
21 CFR Part 55 

F HEALTH AND HUMAN SERVICES *:‘. 

New Animal Drugs for Use in AnirnaI Feeds; Bacitracin Met 

Zoalene 

AGENcV: Food and Drug Administration, HI-IS. 

ACTION: Find rufe. 

Y: The Food and rug Administration (FDA) is amending the . 

to reflect approval of a supplemental new animal drug application (GALA) filed by A 

Inc. The supplemental NADA provides for using approved single-ingred ent tmkacin me 

disalicylate ;tnd zaalene Type A medicated articles to make two-way ~Qmbi~atiQn drug Type C 

medicated feeds used for the management of necrotic enteritis and coccidiosis in replacement and 

broiler thickens. 

FUR ~U~T~~~ IN ORMATfUN CQNTACT: Steven D. Vaughn, Center for Veteran Medicine ( 

130), Food md rug A~~s~a~~~, 7500 Standish H., Rockville, MD 20855,3~1~~27~75~~~ 

e-mail: svaugh~~~vm.fda.g~v. 

- Box 1399, Fort tee, 

NJ ~7~24~ filed supplemental NADA f41-085 that provides for combi ng approved BMD (IO, 

,40,50,60, or 75 grams per pound (g/lb) bacitracin methylene disalicylate) and SHAMIR 

13.5 g/lb zoalene) Type A medicated articles to make two-way c~mbinatiQn drug Type C 

meditated chicken feeds containing 50 or 100 to 200 g/ton bacitracin methylene disa~~cy~ate and 

rn~~yle~e ~sali~y~ate acid 36.3 to 113.5 grion zoaleruz are used as an aid in the prevention of 
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necrotic ente~t~s caused or complicated by C~~~t~~~i~~ spp. or other organisms susceptible to 

ba~itra~in and for the development of active ~~uni~ to coccidiosis in replacement chickens. 

ype C feeds eontai ng 100 to 200 g/ton bacitracin methylene disa~~&ylate and 36.3 

ton zoaI!ene a&used as an aid in the control of necrotic enterit s 

or other organisms susceptible to bacitracin and for e development of active 

nity to coccidiosis in replacement chickens. The combination Type C feeds containing 50 

g/ton ba~~~ac~~ m~thylene disal~~ylate and 113S g/ton zoalene are used as an aid in the prevention 

of ne~r~t~~ extents caused or complicated by C~~~t~~~~~~ spp. Qr other organisms susceptible to 

baci~a~i~ and for the prevention and control of coccidiosis in broiler chickens. The combination 

feeds ~~~t~ning 100 tu 2 0 g/ton bacitraein methylene disalicyl 

as an aid in the cxxntrol of necrotic enteritis caused or complicated by ~~Q~t~i~i~~ spp, 

cx other ~rg~~srns susceptible to bacitracin and -for the prevention and controf of coccidiosis in 

he supplemental N-ADA is approved as of November 30,2001, and the 

reg~la~~ns are amended in 21 CFR 558.680 to reflect the approval. asis of approval is 

discussed in the freedom of information suck. 

ce with the freedom of infurmation provisions of 21 C 

514.1 am a summary of safety and effectiveness data and i~f~~ati~n sub~tted to support 

plication may e seen in the Dockets Management Branch (HFA-305), Food 

d Drzrg A~nis~ati~n~ 5630 Fishers Lane, rm. 1061, Rockville, MD 20852, between 9 a.m. 

and 4 p, eY Monday through Friday. 

has determined under 21 C 2533(a)(2) that this action is of a type that does not 

individually or cumulatively have a significant effect on the human environment. Therefore, neither 

aa envir~ ntal assessment nor an environmental impact statement is required. 

This rule does not meet the definition of ?=ule” in 5 USC. 8~4(3)(A) because it is a rule 

of ~‘~~~cu~~ a~~li~ab~~~ty”~’ Therefore, it is not subject to tie congressional review re~u~ements 

in 5 U.S.C. 801-808. 



Atimal drugs, Animal feeds. 

e Federal Food, Drug, and Cosmetic Act and under authority delegated 

to the Co ssioner of Food and Drugs and redelegated to the Center for Veterinary Medicine, 

part 558 is amended as follows: 

PART 558-NE ANIMAL DRUGS FUR USE IN ANlMAL FEEDS 

1. The a~~o~~ cita~o~ for 21 CFR part 558 continues to read as follows: 

Autl-tority: 21 U.S.C. 36Ob, 371. 

2. Section 558*68~ is a;meBded by redesignating paragraphs (a), (b), and (c) as p~agra~hs 

>, respee~vely~ by adding new paragraph (a); by revising 

in the table in paragraph (d)(l) by adding in item (i) after e entry far “‘Ananilic 

acid 90 (~.~~~) plus penicillin 2.4 to 50” the entries for “Bacitracin methy~e~e disalieylate 50” 

and ” acitracin methylene disaficylate f 00 to ZOO”, and by adding in item (ii) after for 

plus roxarsone 22.7 to 45.4 (~.~~25~ to ~.~~5~~~’ the entries fur “‘Backtrack 

methyle~e disali~ylate 50” and “Bacitracin methy~e~e disalicylate 100 to 200” to read as follows: 

Type A medicated article containing 25 percerd soalene. 

xwds. See No. 046573 in 0 5~~.6Q~(c) of this chapter. 

* * * * * 

(i) a c * 
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~omb~~at~on in grams/ton 

Bacitracin methyiene 
disalicylate 50 

Bacitracin msthylene di 
sdlcrylaFe 100 Fr3 200 

* + 
* * * 

Bacitracin m~thy~ene dl 
sdicylate 50 

Bacitracin msthylene di 
salicylate 200 tu 200 

fndications for USQ 

Replacement chickens; ds- 
velopment of active im- 
munity to coccidiosis; as 
an aid in the prevention of 
necrotic enteritis caused 
or complicated by C&s- 
trldum spp. ut other orga- 
nisms susceptible to baci- 
Fracin. 

~ep~a~em0nt chicksns; de- 
vekpment of active im- 
munity to coccidiosis; as 
an aid in the control of 
necrotic enteritis caused 
or complicated by C&S- 
tridiium spp. or utter orga- 
nisms susceptible to baci- 
tracin. 

* * 
* z * 

Bruiiar chickens; prevention 
and control of coccidiosis; 
as an aid in 8x? proven- 
tion of necrotic tJntMtis 
caused or compiicated by 
c1ustliciic#m spp. or other 
organisms susceptible to 
bacitracin. 

Broiler &&kens; prevention 
and control of coccidiosis; 
as an aid in the control of 
necrotic enteritis caused 
or complicated by Clas- 
tid&m spp. or other orga- 
nisms susceptible to baci- 
tracin. 

Feed conf~~uous~y as sole ration as in 
subtable in this item (i>; grower ration 
not to be fed to birds CIVBF 14 weeks sf 
age. 8acitracin m~thyl~n~ disa~~~~at~ 
as provided by 046573 in §~~0.6~~~~~ 

Feed eontinuousiy as sate ration as in 
subtable in this iF~l (i). To untrod ne- 
erotic enteritis, start medication at first 

in&ii signs of disease; vary bacitra&n 
dosage based on the severity of infer- 
tion: admtnlster ~n~nu~us~y for 6 to 7 
days or as long as dEnicai signs persis2, 
then redvGs badtraein to prsvsntion 
fsvel (50 gram~ton~. Elacitracin meth- 
ylene d~sa~~~y~at~ as provided by 
046573 In §~~0.6~{~~ of this chapter. t 

t** 
Feed cont~nuousiy as sole ration. Bacl- 

&-a&n rn~~y~~n~ d~~~i~at~ as provided 
by 046573 in $Si O.SOOfc) of this chap- 
FM. 

Feed continuously as sole ration. To con- 
WI necrotic entsrltis, s&H rn~j~t~on at 
first dir&al signs of disease; vary bacl- 
frach dosage based on the SW&~ of 
~nf~~~~on; administer continuousfy for 5 
to 7 days or as long as clinical signs 
persist, then r&uce ba~~tra~~n to pre- 
vention lev@i (SO gr~~ton~- ~a~~tra~~n 
methylens d~sa~~~iate as provided by 
046573 in 9 510.600(~) of this chapter, * 
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