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Title 21~Food and Drugs

CHAPTER {-—FOOD AND DRUG ADMINIS-
TRATION, DEPARTMENT OF HEALTH,

- EDUCATION, AND WELFARE :
SUBCHAPTER B—FOOD AND FOOD PRODUCTS

SUBCHAPTER E—-ANIMAL DRUGS, FEEDS, AND
Ramrzo"‘?mooucrs S

[Docket No, T6N~-0171]
" PARY 121—FOOD ADDITIVES

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS .

Antiblotic, Nitrofuran, and Sulfonamide
* Drugs in the Feed of Animals-

The Food and Drug Administration
issues a Hst of menufacturers of medi-
cated premixes and their products in
complisnce with the provisions of § 558.-
16  Antébiotic, nitrofuran, and sutfong-
mide drugs in the feed of animals (21
CFR §58,15), and deletes from the regu-
latfons those manufacturers-and prod-
uets that are subject to, but have.not
complied with, the requirements for con-
tinued marketing set forth in §558.16.
'%;&3’1; order shall be effective March 26,

BACKGROUND

In the FEpERAL-REGISTER 0Of February 1,
1972 (37 FR 2444) and April 20, 1973 (88
Fr 9811), the Commissioner of Food
and Drugs proposed and promulgated,
respectively, § 558,15, ‘The Commissioner
announced in §§68.15 that he would
propose to revoke currently approved
subtherapeutic uses in animal feed of
antiblotic, nitrofuran, and sulfonamide
drugs, whether granted by epproval of
new animal drug applications NADA'S),
master files, and/or antiblotic or food
addifive regulations, unless data were
submitted which resoive conclusively,
certain issues concerning their safety in
man and in enimals and their effective~
ness, The announced criteria for the

resolution of these issues were based on-

the guldelines included in the report of
the FDA Task ¥orce on the Use of Anti~
blotics in Anima) Feeds and developed
by the Purzau of Veterlnary Medicine.
Ali persons or firms previously market-
ing drug products identical, related, or
similar to those for which abprovals
were outstanding were required to sub-

it new animal drug 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 tn § 558.16
criteris that must be met to resolve the
ssues concerning the safety snd effec~
tiveness of these drugs, Section 558.15
(b) (1) required any person interested in
developing data which would supporb
retaining approval for subtherapeutic
uses of antibiotic, nitrofuran, and sulfo~

mamide drugs to submit to the Commis- -

gloner records and reports of completed,
ongolng, or planned studles, including
protocols, on 8 prescrifed schedule: For
the .tetracyclines, streptomycin, dihy-
, Grostreptomycin, penicillin, and the sul-
. Tonamides, by July 19, 1973} for all other
! antiblotles, by October 17, 1973; snd for
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nitrofuran drugs, by March 4, 1974, Far~
thetmore, §658.15{c) gave notice that
the faflure of the sponsor of any drug
to comply with any of the provisions in~
cinded in paragraph (h) of that section
or interlm resuits indicating a health
hazard would be considered as grounds
for proceeding immediately to withdraw
spproval of the drug for use in animel
Jeeds under section 512Q) of the act
(in the case.of the failure to submit re~
gtiired -records and reports) or section
512(e) of the act (where new informa-
tion shows that the drug is nof shown
to besafe).

A notice of proposed xule making was
published in the Feperar REGISTER Of
August 6, 1974 (38 FR 28393) to amend
§ 658.15 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 CFR, apy trest-
ment of the erroneous proposed revision
to paragraph (a) has been omitted in
this final regulation. -

Paragraph (g) (1) was to list the antl.
bacterial drug premixes manufactured
by designated sponsors which are eligible
for interim marketing based on their
compliance with §558.15(b)(1). Para-
graph (g)(2) was to lsh the drug com-,
binations permitted for inclusion in ant«
masl feed, when prepared from the anti-
bacterial premixes Hsted in paragraph
(g) (1), and the sponsors of these drug

» combinations. In addition, the Commis-

sfoner proposed to exemp$ from the re~
quirements imposed by §558.15 pro-
.ducers of certain intermediate premixes.
The Commissioner -concluded (38 FR
28393) that the producers of interme-
diate premixes need not &t this time sub-
mit an NADA and the data required
under § 558.15 for the interim marketing
of any intermediate "premix produced
solely from a premix that is in compli-
gnce with this section, If the interme-
diate premix contains no drug ingredient
whose use in or on animal feed requires
an approved WADA pursuant to section
512(m) of the ach and/or if the intexr-
medinte premix contains a drug for
which & specific premix has beer ap-
proved by regulation in Subpart B of 21
CFR Paorxt 558.

In the same issue of the FrpEratL
Recister (39 FR 28382), a notice was
published proposing to amend 21 CFR
“Parts 121, 136e (recodified at Parb 658
Subpart B), 135g (recodified at Part
556), and 144.26 (recodified at § 510.515)
fo revoke approvals for those antibace-
terial drugs intended for use in animal
feed which are not in compliance with
{the requirements of § 558.15. Includedin
that nofice was a proposal to revoke
§ 558.19 Combination antibiotic drugs
in animal feeds no longer sanctioned,
since the provistons of §558.19 were
otherwise encompassed by the proposed
amendments, Certaln uses of oxytetra~
cycline 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-

celved and for which usages were not

.

listed In the corresponding smendment
to § §58.16 were also subject to the pro-
posed revocation,

Errpecr-oF Tais Ororn

This order identifies the drug firms
ond the antibacterial drugs intended for
use In animel feeds which they sponsor
that are currently in compliance with
the provisions of §568.16 and revokes
from the regulations those subther-
apeutic uses of antibiotle, sutfonamido,
and nitrofuran drugs for which the re«
quired commitments, reports, and/or.
data required by § 558.16 were not filed,

One provision of § 558.16 required all
holders of approvals of these new animal
drugs and all persons or firms previously
marketing identical, related or similar
products to file records and reports of
completed, ongoing, or planned studies,
Including protocols, to resolve conclue
sively the issues concerning their snfoly
o man and animals. Paragraph (&) (1)
of § 568.15, as set forth below, is an ox«
clusive Hst of the antihacterial drug pro«
mixes which, hecause thefr sponsors have
filed commitments to conduot studies
that will conclusively resolve the issuecs
concerning the safety of their subthore
apentic usages, ave eligible for intorim
marketing, -

Additfonally, § 558.156(b) (3> mandated
commitments {o submit data to demon«
strate the effectiveness of these antibao-
texial drugs for subtherapeutic usage un-
der criteria established by the Burenu of
Veterinary Medicine, The Commissionor
calied for this datn to continue the ovalu~
ation of the effectiveness of combination
animal drug products which was initi«
ated with the promulgation of § 658,10,
Changes fn the new animal drug review
process that began in June 1867 incors
porated contemporary sclentific cxitorin
to measure the effectiveness of drugs
marketed to promote tnoreased rato of
welght gain, and/or incrensed feed ef-
ficlency. The effectiveness of most com=
binations approved since that timo hag
been evaluated using these contemporary
scientific eriteria. Section 558.15 requixes .
no further determination of effectiveness
for combinations determined to be offec-
ive under these criteria. The regulation,
however, required sponsors of all provl-
ously approved subtherapeutic antibace-
terial combination drugs that had not
been evaluated using these criterin to
submit 8 commitment to generate neceg=
sary data for these products to bo elipl~
ble for inferim marketing untfl these
data can be reviewed.

Paragraph (g)(2) of §558.15, ag sot
forth below, lsts all drug combinations
eligible for interlm marketing and tho
manufacturers who are sponsoring the
requisite effectiveness testing, Markoling
is permitted only for these combinations
and only when they are prepared from
{the antibacterial premixes Hsted in para~-
graph () (1), Most of the drugs already
approved under these effectiveness cxi-
teria have been codified in Subpart B of
21 CFR Part 558; these drugs have been
incorporated in paragroph (8) (2) by rof«
erence becduse of tho large number of
drugs affected and the length of the ap~
plicable regulations. The ohly other drug
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‘¢ombingtions that are eligible for interim
marketing have elfher been approved on
the basis of the contemporary effective-
ness eriferia and not been published in
Stubpart B of 21 CFR Part 558 or have
had commitments filed -to generate the
requisite effectiveness data; all these
?o)n%g;naﬁons are listed in paragraph
B. .

Commitments o generate data to dem~
onstydte - the effectiveness of the indi-
vidual antibiotics lsted in 21 CFR 121~
235 were not required by §558.15. The
- National Académy 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,
comoi tments to resolve conclusively the
safety Issues posed by these drugs were
- reqiired. These antibiotics are safe and

effective for use under contemporary -

standards, and commitments to conduct
studies that will conclusively resolve the
issues concerning. their safety raised by
§ 558.15 have heen filed. Therefore, these
. antibacteriel drugs are eligible for in-
"terim marketing, and they have been
listed in paragraph (g) (2) together with
their sponsors.

+ The Commissioner is also

This reguiation lists those antibiotics in-
fended for use alone or in combination
with other drugs in animal feeds that are
exempt from the certifidation require-
merits of section 512 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 fesds. Comments
were ‘also recelved from an assoclation
of animal drug manufdcturers and an
association of animal feed manufac-
turers on behall of their respective mem-
bers. Several comments raised questions
respecting the procedures being followed
to revoke fhe 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 Tegard-
ing them are as follows:

1. & 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 & pro-
posal. Each comment has been carefully
evaluated to determine which drugs, if
any, were Incorrectly proposed for rev-
ocation from the regulations and which
~drugs-and drug sponsors, if any, were

. 21"
.CFR 510515 (formerly 21 CFR 144.26).
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improperly omited from the appropriate
Usts in paragraph (&) (1) and () ot
§558.15. In addlt!on. all comments sub-
mitted pursuant to requirements Imposed
by § 558,15 have heen reviewed to assure
the accuracy of the regulations as set
forth below. Provislons of the regulations
that were erroneously deleted or omitted
in the proposals have been restored.

2. Several comments stated that the
reguiations, as proposed, would prohiblé
the marketing of products which are
covered by approved NADA’s or which
are “deemed approved” by the transi-
tional provisions of the Animsl Drug
Amendments of 1968. The comments
stated that approval of these drug prod-
ucts may not be withdrasn through pub-
lication of a proposed rule; but must be
withdrawn in accordance with provi-
stons of section 512(e) of the act includ-
ing, as provided thereln, 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 WADA's satisfies the requirements
of the Federal Food, Drug, and Cosmetic
Act aud the Administrative Procedure,
Act, As proposed in the Feperar REGISTER
of February 1, 1972 (37 FR 2444) and
promulgated in the Feperar Recisrer of
April 20, 1973 (38 FR 8811), § 558.16(c)

states ‘that the fallure of any sponsor
of an NADA for the use at subtherapeu~
tic levels of any antibictic, nitrofuran,
and sulfonamide drugs in the feed of
animals to comply with the requirements
of the regulation will be considered
grounds 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 fallure
to comply with section.512(1) of the act.

‘Thus compliance with §558.15 s prop-
erly required as a condition for con-
tinued approval of an NADA.

The proposed deletion of regulations
published in the FepERAL REGISTER Of,
August’s, 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 complinnce with § 558.15(h)
and that such drugs were therefore sub-
ject to withdrawal of approval pursuant
{0 § 558.15(c) . Simllarly, the companion
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 studles had heen filed pursuant
to § 558.15 that they were in compliance
with the regulation.

This procedure of providing notice by
Feoeran RECISTER . publication was used
because many of the drugs involved were
originally markefed pursuant to anti-
biotic and food additive regulations, and
the agéncy had previously exempled
these drugs from the antiblotic batch
certification requirements aud ¥Form
FD-1800 requirements. The Commis.
sloner was therefore not able to ldentify
all persons who had legally been market-
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ing these drugs. The August 6, 1974 no-
tice of proposed rule making, in com-
b!naﬁon with the proposed deletion of
the regulations, afforded adequate no-
tice to sponsors of antibacterlal drugs
nof; listed in paragraph (2) (1) and (2)
of § 55815 that they had Iailed fo com~
ply with § 558.15(b), and that such drugs
were therefore subject to_withdrawal of
approval in accordance with § 558.15(e).
Having failed to file responses demon-
strating that their products are in com-~
pliance with the requirements of § 558.15
or that the regulation is, or should he,
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 requivements have been met.
The Supreme Court has recognized
that class regulation through rule mak-
fng 15 legally permissible and, indeed,
often preferable to case-by-case adjudi-
cation. See, e.g., Welnberger v. Hynson,
Westcolt & Dunning, Inc., 412 US. 609,
620-622 (1973); Weinberger v. Bentex
Pharmaceuticals, Inc., 412 US. 645, 653
€1973); Federal Power Commission v.
Tea:aco, 877118, 33, 3941 (1964) ; United
States v. Storer Broadeasting co., 351
U.S. 192, 202-205 (1956) ., In this instance,
the Commissloner has particularized the
statutory standards for continued ap-
proval of NADA's by promulgating
§ 558.15. No hearing need be afforded an
applicant whose submissions, affer
proper notice, on their face fafl to meet
the requirements for NADA approval or
{0 provide reasons why approval of its
NADA should not he withdrawn.
The Commissioner concludes that ail
interested persons have been afforded
ample epportunity to participate in the

development of the requiremenfs con- ~

tained in §558.15 and to comply with
those requirements or offer reasonable
explanation for faflure 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 ADA 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 faflure to lst every
gpproved distributor would cause con-
fuston and would place distributors at
& competitive disadvantage because
products that do not carry the name of
a listed sponsor will inevitably suffer
in the marketplace,

The Commissioner does not agree mt.h
this suggestion. Section 512(1) of the
act provides for the publication in the
FEpERAL REGISTER of the mame and ad-
dress of the applicant (i.e., the sponsor)
of an approved NADA, A distrIbutor (un-
less he is also the sponsor of the NADA)
1s not an “applicant” within the mean-
ing of section 512(1) but simply a persen
who distributes under his own label a
product manufactured and labeled for
him by one who is an appliicant. Thus
there is no legal requirement that the
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names of distributors be published-and
1t has never bheen Agency practice to do
so. Listing distributors would impose an
unwarranted burden on the Agency be-
cause of the large number of distributors
and thelr propensity to change syppliers.
Moreover, where a-distributor wishes to
do so, there s no bar to his listing on
& 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 (e,
25 mamfacturer or distributor) each
person or firm hes with the produch.
Therefore, the Commissioner concludes
that distributors should not be listed in
§ 658.15. . )

4, Four comments opposed deletion
from the regulations of a limited »um-
ber of drug products containing anti-
bacterials fn therapeutic concentrations
which do not have a 14~-day limit on thelr
nse, ‘The comments stated that § 558.15
implements the recommendations of the
FDA Task Force on the Use of Antiblotics
in Animal Feeds, which directed its at-
tention to the continuous use ¢of sub-
therapeutic levels of antibacterial drugs
in animal Teeds, and the marketers were
not given proper notice to comply with
the requirements established by that
regulation. - -

The Commissfoner advises that the
Task Force was concerned with the
health hazard assoclated with the sub-
therapeutic use of antibacterial drugs in.

animal feeds. After the promulgation of ~

§ 558,15, o determination was made that
the use of any antibacterial drug con-
tinuously in feed for longer than 14 days
should he considered a subtherapeutic

usage, and the Commissioner concluded.

that sponsors of antibacterfals intended
for such use must meet the require-
ments established in the regulation re-
gardiess of the cancentration of the antl-
bacterial agents in the drug products.
This policy was made known o a num-
ber of drug sponsors as questions arose
ont individusl products, but the require-
ment was not included in either the
proposed or final regulation. The Com-
missioner concludes that sponsors of
antibacterial drug products inténded for
use in animal feeds for freatment of
disease for more then 14 days were not
provided adequate notice .that the re-
quirements established by § 568.15 were
- applicable to them. Therefore, the pro-
posed deletion of these antibacterial
products from the regulations is vacated,

This decision does not undermine the
impact of the regulation. The use of antl~
bacterial drugs in aniimal feeds ordi-
narfly is not the preferred route of
administration when treating an animal
disease, Apimals manifesting -clinical
symptoms of disease in most cases con-.
sume abnormally small amounts of feed.’
Therefore, the successful treatment of
the disease iIs often hindered by difficulty
in maintaining adequate drug exposure,
This fact, together with the cost in-
volved in feeding therapeutic levels of
antihacterial drugs for greater than 14
days, leads the Commissioner to con-
clude that use of these drug products at
therapeutic levels in feeds vonstitutes a

rs
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very small segment of.the antibacterial
drug market. - .. .

. Finalization of the actions concerning
the feed-use products evalusted by the
National Academy of Sclences—Natfonal
Research Council, Drug Efficacy Study,
will-deal with each of these products.
‘Where appropriate, claims for treatment
of. disease will be Hmited to prescribed:
durations. Furthermore, should. the
studies of the subtherapeutic uses of
these. antibacterisl agents heing con-
ducted pursuant to § 558.15 generate new
evidence that undermines his previous
conclusions as to the safety of these anti-
bacterials, the Commissioner will pro-
pose to- withdraw their marketing ap-
proyals., - .

5. Questions-have arisen concerning
the marketing status of products that
combine diethylstilbestrol (DES) with &
subthernpeutic antibacterial. Section
558.15 requires. all persons marketing
subtherapeutic antibacterials for ap-
proved ises to file commitments to con-
duct studies that will conclusively resolve
the issues of the safety of the use of the
antibactérial ingredients and the effec~
tiveness of the combination products on
the basis of contemporary scientific test-
ing criteria. However, hecause the Faod
and Drug Administration took regulatory
ection against DES before § 558.15 was
promulgated, the impact of this regula~
tion on the DES-antibacterial combing-
tlons has never been clearly enunciated.

Between the notice of proposed ruls
making to require sefety and effective-~
ness date for subtherapeutic uses of
antiblotics on February 1, 1972 (37 FR
2444), and the publcation of the final
order on April 20, 1973 (38 FR 9811), the
Food and Drug Administration withdrew
approval of all NADA's for DES lquid
and drug premixes. Presumably because
sll approvals were withdrawn, no drug
sponsors filed commitments to conduct
the required studies for the DES-anti-
bacterial drugs for subtherapeutic use
On January 24, 1974, the United Statés
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
thelr approval without s hearing, and
reinstated ‘both the approval of the
NADA’s and the accompanying regula~
tions, Hess & Clark, Division of Rbodic,
Ine. v. Food and Drug Administration,
495 P, 24 975 (D.C. Cir, 1974), Formal
confirmationn of reinstotement of the
regulations was publishied in the FeperaL
gﬂzch;sm of February 27, 1975 (40 FR

In the Feoeran RecrsTer of Augusth 6,
1974 (39 FR 28382 and 283933 and Sep-
tember 27, 1974 (39 FR 34682), the Com-
missioner issued a proposal to lst all
drugs and sponsors which were in com-
pliance with § 55815 and to revoke ap-
proval of all drugs not in compliance.
No holders of approvals for DES combi-
nations have ever filed elther commit~
ments to conduct the required studies,
or commenis objecting to omission of
these combinations from the proposed
st of. sponsored combinations eligible
for marketing and from Part 121 (21
CFR Part 121).

- March 28,

Although, the Food and Drug Admin-
1stration might therefore be legally justi-
fied in taking immediate action ngainst
these combination products, thé Com-~
missioner acknowledges that the Agen-
cy’s February 1975 relustatement of the
DES regulations pursuant to the Cowrt
of Appesls’ order may have misled tho
sponsors as to the status of these prod-
ucts. The Commisstonier has reviewed tho
situation concerning these praducty and
concludes that immediate finnl action
against them is inspproprinte ot thiy
time. At the same time, they remain sub-
Ject to the requirements of §558.15 of
the regulations and section 512(1) of the
dgef. The Commissioner has therefore de~
termined that § 558.15 should be modified
to clarlify the status of DES-antiblotic
combination products as follows:

In accordance with §$558.15, all miny«
keted DES-subtherapeutic sntibocterinl
combinations must -contain antibacto-
rials for which commitments to conduoct
the necessary safety studies have been
filed and which-are Hsted in paragraph
(@) (1) of that section. Moreover, atter
reviewing the informaffon available
about the DES-subtherapeutic antibac-
terial combinstions, the Commissiones
has determined that no approvals for
these combinations are supported by
efficacy data that meet contempérary
sclentific criterin. For this reason, all
gponsors of previously approved DES-
subtherapeutic antibacterial combina-
tions must file commitments to conduct
studies satisfying these criteria to deme
onstrate the effectiveness of thelr prod-
uets, Such commitments must be filed
by March 26, 1978, which i more
then 1 year after formal reln-
statemeht of the DES regulations, the
latest date on which makers of the DES
combinations could piaustbly believe that
§558.15 was inapplicable to thelr prod-
ucts. Any conscientious sponsor, there-
fore, will have sufficlent opportunity to
comply with the regulation. Because tho
sponsors should have filed commitments
and begun studies immediately after tho
January 24, 1874 declsfon of the Court
of Appeals in Hess & Clark, supra, -
and because the necessary affectiveness
studies require less time than the safoty
studies, data satisfying contemporary
efficacy criterla must be submitted by
1977. Al other provi-
slons of §558.15 sre also applicablo
to these drugs. Only persons hold-
ing approvals for these combinations
may market them in the interim; study
progress reports must be fled every Jan-
uary 1 and July 1 until comipletion; and
all provisions of §558.15(¢c) concerning
Talimre to submit required rocords and
reports apply. Additionally, the extraor-
dinary fact situation concerning the
drugs requires further assurance of imt«
mediate complance with the regulation
as instituted. Thercfore, the first prog«
ress reports demonstrating inftiation of
the studies must be filed by April 28,
1676, ,
. DES subtherapeutic-antibacterial com=
combinations fell within the scopo of
the Agency’s original notice of proposed

-
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rule making on this miatter, and spon-
sors of such products have had smple
opporttml to demonstrate that § 558.15
was inapplicable or should be'waived. No
comments were filed, and these combina<
{ions may be regulated by §5568.15 as pro-
nivlgated. Manufacturers .of.the combi-
nations ” containing DES have already
-enjoyed an economic advantage over
simildily situated sponsor§ of other anti~
- bacterial combinations. The. Commis-
- sioner therefore concludes that the re-
quirements herein set forth may be pro-
mulgated 85 a final oxder. -
In the Feorrat RecrsTer of January
12,1976 (41 FR 1804), the'Food sud Drug
ation lssued a- Notice of Op-

L Portunity for Hearing proposing to with-

draw approval of gl outstanding NADA’s
for the use of DES in animsals used for
human food,-on the grounds that ‘resi-
dues in- animal tissue produced by the
- use of such products have not been shown
. 1o be safe and that the Delaney anti-
_ caneer clause is applicable because no
.2dequate methods exist that are capable
of detecting and measwring residues of
DES at Jevels above any that have been
.shown 1o be. safe. The notice afforded
holdefs of NADA's for DES an opportu-
nity 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. held in response to proper re-
quests that are recefved Is likely to occur
during the first 6 months of 1976. To
avoid-any future m!sundersbandmg ‘the
Commissioner announces that, should a
Ainsl Ageney decision m’shdrawlng ap-
“proval of DES for, use. in’animals used
forhuman food be ISsued before the dates
specified for final submission of data sup-
porting the safefy and efficacy of DES-
antibacterial combination products, this
order will dob anthorize the continued
. marketing of these combination products

pending-the compleﬁon and submfsion .

ofthe required studies.
. 6. Questions have ansen ahout the Im~

) pact on §558.15 of Hoffmann-LaRoche V.

Weinberger, Civil Action ‘No. 15-0212
D, filed July 27, 1975).

Section -558.15 serves three functions
Principally, it requires submission of
data: to resolve the safety and effective-

-ness questions pertaining to -the use of
subtherapeutic antibacterial drug com=
‘binations. Secondly, it provides the Agen.

- oy-with documentation of the market-
ing .of subtherapeutic antibacterial
combinations transitionally approved by
section 108 of the Animsal Drug Amend-
ments and requires these: files to be sup-
plemented with contemporary -sclentific
data. Pinally, it establishes the condl-
tions under which products containing
subtherapentic levels’ of- antibacterial
dmgsforusemanimal:teedmay ‘con-
tinue to he marketed. These requirements

- Permit-FDA more efficiently to-regulate
the marketing and use of these drugs.

.- The decision: in " Hoffmann-LaRoche
clarifies the scope.of§.558.15. The Cont~
missioner "has thoroughly reviewed the
Ailes on all drugs and sponsors’for which
the commitments. weére receivedto con-

. @uct the studies required by this regula-~
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tion, and the only drugs an

which the Comxniwlonerhns detemined
to be approved for use by NADA, NDA,
master file, antibiotic regulation or food
sdditive . regulation have been Usted.
NADA's for drugs subject to the regula~
ton that were filed by persons or fixms
that did not have, and in some instances
may not have been required to have, an
approval for marketing arve belng proc-

essed as part of .the review required by

§ 558.15.

7. Whitmoyer Laboratorles, Inc., ques.
tioned the proposed deletion of the car-
barsone-bacitracin methylene disalicyl~
ate drug combination (iten ¢} from
§121.310(b) and the faflure to list the
combination In § 558.15(g) (1) beeause
‘Whitmoyer holds an approved NWADA for
thé carbarsons combination for use in
turkey feed.

‘The Commissioner ooncmdms that
safety studles gre belng conducted
pursuant to § 558.15 by the sponsors of

bacitracin methylene disalicylate, and
‘Whitnioyer Laboratories, NADA for the
carbaysone-bacitracin methylene disalt-
cylate combination was approved under
contemporary efliceey criteris. Theye-
fore, the Commissioner is vacating the
proposed revocation of this drug come
bination from the regulations.

Addition of the drug combination to
paragraph (g) (1), howaver, would be In-
correct. Paragraph (g) (1) lists only the
manufacturers sponsoring studies to
demonstrate the safety of specific anti-

bacterial premixes, and the drug com-

bination is not & premix. Paragraph (g)
{2), on the other hand, Hsis the druz
‘combinations permitted for incluston in
animal feed when prepared from a pre-
mix in paragraph (g) (1) and the spon~
sars of «these drug combinations. The
NADA for Whitmoyer's combination
yroduct was- approved under contem-
porary efficacy criteria, axd the required
safety studies are being conducted by
Jhbe sponsor of the anilb premix,
Because the drug comblnation meets the
criteris established for interim market-
Ang, the Commissioner has added Whit-
moyer Iaboratories, Inc., and this
combination to paragraph () (2).
. 8, Norwich Pharmacal Company com-
mented that Indications for the use of
nihydrazone in § 181.237(d), item 1,
should not include olabms for the coc-
cidizl specles E. maxima or E. brunetti,
]‘:le'ag;e clalm for histomonlasls (black
- As required by §558.15, commitments
have been filed to conduct studies to

generate data to support the effective-.

-ness of the nihydrazone drug combina-
tions for the subtherapeutic indications
of use set forth in § 121.237, The Com-~
missioner, however, has not conducted
8 reevaluation of the dato available to
support the effectiveness claims of nithy~
drazone as & single ingredient for other
indicetions of use. Nihydrazone, as &
single ingredient, was approved for use,
among other. things, against histomonin-
sls (black head) and coceldlosls caused by
E. mazima and E. brunetti, The Com-
-missioney- concludes that this order is
nof appropriate for the revision of the
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approved uses for single ingredlent new
animal drugs that do not involve sub-
therapeutic cﬁhm:Sncbarevleonwauld

involve drugs whose spansors were not

given appropr!nte notice to substantiate
these clalms of effectiveness. Revisions
of this nature are more appropriately
handled in a separate specific notice giv~
Ing all holders of approvals for this drug
an opporiunity to support these indica~
ons of use with a well-organized and
full-factual apalysis of the data to sup~
port its effectiveness. ‘This action can be
more efficlently handled when all safety
and effectiveness data generated pursu-
ant to § 558.15 have heen submitied and
reviewed. At that time the Commissioner
will determine whether the withdrawal
of approval of any or sll NADA’s for
nthydrazome drugs 3Is appropriate.
Therefore, the Commissioner disagrees
with the contention that the Indieahons
for use of nihydrazone against coccidi-
osis caused by E. mexima and E. brunetti
or histomoniasis (black head) should be

deleted from the regulstions in thts -

‘order.

9. The notices of August 6, 1974 pro-
posed the deletion {from § 558.105(6) (1Y
of buquinolate 75 grams per ton in fin-
ished feed for chickens in combination
with: dv) penicillin, 2.4 to 50 grams per
ton; (v) bacitracin, 4 to 50 grams per
ton; (vl peniciliin plus bacitracin, 3.6
o 50 grams per tom (oot less than 06
gram of penfeillin nor less than 3 grams
of bacitracln) ; and (viD) chlortetracy-~
clipe, 200 grams (§558.105(D Q) (iv)

through (vi) was formerly §135e35(D,
item 5. o through d). Norwich Fharmacal
commented that the efficacy require-
ments for these drug combinations bhad
been satisfled under contemporary effi-
cacy criteria and that safety studies are
befng conducted pursuant to § 558.15 for
alone, becifracin alone, and
‘chlortctracycline ajone, On this basis
Norwich requested that these drug com-~
binations not be revoked from the rez-
ulations,

The Commissloner concludes that

these drug combinations have been ap-

drug proved under contemporary efficacy

criteria and that the required studies
are being canducted to demonstrate the
safely of peniciliin,- bacitracie, and
<chlortetracyline. Therefore, the Com-
missioner #s vacating the proposed revo-

%on of §558.105(ﬂ 1} Gv), (v), and.

RBecause of the difficulty and comp]ex-
-ty of research required by § 558.15 in the
‘safety area, the Commissioner furtber
concludes that, at the present time, the
safety issues concerning bacterial drug
resistance and resistance transfer caused
by subtherapeutic antibacterial drug

combinations should he first evaluated
on the basis of studies that assess the
safety of the antihacterials individually.
“The -questions raised by §558.15 are
sclentifically complex, and in many in-
stances no model systems for testing
are available. Resedarch on a single anti-
bacterial drug minlmizes the variables in
the studles, prevents masking of wnto~-
~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 conclusively resolve the
theoretical questions raised.

+ For these reasons the Commissioner
¢oncludes that these studles to demon-
strate the safety of penicillin-alone and
bacifracin alone are sufficlent to permit
the interim marketing of penicillin.
bacitracin drug combinations, and the
Commissioner is vacating the proposed
revocation of § 558.105(f) (1) (vi).

10, Merck & Company questioned the
ahsence from § 558.16 of & provision for
a combination drug product containing
procaine penicillin-streptomycin admin-
isteredindrinkingwater. . , -

The Commissioner advises that the de-~
lberations and conclusfons of -the ¥DA
Task Force on the Use of Anfiblotics in
Animal Feeds were directed at the use
of antibacterisl agents administered to

_animals in feeds. For this reason, the
Commissioner has not included in
§ 668.15 drugs administered in other dos-
age forms, such as those administered in
drinking water. The safety and effective-
ness of drugs administered in these dos-
age forms are being independently con-
sidered.

11, Merck & Company also objected to
the failure to lst in § 558.,15(g) (1) and
(2) certain antibacterial premixes and
drug combinations for which the firm is
sponsoring safoty or effectiveness studies,
and the concurrent proposed revocation
of the corresponding regulations for the
drug combinations, * - - .

The Commissioner agrees that Merck
is shonsoring studies to demonstrate the
satety of a penicillin-streptomycin pre-
mix. Therefore, Merck and this premix
.have been added to § §58.15(g) (1) with
the indications for use set forth in
§§ 121.225 and 121,256 (21 CFR 121.225
and 121.256) . Because Merck is conduct~
ing studies fo resolve the safety issues
concerning this peniciliin~-streptomyein
premix for these indications of use, the
drug combinations made from this pre-
mix for which Merck is slso conducting

appropriate effectiveness.studies may be

validly marketed. These drug combina-
tions and thelr sponsor, Merck, have been
added to §558.16(g) (2), and the pro-
posed revocation of these drug combina.
tions from §121.256 is vacated, -
Merck is also sponsoring effectiveness
studies for the following drug combina-
tions which contain erythromyein 4.6 to
185 grams per ton and are listed in
§ 121.210(c) (21 CFR 121.210(c)), table
1, items 2.1, 2.2; 2.3, and-2.4: amprolium
113.5 to 227 grams per ton, amprolium
118.5 to 227 grams per ton plus ethopa-
bate 3.6 grams per ton, amprolium 113.5
to 227 grams per ton plus arsanilic acid
90 grams per ton, and amprolium 113.5
to 227 erams per ton plus ethopabate 3.6
grams per ton plus aysanilic acid 90
grams per toun. Since Abbott Laborato-
ries, Inc. Is sponsoring studies to resolve
the safety issues concerning the eryth-
romyein premix, these drug combina-
tions may be marketed during the in-
terim period. Therefore, the Commis-
.. sloner has vestored these amprolium
combinations to §558.15(2)(2) with
Merck as their sponsor,.and the proposed

RULES AND REGULATIONS

reggc;tion of these regulations I va-
oy

12. Commercial Solvents Corporation
commented that 1t is conducting studies
pursuant to §558.15 to resolve con-
clusively the safety issues concerning
zlnc bacltracin. In addition, the company
filed commitments to conduct studies to
demonstrate the effectivéness of the fol~
lowing drug combinations:

a, Zinc bacitracin, amprolium,
ethopabate;
.~ b. Zine bacitracin, amprolium, ethopa~
bate, and 3-nitro-4-hydroxyphenylar-
sonic aeid; - -

% Zine bacitracin and arsanilic acid;
an A )
.:d. Zinc bacitracin, jzoalene, and 3-
nitro-4~-hydroxyphenylarsonic acid.

The firm objected to the omission of these
drug combinations from §558.15(g)(2)
and the proposed deletion of these drug
combinations from Part 121 (21 CFR
Part 121). -~ .

“The Commissioner concludes that
Commercial Solvents Corporation has

and

“filed commitnents to resolve the safely’

of zinc bacitracin and to demonstrate
the effectiveness of the drug combina.
tions in question. Therefore, these drug
combinations are eligiblé for marketing.
The Commissioner has Hsted these drug
combinations in §558.15(g) (2) and is
vacating the proposed deletion of these
drug combinations from Part 121,

13. Elanco Products Company objected
to the broposed deletion of various drug

combinations containing hygromyein B

for subtherageutic usage from §§ 121.210,

and 121.213 on the grounds thet Elanco
is sponsoring studies fo resolve ¢onclu-
sively the safety of this drug.- -
Hygromycin B premix and drug com-
binations containing this drug aye within
the purview of §558.15. The Commis~
sioner concludes that the hygromyein B
drug combinations proposed for deletion
from the vegulations are not supported
by evidence of effectiveness meeting con-
temporary scientific criteria, and neither

- Blanco nor any other drug sponsor has

submitted commitments to conduct
studies t6 generate data to demonstrate
the effectiveness of the hygromycin B
drug combinations, which Is also required
by § 558.15. Therefore, the Commissioner
further concludeés that these drug com~
‘binations are properly deleted from the
‘regulations. . .
14, Salsbury Laboratories objected to
the proposed revocation of § 121.263, 8-5
dinitrobenzamide; § 121.264, sulfanitran;

. and § 558.35(g) (5) through (7) (former-
.1y § 135e.31(g), table item 2.2, b.2, and

¢.2), aklomide, because-these drugs do
not exhibit antibacterial activity under
any cwrrently approved uses when used
as single ingredients and thus are not
‘subject to § $58.15.

The Commissioner concludes that the
requirements established by § 558.16 are
inapplicable to these drugs when they
are used as single ingredients because
they are not antibacterials, Nevertheless,
‘the requirements are applicable when
these drugs are.combined with antibac<
terials. To market any such combination,
a drug sponsor must have filed 8 come

mitment to conduct studles o resolve
conclusively the issues concerning the
safety of the antibacterisl component, In
addition, adequate effectiveness data
meeting contemporary sclentific oriterin
must be included in an approved NADA
for the drug or the sponsor must hayvs
filed & commitment to conduct studies to
generate such data.

. The Commigsioner has determined
that § 121,263 lats no 3,5-dinitrobenzas
mide-antibacterial combination drugs
and, thus, is vacating the proposed rovo~
cation of that section,

Sulfanitran-antibocterial  combina«
tions were Isted in § 121.264(c), and
aklomide - antibacterinl  combinations
were listed in § 558.35 (formerly § 1350.~
31). None of 'these antibacterial drug
combinations has been évaluated for of-
feotiveness under contcmporary sclen-
tific criterls, snd no commitments to
conduct the necessary effectiveness
studies have been filed for them, The
Commissioner therefore concludes thaf
sulfanitran-antibacterial and aklomide-
antibacterial combinations are properly:
deleted from § 121.264 and § 568,36, ro-
spectively, and is revoking items «
through d in the table of §121.204(c)
gx%%ls%asmsmph (g) () through (8) of

15. E. R. Squibbh & Sons, Ing, com«
mented that the Commissioner incor-
recfly proposed fo revoke the reguln
tions in § 121.220(d) for use of nysiatin in
the feed of laying and growing chickens
and growing turkeys at 50 and 100 grams
per ton, Squibb contended that the drug
is an antffupgal agent ond thus beyond
the scope of § 558.15. .

° The Commissioner agreés with this
comment. The FDA Task Force on the
Use of Antibiotics in Animal Feeds did
not review antifungal products and made
no recommendations concerning them.
The Commissioner concludes that nysta-
tin also has no significant effect on
bacteria and viruses and is outside the
purview of §558.15. Therefore, he is
vacating the proposed revocation of
items 1, 2, and 3 In table 1 of § 121.220(d)
for the use of nystatin as & single ingre-
dient for growth promotion,

- However, the nystatin-antibaotorial
combinations used for subtherspoutic
purposes are within the scope of § §58.15.
These combinations were not approved
on the basis of contemporary effective~
ness criteria, and no commitments were
filed to conduct the requisite effeotive~
ness studies, Therefore, the Commig~
sioner concludes that all nystatin-anti-
bacterial combinntions are properly deo-
leted from § 121.220(c>.

18, Dow Chemical Company objected |
to the deletion of § 558.175(e) (1) (1))
(formerly § 136e.46(e), item 6. a and ¢)
from the regulations, which covers
clopidol (0.0126%), roxarsone (0.006%),
and bacitracin methylene disalioylato (4
to 25.grams per ton); and clopidol
{0.0125%), roxarsone (0.005%), and zino
bacitracin (4 to 25 grams per ton), Tho
firm contended that these drug ¢ombina-
tions had been evaluated snd approved
based on contemporary sclentific criterin,
a?g g%gyl gre, theretore, outside the scopo
0 .15, .
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-.The Commissioner agrees with thizs (D Section 121.308(d), table 1, 31(c) §558.15. These drug combinatlons may
- comment..The NADA’s for. these new and §121.207(c),2.1andS1 be marketed when prepared from-zinc
animal drugs were spproved specifically . (e) Section 121.208(6). tubla 1, 15¢a). bacitracin or chlorte premixes
for use in poultry feeds-on the basls of and §121.210(c), 231(u) Usted n §558.15(g) (13, Therefoxe, the
coniemporary effectiveness criteria, and () Bection 121.208(M, tabls 1, 18 and nropased revocation of these drug com-
studies are being conducted -pursuant to * § 558.195(g) (4) (formetly $136e81@) binations from tharegulationsis vacated.
§-558.15 to resolve the safely issues con- 2b.1) 21. Abbott Laboratories and Ms erg-
cerning the antibacterial components of . (g) .Section 121.225(:!1 (3)¢v) (for- thromycn docyapate premixfcrusein
these combinations. The Commissioner merly §121,225(£)(3) (V) cattle were omitted from §553.15(g) (1).
conclides that these drug combinations (h) Section 121.262(c), 124 and § 558~ Abbott oblected to this omission, and it
may be .marketed when.they are pre- 515(D 1)l (ormedy § 135¢.66(1)(2)), also opposed the proposed revocation of
pared from a drug listed in § 558.15(R) @) Bection 121.208(d), table 1, 17 and 20 specific antibacterial drng combina-
(1). Therefore, he Is vacating the pro- §558.515(6H) (1) U4iD, (iv). and (v) Qor- Hops from §§1I21.207, 121210, 121253,
posed deletion of these drug combma- merly §135e.66(0) (3), (4) aund (5)) 121,292, and 510.515. -
-tions from §.558.195.- - -~ () Section 510.515¢(b)(23) (formerly  ‘The Commissioner concludes that Ab-~

17, The Diamond Shamrock chemmal § 144.26(b) (23)) bott filed a proper commitment fo con~
Company questioned its omission from &) Section 510.515(b) (34) (formerly duct studles pursuant to §558.15 to dem-
the list of approved spopsors in § 558,15 §144.26(h)(34)) onstrate the safety of erythromycin
(&) (2), asserting that'it is participating Section 510.515(h) (43) (formerly thiocyanate s a growth promotant in
-in ‘cooperative studies to resolve the §144.26(b)(43)) catle. The appropriate material was
-safety of “bacltracin methylene disall- . ‘The Commissloner concurs with this filed by Abbott when the company real-
cylate as required by § 558.15, and that Comment, Items (a) through (f) relate ized thatcommitments were necessary to

-~ 1t has submitted protacols for in vitro 1o drug combinations containing thera~ demonstirate the safety of the drug in

-

and in vivo studies conducted with bacl- Dpeutle levels of chiortetracycline, and eachspecies of animal for which the drug
tracin methylene disalicylate in accord- the drugs are indicated for thempeutio 1s sought to be marketed. ‘Therefore, the
ance with the requirements set by § 558.- uss Ttem (g) relates to increased rate Commissioner has added Abbott's ery-
- 15(B) (1), ‘Additionally, Diamond Sham.- of gain uses in Jambs and growing sheep. thromycin thiscyanate premixto§ 558.15
rock asserted thatdt has letters from the , Safety studies for chlortetracyclinespon- (g) (1), and he is vacating the proposed
. holders 6f NADA's for bacitracin meth- sored by American Cyanamid Company deletion of this drug from § 510.515.
ylelie disalleylate anuthorizing it to use are underway and drug eficacy require=  Aphott filed suitable commitmients to
. the safety and effectiveness data in thelr  ments for the product were satlsflied by conduct studies to demonstrate the effec~
© files. ‘the National Academy of Sclences- tiveness of certain erythromycin drug
The Commissioner has reviewed the Netlonsl Research Counell’s Review.The combinations in accordance with §558.-
material submittéd by Diamond Sham- CAim proposed for Tevocation in item 15, Based on these commitments the
_rvock. and concludes that ‘the' firm has (h) doesnotinvolve antibacterials. These  Commissioner concludes that those ery-
- compled with the intent and critical drug combinations axe hoyond the scope  thromyeln drug combinations are elgi-
e!ements of '§ 558.15 by sponsoring studles  Of § 55815, and the Commissioner i5 va~ ple for interlm marketing., Therefore,

methylene disalicylate in animal feed, Urug combinations. of the combinations of erythromyein and

Although Diarnond Shamrock failed to ... The effectiveness of the uses covered zoalene with or without arsanilic acid-

malce certain technical filings by thé ap~ DY items () through () was established and the combinations of erythromycin,
* propriate date, It has substantially com- 93 the basls of contemporary sclentific amprollum, and arsanile acid with or
plled with the requirements of the reg- oriteria, and commitments to conduct without ethopabate from §§121.207,
ulatidn. Diamond Shamrock has now studm pursuant to §558.15 to resolve 121210, 121.253, and 121292,
completed the necessary filings, and the Safety Issues concerning chlorelia~ 90 abbott Laboratories also opposed
Commissioner has added Dismond Cycline have been submitted. ‘Therefore, gy revocation of bacitracin, zoalene, and
Shampyock to the list of sponsors of anti. the Commissioner concludes that these grsantite acld drug combinations from
bacterial bremixés for bacitracin meth- dl'“g combinations may be marketed gi191207(c) subitems 24c, 34c and
Ylete'disalicylate in § 558.15(g) (1). 1’1{‘3’1 m“‘““ﬁged from chlortetracy- g321.253(c) subitem 1.8d and chlortetra-
18. Diainéid Shamrock also objected * oo, Premuizes Hsted 1o § 558.15(8) (1), * cyeline, baclizacin, arsanilic add, and
to_its omission’ fom §558.15(2) () 85 8 foa of thm“ng ¢ propased revoca~ - sodium arsanilate’ combinations from
sponisor of a chldrtétracycline-arsanilic dt?ug:hav esb% d’}‘g‘ggmm ons. !gzgg §510,515.
acld driig combinption for use n SWARE * repuiations on the basis of th Commis. 108, Commissloner has recelved, o
feed and the proposed deletion of this 15 oL Getermination. Ommi®  commitment from Abbott or any other
sctively conducting studies’to meet the 0 ° o cotr i’ oo ropos eg“ °d‘“' studies in support of the safety and ef-
criteria imposed by.§ 558.15 and Has filed ¢ i (3)’;“ T poau%e fectiveness of these drug combinations.
.the appropriate applications. “m 1355& 51y nrovidlng fr dnco.. ‘Therefore, the Commissioner concludes
The . Commissioner agrees with thls m ¢ basitracin an mm:"“" that these regulations are properly re-
cycline-arsanilic acld drug combination g;e drug combinations are the subject _ 23~ Pfizer, Inc., objected to the pro—
Diamond Shamrock as its sponsor. The ~the manufacturers of zine bacltracin apd Gt drug combinations zrom§121.256(d)
proposed revocation of this drug com- chiortetracycline premixes have filed table 1, end the failure of the proposed
- bination 1s yacated, aud it has been commitments to conduct studles pursu- amendments to list sll antibacterials and
added fo_ §510515(e) A, . ant to § 558,15 to resalve the safety fssues  antibacterial- drug combinations for

i3, Acommens y Anicercpuunla - Conmig e wibis, || Tl S s fed pros commit

" to resolve the safety issues for bacitracin cating the proposed revocation of these he Is vacating the proposed revocation .

Company particularized the followlng The Commissioner agrees with this sbudles. namely, oxytetracycling. peatcn

specific instances in which it contended comment. The data in the NADA for
* chlortetracyline drug = combinations these drug combinations were evaluated g& streptomycin, and peniciliin and

drug. combinations

- were improperly proposed for revocation ysing contemporary efficacy eriteris, and ptomycin  drug.
" from the regulations:~ - - R ey Srlteria, and  §558.15(g) (1) and ().
(2) Seition”'121.208(d), bable 1, 6(a) that the data demonstratéd the effec- . . rn¢ Commissioner has concluded that
tiveness of the combinntions. Tn additd Pfizer has filed the proper commitments
_and §121.210(p) 21, 792,31 and4.1 of theco ons. om, o a 1s conducting the e craties
"(b) -Segtion . 121,908¢d), table i, 6y Sommitments to conduct the investiga~ requisi

tions required to establish the safety of ‘o demonsirate the safety and effective- -

1]

- and-§125207¢c),:2.1 and 3.1 ;- . the zinc bacltracln and chlortelracy- 1SS of these drug products. Therefore, -

(¢) Section 121.208(d), table 1, 6(e) cline ingredients in the combinations the Commissioner is vacating-the pro-
and §121.262¢c), 1.1 - have been filed in accordance with posed deletion of the penfeillin-strepto~
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mycin drug combinations from § 121,256
(d),table 1, and has added the oxytetra~
cycline, penicillin, streptomycin, and
penicillin-streptomycin drugs with Pfizey

as thelr sponsor to §568.15(g) (1) and

(2), respectively. The Indications for use .

of these drugs have been amended to
correspond to those permitted wunder
prior approvals held for the products by

er.

The Commissioner has carefully con-
sidered the envirorimental effects of this
action and, because the action will not

RULES AND REGULATIONS

an "environmental impact statement is
not required. A capy of the FDA 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), §2 Stat. 1055, 82
Stat. 343-351 (21 U.S.C..860b, 371(a)))
and under authority delegated to the
Commissfoner (21 CFR 2.120), Parts 121,
510, and 558 are amended as follows:

§121.200 Definitions and interpretas
tions applicable to Subpart C.
* ¥ L 3 L 3 L ]

{d) Regulations presoribing condi-
tions under which antiblotic, nitrofuran
and sulfonsmide drugs may bo safely
used in animal feed shall not be con-
strued to relfeve such drugs from tho
provisions of §558.16 of this chapter
where applicable.

2. In § 121,207(c) by revising the table
{o read as follows:

§ 121.207 Zoalene.

significantly affect the quality of the _ 1. In § 121200 by adding & new para-~ . » . . .
human environment, has concluded that graph (d) toread as follows: () *+ + o .
ZOACENE T CoMPLETE FEEDS POR CHICKENS AND TUREEYS
+ Princ Grams | Combined with~- { Grams Limitations Indlcations for use
ent perton . per ton .
* 11 Zoalene......|U18.5-170.8 For tuskeys grown for | Preventlon and control
' h c("0.0125 s mcatpurpagsonly. of coceldiosls,
12 Zoaleno....|113.5-170.8 | Carbarsone (not . | 277-840.5 | For turkoya grown for | Proventlon and conbrol
s | e | i | " M | e
\ “ Rt ng 2 petor Dlacxhean,
"1 diosisare expected and
continue as long as
- gmvanﬂon of k-
ead and provention
and _control of -
. . diosis Is needod; with-
N ) draw & fora
. slaughter; as  solo
. sourco of organie ar-
. Reserved - ' i .
&%Zgn!we....l. 113.5-170.3 | Arsanilic acid.....] 0 | For turkeys. grown for | Growth promotion and
.o . . (0.0193)] meat purposss only; { food oney, fme
> withdraw 5 days be- roving  plgmentd-
foro slaughiter; as sols |  tlon.
. {ggnlnmao' of organic ar-
8. 202100 eenns 118.5-170.3 Solglt:mo.mub " mg,o) TN T S —— Do,
. Zoalena...... 1113.5-170.3 | 3-Nitro-£-hy- 22.7‘—45.2 §121.262, table 1, item {§121.202, fablo 3, ftom
, gg‘xy&!za?yw- . 21, N 2.1,
- ¢
' .3 Zoalens...... . 1uss For brolter chickens.....] Provontfon and con-
< 0.0125%) trol of osls.
. 2.2 Zoalens......| § | Arsanilic acid.....] 90 | For broller  chickens; | Provention andcontral
. * (0.012595) ©.01%3]  withdraw 5 days boe | of coceldiosis; growth
v fore slm;hw; 83 solo on and feod
4 source of organle ar- | eofficlotiey; improving
sanlo. pigmontation,
2.3 Zoalene......} 113.5 | Sodium arsant~ - 90 49. 0,
{0.0125%) ta, - - (0.01%) .
24 Zoalenn...... 1138 | 3-Nitro-dhy- 227454 |.er@Ournrnanassannenenea] DO
(0.0126%)} droxyphonylar- (o.oozsg,— .
sonle acid. 0.005%)
- 2527 (Re. . .
28 Zoalons...... 113.5 | Liacomyeln....... . 2 | For broller chickens; do | Inorcasa In rate of
: ©.025%) ¥e o ioytag | weight goln, im-
chickens; to bo fod as {  prov
‘ the sole ration; as | officlency, snd os an
Tin droohlo- | ald fn the provontion
ride monohydrate pro- §  and control of
ded by No. , | coccldlosfs,
sea § 510.600(c) of this
chapter; pro- | ~
. ded by No. 025700,
. - :ﬁ 520.600(0) of this
s:31,29,0e | - 185 ] Pentolllta.-......]  2.4-50 | For broller chickons; as | Growth promotion
h&b ‘ . 0 penlellling snd feed oflicionoy.
: ewens) Has 1 S— . 450 | For broller chickens; as Do.
« L1, 3.4. 3.6 { Bacltesola.. 3 or by 0 m% ii=thed 0
- . disalicylate, or zine
. bacitracin,
s [Roserved] N ’ .
(Y % SO t For brofler chiokens; | Ag prosoribed in
et TIE | Chlortatrayaltan | 000 | B e o Ta s L | 3 Yok o060, tabla 1,
- : - 208(d), table 1, Hem itom 6.
* . ' . 6, a3 chlortetradysiine
- hydrochloride.

»
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- RULES AND REGULATIONS .

ZOALENE I¥ COMPLErE Frros FOR CIXICEYNS AND 'ruma—-cmunued

Mﬂnd Grams | Combined with—~ | Grama Llmitations Indicallons foruse
ent per ton pecton
“2.20 oo 1135 | Bacttractn....oo] 100200 Fos bithr cickenyos | Asprectbedin
yrmi - 124,233, t
- - ), Lable 1, item LaaY *
” gL [ Beserved) 0323 zinobacl
A% X S u3.5 | Erythromyein....] 4€.6-185 | For brotlerechickens; o3 | Growihpromaticnand
$ 4 cyuoxmu)‘dn thlocy~ mduﬁdmcr.
ke [R)e- i .
0. 21,22 v eene 1Has do.... 02,5-1585 "ﬁ"’ﬁ(‘“' ftems 13, smmu 2% @), items 1.3,
331 Zoaleno......] 36.9-112.5 For repla: Develapment &f cotive
{0.004%% e incompleto | immunliy to coccldl-
o 01250 * Cerawer ol
. . : mﬂonnai,l‘abc&dt?
9392553!‘-‘!!9‘?-‘53 ¢
A ———————————
' . ount of in
‘("«d for l?ltdzﬁey“ aze
N Growning conditlens Froup
) Slarter Grosrer
milon | ration
i ’ (:’rcmptr Grams per
Bevere exposure m.‘gﬁ 7.7.:-053.5
ST eoizss] (0.0053%
. 0.01245)
Light lo muderute o~ ‘:(%.4‘“&5 3&%3"‘59.5
- . e,
aoizth) 00035
3.2 Zoalene......f 30.3-113.5 | Agsanilie aeld.....| 90 For yeplacement chicks § Development of se-
{0.004%% 0.056%) ens; {n campleto feed §  tve &mnnlty to
0.0!25% 3 gwcr rotlen | coccd
notto b fid fo birds | promotion and feed
s over 14 weeks of o5e; | eflicleneys improve
. withdmvr & days be- §  Ing plgmentation.
o AT R '
seile, o8 follatrs:
Growlng ¢enditions Starler Grower
- ratfon atlon b
R Gronspor | ~Croms per
N Severo exposure “as ] s
. : ) ‘&Dm‘%
: Light o moderole exposure......] TA4NLG] 383754
@057~ (Rooice.
01237 70)
33 Zoalend......| 30.3-113,5 | Sodinm arsanilate,] €0 (0.0152)] For replecement ehicke | Devslopment of
0004 O e atsta fed | © aoton hoamaty
R 0.0125%) ys g:o rotlon | coecldliods; grawth
not 12 be fed to birds {:onmﬂan and
over 14 wrocks of ng:i 2¢q eflisfencys
. withdraw 3§ days Improving
- Sures of saalo y | Pementation.
‘. - eende, o3 follg'rs:
Growing conditions Staxter Qrovrer
. rotion rotfon
: Grars per fon] Grams per ton
BOVEL0 LXPOSUIGe wunernorssnemene] ’1?8.5‘ 15.4-1£fB
o~ * {0.01255%) (&%
* . - "Light tomodcrate eXpOsuen ueea} '{&44!8.5 a&&-’?‘hi
i Sy
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8290 RULES AND REGULATIONS'
Zoatzne 18 CosrLxni’ ¥xos’ yox Ceicxzis AND Tomssys—Continued
m Cramg | Comblnod.withes | Grams Timifations Indications for use .
pex ton . pet ton
34 Zoaleny,.....| 36, 3-11%.5 | 3-Nitro-Lhydrosy-] 22.Y-45.4 | For replacoment chicks | Davel; uwntoucﬁvo
-t @ Phinode | GO0 ens; In complete o nity  to
0. 0.005%) gxeownr ration cldxosls Fm-
: nggr&il wa‘%g}%t 0% nclonor tmnxovluz
. Vitharsw B days be- ia
fore s} tors as.zolo
soures of organid ar-
6, 83 10!
~ Growlng condltions 8 Grower
ration ratfon
Crams Cramy
R perlon per ton
6V6T0 OXPOSULO. o ammsmemmvensms 18,5 | 75.4-413,5
0.0123%) 3
. 0,
1dght to rmoderate exposure. ... 75.4-113.5 36.3-7 X3
0.0083% (0.001
CooE 3)
3.1 or 36,3-118.5 | Penfollifn, .ouurean 2.4-50 | Replacamont cohlcke Qrowth promotionand <
i (o.oosg— | o procatno pones peitrdl I ooy,
0.0125%)
2.'3-(3'1( ved] 26.3-118,5 | Chlortetravycline. 100-200 Bop}aoemont ohickons; | Ag preseribed lnnm
............ 4 - C) M !
0. 004%- - . prosecibeding 121~ 1 203(0), tablo 1,
ooty <o 20500) fablod, ffoms’s el e gy
- sud, 1, 1, as chlortotro- .
. hyd h‘lorldo.
. ‘ [ 5 S—— 30.3-113.5 } Bacitracin..uav... 100-500 For roplacomont ch!ek- As presogibs «
. ons; 83 preseribed In ?121.238(6). tnblo 1,
?121%3 (d), table 1.
méx‘ 6.3; o3 zine bock
g1 [Reserved] |-
_ §- 81, 32..... -f 36.3-113,6 | Erythromycein....| 4.6-18.5 | For replaccment ehiek- | Growth promotion
. - ony; 88 eryt romyeln nnd feed eMiclency.
. {hiocyanate.
ke, (Rj- -
o. 31 3.2.nnne.a] 36.3-113,5 d 92.5-185 | §121.202{d), table,ftoms 121292 table,
' * 5:\.1,1:35 i ,2.2,4.1,4.2, s w,'m. 2.4,
2.2, 41,42
* * * * * delefing subitem a following item 4; by _ b. In table 2 by deleting sublfem o fol-

§ 121.208 [Amended]

8. In §121208 Chlortetracyctine
paragraph (d) is amended:

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

deleting subitems a through ¢ following
item 5; by deleting subifems a and b
following item 7; and by delefing the
present text In subitem @ following item

11 and designaﬁng the subitem “[Re-

servedi”.

-

lowing ifem 1.
4. In § 121.210¢c) by revising tho table
toread as follows:
§ 121.210 Amprolium.
*» * » [ ] [ ]
(c) . & &
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RULES AND REGULATIONS

TaBLE 1—-AMENOLIUM N COMFLYSY: CHICKER AXD Tonger Fren

Combined witt—

Prined, Grams Grams Limitations Indlcations tor use
,lngmdlg:!e pecton perton
11 Amprollam_| ‘13,5027 For KoY vo e vaaneass] Prevention of
T eamg s
B Llneee) UBE2ST | PelcMSacernnes] 2480 { Por tukeys: a3 pro- | Growth prometionand
b-ﬂ.tn o3 calns pcﬁgmn. feed eflictoney.
wenensewen) 113, Boaditracite o ovann 4-%0 { Por turk 28 bacl. Do,
. 5227 | Bael ‘tracla susthyiens dis
alioylate.
" [11.11. edl 113.5-227 | Peniciliin p $0-180 | Fertorkeys: §121,2% im.zwm) talla 3,
:b‘m““’;]”' streptomycin, : tabla” e, y '
wmanosnies] 118.5-227 | Arsanilic acid..... (G.Ol"’d For Janxkeys; vltbdraw umand
‘ ter n: vole. gomiee ol mmg ptzmenta-
$o Lo 113.5-227 { S6diumarsantinte. (aom ror xurke'a; mdra}r
o 13 125227 | 3-Nitrode 2574504 su.m talts 1, Ttem su.zcz,tamu, ftem
ey East:
L Llaeeicennn] 113.5-227 | Bock ——onws 100-500 !}2&.&5(«1), table 3, S}Zl‘m.ﬁg.('&, tabla 1,
M Llrvonneas] 113,522 P%nlaglmu lus 300-500 }W. tavls 1, im, tabla 3,
23 Amproium..| 113.5-227 Porhra!!«ch!ekcm‘ Frevention of
- (0. 01255~ e et chickens ccecidiosts.
0.0355%) gm Immusity to
. B - cooctdlosts s pat” de-
Amproium.. Ethopabale...cae. 3.6 | Far hreller chickens; for D
B AR gy, | Xthiopabal (2.000157)] * replacement ehiehcns o
2 o e nt de
. i net for laylng ¢
23 Amproliom..| 113,6-27 | Arsaniile seld...... ) roruroﬂu'chlckc‘nrrc: Prevention of cocel
P . (0-0%5%%' (0.015%) dloelss grawth pro-
* 0.025%) w ore lmmxmny 0§ motlon and feed efll-
coeel Is not de | elency; tmpraving
dm!:%uc!omn;:‘e‘gf pigmentation,
draw la days beforo
24 Amprolivm..]  113.5-227) Ethopalatteecases] - 3.0 | For broller chickens: for
B L Sy L B
T 0.0 cocelitods {5 pot, de.
'auole ol
- . crpanie nmnm writhe .
s uauf.mcr uorxsmr lay.
) £}
2527 IRe- .
£Crv
28 Amprollum..] 113,527 Nl(m«l-hydmx— 22, 7-45.4 }or)m!!exd:kkcns,{sr Do,
- 8.0125% enyle Q. 002557 lacement elfekens
| U0 i | O Inmunity 10
coceldloss {5 not do-
* elred; 83 role raures of
arpanie rente; N
aanter e
29 Amprolium..] 113.5-227 { E{hopaliteann.... 2.6 | Forbrollerchickensifr | Do,
Q02| T (0-000450) | * seplzcement Ie o
0.025%) whera fmmunity to
el s '&“o&e'z‘“ P
3 ; 3 sole
arsonic nefd. ‘{"’.) onganio arvenlcs withe .
dmw 5 days
. sbiter; not for lar-
210 Amprolium. 118.5 | Ethopabatese.ea... Fer Ureiler clifekens; | For Increase In rat
©.01253)| " (0008] Ty YSEE  chickens; | For fncr pr iy o
3-Nitro4-hydroxy. 4541 e ;a8 ein praved feed elilclency.
phenylarsonls (0.00%52) de menohy-{ and entations as
- . . Qrate; withdraws da; an, in the
Lincomycin.......! 2-4] Ylefore lxw: 3§ vention of coceldiosds
- solo sureo of ampro- | fn chickens,
] ggﬁn and oq;nnlc are
211 Amprollum. Fthopabote.eenen.] 8.6} For breller chickens; Pcrluc:mlnmte of
(0.01-5 ) 0.000"' not laylng -{ w gaine im.
O Ligcomyeln | 0% Bk 12 umg;"dn proced Geed St
3¢ riono~ ency‘umudmuzo

M
o?'dmte.asnu UG

vention of eoc~
&?sem in brofler
chickens,
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RULES AND REGULATIONS

TABLE 1--AMPROLIUZY T COMPLETX CRICKEN AND Torxxy Fren—-Continued

Princtpal Grams | Combined witir— | Grams Jimitations Tndications for wae
ingrodient pearton per tos
212 Amproium. ho> %} Bambem.xyd | - 23§ For brofler chickens; As on old ia the
- ©.0125%) food. con ) vantion of Socoldlodts
. ‘Ethopabate.......} 2331 thasoloration;essols | whore sovers oxpo-
(0.004%) of amprolitms § sure to coccldiosis ..
amprolfum, agaog from E. aczrruling,
“ bate a3 n‘govi, F2A , S .
. }io.oﬂﬂ in§ 510600 § Srunctl i3 Ukoly to
) of this chapter, | ocour. For increased .
- ie3 by Ko. 00003 o Sonpacad gﬁ'é’&
1‘% %ﬁglﬂﬂo@) of this onoly;.
213 Amprolfum. 113.5 | Bambermyeins...... 28 | For broller chickons; | Agan aldinthe
’ {0.0325%) feed coniimnously 8S{ von of cocetdio
Ethopabats.......] . 34.3| thosoloration;assole | where sovory ox-
(0.004%) | source of am 10 coceldlosts
ROX8IS0N0.caunern] 228-3L11 and o ¢ arsenio; B, ucerruling,
€ 0.0025 amg::llum oud otb-| E.marimg, and
N 0. Al gpab te a3 nrovh mmmtslikelyto
4 TR by N - 000008 i § 610
Goa(o) ‘of this b&;lmp&et, mtect wdmxaln,
017210, bambermyeins ciono
by N6, o000, Wit o amiation.
- gx;a. days Defore
234 Amprofum. (0.0“12%9!'5) Bambermucins.... 2-3 do. Asanaid!nmo &ro-
{
Ethopabatteeesa.. 3,63 rorlncreasa
0. 0004% ol :lgsuzl lm-
- | Roxsreone. ceeeese (é.a-sd) ove ’{u oﬂélenoy
oom? ) R
215 Amprolinm. 113.5 | Bambermydns.... For broller chickens; Bgrxm
€0.0125%) feed continuously oS
ROXOrSons - oenanae (%‘.2.36&.1 thosolomt!on,assole
- il 0.00375%) and oxganlc axsenlc:
SRR ol =
in § 510.500(c) of this
%?a 017210 ba&aborb
0.
. myelns by No. .
. g]xm w 5 days be-

" 8o 21, 28uecnene} 133,5-227 | Penichlln. ccvnenns 2.4-50 | As procaine peniciilin...] Growth promotion
bod, (Reservod] and feed eficlency.
o 21,2.2,0r29.] 113.6-227 | Bacitrootn.creree- 450 ,Asbsaacﬁtmclnmethyhne Do.

L-g. Regervod] " eyia
2.1 0r 2.20u0e-] 113.5-227 | Bacitracine.paeeear 300-200 | Asbacitracinmethylene | Prestment of chironls
. disaticylate, regplrotory disenge
(alr-saolnfeouon)
- and blue comb
- i gwtlo noin i)
1, 2105 B2eene- 113.5-227 | Chlorietracycline.{  100-200 m(d) rescrilod fn § 121.- sm.zos(d),tamoxi
§o 2.3 08 28ueen- 113,5-227 | Peniciliin plus 90-180 $12 '(d), table 1, | §121.256(d}, tabla 1,
smptomycln- item 5.1.
k~m. [Re-
seryed
naz.l........-.. 113.5-227 | Bodinm nrsanilate. 90 | §121,254(¢), table,itema1.] Growth promotion
e ) table, 20 food effiglenoys
. improving plg~
. R mentation.
o~r. [Reserved)
wdz.z,z.z. 133.5-22¢ | Erythromyein,...! 486-18.5§ As eryta.mmydn 1blo- G:owt};&romgﬂggy
t. 2.1, 2.2, 2.3, 13,5227 }:....do. 02.5-185 | § mmc d), table, ftems | §121202(d), tablo; *
., and24 - , 21, 24, A1, ’“"”f}'};,,f{";f"
.22 Chlartetrasyeting. 20 roxbroue:ehtekJns:m sakmont of ghronts
¢ . low um feed con- |  resplratory discase
: taimng .8 percent | caused by stsalnsof
dietary cal and | My gab
- 15 gtcent sodium | I, msuseo ble
Bulfote; foed con~} tochiortotracyocline.
tinuo! a3 sola roe
ﬂqgn for not more }huamn
. 0 -
v.23 0022, ...] 113.5-227 | Bacliracin...i....)  100-200 | §121.233(0), table 13, §121.233(d), tablo 1,
. tom 6.1, item 0.1,

.
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RULES. AND: REGULATIONS'

- TARLE 1~Mnucomc:ncxnnwmwm
Erodpal | Grams | Combinedwith— | Qrams LUmitaticns Yedizatlons e use:
| pecton | pacton.
m..” 113.5. i Yeor = 2y sative
3. Ampralis s?im 251, ww Dav%t;oet s
- b (L1255 |, fadls,
. f i _
. r t
i ! Amount ofosoprolium In feed for Linds
| : ! by 8ge groups
i - Qrowln; -
condluo%s Up ta From to , Ovyer
A N 5weeks 8 wroeks
h - ofaze [ £:F ola3e
| g | o |
- d
. 1 Bavere cxpasure sl menis 31136
. - tococditiosts, | QOID) | Qoms ) 0.000
. * Modemtocxpo. | 26un5] SLGILSE| cAsnss
- : pare Lo (X057 (@, 0017~
o, | 4050 aom| s
. A 10 coesidioets, o .Y 004
) Sy | G o,
32 Amprolium..] 34 5-1I%E- tAimnm«add'..... mtr " replacement. ehicke | Development of pett
(0,004 | (OISO} ens; by mpeclied ia Insamity To coceld
1 di i : dtem 3.1 of this tably; 3
3 ! ' withdraw 5 dayx be- |  qmotion and ied
\ | sescele [ efidensysim
: ! i goursa. ot trgasie ar- }  pipmentatle
33 Amprollam..f 38,5-113.5 | Sodfum prhmitate, | w |, 25 Do
(&% " ooy
8 210r82.....] BITE § PentoMato— el 2,40 {'An procalns penleilin. .. Gromth promeitin
bp, [Bee i i . | efetensy.
h.s.L-.] eeeeee] 36.3-232.5 | Booratinwaceees|' 160200 | Asbaeltrecin, bacltricln | Treatment of ehronle
. i . i zcthylens  dlealioy- diszase
. Jate, or sigo bacltro-|  (afress
-~ 3 I eln. * mdh!uaccgnb
- - e
[R5 S— az-nms"cmmamdm.; 100-£00 iumpmgn“s &glc.: 5}%&:«@, e 3,
1o 3deemeresons] 8831185 [ Peniolllin plux 2050 ['§12.20600), tahls 3, § §12.2260a), toble 1,
. . streptomyelm . Stembil. ftem 51,
© kel [Bee ¢ 5 '
m. 33, 820 nace-] 30, 3UXY | Brytirormyel....] 45185]As m'utz:‘omxdn thie- amlh pgusnand
0,31, 32 e} 3B3-02E |0 02.5-185 | § $210 00y, table fterms F 3 199.207(4T. - ablo,
h ) ! : 11, w..é.x.(’i’z, i3, flmn,xé.za.zz‘
0-p. [Reserved]] - e : . 42
Qe 3t o] SE3TIAT | SN0 22,7-85.4 | §121.262, tabla 3, Mem | §121.002, tatded,
- : ' g&m— 1 Stem 133,
. ¥ w%n;:lnxsun!c .

-5, [Reservodlf - -
43 Amprolior.. 7(2.0?-113.5 FPorbrallee cllckens. o o r:gwuyn gtyo%‘cddb-
- a% Lenells Gl

42 Amprofivm..} 72,0-1115 | Arsanillc0dd. ...} 90 { For brofler ehlckens; } Preveationsfeocel-
pro @.008% | : (0.01%)] * ithdrow § Gays be- | - dlocts caneed by E.
0,01255%) fore slavghter; s sola | fenels enlys growth
- : ourcs of grganis ar- I hgnd mg
: entation.
43 Amproiium..| 7%{-113.5 _a-ltx;slm-}.- (E‘.'l-p.( do, 3 P go. i3
o oo phaslirsonle 0.0 .
1 H .
8 Alevncncrmanet RGIEE | PetioUneeneneees]  24-00 | Asprocaina pentelitin.... O%tmggggmm
Pt ;ne— -
Bohlerameracees] RGNS | Baoltaetne o eees]  100-200 | Astasityseinmethyens | Treatment of ehronts
gan:‘?ilcym o dos % to‘ss dlsease
- nn;u!uacoaglb(non»
N 3 . uw".‘"
L 4deoerenoon.] 72625 | Chloxtetracyetive.| 100200 Asﬁm@cxm fa §121- sfz:i.geam)).mn
42 eeeerem o] P2 OLEE [ 20 220000, tabla 3, | § 12125000, tabla1
i‘; 2o & .rﬁc%”“man.’m’ 3% *swns.‘x.)‘ ’ ’lms&d.)' '
o .
a.“aflv..{,......‘ 72,6-113.5 | Bodium arsanilate. M -] mtbdmwﬁdn{’sbe%: om u_nntnd
touros ol improddsz
51 Amprotiam. U5 Reewie . ?ormo&mtoontlrmh 'I&nmttug(u
LA 1 o.0125%% of ooceldicsdy In 1 coccldicsts,
lg}gfn"wcc;:.
§1 Ampraffum.. 27 | TR facsit 5] For severs cutbreskaof] Do
dlos fn 13
: .0255) ;&:gkém, iz
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RULES AND REGULATIONS
TaBGy 1—AMPEOLIUM 1N COMPLITE CRICKEN AND TURKEY Fr-—Continued

igrotint

Orarcs
pxton

Combiued witk—

Geams

Limitotions
Dper tor .

Indlcations for use

71 Amprolinm..

Y A

3.8

€0.01267%)

Bthopobste. .o

*81 Amprolium..
21 Amprolium..

Lo 18
0.0

0.0125%%)

F?’rrb%mtmok
egu oph mimmnnit

to eoeel
dealred; not for chiocks
:g.g over 16 woeks of

For bmﬂet chickens; do
*fm eed to laying

solo
sozcce of 2 ot amprouum-
mont toroutbmb ot
"1 coceldiosts; as baolira-
cin_methylens disa-
uoymo 83 provided

by cods No. in
iﬂo'm(?eedm tms
“poll mﬂo from” the
] 09

36.3
0 004%)

Rt < 4 Dydseay-
phanyhzson!c uid u
ormoxn 510 600((:) 011

fcr this’ bkmﬁd

in 5510.800(0) of thig

:-Nitno-b
hydroxy~
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§121.220 [Amended]

8. In §121.920 Nystalin, pParagraph
(@) is amended in the table by de!et(ng
gubitems a through £ following items
3, 4, anid 8.

- 7. By revlsing § 121.225 fo read as fol-
“lows:

§121.225 Antibioties for growth pro-
motion and feed efficiency.

The antiblotics 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 antiblotic substance produced

, by the growth of Penicitlium nofatum or
Penicillium chrysogenum or the same
antiblotic substances produced by any
other means.

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

(3) It is used or intended for use: - |

(1 In tho feed of chickens, turkeys,
and pheasanfs in an amount not less
than 2.4 grams nor more than 50 grams
per ton of finlshed feed,

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

(i) With streptomycin 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 37.6 grams per ton of strep-
tomyein and in the feed of chickens at a
level of 3.75 to 7.5 grams per ton of pen-
{cillin and 18.75 to 37.5 grams per ton
of streptomycin,

(iv) With streptomyeln in the feed of

swine at & level of 1.5 to 7.5 grams per -

. ton of pericillin combined with 7.5 to
315 grams per ton of strepbomycln in
the finished feed.

{v) In the feed of swine in an amount
not less than 10 grams of penicliiin nor
more than 50 grams penlcimn per ton

. of finished feed.

(b)Y Zinec bacitracin. Zinc bacitracin as
follows: -

{1) Zinc bacitracin 1s the zine sa.lt'. of
the antibiotic substance produced by
growth of Bacillus subtilis var. Tracy or
the same antibiotic substance produced
by any other means, and for the purposes
of this paragraph refers to zinc bacl-
tracin or feed grade zine bacitracin.

(2) The quantities of the antibiotics
referred to In this paragraph refer to
activities equivalent to those of the ap-
propriate antiblotic master standards.

i. (3 It 13 used or intended for use:

) In tho feed of chickens, turkeys,

_ sndphessants in an amouné not less than
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4 grams nor more than 50 grams per ton
of Anished feed.

(i) In feed for growing ca.ttle, in an
amount providing not less than 35 mil«

Hgrams nor more thar 70 milligrams per-

animal perday. -

@b In the ‘feed of quail not over 5
weeks of age, in an amount not less than
§ grams nor more than 20 grams per ton
of finished feed.

(iv) Inthefeedof swine, in an amount
not less than 10 grems nor more than
§0 grams per ton of finished feed.

() Bacttracin methylene disalicylate.
?a.cltracin methylene disalicylate as fol-

ows:

(1) Bacitracin methylene disalicylate
1s the methylene disalicylate salt of the

antibiotic substance produced by growth .

of Baciltus subtilis var. Tracy or the same
antibiotic substance produced by any
ether means, and for the purpose of this
paragraph refers to bacitracin methylene
disalicylate or feed grade baciiracin
methylene disalicylate.

(2) ‘The quentities of the antiblofics
referred to in this
activities equivalent to those of the ap-

_ propriate antibiotic master standards.

<(3) Xt isused or intended for use:

- (D Inthe feed of chickens and turkeys
in an amount not less than 4 grams nor
zfnox: than 50 grams per ton of finished

ee

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

(@) Chrlortetracycling. Chlortetracy-
cline as follows:

(1) Chlortetracyclineg is the antibiotic
substance produced by growth of Strepio-
myces aureofaciens or the same anti-
biotic substance produced by any other
means, and for the purposes of this para-
graph refers to chlortefracycline 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 foruse;

(i) In the feed of chickens and tur-

keys, in an amount not less than 10-
grams nor more than 50 grams per ton ’

of finished feed.

(i) In the feed of mink, in an amount
not less than 20 grams por more than
50 grams per ton of finished feed and
glso as an aid in Increasing pelt size, °

(iit) In the feed of horses up to 1 year
of age In the amount of 85 milligrams
per head per day, where such horses are
not to be slaughtered for food purposes.

(V) Inthe fecd of swine, in an amount
nof less than 10 grams hor more than 50
grams per ton of finished feed.

(v) In the feed of lambs and growing
sheep, In an ‘amount nof less than 20
grams nor more than 50 grams per ton of
finished feed,

paragraph refer to -

(vD In the feed of calvey, In an
amount notb less than 25 milligrams per
head per day nor more than 70 milll-
grams per head per day in finished feed.

(vi In the feed of growing cattle, in
an amounf; equal to 70 milligrams petr
head per day In finished feed.

(viil) In the feed of calves up to 250
pounds in weight, in an amount providing

0.1 milligram per pound of body welght
per day in milk replacers or starter feeds,

(@) Erythromycin thiocyanate, Bryth-
romyecin thiocyanate ns follows:

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

(2) The levels of antiblotics listed are
expressed in terms of the welght of |
erythromycin master standard. One
gram of erythromycin thiocyanate s

- equivalent to 0.9256 gram of erythromy-

cin master standard.

(3) It is used or intended for use:

1) 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.

) In the feed of turkeys not over 12
weeks of age, in an amount not less than
9.25 nor more than 18.6 grams per ton of
finished feed.

(i) In the feed of feedlot beef calile
at 37 milligrams per head per day.

£)~(v} [Reservedl

(w) Labeling requirements, (1) To as-
sure safe use, the label and labeling of
the additive, any combination of addi-
tives, and any feed additive supplement,
feed additive concentrate, or feed nddi-
tive- premix prepared therefrom, shall
bear, in addition to the other informa-
tion required by the act, the following:
" (i) The name of the addltive or addi~

ves.

(i) A stotement of the quantity of
each contained in any mixtures.

(ill) A statement of the conditions for

which the feed is o be used. .
. (v) Adequate mixing directions to
provide a complete feed with the proper
concentration of the additive or addi-
tives, whether or nof intermediate feed
additive supplements, feed additive con-~
centrates, or feed naditive premixes are
also used,

Nore: §121.225(w) wans amended by an
order published {n the Frorray REGISTER On
March 20, 1966, 30 FR 8708, effective Janu-
ary 1, 1966, and was ntuyod at 30 FR 12353,
Septembeér 28, 1965,

§ 121,232 [Reserved]

8, By revoking §121.232 Bacitracin
and reserving 1t for future use,

9. In § 121.233(d) by revising tables 1
and 2 fo read as follows:
§ 121.233 Zinc bacitracin,

* . * L] [ ]

(d)..‘
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TABLE 1-ZiNc BACHRACN 1N COMPLESE CRICEZR AND TUBKET FPEED

Pﬂndfnl QGrams Combined Qrems Limftaticns Todlcatfous for use
. fent perton wWitliee Per ton . \
11 Bacitracln.....| - 1050 | For chickens; 19 grams | Matn rfneroast
G |
Tons !&3& Tams ;&'
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| b
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ac!' ! Ter tmkegﬁs; ns o %:%u \):mc 4
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- b
- - cansed A a{gan!ams
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. . -2 In(giian s blve
- - comb (ne:
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7l .
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-
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mmg“’m e
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of bacltracin except
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G P
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Fic tkoss 5 pro-
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L ] N

Io. §121.237(d) by revlsmg the ’ ;
table to read as follows:

. 5121.237 Nihydrazone.

d)."‘

we

1

Nmmoxm - conums ORIcKEN FEED

Pringipal Grams { Combined with— )] Grams Limitations Indications for yse
ingredient | perton K per ton we .
1. Nihydravona... 100 For brollers; for Proventlon of éhronls
Nty * p 14 m‘ r:{tego; not for imkory ol
Jsying chickens, T tho presencaofchron}
2 reapirotory dlseaso falre
- . ’ ml ceﬂon)to uco
- - mortdm&r aud sot:%x;il t{
the mxmbet of lesfons,

and assist in malntal

) } onlasis b
8, Nihydrazone., 100 | Penielllin....o....{ 24-50 | Az procalns ponfciitin.....} Growth promotion and
c.‘mhydmxom. . 100 | Bacltoasttneeunnwd] © 450

e
ing welght aamsaud
:eé’aem

sad).

focd efficioncy.
As bacitraclis mothyleno Growth promouon and
disallcylate, orzinoback-}  feed officionoy,

dNibydrizone] 100 | Obloriatrocyoline.| - 3060 | A totraoyolize hy-| Do
. - dmh!crige?y d

* *® * . » - L
§ 121.251 [Amended] .

11.In § 121251 Ouzyieiracycline, par-
agraph (d) Is amended in table 1 by
deleting subitems a through ¢ following
items 3and 6.

§121.252 [Amended]

12, In § 121.252 Bacitracin methylene
disalicylate, paragraph (d) is amended
as follo

a.In table 1 by deleting the following
items and subitems: Item 1.2 and sub-
item g; item 2.2 and subifems a through
d; item 3.2 and subitem a; item 5.2 and
subitem a; item 6.2 and subitem a; sub-
items a through ¢ following item 9.2;

- and item 4.2 and subitem 2.

-

b. Intable 2 by deleting item 1.2.
§121.253 [Amended]

- 13. In § 121.258 Arsanilic acid, para=
graph (¢} Is amended ih the table by
deleting subitems & thiough e following
item 1.8 and designating the subitems
as *“[Reservedl.”

§ 121256 [Amended].

14, In § 121,256 Penicillin, paragraph
(d) Is amended as follows:

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

b. In table 1 items 16.1 and 17.1 under
the limitations column by deleting
“bacitracin or” fonowing the words
“procaine peniciliin 4..”

. ¢ In {able 2 by deleting item 1 and
designating the item as [Reserved],

'd. In table 2 item 3 under the limita-
{ions ".column by deleting the word
“bacitracin,” following “procaine peni-
cillin +-.” .

15. In §121.262(c) the table is
amended by delefing subltems a through
k following items 1.18 and 2.2 and by
adding new subltems } and k following
item 1.18 and new subitem a following
item 2.2 {0 read as follows:

§ 121.262 3-Nitro - 4 - hiydroxyphenylar-
sonic acid.
t 3 ) > L L]
@y > )
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TASLE T3 NITR0-4+HYDROXYPHERTZLAREONIC AQD ¥ COXPLYYE CMCREN A%D TURKEY FEED

Prind ! Combined with— { Crems
mma‘gz wmg’n . poe to

Tmitotiona, Indicatfons fornre

sea ” vew e vee e cer

LR B

1'{38;—1. [Reservod]

.} LY eeneee| 22.%-85.47| Chlarteivacy- 200-200 | § 120206, tadble1, fem 6..] § 121208, tablel,item 6,

cline,
X, 13, Léecen] 227-45.4 | Bacitreelp.........|

430 | Asaine bacltredln, . ouf Orowth promsifon and

feed eMgleney.

.
»e . os e .o ~." LER J ss e

) 29 v

Be 2Leaes £2.745.4 | Chiorletraey- 100-200 | §320.208, tables, ftem 7.} §121.968, tabls 1, flem 7,

: bek [Ho- -
serv[edl )

‘% - L ] b .
§121.264 [Amended] K
16. In §121.264 Sulfaniiran (acelyl-
(p-nitrophenyl) ~sulfanilamide) by xe-
voking subitems a through d Ifollowing
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 cone

:  taining new animal ps subject to
the provisions of section 512(n) of
the act. -

Animal feeds that bedr or contain
penicillin, streptomycin in-combination
with penicillin, chlortetracycline, feed
grade zing bacitracin, and bacliracin
‘methylene disalicylate, with or without
added suitable nutritive Ingredients are

—~exempt from the certification require-
ments of-section 512 of the act provided

* they are the subject of and in compliance
with regulations for their use in Subpart
C of Part 121 of this chapter, Part §58
of this chapter, or any one of the para-
graphs of this section: -
" (a) Where indicated in paragraph
{(b) of this seetion it Is manufactured
with or without one, but only one, of the
following ingredients in a quantity, by
weight of feed, as hereinafter indlcated:

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

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

- percent.
. (3)- 3~Nitro- 4 - hydroxyphenylarsonlc

- acid: Not less than 0.0025 percent and
not more than 0.0075 percent except in
chicken or turkey feed which shall con~-
tain not less than 0.0025 percent and not:
more than 0.005 percent.

(4) Purazolidone: 0.00083 percent.

. (5). Purazolidone 0.00083 percent,
with or without nitrofurazone 0.0056
percent, . and/or 3-nitro-4-hydroxy-
phenylarsonic acid not less than 0.0025
percent and notmore than 0.0075 per-
cent except In chicken or turkey feed in
which the limit of 3-nitro-4-hydroxy-
phenylarsonic acid shall be not less tha
0.0025 percent and not more than 0.005
percend,

(b) 1t Is intended for use in any one of

. the following conditions set forth in this
paragraph:

(1)-(6) [Reserved]

0 ) 1t is intended for use solely as
a treatment for complicated, chronic
xespiratory disease (air-sae infection),
infectious sinusitis, blue comb (nonspe-
cific infectious enteritis, mud fever) , and
hexamitiasis in poultry, and/or bacterial
swine enteritls; itslabeling contains ade~-
quate directions and warnings for such
use; and it contains, per ton of feed, not
less than 100 grams of chiortetracycline,
or oxytetracycline, or a combination of
such drugs, or- not less than 90 grams
nor more than 180 grams of penfcillin
and streplomycin in a combination con-
taining 16.7 percent penicillin,

(a) When intended for the uses spec-
ified in this paragraph (b) () (), §t may
also contaln, In the amount specified,
one, but only one, of the ingredients pre-
scribed by paragraph (2) of this section.
If it is intended for use solely in poul-
try, it may contain 0.1 percent of para-
aminobenzole acld or the sodium or po-
tassium salt of para-aminobenzoic acld.

(D) Xt it Is Intended for use solely in
the treatment of the diseases of chickens
deseribed fn this paragraph (M () ),
it contains, per toh of feed, not less than
100 grams and not more than 200 grams
of chlortetracycline and it contains not
less than 0.4 percent and not more than
0.8 percent of dietary ealcium, then rep~
resentations may be made in its Inbel-
ing to the effect that the reduced amount
of calcfum adds in inereasing the con-
centrations of the antiblotic in the blood
of treated birds; the labeling of such
medicated feed shall include that re-
quired by § 121,208 of this chapter.

(e) If it is intended for use solely as a
trentment for bacterial swine enteritis,
i may contain, per ton of feed, not less
than 80 grams nor more than 270 grams
of peniclllin and streptomyein in a com-
bination containing 16.7 percent penicil~
Hin, provided that its labellng bears a
warning that the feed is not to be used
for more than 14 days.

(1) [Reserved)

{iif} 1t is also intended for use in the
treatment of coccidiosis In chickens
caused by E, tenelia and E. necatriz; its
labeling bears adequate directions and
warnings for such use (Including the di-
rections and warnings required by para-
graph (b)Y (D) of this section); and
it contains, per ton of feed, 200 grams

FEDERAL REGISTER, VOL. 47, NO. 38——WEDNESDAY, FEBRUARY 25, 1976

HeinOnline --- 41 Federal Register No. 38 page 8299 (1976)]

8299



8300 :

of chiortetracycline and 0.4 percent to
0.656 percent of dietary calcium.
(8)~(9) [Reservedl

RULES AND REGULATIONS

done, by we!sht of feed, for the condi-~
tions Indicated
) Por 1owl {¥yphoid, pullorum, and

(10) It is intended for use solely in the . the paratypholids in birds regardless of

treatment of chronie respiratory disease
(air-sac "infection), infectious sinusitis,
and blue comb (nonspeciﬁc infectious
" enteritis) in poultty and/or bacterial
swine enteritls; its labeling bears ade-
quate divections and warnings for such
use; and it contains, per ton of feed,
the equivalent of either 100 grams of
penieillin, or not less than 100 grams and
not more than 500 grams of bacitracin
{(as zine 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 grams of peni-
cillin and bacitracin (as zinc bacitraciny
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 of peniefilin, or not

less than 100 grams and not more than
200 grams of penicillin and bacitracin

. {(as baeftracin methylene disalicylate) in
a _combination containing not less than
25 percent of penicillin nor less than 50
percent of bacitracing; except that, if 1t
is intended for the treatment of bacterial
swine enteritls, it contains, per ton of
feed, either 100 grams of bacitracin (as
zine bacitracin or bacitracin methylene
disalieylate), or 100 grams of a combi-
nation of penicilin and bacitracin (as
zine bacitracin or bacitracin methylene
disalicylate), containing not less than
§0 percent nor more than 75 percent of
bacitracin, When Intended for the uses
specified 1n this paragraph (b) (10), it
may also contain, in the amount specl-
fled, one, but only one, of the ingredi-
ents preseribed by paragraph (a) of this.
section; Provided, however, That the le~
vel of antibiotic or antibiotic combina~
tlon present is not greater than the min-
imum amount specified therefor in this
paragraph (b) (10).

(11) It is intended for use solely as a
treatment for bacterisl swine enteritis
caused by Salmonella choleraesuis, its
labeling bears adequate divections and
wammings for such use, and it contains
nitrofurazone in a quantity, by weight of
feed, of 0,056 percent. .

(12) [Reservedl

(13) It is intended for use solely in
the treafment of chronic respiratory dis-
ease (air-sac infectlon) and infectlous
sinusitis in poultry; ifs labeling bears
adequate dirvections and warnings for
such use; and it contains not less than
0.1 percent para-aminobenzolc acld or
the sodium or potassium salt or para-
aminobenzoic acid.

(14) [Reserved]

(15) Ib is intended for use solely as an..

aid in the treatment of poultry in out-
bresks of fowl 6yphoid, pullorum, the
paratyphoids, infectious arthritis due to
& filterable agent, histomoniesis (black-
head), hexamitiasls, quail disease (ulcer-
ated enteritis),- paracolon infection,
avian infectious hepatitis, and cocecidio-

8is, 1ts Iabeling bears adequate directions _

and warnings for such use; and it con-
tains the following quantities of furazoli~

Y

age: 0.011 percent.

(i) For the treatment of histomonig-
sis (blackhead), paracolon infection, and
avian infectious hepatitis of chickens,
and to lessen. the morbidity in cutbhreaks
of infectious arthritis due to o filterable
agent: 0.022 percent. -

(16) [Reservedl .

(17) d) It is intended for use solely as
an aid in the freatment of chronic res-
piratory disease (zir-sac infection), in~
fectious sinusitis, blue comb (nonspeciﬂc
infectious enterltis mud fever) in poul~
try; its Jabeling bea,rs adequate directions
and warninegs for such use; and it con~
tains not less than 100 grams of chlor~
tetracycline or oxytetracycline 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-
§haé1 100 grams of bacltracin per ton of

eed.

(1) It is also intended for the {reat-
ment of the diseases of poultry specified
in paragraph (b) (15) of this section; it
contains one of the ingredients-in th
amount and under the conditlons set
forth in parsgraph (b) (AN of this
section; and it confains furazolidone in
the amount specified in paragraph (b)
(15) of this seciion.

(18)-(24) [Reservedl

(25) If is a medicated cattle feed con~

taining chlorfetracycline in the amounis
and for the purposes indicated in § 121.~
208 of this chapter, and its labeling bears

adequate directions and warmngs for
such use.

(26) (D It is intended ;tor use solely
Sor accelersting welght gains in beef cat=
tle, and it contains a quantity of diethyl.
stilbestrol adequate to provide not more
than 10 milligrams per head per day
when fed in accordance with the direc~
tions for use that accompany the feed,
and there has been submitted to the
Commissioner; in friplicate, adequate in~
Tormation of the kind required for Form
FD-1800 and such application has been
approved by the Food and Drug Admin~
istration. The exemption shell expire at
the beginning of any act changing the
1abeling or potency of such drug. unless
an approved supplement to the applica-
tion provides for the change, or with
change is made In conformance with
other provisions of § 514.9 of this chapfer.

(i) It is also intended for the preven-
tion or treatment of the diseases specified
in paragraph. (b) (25) of this section, It
contains diethylstilbestrol in the amount

- and under the conditions et forth in

paragraph (b) (26) (1) of this section, and
it contains the antibiotic in the amount
specified in paragraph (b)(25) of this
sectton,

. (2T [Reservedl )

(28) It is a medicafed feed for heef
cattle containing baciiracin methylene
disalicylate with or without diethylstil-
bestrol In the amounts and for the pur~
poses specified in § 121.252 of this chapter
and its Jabeling bears adequate directions
and warnings for such use,

(29)—-(37) [Reserved]

(38) It ix Intended for use solely for
accelerating welght goins in sheep; ily
labeling bears adequate directions and
warnings for such uss, mcluding o warne
ing that its use must bo discontinued 7
days before the snimals aro
slaughtered for human consumption; it
contains a quantity of diethylstilbestrol
adequate to provide not more than 2 mil-

per head per day when fed in .
accordance with the directions for uso
that accompany the feed; it contains less
than 50 grams of antibiotics per ton of
feed; and there has been submitted to
the Commissioner, in triplicate, adequato
information of the kind required fox
Form F1-1800 and such application hng
been approved by the Food and Drug Ad«
ministration. The exemptiion shall expire
at the beginning of any act changing tho
Iabeling or potency of such drug unless
an approved supplement to the applica«
tlon provides for the change or the
change is made in conformance with
other yprovisions of §514.90 of this
chapter,

(39) It 1s intended for use solely as an
ald in the treatment of fowl typhold,
paratyphoid, and pullorum diseass in
pouliry flocks; its labelmg bears adequate
directions and warnings for such use, in-
cluding a warning against its use in iny-
ing hens and a warning that its use must
be discontinued 48 hours before tho
treated animals are slaughtered for hu-
man consumption; and it containg 5,5«
dinifrobenzamide in & cquantity, by
weizht of feed, of not less than 0.075 por-
cent and not more than 0.16 percent; it
contains less than 50 grams of antiblotics
per ton of feed; and there hag been sub-
mitted to the COmnussioner. in triplieato,
adequate information of the kind re-
guired for Form FD-1800—Revised undor
§ 514.2 of this chapter, and such applica-
tion has been approved by the Food and
Drug Administration. The exemption
shell expire at the beginning of any aot
changing the labeling or potency of such
drug unless an approved supplement fo
the application provides for the chango
or the change is made in conformanco
with other provisions of §514.8 of this
chapter. When intended for the uses
specified in this paragraph, it may nlso
contain, in the amount specified, one, bub
only one, of the ingredients prescribed by
paragraph () of this seotion. It it con-
talns one of the arsenic compounds pro«
soribed in paragraph (a) ot this section,
its labeling must bear & warning that it
must be discontinued 5 days (in llou of 48
hours as required in this paragraph (b)
(39)) before the treated chickens or
turkeys are slaughtered for human con-
sumption,

(402-(51) [Reserved]

62) It is o cattle feed containing zine
baeitracin, with or without diethylstil~
bestrol, in the amounts and for tho pur-
poses indicated in § 121,225 or § 121.241
of this chapter, and ifs labeling bears
adequate directions and wamings for
such use; Provided, however, That if such
feed containg diethylstlibestrol it 18 ox-
empb from certification only under tho
condition that there has been submitted
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to the Commissioner, in tripleate, ade-
quate information of
for Form FD-1800, and such appHcation
has been approved by the Food and Drug change

Administration, The exemption shall ex-
pire at the beginning of any act changing

the kind required

-

RULES AND REGULATIONS

the labellng or polency of such drug un-

less an approved supplement to the ap<

plication provides for the change or the

Is made In conformance with

other provisions of § §14.9 of this chapter, -
(c) It is intended for use as follows:

-

o . Product Species | Usolovels Indicatinns for use
hasin.........| Chickens. ....| 0.01 to0.02 pereent.. For usa solely I the prevention of
+ %ntggmapenleﬂ!m do. 24to50gton cutb:‘:?isu’ of m‘c’t!nd!ods n!n
2. Nicarbagife e eeee oo cnra@Oiennenned] 0.01 t0 0.02 pereent. Do,
Bacitracin moth. do. w:.ngfm
lene disalicylate, R
3, Ni do, Dot to Pc:mman ol in the preventloa
Baclwadn.] IR s mm'; p— Howgﬂon_ ofcoecidicaisin ponltry focks,
Flene
SNIUX0-L-hydroxy [eueerdOmuesenes) 0.0025 10 0.005 DELOCDt . semenercranneel
pheuymsnnh *
4, Nlearbnz!n...... gg~ 0.2 ut,om £ Do.
LX) e oo to B0 et el
phﬁx}ylnxsonlc
5. Procalns penll ] Bwine .. cana. 1.5!07.6 $/l0R eneneseenecsarsrasreesd IHEICISE PIIS otfdn angd Iuprova
Streptomyeln 0. 7580 37.5 /100 sevurveveossvonennns) svilines
Arsiniio aelds e oo omremoeed £5 10 B0 BT n!dlutkopmvmﬂau AR
& Penlellin............| Chlckens and | 2.410 23 g/ton rcrusua as o treatment for
Btreptomyeln, mg:eya. 1510 75 ghon, “dlmm g (u!:«c:g?u&wm (?wtcry
it Hous staustl; bmmcambw (oane
. faver), and hemmma:ts i poul-
irys 35 an afd in ma!nta!nlnz
e o
chickens, ka iy of egas,
prevention of ey mommg of
¢hicks when dis {
. “‘“‘gﬁzm “’”“‘1%"":"&%“,
" ot eh!ckyens or
7. Penlcliin_, =: Swine, to 25 giton, I-’:rmtt';’?i tho proventfon or txeat-
* Streptomyelnl.a.eucte.easdemmee....] 15 16 76 giton.. 't of basl swino enteritls.
8. Furazolidonsand....| Chickensand | 0.011 DAreett, eemeeeeee eeoscessscanen] GrOW: mmuau. and C
. turkeys. ndcne; T praventlon ol mwl
Bacitiein methyl- do 4-50 glton. typhold, pamtypm.
T Spadiiioghts ot (or o B ﬂxst'? ook of
- _ Zinchacitracinor do. 24toWglton lts. For timant of
~ Procaluo penfcfliin, vl wpho!!!. mntyyhcld angd
. . - fnchlskensand turkoys
. w!mga lzg l{ot nt tl;:ast e‘mc‘l‘!mée‘x;
- SIyyAfnurtcu.l?h redution of
o dgo a!r»ai ‘:muu
. ntuxmszﬁtedms;nh zeinatlon
) flaniog ot least 1 week icrom
T For ccgotl:u
W
. conlinususly during ths
Far control of coceldionls
g chickens, cansed by E, tendls,
zeaxuzmo-m:;ﬁ“o?'&‘a'er“ Foepem
. a:;!sucenl robepatitis) ;mp&n:
, ende. n o
- " and furke mhe f-d continu-
om!y. l’ot vention of pars-
. colon In chickens and lu:kors
tedthmwnzhm‘ 4an¢ eyswhen
Talg
Porcenmlo(e)hmu! tory
arthritls dus to
fitéra zsc::cnt)i. nonspecifle ene
- tls 3 camb, mud fover)
s and quall {ulcemtiva en.
mo‘?’ when f2d (vaxs t0 16 dtgi.
S O
[ s e e
9. Furazolidons and..{ Chickens and { 0,011 t0 0.022 pereent, cueeenennenenan] Growth promation and feed ofi~
turkoys, clangy. in tonanse of
Bacuraclnmothyl- do. 4 to 50 glton feed consumption snd growth
enod!snucy and ndn‘ygtéo: °u‘; :gﬁmugt n&%
o rorss
Z!n badmclnur S () 2.4-50 ghton. <0 t:ol of iba fallowing no:
Proga!nepenldmn. eho aw conditionse ehmnla ﬁ
cct:ousatnualus. ¢itls (arth-
) ’ ‘ e 3K mgm'(u'“f =
mud fover) oad qnan L disecs

Weeratlva enteritls) when fod
to 10 day's, Pollow with preven.
tive Javel to prevent socurrence.
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-

» Product Bpecles Tse Tovdls, Indlcatfons for use
10, anml!dono éhlckons and | 0.22 t. For txeauncnt of paratyphoid du
. tarkeys. pesces o S giohim rivm ’E’h r
:Bndmclnmthyl- e wuneG0 4to50gflon eeks ottr tof bluek
<no disalioylate v ead (}gstom tox'ohopn-
Zino bacitracta or |o-.z.d0 2410 50g/ton %%mmgk:“o“z’w"d i
Procalmepenietiiin, |~ 8 e ing dlngnosls r&:‘ treatmont of
e examl i tutk
0 o otcan
of clhirquic tory _ i
- (alr-sa0), mfecti sin
syl (e du o Bl
codative nmiﬂs)
whontedtotswmdags. 'or {re
. ch?m of infoctions opamls in
when tet! 4 doys
- and repeated as
1. cmom n(3«:11:10-. , Swine, 10 to 50 giton Enhanmmont of growth and feed
) 0.005 10 0.01 Percontommermensosasadl Y
12, Omrwmcyclm».. Shoep. 20 gftan. Asanald nthoxcducnon of Josses
13, trac; do.. head Per 0¥ e cranvsomenas) It i3 lntendad m ugo 83 an ald in
Chilorto S0mg per head per doy ‘reducing the incidenco of vib-
fen u"“‘”‘““ alsigbua sontine
uausly«fm gring pregooney.

X . S— a2 1hso foll E uanu» Ag on sid_in the reduotion of
1'4 cm.orte_myc\lm Cattle. Fee eonia!ns e ollo [t A, T u:}; .

80 days

feed to provl:
doy.

i sl o7
1t fnten%hedpg
oyclina, in [y ?mnuty be wg:‘;;zt of

ght, for tbo eun tions !ndf or a3 an ald fn reduction oﬂosm

cated: (1) ro ho Prevenﬁon of | dus to respiratory infection (In-
foot ro (1 fections  rhinotracheitis—shi
tion o! z)inﬁlfaver lox) or 03 an ald
eattle; 0.1 b ol MJ wc!g: n tho provention of foot rot in
per s and an catile.

mghb o
exeept that it
rdug'ormgrothan

070:mg per

18. In § §58.15 by adding & hew para- the requirements of this section: Pro-

graph (g) to read as follows:

vided, That the intermediate premix con«
tains no drug ingredient whose use in or

§558,15 Antibiotic, nitrofuran, and sul- on animal feed requires an o,
- pproved ap-
fn by mide drugs in, the feed of anl- ;0o vion nursuant to section 512(m) of
. . . . . the act and/or where the premix is ap-
, proved by regulation in this part,

(g) The submission of applications and
data required by paragraphs (a) and (b)
of this section is not required for the

(1) The following antibacterial drug
premixes manufactured by the desig~

continued manufacture of any inter- nated sbonsors are eligible for interim
mediate premix which s produced solely pnarketing bssed on their complance

from-a premix that is in compliance with

’ .

with the requirements of this section:

"
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RULES AND REGULATIONS

. Drug sponse Drag premix Spocies Use lavels Indications for uwe

Commerelsl Bolveats | Zind bacltracia. .| Chickens, See. 121238 Soc 121,233 (tables 1 nd 2)
Corp., Thompaca- [ -  * turke tables 1 pad of thts chapter,

Eeward Chemleat | pheiisand, | Sribcapier,
R T o caitle S 1212250l | Beo. 12122 of this chapter.

8. B. Penlck & Co., | Bscltracln meth.| Chickens, pples | Seo. 121232 (tables 1 and
Iélamond%:.im&k Fieandisuteylate ~turkess, ond 1and 2) of this el ror el 2

ramond Shas v Surke el
Do, ; do, Cattlo. sw&? ol | Bec. 121225 of this chapter.
D do, do. Sec. 191243 (tabls | See. 190.222 (tabla ) of
s ’ 33{;&” 0 mkewzg?b 2
Elanco Products Co...| Hsgromyoin B....} Chlekens ond B, 1113 See, 121213 (tables 3 ond 2
o swine, sabgg mgg) o!thuehap‘m. . a
Do. { Tylostn Oblekens, swlne, 5ee, B8Q2Tymnne] Boz. HSL25,

Abbott Laboratorics..! Erythromyeln. ...} Chickens, tur- Lec, 121292 of o 321292 of this clapter.

Tt Uplohn CO--evn-r Linoomyeln. —-...| GHben.] S BERh ....| Soc, Ez85. -

Biiger, o e oormore] Gleananmmydas o Bickens, Tai- " B, GSSARZ1I1LCT| Bec. 684,
uchst centioats. Bambermyelns.... cmg'ens.......... Eee, 853000 vesnneo] See. B5805, .

Eisngo Produsts Go—| Tylodin Swine. §ee. BSO.men...| Bt Ses000.

eriean Cyanamid | Chlorts u.} Chitkens, fur- 1508 See, 121908 (1ables 5, 2, oud
Co,, Diaxiond- trocyelin Yogs, Seine, (lables 1, 2, 5] oﬂklsct(nmcr. i
Shstmrock Chem-* | - + | ondeattie, nnd G'i;)i s
e tiachaite See. 101,855 of this | See, 121,225 of thls clapter.
Labs, Ine., andm chapter.
of Omaha. - *

Merck Sharp & Procains pent- Chickens, tur- See. 121250 Bee, 120236 {talles 2 and

Dohme Research b 03, 5W (tables1a0d2) onhlschax‘;ut.
bs, - pheasant, and Q pier,
- quoll. Se&.m xz;um‘oum e, 120223 of tuls chapter,
E,R. 5qulbb & Sons, |.....do, do, i Do
Cy .

Merck Bharp & Splfaquinoxalise..! Chickens. .........} Continuously, Al | tlon of cocelid-
Dohme Hesearch oI tants | e et yon of soecl
Labs. percet. B Dt i st

Do. A0ees. TUrkeyS. o nenveers] Continuously, Aid in the provention of

- G.0135 pereent, - dlosls to Eimeris

’ R N W
¥ o

DO do Rabbits Continuously, Al $n prevention of cocll-

. . o?@‘imp%tem'x. %s ?g%nt?’ :‘.“ag?rr?:t Hirdae,

Pllzer, Tar., aud Vits- { 0 --.f Clilckensond | Bean 321231 (tabla | fee. 121201 Qiubite 9 of this
m!no " Premixers of xytotasyeline turkoys. 1 otmss:mp- chapter. Gt 2}

do Bwlas (1085 3018).) 251059 gton......] To Increase rate of gala and
Improve feed effictenicss,
Do-. o By‘l’?o G020 | 7341010 gton....| Do,
Do, do. Swing G giten As a old In the procention
- e SRS
- hea, vibilo X
bloody dytentery, and a3l
gt (s o s
Do Brerivens? o, 100 glton, A3 5 o4 I ha preatnsent of
e e
. diarshea, vibilo dysenticy,
) . 2 u “eﬁnti%’m s
DO ADerrit o, 010 1D gfton......] AS oo ot 13 the malate
nance of weight gains and
- 50 of )
Do . B0runienioss o, Googhon, Ta presencn of porcing Ie
. L mo‘:? gives
o
survival mn%wmﬂ:r and
redoces nrinary m%s'z
Bk o dids I3
welght golas and feed
mmmp:pon. ced Tto l}
manih £"im§" atwmg.
Do..: G0.eesevivniess] Calves o.omo.xménb To iuang:xa?u&?ﬂnand
Wég ‘goht Improve feed oficiency.
75 mg per head
&ty >
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RULES AND REGULATIONS

Drug sponsor Drag premix Bpecles - Usa levels Tndlontlons for use
Pfizer Ine,, and Vite- | Oxytotraoyeline. . {Calves. .. on.n| 0.5meflb of body | Asanaldin thoprovention of
min Promixers of a4 i . we:&'z’daayog Dastertal diorrnens
of Omaba—~Couny in completa
Do, do do.. 055066 s of | s an ald in tho treatment of
- . “body welght bactertal diarrhen,
. N Y 0T COI0~
' leto foed at
Do do Cuttlo. Wiosdmgper | As an ald in reduclng ln-
bead datlyy . | elitncs and somerity of
blont.Aswnld!ntedudm}
incldonco and soverlty o
. liver o (for cattlo
welghing over 400 1b). To
. . inecenss roto of and
improye feed ofliefonoy. As
- on ald in increasing ‘mitk
. . . ptodngglgi in lsclating
Do d0rur. do 01t005mg/ly | As an'ald in the provenition
. . of body welight orbactcrluldlargm.
‘Do cfeannedo do, 05105.0mgfb | Asanald In the treatmont of
q!podngelilght bactorial  diarrhea, aldo
- aau; known 6$ soours,
Do, s%.d0. z do. 0.5 to 2.0 g per For the proventlon and
. head datty. tment of tho catly
. stoges of shipping fover
N ir;)m&l!ox. ﬂ‘gxyeomygllno
whonfed 3tob 4
. . {ﬁc sb}opmnnuo t andfor-3 to &
nmy{l?;s 'gggfr%ﬁcso s
0
gh p dgofcdn'tousotonhe
- : d!seosa)m ?gsgloms (il
Do do...s Sheep 1040 20 g/0D. .| To Lnerease toto ot wain and
<. R R m;pmvo feed gompcé&
- Do. WO (- SO do. 50 gion ‘Asuna‘fd in the proventlon
. : of bacterial diterhea, aldo
. known 63 -scours, b
dysentery, and  whils
- - goours of Inmbs.
Do. dd. do. 100 gHoN.eeceea...] A anl aid in the freatment
- R of baoterial dlarrhen, also
. known a3 scours, b
! dysentery, ond white
N scours of lambs.
Do.. do : do. 25 mg-per head As an aid In reduction of
duﬂ . - losses dus to cutorotox
MMVM 93 ovoreating
Plzer, e eaeevers o] Peniellifn...-..... clilckenn, tur- s;e{?;1 .12%235“,6 sﬁ% 5%?'?%?:‘:31%‘&2?1- and
. Ry SI03515 of this @ B chnpien
Dreereroeee| Petilllugnd ... o Ao Do.
American Cyanamid | Chl et acycling | Cattlo, Bec, 121,208 (table | Sec, 121,208 (tablo 6) of this
Co. - g%ﬁk chapter,
DO.o 2o meeewrnnane] Bulfamethazine. do Y. -SRI N 79
Norwich Pharmacal...| NHLOMUrazone. e el SWIL0.cemmeesmvons| 01055 porootit E00 TTroatment of necrstle enter-
* - zlto%‘it. ¢ ig:' “egused by 8. choler
Merok Bharp & Procatng pentell- | Socs. 121225 and | Secs, 121225 and | Sees, 121.225 and 121,280 of
Doh;ma{i%swch I&n and mexg‘o-, 3‘% 25& of ga.m of thlg s chapter,
ADPEE Laboratortes... Eryiaromydnc....| OaE: sTmg ay‘nm Heo, 121225 of {his chopter:
anﬂgm-uxoche, S%Itnnad!meotehoqﬁne Ohhl’gkansand Eeg.“ 858,576 000 ne Sco. 558.575:
Phzer, Ine.............} Oxytetraoycline | Ohfokens, tur- As provided in As provided In paragraph (e)
and neomycin, mvm m(g‘&) of this seation,
crican Oyanamid | Ohlortetrasycling, | Bwine. ! Do:
e R, | llmottiing, i ° L
Digmohd Shamrock | Chlortatraoyalie do, do Do:
Chemical Co, sulfathiazole,
) and penieifling
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RULES AND REGULATIONS

Drug peemtic

Speclas

Usslarels

Jadicatfons for use

Ress&clstkud
Fostmae )

mﬂﬁﬂl\‘.«.‘."‘;-

w1
=zz.4o.

do

Chicksnsand
, tarkeys.

X

do.

S 1)

do.

0.00063 t0 0.001L

fu&n

Ogfton).

°‘%%-‘7"g‘i.‘:§§?‘

oo

oggnﬁumt(!miﬂ Fer

do..

do.

do,

Postimniste prowih ana tm.

mmve-

S i b e
cleerative enteritis)
s;i‘bzr to%?mmu;hout ulg
Wiod and doriny

pmtnt!on of fowl ty-
pheld, 53 0]

mke;;s wkenut:td loe at
hcld Is doe f-o 8.

ven|
I-’grﬂ veuﬁo ofblack head

bt o eneruhe-
mmu) in _chickens
when con-

m'msly. Por mmxtlon

ecmb. mid  faver) and

tive
teritls) when fed msw
“a:é‘” dslomed withis

eent) toald n zaven n

ﬂxd!ntm the lanl
s Le., 0.022 pervent) .
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" Norwich Pharmg- ¢

RULES AND REGUIATIONS

Bpecles -

-

Use Jovaly:

b

R4 Igdfenﬂmm

: &
¢al.Cly, Cons.

Do.

:f{ Furazolidone.

.
.

TR T

do.

N

Chlekens
i turkeys

.

3

.

e

Do.

m—

.

do.

8wine

.«

- - 1
0.022 percent (200
giton .

Seo. 121.255 of this

b » [+ SO,

Do-

3 . .«
.| Nitrofurazone. ...

’

do.

 Chlckens..onve..

Turkeys.

qu“&gptgcmt 50g)

do.

3

i >

k -

L.

' Nihydrazone.......]

i

Chictens.....vev-.

8ec, 121237 of this
chapter.

treabment of
B e fs&
U on fo
e&& For matxnonz or
Dblgsakhead
entgro! ckons

and! turkoys whon fod for
2t 3 w
diag

ko wien !ed
{or 2 weoks oﬁwg@r {fol-

trol of clironio resplmory

d jnfectlous
X lswo(ait&o)vkugec gus

sinusitis,.
sitly  duo to filteral blo
ont), nonspcclﬂo onm-
(bno coxnb.
Iaver)-
f.d“"‘m'é'ts "5“3;*;5’3;5‘}3?
d with 34 this lo
1(1 oﬁ:ox'ro poroctg'r:o sia
rontm:mont oﬂntccuous
hepatitis In chickens whon
fori4 dﬁys and ropeated

Seo. 121.255 ot tuls chapler,

"Ald 1y provontion of occld-
dlogls whon 4ed continas

ously
S o, b, cotls
£
bnctcﬂal Invasl A

coeeh
outb:eaks when fed con~
él;gogsly throughout the
0]
Bec. {:21.237 of this chaptery

{2) The following 1= a list of drug com-
‘binstions permitted when prepared. from.
antibacterisl drug. premixes listed in
paragraph (g) (1) of this section. Drug
‘combinations Usted in Subpart B of this
parb name their sponsors and are incor-

porated herein by reference since they

arersafe and effective. by cantemporary

standards, or such sponsors have heen

notified of any additional safety or ef-

gcggy data redquired om an individual
a

4
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RULES AND REGULATIONS

" Drug sponsor

Drugingredient

* Bpecles

Use Lavels

ndications for vse

Diamond Shamrock
- Chemical Co.
De...

Ameriean Cyanamid
Co.” )
Plzer, Ine.and |
Vitsiin Premixers
. of{Omaha,

Ouesmmanvemammnss)

- -

3 1 O

DO lrrermeaencns]

) 2 [ R

b ST

+ DOemeclevornvennns

Do.

Chilortetrasyeling.

Chlortetracyeling
n%’éewnnmo—

Oxytetruoyeline...| Clickens

10T VR |
Arsanilio i e feenuc00iimurecnnia
Oagua.’...........-

18to WO glton......;
000510001 per-
1%’ 295 ol this

St

Neomyeln Uase.....

Oxytetracycling...
4 2 weeks).

Neomyeln base

o eseslOununenencenee

Chilckens (ist

35 to 140gNton......

5010 100610 .o

3510 1402108 eeneen

Oxytetracyeline....

Neomyeln Lass, ) do,

do.
Chlekens...........} 50

5010 100 GM10Mea .

33 o 10 ghten, ...

Oxyloteacyetine...

Phizer, 0C..o e uevecann

eeeeel0rmacnacn o] 100 10200 6/10D,on

Neomyeln bass....
*Oxytolracyclios...,

-] 35t0 100 gon..o.
wcﬂcnm

To extend of
peziov.! Nth ope

Eahancement of growth and
Ieed efliclency.

0.

See. 12123 {(able 6) of this

chapter.

Prevention of diseaves from

mtydlna ptibls
uznn!smsutiwuﬂ

As ﬂw
venuun'ot bactcr!al ent:x

m”"’“"d““"“ 3:&“{?‘”&,

comb (mnd ‘fever or non-

speciilgentesitls).

voleed
1
ptodt%;zn and ’f«"d" :u

mds&ﬁmoolm.&sm
n!dl m
lrwhuo

(:cmmov!nz wednau:m.
ehmaec. vomo

lnz‘ to Improve llvabfity
St pmge when leeses ars
ce] ﬁb!oamnhms, to o
shell quality,

prove m of blug Y

nd X3

us}‘ Asan old he

n of bacte!
g: mumx tlz& eontrol of

I'mmt!on of eomp!!atgl

nfoction) and
otccxupl!cuutgd cm:ou‘!‘s

Asaunld!n the provention ol

oxytelracy-
m\
o pefeds ST ale
hactc:m mus
eouuolotneamyclno
wm: blas eomb
tb) ¢S of nonIpecifio

'E%E.""‘ E E
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RULES. AND' REGULATIONS

P

-

Drrug sponsar

F Drog ihgredient

- -
Bpoples

Uss lovols

e

Thdlcatlons foruss

Plizer; Tit0,ewow.-ConJ

DOumemmmoroomenns

v

-

o7, T -
T

-

1
t
t
i

I
Do....

Do.-.—......-...... 4

Seve

i do:

'35 to 140 giton........

2o

aomydn-bnsn
Oxytetracycline

-

L

i kwqelm .

do.

50 to 100 gfton.. ...

Hoglon. ...
m WOH e e

g8 |
88

35 to 140 ¢fton......

O

do.

' Neamyein hm:!

comyein base..._..
racycling... .

100 to 150 gfton...

To oxtend pexiod of hlgk [0
product] mprove
£gg produ on.tulmpmvo
ﬁ&dmy Wm‘ﬁ:m 3:',?
production uud feed m
5’:‘.3.‘.53?« timo otc%r
usr an ald iu tnaintain| lng
abﬂlt whero

[+
[

sonsitivy
soclate d wlth blue comb
(mud fover or ponspecific
entaritis)

Do,
Asanafdin the pmventlon of
" early poult m ducto

oxy

orgenisms. As an aid in the
pmvenuon ot bacterial
entaritls and in tho control
of neomy: uvo or.

Wi
us comb (mud fover or
nonspccmcentcritls).

0.
As ar aid In reduclng mor-
{ality fn birds which have
red on attack of alr-
sacculitls i3 recom-
mended, wherover poss-
ble, to feed from time of
ttack to marketing).

Agsa a!d in the prevention
of bacterisl enteritly and
i1 tho control of ncomyeln-
sensitive organ assocl-

ated with bluo comb (mud

if&gr or nonspectile enter-

do. 35 to 100 glion. ...n Do,
(. 1, DI 100 to 260 e} Comrol ol blue comb (mud
. t nonspecifio cut
- iﬂnﬂ, in(cctlc s!nusius
hexamitinsds, pwvcn‘
tlon of fufections synovitis.
- As anald in the provention
. - { bucterial enteritis and
e ln tho control of m:omycln-
ated wlth b uo comb (mud
N {%\3: or nonspecific cnter-
’ Bom Onriabasyeiin g %"g}g gon- 1 Conti_of Inteott
Ocmcnnnonmnmen o] 00 nafeeeenlOlnuuansncsmen weanenasss| Control of infectlous syno-
{ vitis. For tho treatmont of
: L R ‘bacterial enteritisand bluo
' comb (nmd !over or uon+
, specific entoriil
Neomyc}n baso, -..doi 70 to 10 giton..... Do.
anr Inu.. and. Vit | . Qxytetracycline....| Bwine. 50 gfton As an aid in tho pmvondan
.omix: Pramixors of of Bactorial enteritls
Qmah - (scoura‘)’. baby pig digrrhea
- e (in y pigs onli). vie
. brionlo dysentery, bl
- dysentery tnd salmonello-
s!stm%lsecro) or mnecrotlo
e .
2 O Neomyeln base. do 35 to 140 gfton......
DOeaeecenmnnns] Oxytetracycline do. 50 o 150 g/ton..... Asnnald Inthe malutonnnce
of wolght gains and feed
[ plion In the pres.
N enco of atrophie shinitis, As
- N gn ald in the treatment of
. o .
DOnuennmemenecsas) Ni cin base do 10 to 340 giton, ...
Pliger, INCuaceeceecwen O%ycune.‘. Calves, B0 gfton. As an nid %hﬁ pmvot!cxﬂg
baoterlal
urs),
b o 1, SRR Neomycinbase do. 35 fo 140 gfton...... (scg e
e s mumsmenne] QXyLotTOCY! do. 100 gfton. A8 a0 ad in the treatmont of
. Dbacterial enterltis (scours),
D0ureveacmsannann] Neomyein base. da. T0to 140 gfton......| Do.
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RULES  AND REGULATIONS

-

-

"_ Drugsponser | Drug Ingredieat Bpecies Uno lovels Indlzations foc v
Con. Oxyletras wee] Calves, 8to 100 Asansidinthe oo
Pnzet,!{m.-— on. xyletrasyciing, 5 “m ’ mzuu g'x
b > 1 YO eenmeme Noomyelo base, do. 1mmm?gmi Do.
replacer,
eerennavavesanes] OXFLELBOFUOS.cclanereB0insensresnmedl mefant Do.
Do, o secanstituted
. milk replaser,
DO.eeorcecnnsenes) Noomyeln basa, Jo, 20010400 malzat Do.
reconstitaied
Tho UpjihnCo....o...| Tincomyela, sme | CHIOKERS.ovnn.r| Bas behbioad | Becs. 533325 and 120210 of
¢ Uplo ol 3&&3 Bizioorthis | thisclpler,
D0.emarensamenes Iincomyein sod do Bees. biSBsand | Bees. £53.225 and 121207 of
oalenc. &Lmouh!s $his chapter,
DOurrevvenmenmnsns] TAncOMyCo, ane foee..do Sees, 555325 00 | Beex, £38.325 and 121,210 and
: Prol{am, eth- ©i2igoand V1252 0f this chapter.
apabats, and . 121262 of this
< g-muo.x- heayk chapter.
arsonis acid,
D0evriccnnn. wsenema] JAncomyeln, eeereBOresencsnnevas] S0C5. 008825 and | Becs. £08.325 and L8355 and
B moneasin, and 533255 and 363 of this ehapter.
tro- 120262 of this
L | e sk
Merek Sharp & Procalno pent. Chickens ond 240750 v BOO. 121225 of this
Daolims ctilin. ‘tarkesa. . SR eI
ll,fgclfs.andl’ﬁu_r,
7 JONT— - . 31T do, 12.0 to 31.5 giton... Do.
S Proca TS oo s — e
DO eeemerrmnans] Shreptomyeln, do. 18.76 {o 37.5 gfton.. Do.

oI Procaluo pents T omsdo 338 to 20 ifbn.. | Ses, 1258 (bl ) of thts
Dorreoereeneer.] Biieptomyein... . do BT5to0ghon..] Do,
:Do................ Prog.\lnegen!- Tuckeys m&'zumn..‘... Do.

DOeeeeenncerassme-] Sireptomydin... do. 15 10 150 £168. 0. Do.
ST l’ro&!:e e || B e B e Sea. D155 of this chapter:
Streptomyeln do. 1510 75 SfloN. een. Do.
D Proine pensc [ Bwinemom] I A e Beg. T2QNGY) of this
b3 7, TR Streplomyein 4 74 Lo 315 pNton.....
T — P'c?{%‘n’?w' d 751045 ghoneres se&nx&;g.,a %2 2) of this
D0.eenrmmamananees] Bireptomyeln do, 5 to S ghon...|  Don
> 2 S Pmaelﬁge pents do. 51025 N0 unnaa] B0 SI0515 oOF this chaplers
DO, emecmnrasons] Streptomyeln, do, 2516 78 £NON. oues Do,
Merck: 8! & Procalne N eereaB0iseesrnvronns] 1.8
D"},"_f“gﬂp peal: do. 2 Do,
DOecescasmcnemene.] Btroplomyeln 4o. 1.5 to 32.5 giten..... Do,

envevmronsensosd SISANLI0 BCIA 40, 45 20 00 /100 ene o D
Do TZIIIiIir Nizarbastn Chlokens awo%"pa- D
Do_.. . N Pmeo.lnx.mpen.l- easeal0uvecnasanvens] 24 100 EE0N. cuus! Do.

Do, Nicarbasin 3. o.01 tg. 002 per= Do.
o [ S————  -T01, T3 T do. 41000 pfloneeu...] Do.
leng y- M
D0.cnvennmowosers] Nicarbazin do. 0.01 u& 0.02 peze 3
Do...-. wmmanovanas] Bacitracin methe do 42000100 epuens Do:
l%:o disaliey
Doucrasnonncovens] Fnitro4-hydrory~ do. 0.0055 to 0.005 Do.
- phenylaxsonl:’ t,
DOumeenewnrnneees-] Nicarbasln do. % 0.02 pere Do;
DOeranmncnewncre} Pxomi.no penl do. 2t ogiton.....] Do: -
DYuvmneersneonees] FRITO4BYAL0XT* | eueadOerrrannnnean.] 0005 10 0.025 Doz
- ph%!:yhrsoni:y pereents
Do. Amprolfnm. Chickensand 00125 400.025 Eoc. 120,210 of this chaplers
ot turkoys. &emn:.
7 [ S Bacltracin wevee00srerenomrnces] § 1050 QA0 nerens Do:
| g,
b > 7 S A.mpmlh’im Chlekons. 00125 zoe.m Do: °
Do. Ethopabat 4 <na} 00004 poseent..... Dos
DO.eeeeenenaneeami Bacltrocin 3 4 zamgmni_,‘“ p&
methyleno
do. 0.0125 40 0.025 Eees, 121210 and 121203 of
& pement...| TR veH
do. €10 0 gNOtreers]  Do:
do. 0.0025 Lo 0.005 Do,
pereent.
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'RULES AND REGULATIONS

Drag sponsor Drug ingrediont Specles Uso lovels Tadlcations for use
Merck Sharp & Amprofiom. ... Chickensand | aooet 0o Sac. 121,216 of thd chaplle,
?,:ﬁhf° n'cieaxdl < turkeye. . percont. oS B
DOvasneeceavacnsed] Procaine panfeillin do. ... 2.4 to 50 g/ton. ... Do,
D0.neeecancnvannas] AMproium.. o....| Chickens. .o......| 0.004tc 05.025 Seﬁsﬂ.s?hlam& ond 121,202 of
Dovaveeveeesnmce..] Procaine pent- do 2ffghon.....| “DerP
1S F3 1w KV o B, 0.0025%00.005 Do.
. ghmylnn?mﬂ? =1 percent,
Do Amproltum do. 0.0126 }3 0.025 £oe. 121.2100f this chapler,
Do Etiopabate, do 9 oent. ... Do.
B Ptowlnodmm z:oni_ o do. 2.£t0 50 giton....a... Do.
DOunsvmcanneumsraer] Erythromycin, do. 4.6 to 18.5 gfton...... Do.
DOunvneeconrarae..d AmMprolinn do - 0.0125 w:)%s Do.
cant,
Do, Erythromyein do. 10 18.5 pflon.. . Do.
Dooameeeccoa22| Amprolium. do 0.0ﬁ lox. Do.
Do Ethopabate do 00004 persont--...|  Da. .-
b+ 1 S prolum, do. 0.0125 t?025 Do.
DOsevonszenreronn Armnlg?naczjd';.... gg %gxmt..z.. }Jgo.
mee eeemne] EXyth X - 0,
g.... e Ampm!lm% do. 0,0125 to 8% Do,
DOeicnmannn wonns do. 04 w‘gcrceuél L Do.
0. Ethopabote. do-. 0.0004 POYCanttous.. Do,
Do. Amprolivn. 4. 0.0125 peresnt...... Do.
Do. OPADAR.e e cwns[remaelOrannsansmena| GO0 Bgexunt...... Do. -
DO..oannemmnnueens] Bacitracin esreeBOrenasneraworal 410 50 ¢ wenenn Do.
eno disalioyla
- Do. Amprolfum <o, 0.0123 p ¢ Do.
Do. Ethopabate. do. 0.004 {71 S Do.
DOuccvsncenn ——uene Bacltracin . do. 51035 gHon. e . Do.
. mothyleng .
dizalicylate,
DOuenninmonsmnanan 3-nitro-4-hydroxy- do. 0.00375 percent.... Do.
7 :
Commerdial Soivents | Zine baciisacin doZ- 410 50 gfton.........| Prevention of coccldiosts,
Corp. , Growth promotion and foed
N . oflicionoy. Secd, 121.233 of
R thischaptoer,
Deo. Amprolium do, 0.0125 10 0.025 Do.
. %‘ewt.
Deo. Ethopabate..: do. 0; percent.....| Do.
Do, Zine bacttracin do, 4 to 50 g/ton.......| Provenllon of coccldlosis.
, J ) Growth promotion and
feed efficlonoy. Improving
pﬁimenuztlon. 8eo, 121,233
. ofthischaptor, -
ApProfumt. ceues | wes@0encasneovnenes] 00125 to 0,025 Do,
J0% pore
m..m ...,.dg... wovenpoa] 80025 S OOSL"" Dg.
(1 34 wanllOrcasomunmuund Wl 2 A
gmenylnx‘son!xoy percont.
Do, Zine bacttracin.....| Swine._. 10 to 50 g/ton. I d rato of wolght galn
~ st and fmproved Ie%d %m—
) . clency.
De. Arsanlilc neid do veee] 0,005 10 0.01 Do,
. reen!
Morck Sharp & Amproium do, 0.&925&)0.025 Seea, 121,210 and 121.202 of
g:»‘l)lmo Research percent. ihis chapter.
8.
DO0.onnnnns-n of Etboxi:bate ...... . [— do. 0,0004 t Do,
Oumenenonamonsmne) Procncﬂ 0 penf- do. 2410 50 gfton..... Do.
n.
DOusivnsrmrvacnuna] Snltro-Lhydroxy. do. 06,0025 to 0.005 Do.
_ Phenylarsonic poreent.
Pfizer, Inc Penlolilin cﬁkﬁm«: 2410 25 glton........| Seo. 510.515 of this chapter:
POeuermnennnronsa| Stroptomyein do. 15 o 78 gfton...x.....| Do.
g b e ek R
TR o coonn
Pow Chemieal Co.....| Zoalons. ..........] Chickens....__:l.] 0.0125 percent.....| So0. 121207 of thls chaplor.
eavesascnnennnes] Bacltracin methe omreeliOneeecanmeone] 410 50 g/H00urenae Do.
ﬁhtf.o disoltey- )
»
Do Zoalene. do. 0.0125 porcent.t... Do.
DO0unvessanmmacnnns &mho-g-hydmxy- do..... 0,005 percente. ... Do,
- phen; 73
seld,
DOcicrnacncannan .{ Bacitracin meth- do. 410 b0 glon. ... Do.
lene disaley- R
Do. Zoaleno.... do 0.0125 percent. ... Do.
D0urmereasemnanaes| 216 bacltracin do 41060!;[{‘.0!:.-..... Do,
Zonleno, do 0.0125 porcent.n . Do.
DOuesenvncnconnass] S0itro-4-hydroxy- do. 0.005 perecnto e on Do.
: ggﬁ‘n'ﬂmsonlc .
D0uvevasmacenannae) Zine bacitracin, do 4 fo 50 giton....... Do.
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"RULES AND REGULATIONS

Uso tarele

_ Drug sponsoe Drug ingrodtent Bpocics - Tadlcations Sor ume
Dow Chemical | Zoaloms. ..oeceoeef Chickent. s eeenn] 00125 perostiten—.] * De:
—Con - p
-3 enteilin d 24 to Loglen. e De.
R é’m,. 3 Q0IZspercentorns] Do,
Do. $TIr0-4hydrotys |.eeesllOn scrscommess] BO03 PEICHEesane) Do.
sgauymm .
Da Peniclilin do. 2.4 10 50 0N anee| Do.
Po. Zoalens, do. 0.0125 N Do.
Do, seld... do. 8.0l Dl ceancse) Do
DOurvnsewvmmmmmens, Bnﬁlggdn Mothe {.eeealOuacscscsseas] £10 evore Do,
- %mordna
Por. Zoaieno 4o, B012] percttenses Do
Do. Arsanitic acid do. om PRI Do.
P = enfelllin d 2.4 10 O EA0N. wens De.
'12 %oulcno "g o.ml?mw- Do.
DOuseraesmemanonns] Bacl do. 410 00 g0 s Do.
methylens L. v
Do Zosleno do 00012000125 per-| Do,
> - 8! - do, 0.000 percent.conee] Do.
Mt plenyistsonls =
Dounnn Badimda canealilennacesuese] £ 10 HOEACRueenmsf D0
— e,
rwich Pharmacal | Furazolidone. Stwine.. 0.022 percent Yrevention of baetedial enter-
= =770 R O |
' oy et
. ° &uoa ‘when Mcnld‘.‘ pre-
10 bab;
O Moty satia "t
zzng«xs. As unogm in the
!
- - d
gl
. h ¢
D Oxyletracyeline d %0 to 10 giton.. oue Deo.
B SR SR
: gu)mﬂwag'ahm&m
? . m"x’ﬂ’:ﬁﬁ tion
. when o3 in prestorters,
- tions to mwmp!;sgaﬁ
: swins far b woeks,
R anaid in the motnte.
- P atEls p
ence of atrophls rhinits.
Sk
Do, Oxytetrooselian, ..|......do. 010300 ¢400ue.{ Dot )
Do. Arsandlio ncld do. 0.00% E 0.01 pes- Do.
Dererermememmner] Furnzolidons snd_| Chickens and 0.011 to 0022 " Sec. 510.615 of this chapter,
) furkoys. mesxmwwﬁ s
DOrerane eneness] Bocliracinzosthe |._...do 410505/ i0Mccrena]  Do.
. o;!_mncy- . -
* DOcacuevsnnnnccen.] Zlngbacitracinor do. 24 lod covne)
- {o50gften. Do.
. elitin, .
D0 N%udmxona...... ChickenS e esnsess] D.oxlpmcnt(!ﬂq £oe. 121237 of (hls chapter.
Dleeenrenecancans] l’r!?g!mmn!cn- do. 24100 RH0R e nmne Do.
" ‘Do... Nihyd: do, ; a.ouopemntam De.
Do. | Chidrtetracyeline. do. o o4 Da.
Po. Nibydrozono 30, 0,01 %emcnt(loo Boe. 121237 of thlschaplern.
Do Bagtratin do 40000 0een.] Do
it or
Do | Eeme e | gtne 0.011 pergent (100 | Provention of tecterial
S, oo cae emescormenans ventian of boo cn.
g[tcg)’.m tesftis (necrotie onterd
negg} sad  vibdonis
[ sgg’mnmrmwm
promoticn whilo on medl-
- cation and ;lhen {2d mlg
srowing swine for 5 veeks.
As on 8id in the mainten.
ands of welght galns and
- o o atropnla vitafier
b+ DO do. mwlw;:lwu....: Do,

Oxytetraoyciin.
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RULES AND REGULATIONS

8312
Drug sponsor Drug fngredlent Epecles Vso lovels Tndleattons for us
- Norwich Pharmacl | Farosolidone..san.{ BWIDO. cecvs ccenes ogespecont | Provontionof aoteraten
Co~~Con, (150 giton). s {ncerollc ontoxms.
A eohy) dyesatecy: bt
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§ 558,19 [Revokedl

.

19. By revoking § 558.19° Combination
aniibiotic drugs in animal feeds no longer fé“

sanctioned and reserving it.

§’558.35

paragraph (g) (5), (6), (1), and (8).

LAmended]

§558.505 [Amended]
21, In § 558.505 Reserpine by revok-
ing paragraph () (2), (3), and (4) and

reserving them.

+

-

§ 558.625 [Amended)

22, In §558.625 Tylosin by revoking
agraph () (1) (iD (b) and reserving

Effective date. This regulation shall be
- effective on March 26, 1876.
20, In § 558.35 Aklomide by revoking (Secs. 512, 701(n), 62 Stat, 1055, 82 Stat, 343~

.

* 851 (21 U.S.C. 380b, 871(sa}))}

Dated: February 2, 1976,

Associate Commissioner

Saxt D. FIRE,

Jor Compliance.

[FR Doc.76-5221 Filed 2-24-76;8:46 am)
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