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Y: ‘The Food and Drug Admi~s~at~~n (FDA) is amending the animal. drug regulatiC& 

to reflect approval of a s~~p~ementa~ new anim ADA) fifed by Boehringer 

Xngefheim Vetmedica, Inc. The supplemental NADA provides for use of approved tiamulin Type 

A medicated articles to make Type B and Type C medicated feeds used the cmmf of 

pr~lif~rat~v~ ent~r~pat~~es (ileitis) in swine, 

FOR FURTHER ~NF~~~AT~UN CONTACT: Diane D. Jeang, Center for Veterinary Med~~~~e (Hf;lr- 

33), Food and Drug Administration, 7500 Standish l., Rockville, MD 20855, 301-827-7574, 

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

SU~~~~~ENTA~~ INFUR ATION: Boehringer fngeiheim Vetmedica, fnc., 2621 North Be& ~~g~way~ 

St. Joseph, MO ~45~~2~~2~ filed a supplement to approved NADA 139-1372 that provides for 

use of ~~~A~A~ (5, 1 , or 113.4 grams (g) per puund of tiamulin) Type A medicated articfes 

to make Type B and ‘Type C medicated feeds for use in growing and ~~~sh~ng swine. 

C medicated feeds contain 35 g per ton tiamufin and are used for the control of porcine pr~~~fera~ve 

~nter~pathies (ifeitis) associated with Lt~sonia ~~~r~ce~~~~~~i~~ The NADA is approve 

November 26,2001, and 6 558.600 (21 CFR 558.600) is amended to reflect the approval. Section 

0 is also being revised to a tabular format. The basis for approval is discussed in the freedom 

of inf~~ation summary, 
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e freedom of inf~~at~~n provisions of 21 CFR part 20 and 

5 14.11 (e)(2)(~~)~ a summary af safety and effectiveness data and ~nf~~ati~u sub~tted to supped 

a~pr~va 1icatiQn may be seen in t e Dockets Management Branch (~FA-3~5), 

rug Ad~n~strati~n, 5630 Fishers Lane, r-m. f06f f Rockviffe, MD 20852, between 9 a.m. 

and 4 pm-, Sunday 

Under section 5 12(~)(2)~F)(iii) of the Federal , Drug, and Cosmetic Act (21. U.S.C. 

36~b(~)(2)(F)(~~~)), this approval for feud-producing animals qualifies for 3 years of marketing 

exclusivity beginning on avember 26,2001, because the a~p~i~ati~n contains substantial evi 

of the effectiveness of the drug invo ved, any studies of animal safety, or in the case of fuod- 

producing animals, human food safety studies (other than bioe uivalence or residue s~dies) 

required fur the approval of the application and conducted or sponsored by the ap~licaut. 

eting ex~~usivity applies only to the new c aim for which the supplemental 

appl~~ati~n was ap~r~ved. 

e agency has dete~ned under 21 CFR 25.33fa)f 1) that this action is of a type that does 

not ~nd~vidua~ly or ~umu~ative~y have a significant effect on the human envir~~ent. Therefore, 

nether an envir~~enta assessment nor an env~r~~enta~ impact state ent is required. 

his rule does not meet the def~nit~~n of “rufe” lin 5 USC. $~4(3)(A) ecause it is a rule 

of ~p~icul~ app~i~ab~~~ ty .” erefore, it is not subject to the cungressional review re 

of Subjeds in 22 CFR Part 558 

al dogs, Animal feeds. 

Therefore, under the Federal Food, Drug, and Cosmetic Act and under the auth~~ty delegated 

e Cu~issi~ner of Food and Drugs and re eiegated te the Center for Vete~n~ Medicine, 

art 558 is ameude 



T 558-NEW ANIMAL DRUGS FOR USE IN AN1 

duty citation for 21 CFR part 558 continues to rea 

ection 558.600 is revised to read as follows: 

e A article containing 5, 10, or 1 I3 -4 grams of ti ulin (as ti Iin 

(b) A~~ru~u~s. See No. ~~~~1~ in 8 5 ~~.6~~(c~ of 

~u~eru~ces. See (5 556.738 of 

cu~si~eru~iu~s-( 1) Swine bein treated with tiamufin s odd not have assess t 

onta~ning polyether ionophores (e.g., lasabcid, monensin, n~asin, sa~in~mycin, or 

urarny~~n~ as adverse reactions may occur. If signs o toxicity occur, discontinue use. 

ot for use in swine weighing over 250 pounds. 

(3) s sole source of tiamufin. 

(e) ~u~~i~iu~s of use-(l) Swine. It is used as fo~~ows~ 

~~rn~inatj~~ in grams per ton 

For increased rate of weight 
gain and improved feed effi- 
ciency, 

Feed ~u~tin~~~sl~ as sole ration 
on premises with a history of 
swb dysentery but where 
signs of disease have not yet 
0ccurred or f&lowing ap- 
proved treatment of disease. 
W~~raw 2 days before 
slaughter. 

Feed ~~~~~~~~sl~ as the sole 
ratisn for not less than 10 
days. Withdraw 2 days before 
slaughter. 

Spoinsor 
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combination in grams per ton 

~~to~etra~y~l~ne~ approximates 
400 (varying with body weight 
and feed ~~surnpt~o~ to pro- 
vide $0 milligrams of chlor- 
tetracycline per pound of body 
weight daily). 

l~di~tio~s for use 

Far treatment of swine bacteriai 
enteritis caused by Es~h- 
etichia cufi and sai~o~el~a 
choferaesuis and bacteriaf 
pneumonia caused by 
Pas&uMla ~~i~~~~a suscep- 
tible to ~~l~~a~ra&y~ti~~, and 
controt of swine dysentery as- 
sociated with Brehhyspira (for- 
merly SfqMina or 
Treponema) ~y~dyse~~er~ae 
susceptible to tiamul~~. 

For treatment of swine dys- 
entery associated with 
Brachyspira (formerly 
SegMrina or ?u3px-tema) 
~y~y~e~~e~~ae susceptible to 
t~amu~in. 

Feed continuously as sole ration 
for 14 days. Lke as only 
source of ~~lo~etra~y~~~ne. 
Wjt~~raw 2 days before 
slaughter. 

As ~~~o~etra~y~~~~e calcium 
complex, Type A medicated 
articles co~ta~~~~~ the equiva- 
lent of 50 to 500 grams per 
pound rrf ~~~o~etracycli~e hy- 
drochloride provided by 
046573 and 053389 in 
$5ltk6QO(c) of this chapter. 

Feed ~o~ti~uous~y as the sole 
feed for ?4 consecutive days. 
Withdraw feed 7 days before 
slaughter. 

Sponsor 
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