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(California) were filed on March 26,
1979.

Background

In order to receive advance approval 
of an R.D. & D. program for a given year, 
an R.D. & D. organization or a 
jurisdictional company seeking such 
approval must submit a five year R.D. & 
D. plan at least 180 days prior to the 
commencement of the program. Under 
the Commission’s current regulations, 18 
CFR 35.22(d) and 154.38(d)(5)(iv), the 
Commission must act upon the R.D. & D. 
plan within 90 days after it is filed.

On June 30,1978, the Gas Research 
Institute (GRI) submitted a proposed 
research and development program 
which was approved in Opinion No. 30.1 
The People of the State of California and 
the Public Utilities Commission of the 
State of California (California) filed a 
comment in the GRI docket criticizing 
the short timetable imposed as a result 
of the 90-day deadline. California 
suggested that the Commission’s review 
of subsequent GRI applications would 
be “substantially enhanced by a modest 
amendment of the Commission’s 
regulations” to allow 120 days for 
Commission action on an application for 
advance approval of an RD&D program. 
In Opinion No. 30 the Commission 
stated that it would issue a Notice of 
Proposed Rulemaking to obtain 
comments on California’s proposal.

GRI supports the modification from 90 
days to 120 days but would strongly 
oppose any period longer than 120 days. 
GRI objects to any schedule which 
would provide for the filing of comments 
by parties as to which GRI would not 
have an opportunity to reply. KOC 
objects to the modification from 90 days 
to 120 days, stating that such additional 
time is unnecessary. California strongly 
supports the modification and reaffirms 
its support for its proposed procedural 
schedule.

California also suggested a schedule 
for handling GRI’s next annual 
application. Assuming that GRI submits 
its next application on June 4,1979 in 
order to obtain Commission action by 
October 1,1979, California proposed 
that initial comments and a staff report 
be filed on July 13,1979. Reply 
Comments by GRI would be filed on 
August 3,1979, and further comments 
would be filed on August 24,1979.

In the February 2,1979, Notice of 
Proposed Rulemaking, the Commission 
stated:

* G as R esearch  Institute, “Opinion and Order 
Approving the Gas Research Institute's 1979 
Research and Development Program,” Docket No. 
RP78-76, issued September 21,1978.

The Commission notes, however, that 
comments on procedures to be followed in 
handling GRI’s application are solicited 
through this Notice of Proposed Rulemaking 
only so that the Commission will have the 
comments available when it establishes a 
procedural schedule after GRI files its next 
annual application in 1979. This is not a 
rulemaking to establish a particular 
procedural schedule. The rulemaking 
proposed herein only revises the 90-day 
deadline to 120 days, (mimeo p. 3) emphasis 
added.

Accordingly, we will defer ruling on the 
appropriate schedule for GRI’s next 
annual application at this time. •

The proposed amendment to the 
Regulations will provide the 
Commission a better opportunity to 
review GRI’s application together with 
the comments of interested parties 
without prejudice to any party. Thus, the 
Commission finds that good cause exists 
for revising the Regulations as proposed.
[Federal Power Act, as amended, 16 U.S.C.
792 et seq., Natural Gas Act, as amended, 15 
U.S.C. 717 et seq., Department of Energy 
Organization Act, Pub. L. 95-91, E .0 .12009,
42 FR 46267, Natural Gas Policy Act of 1978, 
Pub. L. 95-621, 92 Stat. 3350)

In consideration of the foregoing, the 
Commission is amending § 35.22(d) of 
Part 35, Subchapter B, Chapter I, of Title 
18 and § 154.38(d)(5)(iv) of Part 154, 
Subchapter E, Chapter I of Title 18 of the 
Code of Federal Regulations as set forth 
below, to be effective 30 days from date 
of issuance.

By the Commission.
Lois D. Cashell,

Acting Secretary.

§35.22 [Amended]

Section 35.22 of Part 35, Subchapter B, 
Chapter I of Title 18 of the Code of 
Federal Regulations is amended by 
revising paragraph (d) so that the phrase 
“90 days” is deleted and the phrase “120 
days” is inserted in lieu thereof.

§ 154.38 [Amended]

Section 154.38(d)(5)(iv) of Part 154, 
Subchapter E, Chapter I, of Title 18 of 
the Code of Federal Regulations is 
amended by revising clause (iv) of 
subparagraph (5) of paragraph (d) so 
that the phrase “90 days” is deleted and 
the phrase “120 days” is inserted in lieu 
thereof. ^
[Docket No. RM79-16]
[FR Doc. 79-14045 Filed 5-3-79; 8:45 am]

BILLING CODE 6 4 5 0 -0 1-M

18 CFR Parts 271 and 273

Amendment to Regulations Relating to 
Publication of Prescribed Maximum 
Lawful Prices Under the Natural Gas 
Policy Act of 1978

April 27,1979.
AGENCY: Federal Energy Regulatory 
Commission.
a c t i o n : Final Rule.

s u m m a r y : This rule amends certain 
sections of the Commission’s 
Regulations implementing the Natural 
Gas Policy Act of 1978. By this 
amendment the Commission is issuing a 
compilation of Prescribed Maximum 
Lawful Prices under NGPA for the 
months of May, June and July, 1979. 
Section 101(b)(6) of the NGPA requires 
that the Commission compute and make 
available prices and inflation 
adjustments at least five days before the 
beginning of any month for which such 
figures apply.
EFFECTIVE DATE: April 27, 1979.
FOR FURTHER INFORMATION CONTACT: 
Mark Magnuson, Federal Energy 
Regulatory Commission, 825 North 
Capitol Street NE., Washington, D.C. 
20426. (202) 275-4850.
SUPPLEMENTARY INFORMATION:

A. Background

On December 1,1978, the Federal 
Energy Regulatory Commission 
(Commission) issued Interim 
Regulations (43 FR 56448, December 1, 
1978), implementing the Natural Gas 
Policy Act of 1978 (NGPA), Pub. L. No. 
95-621, 92 Stat. 3350.

On January 25,1979, the Commission 
issued the Publication of Prescribed 
Maximum Lawful Prices Under the 
NGPA and Amendments to Regulations 
Relating to Minimum Rate Gas. (Docket 
Nos. RM79-3 and 79-4).

Sections 271.101(a), 271.202, 271.302, 
271.402(a), 271.402(c)(4), 271.602, 271.702, 
271.802, 271.902, and 273.201(a)(1) of the 
Commission’s regulations under the 
NGPA set forth maximum lawful prices 
per MMBtu (Mcf for minimum rate gas) 
for deliveries made in December, 1978, 
through April, 1979. Section 271.102(c) 
sets forth thè monthly inflation 
adjustment factors. Section 101(b)(6) of 
the NGPA requires that the Commission 
compute and make available maximum 
lawful prices and inflation adjustments 
at least five days before the beginning of 
any month for which such figures apply. 
Pursuant to that mandate, the 
Commission hereby amends its 
regulations implementing the NGPA to 
add to the existing price tables, prices
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and inflation adjustments for the months 
of May, June, and July 1979.

B. Summary of Amended Regulations

The Commission’s regulations under 
the NGPA are being modified to include 
the maximum lawful prices and inflation 
adjustments for May, June, and July 
1979. The subparts of Part 271 of 
Subchapter H of the interim regulations 
so affected, and the types of natural gas 
to which these subparts apply, are as 
follows: Subpart A—Summary Tables 
and Calculations (§§ 271.101(a) and 
271.102(c)); Subpart B—New Natural 
Gas and Certain Natural Gas Produced 
from the Outer Continental Shelf 
(§ 271.202); Subpart C—New, Onshore 
Production Wells (§ 271.302); Subpart 
D—Natural Gas Committed or 
Dedicated to Interstate Commerce 
(§ 271.402(a), (§ 271.402(c)(4)); Subpart 
F—Intrastate Rollover Contracts 
(§ 271.602); Subpart G— High-Cost 
Natural Gas (§ 271.702); Subpart H— 
Stripper Well Natural Gas (§ 271.802); 
and Subpart I—Other Categories of 
Natural Gas (§ 271.902). Further, Part 273 
of Subchapter H is amended by 
publishing the maximum lawful prices 
for May, June, and July, 1979 to Subpart 
B—Interim Collection Authority 
(§ 273.201(a)(1)).

C. Effective Date

The Commission is making these 
amendments effective upon the date of 
issuance of this order upon a finding 
that good cause exists to proceed 
without compliance with the notice, 
public procedure and effective date 
provisions of 5 U.S.C. § 553. The GNP 
Implicit Price Deflator computed and 
published by the Department of 
Commerce for the most recent calendar 
quarter is published at least 8 days 
before the beginning of each quarter. 
Section 101(b)(6) of the NGPA requires 
that maximum lawful prices and 
inflation adjustments be made available 
by the Commission at least five days 
before the beginning of the month to 
which they apply. Unless amendments 
regarding rate changes for May, June 
and July 1979 are made effective 
immediately producers may bill and file 
incorrectly for the affected categories of 
gas. Thus, good cause exists to make 
these amendments effective upon 
issuance of this order. In addition, for 
the above mentioned reason, the 

ommission believes good cause exists 
0 dispense with public comment 

procedures.
(Natural Gas Act, as amended, 15 U.S.C. 717 
p  se j'.’ Energy Supply and Environmental 
Coordination Act, 15 U.S.C. 791, et seq., 

eaeral Energy Administration Act, 15 U.S.C.

761, et seq., Natural Gas Policy Act of 1978, 
Pub. L. 95-621, 92 Stat. 3350, Department of 
Energy Organization Act, Pub. L. 95-91, E.O. 
12009, 42 FR 46267).

In consideration of the foregoing, 
Parts 271 and 273 of Subchapter H, 
Chapter I, Title 18, Code of Federal 
Regulations, are amended as set forth 
below, effective immediately.

By the Commission.
Lois D. Cashell,
Acting Secretary.

PART 271— CEILING PRICES UNDER 
THE NATURAL GAS POLICY A C T OF 
1978

1. Section 271.101(a) is amended by 
revising Tables I and II to read as 
follows:

§271.101 Ceiling prices for certain categories of natural gas. 
(a)*  * *

Table I.— Summary of certain gas ceiling prices 
IPrices in $/MMBtu|

Maximum lawful price
o.,k__ _ * for deliveries made in.Subpart of part 271 NGPA Category of gas

section
May June July
1979 1979 1979

B...................... New Natural Gas, Certain OCS Gas................. ......... 2.177 2.198 2.220C...................... New, Onshore Production Wells.................... .... . 2.033 2.047 2.062G ..................... ......... .......... 107 High-Cost (below 15,000' only) Natural Gas............ 2.177 2.198 2.220H ..................... .................... 108 Stripper Wells.................................. , 2.352 2.3751....................... .................... 109 Not Otherwise Covered.......................... 1.696 1.708

Table II.— Certain gas committed or dedicated to interstate commerce on November 8, 1978

Maximum lawful price per 
MMBtu for deliveries made in:

Subpart of NGPA Category of natural gas Type of sale or contract Ma^ June July
part 271 Section 1979 1979 1979

104 Post-1974 gas.......................... .... All producers.................................... 1.684 1.696 1.708
1973-1974 Biennium gas........ .... Small producer................................. 1.424 1.434 1.444

Large producer.............................. 1.093 1.101 1.109
106(a) Interstate Rollover gas............ .... Small producer................................. .715 .715 .715

Large producer.............................. .623 .627 .631
104 Replacement contract gas or re- Small producer............................. .796 .802 .808

completion gas. Large producer............................. : .612 .616 .620
Flowing gas.............................. ....Small producer................................. .407 .410 .413

Large producer.............................. .342 .344 .346
Certain Permian Basin gas....... ....Small producer................................. .477 .480 .483

Large producer.............................. .419 .422 .425
Certain Rocky Mountain gas.... ....Small producer................................. .477 . .480 .483

Large producer.............................. .407 .410 .413
Certain Appalachian Basin gas ....North subarea contracts dated .379 .382 .385

after 10-7-69.
Other Contracts............................. .355 .358 .361

2. Section 271.102(c) is revised to read 
as follows:

§ 271.102 Calculation of inflation 
adjustment for certain maximum lawful 
prices.

(c) Inflation adjustment. The following 
table contains the inflation adjustment 
applicable for each month beginning 
with May 1977, and ending with July 
1979:
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Table III.——Inflation adjustment

Factor by 
which price in

Month of delivery preceding
month is 
multiplied

1977:
May...................        1.00636
June----------------------        1.00636
July...........................................................  1.00431
August.— ...................................     1.00431
September.... ................................... ..  1 .00431
October............................................... „.. 1 00463
November.................................................  1 .00463
December................ ............. ..................  1 00463

1978:
January.............. ;.... ...... .................. ........  1.00597
February................. ,.................................. 1.00597
March.................. ....................................  1 .00597
April------------------- ----- ..................................  1.00889
May-------------- --------- ------- ;........ ...............  1.00889
June-------------------------       1.00889
July........................... ....... ....... .7............... 1.00581
August......................   1.00581
September................................................ 1 .00581
October.....................        1.00581
November ........ ................ ..................... . 1 .00581
December.................       1.00581

1979:
January................ ................ ........ ...... . 1 .00581
February........ ................... ............. .......... i .00667
March...........................i...... ....................  1.00667
April ............. ........................ —   .....  1.00667
May............ - ............................................. 1.00713
June........................................................... 1.00713
July__ ______ _________ _____________  1.00713

3. Section 271.202 is revised to read as 
follows:
§ 271.202 Maximum lawful price.

The maximum lawful price, per 
MMBtu, for natural gas to which this

6. Section 271.402 is amended by 
revising paragraph (c)(4) to read as 
follows:

§ 271.402 Maximum lawful prices.
* * * * *

(c) Applicable higher tales. * * *

subpart applies shall be the amount 
determined in accordance with the 
following table:
If delivery occurs in the calendar The maximum lawful 

month of: price is:
May T 2J 77
June — ‘-W—v- ‘-»y-'jitfuy.. 2.198
July 1979....................... ...........  2.220

4. Section 271.302 is revised to read as 
follows:

§ 271.302 Maximum lawful price.
The maximum lawful price, per 

MMBtu, for natural gas to which this 
subpart applies shall be the amount 
determined in accordance with the 
following table:
If delivery occurs in the calendar The maximum lawful 

month of: .' price is:
May 1979...................................  2.033
June 1979___ ____ „................  2.047
July 1979 ...„............... 2.062

5. Section 271.402(a) is revised to read 
as follows:

§271.402 Maximum lawful prices.
(a) Ceiling prices. Unless a different 

rate is applicable under paragraph (c), 
the maximum lawful price for natural 
gas to which this subpart applies shall 
be the amount determined in 
accordance with the following table:

(4) Notwithstanding § 270.101(b); the 
minimum rate for minimum rate gas (at 
14.73 psia and 60° F) is the amount 
determined in the following table:
If delivery occurs in the calendar The rate per Mcf for 

month of: minimum rate gas is:
Msy 1979...,„.„„....   208
June 1979................    *209
July 1979............      210

7. Section 271.602 is revised to read a$ 
follows:

§ 271.602 Maximum lawful price.

(a) The maximum lawful price for a 
first sale of natural gas under an 
intrastate rollover contract to which 
section 106(b)(1) of the NGPA applies 
shall be the higher of:

(1) (i) The maximum lawful price paid 
under the expired contract, per MMBtu, 
in the case of the month in which the 
effective date of such rollover contract 
occurs; and

(ii) In the case of any month 
thereafter, the maximum lawful price, 
per MMBtu, prescribed under this 
paragraph for the preceding month 
adjusted for inflation in accordance with 
§ 271.102; or

(2) The amount determined under the 
following table;
If delivery occurs in the calendar The maximum lawful 

month of: price is:
May 1979.— ................ .... ....... 1.160
June 1979_____ ___ ________  1.168
July 1979— ;-----------------------------  1.176

(b) The maximum lawful price, per 
MMBtu, for natural gas to which section 
106(b)(2) of the NGPA (relating to 
certain State or Indian natural gas 
production interests) applies shall be the 
amount determined in accordance with 
the following table in lieu of the amount 
determined under the table under 
paragraph (a)(2) of this section:
If delivery occurs in the calendar The maximum lawful 

month of: pice is:
May 1979...............     2.177
June 1979___    2.198
July 1979 ------------------------------------  2.220

8. Section 271.702 is revised to read as 
follows:

§ 271.702 Maximum lawful price.

The maximum lawful price, per 
MMBtu, for natural gas to which this 
subpart applies shall be the amount 
determined m accordance with the 
following table:
If delivery occurs in the calendar The maximum lawful 

month of: price is:
May 1979____________.______  2.177
June 1979_________ ________ 2.198
July 1979........... ............. Z__  2.220

9. Section 271.802 is revised to read as 
follows:

§ 271.802 Maximum lawful price.

The maximum lawful price, per 
MMBtu, for natural gas to which this 
subpart applies shall be the amount 
determined in accordance with the 
following table:

NGPA section
Category of 
natural gas

Type of sale 
or contract

Maximum lawful price per 
MMBtu for deliveries made in:

May June July 
1979 1979 1979

104.................................. ....  Post-1974 gas............................................ All producers............ 1.684 1.696 1.708
1973-.1974 Biennium gas.......................... Small producer____ 1.424 1.434 1.444

Large producer........ 1.093 1.101 1.109
106(a)............................. .... Interstate Rollover gas................................ Smalt producer „„ ., .715 .715 .715

Large producer....... .623 .627 .631104.................................. .... Replacement contract gas or recompletion
gas........................................................ Small producer....... .796 .802 .808

Large producer........ .612 .616 .620
Flowing gas................................................ Small producer........ .407 .410 .413

Large producer........ .342 .344 .346
Certain Permian Basin gas.................. Small producer........ .477 .480 .483

Large producer........ .419 .422 .425
Certain Rocky Mountain gas....................... Smalt producer........ .477 .480 .483

Large producer____ .407 .410 .413
Certain Appalachian Basin gas................... North subarea

contracts dated
after 10-7-69....... .379 .382 _ .385

Other Contracts....... .355 .358 .361
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If delivery occurs in the calendar The maximum lawful 
month of: price is:

May 1979............»........ ............. 2.329
June 1979.................................  2.352
July 1979................................... 2.375

10. Section 271.902 is revised to read 
as follows:

§ 271.902 Maximum lawful price.
The maximum lawful price, per 

MMBtu, for natural gas to which this 
subpart applies shall be the amount 
determined in accordance with the 
following table:
If delivery occurs in the calendar The maximum lawful 

month of: price is:
May 1979................................... ,1.684
June 1979.................................  1.696
July 1979............................'.......  1.708

PART 273— COLLECTION AUTHORITY; 
REFUNDS

11. Section 273.201(a)(1) is revised to 
read as follows:

§ 273.201 Transitional rule for certain new 
wells.

(a) General rule. (1) The price 
determined under the following table 
may be charged and collected for any 
first sale of natural gas from a new well 
to which this section applies:
If delivery occurs in the calendar The maximum lawful 

month of: price is:
May 1979............................ ,..... 1.684
June 1979................................. 1.696
July 1979...................................  1.708 '

(2) * * *

[Docket No. RM79-39]
[FR Doc. 79-13977 Filed 5-3-79; 8:45 am]
BILLING CODE 6450-01-M

DEPARTMENT OF LABOR

Employment and Training 
Administration

20 CFR Part 654

Modification of Rules for Classifying 
Labor Surplus Areas; Preference in 
Federal Procurement Under Defense 
Manpower Policy DMP-4A and 
Executive Orders 12073 and 10582

AGENCY: Employment and Training 
Administration, Labor. 
a c t io n : Final rule.

s u m m a r y : The Department of Labor is 
modifying its rules for classifying labor 
surplus areas under Defense Manpower 
Policy DMP-4A and Executive Orders 
10582 and 12073 to extend the annual 
date for eligibility determinations of 
labor surplus areas and the cutoff date 
I . inter™ labor surplus area 

classification provisions. The extension

is necessitated by unavoidable delays in 
developing the required employment 
and unemployment statistics.
EFFECTIVE DATE: May 1, 1979.
FOR FURTHER INFORMATION CONTACT: 
Davis A. Portner, Office of Policy 
Evaluation and Research, 601 “D”
Street, N.W., Room 9420, Washington,
D.C. 20213, (202) 376-6274.
s u p p l e m e n t a r y  in f o r m a t io n : Defense 
Manpower Policy No. 4A (DMP-4A),
32A CFR Part 134, became effective 
November 3,1977. The purpose of DMP- 
4A is to encourage the purchase of 
goods and services by the Federal 
Government and the placement of 
Federal facilities in areas of labor 
surplus. Under DMP-4A the Secretary of 
Labor is required to classify labor, 
surplus areas and to disseminate this 
information for the use of all Federal 
agencies in directing procurement 
activity and locating new plants or 
facilities. Firms which agree to perform 
most of the work in labor surplus areas 
are eligible for preference in the award 
of procurement contracts and grants and 
the execution of agreements.

The regulations for classifying labor 
surplus areas in 20 CFR Part 654 were 
recently revised to reflect comments 
received on the previous regulations and 
to account for the Promulgation of 
Executive Order 12073, Federal - 
Procurement in Labor Surplus Areas, 
which was signed by the President on 
August 16,1978. 44 FR 1046 (January 3, 
1979) and 44 FR 1688 (January 5,1979). 
Among the revisions to the regulations 
was a change in the frequency of the 
classification of labor surplus areas 
from a quarterly to an annual basis. The 
purpose of this change was to provide 
greater stability in the contracting 
process. Thus, the regulations at 
§ 654.4(d) establish May 1st as the 
annual date of eligibility determination 
and, at § 654.21, provide for an interim 
classification procedure during the 
period from January 1,1979 through 
April 30, 1979.

Due to unforeseen and unavoidable 
delays in developing the necessary 
employment and unemployment 
statistics for classifying labor surplus 
areas under the new procedures, the 
Department will be unable to publish its 
annual listing by May 1st. The 
Department is therefore amending its 
regulations to extend the annual date of 
eligibility determinations to June 1st.
The Department is also extending the 
interim classification of labor surplus 
areas beyond its expiration date of April 
30,1979. The current listing will remain 
in effect through May 31,1979 when it

will be replaced by the first annual 
listing on June 1,1979.

The Secretary of Labor has 
determined that there is no need to 
prepare a regulatory analysis as 
discussed in Executive Order 12044, 
Improving Government Regulations.
This rule is not expected to have any 
economic or inflationary impact.

Since these regulations involve a 
matter relating to “public property, 
loans, grants, benefits, or contracts” 
they are exempt from the rulemaking 
requirements of the Administrative 
Procedure Act, (5 U.S.C. § 553(a)(2)). 
Moreover, the Secretary of Labor has 
determined that it is in the public 
interest to publish these regulations in 
final form to avoid disruption of the 
Federal procurement process. This 
finding constitutes a waiver of the 
Department’s regulation in 29 CFR 2.7. 
This rule will therefore become effective 
May 1,1979.

Accordingly, Part 654, Chapter V, Title 
20 of the Code of Federal Regulations is 
amended as follows:

PART 654— SPECIAL 
RESPONSIBILITIES OF THE 
EMPLOYMENT SERVICE SYSTEM

§ 654.4 [Amended]
1. Paragraph (d) of § 654.4, is amended 

by changing the date “May 1” to “June 
1 ” .

§ 654.21 [Amended]
2. The first paragraph of § 654.21 is 

amended by changing the date “May 1, 
1979” to “June 1,1979” and changing the 
date “April 30,1979” to "May 31, 1979.”

Signed at Washington, D.C., on May 2,
1979.
Ray Marshall,
Secretary of Labor. . •
[FR Doc. 79^14168 Filed 5-3-79; 8:45 amj 
BILLING CODE 4510-30-M

DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE

Food and Drug Administration

21 CFR Part 444 *

Certification of Sterile Tobramycin 
Sulfate

a g e n c y : Food and Drug Administration. 
a c t i o n : Final Rule.

s u m m a r y : The Food and Drug 
Administration (FDA) amends the 
antibiotic drug regulations to provide for 
the certification of sterile tobramycin 
sulfate. The manufacturer has supplied 
sufficient data and information to
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establish the safety and efficacy of 
sterile tobramycin sulfate.
DATES: Effective May 4,1979; comments 
by June 4,1979.
ADDRESS: Written comments to the 
Hearing Clerk (HFA-305), Food and 
Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20857.
FOR FURTHER INFORMATION CONTACT: 
Joan M. Eckert, Bureau of Drugs (HFD- 
140J, Food and Drug Administration, 
Department of Health, Education, and 
Welfare, 5600 Fishers Lane, Rockville, 
MD 20857, 301-443-4290. 
SUPPLEMENTARY INFORMATION: The 
agency has evaluated data submitted in 
accordance with regulations 
promulgated under section 507 of the 
Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 357), as amended, with 
respect to providing for the certification 
of sterile tobramycin sulfate and 
concludes that the data supplied by the 
manufacturer concerning this antibiotic 
drug product are adequate to establish 
its safety and efficacy when the drug is 
used as directed in the labeling ajid that 
the regulations should be amended in 
Part 444 (21 CFR Part 444) to provide for 
the drug’s certification.

PART 444—OLIGOSACCHARIDE 
ANTIBIOTIC DRUGS

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 507, 59 
Stat. 463 as amended (21 U.S.C. 357)) 
and under authority delegated to the 
Commissioner of Food and Drugs (21 
CFR 5.1), Part 444 is amended as 
follows:

1. In Subpart A, by adding new 
§ 444.81a to read as follows:

§ 444.81a Sterile tobramycin sulfate.
(a) R equirem ents fo r  certification — (1) 

Standards o f  identity, strength, quality, 
an d purity. Sterile tobramycin sulfate is 
the sulfate salt of 0-3ramino-3-deoxy-a- 
Z?-glucopyranosyl-(l-»4)-0-[2,6-diamino- 
2,3,6-trideoxy-a -D-ribo- 
hexapyranosyl-(l-> 6)]-2-deoxy-Z,- 
streptamine. It is a lyophilized powder.
It is so purified and dried that:

(i) Its potency is not less than 634 
micrograms and not more than 739 
micrograms of tobramycin per milligram 
on an “as is” basis. If it is packaged for 
dispensing, its content is satisfactory if 
it is not less than 90 percent and not 
more than 115 percent of the number of 
milligrams of tobramycin that it is 
represented to contain.

(ii) It is sterile.
(iii) It is nonpyrogenic.
(iv) It passes the safety test.
(v) Its moisture content is not more 

than 2.0 percent.

(vi) Its in an aqueous solution 
containing 40 milligrams per milliliter, or 
when reconstituted as directed in the 
labeling, is not less than 6.0 and not 
more than 8.0.

(vii) It gives a positive identity test for 
tobramycin.

(viii) Its residue on ignition is not 
more than 1.0 percent.

(ix) Its heavy metals content is not 
more than 30 parts per million.

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 432.5 of this chapter.

(3J R equ ests fo r  certification ; sam ples. 
In addition to complying with the 
requirements of § 431.1 of this chapter, 
each such request shall contain:

(1) Results of tests and assays on the 
batch for potency, sterility, pyrogens, 
safety, moisture, pH, identity, residue on 
ignition, and heavy metals.

(ii) Samples required:
(a) If the batch is packaged for 

repacking or for use in the manufacture 
of another drug:

(/) For all tests except sterility: 10 
packages, each containing 
approximately 500^milligrams.

(2) For sterility testing: 20 packages, 
each containing approximately 300 
milligrams.

(6) If the batch is packaged for 
dispensing:

[1) For all tests except sterility: A 
minimum of 14 immediate containers.

(2) For sterility testing: 20 immediate 
containers, collected at regular intervals 
throughout each filling operation.

(b) T ests an d m ethods o f  a ssa y — (1) 
Potency. Proceed as directed in
§ 436.106 of this chapter, preparing the 
sample for assay as follows: Dissolve an 
accurately weighed sample with 
sufficient sterile distilled water to obtain 
a stock solution of convenient 
concentration: also, if it is packaged for 
dispensing, reconstitute as directed in 
the labeling. Then, using a suitable 
hypodermic needle and syringe, remove 
all of the withdrawable contents if it is 
represented as a single dose container: 
or if the labeling specifies the amount of 
potency in a given volume of the 
resultant preparation, remove an 
accurately measured representative 
portion from each container. Dilute with 
sterile distilled water to obtain a stock 
solution of convenient concentration. 
Further dilute a portion of the stock 
solution with sterile distilled water to 
the reference concentration of 2.5 
micrograms ef tobramycin per milliliter 
(estimated).

(2) Sterility. Proceed as directed in 
§ 436.20 of this chapter, rising the 
method described in paragraph (e)(1) of 
that section.

(3) Pyrogens. Proceed as directed in 
§ 436.32(a) of this chapter, using a 
solution containing 10 milligrams of 
tobramycin per milliliter.

(4) Safety. Proceed as directed in 
§ 436.33 of this chapter.

(5) M oisture. Proceed as directed in 
§ 436.201 of this chapter.

(6) pH . Proceed as directed in
§ 436.202 of this chapter, using an 
aqueous solution containing 40 
milligrams per milliliter, or if it is 
packaged for dispensing, reconstitute as 
directed in the labeling.

(7) Identity. Proceed as directed in 
§ 436.318 of this chapter.

(8) Residue on ignition. Proceed as 
directed in § 436.207(a) of this chapter.

(9) H eavy m etals. Proceed as directed 
in § 436.208 of this chapter.

2. In Subpart C, by adding new 
§ 444.281 to read as follows:

§ 444.281 Sterile tobramycin sulfate.

The requirements for certification and 
the tests and methods of assay for 
sterile tobramycin sulfate packaged for 
dispensing are described in § 444.81a.

Because the conditions prerequisite to 
providing for certification of this drug 
have been complied with and because 
the matter is noncontroversial, the 
Commissioner finds for good cause that 
prior notice and public procedure are 
impracticable and unnecessary, and that 
the amendment may become effective 
upon the day of its publication in the 
Federal Register.

Interested persons may, on or before 
June 4,1979, file with the Hearing Clerk 
(HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments, in four copies and identified 
with the Hearing Clerk docket number 
found in brackets in the heading of this 
document. Comments received may be 
seen in the above office between 9 a.m. 
and 4 p.m., Monday through Friday. Any 
changes in this regulation Justified by 
such comments will be the subject of a 
further amendment.

Effective date. This regulation shall be 
effective May 4,1979.

(Sec. 507, 59 Stat. 463 as amended (21 
U.S.C. 357).)

Dated: April 30,1979.
Mary A. McEniry,

Assistant Director for Regulatory Affairs, Bureau of Drugs. 
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