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Labeling Aot (18 U.5.C, 1451-1461); 22 U.8.C.
41-50, 81-83, 141-149, 46877, 679(b), 851888,
1031~13068; secs. 201~903 of the Federal Food,
*ng, and CosmeticAut {27 UB.C. 321894}
5 U.S.C. 158; secs. 301, 302, 303, 867, 310, 311,
351, 852,.381, 36‘2 470117688, 210% of the
Public Health Service Act {42 U.S.C. 241, 242,

242a, 242, 242n, 243,.282, 283, 284, 265, 300u~ -

300u-5, 300aa-1); 42 U.S.C. 13958y, 3246h, 4332,
4831{a}, 10007-10008; E.O. 131490,"11921, and
12591,

2. Bection 5.251s amended by adding
new paragraph (a)(7) to read as follows:.

§5.25 Ressarch,invectigation, and testing
programs and health informatian and
health promotion m@gmm

E_a} & Ok ok

{7} The Director, Office of Orpban
Products Development.

* Y & * %
Dated:'September 23, 1992,
Michael R. Taylor,

Deputy CommissionerforPalicy.
{FR Doc. 92~237486 Filed 9-30~92;8:45 amni] -
BILLING CODE 4160-01-F :

21 CFR Part 319
{Docket No. BON-0525]

Status of Certain OQer-the-C@umeﬁ

Drug Category i and Hi -Active

ingredients; Technical Amen&mem;

RGENCY: Food and Drug Admimah*anon,,
BiS.

AcTioN: Final rule; techmmﬂ
: amendmem

SUMMARY: The Food and Drug

Administration {(FDA) is amending the

regulations regarding the status of

certain uver:the-counter'{OTC) drug .

Category Il and Il active ingredients.

" 'This final rule makes a nonsubstantive

~ correction to the finalregulutions that

- -were published in the Federal Register
of November7,1990 (55 FR 46914). That

- final rulelisted the name-of an-active
ingredient incorrectly. This decument
corrects that error and provides

" clarification of the final mule f@r certain
OTC drug products.

EFFECTIVE DATE: Octuber 3, 1892,

FOR FURTHER INFORMATION 'CONTACT:
William E. Gilbertsen, Center for Drug
Evaluation and Research(EFD-810),
Food and Drug Administration, 5608
Fishers Lane, Rcc:lv«:-vfiﬂe’v MD 20857, 301~
285~-8000.

SUPPLEMENTARY E&FQRM’#LT#@”@" Thm
document amends' the final rule
concerning drug products containing
certain active ’ingrediems offered OTC
“or certain usesiin 21 CFR part 310 (as

:t forth in the Federal Register of
“vember 7, 1890 (55 FR 46914)). That

final rule listed an active ingredient

incerrectly. This final rule corrects that -
error in the regulations. As noted above,
this amendment ingtitutes a change that
is nonsubstantive in nature. Because the
amendment is not confroversial and
because, when effective, it provides
clarification of a final rule for QFC drug
products, FDA finds that the usual
notice and comment procedures and
delayed effective date are unnecessary.
List of Subjects'in 21-CFR Part 10

. Administrative practice and
procedure, Drugs, Labeling, Medical
devices, Reporting and mmr&k@epmg

requirements.
Thepefare under the Federal Food,

' Drug, and Cosmetic Act.and under

authority delegated to the Commissioner
of Food and Drugs..21 CFR pamt 31058
amended as follows: «

FART 310—-NEW DRUGS -

1. The autherity citation for 20 CFR
part318.continues to read as follows:

Authority: Secs. 201, 301, 5@1, ‘502, 503, 505,
508,°507, 512-5%8, 520,601{a); 701, 704, 705, 706
of the Federal Food, I}mg md LCosmetic Ast
{21 U.8.C. 321,331,354, 352, .353,/355,/358,.357,
360b-3601, 360j, 36%(a}, 871,874, 375, 376);
sacs. 215, 301, 862f]), 951, 354-360F of the
Public.Health Service Act (42 11.8.C. zw, 241,
242{a), 262, zaabazﬁsn]

-§ 310.545 TAmended]

2. Section 318.545 Drug producis
conttaining.certam active ingredients

: aﬁered over-the-counter [’OTC} Far

certain uses is amended n paragraph
(a}{3) by removing the e

miry
: "‘Carbaxymgthylﬁeﬂﬂknsé" and 2dding in

its place the entry

“Carboxymethylcellulose sodmm

Dated: Septembier.23, 1982,
Michael R. Taylor,
Deputy Commissioner for Policy.

[FR/Poc.:92-23848 Filed: MEF%, 845. a‘n]

BILLING -CODE mmw

BEP&R’FMENT OF THE !FE’E?EREGR :

@fﬂce of Surface Mining: Re*%am«aﬂen
and Enforcement o )

30 CFR Part 917

Kentucky Heguiatory Program;
Definitions; Exemption for Cogl
Extraction Incidental to Extraction of
Cther Minerais; Cozt Expioration;
Kentucky Bond Pool: Backiilling and
Grading; and Postmining Land Use - -

AGENTY: Office of Surface Mining
Reclamaiion and Er'fomemem (OSM],

- Interior.

ACTION: Final rule; approval of

amendment.

sussasav: OSM is announcing the
approval, with exceptions, of apmp@sed
pmwam amendment to the Kentucky
regulatory program [hersinafter referred
to as the Kentuclky program}under the

' Swiace Mining Centrel -and Reclamation

Act of 1977 (SMCRA), The amendment
consists of proposed modifizations to a
number of Kentucky rulesin warious
subject areas for the purpese of
maintaining consistency with revised

" Federal regpirements, clarifying

ambiguitias, dmproving operatienal
efficiency and implementing the
additional flexibility affordad by
Federal regulatory revisioms.
EFFECTIVE DATE: October, 1892,

FOR FURTHER INFORMATION CORTRCT:
William J. ‘Kovacie, Director, Lexington
Fisld Office, Office of Swface Mining

" Reclamation and Exforcement, 2675

Regency Road, Lexington, Kentucky
40503, Telephione (608) 233-2898.
SUPPLEMENT ARY INFORMATICH: .

I. Background onthe Eentucky Program. -
I.  Submissionef Ammendment,

M. Directorls Eindings.

V. Summary andDispesition of E@'nmmm
V. Direstor's-Decision, -

VI Procedural Determinations.

I. Badkgroundon:the Kentucky ngmm

On May18, 1982, the Secretary of the
Interior conditionally approved the
Kentucky program. Information
pemnem to the general background and
revisions to the proposed permanent
program submission, as well as the

" ‘Secretary's findings, the disposition of

cominents and a detailsd explanation of
the conditions of approval can be feund
in the May 18, 1982, Federal Register (47

" FR 21404-21435). Subsequent actions

concerning the conditiens-of approval
and proposed amendments are
identified at 30 CER 917.11,917.13,

© 917.15, 917.18, .and 91717,

I1. Bubmission-of Amendments

By letter dated June 28, 1991 ,
{Administrative Record Number KY-
1058), Kentucky submitted .a-proposed
program amendment modifying 19
regulations and incorporating two
Technical Reclamation Memorandum
{No. 19-and No. 26).

OSM announced receipt of the
proposed amendment in the July 22,
1991, Federal Register (56 FR 3339%), and
in the same notice, opened thes pﬁbﬁm
comment period and provided -
opporunity for a public heamx-g o &he ‘
adequacy of the proposed amendment, -
The comment period closed on Angust
21, 1981,

By letter dated Nowvember 11 1981
{(Administrative Recerd Number K¥—
1079, Kentucky resubmitted that persion



