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supporting that finding, contained in an
wvironmental assessment, may be seen
~ Dockets Management Branch
&8s above), between 8 a.m. and 4
p-m., Monday through Friday. This
action was considered under FDA'’s final
rule implementing the National
Environmental Policy Act (21 CFR Part
25), .

List of Subjects in 21 CFR Part 357

* Cholecystokinetic drug products,
Labeling, Over-the-counter drugs, -
Reporting and recordkeeping

- requirements. :

Therefore, under the Federal Food,
Drug, and Cosmetic Act and the
Administrative Procedure Act,
Subchapter D of Chapter I of Title 21 of
the Code of Federal Regulations is
amended in Part 357 as follows:

PART 357—MISCELLANEQOUS
INTERNAL DRUG PRODUCTS FOR
OVER-THE-COUNTER HUMAN USE

1. The authority citation for 21 CFR
Part 357 continues to read as follows:

Authority: Secs. 201{p}, 502, 505, 701, 52 -
Stat. 10411042 as amended, 1050-1053 as
amended, 1055~1056 as amended by 70 Stat,
919 and 72 Stat. 848 {21 U.S.C. 321(p), 352, 355,
371); 5 U.S.C. 553, 21 CFR 510 gnd 511, :

*. 2. Bection 357.210 is revised to read as
Taws: :

§ 357.210 Cholecystokinetic active
ingradients. .

The active ingredient of the product
consists of any of the following when
used within the specified concentration
and dosage form established for each
ingredient: ,

{a) 50-percent aqueous emulsion of
corn oil. . .

‘{b) Hydrogenated soybean oil in a
suitable, water-dispersible powder. The
hydrogenated soybean oil is feod-grade,
partially hydrogenated with a melting
point of 41 t6 43.5 °C, an iodine value of

<65 1o 69, and a fatty acid composition as

- follows: ‘

Percent
Fatty acid COmpo- .

_siton

Myristic acid IR (X |
Paimitic acid, I 10.0
Paimitoleic acid . ; 0.1.
Stearic acid ‘ 135
Cieic acid 72.0
Lincleic acid . ’ 38
Linolenic acid . . 04
Arachidic acid . josi ; B X
Behenic acid ; . 0.2

2. Section 357.250 is amended by
-sing paragraphs {d)(2) and {3) to
vead as follows: .

§ 357.250 Labeiing of cholecystokinetic
drug products.

* * * * L4
. [d) LA

{2} For products containing 80-percent
agueous emulsion of corn oil, :

(i) “Shake well before using.”

(if) Oral dosage is 60 milliliters 20
minutes before diagnostic gallbladder x-
ray or as directed by a doctor.

{3) For products containing

- hydrogeneated soybean oil, Oral dosage
-1812.4 grams in a suitable, water-

dispersible powder in 2 to 3 cunces of
water. Stir briskly to prepare a
suspension before using: Drink 20
minutes before diagnostic gallbladder x-
ray or as directed by a doctor.
& L % #* *

4. Section 357.280 is revised to read as
follows:

§ 357.280 [Professional labeling.

- The labeling provided to health
professionals (but not to the general
public) may contain the following
information for ingredients identified in
§ 857.210: Indication, “For visualization

-¢f biliary ducts during

cholecystography.”

Dated: December 23, 1989..
Frank E. Young, )
Commissioner of Food and Drugs.

- [FR Doc. 89-4613 Filed 2-27-89; 8:45 am]
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DEPARTMENT OF HOUSING AND .
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Office of the Assistant Secretary for
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Commissioner
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24 CFR Parts 15, 24, 203, 234, 510, 511,
§70, 885, 904, 941, and 2002

[Docket No. N-89-1945]

. Announcement of Effective Dates

AGENCY: Office of the Secretary; Office

of the Assistant Secretary for Housing— .

Federal Housing Commissioner; Office -

. of the Assistant Secretary for

Community Planning and Development:
Office of the Assistant Secretary for
Public and Indian Housing; HUD.
ACTION: Notice of announcement of
effective dates for certain recent final
rules. .

SUMMARY: Section 7{0){3) of the
Department of Housing and Urban
Development Act, 42 U.S.C. 3535{0}(3),
requires HUD fo wait thirty calendar
days of continuous session of Congress,
after publication, before it makes a
published rule effective. Thirty calendar
days of continuous session of Congress
have now expired in the present
Congress since these rules were
published. This notice anriounces the
effective dates for certain recently
published final rules. For an explanation
of subject matter on the rules, sée

- “"SUPPLEMENTARY iNFOBMATION”.

DATES: For effective dates, see
“SUPPLEMENTAHY INFORMATION.”

FOR FURTHER INFORMATION CONTACT:
Grady J. Norris, Assistant General
Counsel for Regulations, Department of
Housing and Urban Development, Room
10276, 451 Seventh Street, SW.,
Washington, DC 20410, telephone {202)
755-7055. [This is not a toll-free
number).

SUPPLEMENTARY INFORMATION: The
effective date provision of each of the
published rules affected by this Notice
stated that the rule would become
effective upon expiration of the first
period of 30 calendar days of continuous’
session of Congress after publication,
and announced that future notice of the
rule’s effectiveness would be published
in the Federal Register. Thirty calendar
days of continuous session of Congress
will have expired in the present
Congress before March 3, 1989,

Accordingly; the purpese of this notice
is to announce the effective dates for the
rules listed below, as follows: ' :

1.24 CFR Parts 15 and 2002: The
Freedom of Information Reform Act of
1988; Fee Schedule and Fee Waiver
Regulations, Final Rule published
September 27, 1988 (53 FR 37546),

Docket No. R-88-1348; ;FR—2362. .
PATE: Effective Date: March 3, 1989,

2. 24 CFR Part 24; Debarment
Suspension and Limited Denial of
Participation, Contractors and
Participants, Final Rule published
November 15, 1688 {53 FR 45603}, Docket
No. R-88-831; FR-1676. - S
paTE: Effactive Date: March 3, 1989.

3. 24 CFR Parts 203 and 234: .
Disclosure of Annual Rate Changes of
Adjustable Rate Mortgages (ARMs) and
Carryovers, Final Rule published
January 4, 1989 (54 FR 110}, Docket No.
R-88-1427; FR‘-2542.> o
DATE: Effective Date: March 31, 1989,

4. 24 CFR Part 510: Section 312

" Rehabilitation Loan Program; Removal

of Risk Premium and Application Fee
Provisions, Final Rule published



