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(or is deemed to be exchanging] under a 
residential purchase and sales 
agreement, the surcharge is 10 percent of 
the cost to the customer of the power 
purchased from Bonneville in the 
exchange (or deemed to be purchased) 
for that portion of the customer's load in 
jurisdictions not implementing the MCS 
or comparable programs.

3. If the- customer is purchasing firm 
power from Bonneville under a power 
sales contract and also is exchanging (or 
is deemed to be exchanging) under a 
residential purchase and sales 
agreement, the surcharge is: (a) 10 
percent of the cost to the customer of 
firm power purchased under the power 
sales contract, plus (b) 10 percent of the 
cost to the customer of power purchased 
from Bonneville in the exchange (or 
deemed to be purchased) multiplied by 
the fraction of the utility’s exchange 
load originally served by the utility’s 
own resources.

This calculation of the surcharge is 
designed to eliminate the possibility of 
surcharging a utility twice on the same 
load. In the calculation, the portion of a 
utility’s exchange resource purchased 
from Bonneville and already surcharge 
under the power sales contract is 
subtracted from the exchange resources 
before establishing a surcharge on the 
exchange load.

C. Evaluation of Alternatives and 
Electripity Savings

To assist Bonneville in estimating 
comparable electricity savings from 
alternative plans, a utility or jurisdiction 
should present its best estimate of new 
residential and commercial building 
construction in non-complying areas 
within its service territory or 
boundaries. Bonneville will determine, 
in consultation with the Council, 
whether the alternative conservation

plan of a utility or jurisdiction will 
achieve savings of electricity 
comparable to those that would have 
been achieved under the utility 
programs identified in the MCS. When 
determining electricity savings that 
would have occurred had the utility 
program standards been implemented, 
jurisdiction-specific weather data and 
construction estimates, where available, 
should be used along with the Council’s 
residential and commercial heat loss 
models.

The Council recognizes that in many 
cases data will not be available. In these 
cases Bonneville should rely on average 
electricity savings estimated by building 
type and climate zone and included in 
the Council’s Plan. For single-family 
residential buildings, Bonneville should 
assume the following regarding houses 
built to the model conservation 
standards: 1) Houses in climate zone 1 
would save, on average, 6,725 kWh per 
year; 2) houses in climate zone 2 would 
save, on average, 8,853 kWh per year; 
and 3) houses in climate zone 3 would 
save, on average, 6,535 kWh per year. 
For multifamily dwellings, Bonneville 
should assume the following: 1)
Dwelling units in climate zone 1 would 
save, on average, 3,120 kWh per year, 2) 
dwelling units in climate zone 2 would 
save, on average, 4,489 kWh per year, 
and 3) dwelling units in climate zone 3 
would save, on average, 5,235 kWh per 
year, For commercial buildings, and 
where good estimates are not available 
for the number of new residential 
buildings, the estimated electricity 
savings should be determined by 
multiplying total regional average 
megawatt savings by sector expected 
from the standards, as shown in the 
Plan, by the utility’s non-complying 
share of total regional load in the 
applicable sectors.

If the Bonnevillé Administrator 
determines that a proposed alternative 
plan is not acceptable, he should notify 
the entity that its alternative plan has 
been judged to be not acceptable and 
that Bonneville will add a surcharge to 
the affected utility’s bill as of the dates 
set forth above. The surcharge is 
calculated as described in section B 
above. If subsequent modifications to 
thé entity’s alternative plan are 
determined by the Administrator to be 
acceptable, then the surcharge should be 
removed.

A general method of determining the 
estimated electrical energy savings of an 
alternative conservation plan should be 
developed in consultation with the 
Council and induded in Bonneville’s 
policy to implement the surcharge.
Response to Comments

Incorporated in this notice by 
reference are the Council’s summaries of 
and responses to all significant public 
comments received on the proposed 
model conservation standards 
amendments during the public comment 
period. This referenced 86-page 
document wilL.be mailed to all those 
who commented on the proposed 
amendments, and is also available to 
others upon request to the Council’s 
Public Information and Involvement 
Division at the address and telephone 
numbers listed in this notice.

Legal Effect of This Notice
The Act provides that suits seeking 

judicial review of these final 
amendments must be filed on or before 
May 2,1986 (16 U.S.C. 839f(e)(5)).
Edward Sheets,
Executive Director.
[FR Doc. 86-4198 Filed 2-28-86; 8:45 am]
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DEPARTMENT OF DEFENSE

GENERAL SERVICES ADMINISTRATION

NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION

48 CFR Part 31

Federal Acquisition Regulation (FAR); 
Reasonableness of Contract Costs
AGENCIES: Department of Defense 
(DoD), General Services Administration 
(GSA), and National Aeronautics and 
Space Administration (NASA). 
a c t io n : Proposed rule.

s u m m a r y : The Civilian Agency 
Acquisition Council and the Defense 
Acquisition Regulatory Council are 
considering changes to Federal 
Acqusition Regulation (FAR) 31.201-3, 
Determining reasonableness.
c o m m e n t s : Comments should be 
submitted to the FAR Secretariat at the 
address shown below on or before May
2,1986, to be considered in the 
formulation of a final rule. •
a d d r e s s : Interested parties should 
submit written comments to: General 
Services Administration, FAR 
Secretariat (VRS), 18th & F Streets NW., 
Room 4041, Washington, DC 20405.

Please cite FAR Case 86-11 in all 
correspondence related to this issue.
FOR FURTHER INFORMATION CONTACT:
Ms. Margaret A. Willis, FAR Secretariat, 
Telephone (202) 523^755.
SUPPLEMENTARY INFORMATION:

A. Background
The change to FAR 31.201-3 under 

consideration is designed to shift the 
burden of proof on the issue of 
reasonableness of contract costs from 
the Government to the contractor,, 
abolish the presumption of

reasonableness which attaches to 
incurred costs, and simplify the list of 
considerations that impact 
reasonableness determinations. This 
proposed rule is considered necessary to 
ensure that only reasonable costs are 
paid under Government contracts. 
Moreover, the proposed coverage is 
based, in part, upon section 933 of the 
Defense Procurement Improvement Act 
of 1985 (Pub. L. 99-145).

B. Regulatory Flexibility Act

The proposed change to FAR 31.201-3 
is not expected to have a significant 
economic impact on a substantial 
number of small entities under the 
Regulatory Flexibility Act (5 U.S.C. 601 
et. seq.) because the proposed coverage 
is designed primarily to clarify the term 
“reasonable cost” and to shift the 
burden of proof for establishing 
reasonableness of costs to the 
contractor when a cost, is challenged by 
the contracting officer. A prudent 
business should already be maintaining 
adequate documentation to satisfy this 
burden of proof.

C. Paperwork Reduction Act

The Paperwork Reduction Act (Pub. L. 
96-511) does not apply because the 
proposed change to FAR 31.201-3 does 
not impose any additional reporting or 
recordkeeping requirements or 
collection of information from offerors, 
contractors, dr members of the public 
which require the approval of OMB 
under 44 U.S.C. 3501 et. seq.

List of Subjects in 48 CFR Part 31

Government procurement.
Dated: February 24,1986.

Lawrence J. Rizzi,
Director, O ffice o f Federal Acquisition and 
Regulatory Policy.

Therefore, it is proposed that 48 CFR 
Part 31 be amended as follows:

PART 31—CONTRACT COST 
PRINCIPLES AND PROCEDURES

1. The authority citation for Part 31 
continues to read as follows:

Authority: 40 U.S.C. 486(c): 10 U.S.C. 
Chapter 137; and 42 U.S.C. 2453(c).

2. Section 31.201-3 is revised to read 
as follows:

31.201-3 Determining reasonableness.

(a) A cost is reasonable if, in its 
nature and amount, it does not exceed 
that which would be incurred by a 
prudent person in the conduct of 
competitive business. Reasonableness of 
specific costs must be examined with 
particular care in connection with firms 
or their separate divisions that may not 
be subject to effective competitive 
restraints. No presumption of 
reasonableness shall be attached to the 
incurrence of costs by a contractor, and 
upon challenge of a specific cost by the 
contracting officer, the burden of proof 
shall be upon the contractor to establish 
that such cost is reasonable.

(b) What is reasonable depends upon 
a variety of considerations and 
circumstances, including—

(1) Whether it is the type of cost 
generally recognized as ordinary and 
necessary for the conduct of the 
contractor’s business or the contract 
performance;

(2) Generally accepted sound business 
practices, arm’s-length bargaining, and 
Federal and State laws and regulations;

(3) The contractor’s responsibilities to 
the Government, other customers, the 
owners of the business, employees, and 
the public at large; and

(4) Any significant deviations from the 
contractor’s established practices.
[FR Doc. 86-4429 Filed 2-28-86; 8:45 am]
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 207, 210, 225, 226, 510, 
514, and 558
[Docket N o. 7 7 N -0 0 7 6 ]

New Animal Drugs for Use in Animal 
Feeds; Definitions and General 
Considerations; Revised Procedures 
Re Medicated Feed Applications

AGENCY: 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 issuing a final 
rule revising the current procedures and 
requirements concerning conditions of 
approval for the manufacture of animal 
feeds containing new animal drugs. This 
final rule is based on the tentative final 
rule published in the Federal Register of 
July 29,1983 (48 FR 34574) and amended 
in the Federal Register of November 1, 
1983 (48 FR 50358).
EFFECTIVE DATES: These regulations 
shall become effective May 2,1988, 
except that the provisions of 21 CFR 
558.4(d), Category II, requiring the 
submission and approval of medicated 
feed applications for products formerly 
exempt from such requirement shall 
become effective March 3,1987.
FOR FURTHER INFORMATION CONTACT: 
George Graber, Center for Veterinary 
Medicine (HFV-220), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-4438. 
SUPPLEMENTARY INFORMATION:

I. Background
This final rule implements the 

conclusions of the Medicated Feed Task 
Force of 1978 that were announced in 
the Federal Register of December 15, 
1978 (48 FR 58634). The Task Force 
concluded that the existing program is 
the result of piecemeal policies affecting 
animal drugs resulting from application 
of the Federal Food, Drug, and Cosmetic 
Act (the act) enacted in 1938, as it 
evolved before and after the passage of 
the Animal Drug Amendments of 1968 
(the amendments) (Pub. L. 90-399). Even 
after passage of the amendments, the 
medicated feed program continued to 
grow in a haphazard way. Exemptions 
from section 512(m) of the act (21 U.S.C. 
360b(m)) resulted in feeds containing 
some carcinogenic drugs being exempt 
from the requirement for an approved 
medicated feed application, whereas 
feeds containing some drugs with wide 
margins of safety were subject to only 
partial or no exemptions. This

anomalous situation was compounded 
by inconsistencies in the exemptions 
among drugs and among uses of 
individual drugs. For example, a new 
animal drug in feed may be exempted 
for one species but not others, making 
the regulatory program confusing and 
difficult to enforce because drugs 
marketed under the exempted use may 
be diverted to a nonexempted use.

The Task Force concluded that the 
current medicated feed program lacks 
uniformity. It recommended, among 
other things, that regulatory control of 
feeds containing new animal drugs that 
pose a potential risk to human beings 
from residues be strengthened, and that 
control of feeds containing drugs that 
pose little risk to human beings be 
reduced, thereby better utilizing the 
limited resources of the agency. 
Requirements for approved medicated 
feed applications should be based upon 
the degree of risk from use of the drug, 
either in terms of the toxicity of the drug 
itself or the concentration of the drug.

In the Federal Register of January 8, 
1981 (46 FR 2456), FDA addressed the 
comments received on the Task Force 
report and proposed regulations based 
on the Task Force’s recommendations. 
Approximately 570 comments were 
received on the proposal. The comments 
were from the animal drug industry, 
commercial feed manufacturers, on-farm 
mixers (mixer-feeders), veterinary 
practitioners, and Federal and State 
agencies. Following an evaluation of 
these comments, the agency concluded 
that additional changes should be made 
in the regulations to further simplify 
them without compromising the central 
focus of the Task Force. The agency 
concluded that the drugs used in animal 
feeds should be placed into categories 
based on their likelihood of producing 
unsafe residues in the edible products of 
treated animals. The agency’s responses 
to the comments were discussed in 
detail in the tentative final rule 
published in the Federal Register of July 
29,1983 (48 FR 34574).

In the tentative final rule, the agency 
made two significant changes from the 
1981 proposal. First, the agency reduced 
the number of drug categories from three 
to two. Second, the agency decided to 
exempt from the requirement of an 
approved medicated feed application 
the manufacture of Type B and Type C 
medicated feeds from Type A medicated 
articles listed in Category I. Those 
medicated feed manufacturers using 
solely Type A medicated articles in 
Category I would not need to register 
under section 510(b) of the act (21 U.S.C. 
360(b)). The agency also made a number 
of minor editorial and technical 
revisions.

II. Provisions of This Final Rule

A. Drug C ategories

The two drug categories defined in the 
July 29,1983 tentative final rule are 
retained.

Category I consists of those drugs for 
which no withdrawal period is required 
at the lowest use level for each species 
for which they are approved. Drugs in 
this category include: aklomide, 
ammonium chloride, amprolium with 
ethopabate, bacitracin (from bacitracin 
methylene disalicylate or zinc 
bacitracin), bambermycins, buquinolate. 
chlortetracyline, coumaphos, 
decoquinate, dichlorvos, erythromycin 
(thiocyanate salt), fenbendazole, 
iodinated casein, monensin, nequinaie, 
niclosamide, nystatin, oleandomycin, 
Oxytetracycline, penicillin, penicillin 
with streptomycin, poloxalene, 
salinomycin, tylosin, virginiamycin, and 
zoalene.

Category II consists of those drugs: (1) 
For which a withdrawal period is 
required at the lowest use level for at 
least one species for which they are 
approved: or (2) that are regulated on a 
“no-residue” basis or with a “zero” 
tolerance because of a carcinogenic 
concern, regardless of whether a 
withdrawal period is required.

Drugs in this category include: 
Amprolium, arsanilate sodium, arsanilic 
acid, butynorate, carbadox, carbarsone, 
clopidol, dimetridazole, famphur, 
furazolidone, halofuginone 
hydrobromide, hygromycin B, 
ipronidazole, lasalocid, levamisole, 
lincomycin, melengestrol acetate, 
morantel tartrate, neomycin, nicarbazin, 
nitarsone, nitrofurazone, nitromide- 
sulfanitran, novobiocin, phenothiazine, 
piperazine, pyrantel tartrate, robenidine, 
ronnel, roxarsone, sulfadimethoxine- 
ormetoprim, sulfaethoxypyridazine, 
sulfamerazine, sulfamethazine, 
sulfanitran with aklomide, 
sulfaquinoxaline, sulfathiazole, and 
thiabendazole.

B. D efinitions

As stated in the 1983 tentative final 
rule, the definitions clearly distinguish 
between those medicated feed articles 
that constitute new animal drugs subject 
to approval under section 512(c) of the 
act, and animal feeds containing new 
animal drugs subject to approval under 
section 512(m)(2) of the act. The 
definitions also distinguish between the 
kinds of medicated feeds subject to 
approval under section 512(m) of the act. 
Type A medicated articles will be 
regulated as new animal drugs. Type B 
and Type C medicated feeds will be
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regulated as animal feeds containing 
new animal drugs.

Type A m edicated article. The 
definition in the 1983 tentative final rule 
is retained without change. A Type A 
medicated article is a standardized 
product intended for use in the 
manufacture of a medicated animal 
feed. It is limited to use solely in 
accordance with its published regulation 
and contains one or more new animal 
drugs for use in the manufacture of a 
medicated animal feed. It is produced 
from a drug component or another Type 
A medicated article, and is subject to 
the requirements for approval under 
section 512(b) of the act. It usually 
includes a diluent (carrier substance),

| and must be further mixed to produce 
either another Type A medicated article, 
or a Type B or Type C medicated feed.

Type B m edicated feed. The definition 
in the 1983 tentative final rule is 
retained without change. A Type B 
medicated feed is an animal feed 
containing a new animal drug and that 
is intended solely for manufacture into 
another Type B or a Type C medicated 
feed. It is produced from a drug 
component, a Type A medicated article, 
or another Type B medicated feed. If it is 
produced from a drug component, it 
must be the subject of an application 
approved under section 512(c) of the act. 
If it is produced from a Category II, Type 

I A article, it must be the subject of an 
approval under section 512(m) of the act. 
A Type B medicated feed conforms to 

I the definition of animal feed in section 
201 (x) of the act (21 U.S.C. 321(x)).

I Before being-fed to animals, however, it 
I has to be substantially diluted with one 

or more nutrients to produce a Type C 
I medicated feed.
I For the purpose of defining the 
I dividing line between a Type A 
I medicated article and a Type B 
I medicated feed, the criteria of the 
I tentative final rule are retained. Thus,
I the maximum permitted concentration of 
I drug in a Type B medicated feed is 200 
I times the highest continuous use level 
I for Category I drugs, and 100 times the 
I highest continuous use level for 
I Category II drugs. At approved levels 
I above those concentrations, the product 
I is a Type A medicated article. The 
I highest continuous use level” means 
I the highest dosage at which a drug is 
I approved for continuous use (14 days or 
I more) or, if a drug is not approved for 
I continuous use, the highest level used 
I for disease prevention or control. If a 
I jiys Is approved for multiple species at 
I different use levels, the highest level 
I would govern under this definition.

Type C m edicated feed. In response to

comments, FDA has revised the 
definition of the tentative final rule to 
conform to the preamble of the tentative 
final rule. A Type C medicated feed is a 
medicated animal feed containing a new 
animal drug that may be offered as a 
complete feed, or when permitted under 
Subchapter E of Title 21 of the Code of 
Federal Regulations, it may be fed top 
dressed or offered free-choice in 
conjunction with other animal feed to 
supplement the animals’ total daily 
ration. It is produced by substantially 
diluting a drug component, Type A 
medicated article, or Type B or Type C 
medicated feed with feed ingredients to 
a level of use that is covered by an 
approved new animal drug application 
(NADA). If produced from a drug 
component, it must be the subject of an 
application approval under section 
512(c) of the act. If produced from a 
Category II, Type A medicated article, it 
must be the subject of an approval 
under section 512(m) of the act.

Type A medicated articles and Type B 
and Type C medicated feeds have 
different requirements for approval, 
manufacture, and registration. These 
requirements are described in the 
following sections.

C. New Animal Drug Applications

All Type A medicated articles are 
new animal drugs. Their manufacture 
requires an approved NADA under 
section 512(c) of the act and § 514.105(a) 
of the regulations (21 CFR 514.105(a)). 
Also, the manufacture of Type B or Type 
C medicated feeds from a drug 
component requires an approved NADA 
under section 512(c) of the act. This final 
rule does not change those existing 
requirements.

D. M edicated Feed  Applications

No changes in the 1983 tentative final 
rule were made. Therefore, the 
submission of a medicated feed 
application for the manufacture of a 
Type B or Type C medicated feed from a 
Type A medicated article will not be 
required for Category I drugs. A 
medicated feed application also will not

be required for the manufacture of a 
Type B or Type C medicated feed from a 
Type B, Category I medicated feed.

For Category II drugs, the final rule 
waives the requirements of section 
512(m) of the act for submission of a 
medicated feed application for the 
manufacture of a Type B or Type C 
medicated feed using a Type B 
medicated feed. The use of a Category 
II, Type A medicated article in 
manufacturing a Type B or Type C 
medicated feed must be the subject of 
an approved medicated feed 
application.

E. Current Good Manufacturing Practice 
(CGMP)

The manufacture of a Type A 
medicated article is subject to the , 
existing CGMP regulations in Part 226 
(21 CFR Part 226) covering the 
manufacture of medicated premixes.
The manufacture of a Category II, Type 
B or Type C medicated feed from a Type 
A medicated article will be subject to 
existing §§ 225.1 through 225.115 (21 
CFR 225.1 through 225.115). These 
sections provide CGMP requirements for 
the production of medicated feeds from 
Type A medicated articles when an 
approved medicated feed application is 
required. New § § 225.120 through 
225.202 provide CGMP regulations for 
the manufacture of medicated feeds for 
which the requirements of section 
512(m) of the act have been waived.
F. Registration

Under the authority of section 
510(g)(4) of the act, the agency will 
exempt from registration under section 
510(b) of the act those firms 
manufacturing medicated feeds for 
which the requirements for submission 
and approval of medicated feed 
applications have been waived. Thus, 
registration will be required only for all 
firms manufacturing medicated feeds 
from Category II, Type A artifcles.

G. Summary of Requirements
The following table summarizes the 

major provisions of this final rule and 
related requirements:

C a t e g o r y  I Dr u g s

Starting drug product M e d ica te d  product 
m anufactured FD A  form FD A

registration

G o o d  m anufacturing  
practice regulations  

(Titte 21)

Biennal
G M P

inspections

Drug c o m p o n e n t.......... Typ e  A, B, or C ............ 3 5 6  (new  anim al drug 
application).

3 5 6  (new  anim al drug 
application.

Part 2 2 6 ...............................

Type A .............................. T y p e  A .............................. Yes.

No.
No.

T yp e  A .............................. Typ e  B o r  C .................... N o
Type B .............................. Typ e  B or C ....................
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Category ¡1 Drugs

Starting drug product M edicated product 
m anufactured F D A  form FDA

registration

G ood manufacturing  
practice regulations  

(Title 21)

Biennal
G M P

inspections

Drug c o m p o n e n t.......... Type A, B, or C ............ Part 2 2 6  ..
application).

Type A .............................. Type A ............................. Part 2 2 6 Yes.
application).

Type A .............................. §§ 225  1 0 -2 2 6  115 Yes.
application).

Type B .............................. No §§ 225  120 225 2 02 No.

III. Comments on the July 29.1983 
Tentative Final Rule

Approximately 93 comments on the 
tentative final rule were received. A 
number of the comments addressed the 
same issues as those submitted in 
response to the 1981 proposal; FDA 
responded to those comments in depth 
in the preamble of the tentative final 
rule. Those responses, which continue to 
reflect the position of the agency and 
which will not be repeated here, relate 
to the following:

1. Authority to revoke waivers from 
section 512(m) of the act through 
rulemaking (48 FR 34577].

2. Regulation of medicated feeds 
based upon intended use, or species for 
which the medicated feed is labeled, 
rather than on drug concentration (48 FR
34577] .

3. Basing an exemption on no 
withdrawal period at the lowest 
continuous use level (48 FR 34578].

4. Including reference to the 
Association of American Feed Control 
Officials’ (AAFCO] “Official 
Publication” as an official source for 
defining nutrient ingredients (48 FR
34578] .

5. Including a drug component (“bulk 
drug”] in the definition of a “Type A 
medicated article" (48 FR 34578].

6. Permitting the use of any approved 
source of a Type A medicated article in 
a medicated feed application (48 FR
34579] .

7. Elimination of medicated feed 
applications as obsolete and 
duplicative, on the basis that 
registration and conformity with current 
good manufacturing practices should be 
adequate for regulatory purposes (48 FR 
34577].

8. “New drug” status of products in 
§ 558.20 (21 CFR 558.20] (48 FR 34580].

A. C riteria fo r  Exem ption From Section  
512(m) o f  the A ct

1. Numerous comments requested that 
the agency not exempt Category I, Type 
A medicated articles. The comments 
stated that requiring medicated feed 
applications for the use of all Type A 
articles, both Category 1 and Category II,

w ould provide a realistic scheme of 
control.

The basis for reducing the regulatory 
requirements was discussed in the 
preamble to the tentative final rule. The 
agency stated that it believes that it is 
highly unlikely that the use of these 
drugs in feed would result in unsafe drug 
residues in the edible products of food- 
producing animals. Because the agency 
wants to concentrate its efforts in the 
area of potential unsafe residues in food 
derived from treated animals, it is 
essential that the regulatory burden be 
reduced in areas where such potential is 
minimal.

2. A number of comments stated that 
it would be inequitable to require an 
NADA for the manufacture of a Type A 
medicated article from a Type A 
medicated article for Category I drugs in 
view of the fact that manufacture of a 
Type B or Type C medicated feed 
requires no approved application for use 
of a Type A medicated article.

A Type A medicated article is itself a 
new animal drug as defined in section 
201(w) of the act and as such is required 
to be the subject of an approved 
application submitted under section 
512(b) of the act. Because such articles 
contain high concentrations of new 
animal drugs, their manufacture should 
be subject to premarketing clearance.

Alternatively, the comments 
requested that the maximum drug level 
of Category I, Type B medicated feed be 
increased from 200 to 400 times the 
highest continuous use level and that the 
use of Category I, Type A medicated 
articles require an approved medicated 
feed application.

The agency has considered the 
request that the maximum level of a 
Type B medicated feed be raised to 400 
times and found that to do so would in a 
number of instances cause the maximum 
level of the drug in Type B medicated 
feed to exceed the levels provided for in 
the approved NADA for a Type A 
medicated article. Under these 
circumstances, it would be illogical to 
increase the maximum level permitted in 
a Type B medicated feed.

3. A number of comments requested 
that the current waivers from the

requirement of a medicated feed 
application be retained and that the 
current waiver criteria be incorporated 
into the category definitions.

The agency does not agree. The 
inconsistencies in the current program 
have resulted in part from the use of 
outdated waiver provisions. The agency 
has considered the existing waiver 
criteria in developing this final rule.

4. Seven comments requested that 
exemption granted under § 558.15 be 
retained under the new program.

The tentative final rule published July 
29,1983, inadvertently failed to include 
the exemption proviso in § 558.15(g). A 
correction document published on 
November 1,1983 (48 FR 50358) 
reinserted the proviso. As corrected,
§ 558.15 is essentially unchanged and 
the exemption continues as before.

5. Four comments suggested that the 
proposed amendment to § 207.10(f) (21 
CFR 207.10(f)) be reworded to conform 
with the exemption criteria.

The agency agrees and has made the 
requested change.

6. Two comments stated that there 
should be no exemption from the 
requirement of an approved medicated 
feed application for use of Category II. 
Type B medicated feeds.

The agency continues to believe that 
the Category II, Type B medicated feeds 
should be exempted from the 
requirement of an approved medicated 
feed application. As discussed in the 
preamble to the tentative final rule (48 
FR 34577), the agency believes that 
“[tjhe more concentrated the source of 
the drug, the greater would be the 
impact of error in manufacturing.” The 
agency previously concluded that the 
likelihood of producing unsafe residues 
from mixing errors when a Category II, 
Type B medicated feed is used is low 
enough to justify the exemption. The 
comments presented no new 
information to cause the agency to 
reverse its previous decision.

7. Two comments questioned the 
rationale for placing penicillin and 
tetracycline in Category I considering 
the agency’s announced concern about 
their use in feed at subtherapeutic 
levels.

Penicillin and the tetracyclines.are 
placed in Category I because of the 
unlikelihood of their use in animal feeds 
causing unsafe drug residues in edible 
products of animal origin. As discussed 
above, the agency believes that drugs 
with a greater potential for causing 
unsafe drug residues in human food 
(Category II) should be subject to more 
stringent regulatory and manufacturing 
controls than drugs with less potential
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for causing unsafe residues in human 
food (Category I).

In comparison, the agency’s concern 
with the use of penicillin and the 
subtherapeutic use of the tetracyclines 
in animal feeds is unrelated to the 
potential of a drug to result in unsafe 
drug residues in human food from its use 
in medicated feeds. In 1977, FDA 
proposed to prohibit the use of penicillin 
in animal feeds and to restrict the 
subtherapeutic animal feed use of the 
tetracyclines. FDA proposed to take that 
action because it believed that, among 
other things, the continued feeding of 
penicillin and the tetracyclines to 
animal results in an increase of bacterial 
strains that are resistant to one or more 
antimicrobial drugs, and that these 
antibiotic-resistant organisms may be 
transferred to humans or the antibiotic 
resistance will be transferred to another 
organism that causes disease. The end 
result is a situation where the antibiotic 
resistance interferes with the treatment 
of infectious diseases. Accordingly, the 
possible development of drug-resistant 
bacteria is a totally separate issue that 
is procedurally unrelated to this final 
rule.

Subsequently, congressional 
committee reports stated that FDA 
should hold the matter in abeyance 
pending the final results from ongoing 
studies. These studies, to assess further 
whether these uses of penicillin and the 
tetracyclines have a potentially 
significant impact on human health, 
have now been completed and the 
agency is currently reviewing the 
findings. A recently published study by 
the Centers for Disease Control in The 
New England Journal o f M edicine, 
September 6,1984, Vol. 311, pp. 617-622, 
reported that antimicrobial-resistant 
organisms of animal origin can cause 
serious human illness. FDA is 
considering the results of that study, 
along, with other information, in deciding 
what action to take with respect to these 
uses of penicillin and the tetracyclines 
in animal feeds.

Should the agency decide to withdraw 
approval for these uses of penicillin and 
the tetracyclines in animal feeds, 
promulgation of this final rule will have 
no effect on that action. The placement 
of a drug in either Category I or II does 
not affect that drug’s potential for 
development of drug-resistant bacterial.
In addition, this final rule will .not make 
withdrawal of approval more difficult by 
increasing the quantity of those drugs 
sold for use in feed. Penicillin and the 
tetracyclines currently do not require an 
approved medicated feed application 
and none will be required by this final 
rule.
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8. Six comments were concerned 
about the safety of imported meat. They 
stated that, because foreign feed 
manufacturers and producers are not 
subject to FDA regulations, domestic 
feed manufacturers and producers are 
the subject of unfair discrimination.

The agency does not agree that it is 
practicing unfair discrimination. Under 
the act, FDA does not have the authority 
to inspect foreign medicated feed 
manufacturers that produce feed for 
consumption by animals whose edible 
products are imported into this country. 
In contrast, Congress mandated that 
domestic feed manufacturers comply 
with CGMP regulations, and that they be 
routinely inspected to determine 
compliance.
B. Definitions

9. Two comments requested that the 
term “carrier” be deleted from the 
definition of a Type A medicated article 
and the term “nutrient” substituted to 
permit greater latitude in optional 
ingredients. The comments also 
requested deletion of the word “other” 
from § 558.3(b)(1).

The agency does not agree with the 
first suggestion. The primary purpose of 
a Type A medicated articles is to 
provide a source of the drug for use in 
feed. Deleting the word “carrier” and 
replacing it with the word “nutrient” 
would provide an unwarranted 
emphasis on its nutrient content. The 
drug carriers used by the manufacturer 
can include items known to be sources 
of nutrition. The agency agrees that the 
word “other” should fie deleted, and, 
accordingly, has revised § 558.3(b)(1).

10. One comment requested that the 
manufacture of a Type B medicated feed 
directly from a drug component be 
permitted rather than first having to 
produce a Type A medicated article.

The use of a drug component for the 
manufacture of Type B or Type C 
medicated feeds is permitted so long as 
an NADA providing for such 
manufacture has been approved under 
section 512(c) of the act. FDA has 
revised § 558.3(b) to provide for this 
manufacturing procedure.

11. Two comments stated that § 558.4 
should define the concentrations of all 
drugs that may be used in combination 
as Type B medicated feeds.

Section 558.4 lists only those drugs 
and drug combinations that are 
approved for marketing as Type A 
medicated articles. Approved Type B 
combinations are identified in the 
appropriate regulations for the drugs. 
Only those specifically listed in the 
regulations as permitted combinations 
in Type B medicated feed are permitted.
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C. Current Good Manufacturing Practice

12. Five comments stated that the 
requirement in § 225.58 Laboratory 
controls, for retention of results of 
assays of State feed control officials to 
fulfill periodic assay requirements, 
would be prejudicial because only “out 
of tolerance” results are reported to the 
firm.

The AAFCO Uniform State Feed Bill, 
which has been adopted by about half 
the States, requires that: “The results of 
all analyses of official samples shall be 
forwarded by the DIRECTOR to the 
person named on the label and to the 
purchaser” of the sampled product. In 
addition, almost all States that have not 
adopted the AAFCO Uniform State Feed 
Bill have similar provisions in their 
laws. Accordingly, State feed control 
agency officials report all assay results 
for tested constituents to the person 
named on the label and the purchaser of 
the sampled product. The official in 
some cases does not report the actual 
laboratory results but indicates that the 
product meets label guarantees by 
stating “Pass,” “OK,” etc. Actual 
laboratory results are reported on 
products that do not meet label 
guarantees. Even though the actual 
results may not be returned, notification 
that a product meets guarantees is 
sufficient to meet the assay requirement 
of § 225.58. Under these circumstances, 
the agency does not view this 
requirement as prejudicial.

13. Several comments stated that the 5 
percent assay requirements of
§ 225.58(b)(2) as proposed in 1981 should 
be retained.

As discussed in the preamble to the 
tentative final rule, following an 
evaluation of the nearly 50 comments 
addressing this issue, the agency 
decided that the existing assay 
requirements would be retained for all 
products requiring an approved 
medicated feed application. This 
consists of at least three representative 
samples of medicated feed for each drug 
or drug combination to be assayed 
annually..

14. Several comments suggested that 
proposed § 225.135 Work areas be 
changed by adding the words “and 
storage” to the section.

The agency agrees and has made the 
revision.

15. Seven comments requested that 
§ 225.142 Components be revised 
because of confusion arising from the 
use of undefined and imprecise 
terminology, and an apparent reduction 
in inventory requirements.

The agency has revised § 225.142 to 
provide for proper control of incoming
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Type A and Type B medicated products. 
Revised § 225.142 requires an 
accountability system to assure proper 
inventory control of the product. The 
type of system to be used is the choice 
of the user. The inventory system should 
be one that provides a record of receipt 
and eventual use or disposal of the 
products.

16. Eight comments opposed the 
language in § 225.180 Labeling that 
would provide cross-references to 
various parts of the Code of Federal 
Regulations in which labeling 
requirements .are specified.

The agency has revised § 225.180 to 
delete reference to specific labeling 
requirements. 'Section 225.1,80 as revised 
focuses on maintaining the integrity of 
labeling control and assurance that 
medicated feeds are .appropriately 
labeled.
D. A pplications

17. Several comments requested that 
§ 514.1 (b.) be revised to provide an 
appropriate cross-referenoe to § 501.110 
(21 CFR .501.110), incorporating the use 
of collective .names. The .comments said 
that the tentative final rule appeared to 
revoke the use of collective names far 
nonmedicated feeds.

The agency agrees and has made the 
suggested change.

18. Several comments requested that 
§ 514. J (b)(5) (via) (q) be clarified to 
indicate that. the method of analysis 
required applied only to the requested 
dosage form and not all other 
possibilities.

The agency agrees and has made the 
change. In addition, the agency on its 
own initiatives is revising the analytical 
method requirement section of the new 
animal drug application to be consistent 
with the final rule. The revision provides 
for references to pharmaceutical dosage 
products, Type A, Type B, or Type C 
products. Also, the agency on its own 
initiative is revising the stability 
requirement section of the new animal 
drug application to reflect requirements 
of the final rule. Section 211.127 (21 CFR 
211.137) under CGMP requirements for 
pharmaceutical dosage forms requires 
expiration dates on these products. The 
agency has revised the stability section 
of the new animal drug application to 
provide for an expiration date for 
finished pharmaceutical dosage forms 
and Type A medicated articles. Section 
211.16 requires stability testing for 
pharmaceutical dosage forms. Section 
226.58 requires expiration dates and 
stability testing for Type A medicated 
articles. Stability testing ¿of proposed 
Type B and Type C medicated feeds will 
be required as part of the new animal 
drug application for an animal drug.

19. Several comments suggested that 
all approved medicated feed 
applications (Form FD 1800) be 
rescinded and replaced with a new 
Form FDA 1900.

An approved medicated feed 
application :is a valid license to 
manufacture a specific medicated feed. 
FDA may lake action to withdraw 
approval only by following the 
procedure specified in section 
512(m}(4)(B) of the act, and only for the 
reasons specified in that section. Over 
the years thousands of applications 
have been approved for the manufacture 
of medicated feeds. Any benefi t that 
might fee gained by replacing otherwise 
valid Forms FD 1800 with new Forms 
FDA 1900 would be far outweighed by 
the burden imposed on both the public 
and the agency.

20. Some coin.events requested that 
new Form FDA 1900 he made available 
for ocaramenl Other comments requested 
that § 514.2 be revised to conform to 
new Form FDA 1903, One comment 
submitted a suggested form.

Revised f 514.2 includes all the 
information submission requirements of 
Form FDA 1900 and was available for 
comment. The form suggested by the 
comment is incomplete because it fails 
to include all of the elements provided 
in § 514.2.

21. One comment requested that the 
words “drugfs) or” in § 514.2(b)(4) be 
deleted because Form FDA 1900 is only 
intended for use of a  Type A medicated 
article.

The agency agrees and has made the 
change.

D. Miscellaneous Comments
22. Ten comments noted certain 

discrepancies in the permitted analytical 
variations of Type B medicated feeds 
and slated that in some instances the 
percentage of variation appeared to he 
too broad for the concentration of the 
Type B medicated feed.

After careful consideration, the 
agency has decided to include the tables 
used in die 1981 proposal. These tables, 
which were not part of the 1983 
tentative final rule, have been revised to 
take into account subsequent revisions. 
The new tables in J  558.4(d) provide for 
Type A assay limits. Type B maximum 
use levels (100X or 2O0X), and Type B 
and Type C assay limits.

The agency included the Type A 
assay limits because it believes that this 
information will be of value to users of 
medicated articles. The values were not 
listed in the 1983 tentative final rule, and 
were incorrectly identified in the 1981 
proposed rule as Type B limits. These 
Type A limits are listed in current Part

558 regulations -under the various 
approved new animal drugs.

The assay limit values listed under 
Type B and Type C in the final rule 
reflect the values approved for Type C 
medicated feeds. Many intermediate 
premix products (classified as Type B 
products) also have the same approved 
limits.

The preamble to the 1981 proposal 
invited interested persons to submit 
alternate levels if supported by 
appropriate analytical data. Many 
comments were received, but no 
alternate levels were suggested.

The agency has carefully reviewed the 
tables and has decided that until 
sufficient data are received from 
applicants or other sources, e.g„ AAFCO 
or Sta te government laboratories, the 
assay limits stated will be used for 
enforcing potency requirements.

23. A  comment from a State agency 
pointed out that if a Type A medicated 
article which assays at the lowest value 
limit Is used to manufacture a Type B or 
Type C medicated feed, the resulting 
product could be -in violation. This 
occurs due to the wide spread of assay 
limits between Type A medicated 
articles and Type B and Type C 
medicated feeds.

To overcome this possibility, the 
agency studied the differences between 
all Type A and Type B and Type C 
limits. Wherever there was a difference 
between lower Type A and lower Type 
C limits of greater than 15 percent, the 
agency has added a set of intermediate 
limits for the Type B medicated feed. As 
an example, bam berm veins has premix 
limits of 90 to 110 percent and finished 
feed limits of 70 to 130 percent (current 
§ 558.95(c)). Should a Type B medicated 
feed, which is a finished feed, assaying 
at the lower limit be used to produce a 
Type C medicated feed, the latter could 
be violative. Because erf this situation, 
the agency has established in revised 
§ 558.4(d) intermediate assay limits for a 
bambermyems Type B feed of 80 to 120 
percent. These Type B limits are well 
within the ranges established for the 
various Type A medicated articles and 
Type C medicated feeds and thus can be 
analyzed by the current methods. FDA 
will use these limits until applicants can 
provide data to substantiate other limits. 
The agency has added a note at the 
bottom of the tables in § 558.4(d) to 
describe the need for these additional 
limits.

24. One comment stated that 
nonmedicated feeds should be subject to 
assay requirements to check for cross
contamination.

The agency does not consider this to 
be a reasonable requirement because of
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the number of assays that would be 
required to analyze each batch of 
nonmedicated feed for all possible 
sources for cross-contamination. Should 
circumstances so require, the agency 
will analyze feeds, medicated or 
nonmedicated, for cross-contamination.

25. Two comments requested that
§ 514.112, be revised to include reference 
to § 510.515 as a basis for approval.

The agency agrees and has made the 
change.

26. One comment stated that FDA 
provided no rationale for the elimination 
of Category III (the category containing 
those drugs regulated on a “no-residue” 
basis or with a “zero” tolerance because 
of a carcinogenic concern) and urged 
that FDA retain the 1981 proposal’s 
designation of Category III.

To simplify the program, FDA chose 
to combine into a single category those 
drugs previously assigned to Category II 
and Category III. The definition of 
Category II now includes all drugs with 
a withdrawal period as well as those 
drugs regulated on a “no-residue” basis 
or with a “zero” tolerance because of a 
carcinogenic concern. This action will 
not in any way diminish protection of 
the public health, but will make the 
program less complex and its 
administration more cost-effective.

FDA based this decision on the fact 
that all of the drugs previously assigned 
to Category III have withdrawal periods. 
Because errors associated with the 
preparation of medicated feed 
containing a former Category II drug or 
a former Category III drug would be 
equally likely to result in animals with 
above-tolerance residues, the agency 
concluded that there is no need for a 
separate Category III.

FDA expanded the 1981 proposal’s 
definition of Category II to ensure that a 
drug regulated as a carcinogen on a “no
residue” basis in the future would not be 
assigned to Category I. This action 
ensures that any carcinogenic new 
animal drug used in medicated feed will 
be subject to appropriate controls to 
protect the public health.

27. One comment stated that the 
program lacks a scientific rationale and 
that the agency has failed to make the 
scientific basis for the proposal 
available for public comment.

The final rule is based on the agency’s 
conclusion that the entire medicated 
feeds program should be revised to 
emphasize regulatory control over those 
feeds containing new animal drugs that 
pose the greatest likelihood of producing 
unsafe residues in the edible products of 
treated animals. As discussed in the 
preamble to the tentative final rule, the 
agency has concluded that the existence 
or nonexistence of a withdrawal period

is a valid basis for making that 
determination. Although FDA 
acknowledges that other approaches are 
possible, FDA has concluded as the 
expert agency charged with enforcement 
of the act, that the regulatory scheme in 
this final rule is the appropriate way to. 
enforce the act’s medicated feed 
provisions.

28. One comment provided data 
intended to show that the concentration 
of drug in a product that is intended for 
further dilution has no significant impact 
on the accuracy of the concentration of 
the drug in the final feed.

While the data submitted appear to be 
valid, the agency does not believe that 
the data are directly applicable to actual 
fded manufacturing situations. These 
data were generated at a research 
facility using very controlled procedures 
and equipment that are not typically 
found on farms or at commercial mills. 
Therefore, as discussed in paragraph 6 
above, the agency continues to believe 
that the dilution factor is a valid basis 
on which to determine the safety of a 
drug used in feed.

29. One comment presented 
information intended to show that 
mixer-feeders are inherently safer than 
commercial feed mills and thus should 
be exempt from the registration and 
medicated feed application 
requirements of the act. The comment 
contended that inadequate cleaning of 
equipment was a significant cause of 
violative residues, and that mixer- 
feeders are inherently safer than 
commercial feed mills because each 
mixer-feeder mixes feed for only one 
species of animal, thereby eliminating 
the possibility of cross-contamination 
with drugs that are not approved for use 
in that species.

The agency agrees that inadequate 
cleaning of equipment is a prominent 
cause of violative residues, as shown by 
FDA investigations of U.S. Department 
of Agriculture-reported residue 
violations in 1977 and 1978. These 
investigations did not establish, 
however, that on-the-farm feed-mixing 
operations are safer than commercial 
mills. Rather, failure to clean mixing 
equipment adequately was considered 
to be a major cause of the residue in a 
majority of cases involving both mixer- 
feeders and commercial feed mills. 
Likewise, the sulfonamide tissue residue 
problem mentioned by the comment is 
created by both mixer-feeders and 
commercial mills, as both types of 
operations have been found to be 
contributing in a material way to the 
problem. Therefore, the agency 
concludes that exempting mixer-feeders 
to concentrate its limited resources on

commercial mills would not be in the 
interest of public health.

30. One comment contended that the 
proposal is contrary to FDA’s 
interpretation of the act concerning 
unavoidable contamination, and cited 
sections 306, 406, and 512 of the act (21 
U.S.C. 336, 346, and 360b), and 21 CFR 
109.7 and 509.7 of the regulations. The 
comment stated that a substance cannot 
be unavoidable under the act unless the 
CGMP regulations are “technology
forcing” so as to provide an incentive for 
technological improvement.

FDA does not agree that CGMP 
regulations should be “technology
forcing.” CGMP regulations must be 
flexible because they are applicable to 
firms that differ widely in size, facilities 
and equipment used, and products 
produced. CGMP regulations are 
designed to be minimum requirements 
that can reasonably be met by all 
members of the industry. Although FDA 
encourages the development and use of 
improved technology, the agency does 
not consider the CGMP regulations to be 
an appropriate mechanism for attaining 
that goal.

31. One comment stated that FDA had 
not discussed the legal status of 
medicated feeds that are contaminated 
during the mixing process with 
unintended drugs, and cited section 406 
of the act.

FDA regulates the manufacture of 
medicated feeds, including any 
contamination by unintended drugs, by 
means of the CGMP regulations.
Because section 406 of the act pertains, 
in relevant part, to poisonous or 
deleterious substances added to food 
that cannot be avoided by good 
manufacturing practice, it is not 
applicable to this rulemaking.

32. Three comments stated that the 
agency had failed to consider 
adequately the economic consequences 
of implementation of the program.

An assessment of the economic 
impact of the program was discussed in 
the preamble to the 1983 tentative final 
rule. Copies of the assessment are on 
file with the Dockets Management 
Branch for public examination. None of 
the comments submitted disputed -the 
data used by the agency.

33. Several comments requested 
changes in the maximum Type B levels 
for chlortetracycline, dichlorvos, and 
morantel' tartrate. Also, one comment 
noted that amprolium has a withdrawal 
time at its lowest approved use in calves 
and therefore should be a Category II 
drug.

The agency agrees with the comments 
and has made the necessary changes. 
Several other individual drug changes
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were made in § § 558.4 and 558.20. 
Ethylenediamine ddhydriodide was 
deleted because it is not the subject of 
an approved NADA or an interim 
regulation. Fenbendazole was recently 
approved for use in feed. The maximum 
Type B level for monenski was 
increased based upon a new approved 
use level, and the drug is moved to 
Category 1 based upon deletion of its 
withdrawal period as published in the 
Federal Register of August 12,1985 {50 
FR 32394]. The maximum Type B levels 
for sulfamethazine and sulfathiazole 
were changed to eliminate errors in the 
tentative final rule.

34. Several comments raised concerns 
about the tentative final rule’s 200 grams 
per ton maximum Type B level for 
melengestrol acetate. The drug’ s NADA 
sponsor pointed out that the 200grams 
per ton figure will conflict with the 
drug’s conditions of approval.

The agency agrees. Therefore, the 
maximum Type B level is 2 grams per 
ton (*0/00022 percent), which is the level 
currently exempted.

IV. Implementation Procedures
A program alteration of the magnitude 

presented in this final rule cannot be 
immediately placed into effect. For 
example, it may be necessary for 
existing stocks to be depleted, decisions 
of management to be made, medicated 
feed applications to be submitted, and 
inspections to fee completed. Therefore, 
these regulations shall become effective 
May 2,1986, except that the provisions 
of 21 CFR 558.4(di, Category II, .requiring 
the submission and approval of 
medicated feed applications for 
products formerly exempt from such 
requirement shall become effective 
March 3,1987..

As an example of the effect of this 
program, .two drug examples are 
presented. The first example is a drug 
(salinomycin) which was not previously 
exempt but which Is exempt under the 
new program. The second example 
covers a previously exempt drug 
(roxarsone) which becomes nonexempt 
under the new program.

1. Salin.oiay.cdn. Salinomycin, a 
recently approved poultry drug, now 
requires an approved medicated feed 
application to cover its use in die 
manufacture of medicated feed. Because 
this drug has no withdrawal period, 
after May 2,1986, the use of salinomycin 
Type A medicated articles in the 
manufacture of Type B or Type C 
medicated feeds will no longer require 
an approved application (Form FDA 
1900). Previously approved applications 
for this drug will be retired. FDA will 
return to the applicant those 
applications currently under review for

salinomycin with a letter explaining ats 
action.

2. Roxarsone. The agency has not 
required approved medicated feed 
applications for roxarsonse (§ 55&53®(c)}. 
However, with its placement in 
Category II, because the dang requires a  
withdrawal period, the use of Type A 
medicated articles containing naxarsone 
in the manufacture of Type B or Type C  
medicated feeds will require approved 
medicated feed applications. Should a 
medicated feed manufacturer decide to 
use the roxarsane Type A medicated 
article, then the following will need to 
be accomplished before March 3,1987: 
(1) Register with the agency as a drug 
manufacturer (if not registered 
previously) using Form FDA 2656, which 
can be Obtained from the Food and Drug 
Administration, Center for Drugs and 
Biologies, Drug •Listing •Staff {HFN-3153, 
5600 Fishers Lane, Rockville, MD 20857,; 
and (2) obtain approved medicated feed 
applications. Because FDA has 90 days 
to review these applications, the agency 
recommends that applications for 
roxarsone and other formerly exempt 
drugs be submitted by December 3,1986. 
In fact, the qgeracy requests that firms 
submit their applications for these drugs 
as soon as possible following the 
effective date of these regulations to 
facilitate an orderly transition to the 
new program.

In the preamble to the 1981 proposal, 
the agency announced a modified 
directed inspection program. The 
program was intended to permit more 
efficient use of agency resources in 
determining whether firms 
manufacturing medicated feed are in 
compliance with key CGMP regulations. 
The proposal also indicated that 
directed inspections would continue 
until a final rule was published. 
Following publication of this final rule, 
the agency will revise its medicated feed 
compliance program -to direct the 
inspectors {FDA or State) to determine 
compliance with the full range of CGMP 
regulations. The depth of an inspection 
will depend on such factors as previous 
inspectional history and current 
inspectional findings.

Firms may apply to FDA for approval 
under section 51-2(m) of the act using the 
new Form FDA 1900. (Copies of this 
form may be obtained from the Public 
Health Service F’orms and Publication 
Distribution Center, 12100 Parklawn Dr., 
Rockville, MD 20857.) Firms not in 
compliance with the CGMP regulations 
will have their applications denied. FDA 
intends to schedule and conduct 
preapproval inspection before final 
agency action on applications from firms 
with no inspectional history.

The agency also indicated in the 
preamble to the 1981 ¡proposal its 
intention to consider whether fenfhsr 
administrative and regulatory action 
should be initiated against ¡firms that 
failed the directed inspections. After 
careful consideration, the agency has 
decided to propose withdrawal of their 
medicated feed applications (Form FDA 
1800) for Category II drugs through 
formal procedures under section 
512(m)(4) of the act following 
publication -of this final rule. Firms that 
desire to continue using the nonexempt 
drag »products may request ^inspection 
after they have corrected the 
deficiencies in their operations.

Because the existing approved 
medicated feed applications {Form FDA 
1800) constitute licenses, they cannot be 
“canceled"’ as recommended by the 
Medicated Feed Task Force. As 
indicated above, the agency will initiate 
action to withdraw applications for 
Category II drugs, where the firm has 
been found not to be in compliance with 
CGMP regulations. Because the use of 
Category 1, Type A  medicated articles in 
the manufacture of Type B or Type C 
medicated feeds no longer requires an 
approved application, these applications 
are moot. Therefore, the agency will 
retire them administratively.
V. Economic Impact

The recafegorization of many drugs 
used in animal feeds will have small hut 
differing cost impacts on the various 
sectors of the industry. For each of the 
industry sectors analyzed, the costs 
imposed by this revision of the proposed 
medicated feed program are wall below 
the thresholds that signify a  major .rale 
according to the criteria specified in 
Executive Order 12291. Huts, the agency 
has determined that these final 
regulations are not a  major rule.

Most small livestock and poultry 
farms do not manufacture the medicated 
feeds that they use and therefore would 
not be affected. Thus, the changes will 
affect larger farms, and even there the 
impacts will be small. A Largess life 
feedlot or integrated chicken farm is 
estimated to save an average saf about 
$585 annually {a total of $400,000) 
because the drugs mast commonly «used 
would fee subject to less regulation. An 
average large hog producer is «estimated 
to have added costs of about $14 fa total 
of $427,090), if the most commonly «used 
drugs continue their popularity- FDA 
was unable to «estimate (the direction af 
the impact on turfkey producers, but 
expects the (total impact to be smaller 
than either of the amounts cited above.

The agency expects that there may be 
some shifting among drugs used by
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livestock producers (particularly the hog 
producers) if it becomes economically 
advantageous to substitute alternative 
drugs for those currently used. While 
such shifts were not projected, they 
would serve to mitigate any added 
costs.

In the nonfarm sector, an average 
commercial feed mill should experience 
savings of about $49 (a total of $470,000) 
under the revised program. Further, as 
many as 1,150 commercial feed mills 
may choose to use only those drugs for 
which medicated feed applications 
would not be required and would 
thereby voluntarily avoid further 
regulation (a savings of $630,000). No 
significant net impact is expected for 
animal drug manufacturers, although 
some shifts in market shares are 
possible.

For each of the industry sectors 
analyzed, any costs imposed by this 
revision of the medicated feed program 
would be well below the thresholds that 
signify a major rule according to the 
criteria specified in Executive Order 
12291. Thus, the agency has determined 
that the final rule does not constitute a 
major rule under that Order.

FDA has considered the effect that 
this final rule will have on small entities, 
including small businesses, and certifies 
in accordance with section 605(b) of the 
Regulatory Flexibility Act that no 
significant economic impact on a 
substantial number of small entities will 
result.

A threshold assessment supporting 
these conclusions is available for review 
in the Dockets Management Branch 
(HFA-305), Food and Drug 
Administration, Rm. 4-62, 5600 Fishers 
Lane, Rockville, MD 20857.

number 0910-0163. FDA has 
incorporated these requirements into the 
appropriate Code of Federal Regulations 
sections bearing OMB control numbers 
as shown in the table below:

Section
OMB

Control
No.

225.202.......................................................... 0910-0152
0910-0032
0910-0011

514.1(b)(3)(v) (a) and (b) and (5)(vii)(a).................
514.2(a) and (b)........................................................

List of Subjects 
21 CFR Part 207 

Drug listing, Drug registration.
21 CFR Part 210

Drugs, Packaging and containers.
21 CFR Part 225

Animal drugs, Animal feeds, Labeling, 
Packaging and containers.
21 CFR Part 226

Animal feed premixes, Labeling, 
Packaging and containers.

Administrative practice and 
procedure; Animal drugs, Labeling, 
Reporting requirements.
21 CFR Part 514

Administrative practice and 
procedure, Animal drugs.
21 CFR Part 558 

Animal drugs, Animal feeds.
Therefore, under the Federal Food, 

Drug, and Cosmetic Act, Parts 207, 210, 
225, 226, 510, 514, and 558 are amended 
as follows:

21 CFR Part 510

VI. Environmental Impact
The agency has determined under 21 

CFR 25.24(a)(8) (April 26,1985; 50 FR 
16636) that this action is of a type that 
does not individually or cumulatively 
have a significant effect on the human 
environment. Therefore, neither an 
environmental assessment nor an 
environmental impact statement is 
required.

VII. Paperwork Reduction Act of 1980
The information collection 

requirements contained in §§ 225.202, 
514.1(b)(3)(v)(o) and (¿>) and (5)(vii)(o), 
and 514.2(a) and (b) were submitted to 
the Office of Management and Budget 
(OMB) with the tentative final rule as 
required by section 3504(h) of the 
Paperwork Reduction Act of 1980 (44 
U.S.C. Chapter 35). As a result of its 
review, OMB approved these 
requirements during the proposed 
rulemaking stage and assigned control

PART 207—REGISTRATION OF 
PRODUCERS OF DRUGS AND LISTING 
OF DRUGS IN COMMERCIAL 
DISTRIBUTION

1. The authority citation for 21 CFR 
Part 207 is revised to read as follows:

Authority: Secs. 201, 502, 505, 506, 507, 510, 
512, 701(a), 704, Pub. L. 717, 52 Stat. 1040-1042 
as amended, 1050-1053 as amended, 1055, 
1057 as amended (21 U.S.C. 321, 352, 355, 356, 
357, 360, 360b, 371(a), 374); sec. 351, Pub- L. 
410, 58 Stat. 702 as amended (42 U.S.C. 262); 
21 CFR 5.10, 5.11.

2. Part 207 is amended in § 207.10 by 
revising paragraph (f), to read as 
follows:

§ 207.10 Exemptions for domestic 
establishments.
* * * * *

(f) Persons who manufacture Type B 
or Type C medicated feed using 
Category I, Type A medicated articles; 
Category I, Type B medicated feeds;

and/or Category II, Type B medicated 
feeds, as defined in § 558.3 of this 
chapter, as drug sources.
* * * * *

PART 210—CURRENT GOOD 
MANUFACTURING PRACTICE IN 
MANUFACTURING, PROCESSING, 
PACKING, OR HOLDING OF DRUGS; 
GENERAL

3. The authority citation for 21 CFR 
Part 210 is revised to read as follows:

Authority: Secs. 501, 701, 52 Stat. 1049-1050 
as amended, 1055-1056 as amended (21 
U.S.C. 351, 371); 21 CFR 5.10, 5.11.

4. Part 210 is amended by revising the 
part heading as set out above.

5. In § 210.3 by revising paragraph
(b)(13) and (14), to read as follows:

§ 210.3 Definitions. 
* * * * *

(b) * * *
(13) The term “medicated feed” means 

any Type B or Type C medicated feed as 
defined in § 558.3 of this chapter. The 
feed contains one or more drugs as 
defined in section 201(g) of the act. The 
manufacture of medicated feeds is 
subject to the requirements of Part 225 
of this chapter.

(14) The term “medicated premix” 
means a Type A medicated article as 
defined in § 558.3 of this chapter. The 
article contains one or more drugs as 
defined in section 201(g) of the act. The. 
manufacture of medicated premixes is 
subject to the requirements of Part 226 
of this chapter.
* * * * *

PART 225—CURRENT GOOD 
MANUFACTURING PRACTICE FOR 
MEDICATED FEEDS

6. The authority citation for 21 CFR 
Part 225 is revised to read as follows:

Authority: Secs. 501, 512, 701(a), 52 Stat. 
1049-1050 as amended, 1055, 82 Stat. 343-351 
(21 U.S.C. 351, 360(b). 371(a)); 21 CFR 5.10, 
5.11.

7. Part 225 is amended in § 225.1 by 
revising paragraph (b), to read as 
follows:

§ 225.1 Current good manufacturing 
practice.
* * * * *

(b)(1) The provisions of this part set 
forth the criteria for determining 
whether the manufacture of a medicated 
feed is in compliance with current good 
manufacturing practice. These 
regulations shall apply to all types of 
facilities and equipment used in the 
production of medicated feeds, and they 
shall also govern those instances in
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which failure to adhere to the 
regulations has caused nonmedicated 
feeds that are manufactured, processed, 
packed, or held to be adulterated. In 
such cases, the medicated feed shall be 
deemed to be adulterated within the 
meaning of section 501(a)(2)(B) of the 
act, and the nonmedicated feed shall be 
deemed to be adulterated within the 
meaning of section 402(a)(2)(D) of the 
act.

(2) The regulations in § § 225.10 
through 225.115 apply to facilities 
manufacturing one or more medicated 
feeds for which an approved medicated 
feed application is required. The 
regulations in §§ 225.120 through 225.202 
apply to facilities manufacturing solely 
medicated feeds for which approved 
medicated feed applications are not 
required.

8. In § 225.58 by revising “FD-1800” to 
read “FDA 1900” in paragraph (b)(1), by 
removing and reserving paragraph 
(b)(2), and by revising paragraph (c), to 
read as follows:

§ 225.58 Laboratory controls. 
* * * * *

(b) * * *
(2) [Reserved]
(c) The originals or copies of all 

results of assays, including those from 
State feed control officials and any 
other governmental agency, shall be 
maintained on the premises for a period 
of not less than 1 year after distribution 
of the medicated feed. The results of 
assays performed by State feed control 
officials may be considered toward 
fulfillment of the periodic assay 
requirements of this section. 
* * * * *

§225.115 [Amended]
9. In § 225.115 Complaint files in 

paragraph (b)(2) by revising the two 
references to “FTD-1800” to read “FDA 
1900”.

10. By adding new Subparts F, G, H, 
and I, to read as follows:
Subpart F—-Facilities and Equipment 
Sec.
225.120 Building and grounds.
225.130 Equipment.
225.135 Work and storage areas.

Subpart G—Product Quality Assurance 
225.142 Components.
225.158 Laboratory assays.
225.165 Equipment cleanout procedures.

Subpart H—Labeling 
225.180 Labeling.

Subpart I—Records
225.202 Formula, production, and 

distribution records.

Subpart F—Facilities and Equipment
§ 225.120 Buildings and grounds.

Buildings used for production of 
medicated feed shall provide adequate 
space for equipment, processing, and 
orderly receipt and storage of medicated 
feed. Areas shall include access for 
routine maintenance and cleaning of 
equipment. Buildings and grounds shall 
be constructed and maintained in a 
manner to minimize vermin and pest 
infestation.

§ 225.130 Equipment.
Equipment shall be capable of 

producing a medicated feed of intended 
potency and purity, and shall be 
maintained in a reasonably clean and 
orderly manner. Scales and liquid 
metering devices shall be accurate and 
of suitable size, design, construction, 
precision, and accuracy for their 
intended purposes. All equipment shall 
be designed, constructed, installed, and 
maintained so as to facilitate inspection 
and use of cleanout procedure(s).

§ 225.135 Work and storage areas.
Work areas and equipment used for 

the production or storage of medicated 
feeds or components thereof shall not be 
used for, and shall be physically 
separated from, work areas and 
equipment used for the manufacture and 
storage of fertilizers, herbicides, 
insecticides, fungicides, rodenticides, 
and other pesticides unless such articles 
are approved for use in the manufacture 
of animal feed.

Subpart G—Product Quality Assurance
§ 225.142 Components.

Adequate procedures shall be 
established and maintained for the 
identification, storage, and inventory 
control (receipt and use) of all Type A 
medicated articles and Type B 
medicated feeds intended for use in the 
manufacture of medicated feeds to aid 
in assuring the identity, strength, 
quality, and purity of these drug sources. 
Packaged Type A medicated articles 
and Type B medicated feeds shall be 
stored in designated areas in their 
original closed containers. Bulk Type A 
medicated articles and bulk Type B 
medicated feeds shall be identified and 
stored in a manner such that their 
identity, strength, quality, and purity 
will be maintained. All Type A 
medicated articles and Type B 
medicated feeds shall be used in 
accordance with their labeled mixing 
directions.

§ 225.158 Laboratory assays.
Where the results of laboratory 

assays of drug components, including

assays by State feed control officials, 
indicate that the medicated feed is not 
in accord with the permissible limits 
specified in this chapter, investigation 
and corrective action shall be 
implemented immediately by the firm 
and such records shall be maintained on 
the premises for a period of 1 year.

§ 225.165 Equipment cleanout procedures.
Adequate procedures shall be 

established and used for all equipment 
used in the production and distribution 
of medicated feeds to avoid unsafe 
contamination of medicated and 
nonmedicated feeds.

Subpart H—Labeling

§ 225.180 Labeling.
Labels shall be received, handled, and 

stored in a manner that prevents label 
mixups and assures that the correct 
labels are used for the medicated feed. 
All deliveries of medicated feeds, 
whether bagged or in bulk, shall be 
adequately labeled to assure that the 
feed can be properly used.

Subpart I—Records

§ 225.202 Formula, production, and 
distribution records.

Records shall be maintained 
identifying the formulation, date of 
mixing, and if not for own use, date of 
shipment. The records shall be adequate 
to facilitate the recall of specific batches 
of medicated feed that have been 
distributed. Such records shall be 
retained on the premises for 1 year 
following the date of last distribution.
(Information collection requirements 
approved by the Office of Management and 
Budget under number 0910-0152.)

PART 226—CURRENT GOOD 
MANUFACTURING PRACTICE FOR 
TYPE A MEDICATED ARTICLES

11. The authority citation for 21 CFR 
Part 226 is revised to read as follows:

A u th o rity : Secs. 501, 701, 52 Stat. 1049-1050 
as amended, 1055-1056 as amended (21 
U.S.C. 351, 371); 21 CFR 5.10, 5.11.

12. Part 226 is amended by revising 
the part heading as set out above.

13. By revising the term “medicated 
premixes” to read “Type A medicated 
article(s)” wherever it appears in Part 
226.

PART 510—NEW ANIMAL DRUGS

14. The authority citation for 21 CFR 
Part 510 continues to read as follows:

A u th o rity : Secs. 512, 701(a), 52 Stat. 1055,
82 Stat. 343-351 (21 U.S.C. 360b, 371(a)); 21 
CFR 5.10 and 5.83.
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§510.6 [Amended]
15. Part 510 is amended in § 510.6 New  

animal drugs; transitional provisions re  
section 512 o f the A ct m. paragraphs
(d)(3), (e), and (f) by revising “FD-1800” 
to read “FDA 1900”.

§510.305 [Amended]
16. § 510.305 Maintenance of copies of 

approved applications for animal feed  
bearing or containing new animal drugs 
in the introductory text and in 
paragraph (a) by revising “FD-1800” to 
read “FD1900”.

PART 514—NEW ANIMAL DRUG 
APPLICATIONS

17. The authority citation for 21 CFR 
Part 514 is revised to read as follows:

A uthority: S e c s .  512 (i), (n ), 7 0 1 (a ) , 5 2  S ta t .  
1055,82 S ta t .  3 4 3 -3 5 1  (21  U .S iC . 3 6 0 b (i) , (n ), 
371(a)); 21 C F R  5 .10 , 5 .11 .

18. Part 514 is amended in § 514.1 by 
removing paragraph (e), by adding a 
parenthetical statement at the end of the 
section, and by revising paragraph 
(b)(3)(v)(o) and (6) and (5)(vii)(a) and
(5)(x), to read as follows:

§ 514.1. Applications.
* * * * *

(b) * * *
(3) * * *
(y) * * *

(o) Specimens of labeling to be used 
for such new animal drug with adequate 
directions for the manufacture and use 
of finished feeds for all conditions for 
which the new animal drug is intended, 
recommended, or suggested in any of 
the labeling, including advertising, 
sponsored by the applicant. Ingredient 
labeling may utilize collective names as 
provided in § 501.110 of this chapter.

(6) Representative labeling proposed 
to be used for Type B and Type C 
medicated feeds containing the new 
animal drug.
* * * * *

(5) * * *
(vii) * * *
(a) A description of practicable 

methods of analysis of adequate 
sensitivity to determine the amount of 
the new animal drug in the final dosage 
form should be included. The dosage 
form may be a finished pharmaceutical 
product, a Type A medicated article, a 
Type B or a Type C medicated feed, or a 
product for use in animal drinking 
water. Where two or more active 
ingredients are included, methods 
should be quantitative and specific for 
each active ingredient.
* * * * *

(x) A complete description of, and 
data derived from, studies of the 
stability of the new animal drug in the

final dosage form, including information 
showing the suitability of the analytical 
methods used. A description of any 
additional stability studies underway or 
planned. Stability data for the finished 
dosage form of the new animal drug in 
the container in which it is to be 
marketed, including any proposed 
multiple dose container, and, if it is to 
be put into solution at the time of 
dispensing, for the solution prepared as 
directed. If the new animal drug is 
intended for use in the manufacture of 
Type C medicated feed as defined in 
§ 558.3 of this .chapter, stability data 
derived from studies in which 
representative formulations of the 
medicated feed articles are used. Similar 
data may be required for Type B 
medicated feeds as determined by the 
Food and Drug Administration on a 
case-by-case basis. Expiration dates 
shall be proposed for finished 
pharmaceutical dosage forms and Type 
A medicated articles. If the data 
indicate that an expiration date is 
needed for Type B or Type C medicated 
feeds, the applicant shall propose such 
expiration date. If no expiration date is 
proposed for Type B or Type C 
medicated feeds, the applicant shall 
justify its absence with data.
* * ,  * * *

(Information collection requirements 
approved by the Office of Management and 
Budget under number 0916-0032.)

19. By revising § 514.2, to read as 
follows:

§ 514.2 Applications for animal feeds 
bearing or containing new animal drugs.

(a) Applications (Form FDA 1900) to 
be filed under section 512(m) of the act 
shall be completed, signed, and 
submitted in triplicate in the form 
described in paragraphs (b) and (c) of 
this section.

(b) Each application for a  Type B or 
Type C medicated feed, as defined in
§ 558.3 of this chapter, shall include the 
following information:

(1) The name and address of the 
applicant.

(2) The registration number assigned 
pursuant to section 510 of the act and 
last date of registration of each mill.

(3) Whether the submission is ah 
original or supplemental application.

(4) Identification of the Type A 
medicated article, as defined in § 558.3 
of this chapter, used by generic name, 
potency, and manufacturer.

(5) The species of animnl(s) for which 
the feed is intended.

(6) The form of feed to be produced, 
i.e., mash, meal crumbles, pellets, liquid, 
or other specified form.

(7) Whether the feed is a Type B or 
Type C medicated feed.

(8) Whether the feed is for sale or for 
own use (not for sale).

(9) Level of the drug(s) in the finished 
feed, and the amount of Type A 
medicated article per ton contained 
therein.

(10) Identification of the regulation(s) 
in Subchapter E of this chapter on which 
approval relies.

(11) Labeling representative of each 
intended use as stated in the claim. Each 
generic label shall include the claim, 
drug level, mixing directions, feeding 
directions, caution and/or warning 
statements, and any other special 
directions required by the published 
regulation. This shall consist of bag 
labels, invoice copy, bulk labels, and 
placards when applicable.

(12) A commitment *o establish and 
maintain a program of sampling and 
analysis consisting of an assay of the 
first batch manufactured, followed 
thereafter by two samples at periodic 
intervals during the calendar year. If a 
medicated feed contains a combination 
of drugs, only one of the drags need be 
subject to analysis each time, provided 
the one tested is different from the 
one(s) previously tested. Reports of 
assays shall be kept on the premises for 
not less than 1 year after the date of 
manufacture of the medicated feed.

(13) A statement of the minimum and 
maximum assay value permitted from 
the labeled amount of the drug.

(14) Identification of the agent 
authorized to act on behalf of the 
applicant.

(15) The applicant’s name, responsible 
individual’s title and original signature, 
and date.

(c) Upon approval, one copy of the 
application will be signed by an 
authorized employee of the Food and 
Drug Administration designated by the 
Commissioner, and it will be returned to 
the applicant.
(Information collection requirements 
approved by the Office of Management and 
Budget under number 0910-0011.)

§ 514.9 [Amended]
20. In § 514.9 Supplemental 

applications for animal feeds bearing or 
containing new animal drugs in 
paragraph (c) hy revising “FD-1800” to 
read "FDA 1900”.

§514.55 [Amended]
21. In § 514.55 Forms for certification 

or exemption o f antibiotic drugs for 
animal use subject to section 512(n) of 
the Act by revising “1800" to read 
"1900” and by revising “FD-1800— 
Revised” to read MFDA1900”.
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§ 514.105 [Amended]
22. In § 514.105 Approval of 

applications in paragraph (b) by revising 
“FD-1800” to read “Form FDA 1900”.

23. By adding new § 514.112, to read 
as follows:

§ 514.112 Return of applications for 
animal feeds bearing or containing new 
animal drugs.

Applications submitted pursuant to 
§ 514.2 will be returned to the applicant 
if such applications are incomplete or 
inaccurate or do not contain an 
identification of the applicable 
regulation(s). These regulations include 
those published pursuant to section 
512(i) of the act, and are found in Part 
558 of this chapter. In addition, § 510.515 
of this chapter may also provide a basis 
on which approval of the application 
relies, as required by § 514.2(b)(10). All 
reasons for the return of the application 
will be made known to the applicant.

PART 558—NEW ANIMAL DRUGS FOR 
USE IN ANIMAL FEEDS

24. The authority citation for 21 CFR 
Part 558 continues to read as follows:

Authority: Sec. 512, 82 Stat. 343-351 (21 
U.S.C. 360b); 21 CFR 5.10 and 5.83.

25. Part 558 is amended by revising 
§ 558.3, to read as follows:

§ 558.3 Definitions and general 
considerations applicable to this part.

(a) Regulations in this part provide for 
approved uses of drugs and 
combinations of drugs in animal feeds. 
Approved combinations of such drugs 
are specifically identified or 
incorporated by cross-reference. Unless 
specifically provided for by the 
regulations, a combination of two or 
more drugs is not approved.

(b) The following definitions apply to 
terms used in this part:

(1) New animal drugs for use in 
animal feed are placed in two categories 
as follows:

(1) Category I—These drugs require no 
withdrawal period at the lowest use 
level in each species for which they are 
approved.

(ii) Category II—These drugs require a 
withdrawal period at the lowest use 
level for at least one species for which 
they are approved or are regulated on a 
“no-residue” basis or with a “zero” 
tolerance because of a carcinogenic 
concern regardless whether a 
withdrawal period is required.

(2) A “Type A medicated article” is 
intended solely for use in the 
manufacture of another Type A 
medicated article or a Type B or Type C 
medicated feed. It consists of a new 
animal drug(s), with or without carrier 
(e.g., calcium carbonate, rice hull, corn, 
gluten) with or without inactive 
ingredients. The manufacture of a Type 
A medicated article requires an 
application approved under § 514.105(a) 
of this chapter.

(3) A “Type B medicated feed” is 
intended solely for the manufacture of 
other medicated feeds (Type B or Type 
C). It contains a substantial quantity of 
nutrients including vitamins and/or 
minerals and/or other nutritional 
ingredients in an amount not less than 
25 percent of the weight of the Type A 
medicated article. It is manufactured by 
diluting a Type A medicated article or 
another Type B medicated feed. The 
maximum cohcentration of animal 
drug(s) in a Type B medicated feed is 
200 times the highest continuous use 
level for Category I drugs and 100 times 
the highest continuous use level for 
Category II drugs. The term “highest 
continuous use level” means the highest 
dosage at which the drug is approved for 
continuous use (14 days or more), or, if 
the drug is not approved for continuous 
use, it means the highest level used for 
disease prevention or control. If the drug 
is approved for multiple species at 
different use levels, the highest 
approved level of use would govern 
under this definition. The manufacture 
of a Type B medicated feed from a

C a t e g o r y  I

Category II, Type A medicated article 
requires an application approved under 
§ 514.105(b) of this chapter.

(4) A “Type C medicated feed” is 
intended as the complete feed for the 
animal or may be fed “top dressed” 
(added on top of usual ration) on or 
offered “free-choice” (e.g., supplement) 
in conjunction with other animal feed. It 
contains a substantial quantity of 
nutrients including vitamins, minerals, 
and/or other nutritional ingredients. It is 
manufactured by diluting a Type A 
medicated article or a Type B medicated 
feed. A Type C medicated feed may be 
further diluted to produce another type 
C medicated feed. The manufacture of 
a Type G medicated feed from a 
Category H, Type A medicated article 
requires an application approved under 
§ 514.105(b) of this chapter.

(5) A Type B or Type C medicated 
feed manufactured from a drug 
component (bulk or “drum-run” (dried 
crude fermentation product)) requires an 
application approved under § 514.105(a) 
of this chapter.

26. By revising § 558.4, to read as 
follows:

§ 558.4 Medicated feed applications.
(a) The manufacture of a Type B or 

Type C medicated feed from a Category
I, Type A medicated article is exempt 
from the requirement of an approved 
medicated feed application.

(b) The manufacture of a Type B or 
Type C medicated feed from a Category
II, Type A medicated article requires an 
approved medicated feed application.

(c) The use of Type B and Type C 
medicated feeds shall conform to the 
conditions of use provided for in 
Subpart B of this part and in §§ 510.515, 
558.15, and 558.20.

(d) This paragraph identifies each 
drug by category, the maximum level of 
drug in Type B medicated feeds, and the 
assay limits for the drug in Type A 
medicated articles and Type B and Type 
C medicated feeds, as follows:

Drug
Assay limits 

type A  
p e rc e n t1

Type B m axim um  (200x) A ssay limits (percent of labeled 
am ount) type B /C  *

A k lom ide............................................................................................... 9 0 -1 1 0 2 2 .7 5  g /lb  (5  0  % ) 8 5 -1 2 0
Am m onium  c h lo rid e ............................................................................................ 9 0 -1 1 0 4 .0  o z / lb  (2 5  % ) ................................................................................................................ 8 5 -1 2 0 .
Am prolium  with E th o p ab ate .................................................................................. ....... 9 4 -1 1 4 2 2 .7 5  g /lb  (5 .0  % ) ..... „ ................................................................................................... 8 0 -1 2 0 .
Bacitracin m ethylene d isa licy la te ............. ......... .......... __________________ „.... 8 5 -1 1 5 2 0 .0  g / lb  (4 .4 ,% )............................................................................................................... 7 0 -1 3 0 .
Bacitracin zinc .........................................................- ......................................................... 8 4 -1 1 5 5 .0  g /lb  (1.1 % ) ................................................................................................................. 7 4 -1 3 0 .
B am b erm yc in s .................................... .............................................................................. 9 0 -1 1 0 8 0 0  g /to n  (0 .09  % ) .......................................................................................................... 8 0 -1 2 0 /1 7 0 -1 3 0 .
B u q u in o la te .......................................................................................................................... 9 0 -1 1 0 9 .8  g / lb  (2 .2  % ) ............... 8 0 -1 2 0
C hlorte tracycline ................................................................................................................ 9 5 -1 2 5 4 0.0~g /lb  (8 .8  % ) . . . . ......................................................................................................... 8 0 -1 1 5 /1 7 0 -1 3 0 .
C o u m ap h o s .......................................................................................................................... 9 5 -1 1 5 6 .0  g / lb  (1 .3  % )............................................................................. 8 0 -1 2 0
D e co q u in a te ........................................................................................................................ 9 0 -1 0 5 2 .72~g /lb  (0  6  % ) . .  .
D ichlorvos..................................................................................................... ....................... 1 0 0 -1 1 5 3 3 .0  g / lb  (7 .3  % ) ..... ........................................................................................................ 9 0 -1 2 0 /8 0 -1 3 0 .
Erythrom ycin (thiocyanate s a lt) .................................................................................. 8 5 -1 1 5 9 .2 5  g /lb  (2 .04  % ) ...........................................................................................................

> 2 0 g /t o n  7 5 -1 2 5 .
F e n b c n d a zo le .................................................................................................................... 9 5 -1 1 3 4.54 g /lb  (1 0 %) .
lod inated c a s e in ................................................................................................................ 8 5 -1 1 5 2 0 .0  g / lb  (4.4 % )................................. ............... ............................i............ 7 5 -1 2 5 .
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C a t e g o r y  I—Continued

Drug
Assay limits 

type A 
percent1

Type B maximum (200x) Assay limits (percent of labeled 
amount) type B/C 2

Monensin................................................................... 90-110 40 0 g/lh (ft ft %) Chickens: 75-125;
Cattle: 5-10 g/ton 80-120; 
Cattle: 10-30 g/ton 85-115; 
Liq. feed: 80-120.
80-120.
80-120.
75-125.
<11.25 g/ton 70-130; 
>11.25 g/ton 75-125. 
75-125/65-135.
65-135.
65-135.
70-130
Liq. feed: 85-115.

Nequinate........................................................... 95-112 1 83 g/lb (0 4 %)
Niclosamide..... - ..............................................................................................
Nystatin.................... ........................................................................................
Oleandomydn...».........................................................

85-20
85-115
85-120

225 g/lb (49.5 % )........................................................... ZZZZZZZZZZZZZZ
5.0 g/lb (1.1 %)..............................................................................................
1.128 g/lh (0 25 %)

Oxytetracycline................................................. 90-120 20.0 g/lb (4 4 %)
Penicillin...........................................................................
Penicillin Streptomycin.......................................... 80-120

85-115 .7.5 g/lb (1.65 % )................................................
Poloxalene.................................................................. 90-110 54 48 g/lb (12 0 %)
Salinomycin.................................................................. 100-120

80-120
^ 5 -1 1 5

98-104

75-125.
70-130.
85-115.

Virginiamydn..................... ............. ..................................
Zoalene----- -------------------------------------------- -------- -------------- 11.35 g/lb (2 4 %)

1 Percent o f labeled  am ount.

. fT h îÜ S for. e i,h®r Type B or Type C  m edicated feeds. For those drugs that h ave tw o range limits, th e  first set is for a  Type  B m edicated feed  and the second set is
medicated feed  d t^  ,e e d  T h ese  values <ran9 es) have been  assigned in order to  provide for the possibility o f dilution o f a  Type  B m edicated feed  with lower assay limits to m ake  a  Type C

Drug

Amprolium......... ..................
Arsanilate sodium................
Arsanilic acid........................
Butynorate........ ;............. .....
Butynorate...... ............... ......

Piperazine.........................
Phenothiazine.....................

Carbadox..............................
Carbarsone.:.........................
Clopidol............._..... ...........
Dimetridazole..................
Famphur................................
Furazolidone....... ..................
Halofuginone hydrobromide.
Hygromydn B....................... .
Ipronidazole....... ....................

Lasalocid..............................

Levamisole.... ......... ____________
Uncomycin............ .....................
Melengestrol aceta te ..........................
Morantel tartrate..................................
Neomycin................... ................ ;.........
Neomycin............................ .

Oxytetracycline.................... ............
Nicarbazin..............................................
Nitarsone...............................................
Nitrofurazone.........................................
Nitromide...............................................

Sulfanitran........................ .................
Nitromide...........M;-,

Sulfanitran..................
Roxarsone.......... ..............................

Novobiocin...................... ..........i..„ i...
Phenothiazine........................................
Piperazine..............................................
Pyrantel tartrate.............ZZZZZZZZZZ.
Robenidine........................
Ronnel................... ........
Roxarsone..............................Z..ZZZZ
Roxarsone........... ..... ..........

Aklomide.............
Roxarsone...................................ZZZZ.

Clopidol..................... n i ,
Bacitracin methylene disalicylate

Roxarsone...........................................
Monensin.................................

Sulfadimethoxine...................

Ormetoprim........................................
Suit aethoxy-pyridazine........................
Sulfamerazine...............................
Sulfamethazine..................................”

Chloretetracycline»..........................
Penicillin..............................^

Sulfamethazine....................................
Chlortetracycline..........................

Sulfamethazine...........................
Tylosin............................

C a t e g o r y  li

Assay limits 
type A  

p e rc e n t1
Typ e  B M axim um  (100x ) Assay limits (percent of labeled  

am ount) type B /C  2

9 4 -1 1 4
9 8 -1 0 8
9 8 -1 0 8
9 0 -1 1 0
9 0 -1 1 0
9 0 -1 1 0
9 0 -1 1 0
9 0 -1 1 0
9 3 -  102
9 4 -  1 06  
9 6 -1 0 3

100-110
9 5 -  105  
8 0 -1 2 0  
9 0 -1 1 0  
9 8 -1 1 5

100-120

8 5 -1 2 0
9 0 -1 1 5
9 0 -1 1 0
9 0 -1 1 0
8 0 -1 2 0
8 0 -1 2 0
8 0 -1 2 0
9 8 -1 0 6
9 0 -1 1 0
9 0 -1 1 0
9 0 -1 1 0
8 5 -1 1 5
9 0 -1 1 0
8 5 -1 1 5
9 5 -1 0 3
8 5 -1 1 5
9 0 -1 1 0
9 0 -1 1 0
9 0 -1 1 0
9 5 -1 1 5
8 5 -1 1 5
9 5 -1 0 3
9 5 -1 0 3
9 0 -1 1 0
9 5 -1 0 3
9 4 -  1 06  
8 5 -1 1 5
9 5 -  103  
9 0 -1 1 0  
9 5 -1 1 5

9 5 -1 1 5
9 5 -1 0 5
8 5 -1 1 5
8 5 -1 1 5
9 5 -1 2 5
8 0 -1 2 0
8 5 -1 1 5
9 5 -1 2 5
8 5 -1 1 5
8 0 -1 2 0

11 .3 5  g / lb  (2 .5 % )......
4 .5  g / lb  (1 .0 % ) ...........
4 .5  g / lb  (1 .0 % ) ...........
1 7 .0  g / lb  (3 .7 4 % )......
6 3 .4 5  g /lb  (1 4 .0 % ).. .  
4 9 .8 5  g /lb  (1 1 .0 % ).. .  
2 6 3 .3 2  g /lb  (5 8 .0 % ).
2 .5  g / lb  (0 .5 5 % ).........
17 .0  g / lb  (3 .7 4 % )......
11 .4  g / lb  (2 .5 % ).........
9.1 g / lb  (2 .0 % ) ...........
5 .5  g / lb  (1 .2 1 % ).........
1 0 .0  g / lb  (2 .2 % ) .........
2 7 2 .0  g /to n  ( .0 3 % )...
1 ,2 0 0  g /to n  (0 .1 3 % ).  
2 .8 4  g /lb  (0 .6 3 % )......

5 .6 5  g /lb  (1 .2 4 % )..

1 13 .5  g / lb  (2 5 % )..........
10 .0  g / lb  (2 .2 % )............
2 .0  g /to n  (0 .0 0 0 2 2 % ).
6 6 .0  g / lb  (1 4 .5 2 % ) ......
7 .0  g / lb  (1 .5 4 % )...........
7 .0  g / lb  (1 .5 4 % )............
10 .0  g / lb  (2 .2 % ) ............
5 .6 7 5  g / lb  ( 1 .2 5 % ) ......
8 .5  g / lb  (1 .8 7 % ).........
1 0 .0  g / lb  (2 .2 % )............
11 .35  g /lb  (2 .5 % )..........
1 3 .6  g /lb  (3 .0 % )............
11 .3 5  g /lb  (2 .5 % )..........
5 .6 5  g / lb  (1 .2 4 % )..........
2 .2 7 5  g /lb  (0 .5 % )..........
1 7 .5  g / lb  (3 .8 5 % )..........
6 6 .5  g / lb  (1 4 .6 % )..........
165  g /lb  (4 0 .2 5 % ) .......
4 .8  g / lb  (1 .1 % ) ...............
1 .5  g / lb  (0 .3 3 % )...........
2 7 .2  g / lb  (6 .0 % ) ............
2 .2 7 5  g /lb  (0 .5 % )..........
2 .2 7 5  g /lb  (0 .5 % )..........
11 .3 5  g /lb  (2 .5 % )..........
2 .2 7 5  g /lb  (0 .5 % )( .......
11 .3 5  g /lb  (2 .5 % )..........
5 .0  g / lb  (1 .1 % ) ..............
2 .2 7 5  g /lb  (0 .5 % )..........
5 .5  g / lb  (1 .2 % ) ...............
5 .6 7 5  g /lb  (1 .2 5 % ) ......

3 .4 0 5  g / lb  (0 .7 5 % ) ......
5 0 .0  g / lb  (1 1 .0 % )..........
18 .6  g / lb  (4 .0 % )............
1 0 .0  g / lb  (2 .2 % )............
1 0 .0  g / lb  (2 .2 % )............
5 .0  g / lb  (1 .1 % ) .............
10 .0  g / lb  (2 .2 % )............
10 .0  g / lb  (2 .2 % )............
10 .0  g / lb  (2 .2 % )............
10 .0  g / lb  (2 .2 % )............

8 0 -1 2 0 .
8 5 -1 1 5 /7 5 -1 2 5 .
8 5 -1 1 5 /7 5 -1 2 5 .
8 5 -1 1 5 .
8 5 -1 1 5 .
8 5 -1 1 5
8 5 -1 1 5 .
7 5 -1 2 5
8 5 -1 1 5 .
9 0 -1 1 5 /8 0 -1 2 0 .
8 5 -1 2 0 .
9 0 -1 1 5 /8 0 -1 2 0 .
8 5 -1 1 5 .
7 0 -1 2 5 .
7 5 -1 2 5 .
0 .0 0 6 2 5 % , 8 5 -1 2 0 /7 5 -1 2 5 ;  
0 .0 2 5 % , 8 5 -1 2 0 /8 0 -1 2 0 .  
Chickens; 8 5 -1 2 0 /7 5 -1 2 5 ;  
Supplem ents: 8 5 -1 2 0 /8 0 -1 2 0 .  
8 5 -1 2 5 .
8 0 -1 3 0 .
8 0 -1 1 5 /7 0 -1 2 0 .
8 5 -1 1 5 .
7 0 -1 2 5 .
7 0 -1 2 5 .
6 5 -1 3 5 .
8 5 -1 1 5 /8 0 -1 2 0 .
8 5 -1 2 0 .
8 0 -1 2 5 .
8 0 -1 2 0 .
7 5 -1 2 5 .
8 5 -1 1 5 .
7 5 -1 2 5 .
8 5 -1 2 0 .
8 0 -1 2 0 .
8 5 -1 1 5 .
8 5 -1 1 5 .
8 5 -1 1 5 .
8 0 -1 2 0 .
8 0 -1 2 0 .
8 5 -1 2 0 .
8 5 -1 2 0 .
8 5 -1 2 0 .
8 5 -1 2 0 .
8 0 -1 2 0 .
7 0 -1 3 0 .
8 5 -1 2 0 .
7 5 -1 2 5 .
0 .0 1 %  (com bined) 8 5 -1 1 5 /7 5 -  

125.
0 .0 2 %  (com bined) 8 5 -1 1 5 .  
8 5 -1 1 5 .
8 5 -1 1 5 .
8 0 -1 2 0 .
8 5 -1 2 5 /7 0 -1 3 0 .
8 5 -1 2 5 /7 0 -1 3 0 .
8 0 -1 2 0 .
8 5 -1 2 5 /7 0 -1 3 0 .
8 0 -1 2 0 .
7 5 -1 2 5 .
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C a t e g o r y  II—Continued

Drug
A ssay limits 

type  A 
p e rc e n t1

T y p e  B M axim um  (100x) A ssay limits (percent o f labeled 
am ount) type B / C 2

S u lfan itran ........................... 8 5 -1 1 5 13 6  g / lb  ( 3 0 % )
A klom ide_______________ _______ ______ 9 0 -1 1 0 11.2  g /lb  ( 2 .5 % ) .. . . .............................. ..............................  .....  ....................... 8 5 -1 2 0 .

S u lfan itran .... ................ ..................... 8 5 -1 1 5 13.6  g /lb  (3 .0 % ) .. . . .............................. .......................................................................... 7 5 -1 2 5 .
A k lom ide .........  ........... _. 9 0 -1 1 0 11.2  g /lb  (2 .5 % ) .. . . .............................. ........................................................................... 8 5 -1 2 0 .
R o x a rs o n e ....................................................................................................................... 9 5 -1 0 3 2 .7 1 5  g / lb  (0 .6 0 % ) .......................................................................................................... 8 5 -1 2 0 .

S u lfan itran .............................. ............................................................................................. 8 5 -1 1 5 1 3 .6  g / lb  (3 .0 % ).................................... ........................................................................... 7 5 -1 2 5 .
A k lom ide .......................................... ..... ..........  .■ 9 0 -1 1 0 1 1 .2  g / lb  (2 .5 % > .... .
R o x a rs o n e ..... ....... ........... .................... ............. 9 5 -1 0 3 2  2 7  g /lb  (0  5 % )  . . . .

Sulfaauinoxaline................................ ................ 9 8 -1 0 6 11 2  g / lb  (2  5 % ) «
S ulfath iazole .................................. .......................... 8 5 -1 1 5 10.0  g / lb  (2 .2 % ) .. . . .............................. ........................................................................... 8 0 -1 2 0 .

Chlortetracycline .......................... ....... 8 5 -1 2 5 10.0  g / lb  ( 2 2 % ) ................................................................................................................ 7 0 -1 3 0 .
Penicillin .................................................  __ 8 0 -1 2 0 5 .0  g / lb  (1 .1 % ) .................................................................................................................. 7 0 -1 3 0 .

T h iabendazo le ....................... ......  .... ......... .............. 9 4 -1 0 6 4 5 .4  g / lb  (tOtjO%)._.............................. '  .............................. ;.......... ........................... < 7 %  8 5 -1 1 5 ;
< 7 %  9 0 -1 1 0 .

1 P ercent o f labeled a m o u n t -  / ,
2 V alues given represent ranges for e ither Type B or Type C  m edicated feeds. For those drugs tha t h a v e  tw o  range limits, th e  first s e t is for a  Typ e  B m edicated  fe e d  a n d  th e  second set is

Tor a  Type c  m edicated feed . Th ese  values (ranges) have b e e n  assigned in order to  provide tor th e  possibility o f  dilution o f a  Type B m edicated feed  w ith low er assay limits to  m ake  a  Type C 
m edicated feed. 1 ^

§ 558.20 Drugs used in medicated feeds in 
use before January 1,1958, which are not 
otherwise listed; interim listing.

Applications for animal feeds bearing 
or containing new animal drugs shall 
contain a reference to a section in the 
new animal drug regulations where the 
drug and the intended use are listed. For 
the purposes of such applications the 
following list identifies drugs that are 
required to be the subject of approved 
medicated feed applications for the 
indicated uses which are not listed in 
other new animal drug regulations. The 
drugs are not listed elsewhere for these 
uses in other new animal drug 
regulations because they were so used 
prior to the Food Additives Amendment 
of 1958 which required the listing of such 
drugs in appropriate regulations.

Drug ingredient S pecies U se  levels Indications tor use Limitations

Arsanilate s o d iu m .. S w in e ................. ......... 0 .0 0 5  to  0 .0 1 % ................. ........................... Increase rate o f  gain and  im prove feed  efficiency in 
growing swine.

W ithdraw  5  days before  slaughter. As sole source of 
organic arsenic.

D o ........................ ...... d o ........................... 0 .0 1 % ................................................................ Control o f sw ine dysentery (h em o rrh ag e  enteritis, 
bloody dysentery).

W ithdraw  5  days before  slaughter. Feed  continuously 
as  sole source o f organic arsenic.

D o ........................ 0 .0 2 5  to  0 .0 4 % ............................................. T re a tm e n t o f sw ine dysentery (hem orrhagic enteritis, 
bloody dysentery).

W ithdraw  5  days before  slaughter. F e e d  for 5 -6  days 
as  sole source of organic arsenic.

Arsanilic a c id ........... ...... d o ........... ............... 0 .0 0 5  to  0 .0 1 % ........................................... Increase ra te  o f ga in  and im prove fe e d  effic iency in 
grow ing swine.

W ithdraw  5  days before  slaughter. A s  sole source of 
organic arsenic.

D o ........................ ...... d o ..~ ........  ........ 0 .0 1 % .............................................................. Control o f sw ine dysentery (hem orrhagic enteritis, 
bloody dysentery).

W ithdraw  5  days b efo re  slaughter. F e e d  continuously 
as so le  source o f organic arsenic.

D o ........................ ...... d o ..............  - ...... 0 .0 2 5  to  0 .0 4 % ............................................. T rea tm en t o f sw ine dysentery (hem orrhagic enteritis, 
bloody dysentery).

W ithdraw  5  d ays b efo re  slaughter. F e e d  tor 5 -6  days 
a s  sole source o f organic a rs e n ic

Butynorate
(dibutytin
dilaurate).

Turkeys—  ............ 0 .0 3 7 5 % .................................... ;..................... As an  a id  in  the  prevention o f coccidiosis (caused  by 
£  meleagridis, £  meieagrimitis, £  gallopavonis) and  
hexam ihasis.

W ithdraw  7  d ays be fo re  slaughter.

N eom ycin s u lfa te ... C hickens, turkeys, 7 0  to  1 40  g /to n  o f com plete  feed For trea tm en t o f bacteria) enteritis (nonspecific enteri- W ithdraw al b e fo re  slaughter: 3 0  days, cattle; 20  days,

D o ........................

an d  d u c k s a s  neom ycin base. tis. salmoneHosis, bluecom b, m ud fever). sh eep  an d  «wine; 1 4  days, turkeys, ducks, and 
laying hens; 5  days, broiler chickens.

M in k ............................ 1 40  g /to n  o f com plete  feed  as  n eo 
mycin base.

For trea tm en t o f bacteria l enteritis and d ia rrh ea________ Do.

D o ........................ Swine, c a lv e s  
cattle , h o rs e s  
sheet, goats.

7 0  to  14 0  g /to n  o f com plete  feed  
as neom ycin base.

For treatm en t o f bacterial e n te r ite  (scours, diarrhea, 
bloody dysentery, vibrionic dysentery, w inter dysen
tery, w hite scours, coli-bacillosis, salm onellosis, diar
rhea cau sed  b y  £. coif, vibrio and sa lm onella  orga
nisms); en terotoxem ia in lam bs.

Do.

N itarsone (4- Chickens an d 0 .0 1 8 7 5 % .................................... .................... W ithdraw  5  days b e fo re  slaughter. As sole source of 
organic arsenic.nltrophenyl- 

arsonic acid).
turkeys.

P henoth iazine .......... C h ickens..................... 0 .5  q  per bird.............. ........... For 1 d a y  only. 
Do.
Do.

D o ........................ T u rk e y s ........ - .......... 1 g  p er b ird ...— ___  „ ____
D o ........................ S w in e ............. ............ 5  g up to  2 5  lb; 8  g, 2 6  to 5 0  lb; 10  

g, 51 to  100  lb; 2 0  g, 1Q1 to 2 00  
lb; 3 0  g, 201 lb and up.

R em o ves  nodular w orm s ( Oesophagostomum) ..................

(e) When drugs from both categories 
are in combination, the Category II 
requirements will apply to the 
combination drug product.

27. In §558.15 by revising the 
introductory text of paragraph (g) and 
the introductory text of paragraph 
to read as follows:

§ 558.15 Antibiotic, nltrofuran, and 
sulfonamide drugs in the feed of animals.
★  * * * *

(g) The submission of applications 
and data required by paragraphs (a) and
(b) of this section is not required for the 
continued manufacture of any Type A 
medicated article that is produced solely 
from another Type A medicated article 
that is in compliance with the 
requirements of this section. Provided, 
that the diluted Type A medicated 
article contains no drug ingredient

whose use in or on animal feed requires 
an approved application pursuant to 
section 512(m) of the act and/or where 
the Type A medicated article is 
approved by regulation in this part 
* * * * *

(2) The following is a list of drug 
combinations permitted when prepared 
from Type A medicated articles listed in 
paragraph (g)(1) of this section. Drug 
combination and sponsors listed in 
Subpart B of this part are incorporated 
herein by reference because the drug 
combinations are safe and effective by 
contemporary standards, or their 
sponsors have been notified of any 
additional safety or efficacy data 
required on an individual basis: 
* * * * *

28. By adding new §558.20 to Subpart 
A, to read as follows:
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Drug ingredient S pecies

D o....................... S h ee p  and goats...

D o ........................

D o.................. . C a tt le ...............

Do......................

D o ......................

D o.................— Horses and m ules.

D o.............. .........

Piperazine............. . Chickens (under 6  
w eeks  o f age).

Do............. .
w eeks  o f age).

Do ....... .............. Turkeys (under 12  
w eeks  of age).

Do....................... Turkeys (over 12  
w eeks  o f age).

U se  levels

2 0  to  6 0  lb body w e ig h t, 12 .5  g; 
over 6 0  lb body w eight, 2 5  g.

1 g /h e a d /d a y .

10 g /1 0 0  lb body w eight, up to  a 
m axim um  of . 7 0  g.

2 0  g /1 0 0  lb body w eight up to  a  
m axim um  o f 8 0  g. M icronized ( 2 -  
3  m icron size particles)— 1 0  g /  
100 lb body weight, up i o  a  m axi
m um  o f 6 0  g.

0 .2 5  g / lQ 0 J b  body w e ig h t/d ay . For 
adult averag e dose is 2  g.

2 .5  g /1 0 0  lb body w eight up to  a  
m axim um  of 3 0  g.

2  g per head  per d a y ........................ .......

0 .2  to  0 .4 % ,

do

do

do

Indications fo r use

Removal o f stom ach worms (Haemonchus, Osteragia, 
and Trichostrongylus spp.); large-mouth bowel 
worm s (Chabertia spp.), and hookworms (Bunosto- 
mum spp.).

Control o f stom ach worms (Haemonchus, Osteragia, 
and Trichostrongylus spp.); large-mouth bowel 
worm s and hookworms (Chabertia spp.), (Bunosto- 
mum spp.).

Removes common stom ach worm s Haemonchus), 
lesser stom ach worm s ( Ostertagia), hair worms, 
bankrupt worms ( Trichostrongylus spp.), nodular 
worm (Oesophagostomum  spp.), and largemouth 
bowel worms (Chabertia spp.).

Hookworms (Bunostomum  spp .).............................................

Controls common stom ach worms ( Haemonchus), 
lesser stom ach worm s ( Ostertagia), hair worms, 
bankrupt worm s ( Trichostrongylus ssp.), nodular 
worm (Oesophagostomum  spp.), and largemouth 
bowel worm s (Chabertia spp.).

Removal o f strongyles (Strongylus sp p .)................. ...........

......do ............................................................................................

Control o f infestation o f large roundworms (Ascaris).

.do.

.do.

.do.

Lim itations

M ilk from  dairy anim als w hich have b een  trea ted  with 
phenothiazine should not b e  used for food for 4  
days following treatm ent.

D o  not feed  to lactating dairy anim als. F eed  continu
ously.

Milk from  dairy anim als w hich h ave been  treated  with  
phenothiazine should not b e  used for food for 4  
days following treatm ent.

For 1 day only. M ilk from  dairy anim als w hich h ave  
b e e n  treated  with phenothiazine should not be used  
for food for 4  days following treatem ent.

D o  not feed  to lactating dairy anim als.

For 1 day only.

For continuous use; feed  2  g  p er head  per day for 21 
consecutive days then  none for 9  days. R ep eat the  
feeding schedule as  long a s  w orm  control is desired.

As sole source o f fe e d . For 1 day  treatm ent. D irec
tions for use should assure that th e  am ount of feed  
consum ed will furnish in 1 day 1 00  m g o f piperazine  
per bird.

A s so le  source o f feed . For 1 day treatm ent. D irec
tions for use should assure that th e  am ount of feed  
consum ed will furnish in 1 day 100 m g o f piperazine  
per bird.

As so le  source o f feed . F o r 1 day treatm ent. D irec
tions for use should assure that th e  am ount of feed  
consum ed will furnish in 1 day  1 00  mg o f piperazine  
per bird.

As sole source o f feed . F o r 1 day treatm ent. D irec
tions for use should assure that th e  am ount of feed  
consum ed will furnish in 1 day  1 0 0 -4 0 0  mg of 
piperazine p er bird according to size.

29. In § 558.35, by removing 
paragraphs (a), (b), (d), and (e), by 
redesignating paragraph (c) as 
paragraph (a) and revising the 
introductory text of the redesignating 
paragraph, and by redesignated existing 
paragraphs (f) and (g) as paragraphs (b) 
and (c), respectively, to read as follows:

§ 558.35 Aklomide.
(a) Approvals. Type A medicated 

articles: to 017210 in § 510.600(c) of this 
chapter, as follows:
* * * * *

30. In § 558.45, by removing 
paragraphs (b), (c), (d), and (e), by 
redesignating existing paragraph (f) as 
paragraph (b), and by revising 
paragraph (a), to read as follows:

§ 558.45 Ammonium chloride, feed grade.
(a) Approvals. Type A medicated 

articles: 99 percent to 011462 in 
§ 510.600(c) of this chapter. 
* * * * *

31. In § 558.55, by revising paragraph
(a). by removing paragraph (b), by 
redesignating existing paragraph (c) as 
paragraph (b) and revising it, by 
redesignating paragraphs (d) and (e) as 
paragraphs (c) and (d), respectively, to 
read as follows:

§ 558.55 Amprotium.
(a) Approvals. Type A medicated 

articles: 25 percent to 000006 in
§ 510.600(c) of this chapter for use as in 
paragraph (d) of this section.

(b) Special considerations. Do not use 
in Type B or Type C medicated feeds 
containing bentonite.
* * * * *

32. In § 558.58, by removing paragraph
(b), by revising paragraph (ajrby 
redesignating existing paragraphs (c),
(d), and (e) as paragraphs (b), (c), and
(d), respectively, and by revising 
redesignated paragraph (b) and the 
introductory text of redesignated 
paragraph (d), to read as follows:

§ 558.58 Amprolium and ethopabate.
(a) Approvals. Type A medicated 

articles: (1) 25 percent amprolium and
0.8 percent ethopabate; 25 percent 
amprolium and 8 percent ethopabate; 5 
percent amprolium and 0.16 percent 
ethopabate; 5 percent amprolium and 1.6 
percent ethopabate; to 000006.

(2) 0.15 percent amprolium and 0.004 
percent ethopabate and 0.5 gram per 
pound bacitracin (as bacitracin 
methylene disalicylate) to 047019 in 
§ 510.600(c) of this chapter.

(b) Special considerations. Do not use 
in Type B or Type C medicated feeds 
containing bentonite.
* * * * *

(d) Conditions o f use. It is used for 
chickens as follows: 
* * * * *

33. In § 558.60, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d) and (e) as 
paragraphs (b) and (c), respectively, by 
revising paragraph (a) and the 
introductory text of redesignated 
paragraph (c)(1), to read as follows:

§ 558.60 Arsanilate sodium.
(a) Appprovals. Type A medicated 

articles: 20, 50, or 100 percent to 043731 
in § 510.600(c) of this chapter. 
* * * * *

(c) Conditions o f use. (1) It is used for 
chickens and turkeys as follows: 
* * * * *

34. In § 558.62, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d) and (e) as 
paragraphs (b) and (c), respectively, and 
by revising paragraph (a) and the 
introductory text of redesignated 
paragraph (c)(1), to read as follows:
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§ 558.62 Arsanilic acid.
(a) Approvals. Type A medicated 

articles: 20, 50, or 100 percent to 043731 
in § 510.600(c) of this chapter. 
* * * * *

(c) Conditions of use. (1) It is used for 
chickens and turkeys as follows: 
* * * * *

35. In § 558.76, by removing paragraph
(b) , by redesignating existing paragraphs
(c) , (d), and (e) as paragraphs (b), (c), 
and (d), respectively, and by revising 
paragraph (a) and redesignated 
paragraph (b) and the introductory text 
of redesignated paragraph (d)(1), to read 
as follow s:

§ 558.76 Bacitracin methylene disalicylate.
(a) Approvals. Type A medicated 

articles: 25, 40, or 50 percent to 046573 in 
§ 510.600(c) of this chapter.

(b) Special considerations. The 
quantities of antibiotics are expressed in 
terms of the equivalent amount of 
antibiotic standard. 
* * * * *

(d) Conditions of use. It is used as 
follows:
* * * * *

36. In § 558.78, by removing paragraph
(b) , by redesignating existing paragraphs
(c) , (d), and (e) as paragraphs (b), (c), 
and (d), respectively, and by revising 
paragraph (a) and redesignated 
paragraph (b) and the introductory text 
of redesignated paragraph (d)(1), to read 
as follows:

§ 558.78 Bacitracin zinc.
(a) Approvals. Type A medicated 

articles: (1) 50 grams per pound to 
046573 in § 510.600(c) of this chapter for 
use as in paragraph (d)(l)(i) and (ii) of 
this section.

(2) 10, 25, 40, and 50 grams per pound 
to 012769 in § 510.600(c) of this chapter 
for use as in paragraph (d) of this 
section.

(3) 5 and 50 grams per pound to 000010 
in § 510.600(c) of this chapter for use in 
chickens as in paragraph (d)(l)(i) of this 
section.

(b) Special considerations. The 
quantities of antibiotics are expressed in 
terms of the equivalent amount of 
antibiotic standard. 
* * * * *

(d) Conditions of use. (1) It is used as 
follows:
* * * * *

37. In § 558.95, by removing 
paragraphs (b), (c), and (d), by 
redesignating existing paragraph (e) as 
paragraph (b), and by revising 
paragraph (a) and the introductory text 
of redesignated paragraph (b)(1) and (2), 
to read as follows:

§ 558.95 Bambermycins.
(a) Approvals. Type A medicated 

articles: (1) 2 and 10 grams of activity 
per pound to 012799 in § 510.600(c) of 
this chapter for use as in paragraph 
(b)(1), (2)(i) and (ii), and (3) of this 
section.

(2) 0.4 gram of activity per pound to 
012799 and 020275 for use as in 
paragraph (b)(2) of this section.

(3) 0.4 and 2 grams of activity per 
pound to 011490 in § 510.600(c)“ of this 
chapter for use as in paragraph (b)(2) of 
this section.

(4) 0.4 and 2 grams of activity per 
pound for use as in paragraph (b)(2) of 
this section and 2 grams of activity per 
pound for use as in paragraph (b)(3) of 
this section to 016968, 017274, and 
017790 in § 510.600(c) of this chapter.

(5) 0.08 gram of activity per pound for 
use as in paragraph (b)(2) of this section 
to 034139 in § 510.600(c) of this chapter.

(b) Conditions of use—(1) Broiler 
chicken. It is used as follows: 
* * * * *

(2) Growing-finished swine. It is used 
as follows:
* * * * *

38. In § 558.105, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d), (e), and ff) as 
paragraphs (b), (c), and (d), respectively, 
and by revising paragraph (a) and 
redesignated paragraph (b) and the 
introductory text of redesignated 
paragraph (d), to read as follows:

§ 558.105 Buquinolate.
(a) Approvals. Type A medicated 

articles: 16.5 and 22 percent to 000149 in 
§ 510.600(c) of this chapter.

(b) Special considerations. Do not use 
in Type B or Tpye C medicated feeds 
containing bentonite.
* * * ^  * *

(d) Conditions of use. It is used as 
follows:
* * * * *

39. In | 558.115, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d), (e), and (f) as 
paragraphs (b), (c), and (d), respectively, 
and by revising paragraph (a) and 
redesignated paragraph (c) and the 
introductory text of redesignated 
paragraph (d), to read as follows:

§558.115 Carbadox.
(a) Approvals. Type A medicated 

articles: 2.2. percent (10 grams per 
pound) to 000069 in § 510.600(c) of this 
chapter.
* * * * *

(c) Special considerations. Do not use 
in Type B or Type C medicated feeds 
containing bentonite.

(d) Conditions o f use. It is used for 
swine as follows:
* * * * *

40. In § 558.120, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d) and (e) as 
paragraphs (b) and (c), respectively, and 
by revising paragraph (a) and the 
introductory text of redesignated 
paragraph (c)(1), to read as follows:

§558.120 Carbarsone (not U.S.P.).

(a) Approvals. Type A medicated 
articles: (1) 37.5 percent to 011794 in 
§ 510.600(c) of this chapter.

(2) 25 percent carbarsone and 5 grams 
per pound bacitracin (as bacitracin 
methylene disalicylate) to 011794 in 
§ 510.600(c) of this chapter. 
* * * * *

(c) Conditions of use. It is used for 
turkeys as follows: 
* * * * *

41. In § 558.128, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d) and (e) as 
paragraphs (b) and (c), respectively, and 
by revising paragraph (a), to read as 
follows:
* * * * *

§558.128 Chlortetracycline.

(a) Approvals. Type A medicated 
articles: 10 and 50 grams per pound 
Chlortetracycline to 010042 in 
§ 510.600(c) of this chapter; 35 grams 
Chlortetracycline with 7.7 percent (35 
grams) sulfamethazine to 010042 in 
§ 510.600(c) of this chapter. 
* * * * *

42. In § 558.145, by removing 
paragraphs (c) and (d), by redesignating 
existing paragraphs (e) and (f) as 
paragraphs (c) and (d), respectively, and 
by revising paragraphs (a) and (b), to 
read as follows:

§ 558.145 Chlortetracycline, procaine 
penicillin, and sulfamethazine.

(a) Approvals. Type A medicated 
articles: (1) 20 grams of Chlortetracycline 
per pound, 4.4 percent (20 grams) of 
sulfamethazine, and procaine penicillin 
equivalent in activity to 10 grams of 
penicillin per pound to 000069 and 
010042 in § 510.600(c) of this chapter.

(2) 40 grams of Chlortetracycline per 
pound, 8.8 percent of sulfamethazine, 
and penicillin procaine equivalent in 
activity to 20 grams of penicillin per 
pound to 010042 in § 510.600(c) of this 
chapter.

(b) Specifications. (1) The antibiotic 
substance refers to the antibiotic or 
feed-grade antibiotic.
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(2) The antibiotic activities are 
expressed in terms of the appropriate 
antibiotic standards.

(3) Type C medicated feed contains in 
each ton, 100 grams of Chlortetracycline, 
50 grams of penicillin as procaine 
penicillin, and 100 grams of 
sulfamethazine.
* *  *  *  *

43. In § 558.155, by removing 
paragraphs (c) and (d), by redesignating 
existing paragraphs (e) and (f) as 
paragraphs (c) and (d), respectively, and 
by revising paragraphs (a) and (b) and 
the introductory text of redesignated 
paragraph (d), to read as follows:

§ 558.155 Chlortetracycline, procaine 
penicillin, and sulfathiazole.

(a) Approvals. Type A medicated, 
articles: (1) 20 grams of Chlortetracycline 
hydrochloride, 4.4 percent (20 grams) 
sulfathiazole, and procaine penicillin 
equivalent to 10 grams of penicillin per 
pound to 052313 in § 510.600(c) of this 
chapter.

(2) 40 grams of Chlortetracycline 
hydrochloride, 8.8 percent (40 grams) 
sulfathiazole and procaine penicillin 
equivalent in activity to 20 grams of 
penicillin per pound to 052313 in 
§ 510.600(c) of this chapter.

(b) Specifications. (1) The antibiotic
substance refers to the antibiotic or 
feed-grade antibiotic. /

(2) The antibiotic activities are 
expressed in terms of the appropriate 
antibiotic standards.
* * *  *

(d) Conditions of use. It is used for 
swine as follows:
* * * * *

44. In § 558.175, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d), (e), as 
paragraphs (b) and (c) respectively, and 
by revising paragraph (a), to read as 
follows:

§558.175 Clopidol.

(a) Approvals. Type A medicated 
articles: (1) 25 percent to 025700 in 
§ 510.600(c) of this chapter.

(2) 25 percent of clopidol, 10 percent of 
roxarsone; and 4,10.15, or 25 grams of 
bacitracin methylene disalicylate per 
pound to 025700 in § 510.600(c) of this 
chapter.
* * * * *

45. In § 558.185, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d), (e), and (f) as 
paragraphs (b), (c), and (d), respectively, 
and by revising paragraph (a) and 
redesignated paragraph (b), to read as 
follows:

§ 558.185 Coumaphos.
(a) Approvals. Type A medicated 

articles: (1) 1.12, 2.0,11.2, and 50 percent 
to 000859 in § 510.600(c) of this chapter 
for use as in paragraph (d) of this 
section.

(2) 1.12 and 11.2 percent to 017800 in 
§ 510.600(c) of this chapter for use as in 
paragraph (d)(1)(h) of this section.

(b) Special considerations. Adequate 
directions and warnings for use must be 
given and shall, include a statement that 
coumaphos is a cholinesterase inhibitor 
and that animals being treated with 
coumaphos should not be exposed 
during or within a few days before or 
after treatment to any other 
cholinesterase-inhibiting drugs, 
insecticides, pesticides, or chemicals. 
* * * * *

46. In § 558.195, by removing 
paragraphs (b), (c), and (d), by 
redesignating existing paragraphs (e),
(f), and (g) as paragraphs (b), (c), and
(d), respectively, and by revisions 
paragraph (a), to read as follows:

§ 558.195 Decoquinate
(a) Approvals. Type A medicated 

articles: 6 percent to 011801 in 
§ 510.600(c) of this chapter. 
* * * * *

47. In § 558.205, by removing 
paragraphs (b) and (c), by redesignating 
exisitng paragraphs (d), (e), and (f) as 
paragraphs (b), (c), and (d), respectively, 
and by revising paragraph (a), to read as 
follows:

§558.205 Dlchlorvos.
(a) Approvals. Type A medicated 

articles: 3.1 and 9.6 percent to 052313 in 
§ 510.600(c) of this chapter.
* * * * *

48. In § 558.240, by removing 
paragraphs (b) and (c), by redesignating 
exisitng paragraphs (d) and (e) as 
paragraphs (b) and (c) respectively, and 
by adding paragraph (a), to read as 
follows:

§ 558.240 Dlmetridazole.
(a) Approvals. Type A medicated 

articles: 30 percent to 017210 in 
§ 510.600(c) of this chapter.
* * * * *

49. In § 558.248, by removing 
paragraph (b) by redesignating exisitng 
paragraphs (c), (d), and (e) as 
paragraphs (b), (c), and (d), and by 
revising paragraph (a), and redesignated 
paragraph (b) and the introductory text 
of redesignated paragraph (d)(1), to read 
as follows:

§ 558.248 Erythromycin thiocyanate.
(a) Approvals. Type A medicated 

articles: (1) 2.2 percent to 050604 in

§ 510.600(c) of this chapter for use as in 
paragraph (d) of this section.

(2) 5 and 10 percent to 050604 in 
§ 510.600(c) of this chapter for use as in 
paragraph (d)(1) (i) and (iii) of this 
section.

(b) Special considerations. The levels 
of antibiotic are expressed in terms of 
erythromycin master standard. One 
gram of erythromycin thiocyanate is 
equivalent to 0.92agramof erythromcin 
master standard.
* * * * *

(d) Condition of use. (1) It is used as 
follows:
* * * * *

50. In § 558.254, by removing 
paragraph (b), by redesignating existing 
paragraphs (c), (d), and (e) as 
paragraphs (b), (c), and (d), respectively, 
and by adding paragraph (a), to_read as 
follows:

§ 558.254 Famphur.
(a) Approvals. Type A medicated 

articles: 13.2 and 33.3 percent to 010042 
in § 510.600(c) of this chapter.
* * * * *

51. In § 558.258, by removing 
paragraph (b), by redesignating exisitng 
paragraphs (c) and (d) as paragraphs (b) 
and (c), respectively, and by revising 
paragraph (a), to read as follows:

§ 558.258 Fenbendazole.
(a) Approvals. Type A medicated 

articles: 4 percent (18.1 grams per 
pound) fenbendazole and 20 percent 
(90.7 grams per pound) fenbendazole to 
012799 in § 510.600(c) of this chapter.
*  *  *  v *  *

52. In § 558.262, by removing 
paragraphs (b) and (c), by redesignating 
exisitng paragraphs (d) and (e) as 
paragraphs (b) and (c), respectively, and 
by adding paragraph (a), to read as 
follows:

§ 558.262 Furazolidone.
(a) Approvals. Type A medicated 

articles: 10, 50, and 100 grams per pound 
to 000007 in 011801 in § 510.600(c) of this 
chapter.
* * * * *

53. In § 558.265, by removing 
paragraphs (b) and (c), by redesignating 
exisitng paragraphs (d) and (e) as 
paragraphs (b) and (c), respectively, and 
by revising paragraph (a), to read as 
follows:

§ 558.265 Halofuginone hydrobromide.
(a) Approvals. Type A medicated 

articles: 6 grams per kilogram (2.72 
grams per pound) to 012799 in 
§ 510.600(c) of this chapter. 
* * * * *
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54. In § 558.274, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d) and (e) as 
paragraphs (b) and (c), respectively, and 
by revising paragraph (a), to read as 
follows:

§ 558.274 Hygromycin B.

(а) Approvals. (1) Type A medicated 
articles: 2.4 and 8 grams per pound to 
000986 in § 510.600(c) of this chapter for 
use as in paragraph (c) of this section.

(2) 2.4 grams per pound to 011490, 
016968, 018083, and 043733 in
§ 510.600(c) of this chapter for use in 
swine feed as in paragraph (c)(l)(ii) of 
this section.

(3) 1.2 grams per pound to 016968 in 
§ 510.600(c) of this chapter for use in 
swine as in paragraph (c)(l)(ii) of this 
section.

(4) 0.6 gram per pound to 016968, 
017434, 017473, 017519, 017790, 018083, 
020275, 022422, 026948, 043733, 050568, 
and 050639 in § 510.600(c) of this chapter 
for use in chickens as in paragraph
(c)(l)(i) of this section and in swine as in 
paragraph (c)(l)(ii) of this section.

(5) 0.48 and 2.4 grams per pound to 
026186 in § 510.600(c) of this chapter for 
use in chickens as in paragraph (c)(l)(i) 
of this section and in swine as in 
paragraph (c)(l)(ii) of this section.

(б) 0.8 and 1.6 grams per pound to 
043734 in § 510.600(c) of this chapter for 
use in chickens as in paragraph (c)(l)(i) 
of this section.

(7) 2.4 grams per pound to 011790 in 
§ 510.600(c) of this chapter for use in 
chickens as in paragraph (c)(l)(i) of this 
section and in swine as in paragraph
(c)(l)(ii) of this section. 
* * * * *

55. In § 558.305, by removing 
paragraphs (b), (c), and (e), by 
redesignating existing paragraphs (d) 
and (f) as paragraphs (b) and (c), 
respectively, and by revising paragraph
(a) and the introductory text of 
redesignated paragraph (c), to read as 
follows:

§ 558.305 Ipronidazole.

(a) Approvals. Type A medicated 
articles: 12.5 percent to 000004 in 
§ 510.600(c) of this chapter.
★  * * ■ * *

(c) Conditions of use. It is used for 
turkeys as follows: 
* * * * *

56. In § 558.311, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d), (e), and (f) as 
paragraphs (b), (c), and (d), respectively, 
and by revising paragraph (a), to read as 
follows:

§ 558.311 Lasalocid.
(a) Approvals. Type A medicated 

articles: (113.0, 3.3, 3.8, 4.0, 4.3, 4.4, 5.0, 
5.1, 5.5, 5,7, 6.0, 6.3, 6.7, 7,2, 7.5, 8.0, 8.3, 
10.0,12.5,15, 20, and 50 percent activity 
granted to 000004 in § 510.600(c) of this 
chapter for use as in paragraph (d) (1), 
(2), (3), and (4) of this section.

(2) 15 percent activity to 000007 as 
provded by 000004 in § 510.600(c) of this 
chapter for use as in paragraph (d)(5) of 
this section.

(3) 15, 20, 33.1, and 50 percent activity 
to 000004 in § 510.600(c) of this chapter 
for use in feed for cattle as provided in 
paragraph (d) (6) and (7) of this 'section. 
Type A medicated articles containing 
lasalocid dried fermentation residue are 
for use in cattle feed only. 
* * * * *

57. In § 558.315, by removing 
paragraphs (b), (c), (d), and (f), by 
redesignating existing paragraphs (e) 
and (g) as paragraphs (b) and (c), 
respectively, and by revising paragraph 
(a) and the introductory text of 
redesignated paragraph (c), to read as 
follows:

§ 558.315 Levamisole hydrochloride 
(equivalent).

(a) Approvals. Type A medicated 
articles: 227 grams per pound to 043781 
in § 510.600(c) of this chapter.
* * * * *

(c) Conditions o f use. It is used in 
Type C medicated feed as follows:
* * * * *

58. In § 558.325, by removing 
paragraphs (b), (c), and (e), by 
redesignating existing paragraphs (d) 
and (f) as paragraphs (b) and (c), 
respectively, and by revising paragraph 
(a), to read as follows:

§ 558.325 Lincomycin.
(a) Approvals. Type A medicated 

articles: (1) 4 grams per pound to:
(1) 000009 in § 510.600(c) of this 

chapter for use as in paragraph (c)(1) 
and (3) of this section.

(ii) 034139 in § 510.600(c) of this 
chapter for use as in paragraph (c)(2) of 
this section.

(2) 20 grams per pound to 000009 in
§ 510.600(c) of this chapter for use as in 
paragraph (c)(1), (2), and (3) of this 
section.

(3) 50 grams per pound to 000009 in
§ 510.600(c) of this chapter for use as in 
paragraph (c)(1) and (2) of this section.

(4) 8,10, and 20 grams per pound to 
011490 in § 510.600(c) of this chapter for 
use as in paragraph (c)(2)(i), (ii), and (iii) 
of this section.

(5) 8 and 20 grams per pound to 
043733, 050639, and 051359 in
§ 510.600(c) of this chapter for use as in

paragraph (c)(2)(i), (ii); and (iii) of this 
section.

(6) 4, 8,10, and 20 grams per pound to 
018083 in § 510.600(c) of this chapter for 
use as in paragraph (c)(2)(i), (ii), and (iii) 
of this section.

(7) [Reserved]
(8) 4, 5, 8,10, and 20 grams per pound 

to 016968 for use as in paragraph
(c)(2)(i), (ii), and (iii) of this section.

(9) 4 and 20 grams per pound to 047427 
in § 510.600(c) of this chapter for use as 
in paragraph (c)(2) of this section.

(10) 4, 8, and 20 grams per pound to 
017274 in § 510.600(c) of this chapter for 
use as in paragraph (c)(2)(i), (ii), and (iii) 
of this section.

(11) 5 and 10 grams per pound to 
012286 in § 510.600(c) of this chapter for 
use as in paragraph (c)(2)(i), (ii), and (iii) 
of this section.

(12) 20 grams per pound to 020275 in 
§ 510.600 of this chapter for use as in 
paragraph (c)(2)(i), (ii), and (iii) of this 
section.

(13) 2.5 and 8 grams per pound to 
017800 in § 510.600(c) of this chapter for 
use as in paragraphic)(2) of this section.

(14) 4 and 20 grams per pound to 
024174 in § 510.600(c) of this chapter for 
use as in paragraph (c)(2)(i), (ii), and (iii) 
of this section.

(15) 8 and 20 grams per pound to 
017790 in § 510.600(c) of this chapter for 
use as in paragraph (c)(2) of this section. 
* * * * *

59. In § 558.342, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d) and (e) as 
paragraphs (b) and (c), respectively, and 
by revising paragraph (a), to read as 
follows:

§ 558.342 Melengestrol acetate.
(a) Approvals. Dry Type A medicated 

articles: 100 or 200 milligrams per pound 
or liquid premix containing 500 
milligrams per pound to 000009 in 
§ 510.600(c) of this chapter. 
* * * * *

60. In § 558.355, by removing and 
reserving paragraphs (a) and (d)(3) and
(4), by revising the introductory text of 
paragraph (b), and by revising 
paragraph (cj, to read as follows:

§ 558.355 Monensin.
(a) [Reserved]
(b) Approvals. Approvals for Type A 

medicated articles containing the 
specified levels of monensin activity 
granted to firms identified by sponsor 
numbers in § 510.600(c) of this chapter 
for the conditions of use indicated in 
paragraph (f) of this section are as 
follows:
* * * * *
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(c) Assay limits. Liquid feed 
supplements contain 80 to 120 percent of 
the labeled amount of monensin activity. 
* * * * *

61. In § 558.360, by removing 
paragraph (b), by redesignating existing 
paragraphs (c), (d), and (e) as 
paragraphs (b), (c), and (d), respectively, 
and by revising paragraph (a) and 
redesignated paragraph (c)(1), to read as 
follows:

§ 558.360 Morantel tartrate.
(a) Approvals. Type A medicated 

articles: 88 grams per pound to 000069 in 
§ 510.600(c) of this chapter.
* * * * *

(c) Special considerations. (1) Do not 
use in Type B or Type C medicated 
feeds containing bentonite.
* * * * *

62. In § 558.365, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d), (e), and (f) as 
paragraphs (b), (c), and (d), respectively, 
and by revising paragraph fa) and 
redesignated paragraph (c), to read as 
follows:

§ 558.365 Nequinate.
(a) Approvals. Type A medicated 

articles: 4 percent to 017800 in 
§ 510.600(c) of this chapter.
* * * * *

(c) Special considerations. Do not use 
in Type B or Type C medicated feeds 
containing bentonite.
* *  * *  *

63. In § 558.366, by removing 
paragraphs (b) and (d), by redesignating 
existing paragraphs (c) and (e) as 
paragraphs (b) and (c), respectively, and 
by revising paragraph (a), to read as 
follows:

§ 558.366 Nicarbazin.
(a) Approvals. Type A medicated 

articles: 25 percent-to 000006 and 000986 
in § 510.600(c) of this chapter. 
* * * * *

64. In § 558.367, by removing 
paragraph (b), by redesignating existing 
paragraph (c) as paragraph (b), and by 
revising paragraph (a), to read as 
follows:

§ 558.367 Niclosamide.
(a) Approvals. Type A medicated 

articles: 66 percent to 000856 in 
§ 510.600(c) of this chapter.
* * * *  *

65. In § 558.369, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d), (e), and (f) as 
paragraphs (b), (c), and (d), respectively, 
and by revising paragraph (a), to read as 
follows:

§ 558.369 Nitarsone.
(a) Approvals. Type A medicated 

articles: 50 percent to 017210 in 
§ 510.600(c) of this chapter.
* * * * *

66. In § 558.370, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraph (d) as paragraph (b), 
and by revising paragraph (a), to read as 
follows:

§ 558.370 Nitrofurazone.
(a) Approvals. Type A medicated 

articles: 50 grams per pound to 000007 
and 011801 in § 510.600(c) of this 
chapter.
* * * * *

67. In § 558.376, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d) and (e) as 
paragraphs (b) and (c), respectively, and 
by adding paragraph (a), to read as 
follows:

§ 558.376 Nitromide and sulfanitran.
(a) Approvals. Type A medicated 

articles: 25 percent nitromide, 30 percent 
sulfanitran, with or without 5 percent 
roxarsone to 017210 in § 510.600(c) of 
this chapter.
* * * * *

68. In § 558.415, by removing 
paragraphs (b), (c), and (d), by 
redesignating existing paragraphs (e) 
and (f) as paragraphs (b) and (c), 
respectively, and by revising paragraph 
(a), to read as follows:

§ 558.415 Novobiocin.
(a) Approvals. Type A medicated 

articles: 25 grams of activity per pound 
to 000009 in § 510.600(c) of this chapter.
* * * * *

69. In § 558.430, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d) and (e) as 
paragraphs (b) and (c), respectively, and 
by adding paragraph (a), to read as 
follows:

§ 558.430 Nystatin.
(a) Approvals. Type A medicated 

articles: 20 grams of activity per pound 
to 000003 in § 510.600(c) of this chapter.
* * * * *

70. In § 558.435, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d), (e), and (f) as 
paragraphs (b), (c), and (d), respectively, 
and by revising paragraph (a) and 
redesignated paragraph (c), to read as 
follows:

§ 558.435 Oleandomycin.
(a) Approvals. Type A medicated 

articles: 5 grams of activity per pound to 
000069 in § 510.600(c) of this chapter. 
* * * * *

(c) Special considerations. Do not use 
in Type B or Type C medicated feeds 
containing oleandomycin.
* * * * *

71. In § 558.450, by removing 
paragraph (b), by redesignating existing 
paragraphs (c), (d), and (e) as 
paragraphs (b), (c), and (d), respectively, 
and by revising paragraph (a) and 
redesignated paragraph (b), to read as 
follows:

§ 558.450 Oxytetracycline.
(a) Approvals. Type A medicated 

articles: (1) 10 and 50 grams per pound 
to 000069 in § 510.600(c) of this chapteF 
for use as in paragraph (d) of this 
section.

(2) 100 grams per pound to 000069 in 
§ 510.600(c) of this chapter for use as in 
paragraph (d)(1), table 1, item (v) of this 
section.

(b) Special considerations. The 
amount of oxytetracycline is expressed 
in terms of an equivalent amount of 
oxytetracycline hydrochloride.
* * * * *

72. In § 558.460, by removing 
paragraphs (b), (c), and (d), by 
redesignating existing paragraphs (e) 
and (f) as paragraphs (b) and (c), 
respectively, and by revising paragraph 
(a), to read as follows:

§558.460 Penicillin.
(a) Specifications. As penicillin 

procaine G or feed grade penicillin 
procaine.
* * * * *

73. In § 558.464, by removing 
paragraph (b), by redesignating existing 
paragraph (c) as paragraph (b), and by 
revising paragraph (a), to read as 
follows:

§ 558.464 Pofoxalene.
(a) Approvals. (1) Dry Type A 

medicated articles: 53 percent to 000007 
in § 510.600(c) of this chapter.

(2) Liquid Type A medicated articles: 
99.5 percent to 000007 in § 510.600(c) of 
this chapter.
* * * * *

74. In § 558.465, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraph (d) as paragraph (b), 
and by revising the section heading and 
paragraph (a), to read as follows:

§ 558.465 Poloxalene liquid Type C 
medicated feed article.

(a) Approvals. Type A medicated 
articles: 99.5 percent to 000007 in 
§ 510.600(c) of this chapter. 
* * * * *

75. In § 558.485, by removing and 
reserving paragraph (b), by revising the 
introductory text of paragraph (a), and
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by revising paragraph (d), to read as 
follows:

§ 558.485 Pyrantel tartrate.
(a) Approvals. Type A medicated 

articles containing pyrantel tartrate to 
firms identified by drug labeler codes in 
§ 510.600(c) of this chapter for the 
specific usage indicated in paragraph (e) 
of this section:
* ★  * ★  #

(b) [Reserved]
★ * * * *

(d) Special considerations. (1) Consult 
veterinarian before using in severely 
debilitated animals.

(2) Do not mix in Type B or Type C 
medicated feeds containing bentonite. 
* * * * *

76. In § 558.515, by removing 
paragraphs (b) and (c), by redesignating 

^existing paragraphs (d), (e), and (f) as 
paragraphs (b), (c), and (d), respectively, 
and by revising paragraph (a) and the 
second sentence in redesignated 
paragraph (b), to read as follows:

§ 558.515 Robenidine hydrochloride.
(a) Approvals. Type A medicated 

articles: 30 grams per pound to 010042 in / 
§ 510.600(c) of this chapter.

(b) * * * Do not use in Type B or Type 
C medicated feeds containing bentonite.
★  it it ★  Hr

77. In § 558.525, by removing * 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d), (e), and (f) as 
paragraphs (b), (c), and (d), respectively, 
and by revising paragraph (a), to read as 
follows:

§558.525 Ronnel.
(a) Approvals. Type A medicated 

articles: (1) 18 and 40 percent to 025700 
in § 510.600(c) of this chapter.

(2) 5.5 percent in mineral mix to 
021930 in § 510.600(c) of this chapter.
★  * * * *

78. In § 558.530, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d), (e), and (f) as 
paragraphs (b), (c), and (dj, respectively, 
and by revising paragraph (a), to read as 
follows:

§ 558.530 Roxarsone.
(a) Approvals. Type A medicated 

articles: (1) 10, 20, and 50 percent to 
011801 in § 510.600(c) of this chapter for 
use in making chicken and turkey feeds.

(2) 10, 20, 50, and 80 percent to 017210 
in § 510.600(c) of this chapter for use in 
making chicken, turkey, and swine 
feeds.
* . * * ★  *

79. In § 558.550, by removing 
paragraph (b), by redesignating existing 
paragraph (c) as paragraph (b), and by

revising paragraph (a), to read as 
follows:

§ 558.550 Salinomycin.

(a) Approvals. Type A medicated 
articles: 30 grams of activity from 
salinomycin sodium biomass to 000031 
in § 510.600(c) of this chapter.
★  * * * -• ' * ■'

80. In § 558.575, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d) and (e) as 
paragraphs (b) and (c), respectively, and 
by revising paragraph (a), to read as 
follows:

§ 558.575 Sulfadimethoxine, ormetoprim.

(a) Approvals. Type A medicated 
articles: 25 percent of sulfadimethoxine 
and 15 percent of ormetoprim and 25 
percent of sulfadimethoxine and 5 
percent of ormetoprim to 000004 in 
§ 510.600(c) of this chapter.
it it it it it

81. In § 558.579, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d) and (e) as 
paragraphs (b) and (c) respectively, and 
by revising paragraph (a), to read as 
follows:

§ 558.579 Sulfaethoxypyridazine.

(a) Approvals. Type A medicated 
articles: 5.5 percent for swine, and 5.5 
and 11 percent for cattle to 010042 in 
§ 510.600(c) of this chapter.
it it it it it

82. In § 558.582, by removing 
paragraphs (b) and (c), by redesignating 
existing paragraphs (d) and (e) as 
paragraphs (b) and (c), respectively, and 
by revising paragraph (a), to read as 
follows:

§ 558.582 Sulfamerazlne.

(a) Approvals. Type A medicated 
articles: 99 percent to 010042 in 
§ 510.600(c) of this chapter.
it it it it it

83. In § 558.586, by removing and 
reserving paragraphs (b) and (c) and by 
revising the section heading and adding 
paragraph (a), to read as follows:

§ 558.586 Sulfaquinoxoline.

(a) Approvals. Type A medicated 
articles: 40 percent to 000006 in
§ 510.600(c) of this chapter.

(b) -(c) [Reserved]
it it it it it

84. In § 558.615, by removing 
paragraph (b), by redesignating existing 
paragraphs (c), (d), and (e) as 
paragraphs (b), (c), and (d), respectively, 
and by revising paragraph (a) and 
redesignated paragraph (b), to read as 
follows:

§ 558.615 Thiabendazole.
(a) Approvals. Dry Type A medicated 

articles: 22, 44.1, 66.1, and 88.2 percent to 
000006 in § 510.600(c) of this chapter.
The 66.1 percent Type A is solely for the 
manufacture of cane molasses liquid 
Type C medicated feed article which is 
mixed in dry feeds. The 88.2 percent 
Type A is used solely for the 
manufacture of an aqueous slurry for 
adding to a Type C dry cattle feed.

(b) Special considerations. Do not use 
in Type B or Type C medicated foods 
containing bentonite.
it it it it it

85. In § 558.625, by removing and 
reserving paragraphs (c) and (d) and by 
revising the introductory text of 
paragraph (b), to read as follows:

§558.625 Tylosin.
it h  .it it it

(b) Approvals. Type A medicated 
article levels of tylosin granted to firms 
as sponsor(s) and identified by drug 
listing numbers in § 510.600(c) of this 
chapter for the specific usage indicated 
in paragraph (f) of this section.
* * ★  *

(c) -(d)-[Reserved]
* * * * ★

86. In § 558.630, by removing and 
reserving paragraphs (a), (c), and (d), 
and by revising the introductory text of 
paragraph (b), to read as follows:

§ 558.630 Tylosin and sulfamethazine.
(a) [Reserved]
(b) Approvals. Type A medicated 

article levels, a combination of equal 
amounts of tylosin and sulfamethazine, 
granted to firms as sponsor(s) and 
identified by drug listing numbers in
§ 510.600(c) of this chapter for the 
conditions of use indicated in paragraph
(f) of this section.
★  * * ★  ★

(c) -(d) [Reserved]
it it it it it

87. In § 558.635, by removing and 
reserving paragraphs (a), (c), and (e) (3) 
and (4). and by revising paragraph (b), to 
read as follows:

§ 558.635 Virglniamycin.
(a) [Reserved]
(b) Approvals. Type A medicated 

articles. (1) 1.1 percent activity (5 grams 
per pound), 2.2 percent activity (10 
grams per pound), 4.4 percent activity 
(20 grams per pound), 11 percent activity 
(50 grams per pound), and 50 percent 
activity (227 grams per pound) to 000007 
in § 510.600(c) of this chapter.

(2) 2.2 percent activity (10 grams per 
pound) to 011490, 016968, 017274, 017790, 
and 047427 in § 510.600(c) of this chapter
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for use as in paragraph (f)(1) (iv) and (v) 
of this section.

(c) [Reserved]
■k k k *  *  '

(e) * * *
(3)—(4) [Reserved] - 

★ * * * *

In § 558.680, by removing paragraphs 
(b) and (c), by redesignating existing

paragraphs (d) and (e) as paragraphs (b) 
and (c), respectively, and by revising 
paragraph (a), to read as follows:

§558.680 Zoalene.
(a) Approvals. Type A medicated 

articles: 25 percent to 017210 in 
§ 510.600(c) of this chapter.
*  *  * k

/  Rules and Regulations

Dated: January 28,1986.
Frank E. Young,
Commissioner o f Food and Drugs 
Otis R. Bowen,
Secretary o f Health and Human Services. 
[FR Doc. 86-4316 Filed 2-26-86; 8:45 am] 
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