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(i) A party reexporting U.S.-origin one- 
for-one replacement parts or 
replacements for defective or 
unacceptable U.S.-origin equipment 
shall ensure that the commodities being 
repaired or replaced were shipped to 
their present location in accordance 
with U.S. law and continue to be legally 
used, and that either before or promptly 
after reexport of the replacement parts 
or equipment, the replaced parts or 
equipment are either destroyed or 
returned to the United States or to the 
foreign firm in Country Group T or V 
that shipped the replacement parts or 
equipment.

(ii) If the replacement parts or 
equipment are being shipped to Country 
Group Q, S, W, Y, or Z, the People’s

(B) For replaced equipment 
(§ 371.17(f)):

I (We) certify that the commodity(ies) 
described below were reexported under the 
provisions of § 374.2 of the Export 
Administration Regulations to replace 
defective or otherwise unusable U.S.-origin 
equipment previously (exported from the 
United States under validated export license

Dated: June 12,1987.
Vincent F. DeCain,
Deputy Assistant Secretary fo r Export 
A dm inistration.

[FR Doc. 87-13788 Filed 6-16-87; 8:45 amj
BILLING CODE 3510-DT-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory 
Commission

18 CFR Parts 154 and 271

[Docket No. RM86-7-0Q0; Order No. 473}

Compression Allowances and Protest 
Procedures Under NGPA Section 110; 
Correction

Issued: June 11,1987.
AGENCY: Federal Energy Regulatory 
Commission, DOE.

Republic of China, or Afghanistan, 
submit one of the following written 
certifications on letterhead stationery, 
on a quarterly basis, to Director, Office 
of Export Licensing, Export 
Administration, P.O. Box 273, 
Washington, DC 20044:

(A) For one-for-one replacements 
(§ 371.17(e)):

I (We) certify that the commodity(ies) 
described below were reexported under the 
provisions of § 374.2 of the Export 
Administration Regulations as one-for-one 
replacement parts. The defective or otherwise 
unusable or worn out part(s) [was (were) 
returned to the United States on (date(s) of 
shipment to U.S.)) [was (were) returned to 
(name of foreign firm) on (date(s))) [was 
(were) destroyed abroad on (dates(s)) by 
(name of foreign firm)].

__________ ) reexported from (name of
country) under OEL Authorization No.
__________ 1 (We) further certify that the
defective or otherwise unusable equipment 
[was returned to the United States on (date of 
shipment to U.S.)]; [was returned to (name of 
foreign firm) on (date of receipt by foreign 
firm)]; [was destroyed abroad on (date) by 
(name of foreign firm)].

ACTION: Final rule, correction.

SUMMARY: The Federal Energy 
Regulatory Commission (Commission) is 
amending its final rule, Compression 
Allowances and Protest Under NGPA 
section 110,52 FR 21660 (June 9,1987), 
by adding regulatory text to new 
paragraph (h) in § 271.1104. This 
regulatory text was inadvertently 
omitted from the final rule published in 
the Federal Register. The Commission is 
also correcting the authority citation for 
Part 271 to include the Administrative 
Procedure Act which was also 
inadvertently omitted.
EFFECTIVE DATE: June 9,1987.
FOR FURTHER INFORM ATION CONTACT: 
Peter J. Roidakis, Federal Energy 
Regulatory Commission, Office of the 
General Counsel, 825 North Capitol 
Street NE., Washington, DC 20426, (202) 
357-8224.

SUPPLEMENTARY INFORMATION: 

Discussion
On June 3,1987, the Federal Energy 

Regulatory Commission (Commission) 
issued its final rule for Compression 
Allowances and Protest Procedures 
Under NGPA Section 110, Order No. 473, 
52 FR 21660 (June 8,1987). A portion of 
the regulatory text for new paragraph 
(h) in § 271.1104 was inadvertently 
omitted in the version of the final rule 
sent to the Federal Register for 
publication. The Commission is also 
correcting the authority citation for Part 
271 to include the Administrative 
Procedure Act which was also 
inadvertently omitted.
Kenneth F. Plumb,
Secretary.

PART 271—CEILING PRICES
1. The authority citation for Part 271 is 

revised to read as follows:
Authority: Natural Gas Act, 15 U.S.C. 717- 

717w (1982); Department of Energy 
Organization Act, 42 U.S.C. 7101-7352 (1982); 
E .0 .12009, 3 CFR 1978 Comp., p. 142; Natural 
Gas Policy Act of 1978,15 U.S.C. 3301-3432 
(1982); Administrative Procedure Act, 5 
U.S.C 553 (1982).

2. In § 271.1104, paragraph (h)(1) is 
revised and a new paragraph (h)(2) is 
added to read as follows:

§271.1104 Production-related costs.
*  *  *  *  *

(h) P ipelin e list su bm issions an d  
p rotest procedu re—(1) P ipelin e filings. 
The information required by
§ 271.1104(h) (2) and (3) of this subpart 
must be filed with the Commission 
within September 8,1987. A pipeline 
may submit the information required 
under §§ 271.1104(h) (2) and (3) of this 
subpart in any original and 
supplemental evidentiary submission, 
purchased gas adjustment, or rate filing 
with the Commission, or by providing 
specific references sufficient to locate 
the data in any of these prior filings.

(2) Statem ents o f  contractu al 
authority. An interstate pipeline must 
file the following information for every 
first seller that sells gas to that pipeline 
and that asserts contractual authority to 
collect delivery allowances pursuant to 
any area rate clause:

(i) A statement specifying for each 
first seller whether, in the opinion of the 
interstate pipeline, that first seller has, 
or does not have, contractual authority 
to collect production-related costs 
permitted under § 271.1104 of this 
chapter;

(ii) Any data that supports the 
statement made under paragraph
(h)(2)(i);

Quantity Description of parts ECCN Dollar value

Quantity Description of equipment (include characteristics such 
as model No., horsepower, size, etc.) ECCN Dollar value
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(iii) A copy of any data submitted 
under paragraph (f) of this section for 
each first seller; and

(iv) The rate schedule number (or if 
none has been assigned, the date of the 
contract) and the name of the seller for 
each first sale of natural gas where the 
seller has made a submission under 
paragraph (f) of this section.
* * * * *

[FR Dog. 87-13762 Filed 6-16-87; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 312
[Docket No. 82 N -039 4 ]

New Drug, Antibiotic, and Biologic 
Drug Product Regulations; OMB 
Approval of Requirements

a g e n c y : Food and Drug Administration. 
a c t io n : Final rule.

s u m m a r y : The Food and Drug 
Administration (FDA) is announcing 
that the Office of Management and 
Budget (OMB) has approved the 
collection of information requirement 
concerning annual reports of 
investigations under the investigational 
new drug regulations. The agency is 
amending those regulations to reflect 
OMB’s approval. 
e f f e c t iv e  d a t e : June 17,1987.
FOR FURTHER INFORMATION CONTACT: 
Steven H. Unger, Center for Drugs and 
Biologies (HFN-362), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-295-8046. 
SUPPLEMENTARY INFORMATION: In the 
Federal Register of March 19,1987 (52 
FR 8798), FDA issued a final rule 
revising its regulations governing the 
submission and review of 
investigational new drug applications 
(IND’s). In that document (52 FR 8800) 
the agency advised that OMB had 
approved the information collection 
requirements contained in the final rule, 
except that § 312.33 (21 CFR 312.33) 
contained revised information collection 
requirements that would be submitted to 
OMB for approval.

OMB has approved the collection of 
information requirement under OMB 
control number 0910-0014. This 
document announces OMB's approval of 
5 312.33, and amends the regulation of 
March 19,1987 (52 FR 8798), to reflect 
that approval.

The agency also advises that the OMB 
control number 0910-0014 supersedes

the OMB control number 0910-0162 cited 
in the March 19,1987, final rule (52 FR 
8800). Thus, this document also amends 
the regulation to reflect the current OMB 
control number for previously approved 
sections.

Because this amendment is 
nonsubstantive, notice and public 
procedure are unnecessary (5 U.S.C. 553
(b)(B) and (d)).

List of Subjects in 21 CFR Part 312 
Drugs, Medical research.
Therefore, under the Federal Food, 

Drug, and Cosmetic Act and the Public 
Health Service Act, 21 CFR Chapter I is 
amended as follows:

PART 312—INVESTIGATIONAL NEW 
DRUG APPLICATION

1. The authority citation for 21 CFR 
Part 312 continues to read as follows:

Authority: Secs. 501, 502, 503, 505, 506, 607, 
701, 52 Stat. 1049-1053 as amended, 1055-1056 
as amended, 55 Stat. 851, 59 Stat. 463 as 
amended (21 U.S.C. 351, 352, 353, 355, 356,
357, 371); sec. 351, 58 Stat. 702 as amended (42 
U.S.C. 262); 21 CFR 5.10, 5.11.

§§ 3 1 2 .1 0 ,3 1 2 .2 3 ,3 1 2 .3 0 ,3 1 2 .3 1 , 312.32, 
312 .33 ,312 .36 , 312.38, 312.41, 312.44,
312.45, 3 1 2 .4 7 ,312 .53 ,3 12 .5 5 , 312.56,
312 .57 ,312 .59 , 312.62, 312.64, 312.66,
312 .70 ,312 .110 , 312.120, 312.140, 312.160  
[Amended]

2. Sections 312.10, 312,23, 312.30,
312.31, 312.32, 312.33, 312.38, 312.38, 
312.41, 312.44, 312.45, 312.47, 312.53, 
312.55, 312.56, 312.57, 312.59, 312.62, 
312.64, 312.66, 312.70, 312.110, 312.120, 
312.140, 312.160 are amended by adding 
at the end of each section “(Collection of 
information requirements approved by 
the Office of Management and Budget 
under number 0910-0014.)"

Dated: June 12,1987.
John M. Taylor,
Associate Commissioner fo r Regulatory 
A ffa irs.
[FR Doc. 87-13796 Filed 6-16-87; 8:45 am] 
BILLING CODE 4160-01-M

21 CFR Part 522

Implantation or Injectable Dosage 
Form New Animal Drugs Not Subject 
to Certification; Sterile Prednisolone 
Acetate Aqueous Suspension
AGENCY: Food and Drug Administration. 
ACTION: Final rule.

SUMMARY: The Food and Drug 
Administration (FDA) is amending the 
animal drug regulations to reinstate the 
approval of a new animal drug 
application (NADA) sponsored by 
Schering Corp. providing for use of

sterile prednisolone acetate aqueous 
suspension for dogs, cats, and horses.

EFFECTIVE DATE: June 17,1987.

FOR FURTHER INFORMATION CONTACT: 
Andrew J. Beaulieu, Center for 
Veterinary Medicine (HFV-210), Food 
and Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857, 301-443- 
3044.

SUPPLEMENTARY INFORMATION: Schering 
Corp., Galloping Hill Rd., Kenilworth, NJ 
07033, is sponsor of NADA 10-312 which 
provides for use of Meticortelone® 
Aqueous Suspension (prednisolone 
acetate) in dogs, cats, and horses and 
Meticortelone® Tablets (prednisolone) in 
dogs and cats. The NADA was 
originally approved March 14,1956. In a 
letter dated May 18,1984, the firm 
requested withdrawal of approval of the 
NADA because the drug products are no 
longer being marketed and waived an 
opportunity for hearing. FDA published 
the withdrawal of approval in a notice 
and removal of 21 CFR 522.1881 in a 
final rule in the Federal Register of 
October 7,1986 (51 FR 35632, 35693).

On November 4,1986 Schering Corp. 
informed FDA that its request for 
withdrawal of approval was an error 
and requested reinstatement of the 
approval. In a subsequent letter dated 
February 27,1987, Schering clarified its 
request for reinstatement to point out it 
should apply only to the aqueous 
suspension. FDA evaluated the request 
and the files and concluded that, in this 
instance, the request for reinstatement 
was justified. Therefore, NADA 10-312 
is reinstated for the injectable aqueous 
suspension and § 522.1881 is added to 
reflect the reinstated approval. Prior to 
marketing the product, approval of 
revised labeling in accordance with 
current regulations 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, Part 
522 is amended as follows:

PART 522—IMPLANTATION OR 
INJECTABLE DOSAGE FORM NEW 
ANIMAL DRUGS NOT SUBJECT TO 
CERTIFICATION

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

Authority: Sec. 512(i), 82 Stat. 347 (21 U.S.C. 
360b(i)); 21 CFR 5.10 and 5.83.
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2. Part 522 is amended by adding new 
§ 522.1881 to read as follows:

§ 522.1881 Sterile prednisolone acetate 
aqueous suspension.

(a) S pecification s. Each milliliter of 
sterile aqueous suspension contains 25 
milligrams of prednisolone acetate.

(b) Sponsor. See No. 000061 in 
§ 510.600(c) of this chapter.

(c) N AS/N RC status. The conditions 
of use are NAS/NRC reviewed and 
found effective. Applications for these 
uses need not include effectiveness data 
as specified in § 514.111 of this chapter 
but may require bioequivalency and 
safety information.

(d) C onditions o f  u se. (1) The drug is 
indicated in the treatment of dogs, cats, 
and horses for conditions requiring an 
anti-inflammatory agent. The drug is 
indicated for the treatment of acute 
musculoskeletal inflammations such as 
bursitis, carpitis, and spondylitis. The 
drug is indicated as supportive therapy 
in nonspecific dermatosis such as 
summer eczema and atopy. The drug 
may be used as supportive therapy pre- 
and post-operatively and for various 
stress conditions when corticosteroids 
are required while the animal is being 
treated for a specific condition.

(2) Hie drug is administered to horses 
intra-articularly at a dosage level of 50 
to 100 milligrams. Hie dose may be 
repeated when necessary. If no response 
is noted after 3 or 4 days, the possibility 
must be considered that the condition is 
unresponsive to prednisolone therapy. 
The drug is administered to dogs and 
cats intramuscularly at a dosage level of 
10 to 50 milligrams. The dosage may be 
repeated when necessary. If the 
condition is of a chronic nature, an oral 
corticosteroid may be given as a 
maintenance dosage. The drug may be 
given intra-articularly to dogs and cats 
at a dosage level of 5 to 25 milligrams. 
The dose may be repeated when 
necessary after 7 days for two or three 
doses.

(3) The labeling shall comply with the 
requirements of § 510.410 of this chapter 
for corticosteroids.

(4) Not for use in horses intended for 
food.

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

Dated: June 5,1987.
Gerald B. Guest,
Director, Center fo r Veterinary M edicine.

[FR Doc. 87-13767 Filed 6-16-87; 8:45 am}
BILLING CODE 4160-01-M

ENVIRONMENTAL PROTECTION 
AGENCY

40 CFR Part 52
i A-5-FRL-3211-5]

Approval and Promulgation of 
Implementation Plans; Indiana
AGENCY: U.S. Environmental Protection 
Agency (USEPA). 
a c t io n : Final rulemaking.

SUMMARY: On October 6,1980, Indiana 
submitted its most recent opacity 
regulation, 325IAC 5-1, as a revision to 
its total suspended particulate (TSP) 
State Implementation Plan (SIP). USEPA 
disapproved this regulation on 
December 16,1983 (46 FR 55852); 
principally on the grounds that it would 
relax the standard set by the existing 
regulation, known as SIP APC 3, and 
that the State had failed to show that 
such a relaxation would not interfere 
with timely attainment and maintenance 
of the relevant air quality standards.

On August 22,1984, however, the 
United States Court of Appeals for the 
Seventh Circuit declared SIP APC 3 
invalid as applied to non-combustion 
sources. B eth lehem  S teel C orporation  v. 
G orsuch, 742 F.2d 1028 (1984). As a 
result of this decision, USEPA re
examined its previous disapproval of 
325 IAC 5-1 (hereinafter referred to as 
1980 APC 3) and determined that it 
should propose to rescind its 
disapproval and approve the rule. 
USEPA proposed this action on 
November 16,1984 (49 FR 45178). ' 
Comments were received from the State, 
several steel companies, and one 
environmental organization. Today’s 
notice gives the background of this 
action, gives the reasons for USEPA’s 
final determination, and summarizes 
and responds to the comments received.

While USEPA is generally approving 
1980 APC 3 today, USEPA notes that, for 
certain source categories, 1980 APC 
does not meet the requirements in Part 
D of the Clean Air Act (Act) for 
reasonably available control technology 
(RACT) in nonattainment areas. 
EFFECTIVE DATE: This final rulemaking 
becomes effective on July 17,1987. 
a d d r e s s e s : Copies of the SIP revision, 
public comments on the notice of 
proposed rulemaking and other 
materials relating to this rulemaking are 
available for inspection at the following 
addresses: (It is recommended that you 
telephone Robert B. Miller, at (312) 353- 
0396, before visiting the Region V 
Office.)
U.S. Environmental Protection Agency,

Region V, Air and Radiation Branch,

230 South Dearborn Street, Chicago, 
Illinois 60604

U.S. Environmental Protection Agency, 
Public Information Reference Unit, 401 
M Street, SW., Washington, DC 20460 

Indiana Department of Environmental 
Management, Office of Air 
Management, 105 South Meridian 
Street, P.O. Box 6015, Indianapolis, 
Indiana 46206-6015.

FOR FURTHER INFORMATION CONTACT: 
Robert B. Miller, Air and Radiation 
Branch (5AR-26), U.S. Environmental 
Protection Agency, Region V, Chicago, 
Illinois 60604 (312) 353-0396. 
SUPPLEMENTARY INFORMATION:

I. Introduction
Under section 107 of the Act, USEPA 

has designated certain areas in each 
State as not attaining the National 
Ambient Air Quality Standards 
(NAAQS) for particulate matter, 
expressed as total suspended particulate 
(TSP). See 43 FR 8962 (March 3,1978) 
and 40 CFR Part 81. For these areas, Part 
D of the Act requires that the State 
revise its SIP to provide for attaining the 
primary TSP NAAQS by December 31, 
1982. These SIP revisions must also 
provide for attaining the secondary 
NAAQS as soon as practicable. The 
requirements for an approvable SIP are 
described in a "General Preamble” for 
Part D rulemakings published at 44 FR 
20372 (April 4,1979), 44 FR 38583 (July 2, 
1979), 44 FR 50371 (August 28,1979), 44 
FR 53761 (September 17,1979), and 44 
FR 67182 (November 23,1979).

Today’s notice of final rulemaking 
concerns the opacity limits applicable to 
sources of TSP in the State of Indiana. 
Those limits have proved to be a source 
of controversy for many years between 
USEPA and both the State of Indiana 
and its industries. On December 16,1983 
(46 FR 55852), USEPA disapproved the 
most recent Indiana opacity regulation 
submitted for review, 1980 APC 3, 
principally on the grounds that it would 
relax the standard set by the existing 
regulation, SIP APC 3, and that the State 
had failed to show that such a 
relaxation would not interfere with 
timely attainment and maintenance of 
the relevant air quality standards. 
USEPA also disapproved the rule on two 
additional grounds: (1) The regulation 
did not meet the Part D requirements of 
RACT for some sources in 
nonattainment areas and (2) the State 
had not corrected certain legal and 
technical deficiencies which are 
discussed later in this notice. On August 
22,1984, however, the United States 
Court of Appeals for the Seventh Circuit 
declared SIP APC 3 invalid as applied to


