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Melissa Klesch 
Baxter Healthcare Corporation 
32650 N. Wilson Road, WGl-3 
Round Lake, IL 60073 

Re: Docket No. FDA-2016-P-1547 

Dear Ms. Klesch: 

This letter responds to your citizen petition received on June 8, 2016 (Petition), 
requesting that the Food and Drug Administration (FDA or Agency) designate 
levofloxacin injection in dextrose 5% in plastic container, approved under abbreviated 
new drug application (ANDA) 090343 held by ACS Dobfar, as a " reference listed drug" 
(RLD) in the Approved Drug Products With Therapeutic Equivalence Evaluations (the 
Orange Book). 1 

We have carefully considered the Petition. For the reasons described below, your 
Petition is granted. 

I. BACKGROUND 

Section 505(j) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C. 
355(j)) allows the submission of an ANDA to market a generic version of a previously 
approved drug product. To obtain approval, the ANDA applicant must show, among 
other things, that the generic drug product (1) has the same active ingredient(s), dosage 
form, route of administration, strength, conditions of use, and, with certain exceptions, 
labeling as the listed drug; and (2) is bioequivalent to the listed drug. 

A listed drug is a new drug product that (I) has been approved under section 505( c) of 
the FD&C Act for safety and effectiveness or has been approved under section 505(j); 
(2) has not been withdrawn or suspended under section 505(e)(I) through (e)(5) or (j)(6) 
of the FD&C Act; and (3) has not been withdrawn from sale for what FDA has 
detennined are reasons of safety or effectiveness.2 Listed drug status is reflected by the 
drug product' s identification as a drug with an effective approval in FDA's Orange 

1 The Orange Book is available at http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm. 
2 § 314.3(b) (2 1 CFR 314.3(b)). The definition of listed drug in § 314.3(b) refers to section 505(j)(5) of the 
FD&C Act with respect to withdrawal or suspension of a drug product approved under section 505(j). We 
note that since this regulation was issued, paragraph (j)(5) was redesignated as paragraph (j)(6) (see section 
119(b) of the Food and Drug Administration Modernization Act, Public Law I 05-11 5). 
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