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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration

21 CFR Part 522

Implantation or Injectable Dosage Form New Animal Drugs; Othetracyéli,né

Injection

AGENCY: Food and Drug Administration, HHS.

ACTION: Final rule,

SUMMARY: The Food and Drug AdminiStratioIl)(FDA) is amend,ing the ammal

drug regulatlons to reflect approval of a supplemental abbrev1ated new ammal

drug application (ANADA) filed by Boehnnger Ingelhelm Vetmedlca Inc. The

supplemental ANADA provides for the admmlstratlon of an oxytetracychne ‘

injectable solution to _lactatlng da1ry cattle.

DATES: This rule is nyfggtiyey;[inésert» date of p‘plblic:ation}in the Federal Register].

FOR FURTHER INFORMATION CONTACT: Julia W. Punderson, Centér for Veterinary
 Medicine (HFV-133), Food and Drug Administration, 7 500 Standish Pl |
Rockville, MD 20855, 301-827-7570, e-mail: jpu‘nderl@qymﬁzﬁa-gov-

SUPPLEMENTARY INFORMATION: Boehringer Ingelheim Vetmedica, Inc., 2621

North Belt Hwy., St. Joseph, MO 64506-2002, filed a supplement to approved
ANADA 200-008 that provides for the use of BIO—MYCINZOO(oxytetracychne
injection) and OXY-TET 200. (oxytetracycline injection) as treatments for

various bacterial diseases in cattle and swine. The supplemental ANADA .

provides for the administration of these oxytetracychne m]ectable solutlons to - o

lactating dairy cattle. The supplemental ,apphcatlon,,1As,‘,approved as of

September 3, 2002, and the regulations are amended in 21 CFR 522.1660t0
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reflect the approval. The basis of approval is discussed in the freedomof

information summary.

In accordance with the freedom of information provisions of 21 CER part

20 and 514.11(e)(2)(i), a summary of safety and effectiveness dataand

information submitted to support approval’”‘df this application may be seen in
the Dockets Management Branch (HFA—-305) Food and Drug Admmlstratlon
5630 Fishers Lane, rm. 1061, Rockvﬂle, MD 20852 between 9 a.m. and 4 p.m.,

Monday through Friday.

The agency has determined under 21 CFR 25. 33(a)(1) that thls actlon is -

of a type that does not 1nd1v1dually or cumulatively have a srgmfrcant effect

on the human environment. ,,,Lh%erefore,unelther au ,enyuonmenta} assessment

nor an environmental impact statement is required.

This rule does not meet the definition of “rule”

because it is a rule of “particular applicability.” Therefore, it is not subject

to the congressional review requirements in 5 U S C. 801 808

List of Subjects in 21 CFR Part 522

Animal drugs

Therefore, under the Federal Food Drug, and Cosmetrc Act and under o

authority delegated to the Comm1ssroner of Food and Drugs and redelegated

to the Center for Veterinary Medicine, 21 CFR part 522 is amended as follows:

PART 522—IMPLANTATION OR INJECTABLE DOSAGE FOR
DRUGS

1. The authority citation for 21 CFR part 522 continues to read as follows:

~Authority: 21U.SC.360b.



§522.1660  [Amended]
2. Section 522.1660 Oxytetracyclme 1n]ect1on is amended in paragraph
(d)(1)(iii) by removing in the elghth sentence “000010

iy and by removmg in
the ninth sentence “For sponso?\ and adding in its placey‘For /{ponsors

000010,”. | N N

Dated: “&m&n | aan

December 4, 2002
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* Steven D. Vaughn,

,0859/30, . 06 /633

Director,

Office of New Animal Drug Evaluatiom, ' N
Center for Veterinary Medicine. oo o N N - P &xtﬂiﬁ
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