
  
CENTER FOR DRUG EVALUATION AND 

RESEARCH 
 
 

APPLICATION NUMBER: 
 

216196Orig1s000 
 
 

PRODUCT QUALITY REVIEW(S) 
 















Theodore
Carver

Digitally signed by Theodore Carver
Date: 12/15/2021 06:05:32PM
GUID: 5d963967007fd4bc3c9fab2a6c3eaded

Reference ID: 4905615

66 Page(s) have been Withheld in Full as B4 (CCI/TS) immediately following this page 







 

 

OPQ-XOPQ-TEM-0001v07 Page 3 Effective Date: April 22, 2021 

 

 

Note the labeling 
requirement may be 
applicable to another 
section of the PI (e.g., 
Section 11). 

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”. 

N/A  
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Section 11 (DESCRIPTION)  
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1.2.4 Section 16 (HOW SUPPLIED/STORAGE AND HANDLING) 
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