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Education, and Welfare, 200 C St. SW.,
Washington, DC 20204, 202-472-5690.

SUPPLEMENTARY INFORMATION: A notice
published in the Federal Register of
August 15, 1978 (43 FR 36143) announced
that a food additive petition (FAP
8B3381) had been filed by Morton
Chemical Co., 110 N. Wacker Dr.,
Chicago, 1L 60606, proposing that the
food additive regulations be amended to
provide for the use of 2-sulfoethyl
methacrylate, sodium salt as a
component of food-contact coatings on
metal and polyester film.

The Food and Drug Administration
(FDA) has evaluated data in the petition
and other relevant material and
concludes that §§ 175.300 and 177.1630
(21 CFR 175.300 and 177.1630) should be
amended as set forth below.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 409(c)(1),
72 Stat. 1786 (21 U.S.C. 348(c)(1))) and
under authority delegated to the
Commissioner of Food and Drugs (21
CFR 5.1), Parts 175 and 177 are amended
as follows:

PART 175—INDIRECT FOOD
ADDITIVES: ADHESIVE COATINGS
AND COATINGS

1. Part 175 is amended in § 175.300 by
alphabetically inserting a new item in
the list of substances in paragraph
(b)(3)(xxxiii) to read as follows:

§ 175.300 Resinous and polymeric
coatings.

(b) L

[3] SRR

[oixdil) > * ¢

2-Sulfoethyl methacrylate, sodium salt
{CAS Reg. No. 10595-80-9). For use only
in copolymer coatings on metal under
conditions of use E, F, and G described
in table 2 of paragraph (d) of this
section, and limited to use at a level not
to exceed 2.0 percent by weight of the
dry copolymer coating,

* * » * *

PART 177—INDIRECT FOOD
ADDITIVES: POLYMERS

2. Part 177 is amended in § 177.1630 by
alphabetically inserting a new item in
the list of substances in paragraph
(e)(4)(iii) to read as follows:

§ 177.1630 Polyethylene phthalate
polymers.

(e] L

(@

(i) * * *

2-Sulfoethyl methacrylate, sodium salt
{CAS Reg. No. 10595-80-8). For use only

in copolymer coatings on polyethylene
phthalate film under conditions of use E,
F. and G described in table 2 of

§ 175.300(d) of this chapter, and limited
to use at a level not to exceed 2.0
percent by weight of the dry copolymer
coating.

* * * - *

Any person who will be adversely
affected by the foregoing regulation may
at any time on or before August 13, 1979,
submit to the Hearing Clerk (HFA-305),
Food and Drug Administration, Rm. 4
65, 5600 Fishers Lane, Rockville, MD
20857, written objections thereto and
may make a written request for a public
hearing on the stated objections. Each
objection shall be separately numbered
and each numbered objection shall
specify with particularity the provision
of the regulation to which objection is
made. Each numbered objection on
which a hearing is requested shall
specifically so state; failure to request a
hearing for any particular objection
shall constitute a waiver of the right to a
hearing on that objection. Each
numbered objection for which a hearing
is requested shall include a detailed
description and analysis of the specific
factual information intended to be
presented in support of the objection in
the event that a hearing is held; failure
to include such a description and
analysis for any particular objection
shall constitute a waiver of the right to a
hearing on the objection. Four copies of
all documents shall be submitted and
shall be identified with the Hearing
Clerk docket number found in brackets
in the heading of this regulation.
Received objections may be seen in the
above office between the hours of 9 a.m.
and 4 p.m., Monday through Friday.

Effective date. Thig regulation shall
become effective July 13, 1979.
(Sec. 409(c)(1), 72 Stat. 1786 (21 U.S.C.
348(c)(1)).)

Dated: July 3. 1979,
Sanford A. Miller,
Director, Bureau of Foods.
[FR Doc. 78-21335 Filed 7-12-79; 845 am]
BILLING CODE 4110-03-M

21 CFR Part 558

New Animal Drugs for use in Animal
Feeds; Nicarbazin, Roxarsone and
Lincomycin; Nicarbazin With
Roxarsone; Nicarbazin With
Lincomycin

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The animal drug regulations
are amended to reflect approval of three

new animal drug applications (NADA's)
filed by Merck Sharp & Dohme Research
Labs., providing for use of medicated
broiler feeds containing nicarbazin in
combination with roxarsone and
lincomycin, or roxarsone, or lincomycin,
for increased rate of weight gain and as
an aid in prevention of coccidiosis.

EFFECTIVE DATE: July 13, 1979,

FOR FURTHER INFORMATION CONTACT:
Lonnie W. Luther, Bureau of Veterinary
Medicine (HFV-147), Food and Drug
Administration, Department of Health,
Education, and Welfare, 5600 Fishers
Lane, Rockville, MD 20857, 301-443-
4317.

SUPPLEMENTARY INFORMATION: Merck
Sharp & Dohme Research Labs., Division
of Merck & Co., Inc., P.O. Box 2000,
Rahway, NJ] 07065, filed three NADA's
(107-997, 108-115, 108-116) providing for
safe and effective use of a medicated
broiler feed containing the above-
mentioned drug combinations. Approval
of these applications relies on certain
portions of the efficacy and safety data
contained in NADA's 9-476 for
nicarbazin, 7-891 for roxarsone, and 34-
085 for lincomyecin. The Director of the
Bureau of Veterinary Medicine
concludes that the approval of these
combination NADA's poses no
increased risk from exposure to residues
of the new animal drugs because the
dosage levels and-labeled indications
for use are identical to those currently
approved for each drug singly.
Accordingly, under the agency's
supplemental policy (42 FR 64367,
December 23, 1977), this action did not
require a reevaluation of the safety and
effectiveness data in NADA's 9-476, 7-
476, 7-891, and 34-085.

In amending the regulations to reflect
this approval, § 558.366 Nicarbazin (21
CFR 558.366) is editorially revised to
convert paragraph (e) Conditions of use
from running text to table format.

In accordance with the regulations
promulgated under the Freedom of
Information Act (Part 20 (21 CFR Part
20)) and § 514.11(e)(2)(ii) of the animal
drug regulations (21 CFR 514.11(e)(2)(ii)).
summaries of safety and effectiveness
data and information submitted to
support approval of these applications
are available for public examination at
the office of the Hearing Clerk (HFA-
305), Food and Drug Administration, Rm.
4-65, 5600 Fishers Lane, Rockville, MD
20857, between 9 a.m. and 4 p.m.,
Monday through Friday.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(i), 82
Stat. 347 (21 U.S.C. 360b(i))), under
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.1) and
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redelegated to the Director of the Bureau
of Veterinary Medicine (21 CFR 5.83),
Part 558 is amended as follows:

1. In § 558.325, by adding new
paragraphs (f)(3) (xi) and (xii) to read as
follows:

§558.325 Lincomycin.
(f] - l' I'
(3) * _
(xi) Nicarbazin and roxarsone as in
§ 558.366.

{xii) Nicarbazin as in § 558.366.

2. In § 558.366, by revising the text of
paragraph (e] to table format, and
adding to the table new combination
uses for nicarbazin with roxarsone,
roxarsone with lincomycin, and
lincomyecin, to read as follows:

§ 558.366 Nicarbazin.
* - . . -

(e) Conditons of use. It is used in
chicken feed as follows:

Nicarbazin in grams per ton  Combination In Indications for use Limitations Sponsor
grams per ton
1135 (0.0125 pet)! Chickens; aid in preventing Feed continuously as sole 000006
outbreaks of cecal (Eimena ration from time chicks are
tenelia) and intestinal (£ placed on litter until past the
acervuling, E maxima, E time when cocoidios:s is
necalnx, and E. brunett)) ordinarily a hazard; do not
coceidioss use as a treatment for
coceidiosis; do not use in
flushing mashes; do not feed
to laying hens; withdraw 4
days belore slaughter.
(0.00044 pct) praventing outbreaks of
cecal (Eimernia teneila) and
intestinal (£ acervulina, E.
maxima, E. necatnx and £
brunett) coccidios:s; for
increased rate of weight gain
113.5 (0.0125 pet)....iiiiv.. RoXarsone 22.7 cirent0 s OB CONtiNUOUSY @8 ‘Sole 000006
(0.0025), ration from ime chicks are
placed on litter until past the
time when coccidios:s 15
ordinanly a hazard, as sole
source of organic arsenic; do
not use a treatment for
coccidiosss; do not use in
flushing mashes, do not feed
(o laying hens: withdraw 5
days before slaughter.
Hoxarsone 22.7 R FIRI IR o Lo ST et BB PR Al e 0. Rip, ) b 000006
{0.0025) plus
lincomycmn 2
(0.0004)
'These conditions are NAS/NRC reviewed and d A for these uses nead not include effective-

ness data specified by § 514.111 of this chapter,

3. In § 558.530, by adding new
paragraph (e){4)(xix) to read as follows:

§558.530 Roxarsone,
(e)* * *
(4) * * »
(xix) Nicarbazin as in § 558.366.
Effective Date. This regulation is
effective July 13, 1979.
(Sec. 512(i), B2 Stat. 347 (21 U.S.C. 360b(i)).)
Dated: July 5. 1979.
Terence Harvey,

Acting Dirvector, Bureau of Veterinary
Medicine,

[FR Doc. 7821455 Filed 7-12-79; 8:45 am)
BILLING CODE 4110-03-M

21 CFR Part 558

New Animal Drugs for use in Animal
Feeds; Tylosin

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) amends the
regulations to reflect approval of a
supplemental new animal drug
application (NADA) filed by Zip Feed
Mills providing for use of a 10-gram-per-
pound tylosin premix for making
complete swine feeds.

(Sec. 512(1), 82 Stat. 347 (21 U,S.C. 360b(i)),)

EFFECTIVE DATE: July 13, 1979.

FOR FURTHER INFORMATION CONTACT:
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: Zip Feed
Mills, 304 E. Eighth St., P.O. Box 500,
Sioux Falls, SD 57101, filed a
supplemental NADA (97-259) providing
for safe and effective use of a premix
containing 10 grams of tylosin (as
tylosin phosphate) per pound for making
complete swine feeds used to increase
rate of weighl gain and to improve feed
efficiency. Approval of this application
is based on safety and effectiveness
data contained in Elanco Product Co.'s
approved NADA 12-491. Use of these
data has been authorized by Elanco.

The approval of this supplemental
application poses no increased human
risk from exposure to residues of the
new animal drug because it does not
alter usage of the drug. Accordingly, this
approval did not require a reevaluation
of the safety and effectiveness data in
the parent application.

In accordance with the provisions of
Part 20 (21 CFR Part 20) promulgated
under the Freedom of Information Act (5
U.S.C. 552) and the freedom of
information regulations in
§ 514.11(e)(2)(i1) of the animal drug
regulations (21 CFR 514.11(e)(2)(ii}). a
summary of safety and effectiveness
data and information supporting
approval of this application is available
for public examination at the office of
the Hearing Clerk (HFA-305), Food and
Drug Administration, Rm. 4-65, 5600
Fishers Lane, Rockville, MD 20857, from
9 a.m. to 4 p.m., Monday through Friday.

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 Commissioner
of Food and Drugs (21 CFR 5.1) and
redelegated to the Director of the Bureau
of Veterinary Medicine (21 CFR 5.83),

§ 558.625 is amended by revising
paragraph (b)(18) to read as follows:

§558.625 Tylosin.

* . » . -

(b] * * »

(18) To 017434: 0.4, 4, and 10 grams per
pound; paragraph (f){1)(vi)(a) of this
section.

-

-

- - -

Effective date July 13, 1979.
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Dated: July 5. 1979.
Terence Harvey,
Director, Bureau of Veterinary Medicine.
|FR Doc. 78-21454 Filed 7-12-7%; 845 am|
BILLING CODE 4110-03-M

Dated: July 6, 1979.
Terence Harvey,
Director, Bureau of Veterinary Medicine.
[FR Doc. 79-21597 Filed 7-12-79; 8:45 am|
BILLING CODE 4110-03-M

21 CFR Part 558
[Docket No. 79N-0198]

New Animal Drugs for use in Animal
Feeds; 2-Acetylamino-5-Nitrothiazole;
Revocation of Applicable Portion of
Regulations

AGENCY: Food and Drug Administration.
ACTION: Final rule.

summARY: The Food and Drug
Administration (FDA) is revoking that
portion of the regulations reflecting
approval of a new animal drug
application (NADA) providing for use of
a premix containing 2-acetylamino-5-
nitrothiazole in turkey feed. The
sponsor, American Cyanamid Co., has
requested this action.

pDATE: Effective July 23, 1979.

FOR FURTHER INFORMATION CONTACT:
David N. Scarr, Bureau of Veterinary
Medicine (HFV-214), Food and Drug
Administration, Department of Health,
Education, and Welfare, 5600 Fishers
Lane, Rockville, MD 20857, 301-443—
3183.

SUPPLEMENTARY INFORMATION: In a
notice published elsewhere in this issue
of the Federal Register, the agency
announces that approval of NADA 9-424
is withdrawn. This document amends
the animal drug regulations to delete the
portion that reflects approval of the
NADA. Approval is being withdrawn at
the request of the sponsor, American
Cyanamid Co.

§558.25 2-Acetylamino-5-nitrothiazole
|Revoked |

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 512(e), 82
Stat. 345-347 (21 U.S.C. 360b(e))) and
under authority delegated to the
Commissioner of Food and Drugs (21
CFR 5.1) and redelegated to the Director
of the Bureau of Veterinary Medicine (21
CFR 5.84), Part 558 is amended by
revoking § 558.25 2-Acetylamino-5-
nitrothiazole.

EFFECTIVE DATE: This regulation shall
become effective July 23, 1979.

(Sec. 512(e), 82 Ctat, 345-347 (21 U.S.C,
360b(e)).)

DEPARTMENT OF JUSTICE
Drug Enforcement Administration
21 CFR Part 1308

Schedules of Controlled Substances;
Determination of Schedules for
Preparations Containing Narcotic
Drugs

AGENCY: Drug Enforcement
Administration, Justice.

ACTION: Final rule.

suMMARY: This rule is issued to specify
the method to be used in calculating the
amount of a narcotic drug present in a
Schedule 111, IV or V preparation.

EFFECTIVE DATE: Effective July 26, 1979.

FOR FURTHER INFORMATION CONTACT:
Howard McClain, Jr., Chief, Regulatory
Control Division, Drug Enforcement
Administration, Telephone 202-6833-
1366.

SUPPLEMENTARY INFORMATION: A notice
was published in the Federal Register on
April 26, 1979 (44 FR 24584), proposing
rulemaking to specify the method to be
used in calculating the amount of a
narcotic drug present in a Schedule III,
IV or V preparation and providing an
opportunity for any interested party to
submit comments or objections in
writing regarding this proposal on or
before May 28, 1979. No comments were
received in response to this proposal.

Therefore, under the authority vested
in him by the Act and by regulations of
the Department of Justice, the
Administrator of the Drug Enforcement
Administration hereby orders that 21
CFR be modified as set forth below.

In 21 CFR Part 1308, the introductory
paragraphs of § 1308.13(e), § 1308.14(b),
and § 1308.15(b) are revised to read as
follows:

§ 1308.13 Schedule Il

* » » »

(e) Narcotic Drugs. Unless specifically
excepted or unless listed in another
schedule, any material, compound,
mixture, or preparation contairing any
of the following narcotic drugs, or their
salts calculated as the free anhydrous
base or alkaloid, in limited quantities as
set forth below:

§ 1308.14 Schedule IV.

* - - - *

(b) Narcotic drugs. Unless specifically
excepted or unless listed in another
schedule, any material, compound,
mixture, or preparation containing any
of the following narcotic drugs, or their
salts calculated as the free anhydrous
base or alkaloid, in limited quantities as
set forth below:

* - * » -

§ 1308.15 Schedule V.
-

- * - -

(b) Narcotic drugs containing non-
narcotic active medicinal ingredients.
Any compound, mixture, or preparation
containing any of the following narcotic
drugs, or their salts calculated as the
free anhydrous base or alkaloid, in
limited quantities as set forth below,
which shall include one or more non-
narcotic active medicinal ingredients in
sufficient proportion to confer upon the
compound, mixture, or preparation
valuable medicinal qualities other than
those possessed by narcotic drugs alone:
- - - - *

Peter B. Bensinger,
Administrator.

July 10, 1979.

|FR Doc. 76-21765 Filed 7-12-79; 8:45 am}
BILLING CODE 4110-09-M

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

Office of Assistant Secretary for
Housing—Federal Housing
Commissioner

24 CFR Parts 203, 207, 220
[Docket No. R-79-683]
Debenture Interest Rates

AGENCY: Department of Housing and
Urban Development.

ACTION: Final rule.

SuMMARY: This rule change provides for
an increased debenture interest rate
applicable to all home and project
mortgages and loans under the National
Housing Act (the Act), as amended,
except for those loans or mortgages
insured under the Act's section 221(g)(4)
provision, committed or endorsed on or
after July 1, 1979. The Sécretary of the
Treasury determines debenture interes!
rates in accordance with established
procedure and the Act. The intended
effect of this rule change is to increase
debenture interest rates for appropriate
mortgages.
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EFFECTIVE DATE: This rule is effective
August 13, 1979, retroactive to July 1,
1979.

FOR FURTHER INFORMATION CONTACT:

T. ]. O'Cennor, Director, Office of
Finance and Accounting, Department of
Housing and Urban Development, 451
Seventh Street, SW., Room 2202,
Washington, D.C. 20410, (202) 755-8310.
(This is not a toll free number.)

SUPPLEMENTARY INFORMATION: The
Secretary of the Treasury has
determined in accordance with the
provisions of section 224 of the National
Housing Act, as amended, that the
interest rate for the month of May 1979
is 8%4% and has approved the ;
establishment of debenture interest
rates at 8%4% to be effective as of July 1,
1979.

The Secretary of Housing and Urban
Development has determined that
advance publication and notice and
public procedure are unnecessary since
the debenture interest rate is set by the
Secretary of the Treasury in accordance
with a procedure established by statute.

A Finding of Inapplicability respecting
the National Environmental Policy Act
of 1969 has been made in accordance
with HUD procedures. A copy of this
Finding of Inapplicability will be
available for public inspection during
regular business hours at the office of
the Rules Docket Clerk, Office of the
General Counsel, Room 5218,
Department of Housing and Urban
Development, 451 7th Street, SW,
Washington, D.C. 20410.

Accordingly, Chapter Il is amended as
follows:

PART 203—MUTUAL MORTGAGE
INSURANCE AND INSURED HOME
IMPROVEMENT LOANS

Subpart B—Contract Rights and
Obligations

1. Section 203.405 is amended to read
as follows:

§203.405 Debenture interest rate,

Debentures shall bear interest from
the date of issue, payable semiannually
on the first day of January and the first
day of July of each year at the rate in
effect as of the day the commitment was
issued, or as of the date the mortgage
was endorsed for insurance, whichever
rate is higher.

The following interest rates are
effective for the dates listed:

July 1, 1974... July 1, 1975
e July 1,1975... Jan. 1, 1976
T sorsirmmcsssrmearemmmsnneee. AN, 1, 1076.. Jully 1, 1976

On or after Prior to

On or after Prior to

LAC . Juty 1,1976... Jan. 1, 1977
8% . dan, 1, 1977 . July 1, 1977
7%

. July 1, 1977, Jan. 1, 1978

™% Jan. 1, 1978 July 1, 1978
7% July 1, 1878... Jan 1, 1979
8., - Jan 1, 1978 July 1, 1978
8%.... e July 1, 1979..

[Sec. 211, 52 Stat. 23; (12 U.S.C. 1715b).
Interprets or applies sec. 203, 52 Stat. 10, as
amended; (12 U.S.C. 1709).)

2. Section 203.479 is amended to read
as follows:

§203.479 Debenture interest rate.

Debentures shall bear interest from
the date of issue, payable semiannually
on the first day of January and the first
day of July of each year at the rate in
effect as of the date the commitment
was issued, or as of the date the loan
was endorsed for insurance, whichever
rate is the higher. The following interest
rates are effective for the dates listed:

On or atter Prior 1o

EHoctive rate (percent):

T e R e July 1, 1974... July 1, 1975
RN .. July 1,1975... Jan. 1, 1976
% .. Jan. 1,1976.. July 1, 1978
i .. July 1, 1976... Jan. 1, 1877
6% . Jan. 1, 1977... July 1, 1977
% .. July 1, 1977... Jan. 1, 1978
7% . Jan. 1, 1978.. July 1, 1978
7%... . July 1, 1978... Jan 1, 1979
Bisis Jan. 1, 1979 July 1, 1878

BY st JONY 1970

(Sec. 211, 52 Stat. 23; (12 U.S.C. 1715h),
Interprets or applies sec. 203, 52 Stat. 10, as
amended; (12 U.S.C. 1709).)

PART 207—MULTIFAMILY HOUSING
MORTGAGE INSURANCE

Subpart B—Contract Rights and
Obligations

3. In 207.259 paragraph [(e)(6) is
amended to read as follows:

§ 207.259 Insurance benefits.

- » * - »

(e) Issuance of debentures. * * *

(6) Bear interest from the date of
issue, payable semiannually on the first
day of January and the first day of July
of each year at the rate in effect as of
the date the commitment was issued, or
as of the date of initial insurance
endorsement of the mortgage, whichever
rate is the higher, The following interest
rates are effective for the dates listed:

On or after Prior fo

July 1, 1974... July 1, 1975
July 1, 1975... Jan. 1, 1976
Jan 1,1976.. July 1, 1976
July 1, 1876... Jan. 1, 1977
Jan. 1, 1977 .. July 1, 1977
July 1, 1977... Jan. 1, 1978
. Jan. 1, 1978 July 1, 1978

~ July 1,1978... Jan 1,197
. Jan. 1, 1979 July 1, 1978
. July 1, 1979...

(Sec, 211, 52 Stat. 23; (12 U.S.C. 1715b).
Interprets or applies sec. 207, 52 Stat. 18, as
amended: (12 U.S.C. 1713),)

PART 220—URBAN RENEWAL
MORTGAGE INSURANCE AND
INSURED IMPROVEMENT LOANS

Subpart D—Contract Rights and
Obligations—Projects

4. Section 220.830 is amended to read
as follows:

§220.830 Debenture interest rate.

Debentures shall bear interest from
the date of issue, payable semianually
on the first day of January and the first
day of July of each year at the rate in
effect as of the date the commitment
was issued or as of the date the loan
was endorsed for insurance, whichever
rate is higher. The following interest
rates are effective for the dates listed:

On or atter Prior 10

L1974, July 1, 1975
L1975, Jan. 1, 1976
, 1976 July 1, 1978
. 1976... Jan. 1, 1977
1977 July 1, 1977
L1877 Jan. 1, 1978
.1, 1978, July 1, 1978

, 1978 Jan 1, 1879
. 1979 . July 1, 1979
L 1979...

(Sec. 211, 52 Stat. 23; (12 U.S.C.a715h).
Interprets or applies sec. 220, 68 Stat. 596, as
amended; (12 U.S.C. 1715k).)

Issued at Washington, D.C., July 10, 1979,
Lawrence B. Simons
Assistant Secretary for Housing, Federal
Housing Commissioner.
[FR Doc. 79-21870 Filed 7-12-79; 8:45 amj
BILLING CODE 4210-01-M

24 CFR Part 221
[Docket No. R-79-558]

Mortgage and Loan Insurance
Programs Under the National Housing
Act; Muitifamily Housing Projects
Financed With Tax-Exempt Obligations

AGENCY: Department of Housing and
Urban Development.

ACTION: Final rule.

SUMMARY: This rule clarifies that an
amendment to 24 CFR 221.762, published
on February 8, 1979, which provided that
multifamily housing projects financed
with tax-exempt obligations issued




