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I. GENERAL INFORMATION: 

ANADA: 

Sponsor: 

200-026 

PennField Oil Company 
14040 Industrial Road 
Omaha, Nebraska 68 144 

Generic Name: Oxytetracycline HCl 

Trade Name: PENNOXTM 343 SOLUBLE POWDER 

Marketing Status: OTC 

Effect of the Supplement: Revision of the withdrawal period for swine. 

II. DRUG EFFECTIVENESS AND TARGET ANIMAL SAFETY: _.” 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by 
the Generic Animal Drug and Patent Term Restoration Act, (53 FR 50460, December 
15, 1988, First GADPTRA Policy Letter) an abbreviated new animal drug application 
(ANADA) may be submitted for a generic version of an approved new animal drug 
(pioneer product). New target animal safety data, drug effectiveness data, and human 
food safety data (other than tissue residue data) are not required for approval of an 
ANADA. An ANADA relies on the target animal safety, drug effectiveness, and 
human food safety data in the pioneer’s new animal drug application. The ANADA 
sponsor is required to show that the generic product is bioequivalent to the pioneer. 
ANADA’s for drug products for food-producing animals will generally be required to 
include bioequivalence and tissue residue studies.. A tissue.resjdue study wili 
generally be required to accompany clinical end-point and pharmacologic end-point 
bioequivalence studies, and blood level bioequivalence studies that can not quantify 
the concentration of the drug in blood throughout the established withdrawal period. 
For certain dosage forms, the agency will grant a waiver from conducting an in vivo 
bioequivalence study (55 FR 24645, June 18, 1990; Fifth GADPTRA Policy Letter; 
Bioequivalence Guideline, October 10,200O). 

Based upon the formulation characteristics of the generic product, PENNOXm 343 
was granted a waiver on December 19, 1995, from conducting an in vivo 
bioequivalence study and approved on March 13,1997. The generic and pioneer 
products contain the same active and inactive ingredients and are soluble powders. 
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C. 

IV. 

III. HUMAN FOOD SAFETY: 

TOLERANCES 

Tolerances are established in 2 1. CFR, 556:500 for thesum.of residues in tissues of 
swine and turkeys as follows: 2 ppm in muscle, 6 ppm in liver, 12 ppm in fat and 
kidney. The acceptable daily intake (ADI) for total oxytetracycline residues is 25 
micrograms per kilogram of body weight per day. 

WITHDRAWAL TIME: 

When a waiver from the requirement of an in vivo bioequivalence study is 
granted, the withdrawal times are those previously assigned to the pioneer 
product. The withdrawal time for pioneer oxytetracycline soluble powders 
(Pfizer, Inc.‘s TE RRAMYClN@ 343 ) is established under CFR 520.1660d. 
Pfizer, Inc. received approval on April 25,2001, for a zero day withdrawal time 
for swine. No new data were required for the reduced withdrawal time in swine 
for this supplemental approval for this generic product. 

REGULATORY METHODS 

The regulatory method for determination of oxytetracycline in tissues is a 
microbiological assay procedure using Bacihs cerezu var. mycoides (ATCC 
11778) suspension and is found in the FDA publication “Antibiotic Residues in 
Milk, Dairy Products, and Animal Tissues: Methods, Reports, and Protocols” 
revised October 1968, reprinted December 1974. 

AGENCY CONCLUSIONS 

The data submitted in support of this supplemental NADA satisfy the 
requirements of section 5 12 of the Federal Food, Drug, and Cosmetic Act and 
implementing regulations at Part 5 14 of Title 21, Code of Federal Regulations 
(21 CFR 514) to demonstrate that PENNOXTM 343 (oxytetracycline HCl), is safe 
and effective for use in swine for the approved indications, when administered in 
water at the approved dose. 
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V. APPROVED PRODUCT LABELING (attached) 

A. Pioneer Facsimile label - TERRAMYCINB 343 

24.8 Lb (11.3 kg), 4.78 oz (135.5 g) 

9.55 oz (270.7 g), and 4.5 Lb (2041.2 g) 

B. Generic Facsimile labels - PENNOXTM 343 

4.78 oz (135.5 g)and 23.9 oz (512 g) 

Copies of applicable labels may be obtained by writing to the: 
Food and Drug Administration 
Freedom of Information Staff (HFI-3 5) 
5600 Fishers Lane 
Rockville, MD 20857 

Or requests may be sent via fax to: (301) 443-1726. If there are any problems sending a 
fax call (301) 827-6567. 
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cc: 
Courtesy Copy for the Sponsor 
HFV-199 Orig. Anada 200026-6-0039’ 
HFV-2 (Special Mailing List) 
HFV-12 (PO1 Staff) 
HFV-102 (GADQC Reserve’Copy) 
HIT-102 (GREEN BOOK) 

’ HFV-120 (P. Ryan) 
HFA-305 (Dockets Management Branch/ 
HFR-SW350 &AN-DO) 

ec: CVM Records\ONADE\&200026\C0039FOI.SUM 
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0 l . SOLUBLE POWDER l l 0” .” ,. _/lc . , 

A broad-spectrum antTbi@ic 
for control and tqea$ment.gf qxcific diseages in 

poultry, cattle, swine and sheep. 

-. 
Net Contents: 23.9 02 

ANADA 200-026 APPROVED BY FDA 

Disfributed by 

Penn Field 
ANIMAL l-iEJ+~TH” 

14040 Industrial Road Omshs, NE 68144 
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