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has been previously approved in any
other application filed under section
512(b)(1) of the act.

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. New § 522.147 is added to read as
follows:

§ 522.147 Atipamezole hydrochloride.

(a) Specifications. Each milliliter of
sterile injectable solution contains 5.0
milligrams of atipamezole
hydrochloride.

(b) Sponsor. See No. 000069 in
§ 510.600(c) of this chapter.

(c) Conditions of use in dogs—(1)
Amount. Inject intramuscularly the
same volume as that of medetomidine
used.

(2) Indications for use. To reverse
clinical effects of the sedative and
analgesic agent medetomidine
hydrochloride.

(3) Limitations. For intramuscular use
only. Not recommended for use in
pregnant or lactating animals, or
animals intended for breeding.
Atipamezole has not been evaluated in
breeding animals. Federal law restricts
this drug to use by or on the order of
a licensed veterinarian.

Dated: September 4, 1996.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 96–23758 Filed 9–16–96; 8:45 am]
BILLING CODE 4160–01–F

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

21 CFR parts 1309, 1310 and 1313

[DEA No. 138F]

Removal of Exemption for Certain
Pseudoephedrine Products Marketed
Under the Food, Drug, and Cosmetic
Act (FD&C Act); Correction

AGENCY: Drug Enforcement
Administration (DEA), Justice.
ACTION: Correction to final regulations.

SUMMARY: This document contains
corrections to the final regulations
which were published on Wednesday,
August 7, 1996 (61 FR 40981). The
regulations related to the removal of the
exemption for certain pseudoephedrine
products marketed under the Food,
Drug, and Cosmetic Act (FD&C Act).
EFFECTIVE DATE: October 7, 1996.
FOR FURTHER INFORMATION CONTACT:
Frank Sapienza, Acting Chief, Drug and
Chemical Evaluation Section, Office of
Diversion Control, Drug Enforcement
Administration, Washington, D.C.
20537, Telephone (202) 307–7183.
SUPPLEMENTARY INFORMATION: The final
regulations that are the subject of these
corrections remove the exemption for
certain pseudoephedrine products
marketed under the Food, Drug, and
Cosmetic Act (FD&C Act). The
regulations amend Title 21, Code of
Federal Regulations, to revise certain
sections in Parts 1309, 1310 and 1313.

The final rule (61 FR 40981) added a
new section designated as ‘‘Section
1309.28’’. This new section should have
been designated as ‘‘Section 1309.29’’.
Therefore, in each instance where the
final rule refers to the wording ‘‘Section
1309.28’’, the reader should substitute
the wording ‘‘Section 1309.29’’.

Accordingly, the publication on
August 7, 1996 of the final regulation
(61 FR 40981) is corrected as follows:

PART 1309—[CORRECTED]

§ 1309.02 [Corrected]
1. On page 40989 in the second

column § 1309.02(f) is corrected by
removing ‘‘§ 1309.28’’ and adding
‘‘§ 1309.29’’ in its place.

§ 1309.29 [Corrected]
2. On page 40989, in the third

column, amendatory instruction 3 is
corrected to read as follows:
‘‘Section 1309.29 is added to read as
follows:’’

3. On page 40989, in the third
column, the number and heading under
amendatory instruction 3 are corrected
to read as follows:

‘‘§ 1309.29 Exemption of retail distributors
of certain pseudoephedrine products.’’

PART 1310—[CORRECTED]

§ 1310.04 [Corrected]

4. On page 40990, § 1310.04, is
corrected by removing § 1309.28’’ and
adding ‘‘§ 1309.29’’ in its place.

Dated: September 9, 1996.
Stephen H. Greene,
Deputy Administrator, Drug Enforcement
Administration.
[FR Doc. 96–23556 Filed 9–16–96; 8:45 am]
BILLING CODE 4410–09–M

DEPARTMENT OF STATE

22 CFR Parts 120, 123, and 128

[Public Notice 2408]

Bureau of Political-Military Affairs;
Amendments to the International
Traffic in Arms Regulations

AGENCY: Department of State.
ACTION: Final rule.

SUMMARY: This rule amends the
International Traffic in Arms
Regulations (ITAR) to correct a
typographical error in the definition of
‘‘technical data;’’ eliminate the
requirement of reporting subsequent
exports of unclassified technical data;
and clarify authority and use the current
names of any office, bureau, or titles of
officers that have changed since 1990.
EFFECTIVE DATE: September 17, 1996.
FOR FURTHER INFORMATION CONTACT:
Philips S. Rhoads, Chief, Compliance
and Enforcement Branch, Office of
Defense Controls, Bureau of Political-
Military Affairs, Department of State
(703 875–6650).
SUPPLEMENTARY INFORMATION: Federal
Register Public Notice No. 1179, dated
March 29, 1990, announced that the
Office of Munitions Control had
changed its name to the Office of
Defense Trade Controls. (55 FR 11714.)
Part 128 of the International Traffic in
Arms Regulations (ITAR) is being
amended to reflect the current name of
the Office of Defense Trade Controls.
Other amendments reflect the name
change of the Bureau of Politico-
Military Affairs to its current name, the
Bureau of Political-Military
Affairs.Additionally, references to the
‘‘Under Secretary of State for Security
Assistance, Science and Technology’’
are being amended to the current title of
the ‘‘Under Secretary of State for Arms
Control and International Security
Affairs.’’ Furthermore, cross references
to other sections in the ITAR are being


		Superintendent of Documents
	2023-05-06T15:30:14-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




