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Title 21—Food and Drugs 

CHAPTER I—FOOD AND DRUG ADMINIS¬ 
TRATION, DEPARTMENT OF HEALTH, 
EDUCATION, AND IWELFARE 

SUBCHAPTER B—POOD AND FOOD PRODUCTS 

SUBCHAPTER E—ANIMAL DRUGS, FEEDS, AND 
RELATED PRODUCTS 

[Docket No. 76N-0171 ] 

PART 121—FOOD ADDITIVES 

PART 558—NEW ANIMAL DRUGS FOR 
USE IN ANIMAL FEEDS 

Antibiotic, Nitrofuran, and Sulfonamide 
Drugs in the Feed of Animals 

The Food and Drug Administration 
Issues a list of manufacturers of medi¬ 
cated premixes and their products in 
compliance with the provisions of S 558.- 
15 Antibiotic, nitrofuran, and svifona- 
tnide drugs in the feed of animals (21 
CFR 558.15), and d^etes from the regu¬ 
lations those manufacturers and prod¬ 
ucts that are subject to, but have not 
complied with, the requirements for con¬ 
tinued marketing set forth in S 558.15. 
This order shall be effective March 26, 
1976. 

Background 

In the Federal Recoster of February 1, 
1972 (37 FR 2444) and April 20, 1973 (38 
FR 9811), the Commissioner of Food 
and Drugs proposed and promulgated, 
respectively, § 558.15. The Ccmunissiooer 
aimounced in § 558.15 that he would 
propose to revoke currenthr approved 
subtherapeutic uses in animal feed of 
antibiotic, nitrofuran, and sulfonamide 
drugs, whether granted by approval of 
new animal drug 84>pllcations (NADA’s), 
master files, and/or antibiotic or food 
additive relations, unless data were 
submitted which resolve conclusivdy 
certain Issues concerning their safety in 
man and in animals and their effective¬ 
ness. The announced criteria for the 
resolution of these issues were based on 
the guidelines included in the report of 
the FDA Task Force on the Use of Anti¬ 
biotics in Animal Feeds and developed 
by the Bureau of Veterinary Medicine. 
All persons or firms previously market¬ 
ing drug products Identical, related, or 
similar to those for which approvals 
were outstanding were required to sub- 
imlt new animal dnig applications if 
marketing was to continue in the in¬ 
terim. 

Pursuant to section 512(1) of the Fed¬ 
eral Food, Drug, and Cosmetic Act, the 
Commissioner particularized in S 558.15 
criteria that must be met to resolve the 
issues concerning the safety and effec¬ 
tiveness of these drugs. Section 558.15 
(b)(1) required any person interested in 
developing data which would support 
retaining api»t>val for subtherapeutic 
uses of antibiotic, nitrofuran, and sulfo¬ 
namide drugs to submit to the Commis¬ 
sioner records and reports of completed, 
ongoing, or planned studies, including 
protocols, on a prescribed schedule: For 
the tetracyclines, streptomycin, dlhy- 
drostreptomycln, penicillin, and the sul¬ 
fonamides, by July 19,1973; for all other 
antibiotics, by October 17,1973; and for 

tdtrofuraa drt^, by March 4,1974. Fur¬ 
thermore, S 558.15(c) gave notice that 
the failure of the sponsor of any drug 
to comply with any of the provisions in¬ 
cluded in paragraph (b) of that section 
or interim results indicating a health 
hazard would be considered as grounds 
for proceeding immediately to withdraw 
i^proval of the drug for use in animal 
f^e^ under section 512(1) of the act 
(in the case of the failiire to submit re¬ 
quired records and reports) or section 
512(e) of the act (where new informa¬ 
tion shows that the drug is not shown 
to be safe). 

A notice of proposed rule making was 
publi^ed in the Federal Register of 
August 6, 1974 (39 FR 28393) to amend 
§ 558.15 by revising paragraph (a) and 
by adding paragraph (g) (1) and (2). 

The proposed revision of paragraph 
(a) was in error. Because the language 
of the proposal was identical to that 
already appearing in the (DFR, any treat¬ 
ment of the erroneous proposed rerision 
to paragraph (a) has been omitted in 
this final regulation. 

Paragraph (g) (1) was to list the anti¬ 
bacterial drug premixes msmufactured 
by designated sponsors which are eligible 
for interim marketing based on their 
compliance with § 558.15(b) (1). Para¬ 
graph (g) (2) was to list the drug com¬ 
binations permitted for inclusion in ani¬ 
mal feed, when prepared from the anti¬ 
bacterial premixes listed in paragraph 
(g) (1), and the sponsors of these drug 
combinations. In addition, the Commis¬ 
sioner proposed to exempt from the re¬ 
quirements imposed by S 558.15 pro¬ 
ducers of certato Intermediate premixes. 
The Commissioner concluded (39 FR 
28393) that the produce!^ of interme¬ 
diate premixes need not at this time sub¬ 
mit an NADA and the data required 
imder S 558.15 for the interim marketing 
of any intermediate premix produced 
solely from a premix Uxat is in compli¬ 
ance with this section, if the interme¬ 
diate premix contains no drug lngredl«it 
whose use in or on animal feed requires 
an apiHoved NADA pursuant to section 
512(m) of the act and/or if the inter¬ 
mediate premix contains a drug for 
which a specific premix has been ap¬ 
proved by regulation in Subpart B of 21 
CFR Part 558. 

In the same issue of the Federal 
Register (39 FR 28382), a notice was 
published proposing to amend 21 CFR 
Parts 121, 135e (recodified at Part 558 
Subpart B), 135g (recodified at Part 
556), and 144.26 (recodified at S 510.515) 
to revoke approvals for those antibac¬ 
terial drugs intended for use in animal 
feed which are not in compliance with 
the requirements of S 558.15. Included in 
that notice was a proposal to revoke 
1558.19 Combination antibiotic drugs 
in animal feeds no longer sanctioned, 
since the provisions of S 558.19 were 
otherwise encompassed by the proposed 
amendments. Certain uses of oxytetn^ 
cycllne and neomycin, alone or in com¬ 
bination with other drugs, which are not 
the subject of published regulations or 
for which commitments were not re¬ 
ceived and for which usages were not 

listed in the corresponding amendment 
to 1558.15 were also subject to the pro- 
poBed revocation. 

EmcT or This Order 

mitt order Identifies the drug firms 
and the antibacterial drugs intended for 
use in animal feeds which they sponsor 
thitt are currently in compliance with 
the provttlons of § 558.15 and revokes 
from the regulations those subther¬ 
apeutic uses of antibiotic, sulfonamide. 
and nitrofuran drugs for which the re¬ 
quired eonunttments, reports, and/or 
data required by § 558.15 were not filed. 

One provttion of § 558.15 required all 
holdow of approvals of these new animwi 
drugs and all persons or firms previously 
marketing Identical, related or similar 
products to file records and reports of 
completed, ongtdng, or planned studies. 
Including protocols, to resolve conclu¬ 
sively the issues concerning their safety 
to man and animals. Paragraph (g) (1) 
of 5 558.15. as set forth below, is an ex- 
alusive list of the antibacterial drug pre¬ 
mixes which, because their sponsors have 
filed commitments to conduct studies 
that will conclusively resolve the Issues 
concerning the safety of their subther¬ 
apeutic usages, are eligible for Interim 
marketing. 

Additionally. S 558.15(b) (3) mandated 
commitments to submit data to demon¬ 
strate the effectiveness of these antibac¬ 
terial drugs for subtherapeutic usage un¬ 
der criteria established by the Bureau of 
Veterinary Medicine. The Commissioner 
called for this data to continue the evalu¬ 
ation of the effectiveness of combination 
animal drug products which was initi¬ 
ated with the promulgation of S 558.19. 
Changes in the new animal drug review 
process that began in June 1967 incor¬ 
porated contemporary scientific criteria 
to measure the effectiveness of drugs 
marketed to promote increased rate of 
weight gain, and/or increased feed ef¬ 
ficiency. The effectiveness of most com¬ 
binations approved since that time has 
been evaluated using these contemporary 
sdentiflc criteria. Section 558.15 requires 
no further determination of effectiveness 
lor combinations determined to be effec¬ 
tive under these criteria. The regulation, 
however, required sponsors of all previ¬ 
ously approved subtherapeutic antibac- 
tmial combination drugs that had not 
been evaluated using these criteria to 
submit a commitment to generate neces¬ 
sary data for these products to be eligi¬ 
ble for interim marketing until these 
data can be reviewed. 

Paragraph (g) (2) of § 558.15, as set 
forth below, lists all drug combinations 
digible for interim marketing and the 
manufacturers who are sponsoring the 
requisite effectiveness testing. Marketing 
Is pmmltted only for these combinations 
mid only when they are prepared from 
the antibacterial premixes listed in para¬ 
graph (g) (1). Most of the drugs alieady 
approved under these effectiveness cri¬ 
teria have been codified in Subpart B of 
21 CFR Part 558; these drugs have been 
InccHTporated in paragraph (g) (2) by ref- 
eraioe because of the large number of 
drugs affected and the length of the 
pUcaUe regulations. The cmly other drug 
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combinations that are eUgltde for Interim 
marketing have either been improved on 
the basis of the contennwrary effective¬ 
ness criteria and not been published in 
Subpart B of 21 CFR Part 558 or have 
had commitments filed to generate the 
requisite effectiveness data; all these 
combinations are listed in paragraph 
(g)(2). 

Commitments to generate data to dem¬ 
onstrate the effectiveness of the indi¬ 
vidual antibiotics listed in 21 CFR 121.- 
225 were not required by S 558.15. The 
National Academy of Sciences—National 
Research Council, Drug Efficacy Study, 
concluded, and the Commissioner con¬ 
curred, that individual antibiotics listed 
in that section are effective for certain 
claims regarding increased rate of weight 
gain (35 FR 11070, 11531, 11646, 11705, 
11952,12490,13156, and 13401). However, 
commitments to resolve conclusively the 
safety issues posed by these drug.s were 
required. These antibiotics are sale and 
effective for use under contempv^rary 
standards, and commitm^ts to conduct 
studies that will conclusively resolve the 
issues concerning their safety raised by 
§ 558.15 have been filed. Therefore, these 
antibacterial drugs are eligible for in¬ 
terim marketing, and they have been 
listed in paragraph (g) (2) together with 
their sponsors. 

The Commissioner is also amending 21 
CFR 510.515 (formerly 21 CFR 144^56). 
This regulation lists those antibiotics in¬ 
tended for use alone or in combination 
with other drugs in animal feeds that are 
exempt from the certification require¬ 
ments of section 512 (n) of the act, and 
the Commissioner has revised this regu¬ 
lation to revoke any prior exemption 
from certification for which the commit¬ 
ments required by § 558.15 were not sub¬ 
mitted. 

Comments on the proposal were re¬ 
ceived from 15 firms engaged in the 
manufacture of drugs used in the pro¬ 
duction of medicated feeds. Comments 
were also received from an association 
of animal drug manufacturers and an 
association of animal feed manufac¬ 
turers on behalf of their respective mem¬ 
bers. Several comments raised questions 
respecting the procedures being followed 
to revoke the unsponsored uses of these 
drugs; however, most of the comments 
from the drug and feed manufacturers 
were concerned with the proposed dele¬ 
tion from the regulations of specific an¬ 
tibiotic combination drugs. 

The principal comments received and 
the Commissioner’s conclusions regard¬ 
ing them are as follows: 

1. A trade association requested that 
due consideration be given to comments 
of its member firms and requested that 
the August 6, 1974 announcement and 
the September 27,1974 correction be re¬ 
published as a single proposal if they 
contain a substantial number of errors. 

The Commissioner concludes that this 
order need not be republished as a pro¬ 
posal. Each comment has been carefully 
evaluated to determine which drugs, if 
any, were incorrectly proposed for rev¬ 
ocation fr(»n the regulatltms and which 
drugs and drug sponsors. If any, were 

Improperly cmilted from the appropriate 
lists In paragraph (g) (1) and (2) of 
S 558.15. Ih addition, all comments sub¬ 
mitted pursuant to requirements taimosed 
by I 558.15 have been reviewed to assture 
the accuracy of the regulations as set 
forth below. Provisions of the regulations 
that were erroneously ddeted or omitted 
in the proposals have been restored. 

2. Several comments stated that the 
regulations, as proposed, would prohibit 
the marketing of products which are 
covered by approved NADA’s or which 
are “deemed approved” by the transi¬ 
tional provisions of the Animal Drug 
Amendments of 1968. The comments 
stated that approval of these drug prod¬ 
ucts may not be withdrawn through pub¬ 
lication of a proposed rule, but must be 
withdrawn in accordance with provi¬ 
sions of section 512(e) of the act includ¬ 
ing, as provided therein, giving notice 
of opportunity for hearing for the spe¬ 
cific NADA's involved. 

The Commissioner concludes that the 
procedure used to withdraw approval of 
these NADA’s satisfies the requirements 
of the Fed^al Food, Drug, and Cosmetic 
Act and the Administrative Procedure 
Act. As proposed in the Federal Register 
of February 1, 1972 (37 FR 2444) and 
promulgate in the Federal Register of 
April 20. 1973 (38 FR 9811). $ 558.15(c) 
states that the failure of any sponsor 
of an NADA for the use at subtherapeu- 
tic levels of any antibiotic, nitrofuran. 
and sulfonamide drugs in the feed of 
animals to comply with the requirements 
of the regulation will be considered 
groimds for immediately proceeding to 
withdraw approval of the NADA for fail¬ 
ure to comply with section 512(1) of the 
act. Section 512(e)(2) of the act per¬ 
mits the Secretary, after due notice 
and opportunity for hearing to with¬ 
draw approval of the NADA for failure 
to comply with section 512(1) of the act. 
Thus compliance with $ 558.15 is prop¬ 
erly required as a condition for con¬ 
tinued approval of an NADA. 

The proposed deletion of regulations 
published in the Federal Register of 
August 6,1974 (39 FR 28382) constituted 
specific public notice of the Commis¬ 
sioner’s determination that the drugs 
listed therein (as subsequently amended) 
were not in compliance with $ 558.15(b) 
and that such drugs were therefore sub¬ 
ject to withdrawal of approval pursuant 
to S 558.15(c). Similarly, the comptuiion 
notice of proposed rule making also pub¬ 
lished on August 6, 1974 (39 FR 28393) 
afforded public notice to all sponsors of 
those drugs for which commitments to 
conduct the required safety and/or effec¬ 
tiveness studies had been filed pursuant 
to ! 558.15 that they were in compliance 
with the regulation. 

This procedure of providing notice by 
Federal Register publication was used 
because many of the drugs involved were 
originally marketed pursuant to anti¬ 
biotic and food additive regulations, and 
the agency had previously exempted 
these drugs from the antibiotic batch 
certification requirements and Form 
FD-1800 requirements. The Commis¬ 
sioner was therefore not able to identify 
all persons who had legally been market¬ 

ing these drugs. The August 6, 1974 no¬ 
tice iff proposed rule making. In com- 
blnatl<m with the proposed d^tion 
the regulatlcms, afforded adequate no¬ 
tice to sponsors of antibacterial drugs 
not listed in paragraph (g) (1) and (2) 
of S 558.15 that they had failed to com¬ 
ply with § 558.15(b). and that such drugs 
were therefore subject to withdrawal of 
approval in accordance with § 558.15(c). 
Having failed to file responses donon- 
strating that their products are in com¬ 
pliance with the requirements of § 558.15 
or that the regulation is, or should be, 
inapplicable, sponsors of drugs for which 
approvals are hereby withdrawn have 
not shown the necessity for a hearing at 
which the only issue could be whether 
those requirements have been met. 

The Suprraie Court has recognized 
that clsiss regulation through rule mak¬ 
ing is legally permissible and, indeed, 
often preferable to case-by-case adjudi¬ 
cation. See,-e.g., Weinberger v. Hynton, 
Westcott Dunning, Inc., 412 U.S. 609, 
620-622 (1973); Weinberger v. Bentex 
Pharmaceuticals, Inc., 412 U.S. 645, 653 
(1973); Federal Power Commission v. 
Texaco, 377 UB. 33.39-41 (1964); United 
States v. Storer Broadcasting Co., 351 
n.S. 192,202-205 (1956). In this instance, 
the Commissioner has pai ticularlzed the 
statutory standards for continued ap¬ 
proval of NADA’s by prmnulgating 
§ 558.15. No hearing need be afforded an 
applicant whose submissicms, after 
proper notice, on their face fail to meet 
the requirements for NADA a]K>roval or 
to provide reasons why approval of its 
NADA should not be withdrawn. 

The Commissioner concludes that all 
interested persons have been afforded 
ample opportunity to participate in the 
development of the requirements con¬ 
tained in § 558.15 and to ccHnply with 
those requirements or offer reasonable 
explanaticm for failure to comply. Ac¬ 
cordingly, all applicable legal standards 
have been met and approval of the 
NADA’s involved may properly be with¬ 
drawn by regulation. 

3. One comment suggested that each 
distributor for whom a distributor’s sup¬ 
plemental NADA has been filed by the 
holder of the approval should be listed 
as a sponsor of the drug in paragraph 
(g) (1) or (2) if the holder of the ap¬ 
proval is in compliance with the require¬ 
ments of § 558.15. This comment con¬ 
tended that the failure to list every 
approved distributor would cause con¬ 
fusion and would place distributors at 
a competitive disadvantage because 
products that do not carry the name of 
a listed spons(M' will inevitably suffer 
in the marketplace. 

The Commissioner does not agree with 
this suggestion. Section 512 (i) of the 
act provides for the publication in the 
federal Register of the name and ad¬ 
dress of the applicant (l.e.. the spimsor) 
of an aigiroved NADA. A distributor (im- 
less he is also the sponsor of the NADA) 
is not an “applicant” within the mean¬ 
ing of section 512(1) but simply a person 
who distributes under his own labd a 
product manufactured and labeled for 
him by one who is an applicant. Thus, 
there is no legal requirement that the 
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names of distributors be published and 
It has never been Agency practice to do 
so. TJKUng distributors would Impose an 
unwarranted burden on the Agency be¬ 
cause of the large number of distributors 
and their propensity to change suigiUers. 
Moreover, where a distributor wishes to 
do so. there is no bar to his listing on 
a drug label the names of both the manu¬ 
facturer and the distributor of the prod¬ 
uct provided it is done in such a manner 
as to reveal clearly the connection (Le., 
as manufacturer or distributor) each 
person or firm has with the product. 
Therefore, the Commissioner concludes 
that distributors should not be listed In 
S 558.1S. 

4. Four comments opposed deletion 
from the regulations (tf a limited num¬ 
ber of drug products containing anti¬ 
bacterials in therapeutic concentrations 
which do not have a 14-day limit on their 
use. The comments stated that I 558.15 
implements the recommendations of the 
FDA Task Force on the Use of Antibiotics 
In Animal Feeds, which directed its at¬ 
tention to the continuous use of sub- 
therapeutic levels of antibacterial drugs 
in animal feeds, and the marketers were 
not given propnr notice to comply with 
the requirements established by that 
regulation. 

The Commissioner advises that the 
Task Force was concerned with the 
health hazard associated with the sub- 
therapeutic use of antibacterial drugs in 
animal feeds. After the promulgation of 
9 558.15, a determination was made that 
the use of any antibacterial drug con¬ 
tinuously in feed for longer than 14 days 
should be considered a subtherapeutic 
usage, and the Commissioner concluded 
that sponsors of antibacterials Intended 
for such use must meet the require¬ 
ments established in the regulation re¬ 
gardless of the concentration of the anti¬ 
bacterial agents in the drug products. 
This policy was made known to a num¬ 
ber of drug sponsors as questions arose 
on individual products, but the require¬ 
ment was not included in eitho* the 
proposed or final regulation. The Com¬ 
missioner concludes that sponsors ot 
antibacterial drug products Intended for 
use in animsd fe^ for treatment of 
disease for more than 14 days were not 
provided adequate notice that the re¬ 
quirements established by 9 558.15 were 
applicable to them. Therefore, the pro¬ 
pel deletion of these antibacterial 
products from the regulations is vacated. 

This decision does not undermine the 
impact of the regulation. The use of anti¬ 
bacterial drugs in animal feeds ordl- 
imrily is not the preferred route of 
administration when treating an animal 
disease. Animals manifesting clinical 
S3miptoms of disease in most cases con¬ 
sume abnormally small amounts of feed. 
Therefore, the successful treatment of 
the disease Is often hindered by difficulty 
in maintaining adequate drug exposure. 
This fact, together with the cost In¬ 
volved in feeding therapeutic levels 
antibacterial drugs for greater ttian 14 
days, leads the Commissioner to con¬ 
clude that use these drug products at 
therapeutic levels in feeds constitutes a 

very small segment oi the anttbagtolal 
drug maricet. 

Finalisation of the actions concerning 
the feed-use products evaluated by the 
Natkmal Academy of Sciences—National 
Research Council. Drug Efllcacy Study, 
will deal with each these products. 
Where appropriate, claims for treatment 
of disease will be limited to prescribed 
durations. Furthmmore. should the 
studies of the subtherapeutic uses of 
these antibacterial agents being con¬ 
ducted pursuant to 9 558.15 generate new 
evidence that midermlnes his previous 
ccmclusions as to the safety of these anti¬ 
bacterials. the Commissioner will pro¬ 
pose to withdraw their marketing ap¬ 
provals. 

5. Questions have arisen concerning 
the marketing status of products that 
combine diethylstllbestrol (DES) with a 
subtherapeutic antibacteriaL Section 
558.15 requires all persons marketing 
subtherapeutic antibacterials t<ar ap¬ 
proved uses to file commitments to con¬ 
duct studies that will concluslvdy resolve 
the issues of the safety of the use of the 
antibacterial Ingredients and the effec¬ 
tiveness of the combination products on 
the basis of contemporary sclentiflc test¬ 
ing criteria. However, because the Food 
and Drug Administration took regulatory 
action against DES before 9 558.15 was 
promulgated, the impact of this regula¬ 
tion on the DBS-antibacterial cennbina- 
tions has never been clearly enunciated. 

Between the notice of proposed rule 
making to require safe^ and effective¬ 
ness data for subthert4>eutic uses of 
antibiotics on February 1, 1972 (37 IR 
2444), and the publication of the final 
order on April 20, 1973 (38 FR 9811), the 
Food and Drug Administration withdrew 
approval of all NADA’s for DBS liquid 
and drug premixes. Presumably because 
all approveds were withdrawn, no drug 
sponsors filed commitments to conduct 
tile required studies for the DES-antl- 
bacterlal drugs for subtherapeutic use. 
On January 24, 1974, the United States 
Court of Appeals for the District of 
Columbia Circuit held that the Agency’s 
notice to holders of DES NADA’s was 
inadequate as a basis for withdrawing 
their approval without a hearing, and 
reinstated both the approval of the 
NADA’s and the accompanying regula¬ 
tions. Hess & Clark, DMsUm of Rhodia, 
Inc. V. Food and Drug Administration, 
495 P. 2d 975 (D.C. Clr. 1974). Formal 
confirmation of reinstatement of the 
regulations was published in the Fkobial 
Rxcisna ot February 27, 1975 (40 FR 
8329). 

In the Fbdesai. Rxgistsr ot Awust 6. 
1974 (39 FR 28382 and 28393) and Sep¬ 
tember 27.1974 (39 FR 34682). the Com¬ 
missioner Issued a proposal to Ust all 
drugs and sponsors which were In com¬ 
pliance with 9 558.15 and to rev<dEC ap- 
inoval of all drugs not In compllanoc. 
No holders (ff apmrovals for DES combi¬ 
nations have evo' filed either commit¬ 
ments to conduct the required studlts. 
or commttits cA>jecting to mnissiem of 
these combinations from the proposed 
list of sponsored combinations ^IgRde 
for marketing and from Part 121 (21 
CFR Part 121). 

Althoiu^ the Food and Drug Admin¬ 
istration might therefore be legally Justi¬ 
fied in taking Immediate action against 
these combination products, the Com¬ 
missioner acknowledges that the Agen¬ 
cy’s February 1975 reinstatement of the 
DES regulations pursuant to the Court 
of Appeals’ order may have misled the 
sponsors as to the status of these prod¬ 
ucts. The Commissioner has reviewed the 
situation concerning these products and 
concludes that immediate final action 
against them is inappropriate at 
time. At the same time, they remain sub¬ 
ject to the requirements of 9 558.15 of 
the regulations and section 512(1) of the 
act. The Commissioner has therefore de¬ 
termined that 9 558.15 should be modified 
to clarify the status of DBS-antiblotlc 
combination products as follows: 

In accordance with 9 558.15, all mar¬ 
keted DES-subtherapeutlc antibacterial 
combinations must contain antibacte¬ 
rials for which oommitments to conduct 
the necessary safety studies have been 
filed and which are listed in paragraph 
(g) (1) of that section. Moreover, after 
reviewing the information available 
about the DES-subtherapeutlc antibac¬ 
terial combinations, the Commissioner 
has detemUned tiiat no approvals for 
these combinations are supported by 
efficacy data that meet contemporary 
scientific criteria. For this reason, all 
sponsors of previously approved DES- 
subtherapeutlc antibacterial combina¬ 
tions must file commitments to conduct 
studies satisfying these criteria to dem¬ 
onstrate the effectiveness of their prod¬ 
ucts. Such commitments must be filed 
by March 28, 1976, which Is more 
than 1 year after formal rein¬ 
statement of the DES regtilations, the 
latest date on which makers of the DES 
combinations could plausibly briieve that 
9 558.15 was Inapplicable to their prod¬ 
ucts. Any conscientious sponsor, there¬ 
fore, will have sufficient opportunity to 
c(Hnply with the regulation. Because the 
sponsors should have filed commitments 
and begtm studies immediately after the 
January 24, 1974 decision of the Court 
of Appeals In Hess & Clark, supra, 
and because the necessary affectiveness 
studies require less time than the safeigr 
studies, data 8ati8f3dng contemporary 
efBcacy criteria must be submitted by 
March 26. 1977. All other provi¬ 
sions 9 558.15 are also iq?pllcable 
to these drugs. Only persons hold¬ 
ing approvals tor these combinations 
may market them in the intorim: study 
progress reports must be filed every Jan¬ 
uary 1 and July 1 tmtil completion; and 
all provisions of 9 558.15(c) concerning 
failure to submit required records and 
reports iq>ply- Additionally, the extraor¬ 
dinary fact situation concerning the 
drugs requireB further assurance ot im¬ 
mediate compliance with the regulattm 
as Instituted. Therefore, the first prog¬ 
ress reports dononstrating hiltlaUon of 
the studies must be filed by April 26, 
1976. 
lOS subtherapeutic-antibaoteilal com- 

combbmtlons fell within the sc<K>e of 
the Agency’s original notice of proposed 
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rule making on this matter, and von* 
son ot such products ban had anmle 
opportunity to demonstrate that i S6t.l5 
was Inapplicable or should be waived. No 
comments were ffled, and these combina¬ 
tions may be regulated by i 558.15 as pro¬ 
mulgated. Manufacturers at the combi¬ 
nations containing DES have already 
enjoyed an economic advantage over 
similaiiy situated sponsors of other anti¬ 
bacterial combinations. The C<Hnm)s- 
sioner therefore concludes that the re¬ 
quirements herein set forth may be pro¬ 
mulgated as a final order. 

In the Fedckal Rbgistek of January 
12.1976 (41 m 1804). the Food and Drug 
Administration issued a Notice of Op¬ 
portunity for Etearing pngXKing to with¬ 
draw approval of all outstanding NADA*S 
for the use of DES in animsJs used for 
human food, on the grounds that resi¬ 
dues In animal tissue produced by the 
xue of such products have not been shown 
to be safe and that the Delaney anti¬ 
cancer clause is applicable because no 
adequate methods exist tiiat are capable 
of detecting and measurtaig residues of 
DES at levels above any that have been 
shown to be safe. The notice afforded 
holders of NADA’s for DES an oiuxirtn- 
nlty to request a hearing on the proposed 
withdrawal of approval and to demon¬ 
strate that disputed Issues of material 
fact exist that require a hearing. Any 
hearing hdd in response to proper re¬ 
quests that are received is Ukeiy to occur 
during the first 6 montba of 1976. To 
avoid any future misunderstanding, the 
Commissioner announces that, sho^ a 
final Agency dectdon withdrawing ap¬ 
proval of DES for use In animals used 
for human food be issued before the dates 
specified for final submission of data sim- 
portlng the safety and efficacy of DE8- 
antibacterlal combination products, 
order wfll nc^ authorize the continued 
maiicettng of these combinatton products 
pending the completion and submlss^ 
of the required studies. 

6. Questions have arisen about the im- 
pcu:t cm i 558.15 of Hoffnumn-LaRoche v. 
Weiniberger, Cfivil Action No. 75-0272 
(DJ5.C., filed July 27, 1975). 

Seotkm 55&J5 serves three functions: 
Principally, it requires submission of 
data to resolve the safety And dlecttve- 
ness questions pertaining to the use of 
subtherapeutic antibacterial drug oom- 
binaticms. Secondly, it provides the Agen. 
cy with documentation of the maricet- 
Ing of subtherapeutic antibacterial 
combinations transitionally approved by 
section 108 of the Animal Drug Amend¬ 
ments and requires these files to be sup- 
I^ttnmted with (x>ntemp(Mrary scientific 
data. Finally, It establishes the condi¬ 
tions undo: which inuducts cnntidniTig 
subthenq>eutic levels of antibacterial 
drugs for use In animal feed may con¬ 
tinue to be marketed. These requirements 
permit IDA more efSciently to regulate 
the marketing and use of these drugs. 

The decision In Hoffmann-LaRoOte 
darlfles the serve of f 558.15. The CTom- 
mteskmer has thoroughly reviewed ttie 
files oa an drugs and sponsors for whl^ 
ttie commitments wme rec^ved to con¬ 
duct the studies required by this regula¬ 

tion, and the only drugs and gposman 
which the Commissioner has determined 
to ha approved for use Iv NAOA, NDA, 
master file, antibiotic regulation or food 
additive regulation have been listed. 
NADA’S for drugs subject to the regida- 
tlon that were filed by persons or firms 
that did not have, and in some tnetences 
may zx)t have been required to have, an 
approval for maikettng are being proc¬ 
essed as part of the review required by 
S 558.15. 

7. Whitmoyer Laboratories, Inc., ques. 
tkmed the proposed dtitetten of the car- 
barsone-bacltracln methylene dlsalicyl- 
ate dnw combination (item c) from 
§ 121.310(b) and the failure to list the 
comMnatlon In S 558.15(g)(1) because 
Whitmoyer holds an epproved NADA for 
the carbazBOne conblnation for use in 
turkey feed. 

The Commissioner concludes that 
safety studies are being conducted 
pursuant to S 558.15 by the sponsors of 
bacitracin methylene disalicylate, and 
Whitmoyer Laboratmiee, NADA for the 
carbarsone-badtracln methyifinf. dlsall- 
cylate combination was approved under 
eoitemporary efficacy criteria. There¬ 
fore, the Commissioner Is vacating the 
proposed revocation of ttiis drug com¬ 
bination ftom the regulations. 

Addition of the drug eomblnaticm to 
paragraph (g) (1), however, would be In¬ 
correct. Paragraph (g) (1) lists only the 
manufacturers sp<m8oring studies to 
demonstrate the safety of spe^c anti¬ 
bacterial premixes, and the drug com¬ 
bination Is not a premiz. Paragraph (g) 
(2), on the ottier haend. Usts the dnv 
combinations permitted for Inclusion In 
animal feed uhen mepared from a pre¬ 
mix in paragraph (g)(1) and the spon¬ 
sors of these drug omabtnations. The 
NADA for Whitmoyerh oombinatian 
product was approved und^ contem¬ 
porary efficacy criteria, and the required 
safety studies are beW conduct^ by 
the sponsor d the antibacterial ifiemlz. 
Because the drug combination meets the 
criteria established for interim market¬ 
ing. the Commissioner has added Whit- 
moyer Laboratories. Inc., and this drug 
combination to (wuragraph (g) (2). 

8. Norwich Pharmacal Company c<Hn- 
mented that indications for the use of 
nlhydrazone in 8 121.237(d), item 1, 
should not Include claims for the coc- 
cidlal species E. maxima or E. brunetti, 
or the claim for histomoniasis (black 
head). 

As required by 8 558.15, commitments 
have been filed to conduct studies to 
generate data to support the ective- 
ness of the nlhydrazone drug combina¬ 
tions for the subthenpcutle Indications 
of use set forth in 8 121J137. The Cmn- 
mlssioner. however, has not conchicted 
a reevaluatton of the data avallaUe to 
support the ectivroess claims ol nihy- 
drazone as a single Ingredient for other 
Indications of use. Nlhydrazone. m a 
single Ingredimt, was apmuved for use, 
Amnng other things, against histomonia¬ 
sis (black head) and coccldlosis caused by 
E. maxima and E. brunetti. The Com¬ 
missioner concludes that this order is 
not appnvriate for the revision the 

approved usee for single ingredient new 
animal drugs that do noi involve sub¬ 
therapeutic claims, Such a revision would 
Involve drugs ^^Hxtse sponsors were not 
given svpropiiate notice to substantiate 
these claims of effectiveness. Revislmis 
of this nature are more ^vroprlat^ 
handled m a separate specific notice giv¬ 
ing all holders of iqiprovals for thif drug 
an opportunity to support these indica¬ 
tions of use with a well-organized and 
fun-factml anaiysls of the data to sup¬ 
port its effectiveness. This aetkm can be 
more efficiently handled whro all safety 
and ectiveness data generated pursu¬ 
ant to 8 558.15 have been sidHnItted and 
reviewed. At that time tte Commissioner 
win determine whether the withdrawal 
oi mvroval of any or all NAOA’s for 
nlhydrazone drugs is ai^roprlate. 
Therefore, the Commissioner disagrees 
with the contentlcm that the indicatkms 
for use of nihydrazone against ooceldi- 
osis caused by E. maxima and E. brunetti 
or hlstomontasis (black head) should be 
deleted from the regulations in this 
order. 

9. The notices of August 6, 1974 pro¬ 
posed the deletion from 8 558.10S(f) (1) 
of buqulnolate 75 grams per ton in fin¬ 
ished feed for chickens in combination 
with: (Iv) penlfllTIn. 2.4 to 50 grams per 
ton; (V) bacitracin. 4 to 50 grains per 
ton; (vl penlcUlln plus bacitracin, 3.6 
to 50 grams per ton (not less than 0.6 
gram of penicillin nor less than 3 grams 
of bacitracin); and (vU) chlortetracy- 
cUne. 200 grams (8 568J05(f) (1) (iv) 
through (vii) was fonnedy 8 135e.35(f), 
item 5. a throat d). Norwich Pharmacal 
commented that the effieacy require¬ 
ments for these drug combtuations had 
been satkfled under contemporary effi¬ 
cacy criteria and that satety studies are 
being conducted pursuant to 8 568J5 for 
penicillin alone, bacitracin alone, and 
chlortotracycttne alona. On this i^iQ 
Norwich reoMssted that these drug com- 
htoationg not be revedeed from the reg¬ 
ulations. 

The Commissioner concludes that 
these drug combinations have been ap¬ 
proved under contemporary elOcacy 
criteria and tbat the reauired studies 
are being conducted to demonetrate the 
safety of penteillin. badtracln, and 
chlortetracyllne. Therefore, tine Com- 
mlssioDcr is vacating the proposed revo¬ 
cation of 8 558^05(f)(1) (iv), (v). and 
(vil). 

Because of the difficulty and complex¬ 
ity oi research required by 8 568.15 in the 
safety area, the Commissioner further 
concludes toat, at the present time, the 
safety issues otmcomlng bacterial drug 
resistance and resistance transfer caused 
by subtherapeutic antibacterial drug 
ccanbinations should be first evaluated 
on the basis of studies ttet assess the 
safety of the antibacterials individually. 
The questiOBB raised by 8 558.15 are 
seientificaUy complex, and in many in¬ 
stances DO nmdel systems for testing 
are available. Research on a single anti¬ 
bacterial drug minimizes the variables in 
the studies, prevents nmuAing of unto¬ 
ward effects, and produces more defini¬ 
tive data on the influence of the drug 
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on animal bacteria. Furthermore, the 
data may exclusively resolve the 
theoretical questions raised. 

For these reasons the Commissioner 
concludes that these studies to demon¬ 
strate the safety of penicillin alxe and 
bacitracin alone are sufficient to permit 
the interim maiiceting of penicillin- 
bacitracin drug combinatixs, and the 
Commissioner is vacating the proposed 
revocation of S 558.105(f) (1) (vl). 

10. Merck fi Cxipany questixed the 
absence from S 558.15 of a provisix for 
a combination drug luroduct extaining 
procaine penicillin-streptomycin admin¬ 
istered in drinking water. 

The Commissioner advises that the de¬ 
liberations xd conclusions of the FDA 
Task Force on the Use of Antibiotics in 
Animal Feeds were directed at the use 
of xtibacterial agents administered to 
animals in feeds. For this reason, the 
Commissioner has not included in 
§ 558.15 drugs administered in otho: dos¬ 
age forms, such as those administered in 
drinking water. The safety xd effective¬ 
ness of drugs administered in these dos¬ 
age forms are being independently cx- 
sidered. 

11. Merck b Compxy also objected to 
the failure to list in 9 558.15(g) (1) xd 
(2) certain xtibxterial premlxes xd 
drug combinations for which the firm is 
sponsoring safety or effectiveness studies, 
xd the concurrent proposed revocation 
of the corresponding regulations for the 
drug combinatixs. 

The Commissioner agrees that Merck 
Is sponsoring studies to dxionstrate the 
safety of a penicUlln-streptxiircin pre¬ 
mix. Therefore, Merck xd this premix 
have been add^ to § 558.15(g) (1) with 
the indications for use set forth in 
9§ 121.225 and 121.256 (21 CFR 121.225 
and 121.256). Because Merck is conduct¬ 
ing studies to resolve the safety issues 
concerning this penicilUn-strxtxiycin 
premix for these indications of use, the 
drug combinations made from this pre¬ 
mix for which Merck is also conducting 
appropriate effectiveness studies may be 
validly marketed. These drug combina¬ 
tions xd their sponsor. Merck, have been 
added to 9 558.15(g) (2), and tibe pro¬ 
posed revocatix of these drug combina¬ 
tions from 9 121.256 is vskcated. 

Merck is also sponsoring effectivxess 
studies for the following drug combina¬ 
tions which contain erythromycin 4.6 to 
18.5 grams per ton xd are listed in 
§ 121.210(c) (21 CFR 121.210(c)). table 
1, items 2.1, 2.2, 2.3, smd 2.4: amprolium 
113.5 to 227 grams per tx, sunprolium 
113.5 to 227 gnuns per ton plus ethopa- 
bate 3.6 grams per ton, amprolium 113.5 
to 227 grams per ton plus arssmilic xid 
90 grams per ton. xd sunprolium 113.5 
to 227 grsuns per ton plus ethopabate 3.6 
grsuns per ton plus sussufilic xid 90 
grsuns per ton. Since Abbott Laborato¬ 
ries. Inc. is sponsoring studies to resfdve 
the safety issues concerning the eryth¬ 
romycin premix, these drug combina¬ 
tions may be msurketed during the in¬ 
terim period. Therefore, the Commls- 
sioner has restored these sunprolium 
combinations to 9 558.15(g) (2) with 
Merck SIS their sponsor, xd the proposed 

revocatix of these regulations, is va¬ 
cated. 

12. Commercial Solvxts Corporatix 
commxted that it is cxductlng studies 
pursuxt to 9 558.15 to resolve ex¬ 
clusively the sssfety issues cxcemlng 
zinc bsusitrstcin. In additix, the compsmy 
filed cximltments to cxduct studies to 
demxstrate the effectivxess of the fol¬ 
lowing drug combinatixs: 

a. Zinc baoitrsicin, amprolium, xd 
ethxabate; 

b. Zinc bacitracin, amprolium, ethopa¬ 
bate, xd 3-nitro-4-hydroxyphenylar- 
sonlc acid: 

c. Zinc bacitracin and su’sxilic acid; 
and 

d. Zinc bacitrsu:in, zoalene, xd 3- 
nitro-4-hydroxyphenylarsonic xid. 

The firm objected to the omissix of these 
drug combinatixs from 9 558.15(g) (2) 
xd the proposed deletion of these drug 
combinsitions frxi Part 121 (21 CFR 
Part 121). 

The Cximissioner concludes that 
Commercisd Solvxts Corporation has 
filed commitments to resdlve the safety 
of zinc bxitracin and to demxstrate 
the effectiveness (ff the drug combina¬ 
tions in question. Therefore, these drug 
combinations are eligible for marketing. 
The Commissioner has listed these drug 
cxibinations in 9 558.15(g) (2) and is 
vacating the prxosed deletix of these 
drug combinations from Pxt 121. 

13. Elanco Products Compxy objected 
to the proposed deletix of various drug 
combinations containing hygrxiycin B 
for subtherapeutic usage from 99 121.210 
xd 121.213 X the groxds that Elanco 
is sponsoring studies to resolve exclu¬ 
sively the safety of this drug. 

Hygromycin B premix xd drug com¬ 
binations containing this drug are within 
the purview of 9 558.15. Hie Ctommis- 
sionx concludes that the hygromycin B 
drug combinations prxosed for deletion 
from the regulations are not exported 
by evidence of effectiveness meeting ex¬ 
temporary scientific criteria, xd neither 
Elanco xr any other drug sponsor has 
submitted coounitments to cxduct 
studies to generate data to demonstrate 
the effectiveness of the hygrxiycin B 
drug combinatixs, which is also required 
by § 558.15. Therefore, the Commissioner 
further concludes that these drug com¬ 
binatixs are prxerly deleted frxi the 
regulations. 

14. Salsbury Laboratories objected to 
the proposed revocation of 9 121.263, 3-5 
dinitrobenzamide; 9 121.264, sulfanitrx; 
and 9 558.35(g) (5) through (7) (former¬ 
ly 9 135e.31(g), table item 2a.2, b.2, xd 
C.2), aklomlde, because these drugs do 
not exhibit xtibxterial xtivity xdo: 
any currently approved uses when used 
as ftingiA ingredixts xd thus are not 
subject to 9 558.15. 

The Cximisslxer concludes that the 
requiremxts established by 9 558.15 are 
inapplicable to these drugs whx they 
are used as single Ingredixts because 
they are not xtibacterials. Nevertheless, 
the reciuiremxts are axUcable wbx 
these drugs are combined with xtibac- 
torlals. To market any such combinatlx. 
a drug sponsor must have filed a com¬ 

mitment to conduct studies to resolve 
exclusively the Issues cxcerning the 
safety of the xtlbxtCTiid componxt. In 
addition, adequate effectiveness data 
meeting cxtxiporary seixtifle criteria 
must be included in x xproved NADA 
for the drug or the xonsor must have 
filed a commitment to cxduct studies to 
gxerate such data. 

The Cxunissioner has detmnined 
that 9 121.263 lists no 3,5-dinitrobenza- 
mide-xtibxterial combination drugs 
xd, thus, is vacating the proposed revo¬ 
cation of that section. 

Sulfxitrx-xtibacterial combina¬ 
tions were listed in 9 121.264(e), xd 
aklomide - xtibacterlal combinations 
were listed in 9 558.35 (formerly 9 135e.- 
31). None of these xtibacterlal drug 
combinations has bex evaluated for ef¬ 
fectiveness xder contempxary scien¬ 
tific criteria, xd no commitmxts to 
conduct the necessary effectivxess 
studies have been filed for them. The 
Commissioner therefore concludes that 
sulfanitrx-antibxterial xd aklomide- 
xtibxterial combinations are properly 
deleted from 9 121.264 and 9 558.35, re¬ 
spectively, and is revoking items a 
through d in the table oi 9 121.264(c) 
and paragrxh (g) (5) through (8) of 
9 558.35. 

15. E. R. Squibb & Sons. Inc., com¬ 
mented that the Commissioner incor¬ 
rectly proposed to revoke the regtila- 
tions in 9 121.220(d) for use of nystatin in 
the feed of laying xd growing chickens 
xd growing turkeys at 50 xd 100 grams 
per ton. Squibb contended that the drug 
is X xtifungal agent xd thus beyond 
the scope of 9 558.15. 

The Commissioner agrees with this 
comment. The FDA Task Force on the 
Use of Antibiotics in Animal Feeds did 
not review xtifxgal products xd made 
no recommendations concerning them. 
The Commissioner concludes that nysta¬ 
tin also has no signiflext effect on 
bacteria and viruses and is outside the 
purview of 9 558.15. Therefore, he is 
vacating the proposed revocatix of 
items 1,2. and 3 in table 1 of 9 121.220(d) 
for the use of nystatin as a single ingre¬ 
dient for growth promotion. 

However, the nystatin-xtibacterial 
combinatixs used for subtherxeutic 
purposes are within the scope of 9 558.15. 
These combinations were not approved 
on the basis of contemporary effective¬ 
ness criteria, xd no commitments were 
filed to conduct the requisite effective¬ 
ness studies. Therefore, the Commis¬ 
sioner excludes that all nystatin-anti¬ 
bacterial combinations are properly de¬ 
leted from 9 121.220(d). 

16. Dow Chemical Company objected 
to the deletion of 9 558.175(e) (1) (iU) 
(formerly 9 135e.46(e), item 6. a and c) 
from the regulations, which covers 
clxid<^ (0.0125%), roxarsone (0.005%), 
xd bacitracin methylxe disalicylate (4 
to 25 grams per ton); xd clopidol 
(0.0125%), rokarsone (0.005%). xd zinc 
bacitracin (4 to 25 grams per ton). The 
firm contxded that these drug extifina- 
tions had bex evaluated and approved 
based x oxtxipxary seixtifle criteria, 
and they are, therefore, xtslde the scope 
of 9 558.15. 
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The Conmilssloner agrees with thk 
commit. The NADA*s for these new 
Rnimai drugs were approved specifically 
for use In poultry feeds on the basis of 
contemporary effeottveiMSB criteria, and 
studies are being conducted pursuant to 
S 568.15 to restdve ttie safety issues ocm- 
cconlng the antibacterial compon«its 
these combinations. The ConunlsBlnner 
concludes that these drug combinations 
may be marketed when they are pre¬ 
pared from a drug listed In § 558.15(g) 
(1). Therefore, he Is vacating the pro¬ 
posed deletion of these drug coml^a- 
tions from S 558.175. 

17. The Diamond Shamrock Chemical 
Company questioned its omission from 
the list of approved sponsors in § 558.15 
(g) (2), asserting that It Is participating 
In cooperative studies to resolve the 
safety of bacitracin methylene disali- 
cylate as required by S 558.15, and that 
It has submitted protocols for In vitro 
and In vivo studies conducted with baci¬ 
tracin methylene dlsallcylate In accord¬ 
ance with the requirements set by S 558.- 
15(b) (1). Additionally, Diamond Sham¬ 
rock asserted that It has letters from the 
holders of NADA's for bacitracin meth- 
yUme dlsallcylate authorizing It to use 
the safety and effectiveness data In their 
flies. 

The Commissioner has reviewed the 
material submitted by Diamond Sham¬ 
rock and concludes that the firm has 
compiled with the Intent and critioal 
dements of S 558.15 by sponsoring studies 
to resolve the safety Issues for bacitracin 
methyl^e dlsallcylate hi animal feed. 
Although Diamond Shamrock failed to 
make certain technical filings by the iq>- 
propriate date. It has substantially com¬ 
plied with the requirements of the reg¬ 
ulation. Diamond Shamrock has now 
completed the necessary filings, and the 
Commissioner has added Diamond 
Shamrock to the Ust of sponsors ^ anti¬ 
bacterial iMremixes for bacitracin meth¬ 
ylene dlsallcylate In S 558.15(g) (1). 

18. Diamond Shamrock also objected 
to Its omission from S 558.15(g) (2) as a 
sponsor of a chlortetracycllne-arsanillc 
add drug cmnblnation for use in swine 
feed and the proposed deleticm of this 
combination from § 510A15 because it is 
activdy conducting studies to meet the 
criteria imposed by § 558.15 and has filed 
the appropriate applications. 

The Commissioner agrees with this 
comment. Therefore, this chlortetrs- 
cycllne-arsanlllc acid drug ccxnbhtttlon 
has been added to 9 558.15(g) (2) with 
Diamond Shamrock as Its sponsor. The 
proposed revocation of this drug com¬ 
bination Is vacated, and it has been 
added to 9 510.515(c) (11). 

19. A commmt by American CTyanamid 
Cdnpany particularized the followhig 
specific instances In which It contended 
chlortetracyllne drug combinations 
were Improperly inroposed for revocation 
from the regulations: 

(a) Section 121.208(d). table 1. 6(a) 
and 9 121.210(c). 2.1, 2.2, 3.1 and 4.1 

(b) Section 121.208(d). table 1. 6(d) 
and 9 121.207(c). 2.1 and 3.1 

(c) Section 121.208(d), table 1, 6(e) 
and 9 121.262(c). 1.1 

(d) Section mJK>8(d). tbble 1,11(e) 
and 9131.207(c). 2.1 and 3^ 

(e) Section 121J08«D. table 1. lg(a): 
and 1121.210(c), 2.11(0) 

(f) Section 121.308<d>. table 1.16 and 
1558.195(g)(4) (formeriy flS5eAl(g) 
3b.l> 

(g) Section 121.225(d) (3) (T) (for¬ 
merly 9 121.225(f) (3) (T)) 

(h) Section 121.2i3(c). 1.24 and 9 558.- 
515(f) (1) (U) (formerly i 135e.66(f) (2)) 

U) Section 121.208(d). tatde 1.17 and 
9 5S8.515(D (1) (HI), (tv), and (v) (for- 
merty 9 135e.66(f) (3). (4) and (5)) 

(J) Section 510.515(b) (23) (formerly 
9144.26(b/(23)) 

(k) Section 510.515(b) (34) (formerly 
9 144.26(b) (34) ) 

(l) Section 510.515 (b) (43) (formerly 
9 144.26(b) (43)) 

The Commission^’ concurs with thi.«8 
comment. Items (a) through (f) rdate 
to drug combinations containing thera¬ 
peutic levels of chlortetracycUne, and 
the drugs are indicated tor therapeutic 
uses. Item (g) relates to Incr^used rate 
of gain uses in lambs and growing sheep. 
Safety studies for chlortetracycUne spon¬ 
sored by American C^yanamid Company 
are imderway and drug efficacy require¬ 
ments for the product were satisfied by 
the National Academy of Sciences- 
Natlonal Research Council's Review. The 
claim pnvosed for revocation In Iton 
(h) does not involve antibacterials. These 
drug combinations are beyond the scope 
of i SS8d5. and the Commissioner is va¬ 
cating the proposed revocation of these 
drug oomMnations. 

The effectiveness of the usee covered 
by items (i) through (1) was eetaUished 
on the basis of contemporary scientific 
criteria, and ccKnmltments to conduct 
studies pursuant to 9 558.15 to resolve 
safety iasues concerning <hlortetra- 
9cllne have been submitted. Therefore, 
the CWnmisslQner concludes that these 
drug combtaiations mi^ be marketed 
when manufactured from chlortetracy¬ 
cUne premizes listed in 9 558.15(g) (1), 
and he Is vacating the proposed revoca¬ 
tion of these drug ocmiblnations. These 
drugs have been listed in the iu>propriate 
regulations on the basis of the CTommis- 
skmerh determination. 

20. Hess and CHaiic, Division of Rhodia, 
Inc., objected to the proposed revocation 
of paragraiffi (g) (3) and (4) of 9 558.195 
(formaiy 9 135e.51) providing for deco- 
qulnate-zlnc bacitracin and decoqulnate- 
chlortetracycUne combinations because 
these drug combinations are the siffiject 
of recent NADA approvals. Purthermore, 
ttM manufacturers of zlia^ bacitnudn ai^ 
chlortetracycUne premixes have filed 
commitments to conduct studies pursu¬ 
ant to 9 558.15 to resolve the safety issues 
ccmcernlng these antibiotics. 

TTie Commissioner agrees with this 
ccanmcnt. The data In the NADA’s for 
these drug e<xnbinatlonB were evaluated 
using contemporary efficacy criteria, and 
the Commissioner previously concluded 
that the data demonstrated the effec¬ 
tiveness of the combinations. In addition, 
commitments to conduct the investiga¬ 
tions required to establish the safety of 
the zinc bacitracin and chlortetracy¬ 
cUne ingredients in the combinations 
have been filed in accordance with 

• 888A5. Hues drug comhiiiatioos may 
be nMOlNted irtm prepared from zinc 
baeltraein or ehlortetnMQreliDe preetiTfs 
Brted in |SB8.U(g)(l). Thwefcee. the 
prepeeed revocmtion oi thoee drag com¬ 
binations from regulations is vacated. 

21. AUxttt Laboratories and its ery¬ 
thromycin thiocyanate premix for use in 
cattle were omitted from f 568.15(g) (1). 
Abbott oideeted to this omission, and it 
also oppossd the proposed revocation of 
20 spedlle antfliacterlal drag combina¬ 
tions from ft 121X07. 121X10. 121.253. 
121.292. and 510X15. 

The (Tommissioner concludes that Ab¬ 
bott filed a pitH)cr commitment to con¬ 
duct studies pursuant to § 558.15 to dem¬ 
onstrate the safety of erythromycin 
thiocyanate as a growth promotant in 
cattle. TTie appropriate material was 
filed by Abbott when the company real¬ 
ized that commitments were necessary to 
demonstrate the safety of the drug In 
each species of animal for which the drug 
Is sou^t to be marketed. Therefore, the 
Commissioner has added Abbott's ery¬ 
thromycin thiocyanate premix to § 558.15 
(g) (1), and he is vacating the proposed 
deletion of this drug from § 510.515. 

Abbott filed suitable commitments to 
conduct studies to demonstrate the effec¬ 
tiveness of certain erythromycin drug 
combinations in accordance with § 558.- 
15. Based on these commitments the 
CommlMkmer concludes that those ery¬ 
thromycin drag combinations are eli^- 
ble for Interim marketing. Therefore, 
he Is vacating the proposed revocation 
of the combinations of erythromycin and 
zoalene with or without arsanilic acid 
and the combinations of erythromycin, 
amprolium, and arsanilic acid with or 
without etiugwbate from 99 121.207, 
121.210, 121.253, and 121X92. 

22. Abbott Laboratories also opposed 
the revocation of bacitracin, zoalene. and 
arsanilic acid drug combinations from 
§121X07(0 subitems 2.4c, 3.4c and 
§ 121.253(c) subitem 1.8d and chlortetra- 
cycline. bacitracin, arsanilic acid, and 
sodium arsanilate combinations from 
§ 510X15. 

The Commissioner has received no 
commitment from Abbott or any other 
drug sponsor to conduct iq)pr<vriate 
studies in svipport of the safety and ef¬ 
fectiveness of these drug combinations. 
Therefore, the Commissioner concludes 
that these regulations are properly re¬ 
voked. 

23. Pfizer, Inc., objected to the pro¬ 
posed deletion of p^lcllHn-streptomy- 
cln drug combinations from § 121.256(d), 
table 1. and the failure of the proposed 
amendments to list all antibacterials and 
antibacterial drug comblnaticms for 
which Pfizer has filed proper commit¬ 
ments to conduct safety and effectiveness 
studies, namely, oxsrtetracycline, penicil¬ 
lin, streptomycin, and penicillin and 
streptixnydn drug combinations in 
§ 558.15(g) (1) and (2). 

The Commissioner has concluded that 
Pfizer has filed the propo* commitments 
and Is conducting the reqiilsite studies 
to demonstrate the safety and effective¬ 
ness of these drug products. Therefore, 
the Commi^oner is vacating the pro¬ 
posed deletion of the penlcilUn-strepto- 
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mycin drug combinations from § 121.256 
(d), table 1. and has added the oxytetra- 
cycline, p^clUin, streptmnycin, and 
penicillin-streptomycin dnigs with Pfizer 
as their sponsor to § 558.15(g) (1) and 
(2), respectively. The indications for use 
of these drugs have been amended to 
correspond to those permitted under 
prior approvals held for the products by 
Pfizer. 

The Commissi<mer has carefully con¬ 
sidered the envbronmental effects of this 
action and, because the action will not 
significantly affect the quality of the 
human environment, has concluded that 

RULES AND REGULATIONS 

an environmental impact statement is 
not required. A c<H>y of the PDA environ¬ 
mental Impact assessment is on file with 
the Hearing Clerk, Food and Drug Ad¬ 
ministration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20852. 

Therefore, pursuant to provisions of 
the Federal Food, Drug, and Cosmetic 
Act (secs. 512, 701(a). 52 Stat. 1055, 82 
Stat. 343-351 (21 U.S.C. 360b, 371(a))) 
and under authority delegated to the 
Commissioner (21 CFR 2.120), Parts 121, 
510, and 558 are amended as follows: 

1. In S 121.200 by adding a new para¬ 
graph (d) to read as follows: 

§ 121.200 Definitioiu and interpreta¬ 
tions applicable to Sul^rt C. 
• • • • • 

(d) Regulations prescribing condi¬ 
tions under which antibiotic, nitrofuran 
and sulfonamide drugs may be safely 
used in animal feed shall not be con¬ 
strued to relieve such drugs from the 
provisions of § 558.15 of this chapter 
where applicable. 

2. In 8 121.207(c) by revising the table 
to read as follows: 

§ 121.207 Zoalene. 

* • • • • 
(c) * * • 

ZOALENK iM Complete Feeds for Chiceens and Turrets 

Principal 
incrsdisnt 

1.1 Zoslens. 

1.2 Zoalene. 

Grams 
par ton 

Combined with— 

ns. 5-170.3 
(0.0im- 
a 01876%) 

llS.6-17aS 
(a 0126%- 
0.01875%) 

a.-c. lEeservedl 
d. Zoalene. 

Carbarsone (not 
U.S.P.). 

a. Zoalene.. 

L Zoalene.. 

.1 Zoalene.. 

2.2 Zoalene.. 

24 Zoadene. 

24 Zoalene. 

26-27 LBa- 

2S Zoalene. 

113.5-170.3 

113.5-170.3 

113.5-170.3 

1125 
(20125%) 

1125 
(0.0135%) 

m.5 
(20126%) 

1126 
(0.0128%) 

112 5 
(0.0126%) 

a 21,22 w 
22 

bi lEeaerrad] 
a. 22 24_ 

4i [ItsssroaOi 

•) 21_ 

Grams 
per ton 

Limitatiqps 

For turkeys grown (or 
meat purposes only. 

277-340.5 i For turkeys grown (or 
(0.025%- 
0.0875%) 

Arsanilic acid. 

Sodium arsanl- 
lata. 

3-Nitro-4-hy- 
droxyphenylar- 
aonicacld. 

Arsanilic acid. 

1126 

U26 

021 

90 
(0.01%) 

90 
♦ (0.01%) 
22.7-45.4 

Sodium arsanl- 
Ifttd. 

3-Nltn>-4d)y- 
drozyphenylar- 
sonic add. 

linoomycin. 

90 
(0.01%) 

90 
(0.01%) 

227-46.4 
(20026%- 
200^) 

PaoioilUa... 

Badtradn.. 

OUortatracyoiliia 

meat purposes only; 
(eed continuously ba- 
nnning 2 weeks before 
blackhead and cood- 
diosis are expected and 
continue as long as 
prevention ot black¬ 
head and preTmtton 
and control o( oood- 
diosis is needed; with¬ 
draw 5 days before 
slaughter; as sole 
source o( organic ar¬ 
senic. 

For tiukeys grown (or 
meat purposes only; 
withdraw 5 days ba- 
(ore slaughter; as sola 
source o( organic ar¬ 
senic. 
.do.. 

Indications (or use 

Preyention and control 
ol oocddiosis. 

Prevention and oontrol' 
o( cocddiosis; aid in 
the pravanUon o( 
blackhead. 

i 121.283, table 1, item 
2.1. 

For broiler chickens- 

For brdler chickens; 
withdraw 6 days ba- 
fore slaughter; as sola 
source ol organic ar¬ 
senic. 
_do. 

-do. 

24-50 

4-50 

100-200 

Growth promotion and 
(eed effidency, im¬ 
proving pigmenta¬ 
tion. 

Do. 

§ 121.262, table 1. item 
2.1. 

Prevention Mid con¬ 
trol o( oocddiosis. 

Prevention and oontrol 
ot oocddiosis; growth 
promotion and (eed 
effidency; improving 
pigmentation. 

Do. 

For broiler chickens; do 
not (eed to la^ng 
chickens; to be (ed as 
the sola ration; 
linoomydn hydrochlo¬ 
ride monobydrata pro¬ 
vided by No. 000009, 
sea 1510.a00(c) at this 
chapter; xoslene pro¬ 
vided by No. 005700, 
see 1510.600(c) ot this 
chapter. 

For broiler chickens; as 
procaine penidlUni 

For broiler chickens; as 
badtradn methylene 
disalicylate, at tine 
badtradn. 

For brdler chickens; 
as iweecribed in { 121.- 
30S(d). table 1, item 
6, as ehlortetracycline 
hydrochloride. 

Increase in rale o( 
weight gain, im¬ 
proved (eed 
effidency, and as an 
aid in the prevention 
and control o( 
oocddiosis. 

Growth promotion 
and (eed efficiency. 

Do. 

As prescribed in 
t i I21.‘206(d), table 1, 
item 6. 
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RULES AND REGULATIONS 

ZoALENK IN coMPun Fbds foi OmcKSMS Am TnuT*—Omtlnuad 

Principal 
ingredient 

Grams Combined with— Onins 
per ton pvton 

IndleatlonB lor \ 

I. 2.1. 

g.-i. [Reserved] 
J. 2.1,2.2. 

113.5 Baeitraeln. 

113.5 Erythromycin.. 

100-500 For broiler ehickens; as As prescribed in 
pnseribed in iUl.- 1131.2S3(d), table 1. 
2SS(d), table 1, Item item 6.1. 
0.1; as tine bacitracin. 

A 6-13 5 For brcdler chickens; as Growth promotion and 
erythromycin tbiocy- feed etnclency. 

k.-n. [Re¬ 
served] 

o. 2.1, 2.2.. 1135 .do. 02.5-185 $ m.292(d), items 1.1, { 121.292(d), items 1.1, 

3.1 Zoalene. 36.3-1135 
(3004% 
30125%) 

2.1, 4.1. 
Tot replacement 

chickens; in complete 
feed only; (grower 
ration not to be fed to 
birds over 14 weeks of 
age), as follows; 

2.1, 4.1. 
Development (rf active 
immnmty to coccidi- 

Growing i-oiuliiions 

Amount of toalene in 
feed for birds by age 

group 

Grams pt r Oramt per 
tOH ! (OM 

Severe exposure.. 113 5 | 75.4-113 5 
(30125%) (30083%- 

I 30125%) 
Light to moderate ex- 75.4-113 51 36.3-73 4 

(30088^0- 
0.0125%) 

(3004%- 
30085%) 

33 3-113 5 ArsanlUc acid. 
(300^- 
30125%) 

For replacement chick- i 
ens; in complete feed 
only; grower ration 
not to be fed to birds 
over 14 weeks of age; 

i withdraw 5 days be¬ 
fore slaughter; as sole 
source of organic ar- 

' senic, as follows: 

IX'velopment of ac¬ 
tive immunity to 
eoccidiosia; growth 
promotion and feed 
ellicioncy; improv¬ 
ing pigmentation. 

Growing conditions Starter i Grower 
ration 1 ration 

Gram* per Ora mu p<r 
ton I Ion 

Severe exposure. 1135 73 4-113.5 
(O-oomi,- (0.0125%) 
0.0125%) 

light to moderate exposure.. 75.4-1135 333-75.4 
i (3008S%_ 

30125%) 
(3004%- 
30085%) 

338-1135 Sodium arsanilate. I 90 (301%)! For replacement chiok- 
(3004% 
30125%) 

ens; in complete feed 
only; grower ration 
not to be fed to birds 
over 14 weeks of age; 
withdraw 5 days be¬ 
fore slaughter: as sole 
source ol organic ar¬ 
senic, as follows: 

Development of 
active immunity ta 
coocidiosis; growth 
promotion and 
feed eiUclenoy; 
improving 
pigmentation. 

Growing conditions 

Severe exposure. 
Otmu per ton Orem* per U 

113 6 734-1136 
(30125%) (30083%- 

ligbt to moderate exposure. 
30125%) 

734-113 5 33 3-734 
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ra Am Tdouts—Contlnuad 

Onm 
pwirn 

Oinblnti 
Srtm 

limttailoiu Indicatlano lor tMs 

84 C(m8m_ 

p
?
;

 

p
i

 

v^-riMvi-Sa 
319-0.4 
(a 0025V 

aoo6%) 

For ranlaewinwit chlek- 
ens; in oompleta feed 
only; mwer taUon 
not to DO bd to birds 
over 14 weeks of age; 
wtthdnw 5 days bo- 
(ore sliHigbter; as sole 
source of organic ar¬ 
senic, as follows: 

Development ol aottve 
Immunity to ooo- 
cidiosis; growth pro¬ 
motion and feed el- 
fleienoy; imgrovii^ 
pigmentation. 

a. S.1, S.2, or 
3.4 

b.-d. (Reserred] 
•. 1.1.. 

36.3-118.5 
(aoo^- 
a0125%) 

36.3-118.5 
(a004%- 
0.01^) 

36.3-118.5 

1 
Orowing conditions | Starter I 

ration | 
Grower 
ration 

Oranu j Grams 
per ton 

1 ' 
per ton 

Severe exposure. ; 113.5 75.4-113.5 

Light to moderate eiposun'. 

. (0.0125%) (a 0063%- 
0.0126%! 

1 75.4-113.5 36.3-75.4 
(0.0063%- 1 (0.004%- 

0.0125%) a 0065%) 

PenlcilUn. 2.4 50 

ChlortetrecycUne. I 100 200 

Replacement chickens; 
as procaine i>eniciUln. 

Bacitracin, 

g.-l. I Reserved] | 

J. 8.1, 8.2.1 36.3 118.5 

k.-n. [Re¬ 
served] 

0.3.1, 3.2.i 36.3 118.5 

Erylhiomyciii.... 

Replacement chickens; 
as prescribed in f 121.- 

> 206(d), table 1, items 6 
: and 11, as chlortetra- 

cycllne hydrochloride. 
100 5<X) ; For replacement chick¬ 

ens; as prescribed in 
i 121.233 (d), table 1, 
item 6.1; as zinc baci¬ 
tracin. 

4.6 18.5 

-do. <J2.3 185 

For replacement chick¬ 
ens; as erythromycin 
thiocyanate. 

Sm.2U2(d), table, items 
1.1,1.2,2.1,2.2,4.1,4.2. 

Growth promotion and 
feed efficiency. 

As prescribed In J 121.- 
206(d), table 1, 
items 6 and 11. 

As prescribed in 
5 121.233(d), table 1, 
item 6.1. 

Growth promotion 
and fe^ efficiency. 

S 121.292(.d), table, 
items 1.1,1.2, 2.1, 
2.2, 4.1, 4.2. 

S 121.208 [Amended] 

3. In § 121.208 Chlortetracycline 
paragraph (d) is amended: 

a. In table 1 by deleting subitems a 
through e following item 2; by deleting 
subitems a and b f(lowing item 3; by 

deleting subitem a following item 4; by 
deleting subitems a through c following 
Item 5; by deleting subitems a and b 
following Item 7; and by deleting the 
present text In subitem a following item 
11 and designating the subitem “[ Re¬ 
served 1”. 

b. In table 2 by deleting subitem a fol¬ 
lowing Item 1. 

4. In § 121.210(c) by revising the table 
to read as follows: 

§ 121.210 Anqiroliuni. 
• • * • • 

(€)•*• 
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RULES AND REGUUTIONS 

Tabls 1—Ampkouvh in Coimm Cbickxn and Tckext Fssd 

Prinoliwl 
Incredl^ 

Omna Comtimd wHIt— Amm 
INTtan pvtoa 

IndiMtionsfwi 

1.1 AmimUnm.. 1U.&-23T .. 
(a012&^ 

aais%) 
1.1. 11*. 5-227 PenioUlto.. 

b.-d. [RcBerved] 
e. 1.1. ns. 5-287 Bacltraoio. 

For turkeys... Preyentlonol 
ooooMloria. 

f. IReeerrOd] 
g. 1.1. 118.5-227 PenldlUnphU 

stieptoniyeiD. 
h. [Beserred] 
i. 1.1.. 118.5-227 AfsanlUcacid.. 

8.4-80 For turkeys; as pro- Growth (sromotion and 
oaine penlcUUn. feed efficiency. 

4-50 For turkeys; as bod- Do. 
tracin methylene dis- 
ahcylate. 

90-180 Forturkeys; |121,2S8(d), { 121.2S0(d), table I, 
table 1, item 7.1. item 7.1. 

J. 1.1. 118.5-227 Sodium arsanilate.' 

k. 1.1. 118.5-227 8-Nttro-l- 
hydroxyphenyl- 
aiinnle mM. 

l. 1.1. 118.5-227 Baettradn.. 

90 For turkeys; withdraw 
(0.01%) 6 days before slaugh¬ 

ter; as sde source ot 
organic arsenic. 

90 For turkeys; withdraw 
(0.01%) 6 days bMure slaughter. 

22.7-45.4 1121.202, Uble 1, item 
2.1. 

m. 1.1. 118.5-227 Penicillin phis 
badtradn. 

2.1 Amprolium.. 118.5-227 . 
(0i0125%- 

aoe5%) 

2.2 Amprolium.. 118.5-227 Ethopabate. 
(a 0125%- 
a026%). 

8.6 
(0.0004%) 

2.3 Amprolium.. 118.5-227 Arsanillc add. 
(a<n35%- 

0.025%) 

2.4 Amprolium.. 118.5-2271 Ethopabate... 
(aOl!^ + 

0.025%) Arsanilic acid. 

8.0 
(a 0004%) 

90 
(0.01%) 

2.5-2.7 I Re¬ 
served! 

2.10 Amprolium. 

2.11 Amprolium. 

118.5-227 3-Nitro-4-hydrox- 22.7-45.4 
(a 0125%- yphenyl- (00026%- 

a 025%) arsonie add. 0006%) 

118.5-227 Ethopabate. 8.6 
(a 0125%- 

a026%) 
+ (00004%) 

8-Nttro-4-hydroi- 22.7-45.4 
yphenyb 
arsonle add. 

(00026%- 
OOO^) 

118.6 Ethopabate. 8.0 
(a 0125%) -♦- (00004%) 

8-Nltio-4-hydroxy- 45.4 
phenylarsonlc 
add + 

(0006%) 

Linoon^dn.. 2-4 

118.6 Ethopabate. 8.0 
(a(R2S%) + (00004%) 

Li neomycin. 2-4 

1121.23S(d). table 1, 
item 8.1. 

112l.2SS(d), table 1. 
item 8.2. 

For broiler chickens; for 
replacement chickens 
where Immunity to 
cocddiosis is not de¬ 
sired. 

For broiler chickens; for 
replacement chickens 
where immunity to 
cocddiosis is not de¬ 
sired; not for laying 
hens. 

For broU«r diickens; for 
replacement chickens 
where immunity to 
cocddiosis is not de¬ 
sired; as sole source ot 
organic arsenic; with¬ 
draw 5 days before 
slaughter. 

For b^ler chickens; for 
replacement chickens 
where immunity to 
cocddiosis is not de- 
siredi as sole source of 
organic arsenic; with¬ 
draw 5 days before 
slaughter; not for lay¬ 
ing hens. 

For broiler diickens; for 
replacement chickens 
where immunity to 
cocddioeis is not de¬ 
sired; as sole source of 
organic arsenic; with¬ 
draw 5 days before 
slaughter. 

For broUar chickens; far 
replacement chickens 
where immunity to 
cocddiosis is not de¬ 
sired; as sole source of 
organic arsenic; with¬ 
draw 5 days before 
slaughter; not for lay¬ 
ing hens. 

For broiler chickens; 
not far laying chick¬ 
ens; as llneomydn hy- 
drodiloride monohy- 
drate; withdraw 5 days 
before slaughter, as 
sole source of ampro¬ 
lium and organic ar¬ 
senic. 

For broiler cliiekens; 
rrot for layirtg ehlek- 
errs; as linormrydn 
hydroehlorlde motro- 
hydiate; as sole source 
of amprolium. 

Growth prmuoUon and 
feed efficiency; im¬ 
proving pigmenta¬ 
tion. 

Do. 

1121.202, tablo>l,,item 
2.1. 

1121.288(d), table 1, 
item 8.1. 

|121.2S8(d). Uble 1, 
item 8.2. 

Prevention of 
cocddiosis. 

Prevention of eocd- 
diosis; growth pro¬ 
motion and food effi¬ 
ciency; improving 
pigmentation. 

For increase in rate of 
weight gain; im¬ 
proved feed efficiency 
and pigmentation; as 
an aid in the pre¬ 
vention of eoeddioeis 
In broiler chiokens. 

For increase in raU of 
weight gain; im¬ 
proved food sflid- 
aney;asanaidlatha 
prevention of eoo- 
eidiads in broiler 
chickens. 
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RULES AND REGULATIONS 

Tablk 1—AMraouT7M m Cokpurb CHican tan Tuxkbt Pkd—Oonttaued 

Pilndpid 
Ingredient 

2.12 AmproUnm. 

2.13 AmproUum. 

2.14 AmproUum. 

2.15 AmproUum. 

a. 2.1, 2.2. 

I. 2.1 or 2.2. 

J. 2.1 or 2.2. 

k.-m. [Re¬ 
served] 

n. 2.1. 

o.-f. [Reserved] 
s. 2.1. 2.2, 2.3, 

and 2.4. 
t. 2.1, 2.2, X3, 

and 2.4. 

a. 2.2.. 

V. 2.1 Of 2.2. 

Grams 
per Um 

Combined Wltb— 

if 

HAS Bambermyei s... 2-2 For broiler cfaickeai; 
(40126%) •4" feed continuously as 

HAS 

Etbopabate. 3AS 
(A00»%) 

the sole ration; as sots 
source of amproUnm; 
amprolium, etbopa¬ 
bate as provided by 
No. 000006 in 1 510.000 
(o) of this chapter, 
bambermydns as pro¬ 
vided by No. 000039 
in i 610.600(e) of this 
chapter. 

Bambermydns.... 2-8 For broiler chickens; 
(0.0126%) feed continuously as 

Ethopabate. SA3 the sole ration; as sole 
(0.004%) source of amproUum 

Roxarsone. 22.8-34.1 
(40026%- 
400375%) 

and organic arsenic; 
amprdium and eth¬ 
opabate as provided 
by No. 000006ini514- 
OdOfe) of this chapter, 
roxarsone by No. 
017210, bambennycins 
by No. 000039. With¬ 
draw S days before 
slaughter. 

HAS 
(40128%) 

Bambermydns.... 
+ 

Ethopabate. 

2-3 

A63 

.do.! 

-f 
Roxarsone. 

(p.0804%) 
22.8-34.1 

(40028%- 
40IB75%) 

1 

HAS Bambermydns— 2-3 For broiler cliickens; 
(0.0128%) -4- feed continuously as 

H3.5-22T 

Roxarsone_ 22.8-34.1 
(40028%- 
0.00375%) 

Hie sole ration; as sole 
source of amproUum 
and organic arsenic; 
amproUum as s>ro- 
vided by No. 000006 
in i 510.600(c) of this 
chapter, roxarsone by 
No. 017210, bamber¬ 
mydns by No. 000099. 
Withdraw 5 days be¬ 
fore slaughter. 

PeniclUln. Z4-S0 As procaine penicilUn... 

HA 5-227 Bacltradn. 4h50 As bacitracin methylene 
disalicylate. 

113.5-227 Bacitracin. 10(K200 As bacitracin methylene 
disaUcylate. 

HA 5-227 ChlortetraoycUne. 100-200 As prescribed in 1121.- 
206(d), Uble 1, item 6. 

113.5-227 PeniciUln phis 
streptomyda. 

90-180 1121.256(d), table 1, 
item 5.1. 

HA 5-227 Sodium arsanllato. 90 
(401%) 

{121-254(0), table, item 1. 

HAS-227 Eryttafomydn.... 4.4-1A6 As erythromydn thio¬ 
cyanate. 

HAS-227 .do. 92.5-186 {m.292(d), table, items 
1.1, 1.2, 2.1, 2.2, 4.1, 
and 4.2. 

Chlortetraoyolliie. 200 For broilw chiekens; la 
low oaldum feed con¬ 
taining 04 percent 
dietary caldom and 
14 percent sodium 
Sulfate; feed con¬ 
tinuously as sole ra¬ 
tion for not nuHe than 
tbe tat 3 weeks of life. 

- HAS-2» Badtracin_:... 100-200 i 131433(d), table 1, 
item 41. 

Imdieatloaa ier i 

As an aid la the pre- 
Tention of ooocldfosis 
where severe expo- 
sore to oo^dlosls 
from E. actrvHlina, 
E. maxima, and E. 
bntneUi is Ukelj to 
occur. For increased 
rate of weight gain, 
and imprtrrad feed 
^ciency. 

As an aid in the pre¬ 
vention of coccidiosit 
where severe ex¬ 
posure to coccidiosls 
from E. aurrviina, 
E. maxima, and E. 
bninetti is Ukely to 
occur. For increased 
rate of weight gain, 
improved feed efB- 
dency, and im¬ 
proved pigmentation. 

As an aid in tlie pre¬ 
vention of coccidiosls. 
For increased rate 
of weight gain, im¬ 
proved feed efliclency 
and improved 
ggmentatioM. 

Grow’tli pioinixtion 
and fe«^ efiiciency. 

Do. 

Treatment of chronic 
respiratory disease 
(air-sac infection) 
and blue comb 
(nonspecific In- 
Isctious enteritis).. 

i 121.206(d), toble 1. 
item 6. 

{121.2S6(d), table 1, 
item 5.1. 

Orowth promotion 
and feed efficiency; 
improving pig¬ 
mentation. 

Growth promotion 
and fe^ efficiency. 

{1211292(d), table: 
items 1.1,1.2, 2.1, 
2.2, 4.1, and 4.2. 

Treatment of chronle 
respiratory disease 
caused by strains of 
Mteoplaima gal- 
lUeUieum susoeptfUs 
to cnlortetracycUne. 

tm.233(d), tablet, 
item 6.1. 
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For raplMWMntaillak- rrnTnlnpniMt nf iimhn 
tns; as MIows; lami^ty to coocid- 

Sosis. 

Amoont otamproUnm in feed for birds 
by age groups 

Growing 
eondltfons 

Orwaw 
per ton 

11S.6 
(0.0125%) 

72.0-111.5 
(aooo%- 
aoi25%) 

30.0-110.5 

OrsnM 
per ton 
^0-113.5 
(aO08%- 
0.012^) 

54.5-113.5 
(ao^- 

aoi2^ 
36.3-118.5 
(aoot%- 
aoi2^) 

Orsme 
per ton 

36.3-113.5 
(0.00«%- 
a0125%) 

36.0-113.5 
<aoo4%- 

aoi25%) 
36.3-113.5 
(aooi%- 

Bevere exposure 
to eoccldiosls. 

Moderate eipo- 
snre to 
eoecldiosli. 

Blight exposure 

S.2 AmproUum. 36.3-113.3 
(aoo«%- 
a 0125%) I 

For replacement chick¬ 
ens; as spedfled in 
Item 3.1 (^his table; 
wltbdnsa A daga be- 
foBa.aiaii||htarK as sde 
sooBse (f^oBg^o ar- 

Derelopment of actlTe 
immunity to cocdd- 
iosis; growth pro¬ 
motion and feed 
efficiency; Improving 
(rigmentation. 

(O.W%)i 

3.3 AmproUum. 36.3-113 3 
(aoi%) 

2.4-50 a. 31 or 8.2.. 

b. -«. [Re¬ 
served] 

h. 31.. 

As procaine penicUUn. Growth promotion 
and feed efficiency. 

100-200 As bacitracin, baeitaoln 
methylene dlaalcy- 
late, or tine badtra- 
dn. 

TreatBMnt of chronic 
reeptetory disease 
(atrsac infection) 
and'blue comb 
(nonspedflc Infeeti- 
euB enteritis), 

i 121JOO(d), table 1, 
item 3 

{121J56(d), table 1, 
item 31. 

333-1133 

333-1133 

100-200 As tnescrlbed in ) 121.- 
2dB(d), table 1, item 6. 

1121.26e<d), table 1. 
item 5.1. 

90-180 

k.-l. [Re¬ 
served] 

m. 3.1,3.2. 333-U3S Rrythrom^otn. 36-135 As erythromydn ililo- 

i I3i.28a(d). table. ItaM 

Growth promotion and 
foedelndswng, 

frtJ1.2«(d), table, 
ftasaa Ll,k2»2lM.2, 
31.43. 

1121JB2, Uble 1, 
item 1.1. 

33 3-U38 

333-U3a 

72.6-U3S For broiler chickens. Prevention of oocddlo- 
sIb caused by £. 
(cMlsonly. 

Prevention of eocd- 
dloeis caused by £. 
(eiMla only; growth 
promotion and feed 
efficfency; improving 
ptmentation. 

32 AmproUum. ArsaniUe add. For broiler chlcksns; 
withdraw 6 daya. be¬ 
fore slaughter; as aole 
aource of organic ar¬ 
senic. 

(301%) 

38 Ami»oUum. 72.6-1135 
(aooi^ 
3012% 

3NUI0-4- 
hydttKy- 
phnylan 
add. 

FenidlUn.. 

22.7-434 
(30086%- 

3006%) 

736-1133 34-50 As procaine penidUfs. Growili promotioD and 
feed effidency. 

served] 
h. 4.1- 736-1133 100-200 As badtradn methylene 

disaUcylate, or ainc 
badtradn. 

Treatment of chronle 
lesiAatory dlasane 
(alrwac infection) 
and blue comb (noo- 
spedBo Infectloos 
entedtls). 

{ 121 JH(d), table 1. 
itemiO. 

{121.2M(d), Uble 1, 
item 5.1. 

736-1133 As iM'esciibed in {181.- 
206(d), table 1, item 3 

i 121360(d), table 1, 
item 5.1. 

100-200 

I- 31. 

k.-m. [Re¬ 
served] 

n. 4.1. 

730-1133 

730-1133 Bedinm arsanOate. Withdraw 5 days before 
slaughter; as sole 
source of organic 
arsenic. 

For modwate outbreaks 
of eocddiods in lay¬ 
ing chickens; adminis¬ 
ter for 2 weeks. 

For severe ootbreaka ef 
eoeddloBia in ladiw 
chickens; administer 
for 2 weeks. 

Growthjmmotian and 
feed effidency; 
tanprevlng 
plffnentatlan. 

Treatment of 
ooeddlosis. 

31 AmproUum. 1133 
(30126%) 

(3083%) 
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Tabu 1—AMPB<»jmc nr Ooiipun Ohiokbn aitb TuBgJt F>b>—Oontlnued 

PrtuetpAl 
Ingndtat 

Onma 
pvtoa 

7.1 Amproliunu. 

B.T.1. 

b. T.l. 

1U.S 
fn.oi2«%) 

CombliMd wftb— Ofanii 
INTtn 

limitotioiia 

Etbopabata. 

Baoitrada. 

8.1 Amproltom.. 

9.1 Ampr'-ilnm 

8-Nltro4-hf- 
dnsypiMByt- 
anonteacM. 

aais 
fn-om,) 

48l4 
(0.005%) 

1115 
(&0126%1 

uCb 
oxmtKs 

»>Nttr»4- 
hydiDxy 
paaaylaraoala 
agM. 

Ettiopabata. 

+ 
Baettraoln. 

84 
(«. 00876%) 

80.8 
(0.004%) 

Ihdoattofu for oaa 

5-86 

For broUar ohlokens; 
(or roplacement oUok- 
ena wbara Immunity 
to ooooidloeis la not 
deeired; not (or ddek- 
ens over 16 weeks o( 
age. 

For broiler chickens; do 
not (eed to la^ng 
dilokens; as sole 
sooroe o( amproliom; 
not (or use as a treat¬ 
ment fat outbreaks o( 
oooddioels; as badtra- 
dn methylena disa- 
lieylate as provided 
by code No. 000794 In 
{5ia600(e) at this 
chapter; (eed as the 
sole ration (rom the 
time chickens are 
placed on litter until 
past the time when 
cooddiosis Is wdinar- 
ily a haaard; approval 
(or this comidnation 
granted to firm No. 
000000 as identified in 
1610.000(c) of this 
chapter. 

For bidler chickens; do 
not (eed to laying 
chickens; withdraw 5 
days be(M« slaughter; 
as sde sooroe at am- 
proUnm; do not use as 
a treatment for out¬ 
breaks at cooddioais; 
(eed as the sole ration 
(rom time chickeiis 
are placed on litter 
until past the time 
when cooddiosis Is or¬ 
dinarily a hatard; 8- 
nltro • 4 • hydroxy- 
pheuylanonlo add as 
provided by coda No. 
017210in 1510.000(e) o( 
this chapter; approval 
(or this combination 
granted to firm No. 
000006 as Identified 
in 1510.600(c) at this 
chapter. 

F^ laying chickens. 

For floor raised brdler 
chickens; do not (eed 
to laying chickens; 
withdraw 5 days be¬ 
fore slaughter; as sole 

I souree or amproUnm 
and organic arsenic; 
as bacitracin methyl¬ 
ene dlaalleylate; do not 
use as a treatment for 
outbreaks c( cooddlo- 
sls; (eed as the sde 
ration from time 
chickens are idaced 
on litter until p^ the 
time when cooddiosis 
is crdinarily a hasard; 
amprollum and etho- 
pabate as provided by 
code No. 000006 In 
I S10.000(e) of this 
chapter; badtracla 
meuiylcne dlaalley¬ 
late as provided by 
code Na 000794 In 
16ia000(c) at this 
dmpter, 8-aitro-4-hy- 
droxypbenylaraonic 
add as provided by 
code No. 017210 In 
f 5ia600(o) at this 
chapter; approval tar 
this oombinattoa 
granted to &m No. 
000006 as Identified In 
1610.600 (c) o( this 
chapter; 

As an aid in the pre¬ 
vention o( cooddiosis 
srfaere severs expo¬ 
sure to cooddiosis 
(rom E. aeertuUna, 
E. maxima, and E. 
brunetti is likely to 
occur. 

To aid in prevention at 
coeddiosis where 
severe exposure to 
cooddiosis (nun E. 
aeenmUna, E. max¬ 
ima. and E. bruneM 
is likely to occur; (or 
increased rate o( 
weight gain in broiler 
chickens raised in 
floor pens. 

Do. 

Prevention o( 
cooddiosis. 

For increased rate at 
weight gain and as 
an aid In the pre- 
ventlmi at oooeidloBls 
where severe ex¬ 
posure to coccldiosU 
(rom E. aeemiifta, 
E. maxima, and E. 
bruaeta IsUkdy to 
ooour In broiler 
chickens raised In 
floor pens. 

FEDERAL REGISTER, VOL 41, NO. 38—WEDNESDAY, FEBRUARY 25, 1976 



5. la S 121.213<d) br rerlsliir 1 
and 2 to read as f<^W8: 

ft 121^13 HrgwiHTcteB. 

PenlonOB. |UlJS6(dO. tald» 1, 

bMitradn. 
PenldUin ptni 90-180 

CUortotracy Cline. |mJ08(«|. taUt 1, 
ttama. 

I lXL908(d), table U 

Pilndpel tnciedient 

1. Hygr«ayoin B_ 
I 
1 S-13 

n* uy^runiTQni 15.. 0-12 

L Hygrnniyibi B_ 0-13 

t. Bygnomyela B_ 8-U 

k. [Reawred]' 
k Bygronyein B... 0-12 

m. Jlteseryedl 
n. Hygamycui B.. 0-12 
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• • • • • 
§ 121.220 [Amended] 

6. In § 121.220 Nystatin, paragm>b 
(d) is amended In the table by deleting 
subitems a through f following Items 1, 
3, 4, and 6. 

7. By revising § 121.225 to read as fol¬ 
lows; 
§ 121.225 Antibiotics for growth pro¬ 

motion and feed efficiency. 

The antibiotics listed In this section 
may be safely used in animal feeds as an 
aid in stimulating growth and improving 
feed efficiency, in accordance with the 
following prescribed conditions: 

(a) Procaine penicillin. Procaine peni¬ 
cillin as follows: 

(1) Procaine penicillin is the procaine 
salt of the antibiotic substance produced 
by the growth of PenicUlium notatum or 
PeniciUium chrysogenum or the same 
antibiotic substances produced by any 
other means. 

(2) The quantities of the antibiotics 
referred to in this paragraph refer to 
activities equivalent to those at the ap- 
pr(H>riate antibiotic master standards. 

(3) It is used or intended for use: 
(i) In the feed of chickens, turkeys, 

and pheasants in an amount not less 
than 2.4 grams nor more than 50 grams 
per ton of finished feed. 

(ii) In the feed of quail not over 5 
weeks of age, in an amount not less than 
5 grams nor more than 20 grams per ton 
of finished feed. 

(ill) With streptmnycin in the feed of 
chickens and turkeys at a level of 2.4 to 
7.5 grams per ton of procaine penicillin 
with 12.0 to 37.5 grams per ton of strep¬ 
tomycin and in the feed of chickens at a 
level of 3.75 to 7.5 grams per ton of pen¬ 
icillin and 18.75 to 37.5 grams per ton 
of streptomycin, 

(iv) With streptomycin in the feed of 
swine at a level of 1.5 to 7.5 grams per 
ton of penicillin combined with 7.5 to 
37.5 grams per ton of streptomycin in 
the finished feed. 

(v) In the feed of swine in an amount 
not less than 10 grains of p^iclllln nor 
more than 50 grams penicillin per ton 
of finished feed. 

(b) ZtTtc bacitracin. Zinc bacitracin as 
follows: 

(1) Zinc bacitracin is the zinc salt of 
the antibiotic substance produced by 
growth of BaciUus svbtilis var. Tracy or 
the same antibiotic substance produced 
by any other means, and for the purposes 
of this paragraidi refers to zinc baci¬ 
tracin or feed grade zinc bacitracin. 

(2) The quantities of the antibiotics 
referred to in this paragrai^ refer to 
activities equlvident to those of the ap¬ 
propriate antibiotic master standards. 

(3) It Is used or intended tat use: 
( (D In the feed oi chlckms, turkeys, 
and ifiieasants In an amount not less than 

4 gsams nor more than 50 grams per ton 
of finished feed. 

(U) In feed for growing cattle, in an 
amo\mt providing not less than 35 mil¬ 
ligrams nor more than 70 mlUigrams per 
animal per day. 

(ill) In the feed of quail not over 5 
weeks of age, in an amount not less than 
5 grams nor more than 20 grams per ton 
of finished feed. 

(iv) In the feed of swine, in an amoimt 
not less than 10 grams nor more than 
50 grams per ton of finMied feed. 

(c) Bacitracin methylene disalicylate. 
Bacitracin methylene disalicylate as fol¬ 
lows: 

(1) Bacitracin methylene disalicylate 
is the methylene disalicylate salt of the 
antibiotic substance produced by growth 
of Bacillus subtilis var. Tracy or the same 
antibiotic substance produced by any 
ether means, and for the piupose of this 
paragraph refers to bacitracin methylene 
disalicylate or feed grade bacitracin 
methylene disalicylate. 

(2) The quantities of the antibiotics 
referred to in this paragraph refer to 
activities equivalent to those of the ap¬ 
propriate antibiotic master standards. 

(3) It is used or intended for use: 
(i) In the feed of chickens and tmkeys 

in an amount not less than 4 grams nor 
more than 50 grams per ton of finished 
feed. 

(ii) In the feed of swine, in an amount 
not less than 10 grams nor more than 
50 grams per ton of finished feed. 

(d) CtUortetracycHne. CJhlortetracy- 
cline as follows: 

(1) Chlortetracycline is the antibiotic 
substance produced by growth of Strepto- 
myces aureofadens or the same anti¬ 
biotic substance produced by any other 
means, and for the purposes of this para¬ 
graph refers to chlortetracycline or feed 
grade chlortetracycline. 

(2) The quantities of the antibiotic 
referred to in this paragraph refer to ac¬ 
tivity equivalent to that of the appro¬ 
priate antibiotic master standard. 

(3) It is used or intended for use: 
(i) In the feed of chickms and tur¬ 

keys, in an amount not less than 10 
grams nor more than 50 grams per ton 
of finished feed. 

(ii) In the feed of mink, in an amount 
not less than 20 grams nor more than 
50 grams per ton of finished feed and 
also as an aid in increasing pelt size. 

(lii) In the feed of horses up to 1 year 
of age in the amount of 65 milligrams 
per head per day, where such horses are 
not to be slaughtered for food purposes. 

(iv) In the feed of swine, in an amount 
not less than 10 grams nor more than 50 
grams per ton at finished feed. 

(v) In the feed of lambs and growing 
sheep, in an amount not less than 20 
grams nor man than 50 grams per ton of 
finished fee<L 

(vl) In the feed of calves, in an 
amount not less than 25 milligrams per 
head per day nor more than 70 milli¬ 
grams per head per day in finished feed. 

(vll) In the feed of growing cattle, in 
an amount equal to 70 milligrams per 
head per day in finished feed. 

(vlii) In the feed of calves up to 250 
pounds in weight, in an amoimt providing 
0.1 milllfinitim per pound of body weight 
per day in milk replacers or starter feeds. 

(e) Erythromycin thiocyanate. Eryth¬ 
romycin thiocyanate as follows: 

(1) Erythromycin thiocyanate is the 
tluocsranate salt of the antibiotic sub¬ 
stance produced by the growth of Strep- 
tomyces erythreus or the same antibiotic 
substance produced by any other means. 

(2) - The levels of antibiotics listed are 
expressed in terms of the weight of 
erythromycin master standard. One 
gnun of erythromycin thiocyanate is 
equivalent to 0.925 gram of erythromy¬ 
cin master standard. 

(3) It is used or intended for use: 
(i) In the feed of chickens, in an 

amount not less than 4.6 grams nor more 
than 18.5 grams per ton of finished feed. 

(ii) In the feed of turkeys not over 12 
weeks of age, in an amount not less than * 
9.25 nor more than 18.5 grams per ton of 
finished feed. 

(iii) In the feed of feedlot beef cattle 
at 37 milligrams per head per day. 

(f)-(v) [Reserved] 
(w) Labeling requirements. (1) To as¬ 

sure safe use, the label and labeling of 
the additive; any combination of addi¬ 
tives, and any feed addiUve supplement, 
feed additive concraitrate, or fe^ addi¬ 
tive premix prepared therefrom, shall 
bear, in addition to the other informa¬ 
tion required by the act, the following: 

(i) The name of the additive or addi¬ 
tives. 

(ii) A statement of the quantity of 
each contained in any mixtures. 

(iii) A statement of the conditions for 
which the feed is to be used. 

(iv) Adequate mixing directions to 
provide a complete feed with the proper 
concentration of the additive or addi¬ 
tives, whether or not intermediate feed 
additive suig>lements, feed additive con¬ 
centrates, or feed additive premixes are 
also used. 

Note; § 121J22S(w) was amended by an 
order published In the Federal Register on 
March 20, 1966, 30 FR 3708, effective Janu¬ 
ary 1, 1966, smd was stayed at 30 FR 12353, 
September 28, 1966. 

§ 121.232 [Reserved] 

8. By revoking S 121.232 Bacitracin 
and reserving it far future use. 

9. In § 121.233(d) by revising tables 1 
and 2 to read as f(dlow5: 

§ 121.233 Zinc bacitracin. 
• • • • • 

(d) • • • 
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Table l-Z«c BAcmuoN « ConFLitE Chkbik and Tdbmt Feed 
8297 

Prlndpal 
Ingredient 

Qrama 
per ton 

Combined 
witb- 

Qrama 
par ton 

1.1 Badtradn. 10-60 

2.1 Badtradn. 60-100 

2.1 Badtradn. 60-100 

4.1 Badtradn. 100 

6.1 Badtradn. 100 

6.1 Batdtradn. lOfi^ 

i 

(.2 Bacitracin 
plus 

PMudllln. 

100-500 

a. 6.1. 100-200 Amprnlium. . 

! 

36.3-227 
b. 6.1. Amprolinm -f- 

etbopabate. 
113.5-227 

3.6 
e.6.1. Hygromydn B.. 8-12 
d. 6.2. .do.. 8-12 

e.6.1. 100-200 

100-500 7.1 Bacitracin_ 

d6.3~ixd. D 

8.1 Badtradn . 100^ 

8.2 Badtradn 
plus peni- 
dlUn. 

100-500 

• 

a. 8.1, 8.2.... 100-200 AmDrolium 

1 

113.5-227 

Limitations* 

For chickens; SO grams 
per ton first 4 to e 

!»«*»«■ 
thm; 10-60 grams per 
ton for remainder ol 
egg-iaylng period; as 
ruK b^tracin. 

For chickens; as tine 
bacitracin. 

For turkeys as tine 
bacitracin. 

For chickens: as tine 
bacitracin. 
-do. 

IndieatloDs tor 

.do. 

For chickens: 100-500 
grams olconibiiiation, 
containing not lees 
than 50 percent nor 
more than 75 percent 
of bi^tracin except 
that it contains not 
more than 125 grams 
of penicillin: as pro¬ 
caine penicillin plus 
tine bacitracin. 

S 121.210, table 1, items 
2.1. 3.1, and 4.1. 

As prescribed in { 121.- 
210(c), table 1 item 
2.2. 

For chickens.. 

Maintaining or Increasing 
egg production. 

Prevention of chronic 
respiratory disease (air- 
sac infection); blue 
ramb (nonspeeifle in¬ 
fectious enteritis). 

Prevention of infectious 
sinusitis, blue comb 
(mud fever). 

Maintaining or increasing 
hatchabiUty of eggs. 

during times of stress, 
prevention of diM^ies 
named in this section 
paused by organics 
susceptible to baci¬ 
tracin. 

Treatment of chronic 
respiratory disease (air- 
sac infection); blue 
comb (nonspetMc infec¬ 
tious enteritis). 

Do. 

For chickens: 100 grams 
of combination: not 
less than 25 grams of 
peuicillin nor less than 
50 grams of bacitracin. 

For eUckens: not fbr 
laying chickens; as 
prescribed in 5121.- 
207(c), table, items 2.1 
and 3.1. 

For chicks: in .starter 
ration; as rinc Itaci- 
tradn. 

For turkeys 
bacitracin. 

ao rinc 

For turkeys; 100 500 
grams of combination, 
containing not less 
than 50 percent nor 
more than 75 percent 
of bacitracin except 
that it contains not 
more than lifi grams 
of penicillin; as pro¬ 
caine penicillin plus 
tine b^tradn. 

for turkeys; as pro- 
scribed in 1121.210(o). 
table 1, item l.i. 

5 lable 1, Items 
2.1, 3.1, and 4.1. 

f 121.210 (c), table 1, 
item 2.2. 

1121.218(d), table 1, 
item 1. 

Do. 

5 121.207(c), table, items 
2.1 and 8.1. 

Prevention of early mor¬ 
tality of chicks due to 
organisms susceptible 
to tine badtradn. 

Treatment of Infectious 
tinusltis, blue comb 
(mud fever). 

Do. 

1121.210(c). table 1, item 

i.l Bacitracin. 

2.1 Bacitracin.. 

2.3 Bacitracin 
pius peni¬ 
cillin. 

60-100 

‘ 100 

100 

F« swine; as line bac¬ 
itracin. 

Fcr swine; 100 grama of 
eemblnaUQn, contain¬ 
ing not leas than 60 
percent nor more than 
76 percent of badtradn; 
•8 line badtradn phu 
procaine penleUlin. 

Aid in the pteventlon of 
bjoterial swine mttr- 

Twatoent of bacterial 
iwine entGritK 

Do. 
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• • • • • 
M. Di 1131.2S7(d) by revlsliig the 

talde toread as follaws: 

S 121.237 Nfliydraaone. 
• • • • • 

<d) • • • 

MurMiimra m CoMPLsn Ohicksn Fkbd 

Prtneipal 
liV«dlink 

1. NIhTdraHM. J 

a. NibydrazoiM. 
b. [Reserved] 
c. Nibydracone. 

d. Nibydratone. 

OranH 
PWttMi 

ComUMd vttb— 

100 

100 

100 

100 

PenleiUin_ 

Bactoaoin.. 

CUortetraoycUna. 

Orams 
par too 

2.i-S0 

4-60 

limitations 

For broUen; for replace¬ 
ment cbkskens not over 
14 we^ of ase; not for 
laying chickens. 

As procaine penicillin. 

As bacitracin metbylene 
dlsalicylate, or fine 
tradn. 

Indications for use 

Prevention of chronic 
lesiiratory disease (air- 
sac infection). 

In the presence of chronic 
respiratory disease (air- 
sac infectlMi) to rsdnee 
mortaUty and severity 
of infection, to reduce 
the number of lesions, 
and assist In maintain¬ 
ing weight gains and 
feed efficiency. 

Prevention of pnllorum 
disease: fowl typboid; 
parat^hoid (sdmon- 
ellosls} cooddiosis caused 
by E. lendia, E. neea- 
trix, E. maxima, and 
E. brumttU and histo- 
moniasis (Mackhead). 

Orowth proiBOtlon and 
feedeffidency. 

Oroarth promotion and 
feed efficiency. 

10-60 As chlortetracyeUne hy¬ 
drochloride. 

Do. 

* • • e o 

§ 121.251 CAmended] 

11. In § 121.251 OxytetracycUne, par¬ 
agraph (d) Is amended In table 1 by 
deleting subitems a through c following 
items 3 and 6. 

§ 121.252 [Amended] 

12. In § 121.252 Bacitracin methylene 
disalicylate, paragraph (d) Is amended 
as follows: 

a. In table 1 by deleting the following 
items and subitems: Item 1.2 and sub¬ 
item a; item 2.2 and subitems a through 
d; item 3.2 and subitem a; it^ 5,2 and 
subitem a; item 6.2 and subitem a; sub- 
items a through c following item 7.2; 
and item 4.2 and subitem a. 

b. In table 2 by dieting item 1.2. 

§ 121.253 [Amended] 

13. In § 121.253 ArsanUic add, psu^- 
graph (c) Is amended In the talde by 
deleting subitems a through e fcdlowlng 
item 1.8 and designating the subitems 
as “[Reserved].’* 

§ 121.256 [Amended] 

14. In S 121.256 PeniettUn, paragraph 
fd) Is amended as foBows: 

a. In table 1 by deleting the following 
Items and subitems: Item 1.1 and sub- 
item a; subitem a following item 2.1; 
item 3.2 and subitems a and b; item 4.2 
and subitem a; item 6.1 and subitem a; 
subitems a through c following item 8.1; 
item 10.1 and subitem a; items 12.1,13.1 
and subitem a, 15.1. 

b. In table 1 items 16.1 and 17.1 under 
the limitations column by deleting 
“bacitracin or” following the words 
“procaine penicillin -f.” 

c. In table 2 by dieting It^ 1 and 
designating the item as [Reserved], 

d. In table 2 item 3 under the limita¬ 
tions colunm by dieting the word 
“bacitracin,” following “procaine peni¬ 
cillin-f.” 

15. m S 121.262(c) the table is 
amended by deleting subitems a through 
k following Items 1.18 and 2.2 and by 
adding new subitems j and k following 
item 1.18 and new subitem a following 
Item 2.2 to read as follows: 

§ 121.262 3-Nitro - 4 - hydroxyphenylar- 
aonic acid. 
* • • • • 

(C) • ♦ • 
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Tablx 1—«-Nmo-4-HTi>BOXTmiiTUJUKnnc Acm m Complxtb Chkkkm aks Tuskbt Fkbd 

Onma 
INTtOB 

Combined vtth— Onma 
par tea 

limltatkma Indleatioiia for naa 

• • • 
1.18 • • • 

B.-1. lR«0erv«d] 
1. 1.1.. 

• • • • • • • • • • 6 • • • • 

22.7-46.4 Chloftetxacy- 
ettne. 

100-200 1121.208, table 1, item •„ i 121.208, Uble 1. item 8. 

k. IS, 1.4.. 23.7-46.4 Bacttnein. 4-60 Aa dne baeltnMdn. Qrawth promotion and 
feed efficieney. 

• • • 
2.2 • • • 

• • • • • 0 • • • 

a. 2.1. 

b. -k. IR». 
Eerved] 

22.7-45.4 Cblortetracy- 
eUne. 

100-200 1121.208, table 1, item 7.. 1121.208, table 1, item 7. 

§ 121.264 [Amended] 

16. In § 121.264 SvUanitran (.acetyl- 
(p-nitrophenyl) -sulfanilamide) by re¬ 
voking subitons a through d foltowing 
item 1.5 in the table in paragraph (c). 

17. Section 510.515 is revised to read 
as follows: 

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

Animal feeds that bear or contain 
penicillin, streptomycin in combination 
with penicillin, chlortetracycline, feed 
grade zinc bacitracin, and bacitracin 
methylene disalicylate, with or without 
added suitable nutritive ingredioits are 
exempt from the oertiflcatlon require¬ 
ments of section 512 of the act provided 
they are the subject of and in cmnpliance 
with regulations for their use in Subpart 
C of Part 121 of this cluq>ter. Part 558 
of this chapter, or any one of the para¬ 
graphs of this section: 

(a) Where indicated in paragraph 
(b) of this section it is manufactured 
with or without one, but only one, of the 
following ingredients in a quantity, by 
weight of feed, as hereinafter indicated: 

(1) Arsanilic acid: Not less than 0.005 
percent and not more than 0.01 percent. 
* <2> Sodimn arsanllate: Not less than 
0.005 percent and not more than 0.01 
percent 

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

(4) Furazedidone: 0.00083 percent. 
(5) Furazolidone 0.00083 percent, 

with or without nitnrfurazone 0.0056 
percent, and/or 3-nitro-4-hydroxy- 
idienylarsonic acid not legs than 0.0025 
percent and not more than 0.0075 per¬ 
cent except in (diicken or tui^ey feed in 
which the limit (rf 3-nltro-4-hydroxy- 
phenylarsonic acid shall be not less than 
0.0025 percent and not more than 0.005 
percent. 

(b) It is intended tor use in any one of 
the following c<mdlti(ms set forth in this 
paragraph: 

(l)-(6) [Reserved] 

(7) (i) It is intended tor me solely as 
a treatment for complicated, chronic 
residratory disease (alr-sae infection), 
infectious sinusitis, blue comb (n<mspe- 
cific infectious enteritis, mud fever). and 
hexamitiasis in poultry, and/or bacterial 
swine enteritis; its labeling contains ade¬ 
quate directions and wamhigs for such 
use; and it contains, per ton of feed, not 
less than 100 grams of chlortetracycUne, 
or oxytetracycline, or a combinatian of 
such drugs, or not less than 90 grams 
ncHT mmre than 180 grams penicillin 
and streptomycin in a cmnbination con¬ 
taining 16.7 pneent penicillin. 

(a) When intended for the uses spec¬ 
ified in this paragraph (b) (7) (i), it may 
also contain, in the amount specified, 
one, but only (me, (tf the ingredients pre¬ 
scribed by paragraidi (a) of this section. 
If it is intended tor use solely in poul¬ 
try. It may (xmtain 0.1 percent oi para- 
aminobenwic acid or the sodium or po¬ 
tassium salt of para-aminobenzoic acid. 

(b) If it is intended for use seddy in 
the treatment (»f the diseases of chickens 
described in tills paragraph (b)(7)(l), 
it contains, per ton of feed, not less than 
100 grams and not more than 200 grams 
of chlortetracycline and it contatais not 
less than 0.4 poxent and not mcffe than 
0.8 percent of dietary calcium, then rep¬ 
resentations may be made in its label¬ 
ing to the effect that the reduced amount 
of calcium aids in increasing the (xm- 
centrations of the antibiotic in the blood 
of treated birds; the labding of such 
medicated feed shall Include that re¬ 
quired by S 121.208 (ff this chapter. 

(c) If it is intended for use solely as a 
treatment for Imctarial swine enteritis, 
it may contain, per ton of feed, not less 
than 90 grams nor more than 270 grams 
of penicillin and strepUmiycin in a com¬ 
bination (xmtalning 16.7 percent penicil¬ 
lin. movlded that* its labeling bears a 
warning that the feed is not to be used 
for more than 14 days. 

(ii) [Reserved] 
(ill) It is also Intended for use in the 

treatment of coccldiosis in chickens 
caused by £. teneUa and E. necatrix; its 
labeling bears adequate directions and 
warnings for such use (Including the di¬ 
rections and warnings required by para¬ 
graph (b)(7)(D of this seetkm); and 
it (xmtains, per ton (ff feed, 200 grams 
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of chlortetracycline and 0.4 percent to 
0.55 percent of dietary calcium. 

(8)-(9) [ResCTvedl 
(10) It is Intended for use solely in the 

treatment of chronic respiratory disease 
(alr-sac Infection), infectious sinusitis, 
and blue comb (nonspecific infectious 
enteritis) in poultry and/or bacterial 
swine enteritis; its labeling bears ade> 
quate directions and warnings for such 
use; and it contains, per ton of feed, 
the equivalent of either 100 grams of 
penicillin, or not less than 100 grams and 
not more than 500 grams of bacitracin 
(as zinc bacitracin), or not less than 100 
grams and not more than 200 grams of 
bacitracin (as bacitracin methylene di¬ 
salicylate), or not less than 100 grams 
and not more than 500 grains of peni¬ 
cillin and bacitracin (as zinc bacitracin) 
in a combination containing not less than 
50 percent nor more than 75 percent of 
bacitracin but in no case containing 
more than 125 grams erf penicillin, or not 
less than 100 grams and not more than 
200 grams of penicillin and bacitracin 
(as bacitracin methylene disalicylate) in 
a combination containing not less than 
25 percent of penicillin nor less than 50 
percent of bacitracin; except that, if it 
is intended for the treatment of bacterial 
swine enteritis, it contains, per ton of 
feed, either 100 grams of b^itracin (as 
zinc bacitracin or bacitracin methylene 
disalicylate), or 100 grains of a emnbi- 
nation of penicillin and bacitracin (as 
zinc bacitracin or bacitracin methylene 
disalicylate), containing not less than 
50 percent nor more than 75 pax^nt of 
bacitracin. When intended for the uses 
specified in this paragraph (b)(10), it 
may also contain, in the amount speci¬ 
fied, one, but only one, of the ingredi¬ 
ents prescribed by paragraph (a) of this 
section; Provided, however. That the le¬ 
vel of antibiotic or antibiotic combina¬ 
tion present is not greater thmi the min¬ 
imum amoimt specified therefor in this 
paragraph (b) (10). 

(11) It is intended for use solely as a 
treatment for bacterial swine enteritis 
caused by Salmonella choleraetuis, its 
labeling bears adequate directions and 
warnings for such use, and it contains 
nitrofurazone in a quantity, by weight of 
feed, of 0.056 percent. 

(12) [Reserved] 
(13) It is Intended for use solely in 

the treatment of chronic re^iratory dis¬ 
ease (air-sac Infection) and infectious 
sinusitis in poultry; its lahriing bears 
adequate directions and warnings for 
such use; and it contains not less than 
0.1 percent para-aminobensoic a(rfd or 
the sodium or potassium salt or para- 
aminobenzoic acid. 

(14) [Reserved] 
(15) It is intended for use solely as an 

aid in the treatment of poultry in out¬ 
breaks of fowl typhoid, puUorum, the 
paratyphoids, infectious arthritis due to 
a filterable agent, histomonlasis (bhtek- 
head), hexamltlasls, quail disease (ulcer¬ 
ated enteritis), paracolon infection, 
avian infectious hepatitis, arid coockllo- 
sis, its labtiUng bewrs adequate directions 
and warnings for such use; and it con¬ 
tains the following quantities of furazoli¬ 

done, by weight at feed, fbr the cona¬ 
tions indicated: 

(1) For fmxd typhoid. puDorum, and 
the paratyphoids in Uxtls regardless <rf 
age: 0.011 percent 

(ii) For the treatmoit of histomonia- 
sis (blackhead), paracolon infectiem, and 
avian infectious hepatitis of chickms, 
and to lessen the morbidity in outbreaks 
of infectious arthritis due to a filterable 
agent: 0.022 percent 

(16) [Reserved] 
(17) (i) It is intended for use solely as 

an aid in the treatment of chronic res¬ 
piratory disease (air-sac infection), in¬ 
fectious sinusitis, blue comb (nonspecific 
infectious enteritis, mud fever) in poul¬ 
try; its labeling bears adequate directions 
and warnings for such use; and it con¬ 
tains not less than 100 grams of chlor¬ 
tetracycline or oxytetracycllne or a com¬ 
bination of these two drugs per ton of 
feed. When intended for such use, it may 
also contain the equivalent of not less 
than 100 grams of bacitracin per ton of 
feed. 

(ii) It is also Intended for the treat¬ 
ment of the diseases of poultry specified 
in paragraph (b) (15) of this section; it 
contains one of the ingredi^ts in the 
amount and under the conditions set 
forth in paragrtgrfi (b)(17)(i) of this 
section; and it contains furazolidone in 
the amount specified in paragraph (b) 
(IS) of this section. 

(18)-(24) [Reserved] 
(25) It is a medicated cattle feed con¬ 

taining chlortetracycline in the amounts 
and for the pm’poses indicated in S 121.- 
206 of this chapt^, and its labeling bears 
adequate directions and warnings for 
such use. 

(26) (1) It is intended for use solely 
for accelerating weight gains in beef cat- 
tie, and it contains a quantity of dlethyl- 
stilbestrol adequate to provide not more 
than 10 milligrams per head per day 
wh«i fed m accordance with the direc¬ 
tions for use that accompany the feed, 
and there has been submitted to the 
Commissioner, in triplicate, adequate in¬ 
formation of the kind required for Form 
FD-1800 and such apirfication has been 
approved by the Food and Drug Admin¬ 
istration. The exemption shall expire at 
the beginnkig of any act changing the 
labeling or potency of such drug imless 
an approved supplement to the applica¬ 
tion provides for the change, or with 
change is made in conformance with 
other provisions of S 514.9 of this chapter. 

(U) It is also intended for the preven- 
ti<m or treatment of the diseases specified 
in paragraph (b) (25) of this section. It 
contains dlethylstilbestrol in the amount 
and under the conditions set forth in 
paragraph (b) (26) (1) of this section, and 
it contains the antibiotic in the amount 
specified in paragraph (b) (25) of this 
section. 

(27) [Reserved] 
(28) It is a medicated feed for beef 

cattle containing bacitiracin methylene 
disalicylate with or without diethylstil- 
bestrol in the amounts atid for the pur¬ 
poses specified in S 121.252 of this chapter 
and its labeling bears adequate directions 
and warnings for such use. 

(29)-(37) [Reserved] 
(38) It is Intended for use solely for 

accdl^ting weight gains in sheep; its 
labding bears adequate directions and 
warnings for such use, including a warn¬ 
ing that its use must be discontinued 7 
daj^ before the treated animals are 
slaughtered for human consumption; it 
contains a quantity of dlethylstilbestrol 
adequate to provide not more than 2 mil¬ 
ligrams per head per day when fed in 
accordance with the directions for use 
that accompany the feed; it contains less 
than 50 grams of antibiotics per ton of 
feed; and there has been submitted to 
the Commissicxier, in triplicate, adequate 
information of the kind required for 
Form FD-1800 and such application has 
been approved by the Food and Drug Ad- 
ministr^on. The exemption shall expire 
at the beginning of any act changing the 
labeling or potency of such drug unless 
an approved supplement to the applica¬ 
tion provides for the change or the 
change is made in conformance with 
other provisions of § 514.9 of this 
chapter. 

(39) It is Intended for use solely as an 
aid in the treatment of fowl typhoid, 
paratyphoid, and puUorum disease in 
poultry fiocks; its labeling bears adequate 
directions and warnings for such use. in¬ 
cluding a warning against its use in lay¬ 
ing hoDs and a warning that its use must 
be dlsc(mtinued 48 hours before the 
treated animals are slaughtered for hu¬ 
man consumption: and it contains 3,5- 
dinltrobenzamide in a quantity, by 
weight of feed, of not less than 0.075 per¬ 
cent and not more than 0.15 percent; it 
contains less than 50 grams of antibiotics 
per t(Hi of feed; and there has been sub¬ 
mitted to the Cmnmissioner, in triplicate, 
adequate information of the kind re¬ 
quired for Form PD-1800—Revised under 
S 514.2 of this chapter, and such applica- 
ti<m has been approved by the Food and 
Drug Administration. The exemption 
shall expire at the beginning of any act 
changing the labeling or potency of such 
drug unless an approved supplement to 
the application provides for the change 
or the change is made in conformance 
with other provisions of § 514.8 of this 
choupter. When intended for the uses 
specified in this paragraph, it may also 
contain, in the amount specified, one, but 
only one, of the ingredients prescribed by 
paragttqrfi (a) of this section. If it con¬ 
tains cme of the arsenic compounds pre¬ 
scribed in paragraph (a) of this section, 
its labding must bear a warning that it 
must be discontinued 5 days (in lieu of 48 
hours as required in this paragraph (b) 
(39) ) before the treated chickens or 
turk^s are slaughtered for human con¬ 
sumption. 

(40)-(51) [Reserved] 
(52) It is a cattle feed containing zinc 

bacitracin, with or without diethylstil- 
bestrol, in the amounts and for the pur¬ 
poses indicated in 9 121.225 or 9 121.241 
of this chapter, and its labeling bears 
adequate directions and warnings for 
su<rfi use; Provided, however. That if such 
feed contains dlethylsUlbestnrf it is ex¬ 
empt from certificatitm only imder the 
condition that there has be^ submitted 
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to tile Commissioner, in triplicate, ade¬ 
quate information of the kind required 
for Form FD-1800, and such application 
has been aK>royed bf the Food and l>rug 
Administration. The exemption shall ex¬ 
pire at the beginning of any act changing 

the labdlng or pot^icy of such drug un¬ 
less an approved sopplemost to the ap¬ 
plication provides for the (diange or the 
change Is made in conformance with 
other provisions of S 514.9 of this chapter, 

(c) It is intended for use as foUovrs: 

Product Species Use levels 

.do-. 0.01 to 0.02 percent. 

ylene disaUoylatft. 
.do.- 
.do. 4to50g/ton.....1 

ylene dlsalleylate. 
8-N Uro-4-hydroxy- 

phenylarronle 
acid. 

.do. 0.0025 to 0.006 percent.^ 
. 1 

3-Nitro-4-iiydroxy- 
phenylarsonio 
acid. 

5. Procaine penicillin. 

.do.. 0.0025 to 0.006 percent. 

.do.. 45tog0g/tbn_.. 

2.4to2Sg/ton. 
turkeys. 

.do. 15to75g/toa. 

Swine_ 
15 to 75 g/ton.. 

Chickens and 

Bacitracin methyi- 
ene disalloylato 
or— 

Zinc badtradn or 

to^eyo. 
.do. 4-UgAm_ 

3.4toMg/tsn... 
Procaiiie penicillin. 

Bacitracin methyl¬ 
ene dlsalleylate 

toAoyo. 

.de.... 2.4-60 g/lon.. 
Procaine penictllin. 

Indloaitiom for dm 

For use solely In the prevention of 
outbreaks of coccidioeis In 
poultry flocks. 

Do. 

For use as an aid In the prevention 
of coccidiosis in poultry flocks. 

Do. 

Increase rate of gain and improve 
feed eSlciency in growing swine; 
aid in the prevention of bacterial 
swine enteritis. 

For use solely as a treatment for 
complicated chronic respiratory 
disease (air-sac infection), infec¬ 
tious slnnsltls, blue comb (non¬ 
specific infectious enteritis, mud 
fever), and hexamitiasis in poul¬ 
try; as an aid In maintaining or 
Increasing egg production of 
chickens, hatchabiUty of eggs, 
prevention of early mortality of 
chicks when due to organisms 
that are sensitive to streptomycin 
and penicillin; and for improving 
feed efficiency of chickens or 
turkeys. 

For use in the invention or treat¬ 
ment of bactmal swine enteritis. 

Growth promotion and feed ef¬ 
ficiency. For prevention of fowl 
typhoid, pofstyphoM, and pul- 
loiiim In chickens and turkeys 
when fed for the first 2 weeks of 
the birds’ life. For treatment of 
fowl typhoid, paratyphoid and 
polionim in chickens and turkeys 
when fed for at least 2 weeks, ex¬ 
cept when paratyphoid Is due to 
S. typhimuThim. For reduction of 
condemnations due to chronic 
respirmtory disease air-sac eom- 
ptos —lOflntwd with vaccination 
strees, feed continuousiy be¬ 
ginning at least 1 week ^fore 
VfiHnottoi rw prevention of 
infectious hepatitis when fol 
continuously during the danger 
period. For oontnl ^ coocidioais 
in chickens, caused by £. tertfUa, 
E. necatrix, or E. aeemUitm when 
fedfwSto? days or longer. For pre¬ 
vention of blackhead (histomoni- 
asis, enterohepatitis) in chickens 
and turkeys when fed continu¬ 
ously. For prevention of para¬ 
colon In chickens and tiukeys 
and hexamitiasis in turkeys when 
fed throughout the danger period. 
For cont rol of chronic res{Hratory 
disease (air-sac), infectious sinus¬ 
itis, STOovltis (arthritis due to 
filterable agent), nonspecifle en¬ 
teritis (blue comb, mud fever) 
and quril disease (ulcerative en¬ 
teritis) when fed f(W S to 1C days. 
(NOTk.—Severe outbreaks may 
require twice the level specified; 
i.e., 0.022 percent.) 

Growth promotion and feed effi¬ 
ciency. Aid In maintenance of 
feed consumption and growth 
and reduction of mortality and 
morbidity due to stress; for the 
control of the following non¬ 
specific conditions: chronic res¬ 
piratory disease (alr-sae). In- 
feotious sinusitis, synovitis (arth¬ 
ritis due to a filterable agent), 
nonspecific enteritis (blue comp, 
mnd fever) and quail disease 
(ulcerative enteritis) when fed 
6 to M) days. Follow with preven¬ 
tive level to prevent recurrence. 
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10. FniaiolldoiM 
and— 

Baeitnudn meOiyl- 
ene dlaalloylate 
or— 

Z)ne badtraoln m 
Procaine pentollltn. 

11. ChlortetracycUne.. 
ArsaniUc acid. 

12. CtalortetracyoUne.. 

13. CMortctxacycMne.. . 

14. ChlortetracycUne-. 

Bpcdci UMloveto 

Chlekenaand OAkpciwnt..... 
toAcyi. 

.So. 4 to 50 g/ton.. 

—.—do. 2.4 to 60 g/ton. 

Swine. 
.do. 
Sheep. 

10 to 50 g/ton.s— 
0.005 to 0.01 percent...-. 
20 g/ton. 

.do. 80 mg per head per day. 

CatUe. Feed contains the following quanti¬ 
ties of chlortetncycline, by 
weight, (or the conditions indi¬ 
cated: (1) For the prevention of 
foot rot and as an aid in the reduc¬ 
tion of bacterial diarrhea In dairy 
catUe; 0.1 mg/lb of body weight 
per day; and (2) as an ud in the 
reduction of losses due to respira- 
ttary infection (infections rhino- 
tracheitis—shipping fever com¬ 
plex) In dairy oatw: 0.1 mgfib of 
body weight per day, except that if 
it is intended tor use for more than 
30 days it may contain chlortetra- 
cycUne, in a quantity by weight of 
feed to provide 70 mg per head per 
day. 

Indications for use 

For treatment of puatyi^ld doe 
to S. ffpUmwHtm wtaen fed for 
2 weeks. For treatment of black¬ 
head (hlsUmumiasis, enterohepa- 
titls) in chickens and turkeys 
when fed for 2 to 3 weeks (foUow- 
Ing diagnosis). For treatment of 
paracolon In chickens and tur¬ 
keys and hexamltiasls in turkeys 
when fed for '2 we^ or Umger 
(following diagnosis). For control 
of chronic respiratory disease 
(air-sac), infectious sinusitis, 
^DOTitis (arthritis due to filter¬ 
able agent), mud fever and quail 
disease (ulcerative enteritis) 
when fed for 5 to 10 dajrs. For treat¬ 
ment of infectious hepatitis in 
chickens when fed for 14 days 
and repeated as necessary. 

Enhancement of growth and feed 
efficiency. 

As an aid in the reduction of losses 
due to enterotoxemia. 

It is intended for use as an aid in 
reducing the incidence of vib- 
rionie abortion in breeding sheep; 
it is to be administered contin¬ 
uously during pregnancy. 

As an aid in the reduction of 
bacterial diarrhea in dairy cattle 
or as an aid in redaction of losses 
due to respiratory infection (Inr 
fectious rhinotracheitls—ship¬ 
ping fever complex) or as an aid 
in the prevention of foot rot in 
cattle. 

18. In S 558.15 by adding a new para¬ 
graph (g) to read as follows: 

§ 558.15 Antibiotic^ nitrofuran, and sul¬ 

fonamide drugs in the feed of ani¬ 

mals. 

• • • • • 

(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 inter¬ 
mediate pr«nlx which is produced solely 
from a premix that is in compliance with 

the requirements of this section: Pro¬ 
vided, That the intermediate premix con¬ 
tains no drug ingredient whose use in or 
on animal feed requires an improved ap¬ 
plication pursuant to section 512 (m) of 
the act and/or where the premix is ap¬ 
proved by regulation in this part. 

(1) The following antibacterial drug 
premixes manufactured by the desig¬ 
nated sponsors are eligible for interim 
imarketlng based on their compliance 
with the requirements of this section: 
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Cadekcns, 
turkeys, ss 
pbsas^ts, 
qnaU. 

CstUe. 

Chickens, 
turkeys, si 
swine. 

See.m.23> 
(tsbles 1 and 2) 
of this chapter. 

See. 121.22S of 
this chapter. 

See. 121.2& (tables 
1 and 2) ol this 
chapter. 

See. 121.225 of 
this chapter. 

See. 121.252 (toble 
3) of this 
chapter. 

Sec. 121.213 
(tables 1 and 2) 
of this chapter. 

Sec. 558.625. 

Sec. 121.292 of 
this chapter. 

Sec. 558.325. 
Sec. 558.435. 

See. 121.225 of this chapter. 

See. 121.252 (tables 1 and 2), 
of this chapter. 

Sec. 121.225 of this chapter. 

See. 121.252 (table 3) of 
this chapter. 

Sec. 121.213 (tables 1 and 2) 
of this chapter. 

Sec. 558.625. 

Sec. 121.292 of this cii;4tter. 

Sec. 558.325. 
Sec. 558.435. 

Sec. 558.95. 

Sec. .’V58.6SO. 
Do. 

Sec. 121.208 (tables 1, 2. and 
6) of this chapter. 

8. B. Penick & Ol.., 
Diamond Shamroiek 
Cbemieal Co. 

Cattle. 

HyKTOmycin B. Elanco FrodneU 0>. Chickens and 
swine. 

Tyloein. 

Erythromycin... 

linoomydn_ 
Oleandomycin. . . 

Bamhermycins... 

Tyloain.. 
ftilfemethazine... 
(ThlortetracycUns 

Chickens, swine, 
and beef cattle. 

Chickens, tur¬ 
key, and swine. 

Abbott Laboratoiiet. 

The Upjohn Co_ 
(Thickens, tur¬ 

keys, and swine. 
Chickens. 

Swine. 
_do_ 
Chickens, tur¬ 

keys, sidne. 
and cattle. 

Hoechst 
Fharmaoeaticals. 

Elanoo Products Co. 

American Cyanamld 
Co., Diamond- 
Shainrook Chem¬ 
ical Co., Hess A 
Clark, RacheUe 
Lnbs, Inc., and 
Vihunin Premixen 
of Omaha. 

Merck Sharp & 
Dohme Research 
Labs. 

Sec. 121.206 
(tables 1, 2, 
and 6) of this 
chapter. 

Sec. 121.325 of this 
chapter. 

.See. 121.225 of tlii.s clia|>ter. 

Procaine penl- 
cilUn. 

Chickens, tur¬ 
keys, swine, 
pheasant, and 
quail. 

Sec. 121.256 • 
(tables 1 and 2) 
of this chapter. 

Sec. 121.225 of this 
chapter. 

See. 121.2.56 (tables 1 and 21 
of this chapter. 

Sec. 121.225 of thl.s chapter. 

E. R. Squibb & Sons, 
Inc. 

Merck Sharp & 
Dohme Research 
Labs. 

SuUhqulnoxaUne. Chickens Continuously. 
0.0125 to 0.025 
percent. 

Continuously, 
0.0175 percent. 

Aid In prevention of coccid- 
iosis due to Eimeria teneUa. 
E. neeatrix, E. aeervHlina. 
E. brunetti, E. moxhaa. 

Aid in the prevention of 
coccidlosls due to Eimeria 
mdta$riie*, E. mdtatri- 
mket and E. aitnocidet. 

Aid in prevention of cocidi- 
osis due to Eimrria iMat, 
E. performnt. 

Sec. 121.251 (table 1) of this 
chapter. 

To increase rate of pain and 
iny^ve ft'ed efficiency. 

Turkeys. 

Rabbits. Continuously, 
0.025 percen^. 

See. 121.251 (toble 
1) of this chap¬ 
ter. 

25 to 60 g/ton. 

7)^ to 10 g/ton_ 

SO g/ton. 

Pflser, Ino., and Vita¬ 
min Premixen of 
Omaha. 
Do. 

OzytstraeycHiM. Chiokens and 
turkeys. 

Swins (10 to 30 Ib). 

Swlna (30 to 200 
lb). 

Swine.. As an aid in the prevention 
of becterial enteritis, also 
known as scours, baby pig 
diarrhea, vibrio dysent^, 
bloody dysentery, and sal- 
mooeuceu (necro or ne¬ 
crotic enteritis). 

As an aid In the treatment of 
baotorlal enteritis, abo 
known as scours, baby pig 
diarrhea, vibrio dyasnte^. 
bloody dysente^, and 
salmoneUc^ (necro or nw 
erotic enteritis). 

As an aid in the mainte- 
naaoe of weight gains and 
feed consumption in pres¬ 
ence of atrophic rhinitis. 

In presenoe of porcine lep- 
to^rosis rednoes instances 
of abortioo. givss hi^Mr 
sunrival rate, heavier and 
healthier newborn pigs, 
reduces urinary shedding 
of leptosikrae and aids in 
maintenance of normal 
weight gains and feed 
consumption. Feed 7 to 14 
days, approximately 1 
month beme farrowing. 

To increase rate of gain and 
improve feed efficiency. 

100 g/ton. 

SOOgAon. 
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Drag quonsor 

Ffiser Ine., and Vita¬ 
min Premizen at 
of Omaba—Cod. 

Do. 

Do. 

Do.. 

Do. 

Do. 

l>nigpf«mlz 

Ozy tetracycline. . i jCaiYes 

.do. 

.do. 

.do. 

CatUe. 

.do. 

.do. 

.do. 

Do. 

Do. 

..do. 

.do., 

.do. 

Do. 

Do. 

Pfircr, Tnc. 

Do. 

American Cyanamld 
Co. 

Do. 
Norwich Pbarmacal.. 

Merck Sharp & 
Dohme Research 
Labs. 

Abbott Laboratories. 

Hoflman-LaRoche, 
Ino. 

Pfizer, Inc. 

.do. 

.do. 

.do. 

.do. 

Penicillin. 

Penicillin and 
streptomycin. 

Chlortetracycline 

Sulfamethazine. 
Nitrofurazone... 

American Cyanamld 
Co. and Racbella 
Laba, Ino. 

Diamond Shamrock 
Chemical Co. 

Procaine penicil¬ 
lin and strepto¬ 
mycin sulfate. 

Srythromycin.... 

Sulfadimethozine 
and armettmrlm. 

OzytetraeyoUne 
and neomycin. 

Chlortetracycline, 
aolfamethazine, 
and penicillin. 

Chlortetracycline, 
sififathiacole, 
and penlciUinu 

Sheep.. 

_do. 

.do. 

.do. 

Chickens, tnr- 
keja, and 
swine. 

_do.. 

Cattle.. 

-do.. 
Swine.. 

Uselerels 

0.5 mg/lb of body 
wei^t dally or 
In oomplete 
feed at 50 e/ton. 

0.5 to 6.0 m^b of 
body wei^t 
daily at com- glete feed at 

) g/ton. 
75 to 80 mg per 

bead daily. 

0.1 to 0.5 mgAb 
of body weight 
dally. 

0.5 to 5.0 mg/lb 
of body Weight 
daily. 

0.5 to 2.0 g per 
head daily. 

Indloattims lor 1 

Secs. 121.226 and 
12L 260 of this 
chapter. 

Cattle. 

10 to 20 g/ton. 

60 g/ton. 

100 g/ton. 

25 mg per bead 
daily. 

Secs. 121.225, 
121.266, and 
610A15 of this 
chapter. 
-do.. 

Chickens and 
turkeys. 

Chicked tur¬ 
keys, sinna, 
andealToa. 

Swine.. 

.do. 

See. 121.206 (table 
0) of this 
eb^>ter. 
-do.. 
0.065 percent (500 

g/ton). 

Secs. 121.225 and 
121.266 of this 
eht^ter. 

87 mg per head 
per day. 

Sec. 658.675. 

As provided in 
paragraph (gX2) 
of this seoUom 
.do... 

-do. 

As an aid in the prevention of 
bacterial diarrhea. 

As an aid in the treatment of 
bacterial diarrhea. 

As an aid in reducing in¬ 
cidence and severity of 
bloat. As an aid in reducing 
incidence and deveilty of 
liver abscesses (for cattle 
weighing over 400 lb). To 
increase rate of gain and 
Improve feed effidency. As 
an aid in increasing milk 
production in lactating 
dairy cows. 

As an aid in the prevention 
of bacterial diarrhea. 

As an aid in the treatment of 
bacterial diarrhea, also 
known as scours. 

For the prevention and 
treatment of the early 
stages of shipifing fever 
complez. Ozytetracycline 
is efleotive prophylazis 
when fed 3 to 5 days {weeed- 
ing shipment and/w 8 to 5 
days following arrival in 
fedl-lots. For treatment of 
ship^ng fever, these levels 
sbwild be fed at onset of the 
disease symptoms until 
symptoms disappear. 

To increase rate of gain and 
Improve feed efiAciency 
during finishing period. 

As an ud in the prevention 
of bacterial diarrhea, also 
known as scours, lamb 
dysentery, and white 
sctMirs of lambs. 

As an aid in the treatment 
of bacterial diarrhea, also 
known as scours, lamb 
dysentery, and white 
scours of lambs. 

As an aid in reduction of 
losses due to enterotoxemfo, 
also known as overeating 
diSDSSO* 

Secs. 121.225, 121.256, and 
510.515 of this chapter. 

Do. ^ 

Sec. 121.208 (table 6) of this 
cb^ter. 

Do; 
Treatment of necrotic enter¬ 
itis caused by 8, ekeisr- 

Sees. 121.226 and 121.266 of 
this ch^ter. 

Sec. 121.225 of this chapter; 

Sec. 558.676; 

As provided in paragiwh (g) 
(S) of this section. 

Do. 

Do. 
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Dfucspounor Dncptsuslx Speoias Use levels 

Hero A dark and 
NotwWiPhanHP 
calCo; 

FaiaMfililone..r:.. CUekmsaad 
tu^eys. 

o.oooeatoo.oini 
petoeat(7Hto 
10 i/ton). 

Do..:r.;;— 0.0065 percent 
(SOgjton). 

T>o _ —™.. 0.0055-0.011 per¬ 
cent (50-100 
g/ton). 

Do. 0.011 percent (lOQg/ 
ton). 

Do_ .do.__ 

‘ 

Do.. .....da.. .da. 

Indications far ass 

To stimnlate growth and Im- 
proTS feed efficiency of 
chickens and turkeys when 
fed contlnnonsly. 

Fw prevention of fowl ty* 
phold, paratyphoid, and 
poUonim in chickens and 
turkeys when fed contina- 
ously in birds older than 2 
weeks of age. For ^d in pre¬ 
vention of coccidiosis in 
chl^ens caused by E. 
temnm, E. nrettrix, or E. 
aeemUin* when fed contin¬ 
uously. 

Aid in maintenance of feed 
consumption and growth 
and reduction of morbidity 
and mortality due to stress 
and the following nonsp^ 
rific conditions: Chronic 
respiratory disease (air- 
sac\ infectious sinusitis, 
synovitis (arthritis due to 
filterable agent), nonspe¬ 
cific enteritis (blue comb, 
mud fever) and quail dis¬ 
ease (ulcerative enteritis) 
when fed continuously 
wior to or throughout the 
danger period and during 
times of stress. 

For prevention of fowl ty¬ 
phoid, paratyphoid and 
puUorum in cmckens and 
turkeys when led for the 
first 2 weeks of the birds’ 
life and followed continu¬ 
ously thereafter by H this 
level (i.e., 0.0065 percent). 
For treatment of fowl 
typhoid, paratyphoid, and 
i:^crum in chickens and 
turkeys when fed for at 
least 2 weeks except when 
paratyphoid is due to-<8. 
(ypkimarmm. 

For reduction of condemna¬ 
tions due to chronic res¬ 
piratory disease air-sac 
complex associated with 
vaeanati<m stress, feed 
eontinnously beginning at 
least 1 week before vac¬ 
cination. For prevention of 
infectious hepatitis when 
fed continumisly during 
the danger period. For con¬ 
trol of coccidiosis in chick¬ 
ens caused by E. tentUa, 
E. nteatrix, or E. acgiTtilroe 
when fed for 5 to 7 days or 
longer and followed by H 
this level (i.e., 0.0055 ner- 
ceat) for 2 we^ to aid in 
preventing recurrenoe. 

For nrevenaon of Mack head 
(hmomoniasis, enterohe- 
patitis) in chickens and 
turkeys when fed con- 
tinoously. For prevention 
of paracolon in chickens 
an«l turkeys and hexa- 
mitiasis in turkeys when 
fed throughout the danger 
period. For control of 
chronic respiratory diseas 
(air-sac), infectious si¬ 
nusitis, synovitis (arthritis 
doe to filterable agent), 
nonspecific enteritis (blue 
comb, mud fever) and 
quail disease (ulcerative 
enteritis) when led for 6 to 
lOdaysand followed withM 
this level (I.e., 0.0065 per¬ 
cent) to aid in preventing 
recurrence. (Note.—Se¬ 
vere outbreaks may re¬ 
quire twice the level speci¬ 
fied; i.e., 0.022 percent). 
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riw*i I>nig premix XAn Indicate— Hr uw 

A Ctalr aiiA 
rirtifeVlia 

Ml ^ 0«lk 

rmcolidMw Cbtekansi 
tnrlMgra 

OOiltsatBl 
petBMt (100 to 
Sntnoai. 

Do. 0.022 pereent (200 
■Aon . 

Do.. 

Do.. 

Do. 

Do. 

_do. 

Nttroforazone. 

.do. 

Swine_ 

Chickens. 

Turkeys. 

Nlhydraeone. Chickens 

Sec. 121.255 o( this 
chapter. I 

0.0060 peroent (50gf 
ton). 

.do. 

Sec. 121.237 ol this 
ehapter. 

hli la iHUntanaMa of M 
eouaxmpltBa and Moaolh, 
and redaction of laaMaBty 
and morbidity doe to 
dra«; for die coatiel of 
the following nonspecific 
eondhfons; Chronic res- 
ntratory disease (ah'-sac). 
Infectious stnasitis, syno- 
yfdi (arthritis due to a 
fllUrable agent), (blue 
comb, mud fever), and 
quaU disease (ulcerative 
enteritis) when fed 5 to 10 
days. Follow with preventive 
level to prevent recacretice. 

For treatment of paraty¬ 
phoid due to <S. typhi- 
murium when fed for 2 
weeks. For treatment of 
blackhead (histomoniasis, 
enteroheiiatitis) in chickens 
and turkeys when led lor 
2 to 3 weeks (following 
diagnosis). For treatment 
of paracolon in chickens 
and turkeys and hexami- 
tiaals in turkeys when fed 
lor 2 weeks or longer (fol¬ 
lowing diagnosis). For con¬ 
trol of chronic respiratory 
disease (air-sac), infectious 
siiMisitis, synovitis (arth¬ 
ritis due to filterable 
agent), nonspecific enter- 
iUs (blue comb, mud 
fever), and quail disease 
(ulcerative enteritis) when 
fed for 5 to 10 days and fol¬ 
lowed with H this level 
(i.e., 0.0055 percent) to aid 
in preventing recurrences. 
¥ot treatment ol infectious 
hepatiUs in chickens when 
fed for 14 days and repeated 
as necessary. 

Sec. 121.255 of this chapter. 

Aid hi prevention of coccid- 
dlocis when led continu¬ 
ously. 

As an aid in controlling 
losses due to secondary 
bacterial Invasions con¬ 
current with coccidlosis 
outbreaks when fed con¬ 
tinuously throughout the 
danger period. 

Sec. 121.^7 ol this chapter; 

(2) The following is a list of drug cxmi- 
binations permitted when prepared from 
antibacterial drug premixes listed in 
paragraph (g)(1) of this section. Drug 
combinations listed in Subpart B of this 
part name their sponsors and are incor¬ 

porated herein by reference since they 
are safe and effective by contemporary 
standards, or such sponsors have been 
notified of any additional safety or ef¬ 
ficacy data required on an individual 
basis: 
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I>nif sponaor 

Diamond Shamrock 
Chemical Co. 
Do. 

American Cyanamid 
Co. 

Pfi*er, Inc., and 
Vitamin Premixert 
ot Omaha. 
Do. 

Drug ingredient 

ChlortetracycUne. 

ArsaniUe acid_ 

ChlortetracycUne 
and salmne- 
thacine. 

Oxytetracycli ne... 

Neomycin base. 

Speeiee 

Swine.. 

.do. 

Do. 

Do. 
Do. 

Do. 
Do. 

Oxjrtetracycline.. 

Neomycin liase_ 
Oxytetracycline... 

Cattle. 

Chickens. 

.do. 

UseloTeb 

10to50g/ton. 

0.006 to 0.01 per¬ 
cent. 

Sec. 131.208 
(table 6) of this 
chapter. 

dOg/ton.. 

35 to I40g/ton. 

Chickens (Ist 
2 weeks). 

.do_ 
Chickens. 

50 to lOOg/ton. 

35tol40g/ton.. 
50 to lOOgAon. 

Neomycin base... 
Oxytetracycline.. 

Do. 
Pfieer, Inc. Neomycin base.... 

Oxytetracycline... 

.do... 

.do... 

-do.... 
TSirkeys. 

3Stol40g/ton.. 
100to2(Wg/ton. 

>5 to 140 g/ton. 
50g/ton.:..... 

Indications for use 

Enhancement of growth and 
feed efficiency. 

Do. 

Sec. 121.208 (table 6) of this 
chapter. 

Prevention of diseases from 
oxytetracycUne susceptible 
organisms during p^ods 
of stress. As an aid in the 
prevention of bacterial en¬ 
teritis and in the control irf 
neomycin-sensitive organ¬ 
isms associated with blue 
comb (mud (ever or non¬ 
specific enteritis). 

Prevention of early chick 
mortality due to oxytetra- 
cvcUne-susceptible orga¬ 
nisms. As an aid in the pre¬ 
vention of bacterial entw- 
itis and in the control of 
neomycin-sensitive orga¬ 
nisms associated with blue 
comb (mud fever or non¬ 
specific enteritis). 

Do. 
To extend period of high egg 

ptoduction, to improve feed 
efficiency, to improve egg 
production and feed effi¬ 
ciency in presence of disease 
and at time of stress: As an 
aid in maintaining and im¬ 
proving hatchal^ty where 
birds are sufleting stress 
from moving, vaccinations, 
cnlUng, extreme tempera¬ 
ture changes, and worm¬ 
ing; to Improve UvabiUty 
m progeny when losses are 
due to oxytetraeycUne-sus- 
oepOble organisms, to im¬ 
prove egg sheU quality, 
prevention of blue comb 
(mud (ever or nonspecific 
enteritis). As an aid in the 
prevention of bacterial en¬ 
teritis and in the control of 
nemnycin-sensitive orga¬ 
nisms associated with blue 
comb (mud (ever or non 
specific enteritis). 

Do. 
Prevention of complicated 

chronic respiratory disease 
(air-sac infection) and con¬ 
trol of compUcat^ chronic 
rsqpiratory disfTMe by lower¬ 
ing mortaUty and severity 
daring outbreaks. As an 
aid in the prevention of 
bacterial enteritis and in 
the control ot neomycin- 
sensitive organisms asso¬ 
ciated with blue comb (mud 
fever or nonspecific en¬ 
teritis). 

Do. 
As an aid in the prevention of - 

disease from oxyteUacy- 
cilne-susceptible organisms 
during periods of stress. 

M aid in the prevention 
of bacterial enteritis and 
in tM control of neomyein- 
sensitlve organisuM asso- 
eiated with blue comb 
(mud fever or nonspecific 
enteritis). 

(-r'iiM 
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DragapofBor Drag ingredtant SpeeiM 1 Use levels 

Pfteer, bM..Con. do 
Do _ 

Do . .do. 

j 

! 

1 
1 

Do O aytetracycllnc... Turkeys (first 
4 weeks). 

Do . .do.. 

i 

Do 

Do . .do. 

100 to 150 g/toii.. - j 

Do . 

Do . 
l>o . 

Do... 
Do. 

Do... 
Pfiow, Lm., and Vit- 0*y tetracycline.. 

sain Premixeia of 
Omaha. 

Do. . 35tol40g/ton_ 
Do. 

Do. 

Do._ - - .. S5tol40gAon.... 
no . .. lOOg/ton. 

Do.. Neomycin base. .do. .. 70tol40g/ton_ 

Indications for nse 

production, to improve 
egg production, to improve 

efficiency, to improve 
fertiUty, to improve egg 
production and feed effi- 
deucy in presence of 
disease and time of stress; 
as an aid in inainta^ng 
and improving hatcli- 
abiUty where birds arc 
sufleting from stress, ex- 
posun', moving, vaccina¬ 
tion, culling, extreme losses 
due to oxytetracycline-sns 
oeptible organisms, and t 
Improve egg shell quality 
prevention of hexamitia sis 
As an aid in the prevention 
of bacterial enteritis and in 
the control of neomycin- 
sensitive organisms as¬ 
sociated with blue comb 
(mud fever or nonspecific 
enteritis). 

Do. 
As an aid in the prevention of 

early poult mortality due to 
oxytetracycline-susceptible 
organisms. As an aid in the 
prevention of bacterial 
enteritis and in the control 
of neomycin-sensitive or¬ 
ganisms as.sociated with 
blue comb (mud fever or 
nonspecific enteritis). 

Do. 
As an aid in reducing mor¬ 

tality in birds which have 
suffered an attack of air- 
sacculitis (it is recom¬ 
mended, wherever possi¬ 
ble, to feed from time of 
attai-k to marketing). 

Do. 
As an aid in the prevention 

of bacterial enteritis and 
in the control of neomycin- 
sensitive organisms associ¬ 
ated with blue comb (mud 
fever or nonspecilic enter¬ 
itis). 

Do. 
Control of blue comb (mud 

fever or nonspecilic enter¬ 
itis), infectious sinusitis 
and hexamltiasis, preven¬ 
tion of infectious synovitis. 
As an aid in the prevention 
of bacterial enteritis and 
in the control of neomycin- 
sensitive organisms associ¬ 
ated with blue comb (mud 
fever or nonspecific enter¬ 
itis). 

Do. 
Control of iiifec.tiou8 syno¬ 

vitis. For the treaimeut of 
bacterial enteritis and blue 
comb (mud fever or non¬ 
specific enteritis). 

Do. 
As an aid in the prevention 

of bacterial enteritis 
(scours), baby pig diarrhea 
(in baby pigs only), vl- 
brionic dysentery, bloody 
dysentery and sitoonello- 
sls (necro or necrotic 
enteritis). 

Do. 
As an aid in the maintenance 

of weight gains and feed 
consumption in the pres¬ 
ence of atrophic rhinitis. As 
an aid in the treatment of 
bacterial enteritis. 

Do. 
As an aid in the prevention 

of bacterial enteritis 
(soQurs). 

Do. 
As an aid in the treatment of 
bacterial enteritis (scours). 

Do. 
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lpQB0OC DraclngndieBt I Bptelm Umloyek 

Pflaar, Inc.—Coa OxytetracycMno... Oalvaa. 8tol<»ii«/lKal i 

Do. 

reoonstitated 
milk replaoer. 

100to3QOnisAKal 
reooBStitatad 
milk replaoer. 

40to200mK/Ral 
reoonstitated 
milk replaeer. 

200to400mgiRal 
reconstitute 
milk replaeer. 

Do. 4t,, , 

Do. 

The Upjohn (3o. Linoomycin, am* 
ptoliim, and 
ethopatbata 

Do. 

121.210o(this 
chapter. 

Seca 558.825 and 
1212207 of thia 
olULptor. 

Secs. 558.825 and Do. 

zoalena 

linoomycin, am- .do.. 

Do. 

proUnm, etiH 
opatbate, and 
3-nltro-4- 
hydrotyphenyV 
arsonlc acid, 

linamnyoin. .do. 

121.210 and 
121J262 of thia 
chapter. 

Merck Sharp & 

monenain, and 
3-nitro-t- 
hydroxypheayl- 

■ araonic acid. 
Procaine peni- Chtokene and 

558.865 and 
UlJM2ofthia 
ehaptar. 

2.4to7Ag/toB. 
Dohme Reaeareh cilUn. tnriceya. 

^ Labs, and P&tar, 
Inc. 
Do. StreptomyoiB.... . 12i>US7At/taii_ 
Do. Procaine peni- 

cUUn. 
8.75 to 7A gjfiaa._ 

18.76 to 87AB/lwa. 
8.75toS0gAoa._ 

Do. 
Do. Prooaine peoi- 

clUin. 
Do. 18.75 to 150 
Do. Procaine peni- 

ciUn. 
Do. 7.5 lA 1.50 
Do. Procaine peni¬ 

cillin. 
Do___.1 
Do. Procaine peni¬ 

cillin. 
Do. 7A to 37A g/toa... 
Do. Procaine peal- 

Do.. 
oHUn. 

Streptomycin ..., .Y7 K tA 
Do„. Procaine penl- 

ciUin. 
Da. 

Merck Sharp & Procaine peal- _do. 
Dohme Reaeareh clllin. 
lahe. 
Do. 7Ato87A*fton__ 

46toM>oAaa_.... 
0.01 to 0.02 per^ 

OOBt. 

Do. 
Do. Nicarbaiin_ 

Do . Procaine penl- 

Do. 
cilMn. 

. he 0.01 to O.OS per¬ 
cent. 

Do. Bacitracin meth^ 
^ri^ diaailoy- 

Do. Nicarbaiin. 0.01 to 0.02 per¬ 
cent. 

Do. Bacitracin math- _,..da_ 
ylene diaallcy- 

Do. 
lata 

3-nitro-t-hydit»y- 
phenylamnie 
aeld. 

nnAKtjvpn^ 

Do. 

peroent. 

0.01 to 0.(B per. 
cent. 

Do. Procaine pent- --dll_- 

Do. 
cllMn. 

8-nltro-t-hydrozy- 
phenyianonle 
add. 

*• -. aOOOS to 0.021 
percent. 

Do. Chlekena and 
ts^eya 

0.0126 to 0.025 
percent. 

4to50(/toa_ Do.. 
methylene 

Do. 
dlaalieylata 

AmpmHnm. 0.0125 Ia n 

Do. Ethnpabate 
pereent. 

Da. Bad&adn 

Do.. 

methyleoe 
dimh^lata 

Ampniitiiin 0.0126 to 0.025 
percent. 

Da. Kthofiehete... 
Do.. Badhadn 

me^ylne_ 

Do. 
dlsaiteylata 

8-nltrD-l-faydnay- 
phenylarsooie 

0.0025 to 0.005 
percent. 

add. 

bMtwtel diMrlM (man). 

D«. 

Do. 

Da 

tfaii oboptor. 

leas. S».tas and 121.201 
tbk clioittw. 

Sew. 558.S2S and 121.210 i 
121.202 of thia ehaptar. 

Seos. 568.825 and 658.855 and 
121.202 of this ehaptar. 

Soa 121.226(a)(8)aU) of thU 
diaptar. 

Da 
Do. 

Da 
8aa 121.250 (Ubla 1) of this 

ehaptar. 
Do. 
Do. 

Do. 
Sea 510.516 of thia ehaptar; 

Do. 
Sea 12l.225(a)(S)0T) of thia 

ehaptar. 
Do. 

Sea 121.250 (table 1) of thia 
diapter. 

Do. 
See. 610.515 of thia ehaptar^ 

Do. 
Do. 

Da 
Da 
Da 

Do. 

Da 

Da 

Da 

Do; 

Da 

Da 

Da 

Da' 

Bea 121.210 of thia ehaptaa 

Da 

Da 

Da 
Da 

Seaa vaMO md mJM al 
tMi ehaptar; 

Da 
Da 

Da 
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l>nig apooMT Drag Ingredtait SpMiW Indieatlmit for OM 

Mer^ Sharp A 
Dohme Beseardi 
Labs.—Con. 
Do. 
Do.. 

Do.. 

Do.. 

Do.. 

Do.. 
Do.. 

Do.. 
Do.. 

Do.. 
Do.. 

Do.. 
Do.. 

Do.. 
Do.. 
Do.. 

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

Do. 
Do. 
Do. 

Do 

Comuiprcial Solvents 
Cori>. 

Do. 

Do- 
Do. 

Do. 

Do. 
Do. 

Do 

Do. 

Mej'ck Sharp A 
Dolinic Research 
Labs. 
Do. 
Do. 

Do. 

PCrer, Inc. 

Do. 
Do. 
Do. 

AmproUom. 

Procaine penicUUn 
Amprollum..._ 

CUekons and 
torkeTB. 

....do..., 
Chickens. 

Procaine peni- 
dlUn. 

8-nitro-4-hydroxy- 
phenylarsonio 
add. 

Amprolium...— 

.....do. 

__do. 

.do. 

Bthopabate.... 
Procaine penl- 

dUln. 
Erytfaromydn. 
Amprolinm.... 

.do. 
_do. 

_do. 
_do. 

Brythromydn.. .. 
Amprolium.... 

Bthopabate. 
Amprolium. 

_do.. 
_do.. 

.do. 

.do. 

Arsmiilic add. 
Erythromycin.. .. 
Amprolium.. 

.do.. 

.do.. 

.do.. 

Arsanilic acid.. 
Bthopabate.... 
Amprolium. 
Bthopabate... 
Badtracin methyl-{ 

ene disalicylate. 
Amprolium.. 
Bthopabate. 
Bacitracin 

methylene 
disalicylate. 

3-nitro-4-hydroxy- 
phenylarsonic 
acid. 

Zinc bacitracin... 

.do.. 

.do.. 

.do.. 

.do.. 

.do.. 

.do. 

.do. 

.do. 

Amprolium. 

Bthopalrate_ 
Zinc bacitracin. 

Amprolium. ...do 

Bthopabate.. 
3-nitro-l-hydroxy- 

phenylarsonic 
acid. 

Zinc bacitracin.... 

.do.. 

.do.. 

.do. 

Arsanilic acid. 

Amprolium... 

Bthopabate. 
Pro<»ine peni- 

dllin. 
3-Ditro-4-hydroxy- 

phenylareonic 
acid. 

Penicillin. 

Streptomycin. 
Penicillin. 
Streptomycin. 

Do. Bacitracin meth¬ 
ylene disalicy- 
late. 

Do. 
Do. 3-nitro-4-hydroxy- 

iffienylarsonic 
acid. 

Bacitracin meth¬ 
ylene disalicy- 
Ute. 

Do. 

Do 
Do 
Do 

Do. 84iitro-4-bydroxy- 
pbenylarsonic 
acid. 

Do. 
1 -1- 

_do. 
...do. 

Swine. 

.do. 

.do. 

.do.. 

.do. 

Chickens and 
turkeys. 
-do. 
Swine_ 
-do_ 

aoo4toao25 
pwsent. 

2.4 to GO g/ton.. 
0.004 to 0.025 

percent. 
2.4 to GO g^fton.. 

0.0025 to 0.006 
percent. 

0.0125 to 0.025 
percent. 

0.0004 percent.. 
2.4 to so g/ton.. 

4.6 to 18.5 g/ton_ 
0.0125 to a025 

percent. 
4.6 to 18.6 g/ton.. 
0.0125 to 0.025 

percent. 
0.0004 percent... 
0.0125 to 0.025 

percent. 
0.01 percoit. 
4.6 to 18.6 g/ton.. 
0.0125 to 0.025 

I>eicent. 
0.01 percent_ 
0.0004 percent.. 
0.0125 percent.. 
0.004 percent... 
4 to 50 g/ton.... 

0.0125 percent. 
0.004 percent.. 
5 to 35 g/ton... 

.do. 

-do. 

0.00375 percent_ 

4 to 50 g.'ton. 

0.0125 to 0.025 
percent. 

0.0004 percent. 
4 to 50 g/ton... 

a0125 to 0.025 
percent. 

0.0004 percent.. 
0.0025 to 0.005 

percent. 

10 to 50g/ton... 

Sec. 121.210 of this chapter. 

Do. 
Secs. 121.210 and 121.262 of 

this chapter. 
Do. 

Do. 

Sec. 121.210ofthischapter. 

Do. 
Do. 

Do. 
Do. 

Do. 
Do. 

Do. 
Do. 

Do. 
Do. 
Do. 

Do. 
Do. 
Do. 
Do. 
Do. 

Do. 
Do. 
Do. 

Prevention of coccidiosis. 
Growth promotion and feed 
efflaiency. Sec. 121.283 of 
this chapter. 

Do. 

Do. 
Prevention of coccidiosis. 

Growth promotion and 
feed efficiency. Improving 
pigmentation. Sec. 121.233 
of this chapter. 

Do. 

Do. 
Do. 

0.005 to 0.01 
percent. 

0.0125 to 0.025 
percent. 

0.0004 percent.. 
2.4 to 50 g/ton.. 

0.0025 to 0.006 
percent. 

2.4 to 25 g/ton.. 

15 to 76 g/ton... 
5 to 25 g/ton.... 
15 to 75 g/ton... 
0.0125 percent.. 
4 to 50 g/ton.... 

0.0125 percent. 
0.005 percent.. 

4 to 50 g/ton. 

0.0125 pweent. 
4toG0g/t^.. 
0^025 percent, 
aooe percent.. 

Increased rate of weight gain 
and improved effi¬ 
ciency. 

Do. 

Secs. 121.210 and 121.262 of 
this chapter. 

Do. 
Do. 

Do. 

Sec. 510A15 of this chapter. 

Do. 
Do. 
Do. 

Bee. 121.207 of this chapter. 
Do. 

4 to 50 g/ton. 

Do. 
Do. 

Do. 

Do. 
Do. 
Do. 
Do. 

Do. 
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2.4toMs/toa. 
0.012S parocnt. 
0.006 peroent.. 

2.4 to 60 B/too.. 
0.0126 pei«Mkt.. 
0.01 percent... 
4to60g/im... 

0.0126 pereMit. 
0.01 percent_ 
2.4 to 60 g/ton_ 
0.004 to 0.0126 per¬ 

cent. 
4 to 50 g/ton.. 

0.004 to 0.0126 per¬ 
cent. 

0.006 percent. 

4 to 50 g/ton. 

Norwich Pharmaoal 
Co. 

Prerentton of bacterial enter- 
ttte (neorotic enteritis, 
neero) and vibclonic 
(bloody) dysentery; growth 
promotion while on medi- 
catien when fed in pre¬ 
starters, starters, and grow¬ 
ing rations to baby pigs 
and growing swine for 
2 weeks. As an aid in the 
maintenance of weight 
galne and feed consomp- 
Uon in preaenoe of atrophic 
rhinitis. 

Do. 
Prevention of bacterial entM- 

itis (necrotic enteritis, ue- 
ore) and vihiionlc (bloody) 
dysantery; growth promo- 
tlon while on memcation 
when fed in preatarteis, 
staiteis, and growing ra- 
tiont to haby and 
growing swine tor 6 weeks. 
As an aid in the mainte¬ 
nance of weight gains and 
iMd eaneamptiea in pteo- 
enoe of atrophic rhinitis. 
Orowtk pcomotfan and 
feed eflldency. 

De. 

50 to ISO g/ton. 
0.011 percent 

(100 g/ton). 

SO to 100 g/ton... 
0.006 to aoi per¬ 

cent. 
0.011 to a022 per¬ 

cent (100 to 200 
g/ton). 

4to SO g/ton. 

See. 610.515 of this chapter. 

2.4 to SOg/ton. 

0.011 peroent (100 
g/ton). 

Sec. 121.2S7 of this chapter. 

2.4 to 60 g/ton. 

0.011 peroent (100 
g/ton). 

10 to 50 g/ton.. 
0.011 percent (100 

g/ton). 
4 to SO^ton. 

Sec. 121.2S7 of thisrhapter. 

0.011 percent (100 
g/ton). 

Prevention of bacterial en¬ 
teritis (necrotic enteritis, 
neero) and vibrionic 
(bloody) dysentery ■ growth 
promotion while on medi¬ 
cation and when fed in 
prestarters, starters, and 
growing swine for 5 weeks. 
As an aid in the malnten- 
anoe of weight gains and 
feed consomplion in pres¬ 
ence of atrophic rhinitis. 

50to ISO g/ton. 

Drag Ingredkak Spedm 

Tiealene__ ChlekM - 

PeBfdUln. 
Tealene. 
Swltro-4-hydroxy- 

pbenylarsonle 
add. 

PanictUln_ 
Zealene.... 

Bacitracin metb- .^. 
ylene dlsaUcy- 
teteor sine 
bacltradn. 

Zedene. 
Ananllic add. do_ 
PenlcUlin.. 
Zealene.. .do.. 

Badtradn .da.. 
methylene 
diaalicylate. 

Zealene__ 

*mitro-4-hydroiy- .do.. 
pbenylarsonle 
add. 

Badtradn 
methylene 
diaalicylate. 

Furasolidone.. 

Osytetracycllne... 

OxytetraeycHne... .....do. 

FncaaoMdoae and. ■ChiBlrawa and 
turkeys. 

Badtradn meth- 
Ttae dlfGloT* 
iMor— 

Zinc badtradn or _<1a_ 
Procaine 

penidlUn. 
hohydraione. 

Praedwepealdl- 
lln. 

Nihydrasons. 

Chkrtetracy dine. _dO—. 
Nihydrasone_ 

Badtradn .do. 
methylene 
diaalicylate or 
sine badtradn. 

Furasolidone_ 

Oxytdiaoydlne... .do. 
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SfOK HMHIMC 

Norwleh Phwmaeal 
C®.—Con. 

Do. 
Do. 

Do. 
Do. 
Do. 

Do. 
Do. 

Whitmoyer Labs. Inc.. 

Drag incndlMit 

VnnsoUdone. 

OzytetracycUne. 
FnraioUdone.... 

Ozytetraoycline. 
AmnUic acid... 
ForatoUdone.... 

OzytetracycUne. 
AraaniUc ^d... 

Carbarsone and 
bacitracin. 

Swine. 

.do.. 

.do. 

.jSo., 

..do.. 
.do.. 

XTwIotoIi 

0.010S percent 
(UOg/ton). 

60 to ISO g/ton. 
0.0165 percent 

(160 g/ton). 

. do. 

.do.. 

Turkeys. 

Indications (or use 

60 to 100 g/ton. 
0.006-0.01 percent.. 
0.022 percent. 

60 to 100 g/ton. 
0.005 to 0.01 per¬ 

cent. 
Sec. 121.810 o( this 

chapter. 

PreTendon o( bacterial enter- 
ids (necrotic enteritis, 
neero) and Tibtionlc 
(bloody) dysentery; growth 
promotion while on medi¬ 
cation and when led in 
irostarters, starters, and 
nowlng swine Irar 3 weeks. 
^ an aid in the main- 
troance of weight gains- 
and feed consumption In 
presence of atrophic rhin¬ 
itis. 

Do. 
Prevention of bacterial enter¬ 

itis (necrotic enteritis, 
necro) and vibtionic 
(bloody) dysentery; growth 
promotion while on medi¬ 
cation when fed in pre¬ 
starters, starters, and grow¬ 
ing rations to baby pigs 
and growing swine for 3 
weeks. As an aid in the 
maintenance of weight 
gains and feed consump¬ 
tion in presence of 
atrophic ihiiiitis. Orowth 
promotion and feed effi¬ 
ciency. 

Do. 
Do. 

Prevention of bacterial enter¬ 
itis (necrotic enteritis, 
necro) and vlrbtionie 
(bloody) dysentery; growth 
promotion while on medi¬ 
cation when fed in pre¬ 
starters, starters, and grow¬ 
ing rations to baby pigs 
and growing swine tot 2 
weeks. As an aid in the 
maintenance of weight 
gains and feed consump¬ 
tion in presence of atroptuo 
rhinitis. Growth promo¬ 
tion and feed efficiency. 

Do. 
Do. 

Sec. 121.310 of this chapter. 

§ 558.19 [Revoked] 

19. By revoking S 568.19 Combination 

antibiotic drugs in animal feeds no longer 

sanctioned and reserving it. 

§ 558.35 [Amended] 

20. In S 558.35 Aklomide by revoking 

paragraph (g) (5), (6), (7), and (8). 

§ 558.505 [Amended] 

21. In § 558.505 Reserpine by revok¬ 

ing paragri^h (g) (2), (3), and (4) and 

reserving them. 

§ 558.625 [Amended] 

22. In § 558.625 Tylosin by revoking 
paragraph (f) (1) (111) (b) and reserving 
It 

Effective date. This regulation shall be 
effective on March 26, 1976. 
(Secs. Sia. 701(a). 62 Stat. 1066, 82 Stat. 348- 
361 (21 UB.C. 360b, 871(a))) 

Dated: February 2, 1976. 

Sam D. Finx, 
Associate Commissioner 

for Compliance. 
[FB Doc.76-6221 Filed 2-24-76;8:46 am] 
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