
April 22, 2004 

Dockets Management Branch 
HFA-305 
5630 Fishers Lane, Room 1061 
Rockville, Maryland 20852 

Re: Gentamicin Sulfate Oral Liquid 

CITIZEN PETITION 
(ANADA SUITABILITY PETITION) 

First Priority, Inc. hereby submits this petition under Section 5 12(n)(3) of the Federal Food, Drug and 
Cosmetic Act to seek permission from the Director, Office of New Animal Drug Evaluation, Center for 
Veterinary Medicine, to file an Approved Abbreviated New Animal Drug Application (ANADA) which 
differs in the concentration of the active ingredient from the innovator product. 

A. Action requested 

First Priority, Inc. seeks permission to file an ANADA for a generic equivalent of the innovator product, 
Garacin’ (gentamicin sulfate) Pig Pump Oral Solution, NADA 130-464, Schering-Plough Animal Health, 
which differs from the innovator product in the concentration of gentamicin sulfate. 

The change in concentration is necessitated because the delivery pump for the innovator product is 1.15 
ml/dose while First Priority, Inc.‘s delivery pump delivers 1.05 ml/dose. A comparison of the First 
Priority, Inc. product’s physical properties to the innovator’s are listed below. 

PHYSICAL PROPERTIES 

Three copies of all proposed labeling for the requested change in concentration of the active ingredient, 
gentamicin sulfate, are attached. 

1585 Todd Farm Drive 0 Elgin, Illinois 60123-1146 * 847.289.1600 @ fax: 847.289.1223 * 800.650.4899 



B. Statement of grounds 

Under provisions of the Federal Food, Drug, and Cosmetic Act, Section 5 12(n)(3) - 

If a person wants to submit an abbreviated application for a new animal drug-- 

(A) whose active ingredients, route of administration, dosage form, or strength dl@fer 
from that of an approved new animal drug, or 
(B) whose use with other animal drugs in animal feed d@ers from that of an approved 
new animal drug, 

such ,yerson shall submit a petition to the Secretary seeking permission to file such an 
application. 

This ANADA. Suitability Petition qualities under the provisions of the Federal Food, Drug, and Cosmetic 
Act, Section 5 12(n)(3)(A) in that permission is sought to change only the concentration of an approved 
new animal drug. 

C. Environmental impact 

First Priority, Inc. requests that this petition be considered for categorical exclusion under 21 CFR 25.24. 

D. Economic impact 

An economic impact analysis will be provided if requested after review of this petition. 

E. CertiJcation 

The undersigned certifies that, to the best knowledge and belief of the undersigned, this petition includes 
all information and views on which the petition relies, and that it includes representative data and 
information known to the petitioner which are unfavorable to the petition. 

If you should have any questions, or need additional information, please contact me at the above address, 
or at (847) 289-1600. Thank you for your interest in our waiver. 

Sincerely, 

Deepak Naik 
Director of Regulatory Affairs 
First Priority, Inc. 

Enclosures 
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Gentamicin Sulfate 
Oral Liquid 

Pig Pump Solution 
4.77 mg/mL 

Veterinary 
Antibacterial 

For Oral Administration to 
Neonatal Pigs Only 

DESCRIPTION: Each milliliter of Gentamicin 
Sulfate Oral Liquid contains gentamicin sulfate 
veterinary, equivalent to 4.77 mg gentamicin. 

WARNING: For use in neonatal swine only. Pigs 
treated with the recommended dose of Gentamicin 
Sulfate Oral Liquid must not be slaughtered for food 
for at least 14 days following treatment. 

INDICATIONS: Gentamicin Sulfate Oral Liquid is 
recommended for the control and treatment of 
colibacillosis in neonatal pigs 1-3 days of age, 
caused by strains of E. Colisensitive to gentamicin. 

DOSAGE AND ADMINI$TRATION: Administer 
orally to baby pigs. Recommended dose is one full 
pump per pig one time at the first sign of disease. 
One pump delivers 1.05 mL of gentamicin pig pump 
solution (5 mg gentamicin). 

CONTRAINDICATIONS: There are no known 
contraindications to this drug when used as 
directed. 

CHEMISTRY: Gentamicin is a mixture of 
aminoglycoside antibiotics derived from the 
fermentation of Micromonospora purpurea. 
Gentamicin sulfate veterinary is a mixture of sulfate 
salts of the antibiotics produced in this fermenta- 
tion. The salts are weakly acidic and freely soluble 
in water. Gentamicin sulfate veterinary is stable in 
the subject solution under usual storage conditions 
for periods indicated by theexpiration date. 

HOW SUPPLIED: Gentamicin Sulfate Oral Liquid 
Pig Pump Solution is available in 4 fl oz (120 mL) 
bottles (approximately 100 doses) with a pump 
applicator. 

Store between 2” and 30% (36” and 86°F). 

Protect from freezing. 

Iss. CM-04 

Manufactured By: 
First Priority, Inc. 
1585 Todd Farm Drive 
Elgin, lL60123-1146 

ANADA xxx-xxx, 
Approved by FDA 



:GENTAMICIN SULFATE 
IIETERINARY) 

‘ig Pump 
3ral Solution 

Antibacterial 

NADA #13044, Approved by FDA 

4 fl. oz. (115 mL) 

Schering-Plough Animal Health 
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Pig Pump 
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GaracW -j 
(GENTAMICIN SULFATE 
VETERINARY) 

Pig Pump 
Oral Solution 

Right Fawl .--_--__-- 

EDXB .__ r-------- -- 1 Garacin” 

Best&ted Drug (Celiforoia) - use only as 
diited. 

Read accompanymg dweotions carefully 

Store between 2O and 3O’C (36O and 86’F). 

Do Not Freeze 

Schering-Plough Animal Health Corp., 
Kendworth, NJ 07033 

Copyright 0  1985,1992, 
Sohenng-Plougb Animal Health 
All qhts reserved 
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Far oral administration to wmatal pigs only. 

Each mL contains: gentamiom sulfate veteriofry 
equwdent  to 4.35 mg gentamicm. 

Indication: For treatment of oobbacil losxs in 
neonatal  pigs l-3 days of age. 

DOSE: 1  full pump (equwalent to 5  mg  
gentami&) orally per pig one tune; one battle, as 
filled by the manufacturer, wll de&r 
apprommately 1M) doses 

WARNING Treated pigs must not be 
slaughtered for food at feast 14 days following 
treatment. 

Antibacterial 
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Pig Pump I 
Oral Solution 

Antibacterial 



12925689 PRODUCT 
INFORMATION 

NADA #130-464, Approved by FDA. 
Garacin@ 
(GENTAMICIN SULFATE 
VETERINARY) 
Pig Pump Oral Solution- 
4.35 mg/mL 

Veterinary 
Antibacterial 
For Use in Neonatal Pigs Only 

RI 67 34 

DESCRIPTION Each milliliter of GARACIN Pig nary is stable in the subject solution under usual 
Pump Oral Solution contains gentamicin sulfate storage conditions for periods indicated by the 
veterinary, equivalent to 4.35 mg gentamicin. expiration date. 

WARNING For use in neonatal swine only. Pigs 
treated with the recommended dose of GARACIN 
Pig Pump Oral Solution must not be slaughtered for 
food for at least 14 days following treatment. 

HOW SUPPLIED GARACIN Pip Pump Oral 
Solution, 4.35 mL is available in 115 mL bottles as 
originally packaged (approximately 100 doses) with 
pump applicator; the 115 mL bottle may be refilled 
From the GARACIN Pig Pump 16 oz. Refill Bottle. 

INDICATION GARACIN Pig Pump Oral Solution 
is recommended for the control and treatment of 
colibacillosis in neonatal pigs I-3 days of age, 
caused by strains of E co/i sensitive to gentamicin. 

Store between 2’ and 30°C (36” and 86°F). 

Protect from freezing. 

DOSAGE AND ADMINISTRATION Administer 
orally to baby pigs. Recommended dose is one full 
pump per pig one time at the first sign of disease. 
One pump delivers 1 .I 5 mL of gentamicin pig 
pump solution (5 mg gentamicin). 

SEPTEMBER 1992 

Schering-Plough Animal Health Corp. 
Keniiworth, NJ 07033 

DIRECTIONS FOR USE Unlock pump with 
counterclockwise turn, and press plunger down two 
times to fill delivery unit. A separate extension tube 
is enclosed for administration convenience. 
Administer I full pump (plunger depression) directly 
into the mouth of each affected pig. 

CONTRAINDICATIONS There are no known 
contraindications to this drug when used as 
directed. 

CHEMISTRY Gentamicin is a mixture of 
aminoglycoside antibiotics derived from the 
fermentation of Micfomonospofa purpurea. 
Gentamicin sulfate veterinary is a mixture of sulfate 
salts of the antibiotics produced in this 
fermentation. The salts are weakly acidic and 
freely soluble in water. Gentamicin sulfate veteri- 

Copyright@ 1983, 1993, Schering-Plough 
Animal Health. All rights reserved. 


