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CHAPTER VII: Biopharmaceutics

NDA: 209387

Drug Product Name: Sodium Nitroprusside in 0.9% Sodium Chloride Injection 

Strength(s): 50 mg/100 mL (0.5 mg/mL )1

Route of Administration: Intravenous (IV) 

Applicant Name: Exela Pharma Sciences

EXECUTIVE SUMMARY:

NDA 209387 is submitted as a 505(b)(2) application. The proposed drug product, 
Sodium Nitroprusside in 0.9% Sodium Chloride Injection, is a parenteral solution for 
administration by injection, and the proposed drug product has the same active ingredient 
(sodium nitroprusside), and has the same dosage form, route of administration [IV 
infusion] and indication as the listed drug (LD), Nitropress® (sodium nitroprusside 
injection). However, the proposed product and the LD product on dilution are different 
with regard to the inactive ingredients [sodium chloride vs. dextrose] and the 
concentration of the active ingredient. As supported by the additional information [pH, 
osmolality and literature], the differences in inactive ingredients are not expected to 
affect the bioavailability of sodium nitroprusside in the proposed drug product when 
administered via the intravenous (IV) infusion route. In addition, the difference in the 
administered volume and infusion rate are not expected to affect the safety and efficacy 
of the proposed drug product. The Applicant’s request for a waiver of the requirement to 
conduct in vivo BA/BE studies for the proposed drug product, Sodium Nitroprusside in 
0.9% Sodium Chloride Injection 50 mg/100 mL (0.5 mg/mL), is granted.

From the Biopharmaceutics perspective, NDA 209387 for Sodium Nitroprusside in 0.9% 
Sodium Chloride Injection 50 mg/100 mL (0.5 mg/mL), is recommended for 
APPROVAL.

1  100 mL single-dose glass vial 
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