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Title: New Drug Application (NDA) 
Integrated Quality Assessment 
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If there is a USP 
monograph for the drug 
product and it contains a 
labeling requirement, 
ensure the labeling 
requirement is fulfilled. 
Note the labeling 
requirement may be 
applicable to another 
section of the PI (e.g., 
Section 11). 

N/A  

For radioactive products, 
include radiation dosimetry 
for the patient and 
healthcare practitioner(s) 
who administer the drug 

N/A  

For hazardous products, 
include the statement 
“DRUG X is a hazardous 
drug. Follow applicable 
special handling and 
disposal procedures.x” with 
x numerical citation to 
“OSHA Hazardous Drugs”. 

Adequate  
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If alcohol is present, must provide the 
amount of alcohol in terms of percent 
volume of absolute alcohol 

Adequate Firm was recommended to include 
alcohol in percentage in carton 
label. 
 
The Applicant accepted the 
recommendation. 

Linear Bar code Adequate  
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