. has evaluated a new animal drug appli-
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- 14)), transferred to the Administrator EPA PART 135e—NEW ANIMAL DRUGS FOR
in Reorganization Plan No. 8 of 1870 (35 FR USE IN ANIMAL FEEDS

15623)). Tylosin

§-12lal3%6§) Benzene Hexachl.oride The Commissioner of Food and Drugs
has evaluated & supplemental new ani-

A tolerance of 5 parts per million is drug . b
established for residues of the insecticide ?;ld speﬁl‘;‘fé{it'éﬁfggéaﬁ,’,&ef‘ IX

benzene hexachlorlde (BHC) in dehy- 50313, proposing safe and effective use
drated peppers (paprika), resulting from of ap’ a%dlflonalg tylosin premix in mak=-
application of the insecticide to growing ing swine feed. The supplemental appll-
peppers. cation is approved. .

Therefore, pursuant to provisions of
the Federal Food, Drug, and Cosmetic
Act (sec. 512(1), 82 Stat. 347; 21 US.C.
360b(1)) and under authority delegated
to the Commissioner (21 CFR 2.120),
Part 135e is amended in § 135e.10 by re-
. vising parsgraph (b)(11) to read &s
SUBCHAPTER C—DRUGS follows:

PART 135-—NEW ANIMAL DRUGS § 135¢.10 Tylosin.

PART :135e—NEW ANIMAL DRUGS FOR . . . ¢ .
; USE IN ANIMAL FEEDS s o0

Tylosin (11) To 115: 8 or 10 grams per pound;
" The Commissioner of Food and Drugs &

. Epwin L. JOHNSON,

Acting Depufy Assistant Ad-
ministrator for Pesticide Pro-
grams.

[FR Doc.6-5866 Filed 3-5-75;8:46 am] -

L] L L 4 L]

L
cation (99-768V) filed by Blair Milling . Effective date. This order shall be
and Elevator Co., Inc., Atchison, KS fective on March 6, 1975.
66002, proposing safe and effective use of .
& tylosin premix in thp manufacture of (Sec. 512(.1), 82 Stat. 347; 21 U.8.0. 360b(1).)
swine feed. The application is approved. ~ Dated: February 28, 1675.

To facilitate referencing, the firm is Frep J. Kxncua,
being assigned a sponsor code number Acting Director, Bureau of
g.nd placed in the list of firms in 21 CFR Veterinary Medicine.

35.501(c). . ..

Therefore, p ant to provisions of [FR D00o.T6-5920 Filed 3-5-15;8:45 am]
the Federal Food, Drug, and Cosmetic .
Act (sec. 512(1), 82 Stat..347; 21 U.S.C. PART 135e—NEW ANIMAL DRUGS FOR
360b(1)) and under authority delegated - USE IN ANIMAL FEEDS

fo the Commissioner (21 CFR 2.120),  cpiontetracycline, Penicillin, Sulfathiazole

lows: 135 and 1350 amended as fql- h ‘The mclomb?‘!ssloner tlat IS’oobctl11 and szﬁs
- y . as evaluated a supplemental new ani-

1. In § 1;_35].1501(?) by adding a new p,q1 qrug application (39-077V) filed by
sponsor as 1ollows: Diamond Shamrock Chemieal Co., New-
§135.501 Names, addresses, and code ark, NJ 07102, proposing safe and effec~

of-

n ers of sponsors of approved tive use of a premix containing 40 grams
applications, of chlortetracycline hydrochloride, 40
. . Y * . . grams of sulfathiazole, and 20 grams of
© ** = penicilin per pound for making swine
. feed. The supplemental application is

, Code No. ‘ approved.
. . s . . Therefore, pursuant to provislons of

136 the Federal Fooqd, Drug, and Cosmetic
Firm name and address Act (sec. 512(1), 82 Stat. 347; 21 US.C.
Blair Milling & Elevator Co., Ing, 1000 360b(1)) and under authority delegated
. Main St.,- Atchison, KS 66002, to the Commissioner (21 CFR 2.120),
' 2 In § 135010 by addisg & new para~  $Iou0T Y on, ST Dhrag i (5 () and
. adding paragraph (b)(2). As revised,

§135e.10 Tylosin. ~paragraph (b) reads as follows:
-« * L 3 [ ] L

§ 135e.58 Chlortetracycline, procaine
(b) Approvals. * * * penicillin, and sulfathiazole.
(32) To 136: 0.4 gram per Ib., item 4. . . . . .

* - & * ) .

. Effective date. This order shall be ef-
fective March 6, 1975. -

{Bec, 512(1), 82 Stat. 347; 21 TS.C. 360b(1))
Dated: February 28, 1975.

C. D. Vax HOUWELING,
Director, Bureau of
Velerinary Medicine.

[FB Doc75-5922 Filed 8-5-75;8:45 am]

(b) Approvals. (1) Premix Ievel of 20

per pound, 20 grams of sulfathinzole per
pound, and procaine penicillin equivalent
in activity to 10 grams of penicillin per
pound has been granted; for sponsor see
code No. 025 in §135.501(c) of this
chapter.

(2) Premix level of 40 grams of chlor-
tetracycline hydrochloride, 40 grams of

grams of chlortetracycline hydrochloride =

sulfathiazole, and procaine penicillin,

10455

equivalent to 20 grams of penicillin per
pound has been granted to code No, 025
in § 135.501(c) of this chapter.

Effective date. This order shall be ef-
fective on March 6, 1975.

(Bee. 512(1), 82 Stat, 347; 21 US.C. 360b(1).) 7
Dated: February 28, 1875.

C. D. Vaxx HOUWELING,
Director, Bureau of Veterinary
! 5

[FR Do¢.75-5921 Plled 3-6-75;8:45 am]

-

CHAPTER I:—DRUG ENFORCEMENT AD-
MINISTRATION,  DEPARTMENT OF

PART 1308—SCHEDULES OF
CONTROLLED SUBSTANCES

Removal of Naltrexone From Control

A Notice of Proposed Rulemaking by
the trator of the Drug Enforce-
ment Administration, dated December 3,
1874, was published in the FEpErRaL REG~
ISTER on Monday, December 9, 1974 (39
FR 42918). This notice proposed amend-
ing § 1308.12(b) of Title 21 of the Code
of ¥Federal Regulations so as to remove
naltrexone from control under Schedule
II of the Controlled Substances Act.

In deslgnating reasons for-this pro-
posed rulemaking, the notice stated that
the Administrator bas found that nal-
trexone has a currently accepted medical
use in treatment-in the United Statés,
and does not have sufficient potential for
abuse or abuse liability to justify its con-
tinued control in any schedule under the
Act.

The Administrator has, in fact, made
no finding that naltrexone has a cur-
rently accepted medical use in treatmenst.
in the United States, and the appearance
of such finding in the December 3, 1974,
notice of proposed rulemaking was inad-
vertent. That finding was, therefore, not
relled on as a reason for proposing to
remove naltrexone from Schedule IT.

The December 9, 1974 notice provided
that comments and objections regarding
the proposed rulemaking could be sub-
mitted no later than January 8, 1975.
None were received.

In view of the fact that no comments,
objections or requests for a hearing were ~
received as to tHe proposed order, and
based upon the investigations and review
of the Drug Enforcement Administration
and upon the scientific and medical eval-
uation and recommendation of the Sec-
retary of Health, Education and Welfare,
received pursuant to sections 201(2) and
201(b) of the Comprehensive Drug Abuse
Prevention and Control Act of 1970 (21
U.S.C. 811(a) and 811(b)), the Adminis-
trator of the Drug Enforcement Admin-
istration finds that naltrexone has no
currently accepted medical use in freat-
ment in the United States, and does not
have sufficlent potential for abuse or
abuse Uability to justify its continued
control in any schedule under the Act.

Therefore, under the authority vested
in the Attorney General by section 201
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(a) of the Comprehensive Drug Abuse
Prevention and Control Act of 1970 (21
U.S.C. 811(a) ), and delegated to the Ad-
ministrator of the Drug Enforcement
Administration by § 0.100 of Title 28 of
the Code of Federal Regulations; the Ad-
ministrator hereby orders that Title 21
of the Code of Federal Regulations
(CFR) be amended by revising § 1308.12
(b) (1) to read as follows:

~§ 1308.12 Schedule IL

* * * * %

(b) % % %
(1) Opium and opiate, and any salt,
compound, derivative, or preparation of
opium or opiate, excluding naloxone and
its salts, and excluding ‘naltrexone and
its salts, but including the following:
1 Raw oplum
2 Opium extracts
3 Oplum fluid extracts.
4 Powdered opium
6 Granulated opium
6 Tincture of opium

9600
9610
9620
9639
9640
9630

7 Apomorphine 8030
8 Codeine . 9050
9 Ethylmorphine 0100
10 Etorphine hydrochloride. 8059
11 Hydrocodone 0193
12 Hydromorphone weee e ocmeeme 9150
13 Metopon 0260
14 Morphine 9300
156 Oxycodone 9143
10 Oxymorphone 9662
17 Thebaine 9333
* . * . *

This order is effective on March 6,

1975. .
Dated: February 26, 1975.

JoHN R. BARTELS, Jr.,
- Administrator, -
Drug Enforcement Administration.

[FR Doc.75-5929 Filed 3-5-75;8:45 am]

Title 27—Alcohol, Tobacco Products and
- Firearms

CHAPTER [—BUREAU OF ALCOHOL, TO-
BACCO AND FIREARMS, DEPARTMENT
OF THE TREASURY

[T.D. AFT-14]

PART 6—INDUCEMENTS FURNISHED
TO RETAILERS

- Inside Signs Furnished to Retailers of Wine
by Industry Members -

‘The purpose of these amendments to
27 CFR Part 6, Inducements Furnished
to Retallers, is to increase the maximum
value of advertising materials that may
be given, rented, loaned, or sold to g re-
tailer of wine by an industry member
engaged in business as a rectifier,
blender, producer, bottler, importer, or
wholesaler of wine. The amendments
also correct an editorial error in another
section concerning exceptions from the
inducement provision.

SuMMARY OF NOTICE

The advertising limitation for wine at
the retail level was established at $10, in
1936; and after public hearings held in
1969, the limitation was increased to $15,

due primarily to the increase in the cost
of advertising materials. The Wine In-
stitue, a trade association representing

- RULES AND REGULATIONS

numerous wine producers in California,
petitioned the Bureau to increase the
advertising limitation several months
ago, and on that basis a notice of pro-
posed rulemaking was published in the
FEDERAL REGISTER On September 17, 1974,

(39 FR 33359) proposing an increase’
from $15 to $90 in 27 CFR 6.23a. The-
notice also included a proposal for cor-
rection of an editorial error in 27 CFR
6:21. Interested persons were afforded an
opportunity to comment on the proposed:
amendments and due consideration was
given all comments received in response
to the notice. .

require broadeér coverage with more ad~
vertising materials.

. CBANGES PURSUANT 710 Noricn

Support for an increase in the limita-
tion which was presented to the Bureau
was well docummented end provided data
which showed that along with an in-
crease in the cost of advertising materi-
als, there has been a change in certain
trade practices in the wine industry,
specifically changes in merchandising
and advertising practices for wine. How-
ever, based on independent interpreta-

- tion of economic Indicators, the intent

STMtARY OF COMMENTS

-A total of seven comments were re-
ceived on the proposals. All persons who
commented on the proposed change to 27.
CFR 6.21 fully supported the amendment.
However, there was wide disparity among-
the comments regarding the proposed
amendment of 27 CFR 6.23a. Opposition
to the proposed advertising iricrease was,
presented in comments submifted by two-
small-wineries. The basis for-the opposi-
tion was, first, that the increase would
permiit large wineries to gain an advertis-
ing advantage at.the retail level over-
small wineries and, second, that there’
seemed to be no jUStiﬂcatdon for increas-
ing the limitation to the level proposed.

Four’comments in support of the pro-
posals were submitted by industry mem-
bers and industry associations. Increased
costs of advertising materials and labor
were the major justifications provided by
those supporting the proposed increase.
"The data presented in these comments
indicated increases of up to 160% for
material costs and 570% for labor costs.
In one comment from an industry as-
soclation, it was also noted that most in-.
dustry sources predict an increase of
100% for both material and production-
costs within the next five years.

Representatives of one winery sup-’
ported the limitation increase but asked
that the total value of materials fur-
nished by an industry member and in use
at any one time In any retail establish-
ment be limited to $30 for any one brand.”
In their opinion, without such & brand
Hmitation, the economic impact upon the
small brand owner would make him non=-
competitive in the market place. In es-"
sence, they indicated that many small
family-owned businesses simply could not
afford the cost of creating individual
displays costing $90.

As stated in the notice, in addition to
data relative to increases in the cost of
advertising material and labor, the Bu~

.reaun was also interested in ascertaining

if there were other factors which justified
an increase in the present -limitation.
With regard to trade customs, one com~
ment received indicated that there has
been significant expansion of the num-
ber of wines marketed in the United
States in recent years, primarily special
natural wines; and this change in the
scope of wine industry operations has
necessitated changes in advertising
methods. Another comment received in~
dicated that changes in both merchan-
dising and distribution patterns for grine

. of the Federal Alcohol Administration

Act, and careful evaluation of all com-
ments concerning the notice of proposed
rulemaking, the-Bureau -has found that
an increased advertising limit of $90 is
not justifiable, and an increase in the
limitation to $75 is more realistic and
equitable. This increase will recognize
the impact of inflatlon on the costs of
advertising materials and labor and pro«
vide for advertising consistent with
modern wine merchandising. With re-
gard to the $30-brand lmitation re-
quested by one winery, the Bureau feels
that such a limitation would not rec
ognize the effect of inflation over the
past six years, and further that such a
limitation would be extremely difficult to
enforce, and is, therefore, not adopting
a limitation of that type.

" In view of the foregoing, the proposed
regulations are hereby adopted, subject
to the change mentioned above.

Paracrarm 1. Section 6.21 is amended
to include a reference to § 6.23b, in the
case of wine. As amended, § 6.21 reads a3
follows:

§ 6.21 - General,

An industry member may furnish to a
retailer, under the conditions and within
the limitations prescribed, the equip-
ment, signs, supplies, or other things of
value specified in §§ 8.22~6.31: Provided,
That, except for such alcoholic beverages
as may reasonably be required to com~
plete a window or other interlor display
furnished pursuant to § 6.23, §6.23a, or
§ 6.23b, such furnishing is not condi-
tloned direct]y or indirectly on the pur-
chase of distilled spirits, wine, or malt
heverages.

. Par. 2. Section 6.23b is amended by in-
creasing the Nmitation to $76. As
amended, § 6.23b reads as follows:

§ 6.23b Inside signs: wine,

Signs, posters, placards, deslgms, de-
vices, decorations, or graphic displays,
bearing advertising matter and for use
in the windows or elsewhere in the in-
terior of a retail establishment, may be
given, rented, loaned, or cold to o re-
tailer by an industry member engasged in
business as a rectifler, blender, producer,
bottler, importer, or wholesaler, of wine,
if they have no value to the retailer ex-
cept ‘as advertisements and if the total
value of all such materials furnished by
any industry member and in use at any
one time in any retail establishment does
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