
Federal Register /  Vol. 46, No. 69 /  Friday, April 10, 1981 /  Rules and Regulations 21357

{o) Document Control System 
* * * * *
FOR FURTHER INFORMATION CONTACT: 
John D. Philips, Chief, Rules and 
Procedures Branch, Division of Rules 
and Records, Office of Administration, 
Telephone 301-492-7086.

Dated at Bethesda, Maryland this 2d day of 
April 1981.

For the Nuclear Regulatory Commission. 
William J. Dircks,
Executive Director for Operations.
[FR Doc. 81-10750 Filed 4-0-81; 8:45 am]

BILLING CODE 7590-01-M

DEPARTMENT OF ENERGY

Economic Regulatory Administration

10 CFR Part 212 *

[Docket No. ERA-R-81-03]

Price and Allocation Regulation 
Revocation

Correction
In FR Doc. 81-10159 appearing on 

page 20508 in the issue for Friday, April
3,1981, make the following corrections:

(1) On page 20516, third column,
§§ 212.1 through 212.31 [Removed] 
should have read:
§§ 212.1 through 212.3 [Removed]

(2) On page 20519, first column,
§217.71 [Removed] 
should have read:
§ 212.71 [Removed]
BILLING CODE 1505-01-M

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric 
Administration (NOAA)

15 CFR Parts 937 and 938

Looe Key and Gray’s Reef National 
Marine Sanctuaries; Effective Date of 
Final Rules

a g e n c y : National Oceanic and 
Atmospheric Administration (NOAA), 
Commerce.
a c t io n : Notice of Effective Date of Final 
Rules.

s u m m a r y : The regulations issued 
pursuant to the designation of the Looe 
Key and Gray’s Reef National Marine 
Sanctuariesjxave become effective 
following expiration of the 
Congressional review period. (15 CFR 
Parts 937 and 938).

DATES: The regulations became effective 
on April 5,1981.
FOR FURTHER INFORMATION CONTACT:
Dr. Nancy Foster, Deputy Director, 
Sanctuary Programs Office, Office of 
Coastal Zone Management, 3300 
Whitehaven Street, NW., Washington, 
D.C. 20235, telephone (202) 634-4236. 
SUPPLEMENTARY INFORMATION: 
Regulations pursuant to the designation 
of die Looe Key and Gray’s Reef 
National Marine Sanctuaries were 
published on January 26,1981 (46 FR 
7946 and 46 FR 7942, respectively).

In accordance with Section 302(h)(2) 
of the Marine Protection, Research and 
Sanctuaries Act of 1972, as amended, 16
U.S.C. 1432(h)(2), (the Act) each set of 
regulations provided that they would not 
become effective until the expiration of 
a period of 60 calendar days of 
continuous session of Congress from the 
date of their transmittal to Congress, 
concurrent with publication. Under 
302(h) of the Act, this period is broken 
by an adjournment sine die and tolled 
by an adjournment of either House of 
more than three days to a day certain. 
The Congressional review period ended 
April 5,1981.

Dated: April 7,1981.
Robert W. Knecht,
Acting Assistant Administrator for Coastal 
Zone Management.
[FR Doc. 81-10946 Filed 4-9-81; 8:45 am[

BILUNG CODE 3510-08-M

International Trade Administration

19 CFR Part 355

Leather Wearing Apparel From 
Mexico; Final Affirmative 
Countervailing Duty Determination and 
Countervailing Duty Order

a g e n c y : International Trade 
Administrâtion Department of 
Commerce.
ACTION: Final Countervailing Duty 
Determination and Countervailing Duty 
Order.

s u m m a r y : The U.S. Department of 
Commerce has determined that the 
Government of Mexiço (GOM) makes 
available incentive programs that 
constitute bounties or grants within the 
meaning of the countervailing duty law 
and that manufacturers, producers and 
exporters of leather wearing apparel 
receive the benefits of these programs. 
Future imports of this merchandise will 
be subject to the payment of 
contervailing duties.
EFFECTIVE DATE: April 10,1981.
FOR FURTHER INFORMATION CONTACT:

John R. Brinkmann, Jr., Office of 
Investigations, International Trade 
Administration, Department of 
Commerce, Washington, D.C. 20230 (202) 
377-4198.
SUPPLEMENTAL in f o r m a t io n : October
14,1980, die U.S. Department of 
Commerce received a petition in 
satisfactory form from Ralph Edwards 
Sportswear, Inc., in Cape Girardeau, 
Missouri. The petitioner alleges that the 
Government of Mexico provides 
manufacturers, producers and exporters 
of leather wearing apparel certain 
benefits that are bounties or grants 
(subsidies) within the meaning of 
Section 303 of the Tariff Act of 1930, (19 
U.S.C. 1303) (hereinafter referred to as 
‘‘the Act”). Because Mexico is not a 
“country under the Agreement” within 
the meaning of Section 701(b) of the Act 
(19 U.S.C. 1671(b)) no determination of 
injury is required in this investigation.

The petitioner claims that “massive 
imports” of this apparel over a relatively 
short period of time have created 
“critical circumstances” within die 
meaning of Section 703(e) of the Act (19 
U.S.C. 1671b(e)) and accordingly, the 
retroactive collection of countervailing 
duties is warranted. Since Mexico is  not 
a “country under the Agreement,” 
Section 703(e) of the Act does not apply 
in this case (see Section 103(b), Trade 
Agreements Act of 1979, 93 Stat. 190).

In response to this petition and in 
accordance with Section 303 of the Act 
(19 U.S.C 1303), we initiated a 
countervailing duty investigation and a 
notice of our investigation was 
published in the Federal Register on 
November 12,1980 (45 FR 74734).

On January 14,1981, the Department 
published a notice of “Preliminary 
Affirmative Countervailing Duty 
Determination” (46 FR 3256). That 
determination stated that the tax rebate 
certificate program (CEDI) constituted a 
subsidy within the meaning of the U.S. 
countervailing duty law and that the 
amount of the subsidy on exports of 
leather wearing apparel to the U.S. was 
5.2% ad valorem.
Import Profile

The leather wearing apparel covered 
by this investigation is currently 
classified under the following item 
numbers of the Tariff Schedules of the 
United States Annotated (TSUSA): 
791.7620, men’s and boys' leather coats 
and jackets; 701.7640, women’s and girls’ 
leather coats and jackets, and 791.7660, 
other leather wearing apparel such as 
vests, pants, skirts, and parts and pieces 
of leather wearing apparel.
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Program Found To Be a Subsidy
The program which is the subject of 

this investigation is the Certificado de 
Devolución de Impuestos (CEDI). Prior 
to January 1,1980, Mexico employed a 
system of turnover taxes usually 
referred to as a cascade tax. The CEDI 
program was originally designed to 
rebate these federal cascade taxes and 
various federal excise taxes. The 
Government issued to the exporter a 
certificate (CEDI) equal to a percentage 
of the value of the firm’s exports. This 
certificate could then be used as a credit 
against Federal tax liabilities by the 
firm.

In a previous investigation of this 
program, the Treasury Department 
found that the CEDI credits were 
designed to offset the incidence of 
indirect taxes paid, and not otherwise 
rebated, on exports and, therefore, they 
did not constitute a subsidy under the 
countervailing duty law.

In January 1980, the Government o | 
Mexico replaced the cascade tax system 
and several excise taxes with a value 
added tax, and also restructured the 
CEDI program. Furthermore, under the 
Trade Agreements Act of 1979, the 
Congress modified the rules governing 
the use of offsets in the calculation of 
net subsidies. Thus, for the purposes of 
this investigation, we had to reconsider 
the entire nature of the program, as 
modified, under the provisions of the 
Trade Agreements Act.

The CEDI program, in its current form, 
was established on January 8,1980 by a 
"Decree which enables the granting of 
encouragement to export products 
manufactured in the country.” The 
program is, by its terms, designed to 
encourage exports by the rebate of 
indirect taxes, other than the value 
added tax.

In order for a firm to qualify for CEDI 
benefits, the exported products: (1) 
should not be subject to an export tax;
(2) should not be products imported for 
repair, conditioning or substantial 
transformation; and (3) should contain 
at least 30% national content. The 
Secretary of Commerce of Mexico 
publishes lists of articles that qualify for 
CEDI benefits and is responsible for 
setting the CEE)I rate. The rate is not 
published; it is a percentage of the 
F.O.B. value or, if national insurance 
and transportation is used, the CÍF value 
of the exported product. CEDI benefits 
are valid for five years from the date of 
their issue and are not transferable.

Finally, the Minister of Commerce of 
Mexico has authority to waive any of 
the qualifying conditions for the CÉDI 
program where “there is a substantial 
contribution to the increase of exports,

the opening of new markets, the 
inducement to the consumption of 
national raw materials, or the increase 
of employment levels.”

The issue in this case is whether the 
tax credits granted under the CEDI 
program can properly be considered 
rebates of indirect taxes for purposes of 
our countervailing duty law.

The non-excessive rebate, on export, 
of indirect taxes borne by the exported 
product is not a subsidy under U.S. 
countervailing duty law. While the 
Congress precluded the use of indirect 
taxes not otherwise rebated as offsets to 
subsidies, this restriction on offsets was 
not intended to
prohibit the [Commerce Department] from 
determining that export payments are not 
subsidies if those payments are reasonably 
calculated, are specifically provided as non- 
excessive rebates of indirect taxes . . .  and 
are directly related to the merchandise 
exported. S. Rep. No. 96-249, 96th Cong., 1st 
Sess. 85 (1979).

The fact that the CEDI program may, 
through a number of eligibility 
requirements, be designed to promote 
exports does not go to the question of 
whether or not the program involves a 
bona fide tax rebate. There is nothing 
contradictory about rebating indirect 
taxes for the purpose of strengthening 
export performance. On the other hand, 
the fact that the CEDI is, on its face, 
designed to rebate indirect taxes is not 
conclusive for purposes of a 
determination under our laws.

In appraising programs like the CEDI, 
we look to see how the program 
operates in practice for a specific 
industry. We consider not only whether 
it operates for the stated purpose of 
rebating indirect taxes, but also whether 
there is (1) a link between eligibility for 
CEDI payments and the payment of 
indirect taxes and (2) whether the 
government has reasonably calculated 
and documented the actual indirect tax 
incidence borne by exports of the 
product and has demonstrated a clear 
link between such tax incidence and the 
amount of the CEDI payments.

The difficulty in this case has been the 
absence of specific and convincing 
information on the type of indirect taxes 
borne by exports of leather wearing 
npparel, the incidence of such taxes and 
the linkage between CEDI benefits and 
the actual indirect taxes levied on 
leather wearing apparel exports.

We have been given a macro- 
economic study that gives an indication 
of the total tax incidence (both direct 
and indirect) of several Mexican 
industries (including leather products 
and wearing apparel, but not leather 
wearing apparel as a separate industry). 
We have also been given an analysis of

an estimated tax incidence prepared by 
a producer of leather wearing apparel 
which breaks out specific indirect taxes 
for one particular leather wearing 
apparel product. However, neither 
analysis provides a reasonable basis 
front which we can identify the taxes 
which the CEDI is designed to rebate, 
determine whether they are indirect 
taxes which, under our countervailing 
duty law, may be rebated without 
constituting a subsidy to export, or 
determine the amount of rebate 
involved.

In order to meet the test of our laws, 
we would need specific analysis from 
which we could verify the indirect tax 
incidence for the leather wearing 
apparel industry as a whole and the 
linkage between the CEDI payment and 
such indirect tax incidence.

The Government of Mexico will have 
an opportunity to present more complete 
information in subsequent 
administrative reviews of this order. As 
noted above, our decision in this case 
rests on the lack of specific information 
on how the CEDI program operates with 
respect to exports of leather wearing 
apparel—not on any conclusion that the 
program is, because of its very nature, 
necessarily a subsidy for purposes of 
our countervailing duty law.
Final Determination

I hereby determine that the 
Government of Mexico provides 
bounties or grants (subsidies) within the 
meaning of section 303 of the Act and 
that the estimated aggregate net amount 
of these benefits equals the full amount 
of the CEDI rebate—5% of the f.o.b. 
value of the exported merchandise.
Administrative Procedures

The Department has afforded 
interested parties an opportunity to 
present oral views in accordance with 
§ 355.35 Commerce Regulations (19 CFR 
353.35). In addition, written views and 
oral views have been received in 
accordance with § 355.34(a) Commerce 
Regulations (19 CFR 355.34(a)).

Customs officers are directed to 
continue the suspension of liquidation 
ordered in the preliminary 
determination. Effective (date of 
publication) and until further notice, a 
cash deposit, in the amount of 5% ad 
valorem must be posted on leather 
wearing apparel entering the United 
States from Mexico, or being withdrawn 
from warehouse, for consumption. In 
accordance with Section 751 of the Act, 
the Department intends to conduct an 
administrative review within twelve 
months of the publication of the 
countervailing duty order. Within six
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months after receiving satisfactory 
information on which to base the 
assessment, but in no event later than 12 
months after the end of the annual 
accounting period of the manufacturer 
or exporter within which the 
merchandise is entered, or withdrawn 
from the warehouse, for consumption, 
the Secretary of Commerce will direct 
Customs officers to assess a 
countervailing duty equal to the amount 
of the net subsidy determined or 
estimated to exist.

PART 355
Annex III [Amended]

Annex III Part 355 of the Department 
of Commerce Regulations (19 CFR Part 
355) is amended by inserting under 
Mexico in the "commodity” column, the 
words "leather wearing apparel,” in the 
column headed “Treasury decision" the 
Federal Register citation of this notice, 
and in the column headed "Action,” the 
words “Net Subsidy Declared—Rate.”
(Secs. 303 and 706 of the Act (19 U.S.C. 1303, 
1671e)J
John D. Greenwald,
Acting Assistant Secretary for Trade 
Administration.
April 7,1981.
|FR Doc. 81—10889 Filed 4-9-81; 8:45 am|

BULLING CODE 3S10-2S-M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 146
[Docket No. 78N-0236]

Grapefruit Juice; Standards of Identity 
and Fill of Container; Correction
AGENCY: Food and Drug Administration. 
ACTION: Final rule; correction.

SUMMARY: This document corrects a 
final rule establishing standards of 
identity and fill of container for 
grapefruit juice that appeared in the 
Federal Register of Tuesday, January 27, 
1981 (46 FR 8462).
FOR FURTHER INFORMATION CONTACT:
F. Leo Kauffman, Bureau of Foods (HFF- 
214), Food and Drug Administration, 200 
C St. SW., Washington, DC 20204, 202-  
245-1164.
SUPPLEMENTARY INFORMATION: A 
proposal to establish standards of 
identity and fill of container for 
grapefruit juice (21 CFR 146.132) was 
published in the Federal Register of 
December 15,1978 (43 FR 58575). As part 
of that document FDA proposed in 
§ 146.132(a)(3)(H) labeling requirements

for sweeteners. No comments were 
received on this particular section of the 
regulation. However, when publishing 
the final rule to establish the standards 
of identity and fill of container for 
grapefruit juice in the Federal Register 
of January 27,1981 (46 FR 8262), 
proposed paragraph (a)(3)(H) of 
§ 146.132 was inadvertently omitted. In 
addition, there was a typographical 
error and a misstatement as to the 
identity of one of the comments in the 
preamble.

Therefore, in FR Doc. 81-2919 
appearing at page 8462 in the Federal 
Register of January 27,1981, the 
following corrections are made:

1. On page 8463, in the second column, 
under "Minimum Soluble Solids,” in 
item 8, the first and second lines, the 
words “a major manufacturer” are 
corrected to read “an association 
representing manufacturers.”

2. On page 8465, § 146.132 is corrected 
by redesignating paragraph (a)(3)(H) as
(a)(3)(iii) and adding paragraph (a)(3)(H) 
to read as follows:

§146.132 Grapefruit juice.
(a)* * *
(3) * * *
(ii) If no nutritive sweetener is added, 

the principal display panel of the label 
shall bear the statement “Sweetener 
added.” If no sweetener is added, the 
word “unsweetened” may immediately 
precede or follow the words "Grapefruit 
Juice” or “Grapefruit Juice from 
Concentrate.”
it it *  *  it

Dated: March 18,1981.
William F. Randolph,
Acting Associate Commissioner for 
Regulatory Affairs.
[FR Doc. 81-10518 Filed 4-9-81; 8:45. ami 

BILLING CODE 4110-03-M

21 CFR Part 155
[Docket No. 75P-0322]

Canned Peas and Canned Dry Peas; 
Standards of Identity, Quality and Fill 
of Container; Confirmation of Effective 
Date
AGENCY: Food and Drug Administration. 
ACTION: Confirmation of Effective Date.

s u m m a r y : The Food and Drug 
Administration (FDA) confirms the 
effective date for compliance with all 
provisions of the amended standards of 
identity, quality, and fill of container for 
canned peas and, by cross reference, for 
canned dry peas, which were published 
in the Federal Register of June 27,1980 
(45 FR 43394).

DATES: Effective July 1,1981, for all 
affected products initially introduced or 
initially delivered for introduction into 
interstate commerce on or after this 
date. Voluntary compliance may have 
begun August 26,1980.
FOR FURTHER INFORMATION CONTACT:
F. Leo Kauffman, Bureau of Foods (HFF- 
214), Food and Drug Administration, 200 
C St. SW., Washington, DC 20204, 202-  
245-1164.
SUPPLEMENTARY INFORMATION: FDA 
issued a final regulation in the Federal 
Register of June 27,1980 (45 FR 43394) to 
amend the standards of identity, quality, 
and fill of container for canned peas (21 
CFR 155.170) and, by cross reference, 
canned dry peas (21 CFR 155.172) to (1) 
provide for specified nutritive 
carbohydrate sweeteners; (2) provide for 
garnishes of other vegetables; (3) 
continue to permit artificial color to be 
used, but require declaration as part of 
the name of the food instead of a label 
statement of substandard quality; (4) 
establish a limit for blond and yellow 
peas; and (5) employ statistical sampling 
plans as a basis for determining 
compliance with quality and fill of 
container requirements. Any person 
who would be adversely affected by the 
regulation could have, at any time on or 
before July 28,1980, filed written 
objections to the final regulation and 
requested a hearing on the specific 
provisions to which there were 
objections.

FDA received an objection to the 
quality provision that not more than two 
percent of the drained weight may be 
blond peas bn the grounds that the 
requirement deviates from the 
Recommended International Standard 
for Canned Green Peas which does not 
consider blond peas a defect. The 
objection expressed an unawareness of 
any consumer research data or 
complaints regarding blond peas that 
would support FDA’s contention that 
consumers want this restriction. By this 
arbitrary action, the comment states, 
FDA has violated, at least the spirit of 
the Codex standard, which was 
developed by careful consideration of 
international experts. To the extent that 
the U.S. standard differs from thé Codex 
standard, FDA runs the real risk of 
impeding international exports of 
American produced peas, while at the 
same time discouraging foreign 
countries that might wish to export peas 
to the United States under the Codex 
standard. No request for a hearing on 
this objection was received.

FDA stated in the preamble to the 
final rule that it recognizes that a 
limitation based on color that includes
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blond peas will be a deviation from the 
Codex standard. However, FDA further 
stated the opinion that when consumers 
purchase canned peas, they expect the 
peas to be green in color. In view of this* 
and the understanding that blond peas 
have not been a problem to, the extent 
that they would exceed the proposed 
two percent limitation, FDA concluded 
that the proposed two percent limitation 
was reasonable and included it in the 
final regulation. Furthermore, no data 
were submitted to support the 
contention that the limitation might 
impede international exports of 
American produced peas or otherwise 
discourage international trade. Clearly, 
peas which meet the two percent 
limitation also would meet the 
requirements of the Codex standard. 
Therefore, no change is made in the 
final regulation.

Three comments requested that 
lactose be included in the list of safe 
and suitable nutritive carbohydrate 
sweeteners. Data from a taste panel 
study conducted in 1974 for the sensory 
evaluation of the effects of the addition 
of lactose to the brine of canned com 
and peas were submitted in support of 
the request.

FDA is not convinced from the data 
received that lactose is a suitable 
nutritive carbohydrate sweetener in 
canned peas. The data submitted do not 
demonstrate that there is an established 
level of use for lactose which will result 
in a degree ofsWeetness normally 
associated with brine packed vegetables 
and which will not adversely affect the „ 
integrity or flavor of the product. FDA is 
not aware of any food processors who 
presently use lactose in those canned 
vegetables for which standards of 
identity permit the use of any safe and 
suitable nutritive carbohydrate 
sweeteners. Further, FDA is concerned , 
that consumers may not expect lactose 
in such products. Therefore, FDA 
concludes it will not promote honesty 
and fair dealing in the interest of 
consumers to include lactose as an 
additional optional nutritive 
carbohydrate sweetener in the standard 
of identity for canned peas in 
§ 155.170(a)(2)(vii) and, by cross 
reference, canned dry peas in 
§ 155.172(a), and no such change is 
made in the final regulation. This 
decision is without prejudice to the 
future filing of a petition to include 
lactose as an optional nutritive 
carbohydrate sweetener with 
appropriate data to demonstrate its 
suitability.

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 401,
701(e), 52 Stat. 1046, 70 Stat. 919 as

amended (21 U.S.C. 341, 371(e))) and 
under authority delegated to the 
Commissioner of Food and Drugs (21 
CFR 5.1), notice is given that the 
standards of identity, quality, and fill of 
container for canned peas (21 CFR 
155.170) and, by cross-reference, canned 
dry peas (21 CFR 155.172) as amended in 
the Federal Register of June 27,1980 (45 
FR 43394) will become effective July 1, 
1981. Voluntary compliance may have 
begun August 26,1980.

Dated: April 3,1981.
William F. Randolph,
Acting Associate Commissioner for 
Regulatory Affairs.
|FR Doc. 81-10819 Filed 4-9-81; 0:45 am]

BILLING CODE 4110-03-M

21 CFR Parts 314,330, and 812
[Docket No. 78N-0400]

Protection of Human Subjects« 
Informed Consent; Correction

a g e n c y : Food and Drug Administration. 
ACTION: Final rule; correction.

s u m m a r y : This document corrects a 
final rule that was published in the 
Federal Register of Tuesday, January 27, 
1981 (46 FR 8942) relating to protection 
of human subjects and informed 
consent.
FOR FURTHER INFORMATION CONTACT: 
Agnes Black, Federal Register Writer 
(HFC-ll), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-2994.
SUPPLEMENTARY INFORMATION: In FR 
Doc. 81-2687 appearing at page 8942 in 
the Federal Register of Tuesday, January
27,1981, various errors were made. 
Corrections are made as follows:

§§ 314.1,314.8, 314.9,314.12, and 314.110, 
and 330.10 [Corrected]

1. The word “areas” should be 
corrected to read “or was” as follows:

a. At page 8954, first column, 
paragraph (c)(2), item 17, and paragraph
(f)(7) of § 314.1 Applications.

b. At page 8954, second column, 
paragraph (n) of § 314.8 Supplemental 
applications.

c. At page 8954, second column, 
paragraph (e) of § 314.9 Insufficient 
information in application.

d. At page 8954, second column, 
paragraph (e) of § 314.12 Untrue 
statements in application. .

e. At page 8954, third column, 
paragraph (a)(ll) of § 314.110 Reasons 
for refusing to file  applications.

f. At page 8955, first column, 
paragraph (e) of § 330.10 Procedures for

dlassifying OTC drugs as generally 
recognized as safe and effective and not 
misbranded, and for establishing 
monographs.

2. The amendments on page 8957 are 
corrected as follows:
§ 812.65 [Removed]

a. In the first column, under Subpart 
D, amendment **j” is changed to “k” and 
a new amendment is added to read “j. 
By removing § 812.65 Responsibilities 
and procedures. ”
§ 812.70 [Removed]

b. In the second column, under 
Subpart D, amendment "k” is changed to 
“m,” and a new amendment “1” is added 
to read “1. By removing § 812.70 Review  
o f IRB Actions."

c. In the second column under Subpart 
F [Removed], "1” is changed to "n,” “m” 
is changed to “o,” and "n” is changed to 
“P ”

Dated: March 17,1981.
William F. Randolph,
Acting Associate Commissioner for 
Regulatory Affairs.
]FR Doc. 81-10659 Filed 4-9-81; 8:45 am)

BILLING CODE 4110-03-M

21 CFR Part 442

[Docket No. 80N-0285]

Antibiotic Drugs; Cefaclor; Correction

a g e n c y : Food and Drug Administration. 
a c t io n : Final rule; correction.

s u m m a r y : In FR Doc. 81-1306, appearing 
at page 3831 in the Federal Register of 
Friday, January 16,1981, the following 
corrections are made on page 3833.

1. In the second column, in
§ 442.104a(b)(l)(i), the fourth line reading 
“milligram of cefaclor.” is changed to 
read “milligram of cefaclor per 
milliliter.”

2. In the second column, in
§ 442.104a(b)(l)(ii), the seventh line 
reading “milligram per milliliter. Filter a 
portion” is changed to read "milligram 
of cefaclor per milliliter. Filter a 
portion.”

3. In the third column, in
§ 442.l04b(b)(l)(i), the last line reading 
“milligram of cefaclor.” is changed to 
read "milligram of cefaclor per 
milliliter.”

4. In the third column; in 
§442.104b(b)(l)(ii), the last line reading 
“of 1 milligram per milliliter." is changed 
to read “of 1 milligram of cefaclor per 
milliliter.”
FOR FURTHER INFORMATION CONTACT: 
Joan M. Eckert, Bureau of Drugs (HFD- 
140), Food and Drug Administration,
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5600 Fishers Lane, Rockville, MD 20857, 
301-443-4292.

Dated: March 17,1981.
Mary A. McEniry,
Assistant Director for Regulatory Affairs, 
Bureau o f Drugs.
|FR Doc. 81-10520 Filed 4-9-81; 8:45 am]
BILUNG CODE 4110-03-M

21CFR Part 446 

[Docket No. 80N-0304] >

Antibiotic Drugs; Meclocycline 
Sulfosalicylate; Correction

a g e n c y : Food and Drug Administration. 
ACTION: Final rule; correction.

SUMMARY: In FR Doc. 81-1307, appearing 
at page 3835 in the Federal Register of- 
Friday, January 16,1981,
§ 446.542(b) (2)(iii) is corrected by 
changing the calculations on page 3837 
to read as follows:
§ 446.542 Meclocycline sulfosalicylate 
cream. v 
* * * * *

(b) * * *
(2) * * *
(iii) * * *

Mecolocydine =  A x 2 x milligrams 
content of of working standard
cream in per- x potency of
cent working standard in

micrograms per 
milligram_________

B x 100 x 
milligrams of 
sample

where:
A= Area or peak height of the sample peak 

(at a retention time equal to that 
observed for the standard);

8=Area or peak height of the standard peak. 
FOR FURTHER INFORMATION CONTACT: 
Joan M. Eckert, Bureau of Drugs (HFD- 
140), Food and Drug Administration,
5600 Fishers Lane, Rockville, MD 20857, 
301-443-4292,

Dated: March 16,1981.
Mary A. McEniry,
Assistant Director for Regulatory Affairs, 
Bureau of Drugs.
|FR Doc. 81-10521 Filed 4-9-81; 8:45 am|
BILLING CODE 4110-03-M

21 CFR Part 449 

[Docket No. 77N-0069]

Antifungal Antibiotic Drugs, Method 
for Griseofulvin Content; Correction
a g e n c y : Food and Drug Administration.

a c t io n : Final rule; correction.

SUMMARY: This document corrects two 
final rules that were published in the 
Federal Register of Friday, April 6,1979, 
and January 23,1981 relating to 
griseofulvin.
FOR FURTHER INFORMATION CONTACT: 
Joan M. Eckert, Bureau of Drugs (HFD- 
140), Food and Drug Administration, v 
5600 Fishers Lane, Rockville, MD 20857, 
301-443-4290.
SUPPLEMENTARY INFORMATION: In the 
Federal Register of May 26,1978, two 
documents were published pertaining to 
griseofulvin tablets. One was a final rule 
(43 FR 22676) which provided for a new 
dosage size (250 milligrams) of 
griseofulvin; the other was a proposal 
(43 FR 22730) which did not include the 
new dosage size (250 milligrams). When 
the final rule resulting from this 
proposal was published April 6,1979, 
effective May 7,1979, the new dosage 
size was inadvertently omitted. This 
document corrects that error.

Similarly, another final rule published 
in the Federal Register of January 23, 
1981, failed to include the new dosage 
size (250 milligrams). This document 
also corrects that error.

In FR Doc. 79-10311 appearing at page 
20659 in the Federal Register for Friday, 
April 6,1979, at page 20662, column one,, 
and FR Doc. 81-2204 appearing at page 
7274 in the Federal Register for Friday, 
January 23,1981, at page 7275, column 
one, § 449.120d(a)(l) is corrected by 
revising the second sentence to read as 
follows:
§ 449.120d Griseofulvin (ultramicrosize) 
tablets.

( a j *  * *

(1) Standards o f identity, strength, 
quality, and purity. * * * Each tablet 
contains either 125 or 250 milligrams of 
griseofulvin. * * *
* * * * *

Dated: March 16,1981.
Mary A. McEniry,
Assistant Director for Regulatory Affairs, 
Bureau of Drugs.
(FR Doc. 81-10529 Filed 4-8-81; 8:45 am]

BILLING CODE 4110-03-M

21 CFR Parts 510 and 555

Animal Drugs, Feeds, and Related 
Products; Chloramphenicol Oral 
Solution

a g e n c y : Food and Drug Administration. 
a c t io n : Final rule.

s u m m a r y : The Food and Drug 
Administration (FDA) amends the 
animal drug regulations to reflect

approval of a new animal drug 
application (NADA) filed by Med-Tech, 
Inc., providing for safe and effective use 
of a chloramphenicol oral solution for 
treating dogs for certain bacterial 
infections. The regulations are also 
amended to add the firm to the list of 
sponsors of approved NADA’s and to 
make minor revisions in the products’ 
indications language.
EFFECTIVE DATE: April 10, 1981.
FOR FURTHER INFORMATION CONTACT: 
Sandra K. Woods, Bureau of Veterinary 
Medicine (HFV-114), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-3420. 
SUPPLEMENTARY INFORMATION: Med- 
Tech, Inc., P.O. Box 338, Elwood, KS 
66024, filed an NADA (65-487) providing 
for use of an oral solution containing 250 
milligrams of chloramphenicol per 
milliliter for treating dogs for bacterial 
pulmonary infections, urinary tract 
infections, enteritis, and infections 
associated with canine distemper that 
are caused by organisms susceptible to 
chloramphenicol.

This product conforms to the 
requirements for certification and 
conditions of marketing of 
chloramphenicol oral solution which are 
codified in § 555.110c (21 CFR 555.110c). 
Approval is based on submission of 
published literature and results of a 
crossover blood level study 
demonstrating bioequivalence to the 
oral solution for which certification was 
initially approved. Under § 514.1(b)(9)
(21 CFR 514.1(b)(9)) an exemption from 
the submission of the data required by 
§ 514.1(b)(8) (21 CFR 514.1(b)(8)) has 
been applied to this NADA

The agency has determined pursuant 
to 21 CFR 25.24(d)(l)(i) (proposed 
December 11,1979; 44 FR 71742) that this 
action is of a type that does not 
individually or cumulatively have a 
significant impact on the human 
environment. Therefore, neither an 
environmental assessment nor an 
environmental impact statement is 
required.

This action is governed by the 
provisions of 5 U.S.C. 556 and 557 and is 
therefore excluded from Executive 
Order 12291 by section 1(a)(1) of the 
Order.

The indications language of existing 
paragraph (c)(3)(i) in § 555.110c is 
slightly different from that which is 
approved for the labeling of the subject 
product and the other products covered 
by the regulation. Additionally, Med- 
Tech, Inc., has not previously been 
included in the regulations under the list 
of approved sponsors. Accordingly, the 
regulations are amended to (1) reflect
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this approval, (2) make minor revisions 
in the indications language to achieve 
uniformity between the regulation and 
labeling of approved products, and (3) to 
include this firm in the list of sponsors.

In accordance with the freedom of 
information provisions of Part 20 (21 
CFR Part 20) and § 514.11(e)(2)(ii) (21 
CFR 514.11(e)(2)(ii)), a summary of the 
safety and effectiveness data and 
information submitted to support 
approval of this application may be seen 
in the Dockets Management Branch 
(formerly the Hearing Clerk’s office) 
(HFA-305), Food and Drug 
Administration, Rm. 4-62, 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) and 
(n), 82 Stat. 347, 350-351 (21 U.S.C. 
360b(i) and (n))) and under authority 
delegated to the Commissioner of Food 
and Drugs (21 CFR 5.1) and redelegated 
to the Bureau of Veterinary Medicine (21 
CFR 5.83), Parts 510 and 555 are 
amended as follows:

PART 510—NEW ANIMAL DRUGS
1. In Part 510, $ 510.600 is amended by 

adding a new sponsor alphabetically to 
paragraph (c)(1) and numerically to 
paragraph (c)(2), to read as follows:
§ 510.600 Names, addresses, and drug 
labeler codes of sponsors of approved 
applications.
*  *  dr *  #

(c)* * *
(1)* * *

Firm name and address Drug labeler 
code

• * ,  ,
Med-Tecti, Ina, P.O.

fifiOPd
Box 338, Elwood, KS

013983
* *

(2 ) *  *  *

Drug
labeler
code

Firm name and address

• •
013983 Med-Tech, Inc., P.O. Box 338, Elwood, KS 66024.

PART 555—CHLORAMPHENICOL 
DRUGS FOR ANIMAL USE

2. In Part 555, § 555.110c is amended 
by revising the second sentence of 
paragraph (a)(1), and revising 
paragraphs (c)(2), and (c)(3)(i), to read 
as follows:
§ 555.110c Chloramphenicol oral solution.

(a) Requirements for certification—(1) 
Standards o f identity, strength, quality,

and purity. * * * Each milliliter contains 
100 or 250 milligrams of 
chloramphenicol. * * *
*  *  *  *  *

(q) * * *
(2) Sponsor, (i) For solutions 

containing 100 milligrams of 
chloramphenicol per milliliter see 
000010, 000196, 010271,012518, and 
049047 in § 510.600(c) of this chapter.

(ii) For solutions containing 250 
milligrams of chloramphenicol per 
milliliter see 013983.

(3) Conditions o f use. (i) It is used in 
dogs for treating bacterial pulmonary 
infections, urinaiy tract infections, 
enteritis, and infections associated with 
canine distemper that are caused by 
organisms susceptible to 
chloramphenicol.

*  *  * #

Effective date. This amendment is 
effective April 10,1981.
(Sec. 512 (i) and (n), 82 Stat. 347, 350-351 (21 
U.S.C. 360b (i) and (n)))

Dated: April 2,1981.
Gerald B. Guest,
Acting Director, Bureau of Veterinary 
Medicine.
|FR Doc. 81-10697 Filed 4-9-81; 8:45 am]

BILLING CODE 4110-03-M

21 CFR Part 558

Animal Drugs, Feeds, and Related 
Products; New Animal Drugs for Use in 
Animal Feeds, Bacitracin Methylene 
Disaiicylate
a g e n c y : Food and Drug Administration. 
a c t io n : Final rule.

S u m m a r y : The Food and Drug 
Administration (FDA) is amending the 
animal drug regulations to reflect 
approval of a supplemental new animal 
drug application (NADA) Med by A. L. 
Laboratories, Inc., providing for use of 
bacitracin premixes to manufacture 
complete layer feeds containing 10 to 25 
grams of bacitracin per ton. The feed is 
used for laying chickens for increased 
egg production and improved feed 
efficiency for egg production.
EFFECTIVE DATE: April 10,1981.
FOR FURTHER INFORMATION CONTACT: 
Lonnie W. Luther, Bureau of Veterinary 
Medicine (HFV-147), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-4317. 
SUPPLEMENTARY INFORMATION: A. L. 
Laboratories, Inc., 452 Hudson Terrace, 
Englewood Cliffs, N) 07632, Bled a 
supplemental NADA (46-592) providing 
for use of bacitracin methylene 
disalicylate premixes containing 10, 25, 
40, or 50 grams of bacitracin per pound

to manufacture complete feeds 
containing 10 to 25 grams of bacitracin 
per ton for layings hens. The feed is 
limited to use during the first 7 months 
of laying for increased egg production 
and improved feed efficiency for egg 
production.

Bacitracin methylene disalicylate at 
10 to 50 grams per ton (g/ton) was in use 
for layers before October 10,1962. The 
product was the subject of two National 
Academy of Sciences/National 
Research Council (NAS/NRC) notices 
published in the Federal Register of July 
17,1970 (35 FR11531; DESI0061NV) and 
October 2,1970 (35 FR 15408; DESI 
0061NV). The NAS/NRC notices 
concluded, and the agency concurred, 
that the product should state that "only 
by controlling pathogenic organisms 
may the use of this product aid in 
maintaining egg production and 
hatchability" and that the product is 
"probably not effective for therapeutic 
daims.” The Bureau of Veterinary 
Medicine required new data to support 
claims which NAS/NRC found not 
effective or probably not effective.

A. L  Laboratories, Inc., has collected 
new effectiveness data to support claims 
for use of bacitracin methylene 
disalicylate in feed for laying chickens 
to increase egg production and improve 
feed efficiency in the production of eggs. 
Based on the new data, the wording of 
the production claim for the A. L. 
Laboratories, Inc., product has been 
changed to reflect the new knowledge 
about the drug’s effectiveness and to 
reduce the upper drug level limit from 50 
g/ton for the entire laying period (about 
12 months) to 25 g/ton of complete feed 
for the first 7 months of egg production.

Because bacitracin methylene 
disalicylate is currently permitted in 21 
CFR 558.76 at 10 to 50 grams per ton for 
use in laying chickens for the entire 
laying period, approval of this 
supplement will not result in an increase 
in the number of food-producing animals 
receiving medication or in an increase in 
the amount of drug actually received. 
Accordingly, under the Bureau of 
Veterinary Medicine’s supplemental 
approval policy (42 FR 64367; December 
23,1977), this is a Category II 
supplemental approval which does not 
require réévaluation of the human safety 
data supporting the parent application. 
The supplement is approved and the 
regulations amended to reflect the 
approval.

In accordance with the freedom of 
information provisions of Part 20 (21 
CFR Part 20) and § 514.11{e)(2)(ii) (21 
CFR 514.11(e)(2)(ii)), a summary of 
safety and effectiveness data and 
information submitted to support
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approval of this application may be seen 
in the Dockets Management Branch 
(formerly the Hearing Clerk’s office) 
(HFA-305), Food and Drug 
Administration, Rm. 4-62, 5600 Fishers 
Lane, Rockville, MD 20857, from 9 a.m. 
to 4 p.m., Monday through Friday.

The Director, Bureau of Veterinary 
Medicine, has carefully considered the 
potential environmental effects of this 
action and has concluded that the action 
will not have a significant impact on the 
human environment and that an 
environmental impact statement 
therefore will not be prepared. The 
Director’s finding of no significant 
impact and the evidence supporting this 
finding, contained in an environmental 
impact analysis report (pursuant to 21 
CFR 25.1(j)) may be seen in the Dockets 
Management Branch, Food and Drug 
Administration.

21 CFR Part 558

Animal Drugs, Feeds, and Related 
Products; New Animal Drugs for Use in 
Animal Feeds, Bacitracin Zinc

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

SUMMARY: The Food and Drug 
Administration (FDA) amends the 
animal drug regulations to reflect 
approval of a supplemental new animal 
drug application (NADA) filed by A. L. 
Laboratories, Inc., providing for use of a 
50-gram-per-pound bacitracin zinc 
premix to manufacture a complete feed 
for laying chickens for increased egg 
production and improved feed 
efficiency.
e f f e c t iv e  d a t e : April 10,1981.
FOR FURTHER INFORMATION CONTACT: 
Adriano R. Gabuten, Bureau of 
Veterinary Medicine (HFV-149), Fpod 
and Drug Administration, 5600 Fishers

This action is governed by the 
provisions of 5 U.S.C. 556 and 557 and is 
therefore excluded from Executive 
Order 12291 by section 1(a)(1) of the 
Order.

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 Bureau of Veterinary 
Medicine (21 CFR 5.83), Part 558 is 
amended in § 558.76 in paragraph (e)(1) 
in the table by redesignating existing 
items (iii) through (vi) as (iv) through 
(vii) and by adding new item (iii) to read 
as follows:
§ 558.76 Bacitracin m ethylene disaiicylate. 
* * * * *

(e) * * *
(1) * * *

4913.
SUPPLEMENTARY INFORMATION:
A..L. Laboratories, Inc., 452 Hudson Ter., 
Englewood Cliffs, NJ 07632, filed a 
supplemental NADA (98-452) providing 
for use of a premix containing 50 grams 
of bacitracin (as bacitracin zinc) per 
pound to manufacture a complete feed 
for laying chickens for increased egg 
production and improved feed 
efficiency.

Approval of this supplement will not 
result in a significant increase in the 
number of food-producing animals

receiving medication because the drug is 
already regulated at the requested range 
for this use. Therefore, the Bureau of 
Veterinary Medicine (the Bureau) 
concludes that approval of this 
supplemental NADA poses no increased 
human risk from exposure to residues of 
the new animal drug bacitracin zinc. 
Accordingly, under the Bureau’s 
supplemental approval policy 
(December 23,1977; 42 FR 64367), this 
approval does not require réévaluation 
of the human safety data supporting the 
parent application.

In accordance with the freedom of 
information provisions of Part 20 (21 
CFR Part 20) and § 514.11(e)(2)(ii) (21 
CFR 514.11(e)(2)(ii)), a summary of the 
safety and effectiveness data and 
information submitted to support 
approval of this application may be seen 
in the Dockets Management Branch 
(formerly the Hearing Clerk’s office) 
(HFA-305), Food and Drug 
Administration, Rm. 4-62, 5600 Fishers 
Lane, Rockville, MD 20857, from 9 a.m. 
to 4 p.m., Monday through Friday.

The firm has submitted an 
Environmental Impact Analysis Report 
in accordance with (21 CFR 25.1(j)). The 
report has been evaluated and it has 
been concluded that this approval will 
not affect the quality of the human 
environment. The finding of no 
significant impact (see 21 CFR 25.32, 
proposed December 11,1979; 44 FR 
71742), and the evidence supporting this 
finding may be seen in the Dockets 
Management Branch (HFA-305).

This action is governed by the 
provisions of 5 U.S.C. 556 and 557 and is 
therefore excluded from Executive 
Order 12291 by section 1(a)(1) of the 
Order.

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 Bureau of Veterinary 
Medicine (21 CFR 5.83), § 558.78 is 
amended in the table of paragraph (e)(1) 
by redesignating existing items (iii) 
through (vi) as (iv) through (vii) and 
adding new item (iii) to read as follows:
§ 558.78 Bacitracin zinc.
* * * * *

(e) Conditions o f use. (1) * * *

Bacitracin zinc in 
grams per ton

Combinations in grams 
per ton Indications for use Limitations Spon

sor

(Hi) 10 to 2 5 .................
improved feed 
efficiency and 
increased egg 
production.

...... 046573

Combina-
.. me,hy,ene, Indications for use Limitations Sponsorsdisalciylate m grams per ton grams per rton

(¡8)  10 to 25...................... ............................................  Chickens; for increased egg For first 7 months of produc- 046573
production and improved tion. 
feed efficiency for egg pro
duction.

Effective date. April 10,1981.
(Sec. 512(i), 82 Stat. 347 (21 U.S.C. 360b(i))) 

Dated: April 2,1981.
Robert A. Baldwin,
Associate Director for Scientific Evaluation,
[FR Doc. 81-10530 Filed 4-9-81; 8:45 am|

BILLING CODE 4110-03-M

Lane, Rockville, MD 20857, 301-443-


