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21 CF arts 510 and 558 

New Animal Drugs; Change of Sponssr 

AGENCY: Food and Rrug Ad~~istrati~~, I-II-IS. 

ACTION: Final rule. 

A) is amending the animal drug ~eg~lati~~s 

ange of sponsor for six approved nf=w animal drug applications (NADAs) from 

Moffolk, Inc., to Phibro Animal Health. 

DATES: is rule is effective [insert date of ~~~Z~~~~~~~ in the Federal Register]. 

FOR FURTHER ~~F~~~AT~~~ CONTACT: Lonnie W. Luther, Center for Veterinary 

)? Food and Drug Admi~is~ati~~~ 7500 Standish Pl., Rockville, MD 20855, 30f--827-0209, 

e-mail: lluther @ cvm.fda.gov $ 

~U~~~~~~~TA~~ INFOR ATION: Koffolk, Inc., P.0 Box 475935, I 735 Las Quintas, Rancho Santa 

Fe, CA 92067, has informed FDA that it has transferred ownership of, and all rights and interest 

e following NADAs to Phibro Animal Heal , 710 Rte. 46 East, suite 401, Fairfield, NJ 

G-476 .................................................................. 
98-378 ................................................................ 
107-997 .............................................................. 
108-115 .............................................................. 
106-l 16 .............................................................. 
141-l 46 .............................................................. 

Established Names of Ingredients 

Nicarbazin 
~~ca~baz~~8acitracj~ ~a~y~e~a DisaiicyMe 
NicarbazinRincamycin/Roxarsone 
~~~arbaz~~/~~xarson~ 
Nicarbazin/LIncomycin 
N~~arbazr’n/Bacitracin Zinc 

A~~~rd~~gly~ the agency is amending the regulations in 2X CFR 558.366 to re ect the transfer 



a 
F~~~~w~ng the change of sponsor of these NADAs, Koffolk, Inc,, is no longer 

roved a~~~i~ati~~s. Therefore, 21 CFR ~1~.6~~(~) is amended to remove the entries 

es not meet the de~~~t~u~ of ‘cmle” in 5 U.S.C. 8~~(3)(A) because it is a rule 

of ‘c~~t~c~~a~ a ~icabiiIity.” Therefore, it is not subject to the ~~~gress~o~a~ review requirements 

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

List of Subjects 

Ad~~n~strat~ve practice and procedure, Apical 

req~~~e~e~ts B 

gs, Labeling, Repming and recor 

Animal drugs, Anima 

Therefore, under the Federal Food, Drug, and Cosmetic Act and under Anthony delegated 

to the Co ‘ssioner of Food and Drugs and redelegated to e Center for ~ete~n~ Medicine, 

21 CFR parts 51 and 558 are amended as follows: 

[Amended] 



3 

ART 558-NEW ANIMAL DRUGS FOR USE tN ANIMAL FEEDS 

3. The a~thQ~~ citation for 2 1 CFR part 558 continues to read as follows: 

4. Section 558,366 is amended by redesignating paragraphs (b) and (c) as paragraphs (c) and 

(cl), respective y; by revising paragraph (a); by adding a new ~~agraph (b); and in the newly 

aragraph (d), in the table, under the headings ““Limitations” and “Sponsor” 

rern~v~~g “06327 I” wherever it appears and by adding in its place ?X6 104” to read as follows: 




