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7126
e Comome satons |, POl ey OMB has approved the collection of sunmmv-.ms document ins:.
having SupeVon 1 i rmation requitement under OMB - notice of amendiments. teij the Manual en
. Springs. | Denwar. control number 0920-0237. This . Uniform Traffic Control Devices
Great Falls, Mont..- o document announces OMB's appraval {MUTCD) which aze being adopted by
Wid Harse, Mot Gret ® and amends the regulation to reflect that  the Federal Highway Administration for
Mot ) approval. ' : inclusion thezein. The MUTCI is..
Because this amendment is incorporated by reference in 23 CER Part
MAichneb i nonsubstantive, notice and public 655, Subpart F and recognized as the

Acting Commissioner of Cusloms.

Approved:

Francis A. Keating, I, ~

Assistant Secretary of the Treasury:
February 25, 1987. ' :
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration.
21 CFRPart341 -
[Docket No. 76N-052BY

Bronchodilator Drug Products for
Over-the-Counter Human Use; Finat
Monograph; OMB Appravat of
Requirements

om——c—

AGENCY: Food and Drug Administration.

AcTiON: Finalrule. ..

suMMARY: The Food and Drug
Administration (FDAY}is annouricing '
that the Office-of Management and
Budget (OMBY has approved the.
collection of information requirement
concerning its final rule on over-the-
counter {OTC) bronchodilator drug.
products. The ageney is amending that
regulation to reflect OMB's approval.
EFFECTIVE DATE: October 2, 1987.

FOR FURTHER INFORMATION CONTACT:
William E. Gilbertson, Center for Drugs.
and Biologics (HFN-210), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-295-8000.

SUPPLEMENTARY INFORMATION: In the
Federal Register of Ocfober 2, 1986 (51
FR 353261,FDAissuedarﬁmlmlein~the
form of & final monograph effective
QOctober 2, 1987, establishing conditions
under whick OTC bronchodilator drug
products (drug products used in the
symptomatie treatment of wheezing and
shortness of breath of asthma) are
generatly recognized as safe and
effective and not misbranded. In that
document (51 FR 35338}, FDA. .
anneunced that it had submitted the
final rule to the Office of Management
and Budget (OMB] for approval of the. -
collection of infarmation requirement.

contained inr §'_341.78[d](2‘]{i1(b1. o

'BRONCHODILATOR, AND

procedure are unnecessary (5 uUscC. -

553(b)(B) and (d}): R

List of Subjects in 21 CFR Part 341 .
Labeling, Over-the-counter drugs.

Therefore, under the Federal Food,

Drug, and.Cesmetic Actand the .~
Administrative Progedute Act  ° -

Subchapter D-of Chapter T of Title 21 of
“the Code of Federal Regulations is: .-

PART 341—COLD, COUGH, ALLERGY,
ANTIASTHMATIC DRUG PRODUCTS
FOR OVER-THE-COUNTER HUMAN.
SE oo

1. The authority citation for 2t EFR
Part 341 continues to read’ ﬂﬁ*faﬁm j;g :

. Autbority: Seca. 201(p); 502, 505,704, 52

Stat. 1041-1042 as amended; 1050-1053 as

amended, 1065~1056-as amended by 70-Stat.

919 and 7ZStat. 948 (21 U.S.C. 321(p}): 352,355,

371); 5 U.S.C. 553; 21 CFR 5.11.
2.In §$ 341.76 by adding s

parenthetical statement at the end ,orf the

mﬁ@tﬂrq&dﬂa@ folfows: .

§341.78 Laheﬁmdmmm |

products..

* e A P

(Collection of inferm on requitement
approved by the ffice of Management and:
Budget under number 0940-0237.} .. ..
Dated: Mareh 2, 1987. .
lnhnM’-T“ww. R L e
A-ﬂbm"" I sy bl B ‘
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W

DEPARTMENT.OF TRANSPORTATION:
Federat‘l-ﬁgﬁway Adminlst:aﬂon .
23.CFR Part 655 o
[FHWA Docket Nos. 75-31;33—26,35-#;.35?
3,85-15,85-278"437-&} e
National Standards for Fraffic-Controt

Devices; Manual on Uniforny Teaffic - -
Control Devices S

AGENcY: Federal Highway :
Administration (FHWAJ DOT.
ACTION: Final rale; amendments to_

material ificorporated by reference and

request for comments.

- MUT-CD is aviilable for inspection

national standard for traffic control
devices on all public roads. The
amendments affect various parts of the
MUTCD and are intended to expedite
traffic, improve safety and provide a
more uniform application of highway
signs, sigmmals, and markings. Comments
orrcertain editorial amendments to the
SUPPEEMENTARY INFORMATION
under*Discussior of Editorfal .
Changes”; are requested. A conferming
amendment to Part 655 is also being -
made to update the citation:fo.

DATﬁSEﬁeM&M&iSﬂ

Comments on the editoriak?

anor

to the MUTCD must be: e
before. April 3 1887

preferably in triplicate; on ediforial
changes fo Docket No: 878, to the =
Federal Fighway Administration, Room
4205, HCC-16; 400 Seventh Street, SW.,

received will beavailablefor
examination at the above address
between 8:30 a.ye and 330 pm KT,
Monday through Friday. Those desiring

notificatiom of recefpt of conmmerits must

postcard. 0. -

FOR FURTHER INFORMATION CONTACT:
Mt. Philip O. Russell, Office.af Tradfic.
Operations, (202} 366-2164, o8 Me. -
Michael | Laska, ©ffice of Chief -
Counsel, (202] 366-1383, 400 Seventh
Street, SW., Washington, DC.20560, -
Office hours aze from.7:45-a.1: 10 4:15
p-m. ET, Monday through Friday, except
SUPPLEMENTARY IREORMATION: The

{om and

Documents; t.S. Govermment Printing
Office, Washingtom, BC 26402; Stock No.
950-036-00008-+. The purchese of &
MUTCE includes a sabscription service
for adopted revisions. :

This document cortains the
dispositions of propesals forchanges in
the MUTCD which weze received ar
originated by the FEIWA. Previous
Federal Register actions regarding these
requests are listed irr the ffbﬁﬂ'oyv_ingﬁaﬂhfe:

[ A




