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Since this amendment is of an admin
istrative nature, affecting a rule of 
agency organization and procedure, the 
Board finds that notice and public pro
cedures are unnecessary, and that the 
rule may become effective immediately.

Accordingly, the Board hereby amends 
Part 385 of its Organization Regulations 
(14 CFR Part 385) as follows:

Amend § 385.13 by adding a new para
graph, “(kk)”, to read as follows:
§ 385.13 Delegation to the Director, Bu

reau of Operating Rights.
* * * * *

(kk) With respect to interaffiliate 
transactions with or affecting the air 
carrier, and revisions, refilings, renewals 
or amendments, which have been filed 
pursuant to a Board order permitting 
such intercompany transactions unless 
after such filing, an order is issued dis
approving or deferring action in whole 
or in part with respect to such filing, 
Within a period of thirty days:

(1) By inaction permit such intercom
pany transaction to become effective 
thirty days after such filing;

(2) Issue orders disapproving in whole 
or in part such intercompany transac
tion;

(3) Issue orders deferring in whole or 
in part Such intercompany transaction; 
and

(4) For good cause shown, waive the 
thirty-day effectiveness date of such in
teraffiliate transaction: Provided, how
ever, That such waiver does not extend 
beyond the filing date of the intercom
pany transaction: And provided, further, 
That this authority shall not extend to 
interaffiliate transactions which involve 
dividends, loans and advances, tax allo
cations, and corporate reorganizations or 
acquisitions.
(Sec. 204(a), Federal Aviation Act of 1958, as 
amended, 72 Stat. 743; (49 U.S.C. 1324). Re
organization Plan No. 3 of 1961, 75 Stat. 837, 
26 FR 5989; (49 U.S.C. 1324 (note)).)

By the Civil Aeronautics Board.
P hyllis T. K aylor,

, Secretary.

[FR Doc.77-29723 Filed 10-7-77;8:45 am]
[ 4810- 2 2 ]

T itle  19— Custom s Duties
CHAPTER I— U N IT E D  S tA TE S  CUSTO M S

SERVICE, D EPARTM ENT O F T H E  TREAS
URY

[T.D. 77-249]
PART 1 59— LIQ U ID A TIO N  OF D UTIE S

Chains and Parts Thereof, o f Cast Iron or 
Steel From  Ita ly

AGENCY: U.S. Customs Service, Treas
ury Department.
ACTION: Imposition of Countervailing 
Duties and Suspension of Liquidation.
SUMMARY: This notice is to inform the 
public that it has been determined that 
the Government of Italy has given bene
fits which constitute bounties or grants 
within the meaning of the Countervail
ing Duty Law upon the manufacture,

production or exportation of chains and 
parts thereof, of cast iron, iron or steel. 
Consequently, a countervailing duty in 
the amount of these benefits will be set 
in addition to duties normally due on 
shipments of this merchandise, Infor
mation recently supplied by the principal 
Italian exporter of this product to the 
U.S. indicates that they may not receive 
bounty or grant. Pending verification of 
this situation, the liquidation of all en
tries of chains and parts thereof covered 
by this order shall be suspended.
EFFECTIVE DATE: October 11, 1977.
FOR FURTHER INFORMATION CON
TACT:

Mr. Donald W. Eiss, Economist, U.S.
Treasury Department, Office of Tariff
Affairs, 15th Street and Pennsylvania
Ave. NW„ Washington, D.C. 20220
(202-566-8256).

SUPPLEMENTARY INFORMATION: 
On April 13, 1977, a “Preliminary Coun
tervailing Duty Determination” was 
published in the F ederal R egister (42 
FR 19410). The notice stated that it pre
liminarily had been determined that 
benefits conferred by the Government of 
Italy upon the manufacture, production 
or exportation of chains and parts there
of, of cast iron, iron or steel, including 
terminal and connecting links, hooks, 
rollers, pivots and plates, constitute the 
payment of a bounty or grant within the 
meaning of section 303 of the Tariff Act 
of 1930, as amended (19 U.S.C. 1303) re
ferred to in this notice as “the Act”) .

These chains and parts are provided 
for in the Tariff Schedules of the United 
States under item numbers 652.24, 652.27, 
652.30, 652.33, and 652.35.

The notice stated that these benefits 
have been conferred by reason of certain 
tax rebates under Italian Law 639.

The program involves the rebate cal
culated to cover customs duties, indirect 
taxes and a number of stamp taxes as
sessed on the manufacture of certain 
steel products, including the subject 
chain.

Certain portions of the Italian Law 
639 rebates, which are the subject of this 
investigation, have been determined in 
previous proceedings under the Act to 
constitute bounties or grants within the 
meaning of the Act.

The preliminary notice provided inter
ested parties 30 days from the date of 
publication to submit relevant data, 
views, or arguments, in writing, with re
spect to the preliminary determination.

After consideration of all information 
received, and on the basis of information 
received since the preliminary determi
nation, it is hereby determined that 
bounties or grants are being paid or be
stowed, directly or indirectly, on exports 
of certain chains and parts thereof from 
Italy within the meaning of section 303 
of the. Act.

However the principal exporter of the 
subject merchandise to the U.S. has in
formed the Treasury that although they 
receive rebates under Law 639, they pay 
customs duties and indirect taxes which

are not rebated upon export in amounts 
greater than the 639 rebate and which 
offset that rebate. Further investigation 
will be required to investigate the valid
ity of this manufacturer’s submission.

Accordingly, notice is hereby given 
that chains and parts thereof, of cast 
iron, iron or steel, including terminal 
and connecting links, hooks, rollers, piv
ots and plates, covered under TSUS 
numbers 652.24, 652.27, 652.30, 652.33,
652.35, which are imported directly or in
directly from Italy, if entered, or with
drawn from warehouse, for consumption 
on or after October 11, 1977, will be sub
ject ;to payment of countervailing duties 
equal to the net amount of any bounty 
or grant determined or estimated to have 
been paid or bestowed.

In accordance with section 303 of the 
Act, until further notice the net amount 
of such bounties or grants has been esti
mated and declared to be 15 lire per 
kilo.

Effective on October 11, 1977, and un
til further notice, upon the entry for con
sumption or withdrawal from warehouse 
for consumption of such dutiable chains 
and parts thereof, covered under TSUS 
numbers 652.24, 652.27, 652.30, 652.33,
652.35, imported directly or indirectly 
from Italy, which benefit from these 
bounties or grants, there shall be collect
ed, in addition to any other duties esti
mated or determined to be due, counter
vailing duties in the amount ascertained 
in accordance with the above declara
tion.

The liquidation of all entries for con
sumption or withdrawals from ware
house for consumption of such dutiable 
chain of iron or steel and parts thereof 
imported directly or indirectly from Italy 
which benefit from these bounties or 
grants and are subject to the order shall 
be suspended pending further declara
tion of the net amount of the bounties or 
grants paid. The estimated countervail
ing duty shall be required at the time of 
entry for consumption or withdrawal 
from warehouse for consumption.

Any merchandise subject to the terms 
of this order shall be deemed to have 
benefited from a bounty or grant if such 
bounty or grant has been or will be 
credited or bestowed, directly or indi
rectly, upon the manufacture, produc
tion or exportation of such chains or 
parts thereof from Italy.

The table in § 159.47(f) of the Cus
toms Regulations (19 CFR 159.47(f)), 
is amended by inserting after the last 
entry from Italy the words “Certain 
chains and parts thereof” in the column 
this Treasury Decision in the column 
headed “Commodity,” the number of 
this Treasury Decision in the column 
headed “Treasury Decision,” and the 
words “Bounty declared—Rate” in the 
column headed “Action.”
- Pursuant to Reorganization Plan No. 

26 of 1950 and Treasury Department 
Order 190 Revision 14, July 1, 1977, the 
provisions of Treasury Department Or
der No. 165, Revised November 2, 1954 
and § 159.47(d) of the Customs Regula
tions (19 CPR 159.47(d)), insofar as
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they pertain to the issuance of a coun
tervailing duty order by the Commis
sioner of Customs, are hereby waived.

R obert H. Mundheim, 
General Counsel of the Treasury.

October 4, 1977.
[PR Doc.77-24661 Filed 10-7-77;8:45 am]

[4 1 1 0 -0 3 ]
T itle  2 1 — Food and Drugs

CHAPTER I— FOOD A ND  DRUG A D M IN IS 
TR A TIO N , DEPARTM ENT OF HEALTH, 
EDU C ATIO N , A N D  WELFARE  

SUBCHAPTER A— GENERAL 
[Docket No. 77C-0126]

PART 7 3 — LIS TIN G  O F COLOR ADDITJVES  
EXEM PT FROM C ERTIFICATIO N

PART 8 1 — G ENERAL SPECIFICATIONS  
A N D  G ENERAL R ESTR IC TIO N S FOR  
PRO VISIO NAL COLOR A DD ITIVES FOR  
USE IN  'FO O D S , DRUGS, A N D  COS
M ETICS

Annatto; C onfirm ation  o f Effective D ate  
AGENCY: Food and Drug Administra
tion.
ACTION: Final rule.
SUMMARY: This document confirms 
the effective date of August 19, 1977, of 
a regulation concerning the use of an
natto in coloring externally applied 
drugs and in coloring cosmetics gener
ally, including those drugs and cosmetics 
intended for use in the area of the eye.
DATE: Effective date confirmed: August 
19,1977.
FOR FURTHER INFORMATION CON
TACT:

Gerad L. McCowin, Bureau of Foods 
(HFF-334), Food and "Drug Adminis
tration, Department of Health, Educa
tion, and Welfare, 200 C St. SW., 
Washington, D.C. 20204 (202-472-
5740).

SUPPLEMENTARY INFORMATION: 
A regulation published in the F ederal 
Register of July 19, 1977 (42 FR 36993) 
amended § 73.1030 (21 CFR 73.1030) and 
added new § 73.2030 (21 CFR 73.2030) to 
Subparts B and C, respectively, of Part
73 <21 CFR Part 73) to provide for the 
safe use of annatto in coloring externally 
applied drugs and in coloring cosmetics 
generally, including those drugs and cos
metics intended for use in the area of the 
eye. The regulation also amended § 81.1 
(g) (21 CFR 81.1(g)) by deleting an
natto from the provisionally listed colors.

Under the Federal Food, Drug, and 
Cosmetic Act (sec. 706 (b), (c), and (d),
74 Stat. 399-403 (21 U.S.C. 376 (b), (c ), 
and (d ))) and under authority dele
gated to the Commissioner of Food and 
Drugs (21 CFR 5.1), notice is given that 
no objections or requests for hearing 
were filed in response to the regulation 
of July 19,1977. Accordingly, the amend-
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ments promulgated thereby became ef
fective on August 19, 1977.

Dated: October 3, 1977.
J oseph P. H ile, 

Associate Commissioner for 
Compliance.

[FR Doc.77-29616 Filed 10-7-77;8:45 am]

[4 1 1 0 -0 3 ]
SUBCHAPTER D— DRUGS FOR HUMAN USE 

[Docket No. 77N-0263]
PART 3 3 0 — OVER-THE-COUNTER (O TC) 

H U M A N  DRUGS W H IC H  ARE G EN
ERALLY RECOGNIZED AS SAFE A ND  
EFFECTIVE A N D  NO T M ISB R AN D ED

A m end m ent o f C om m ent Period
AGENCY: Food and Drug Administra
tion.
ACTION: Final rule.
SUMMARY: This rule amends the regu
lations to extend the time within which 
interested persons may submit comments 
on proposed monographs for OTC drug 
products. Because of the length of most 
such documents, the present provision 
for a 60-day comment period is usually 
not adequate: therefore, the agency is 
providing for a 90-day comment period.
DATES: Effective November 10, 1977; 
comments on or before November 10, 
1977.
FOR FURTHER INFORMATION CON
TACT:

William E. Gilbertson, Bureau of 
Drugs (HFD-510), Food and Drug Ad
ministration, Department of Health, 
Education, and Welfare, 5600 Fishers 
Lane, Rockville, Md. 20857 (301-443- 
4960).

SUPPLEMENTARY INFORMATION: 
The OTC drug review regulations in 
§ 330.10(a)(6) (21 CFR 330.10(a)(6) ) 
provide that, after publication of a pro
posed monograph, interested persons 
have 60 days within which to file writ
ten comments. Because of the volumi
nous and detailed data appearing in 
these reports, however, the 60-day com
ment period has proven to be an unrea
sonably short time for many persons. 
Accordingly, the Commissioner of Food 
and Drugs is extending the comment pe
riod on such documents to 90 days.

In consideration of the foregoing, the 
Commissioner finds for good cause that 
notice and public procedure is unneces
sary because the modification effected by 
this rule is minor and noncontroversial, 
and public comment on it is therefore un
likely to be received. Interested persons 
may, on or before the effective date, file 
with the Hearing Clerk, Food and EJrug 
Administration, Room 4-65, 5600 Fishers 
Lane, Rockville, Md. 20857, four copies of 
written comments, identified with the 
docket number found in brackets in the 
heading of this document. Comments re
ceived may be seen in the office of the

Hearing Clerk between the hours of 9 
a.m. and 4 p.m., Monday through Fri
day. Any changes in this regulation justi
fied by such comments will be the subject 
of a further amendment.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 701(a), 52 
Stat. 1055 (21 U.S.C. 371(a))) and under 
authority delegated to the Commissioner 
(21 CFR 5.1), § 330.10 Procedures for 
classifying OTC drugs as generally rec
ognized as safe and effective and not mis
branded, and for establishing -mono
graphs is amended in paragraph (a) (6) 
(iv) in the third sentence of the undes
ignated paragraph and in paragraph (a,) 
(10) (i) in the first sentence by changing 
“60” to “90.”

Effective date. This amendment shall 
be effective November 10,1977.
(Sec. 701 (a ), 52 Stat. 1055 (21 U.S.C. 371(a)))

Dated: October 3,1977.
J oseph P. H ile, 

Associate Commissioner for
Compliance.

[FR Doc.77-29615 Filed 10-7-77;8:45 am]

[4 1 1 0 -0 3 ]
SUBCHAPTER E— ANIMAL DRUGS, FEEDS, AND 

RELATED PRODUCTS
PART 5 4 6 — TETRACYCLINE A N T IB IO T IC  

DRUGS FOR A N IM A L USE
Tetracycline Phosphate Com plex and  

Sodium  Novobiocin Capsules
AGENCY: Food and Drug Administra
tion.
ACTION: Final rule.
SUMMARY: The animal drug regula
tions are amended to reflect approval 
of a supplemental new animal drug ap
plication filed by the Upjohn Co., pro
viding revised labeling for a combina
tion new drug used to treat certain upper 
respiratory tract infections in dogs.
EFFECTIVE DATE: October 11, 1977.
FOR FURTHER INFORMATION CON
TACT:

Robert A. Baldwin, Bureau of Veteri
nary Medicine (HFV-114), Food and 
Drug Administration, Department of 
Health, Education, and Welfare, 5600 
Fishers Lane, Rockville, Md. 20857 
(301-443-3420).

SUPPLEMENTARY INFORMATION: In 
In accordance with section 512 (i) of the 
act (21 U.S.C. 360b(i)), Part 54*6 is 
amended to reflect approval of a supple
mental new animal drug application 
(NADA 65-099V) filed by the Upjohn 
Co., Kalamazoo, Mich. 49001.

The original application, approved 
prior to the Animal Drug Amendments of 
1968, was the subject of a National Acad
emy of Science/National Research Coun
cil Drug Efficacy Review (NAS/NRC 
DESI 107NV), published in the Federal 
R egister of August 12, 1970 (35 FR 
12791). The Academy evaluated this
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product as probably not effective for 
treating bacterial infections in dogs and 
cats in that each disease claim was not 
properly qualified as to a specific path
ogen, that substantial evidence was not 
presented to establish that each active 
ingredient contributes to the total effect, 
and that the recommended dosage regi
men was not properly supported by sub-, 
stantial evidence of safety and efficacy. 
The firm responded by presenting evi
dence based upon adequate and well- 
controlled studies to support the revised 
conditions of use that were deemed to be 
effective by the Academy and the Food 
and Drug Administration.

In accordance with the freedom of in
formation regulations and § 514.11(e) (2)
(ii) of the animal drug regulations (21 
CFR 514.11(e) (2) (ii) ) , a summary of 
the safety and effectiveness data and in
formation submitted to support approval 
of this application is released publicly. 
The summary is available for public ex
amination at the office of the Hearing 
Clerk (HFC-20), Rm. 4-65, 5600 Fish
ers Lane, Rockville, Md. 20857, between 
9 a.m. and 4 p.m., Monday through Fri
day, except Federal Holidays.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512 (i) and
(n ), 82 Stat. 347 (21 U.S.C. 360b (i) and 
(n ))) and under authority delegated to 
the Commissioner of Food and Drugs 
(21 CFR 5.1), Part 546 is amended by 
adding new § 546.180g to read as follows:
§ 546.180g Tetracycline phosphate com

plex and sodium novobiocin capsules.
(a) Requirements for certification.—

(1) Standards of identity, strength, qual
ity, and purity. The product is a gelatin 
capsule containing tetracycline phos
phate complex and sodium novobiocin 
with or without one or more suitable and 
harmless lubricants and fillers. Each 
capsule contains the equivalent activity 
of 60 milligrams of tetracycline hydro
chloride and 60 milligrams of novobiocin. 
Its potency is satisfactory if it is not less 
than 90 percent and not more than 120 
percent of the labeled amount of tetracy
cline hydrochloride and novobiocin. Its 
loss on drying is not more than 9.0 per
cent. The tetracycline phosphate com
plex used conforms to the standards pre
scribed by § 446.82(a) (1) of this chapter. 
The sodium novobiocin used conforms to 
the standards prescribed by § 455.51 (a) 
of this chapter.

(2) Labeling. It shall be labeled in ac
cordance with the requirements of para
graph (c) of this section and § 510.55 of 
this chapter.

(3) Requests for certification; samples. 
In addition to complying with the re
quirements of § 514.50 of this chapter, 
each such request shall contain:

(i) Results of tests and assays on: (a) 
The tetracycline phosphate complex used 
in making the batch for potency, safety, 
moisture, pH, absorptivity, crystallinity, 
and identity.

(b) The sodium novobiocin used in 
making the batch for potency, safety, 
loss on drying, pH, residue on ignition,

RULES AND REGULATIONS

specific rotation, crystallinity, and iden
tity.

(c) The batch for tetracycline hydro
chloride content, novobiocin content, 
and loss on drying.

(ii) Samples required: (a) The tetra
cycline phosphate complex and sodium 
novobiocin used in making the batch: 10 
packages each, each containing approxi
mately 500 milligrams.

(b) The batch: A minimum of 80 cap
sules.

(b) Tests and methods of assay.—(1) 
Potency—(i) Tetracycline content. Pro
ceed as directed in § 436.106 of this chap
ter, except use test organism J in lieu of 
organism A and prepare the sample as 
follows: Place a representative number 
of capsules in a high-speed glass blender 
jar with sufficient 0.1 IV hydrochloric acid 
to give a stock solution of convenient con
centration. Blend 3 to 5 minutes. Further 
dilute an aliquot of stock solution with 
sterile distilled water to the reference 
concentration of 0.24 microgram of tet
racycline hydrochloride per milliliter 
(estimated).

(ii) Novobiocin content. Proceed as di
rected in § 436.105 of this chapter, pre
paring the sample for assay as follows: 
Place a representative number of cap
sules in a high-speed blender jar con
taining 1.0 milliliter of polysorbate 80 
and sufficient 0.1 M potassium phosphate 
buffer, pH 8.0 (solution 3), to obtain a 
stock solution of convenient concentra
tion. Blend 3 to 5 minutes. Further dilute 
an aliquot of the stock solution with 10 
percent potassium phosphate buffer, pH
6.0 (solution 6), to the reference concen
tration of 0.5 microgram of novobiocin 
per milliliter (estimated).

(2) Loss on drying. Proceed as directed 
in § 436.200(b) of this chapter.

(c) Conditions of marketing.—(1) 
Specifications. Meets the requirements 
of paragraph (a) of this section.

(2) Sponsor. No. 000009 in § 510.600(c) 
of this chapter.

(3) Special considerations. The quan
tities of antibiotics refer to the activity 
of the antibiotic master standards.

(4) Conditions of use. It is used orally 
in dogs as follows:

(i) Amount. 10 milligrams of each per 
pound of body weight (1 capsule for each 
6 pounds) every 12 hours.

(ii) Indications for use. It is used in 
treatment of acute or chronic canine res
piratory infections such as tonsillitis, 
bronchitis, and tracheobronchitis when 
caused by pathogens susceptible to tetra
cycline and/or novobiocin, such as 
Staphylococcus spp. and Escherichia coli.

(iii) Limitations. Treatment should be 
continued for at least 48 hours after the 
temperature has returned to normal and 
all evidence of infection has disappeared. 
As with all antibiotics, appropriate in 
vitro culturing and susceptibility tests of 
samples taken before treatment should 
be conducted. Federal law restricts this 
drug to use by or on the order of a li
censed veterinarian.

Effective date. October 11, 1977.
(Sec. 512 (i) and (n), 82 Stat. 347 (21 U.S.C. 
360b (1), (n )).)

Dated: September 30, 1977.
C. D. Van Hottweling, 

Director, Bureau of 
Veterinary Medicine. 

[FR Doc.77-29741 Filed 10-7-77:8:45 am]

[4 1 1 < M )3 ]
PART 5 4 6 — TETRACYCLINE A N T IB IO T IC  

DRUGS FOR A N IM A L USE
Tetracycline Hydrochloride and Sodium  

Novobiocin Tablets
AGENCY: Food and Drug Administra
tion.
ACTION: Final rule.
SUMMARY: The animal drug regula
tions are amended to reflect approval of 
a new animal drug application filed by 
the Upjohn Co., for use of a combination 
new drug used for treating certain upper 
respiratory infections in dogs.
EFFECTIVE DATE: October 11, 1977.
FOR FURTHER INFORMATION CON
TACT:

Robert A. Baldwin, Bureau of Veteri
nary Medicine (HFV-114), Food and 
Drug Administration, 5600 Fishers 
Lane, Rockville, Md. 20857 (301-443- 
3420).

SUPPLEMENTARY INFORMATION: 
In accordance with section 512(i) of the 
act (21 U.S.C. 360b(i)), Part 546 of the 
regulations is amended to reflect ap
proval of a new animal drug application 
(NADA 55-076V) filed by the Upjohn Co., 
Kalamazoo, Mich. 49001.

In accordance with the freedom of in
formation regulations and § 514.11(e) (2)
(ii) of the animal drug regulations (21 
CFR 514.11(e) (2) (ii)), a summary of the 
safety and effectiveness data and infor
mation submitted to support approval of 
this application is released publicly. The 
summary is available for public exami
nation at the office of the Hearing Clerk 
(HFC-20), Food and Drug Administra
tion, Rm. 4-65, 5600 Fishers Lane, Rock
ville, Md. 20857, from 9 a.m. to 4 pm., 
Monday through Friday, except Federal 
holidays.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512 (i) and 
(n) , 82 Stat. 347 (21 U^S.C. 360b (i) and 
(n ))) and under authority delegated to 
the Commissioner of Food and Drugs 
(21 CFR 5.1), Part 546 is amended by 
adding new § 546.180h to read as follows:
§ 546.180h Tetracycline hydrochloride 

and sodium novobiocin tablets.
(a) Requirements for certification.—

(1) Standards of identity, strength, qual
ity, and purity. The product is a tablet 
containing tetracycline hydrochloride 
and sodium novobiocin with one or more 
suitable binders, fillers, lubricants, ex
panders, and coloring agents. Each tablet
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contains the equivalent activity of 60 
milligrams of tetracycline hydrochloride 
and 60 milligrams of novobiocin. Its 
potency is satisfactory if it is not less 
than 90 percent and not more than 125 
percent of the labeled amount of tetracy
cline hydrochloride and novobiocin. Its 
loss on drying is not more than 6.0 per
cent. The tablets disintegrate within 60 
minutes. The tetracycline hydrochloride 
used conforms to the standards of § 446.- 
81a(a)(l) of this chapter, except for 
§ 446 81a(a) (1) (ii), (iv), and (v). The 
sodium novobiocin used conforms to the 
standards prescribed by § 455.51(a) (1) 
of this chapter.

(2) Labeling. It shall be labeled in ac
cordance with the requirements of para
graph (c) of this section and § 510.55 of 
this chapter.

(3) Requests for certification; samples. 
In addition to complying with the re
quirements of § 514.50 of this chapter, 
each such request shall contain:

(1) Results of tests and assays on: (.a) 
The tetracycline hydrochloride used in 
making the batch for potency, safety, 
loss on drying, pH, absorptivity, and in
tensity;

(b) The sodium novobiocin used in 
making the batch for potency, safety, loss 
on drying, pH, residue on ignition, spe
cific rotation, crystallinity, and identity.

(c) The batch for tetracycline hydro
chloride content, novobiocin content, loss 
on drying, and disintegration time.

(ii) Samples required: (a) The tetra
cycline hydrochloride and sodium novo
biocin used in making the tablets: 10 
packages each, each containing approxi
mately 500 milligrams.

(b) The batch: A minimum of 80 tab
lets.

(b) Tests and methods of assay.—(1) 
Potency (i) Tetracycline content: Pro
ceed as directed in § 436.106 of this chap
ter, except use test organism J in lieu of 
organism A and prepare the sample as 
follows: Place a representative number 
of tablets in a high-speed glass blender 
jar with sufficient 0.1 N HC1 to give a 
stock solution of convenient concentra
tion. Blend 3 to 5 minutes. Further di
lute an aliquot of the stock solution with 
sterile distilled water to the reference 
concentration of 0.24 microgram of tet
racycline hydrochloride per milliliter 
(estimated).

(ii) Novobiocin content: Proceed as 
directed in § 436.105 of this chapter, 
preparing the sample for assay as fol
lows: Place a representative number of 
tablets in a high-speed glass blender jar 
with 1.0 milliliter of polysorbate 80 and 
sufficient 0.1 M potassium phosphate 
buffer, pH 8.0 (solution 3V, to give a 
stock solution of convenient concentra
tion. Blend 3 to 5 minutes. Further dilute 
an aliquot of the stock solution with 10 
percent potassium phosphate buffer, pH
6.0 (solution 6), to the reference concen
tration of 0.5 microgram of novobiocin 
per milliliter (estimated).

(2) Loss on drying. Proceed as directed 
in § 436.200(b) of this chapter.

(3) Disintegration time. Proceed as di
rected in § 436.212 of this chapter, using

the procedure described in paragraph 
(e )(1) of that section.

(c) Conditions of marketing—(1) 
Specifications. Meets the requirements- of 
paragraph (a) of this section.

(2) Sponsor^No. 000009 in § 510.600(c) 
of this chapter.

(3) Special considerations. The quan
tities of antibiotic refer to the activity 
of the antibiotic master standards.

(4) Conditions of use. It is used orally 
in dogs as follows:

(i) Amount. Ten milligrams of each 
per pound of body weight (1 tablet for 
each 6 pounds) every 12 hours.

(ii) Indications for use. It is used in 
the treatment of acute or chronic canine 
respiratory infections such as tonsilitis, 
bronchitis, and tracheobronchitis when 
caused by pathogens susceptible to tetra
cycline and/or novobiocin, such as 
Staphylococcus spp. and Escherichia coli.

(iii) Limitations. Treatment should be 
continued for at least 48 hours after the 
temperature has returned to normal and 
all evidence of infection has disappeared. 
As with all antibiotics, appropriate in 
vitro culturing and susceptibility tests 
of samples taken before treatment 
should be conducted. Federal law re
stricts this drug to use by or on the 
order of a licensed veterinarian.

Effective date. October 11, 1977.
(Secs. 512 (i) and (n), 82 Stat. 347 (21 UJS.C. 
360b (i) and (n)).)

Dated: September 30, 1977.
C. D. Van H oxjweling, 

Director, Bureau of 
Veterinary Medicine.

[FR Doc.77-29743 Filed 10-7-77;8:45 am]

[4 1 1 0 -0 3 ]
PART 5 5 8 — NEW  A N IM A L DRUGS FOR 

U SE  IN  A N IM A L FEEDS
Tylosin

AGENCY: Food and Drug Administra
tion.
ACTION: Final rule.
SUMMARY: This document approves 
safe and effective use of tylosin premix 
for subsequent manufacture of complete 
feed to be fed to swihe for increased rate 
of weight gain and improved feed effi
ciency. Feed Specialiies Co. filed an ap
plication for this use. The Commissioner 
of Food and Drugs is amending the ani
mal drug regulations to reflect this ap
proval.
EFFECTIVE DATE: October 11, 1977.
FOR FURTHER INFORMATION CON
TACT:

Jack C. Taylor, Bureau of Veterinary 
Medicine (HFV-136), Food and Drug 
Administration, Department of Health, 
Education, and Welfare, 5600 Fishers 
Lane, Rockville, Md. 20857 (301-443- 
5247).

SUPPLEMENTARY INFORMATION: 
Feed Specialties Co., 1877 NE. 58th Ave., 
Des Moines, Iowa 50313, filed a supple
mental new animal drug application (97-

289V) to provide for safe and effective 
use of a 4 grams of tylosin (as tylosin 
phosphate) per pound premix.

In accordance with the freedom of in
formation regulations and § 514.11(e) (2) 
(ii) of the animal drug regulations (21 
CFR 514.11 (e) (2) (ii)), a summary of 
safety and effectiveness data and infor
mation submitted to support approval of 
this application is released publicly. The 
summary is available for public exam
ination at the office of the Hearing Clerk 
vHFC-20), Rm. 4-65, 5600 Fishers Lane, 
Rockville, Md. 20857, from 9 a.m. to 4 
p.m., Monday through Friday, except on 
Federal holidays.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512 (i), 82 
Stat. 347 (21 U.S.C. 360b(i) ) ) and under 
authority delegated to the Commis
sioner (21 CFR 5.1) § 558.625 is amended 
by revising paragraph (b) (11) to read 
as follows:
§ 558.625 Tylosin.

* * * * *
(b) * * *
(11) To 017274: 4, 8, and 10 grams per 

pound; paragraph (f) (1) (vi) (a) of this 
section.

* * * * *
Effective date. This regulation be

comes effective on October 11, 1977.
(Sec. 512(1), 82 Stat. 347 (21 U.S.C. 360b 
(i))-)

Dated: October 3,1977.
F red J. K ingma, 

Acting Director, Bureau of 
Veterinary Medicine.

[FR Doc.77-29742 Filed 10-7-77;8:45 am]
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T itle  2 9 — Labor

S ubtitle  A— Office o f th e  S ecretary o f Labor
PART 5 — LABOR STANDARDS PROVI

S IO N S  APPLICABLE TO  CONTRACTS  
COVERING FEDERALLY FINA N CE D  A ND  
ASSISTED C O NS TR U CTIO N  (ALSO  
LABOR STANDARDS PRO VISIO NS AP
PLICABLE TO  N O NC O N STRU C TIO N  
CONTRACTS SUBJECT TO  T H E  C O N 
TRACT W ORK H O UR S  A N D  SAFETY 
STANDARDS ACT)

AGENCY: Department of Labor. 
ACTION: Final procedural rule.
SUMMARY: With the change in the 
fiscal year to October 1 through Sep
tember 30, the periods covered by the 
semiannual enforcement reports are 
changed to October 1 through March 31 
and April 1 through September 30. .The 
reported material, with this change, will 
then continue to be submitted on a fiscal 
year basis, increasing its utility. 
EFFECTIVE DATES: October 7, 1977.
FOR FURTHER INFORMATION CON
TACT:

Dorothy Come, Director, Division of 
Government Contract Regulations, 
Wage and Hour Division, Room S- 
3518, 200 Constitution Avenue NW.,
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