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are not limited to, medicated blocks 
(agglomerated feed compressed or ren-
dered into a solid mass and cohesive 
enough to hold its form), mineral 
mixes, and liquid feed tank supple-
ments (‘‘lick tank’’ supplements) con-
taining one or more animal drugs. The 
manufacture of medicated free-choice 
feeds is subject to the current good 
manufacturing practice regulations for 
medicated feeds. 

(b) The Food and Drug Administra-
tion has concluded that there are ques-
tions about the safety and effectiveness 
of drugs when administered in free-
choice feeds. Therefore, such methods 
of administration cause the drugs so 
administered to be new animal drugs, 
for which approved new animal drug 
applications (NADA’s) are required. 
(See § 510.3(i)). In addition, the exemp-
tion from the requirement of an ap-
proved medicated feed application pro-
vided in § 558.4 of this chapter does not 
apply to any free-choice medicated 
feed. 

(c) An NADA or supplemental NADA 
for products for free-choice feeding 
submitted for approval under section 
512(b) of the act shall provide for: 

(1) The manufacture of a finished 
product for the free-choice administra-
tion of a new animal drug. Such an ap-
proval will not provide a basis upon 
which an application can be approved 
under section 512(m) of the act; or 

(2) The manufacture of a Type A 
medicated article for use in the subse-
quent manufacture of a free-choice 
medicated feed. The approved NADA 
will provide a basis upon which an ap-
plication can be approved under section 
512(m) of the act. Data for a specific 
free-choice product may, if desired, be 
generated and submitted to the Food 
and Drug Administration by the manu-
facturer of the free-choice feed in the 
form of a master file which can be ref-
erenced in the NADA or supplemental 
NADA submitted by the new animal 
drug sponsor. 

(d) Approval of the NADA or supple-
mental NADA submitted under para-
graph (c) of this section will be re-
flected in a regulation in part 558 of 
this chapter published under section 
512(i) of the act. The regulation will ei-
ther state the formulation of the ap-
proved free-choice product or specify 

the specific free-choice administration 
products in which the drug is approved 
for use. If the approval is for a Type A 
medicated article, the regulation in 
part 558 of this chapter will indicate 
that each use of the Type A medicated 
article in a free-choice product must be 
the subject of an approved supple-
mental NADA. 

(e) An application submitted under 
section 512(m) of the act to provide for 
manufacture of a specific free-choice 
feed from an approved Type A medi-
cated article will be approved if, in ad-
dition to the information required by 
the medicated feed application, it in-
cludes a reference to the exact formula 
of the product to be manufactured as 
follows: 

(1) The formula is the same as the 
one published in the new animal drug 
regulations; or 

(2) The data in a master file have 
been referenced in an NADA or supple-
mental NADA; and 

(3) Use of the Type A medicated arti-
cle in the specific formulation has been 
approved on the basis that: 

(i) The formula is the same as the 
one for which acceptable data have 
been submitted in a master file by the 
medicated feed applicant; or 

(ii) The medicated feed applicant has 
written authority to reference a mas-
ter file that has acceptable data for the 
formula in question. 

[51 FR 19827, June 3, 1986, as amended at 67 
FR 9586, Mar. 4, 2002]

Subpart F—Animal Use Exemp-
tions From Certification and 
Labeling Requirements

§ 510.515 Animal feeds bearing or con-
taining new animal drugs subject to 
the provisions of section 512(n) of 
the act. 

Animal feeds that bear or contain 
penicillin, chlortetracycline, feed grade 
zinc bacitracin, and bacitracin meth-
ylene disalicylate, with or without 
added suitable nutritive ingredients 
are exempt from the certification re-
quirements of section 512 of the act 
provided they are the subject of and in 
compliance with regulations for their 
use in this subchapter E, part 558 of 
this chapter, or any one of the para-
graphs of this section: 
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(a) Where indicated in paragraph (b) 
of this section it is manufactured with 
or without one, but only one, of the fol-
lowing ingredients in a quantity, by 
weight of feed, as hereinafter indi-
cated: 

(1) Arsanilic acid: Not less than 0.005 
percent and not more than 0.01 percent. 

(2) Sodium arsanilate: Not less than 
0.005 percent and not more than 0.01 
percent. 

(3) 3-Nitro-4-hydroxyphenylarsonic 
acid: Not less than 0.0025 percent and 
not more than 0.0075 percent except in 
chicken or turkey feed which shall con-
tain not less than 0.0025 percent and 
not more than 0.005 percent. 

(b) It is intended for use in any one of 
the following conditions set forth in 
this paragraph: 

(1) It is intended for use solely in the 
treatment of chronic respiratory dis-
ease (air-sac infection), infectious si-

nusitis, and blue comb (nonspecific in-
fectious enteritis) in poultry and/or 
bacterial swine enteritis; its labeling 
bears adequate directions and warnings 
for such use; and it contains, per ton of 
feed, the equivalent of 100 grams of 
penicillin. When intended for uses spec-
ified in this paragraph, it may also 
contain, in the amount specified, one, 
but only one, of the ingredients pre-
scribed by paragraph (a) of this section. 

(2) It is intended for use solely in the 
treatment of chronic respiratory dis-
ease (air-sac infection) and infectious 
sinusitis in poultry; its labeling bears 
adequate directions and warnings for 
such use; and it contains not less than 
0.1 percent para-aminobenzoic acid or 
the sodium or potassium salt or para-
aminobenzoic acid. 

(3)–(29) [Reserved] 
(c) It is intended for use as follows:

Product Species Use levels Indications for use 

1. Nicarbazin ................. Chickens .............
......do .................

0.01 to 0.02 percent ..........................
2.4 to 50 g/ton ...................................

For use in the prevention of outbreaks of 
coccidiosis in poultry flocks; growth 
promotion and feed efficiency. 

2. Nicarbazin ................. ......do ................. 0.01 to 0.02 percent .......................... Do. 
Bacitracin methylene 

disalicylate.
......do ................. 4 to 50 g/ton.

3. Nicarbazin ................. ......do ................. 0.01 to 0.02 percent .......................... For use as an aid in the prevention of 
coccidiosis in poultry flocks; growth 
promotion and feed efficiency; improv-
ing pigmentation. 

Bacitracin methylene 
disalicylate.

......do ................. 4 to 50 g/ton.

3-Nitro-4-
hydroxyphenylarso-
nic acid.

......do ................. 0.0025 to 0.005 percent.

4. Nicarbazin ................. ......do ................. 0.01 to 0.02 percent .......................... Do. 
Procaine penicillin ..... ......do ................. 2.4 to 50 g/ton.
3-Nitro-4-

hydroxyphenylarso-
nic acid.

......do ................. 0.0025 to 0.005 percent.

5. Chlortetracycline ....... Swine .................. 10 to 50 g/ton .................................... Enhancement of growth and feed effi-
ciency. 

Arsanilic acid ............. ......do ................. 0.005 to 0.01 percent.

[41 FR 8299, Feb. 25, 1976, as amended at 41 
FR 11011, Mar. 15, 1976; 42 FR 18614, Apr. 8, 
1977; 47 FR 42102, Sept. 24, 1982; 47 FR 51563, 
Nov. 16, 1982; 56 FR 41912, Aug. 23, 1991; 58 FR 
30119, May 26, 1993; 61 FR 35950, July 9, 1996]

Subpart G—Sponsors of Approved 
Applications

§ 510.600 Names, addresses, and drug 
labeler codes of sponsors of ap-
proved applications. 

(a) Section 512(i) of the act requires 
publication of names and addresses of 

sponsors of approved applications for 
new animal drugs. 

(b) In this section each name and ad-
dress is identified by a numerical drug 
labeler code. The labeler codes identify 
the sponsors of the new animal drug 
applications associated with the regu-
lations published pursuant to section 
512(i) of the act. The codes appear in 
the appropriate regulations and serve 
as a reference to the names and ad-
dresses listed in this section. The drug 
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