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ACTION: Final rule.

SUMMARY: The Food and Drug Administration (FDA) is amending the animal

drug regulations to reflect approval of an abbrev1ated new ammal drug

application (ANADA) filed by Phoemx Scientific, Inc ‘The ANADA provtdes -
for the use of penicillin G in the drlnkmg water of turkeys for the treatment .

of erysipelas caused by Erysipelothrix rh usmpathme o

DATES: This rule is effective [insert date of pub]ioa;tion in the Federal 'Registar]. B

- FOR FURTHER INFORMATION CONTACT:‘“Lonnie w. Lut;he,rp,d Center for Veterinary

Medicine (HFV-104), F oOd and Dru’g”‘Admi‘n‘iatfatfon"'7'5i“9 StandlshPl, -

Rockville, MD 20855, 301-827-8549, e-mail: Iluther@cvm fda. gov S

SUPPLEMENTARY INFORMATION: Phoenix Sc1ent1f1c Inc 3915 South 48th Street
Ter., St. Joseph, MO 64503, filed ANADA 200—-347 that prov1des for use of

Penicillin G Potassium, USP, in the drmkmg water of turkeys for the treatment .

of erysipelas caused by Erysipelothrix rhuszopat]uae Phoenix Smentlﬁc s
Penicillin G Potassium, USP, is approved as a generic oopy of Fort Dodge
Animal Health’s Penicillin G Pota‘ssidurn' USP, approved trnder NADA55__050

The ANADA is approved as of ]anuary 22, 2003, a:nd the regulatlons are

U ANA0q 200-397 MR
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amended in 21 CFR 520.1696b to reflect the approval The baSIS of approval -

is dlscussed in the freedom of 1nformat10n summary

In accordance with the freedom of 1nformatio,n prov131onsof21CIFRpart o

20 and 21 CFR 514.11(e)(2)(ii), a summary Of“‘saffetjy and effeet‘iveneés' ‘da‘t?a and

information submitted to support approval of thls appl‘iéat‘ibﬁ may be”’s‘een 1n -

the Dockets Management Branch (HFA—-305), Foodand Drug Adminis’fratilon o
5630 Fishers Lane, rm. 1061, Rockville, 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 this‘a_‘c’t"ion is. o

of a type that does not individually or cumulatively have a significant effect

on the human environment. Therefore neither an env1ronmental assessment

nor an environmental impact statement is requ1red

This rule does not meet the definition of “rul’ef"""i’n\"?) UsCsoa@a)

because it is a rule of “partieular applicab‘ilit’y.” AThefé‘fore,”i‘t is not sub]ect

to the congressional review requirements in 5 U.S.C. 801-808.
List of Subjects in 21 CFRPart5ZO .,

Animal drugs.

Therefore, under the Federal Food, Drug, and(Cesmet\ieAet’i andunder -

authority delegated to the Commissioner of Food and Drugs and redelegated

to the Center for Veterinary Medicine, 21 CFR*’p’éﬂjSéc‘)’ 1samendedas follows:

PART 520—0RAL DOSAGE FORM NEW ANIMAL DRUGS

1. The authority mta’uon for 21 CFR part 520 contmues to read - as foIlows

Authority: 21 U.S.C. 360b.



§520.1696b [Amended]
2. Section 520.1696b Pemcz]]m G potassmm in drmkmg water is amended
in paragraph (b) by addmg “059130” in numerlcal sequence

Dated: 5'/‘/4 //&3
May 6, 2003.
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Steven F. Sundlof//

Dlrector, ‘
Center for Veterinary Medicine.
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