary and secondary education,
Grant programs—education, Teachers.
34 CFR Part 215

Education of disadvantaged,

Elementary and secondary education,
Grant programs—education.

34 CFR Part 230

Drug abuse, Grant programs—
education, Hawaiian natives.
34 CFR Part 232

Drug abuse, Elementary and
secondary education, Grant programs—
education.

34 CFR Part 233

Drug abuse, Elementary and
secondary education, Grant programs—
education, Teachers.

34 CFR Part 234

Drug abuse, Colleges and universities,
Elementary and secondary education,
Grant programs—education.

34 CFR Part 236

Drug abuse, Elementary and
secondary education, Grant programs—
education.

34 CFR Part 238

Drug abuse, Elementary and
secondary education, Grant programs—
education.

34 CFR Part 241

Elementary and secondary education,
Grant programs—education, Law.

34 CFR Part 245

Grant programs—education, Equal
educational opportunity, Women.

34 CFR Part 246

Grant programs—education, Equal
educational opportunity, Women.

34 CFR Part 247

Grant programs—education, Equal
educational opportunity, Women.

34 CFR Part 250

Elementary and secondary education,
Grant programs—education, Indians—
education.

34 CFR Part 251

Elementary and secondary education,
Grant programs—education, Indians—
education.

34 CFR Part 252

Elementary and secondary education,
Grant programs—education, Indians—
education.

34 CFR Part 253

Elementary and secondary education,
Grant programs—education, Indians—
education.

34 CFR Part 254

Elementary and secondary education,
Grant programs—education, Indians—
education.

34 CFR Part 255

Elementary and secondary education,
Grant programs—education, Indians—
education.

34 CFR Part 256

Elementary and secondary education,
Grant programs—education, Indians—
education, Teachers.

34 CFR Part 257

Adult education, Elementary and
secondary education, Grant programs—
education, Indians—education.
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34 CFR Part 258

Adult education, Elementary and
secondary education, Grant programs—
education, Indians—education.

34 CFR Part 282

Adult education, Education of
disadvantaged, Elementary and
secondary education, Grant programs—
education, Teachers.

34 CFR Part 298

Education of disadvantaged,
Elementary and secondary education,
Grant programs—education, Libraries,
Teachers.

34 CFR Part 346

Grant programs—education, Science
and technology.

34 CFR Part 347

Grant programs—education, Science
and technology.

34 CFR Part 354

Educational research, Grant
programs—education.

34 CFR Part 362

Grant programs—education,
Vocational rehabilitation.

34 CFR Part 372

Grant programs—education,
Vocational rehabilitation.

34 CFR Part 374

Grant programs—education,
Recreation and recreation areas,
Vocational rehabilitation.

34 CFR Part 405

Colleges and universities, Grant
programs—education, Vocational
education.

34 CFR Part 407

Grant programs—education,
Vocational education.

34 CFR Part 408

Education of disadvantaged,
Employment, Grant programs—
education, Vocational education.

34 CFR Part 409

Grant programs—education,
Vocational education.

34 CFR Part 414

College and universities, Grant
programs—education,
Telecommunications, Vocational
education.

34 CFR Part 416

Grant programs—education, Student
aid, Teachers, Vocational education.

34 CFR Part 417

Grant programs—education, Teachers,
Vocational education.

34 CFR Part 418

Colleges and universities, Grant
programs—education, Scholarships and
fellowships, Teachers, Vocational
education.

34 CFR Part 419

Grant programs—education,
Scholarships and fellowships,
Vocational education.

34 CFR Part 422

Grant programs—education,
Prisoners, Vocational education.

34 CFR Part 423

Grant programs—education,
Education of disadvantaged, Vocational
education.

34 CFR Part 424

Grant programs—education,
Vocational education.

34 CFR Part 445

Colleges and universities, Elementary
and secondary education, Grant
programs—education, Vocational
education.

34 CFR Part 462

Adult education, Grant programs—
education.

34 CFR Part 463

Adult education, Education of
disadvantaged, Grant programs—
education.

34 CFR Part 471

Adult education, Grant programs—
education.

34 CFR Part 473

Adult education, Grant programs—
education, Manpower training
programs, Small businesses.

34 CFR Part 474

Adult education, Education of
disadvantaged, Youth, Grant programs—
education.

34 CFR Part 475

Adult education, Grant programs—
education, Migrant labor.

34 CFR Part 476

Adult education, Grant programs—
education.

34 CFR Part 500

Bilingual education, Grant
programs—education.

34 CFR Part 501

Bilingual education, Grant
programs—education.

34 CFR Part 520

Bilingual education, Equal
educational opportunity, Grant
programs—education.

34 CFR Part 524

Bilingual education, Grant
programs—education.

34 CFR Part 525

Bilingual education, Grant
programs—education.

34 CFR Part 526

Bilingual education, Grant
programs—education.

34 CFR Part 537

Bilingual education, Grant
programs—education.

34 CFR Part 538

Bilingual education, Education of
disadvantaged, Grant programs—
education, Refugees.

34 CFR Part 548

Bilingual education, Grant
programs—education.

34 CFR Part 555

Bilingual education, Grant
programs—education.

34 CFR Part 561

Bilingual education, Grant
programs—education.

34 CFR Part 573

Bilingual education, Colleges and
universities, Grant programs—
education.

34 CFR Part 574

Bilingual education, Grant
programs—education.

34 CFR Part 581

Bilingual education, Elementary and
secondary education, Grant programs—
education.

34 CFR Part 629

Adult education, Colleges and
universities, Grant programs—
education, Veterans.

34 CFR Part 665

Colleges and universities, Grant
programs—education, Teachers.

34 CFR Part 671

Colleges and universities, Grant
programs—education, Libraries.
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34 CFR Part 673

Colleges and universities, Grant
programs—education, Loan programs.

34 CFR Part 691

Colleges and universities,
Scholarships and fellowships, Student
aid.

34 CFR Part 698

Colleges and universities, Civil rights,
Crime, Grant programs—education.

34 CFR Part 700

Educational research, Grant
programs—education.

34 CFR Part 706

Educational research, Grant
programs—education.

34 CFR Part 707

Educational research, Grant
programs—education.

34 CFR Part 708

Educational research, Grant
programs—education.

34 CFR Part 722

Business and industry, Colleges and
universities, Education of
disadvantaged, Elementary and
secondary education, Grant programs—
education.

34 CFR Part 750

Educational research, Elementary and
secondary education, Grant programs—
education.

34 CFR Part 755

Educational research, Elementary and
secondary education, Grant programs—
education.

34 CFR Part 757

Educational research, Elementary and
secondary education, Grant programs—
education.

34 CFR Part 758

Educational research, Elementary and
secondary education, Grant programs—
education.

34 CFR Part 760

Education of disadvantaged,
Educational research, Elementary and
secondary education, Grant programs—
education.

34 CFR Part 761

Educational research, Equal
educational opportunity, Grant
programs—education.

34 CFR Part 762

Educational research, Scholarships
and fellowships.

34 CFR Part 763

Drug abuse, Elementary and
secondary education, Grant programs-
education.

34 CFR Part 768
Grant programs—education, Libraries.
34 CFR Part 773

Colleges and universities, Educational
research, Grant programs—education,
Libraries.

34 CFR Part 778

Educational research, Grant
programs—education, Libraries.

34 CFR Part 779
Grant programs—education, Libraries.
34 CFR Part 790

Grant programs—education, Teachers.

Dated: May 19, 1995.
Richard W. Riley,
Secretary of Education.

(Catalog of Federal Domestic Assistance
numbers do not apply.)

For the reasons set forth in the
preamble, under the authority at 20
U.S.C. 1221e-3, the Secretary of
Education amends Title 34 of the Code
of Federal Regulations by removing
Parts 78, 208, 215, 230, 232, 233, 234,
236, 238, 241, 245, 246, 247, 250, 251,
252, 253, 254, 255, 256, 257, 258, 282,
298, 346, 347, 354, 362, 372, 374, 405,
407, 408, 409, 414, 416, 417, 418, 419,
422, 423, 424, 445, 462, 463, 471, 473,
474, 475, 476, 500, 501, 520, 524, 525,
526, 537, 538, 548, 555, 561, 573, 574,
581, 629, 665, 671, 673, 691, 698, 700,
706, 707, 708, 722, 750, 755, 757, 758,
760, 761, 762, 763, 768, 773, 778, 779,
and 790, and by removing the reserved
designation for parts 404 and 420.

[FR Doc. 95-12732 Filed 5-19-95; 1:54 pm]
BILLING CODE 4000-01-P

FEDERAL EMERGENCY
MANAGEMENT AGENCY

44 CFR Part 64
[Docket No. FEMA—7617]

List of Communities Eligible for the
Sale of Flood Insurance

AGENCY: Federal Emergency
Management Agency (FEMA).

ACTION: Final rule.

SUMMARY: This rule identifies
communities participating in the
National Flood Insurance Program
(NFIP). These communities have
applied to the program and have agreed

to enact certain floodplain management
measures. The communities’
participation in the program authorizes
the sale of flood insurance to owners of
property located in the communities
listed.

EFFECTIVE DATES: The dates listed in the
third column of the table.

ADDRESSES: Flood insurance policies for
property located in the communities
listed can be obtained from any licensed
property insurance agent or broker
serving the eligible community, or from
the NFIP at: Post Office Box 6464,
Rockville, MD 20849, (800) 638—6620.
FOR FURTHER INFORMATION CONTACT:
Robert F. Shea, Jr., Division Director,
Program Implementation Division,
Mitigation Directorate, 500 C Street,
SW., room 417, Washington, DC 20472,
(202) 646-3619.
SUPPLEMENTARY INFORMATION: The NFIP
enables property owners to purchase
flood insurance which is generally not
otherwise available. In return,
communities agree to adopt and
administer local floodplain management
measures aimed at protecting lives and
new construction from future flooding.
Since the communities on the attached
list have recently entered the NFIP,
subsidized flood insurance is now
available for property in the community.
In addition, the Director of the
Federal Emergency Management Agency
has identified the special flood hazard
areas in some of these communities by
publishing a Flood Hazard Boundary
Map (FHBM) or Flood Insurance Rate
Map (FIRM). The date of the flood map,
if one has been published, is indicated
in the fourth column of the table. In the
communities listed where a flood map
has been published, Section 102 of the
Flood Disaster Protection Act of 1973, as
amended, 42 U.S.C. 4012(a), requires
the purchase of flood insurance as a
condition of Federal or federally related
financial assistance for acquisition or
construction of buildings in the special
flood hazard areas shown on the map.
The Director finds that the delayed
effective dates would be contrary to the
public interest. The Director also finds
that notice and public procedure under
5 U.S.C. 553(b) are impracticable and
unnecessary.

National Environmental Policy Act

This rule is categorically excluded
from the requirements of 44 CFR part
10, Environmental Considerations. No
environmental impact assessment has
been prepared.

Regulatory Flexibility Act

The Associate Director certifies that
this rule will not have a significant
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