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Pharmacological/ 
therapeutic 
class 

. 

 

Chemical name, structural 
formula, molecular weight  

 
Molecular weight: 596.76 
g/mol 
C20H14Cl3F6N3O3S 

 
 
 
 

 
Adequate 

If radioactive, statement of 
important nuclear 
characteristics 

 
N/A 

 
N/A 
 

Other important chemical or 
physical properties (such as 
pKa or pH) 

Section 3.2.S.1.2 Adequate 

If radioactive, statement of 
important nuclear 
characteristics. 

 
N/A 

 
N/A 
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2.0   PATIENT LABELING 

  
Assessment of Product Quality Related Aspects of Patient Labeling (e.g., 
Medication Guide, Patient Information, Instructions for Use):  
 
Labeling will be finalized through OND during labeling negotiations with the 
applicant. 
 
Any deficiencies should be listed at the end in the “ITEMS FOR 
ADDITIONAL ASSESSMENT.” 
 
3.0    CARTON AND CONTAINER LABELING 
 
3.1 Container Label  
(Representative examples of a proposed containers) 
 
Bottle Label (10 mL) 
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3 Pages of Draft Labeling have been Withheld in Full as B4(CCI/
TS) Immediately Following this Page
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Other package terms 
include pharmacy bulk 
package and imaging bulk 
package which require 
“Not for direct infusion” 
statement. 

 
 
N/A 

 
 
N/A 

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

The product does not contain 
alcohol. 

Adequate 
 

Bar code Labels have space for bar code Adequate 
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