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Chemical name, structural 
formula, molecular weight  

(5R,9R,13S,14S)-17-(prop-
2enyl)-3,14-dihydroxy-4,5-
epoxymorphinan-6-one 
hydrochloride 
 
Molecular weight: 399.87 
C19H21NO4 • 2H2O 
 

 
 
 
 
Adequate 

If radioactive, statement of 
important nuclear 
characteristics 

 
N/A 

 
N/A 
 

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

• White to slightly off-white 
powder 

• Freely soluble in water, 
soluble in ethanol, 
practically insoluble in 
toluene  

 
 
Adequate 

If radioactive, statement of 
important nuclear 
characteristics. 

 
N/A 

 
N/A 
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1.2.5 Other Sections of Labeling 
 

There may be other sections of labeling that contain product-quality related 
information.  For example, there are specific required/recommended warnings 
for certain inactive ingredients [e.g., aspartame, aluminum in large and small 
volume parenteral, sulfites, FD&C Yellow Number 5 (tartrazine), and benzyl 
alcohol].  Please notify the prescription drug division if the product contains any 
of these inactive ingredients. 
Please include your comments about other sections of labeling if they contain 
product quality information. 
 
Consumer Information Quick Start Guide 
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3.0    CARTON AND CONTAINER LABELING 
 
3.1 Container Label  
(Representative examples of a proposed containers) 

 

Reference ID: 5196981

(b) (4)

6 Page(s) of Draft Labeling have been Withheld in Full as B4 (CCI/TS) immediately following this 
page 





OPQ-XOPQ-TEM-0001v06                 DP-Page 90 
 

Effective Date: February 1, 2019 

 

For injectable drug 
products for parental 
administration, use 
appropriate package type 
term (e.g., single-dose, 
multiple-dose, single-
patient-use) 

 
 
 
N/A 

 
 
 
N/A 

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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