
Date of Approval: 

ANADA 2001355 

This approval provides for th.e combined use of.three approved Type A 
medicated Articles (FGntichlor T”%hlor%&5cydline, . .” 0,” ~1.d Bi&cox@ -salinomycin and 3- 
Nitro@-roxarsone) in Type C tiedicated feeds ‘for us‘6 in broii& b@ckens. 

Sponsored by: 

Pennfiqld 0il:Company _ 
Omaha, Nebraska 68144 
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b. Generic Sponsor: PennFie!d,,Gjl Company _ , 4640.~lri~ust~‘&‘Ro~~ 
A---I-- .I-‘- I 1-1 - - 

c. Established Name: Chlortetracycline Sal;‘6-qcin sodium 

RoTarsone 

d. TradejPropnetary’Name: “Pennchiorm 
Bio$ox@ 
3-Nitso@ 

e. Dosage Form: 

Note: This ANADA provides for the combined use of.three “approved Type A ‘Medicated > ..ir,’ 

Articles PennchlorTM (chl~‘~etracsrcli.ne)‘~.‘~~-~~~~~~~~~~~ibi‘jici~ sodium), and 3-N&-o@ 
(roxarsone) in Type C Medicated, Feeds,’ rather than a premix incorporating all three of 
these compounds. 

f. How Supplied: Chlortetracycline: 56-lb bags 
Sa$‘omycin sodium: SO-ib bags 
Roxarsone: 50-lb bags 

g. How Dispensed: OTC 

h. Label Claim of Amount of 
Active, Ingredient(s): Chlottetracycline- 50 to 100 g/lb in Type A Me&c&d .’ ” 

Articles 
Salinomycin- 30 and 60 g/lb in Type A Medicated Articles 

_(._ I^.“.i,,,” ..,_‘,. I., .) Roxarsone- IO, 20, and 50% (45.4, 90.8, 227 g/lb) In Type 
A Medicated Articles 

i. Route of Administration 
..* 

These drugs are administered orally by’adding the Type’A 
,. 

‘. 
Medicated Articles to, co”mplete broiler chicken feed (Type 

: C Medicated Feedj 

j. Species/Class: Broiler chickens 

k. Recommended Dosage: ‘. -. ” ‘. Chlortetracycline, 500 grams per ton (.055%) 
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, ., * ., ), . ”  . ( .  
._ , i-- 

S+Wnycin, 40 to 60 grams per ton (.0044-‘.0066%) 
Roxarsone, ‘45.4 grams per ton (.005%> .: .“A . - , 1 ,.,-. . . . . . . ,j 9. * . ,,.__..-. -..“l.^.i.^.,’ ,<..‘ “a,.._.._ . 

I. Pharmacological 
,) .; J .: :, ., .I /: 

Cateaorv: Antihartnrial n‘n/ie~e>rl:Al‘ .  ̂
; .". ( "" ,. _ ~ 

m. lndicatjons for use: F p .,_... 
CauPr;u u 

prevention of coccidiosis in broiler chickens - ,&a_.- , /“, :m, -: 
“;v “Eim6rh tenella, E. t ,e&ittZ; ‘K &S&;l/ulii~~, E. “’ 

E. brunefti, and E. ti&&< in&&&$-t& field maxima, 
strains of E. fenelia’that : 
corn bined with sa 
an ‘aid in the redu 
s;Sc+tible to chl 

are more sU$&ptible to roxarsone 
llitiomy&n than salinomycin alone, 2nd as 
action of mort~lit)‘due to E. co/i infections 
&-tetracyclirie. 

n. Equivalent Product: 

0. Pioneer Product/ 
Listed Product: 

PepnchlorTM 
Chlortetracycline 
NADA 138-935 
Pennfield Oil Company 

BioiCox@ 
Saljnomycin sodium NADA ,2’8-~~8. 

Alnharms 

/ 

. .-. 

* .rnp. IUI I IIU, II Ic;. 

3”N.itro~. ,, ,. I ,.. -, .. ’ ” L ” 

Ro>iarsonc .._A_ -- 9 (3-nitro-4-hydioxyphenylarsonid acid)-.- ” 
NAUA 7-891 
Alpharma Inc. 

AureCmyCin~-BiC-CCxO-?-hlitmg 
” I .,1,” 

rr I-I-. L-1.-- I. ea. . . bnlgrreIracycrtne/sjarrnomycin/Roxarsone 
NADA 140-867 
Alpharma, Inc. 

,.,‘.. 

PennchlorTM and Aur&m$zin@ w&e both found to comply with the &s&s of ‘NAdk 

DESI -evaI ” 
__‘__ . ” 

uatlon tor effe$ivefl,ess+!! pu,blished in the Federal ReRi$er‘@f 1 h 1 35958; July Y, II 996). These products approved under the DESI prdcess w be equi”alent at the codified level ‘21 CFR‘s 5s8:1’~81a)iT~~~li~~‘;jp 50~~“‘v&-~ 

(61 FR 35949-359‘52 



j //>/“. . 
‘i *; 

The Center’s fourth generic policy letter dated November 2, 1989, as published in the 

Federal Register on january 30, 1990 (%‘FR ‘3107) states that.th- -*m-d 
..-.. -- ..I b,,V 

: 

generic Type A Medicated Article%ntitles the- spot- ’ ’ ‘- 
IC apyf oval of a new 

’ lsor IO approval of all the feed 
., ^_ 

combinations for which the pioneer is approved. E 3ioequivalence and tissue residue 
. 

studies are not requ&ed’for a@prova”l of the feed use L;urr1urrra~lons. ;, ^--l-:--I: -.- - 

Chlortetracycline (Penndhio~~Pe‘i7n‘fi~,~-jji~~~~~~b‘ .p.& y;c’Fii ‘2 &$+;;l&&&~. a<:,, ‘,‘l “.*‘:‘L j 1 
rk,~~*~;‘,,;,,,;.-, ,h..,*l,‘“,.-4r:;‘:;: ‘~if?kiyPaPI~ _\ :_ _ _‘ (‘r, ,> ‘7,” .*:; my. ,z;z 

Tolerances and Safe Concentrations of Residues 

The tolerances established for the pioneer product apply to the generic product: 
. . ,. 

Tolerances for the sums ‘of residues of the tetracycline, including chlortetracycline in- 
tissues of chickens, are as fol!ows: (a) 2 paits’ljer million j ./ j _II , . “,” 
liver; (c) 12 ppm in fat (21 CFR ~?%6’T150).’ 

,,. . x / .e*. ..bl .a. (ppm) in muscle;‘(b) 6 ppm 

_. ., 

in 

a. 

The acceptable daily intake for total chiortetracyciine residues is 25 micrograms per 
kilogram of body weight per day:‘” 

.“:” ” 
Under NADA 128-686 a tolerances for sa&omycin was not required because residue 

,_ _ ‘.: 1< _ 

levels in all three broiler tissues (muscle,:!ivey,,~?d~~~~~~~f~t)‘were significantly below the 
established safe concent@$i”on~ P . 

.I ,. . iI “,,. 
Tolerances of arsenic (from roxarsone) are established at C 
tissue and 2 ppm in uncooked ed’jble by-broducts 01. .’ target tissue (2, CFR 6 5gR (g3 ‘I*-’ ?” “.” 

I.5 ppm in uncooked muscle 
1 brorler chickens withiiver ‘asp the’ .-, ,i .~i ^.~.. (. 

. .J ---“-I’ 

,*..:. 
~iawal I irne ., ,*,. .i , 

b. With?--...-’ T:--- 

‘_.__ Based on the limitatiqn in ,2, CFR: g~‘5~8~~~o(~)ii)(xv)~ ‘~.~~e’~“aay Wii~~~~~al time us” 
‘% ,.,. ~.,.T., / 

required for the combinatign of chlortetracycline, salinomycin and roxarsone. 

I I IG ~ayu~atur y anaryrrcar mernoa ror rne aetermrnatron ot residue of chlortc .- .I , . ...‘. ,,~.< I .,.‘_ I_. I ) 
microbiological test using ‘Bac~lirs ce<etis”var. ~~yc0ide.s (ATCC 11 7WhY ‘+ found in Antibiotid.Residueit’~ii;i”~l~“~~~~‘~~.~~~~;&ucts g--h An’imal’TiasuGs~ l”,ernoas 

4tracycline is a ,..- , ILI). , hG”,*&ethc&s ,...’ 
^^. .^^‘. L “-*I-- -a- 

‘, -.I, 

I_ ,..“: I 
nycin was-‘not renl rircd hnral ICC, Under NADA 128-686 a regulatory method for salinon 

residue levels in’all~three broi@- tissues (muscle,’ liver and skin/fat} were stgnificantly 
below the established safe concentration for total residues.’ x ’ ) 

:, s :.. I ,_ w r , )_’ ,. 
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..- I;- I ,_ ,‘~ * ,- -, 

The analytical method for the determination- of roxarsone in ‘&,res is a ~ 
‘ _,_ ),,, ,L , ,, ,v. _,_ _ 4. I . _ “*. I_. ‘.). I. I 

. ,~~~-- ,iP F, ” (“.” “<,“rix’ :i#,wd~“<‘w;< .i .1 “I i&l..Pi~.~. .:‘=Y I > 
spectrolj’hotometnc me&od. Th,e method, entitled “Ar&c~(Total) @&dues in Animal ‘. i i v ,$.- “m-‘.~ I, i a& __ . . c-‘“ii4)- . . . , Tissues, SPectrbDhotometric’M~t~o~,l” rs.~ub,iiii’ed rn the Off,c,al M6iKG~c;~y,GT’ w;f I 

th edition. 
V “,. AOAC International., 16 

4. 

5. 

This ANADA submitted under section 512(b) of the Federal Foot 
Act satisfies the requirements of‘section”j,l2 (n) of the act”;lnA d 
combination of chlortetracycline: &aikro.mycin and roxarsonc 
proposed conditions of use, is safe and effective for itslaG 

3, Drug, andCosmetic ’ 
II IU 

Jernonsfrates.that tti& _. : ~ 

?, when used under its , .,I r- I .c>, , .y, 

ATTACtiMENTS: 
, ,,.. . j 

Attached labeling: 8 ‘~-:‘:-I Type C Medicated Feed’@l&~l%rd) -‘Genk~iciand--~~~neB; ‘. 
.I 

Copies of applicable labels may be obtained bv writina to the: 

Food and Drug Administration 
Freedom of Information Staff (Hl$-35) ‘. ‘- ‘” ” ’ ” 

.,_. & 

5600 Fishers Lane Rockville, MD ro857 ., ,. ~ ,/ I. _;. ,.> ” . - ,,/ / . I’ ^’ “” -” . -., -.i.. 

; _,.. _ ,,~ /_. .* _ x I”. -I .^ I. . . .:‘- Or requests may be sent,via, fax to: (301) 443-l 726.‘If”there ‘area problems sending a 
fax, call (301) 827-6567. 1 



NET WEIGHT bN BAG OR B-ULK 

BLUE BIRD SALlNOMYClNICTClRCiXARSONE’. ’ 
TYPE C BROILER’F@ti‘ 

MEDICATED 

For prevention of coccidiosis caused 6y Eimetia, tanella, E necattix, E acerwdiha E. maxima 
E brunett[ and E. m/v&i, including some field strains of E. tend/a which are more susceptible 
to roxarsone combined with salinomycin than to salinomycin alone, and as an aid in the 
reduction of mortality due to E. coli infections susceptible to such treatment in broiler chickens. 

ACTIVE DRUG INGREDIENTS” .’ ’ ‘ 

Salino ’ -- myctn sodium 
Roxarsone 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ,... . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . :...;,..: . . . . . . . . . . . . .._____ 40 to 60 nhn --.. .- -- -- ~‘V.’ 
. . . . . . . . . . . . 1. . . . . . . . . . . . . . . . . 

Chlortetracy+- Inn LPI\ 
. . . . ..“...............................*................................................. 454g/ton 

411ic (a3 nbij . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . _._ ____ 500 n/ton ._.. . - - - ~ --. . 

GUARANTEED ANALYSIS 

Crude” ” 
Crude rat, nc 
Crude Fiber, 

rrorern, not less than 
m , 

It less 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

than . . . . . . . . . . . . . . . . . . . . . . . 
not more than 

. . . . . . . . . . . ..~............................‘......................... 
..“..““..“................‘................”..~.................................... 

INGREDIENTS 

Each ingredient must be specifically named (unless stated as such in the guaranteed analysis 
listing) in accordance with the names :and definitions listed in Title 21 CFR 501 .I 10. 

DlRiCTlONS FOR USE 

For broiler chickens only; not to be fed for more than five days; not approved for use with pellet 
binders. 

WARNING: Withdraw 5 days before slaughter. Do not feed to laying chickens. 
be fatal if accidentally fed to adult turkeys or to horses. When handling c 
mixing BIO-COX* premixes, use protective clothing, impervious gloves, 
protection, and an approved dust respirator. Open&or-s should wash 
thoroughly with soap and water after handling medicated feeds and pren 

May 
)r 
we 

iixes. 

BLUE BIRD FEED MILL 
Any Town, USA 12345 



For prevention of coccidiosis caused by Eime, ’ ’ ..- ’ - na fenella, E. necattix, E acervulina, E. maxima, .“ ‘--- E. bfunk&~ and E. mivatil’ including some field strarns of 6, ft 
to roxarsone combined with salinomycin than to @iin‘ - 

wella which are more susceptible 

reducfion~ of mortality due to !!. k&i infections : -’ 
omycin alone, and as an aid in the 
“’ susceptible to such treatment in broiler chickens. 

n sodrum . . . . . . ..“..“...-..“~.~“““““‘.“.‘.....~.........................~..........~.~~~..........~~ 40 to 60 g/ton 
.~ 1y*af~u! It=... ..-................“.......~..~.~.~....,.~......................~...........,.......................................... .;.~,~~r6~~~racycline, (as HCI)’ 454g/ton 

I. . - - . . . . . . . . . i . . . . . . . . . . . . . . . s. . . . . . . . . . * . . . . . . . ., . . . * , .‘.:‘..: . . . .: *‘:“* .::. *‘pa .‘i: ; >a;,; :. I .‘*..; . : . ;*. . . . . 500 g/ton 
.’ 

; ,# .i. 

.GvARAMTEED ANAiYSlS 

Crude &&in nnt IPCC than 

p . ‘Crude Fat, n 
: -,* ..; ‘,,::q’$,,>. < A..<.r”;>i- Crude Fiber, not more,than ‘: ( I..~ ..,,. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ..~.i....(.‘ ii 

. . ., a a”. lYYY 6, IUI I 

lot less than _ ’ 
-.................................*.....................,,........................... 

% 

,. _ _.., . ~.~.“““~~~.~.~.~........“..~...~...~..~~......................~..~.....,....,~~.~..... . . O/ 

-,, 
? : INGREDIENTS 

i Each ingredient mu: . * -- * <. 
St be sPecificallY named (unless stated as such in the guaranteed analysis 

listing) in accordant- __ e with the nnmmc and r)a/ini+inn- IL.LC~ :- k- -1 mt-- ,-kl 2 * - .-. . :. .- 8 s-s I ev.a WI vu u=~at ~IUVI 13 II~LWJ II 1 I l!‘fz L I LI-K 3U-J. -1 1 U. 

_ . 

.DJRi%TIONS FOR3ISF 
., . . . 

.; 
- . . . 
t-or nro!ler chickens only; not to be fed for more than five days; not approved for’use with pellet 6;i..d&;g”* 4. 

WARNING: Withdraw 5 days before slaughter, Do notfeed to laying chickens. ‘May 
be fatal if accidentally fed to adult turkeys or to horses. When handling or 
mixing BIG-C.Q&@ ? premixes, use protective clothing, impervious gloves, eye 
protection, and an ,approved dust respirator. Operators should wash 

s:, 
thoroughly with soap and water after handling medicated feeds and premixes. 

‘q. ‘/I I 
“iZ,. 
-:. : .’ 
7, _. ” ,. -, sx ..: ..,.. . ,I .,.,, 
‘: 

BLUE.,B,RD iEED$jlt-‘L , 

.: Any Town, USA 12645 
_I 

A rcio I & _I : . _‘, 


