
 
 

 
  

   
 

 
 

 
 

   
 

  
   

   
 

 
 

 
 

 
 

   
 

  
 

 
  

  
  

 
  

  
 

 
   

 
  

 
  
          

  
 

NDA 018579/S-034 
SUPPLEMENT APPROVAL 

American Regent, Inc. 
Attention: Elizabeth Ernst 
Global Executive Director of Regulatory Affairs 
6610 New Albany Road East 
New Albany, OH 43054 

Dear Elizabeth Ernst: 

Please refer to your supplemental new drug application (sNDA) dated and received 
April 16, 2024, and your amendments, submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act (FDCA) for Furosemide Injection, USP. 

This Prior Approval sNDA provides for addition of the “Pediatric Population” heading in 
the “Clinical Pharmacology” section and the removal of the Pregnancy Category from 
the Prescribing Information. 

APPROVAL & LABELING 

We have completed our review of this application. It is approved, effective on the date of 
this letter, for use as recommended in the enclosed agreed-upon labeling. 

CONTENT OF LABELING 

As soon as possible, but no later than 14 days from the date of this letter, submit the 
content of labeling [21 CFR 314.50(l)] in structured product labeling (SPL) format using 
the FDA automated drug registration and listing system (eLIST), as described at 
FDA.gov.1 Content of labeling must be identical to the enclosed labeling (text for the 
Prescribing Information), with the addition of any labeling changes in pending “Changes 
Being Effected” (CBE) supplements, as well as annual reportable changes not included 
in the enclosed labeling. 

Information on submitting SPL files using eList may be found in the guidance for 
industry SPL Standard for Content of Labeling Technical Qs and As.2 

The SPL will be accessible from publicly available labeling repositories. 

1 http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm 
2 We update guidances periodically. For the most recent version of a guidance, check the FDA Guidance 
Documents Database https://www.fda.gov/RegulatoryInformation/Guidances/default.htm. 
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Also within 14 days, amend all pending supplemental applications that include labeling 
changes for this NDA, including CBE supplements for which FDA has not yet issued an 
action letter, with the content of labeling [21 CFR 314.50(l)(1)(i)] in Microsoft Word 
format, that includes the changes approved in this supplemental application, as well as 
annual reportable changes. To facilitate review of your submission(s), provide a 
highlighted or marked-up copy that shows all changes, as well as a clean Microsoft 
Word version. The marked-up copy should provide appropriate annotations, including 
supplement number(s) and annual report date(s). 

PROPRIETARY NAME 

If you intend to have a proprietary name for this product, the name and its use in the 
labeling must conform to the specifications under 21 CFR 201.10 and 201.15. We 
recommend that you submit a request for a proposed proprietary name review. (See the 
guidance for industry Contents of a Complete Submission for the Evaluation of 
Proprietary Names and PDUFA Reauthorization Performance Goals and Procedures 
Fiscal Years 2023 through 2027.) 

REQUIRED PEDIATRIC ASSESSMENTS 

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for 
new active ingredients (which includes new salts and new fixed combinations), new 
indications, new dosage forms, new dosing regimens, or new routes of administration 
are required to contain an assessment of the safety and effectiveness of the product for 
the claimed indication in pediatric patients unless this requirement is waived, deferred, 
or inapplicable. 

Because none of these criteria apply to your application, you are exempt from this 
requirement. 

PATENT LISTING REQUIREMENTS 

Pursuant to 21 CFR 314.53(d)(2) and 314.70(f), certain changes to an approved NDA 
submitted in a supplement require you to submit patent information for listing in the 
Orange Book upon approval of the supplement. You must submit the patent information 
required by 21 CFR 314.53(d)(2)(i)(A) through (C) and 314.53(d)(2)(ii)(A) and (C), as 
applicable, to FDA on Form FDA 3542 within 30 days after the date of approval of the 
supplement for the patent information to be timely filed (see 21 CFR 
314.53(c)(2)(ii)). You also must ensure that any changes to your approved NDA that 
require the submission of a request to remove patent information from the Orange Book 
are submitted to FDA at the time of approval of the supplement pursuant to 21 CFR 
314.53(d)(2)(ii)(B) and 314.53(f)(2)(iv). 

U.S. Food and Drug Administration
Silver Spring, MD 20993 
www.fda.gov 
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REPORTING REQUIREMENTS 

We remind you that you must comply with reporting requirements for an approved NDA 
(21 CFR 314.80 and 314.81). 

If you have any questions, call Elaine Sit, Regulatory Project Manager, at (301) 796-
5073 or email at elaine.sit@fda.hhs.gov. 

Sincerely, 

{See appended electronic signature page} 

Robert Lim, MD 
Deputy Director for Safety 
Division of Pulmonology, Allergy, and Critical Care 
Office of Immunology and Inflammation 
Office of New Drugs 
Center for Drug Evaluation and Research 

ENCLOSURE(S): 
• Content of Labeling 

o Prescribing Information 

U.S. Food and Drug Administration
Silver Spring, MD 20993 
www.fda.gov 
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FUROSEMIDE INJECTION, USP 

Acute Pulmonary Edema 
The usual initial dose of furosemide is 40 mg injected slowly intravenously (over 1 to 2 minutes). 
If a satisfactory response does not occur within 1 hour, the dose may be increased to 80 mg injected 
slowly intravenously (over 1 to 2 minutes). 

If necessary, additional therapy (e.g., digitalis, oxygen) may be administered concomitantly. 

Geriatric Patients 
In general, dose selection for the elderly patient should be cautious, usually starting at the low end 
of the dosing range.  (See PRECAUTIONS: Geriatric Use.) 

Pediatric Patients 
Parenteral therapy should be used only in patients unable to take oral medication or in emergency 
situations and should be replaced with oral therapy as soon as practical. 

The usual initial dose of Furosemide Injection (intravenously or intramuscularly) in pediatric 
patients is 1 mg/kg body weight and should be given slowly under close medical supervision. If 
the diuretic response to the initial dose is not satisfactory, dosage may be increased by 1 mg/kg 
not sooner than 2 hours after the previous dose, until the desired diuretic effect has been obtained. 
Doses greater than 6 mg/kg body weight are not recommended. 

Literature reports suggest that the maximum dose for premature infants should not exceed 1 
mg/kg/day.  (See WARNINGS, Pediatric Use.) 

Furosemide Injection should be inspected visually for particulate matter and discoloration before 
administration. 

HOW SUPPLIED: Furosemide Injection, USP (10 mg/mL) 
NDC 0517-5702-25  2 mL single dose amber colored vials Boxes of 25 
NDC 0517-5704-25  4 mL single dose amber colored vials Boxes of 25 
NDC 0517-5710-25  10 mL single dose amber colored vials Boxes of 25 

Do not use if solution is discolored. 

Store at 20° to 25°C (68° to 77°F); excursions permitted to 15° to 30°C (59° to 86°F) (See USP 
Controlled Room Temperature). Protect from light. 

IN5702 
Rev. October 2024 
MG #7822 

Distributed by: 
AMERICAN 
REGENT, INC. 
SHIRLEY, NY 11967 
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Signature Page 1 of 1 

This is a representation of an electronic record that was signed 
electronically. Following this are manifestations of any and all 
electronic signatures for this electronic record. 

/s/ 

ROBERT H LIM 
10/01/2024 11:14:18 AM 
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