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the reconstituted or diluted 
product) 

Important administration 
instructions supported by 
product quality information 
(e.g., do not crush or chew 
extended-release tablets, 
instructions for mixing with 
food) 

N/A  

For parenteral products: 
include statement: 
“Parenteral drug products 
must be inspected visually 
for particulate matter and 
discoloration prior to 
administration, whenever 
solution and container 
permit”  

N/A  

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”. 

N/A  
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Section 11 (DESCRIPTION)  

Reference ID: 4953136

Appears this way on original







 

 

OPQ-XOPQ-TEM-0001v07 Page 8 Effective Date: April 22, 2021 

 

1.2.4 Section 16 (HOW SUPPLIED/STORAGE AND HANDLING) 
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3.0 CONTAINER AND CARTON LABELING 

 

3.1 Container (bottle) Labels  

In the NDA copies of the labels on the 75 mL and 150 mL drug product bottles 

were provided. A representative example of the 150 mL bottle label is provided 

below: 

3.2 Carton Labeling 

In the NDA, copies of the carton labels were provided for the 75 mL and 150 mL 

drug product bottle presentations. A representative example of the carton label 

proposed for the 150 mL bottle is provided below: 

Reference ID: 4953136

(b) (4)

1 Page of Draft Labeling has been Withheld in Full as b4 (CCI/TS) immediately 
following this page





 

 

OPQ-XOPQ-TEM-0001v07 Page 16 Effective Date: April 22, 2021 

 

For injectable drug products for 
parental administration, use appropriate 
package type term (e.g., single-dose, 
multiple-dose, single-patient-use). 
Other package terms include pharmacy 
bulk package and imaging bulk 
package, and these products require a 
“Not for direct infusion” statement. 

N/A  

For parenteral injectable dosage forms, 
include the name and quantities of all 
active and inactive ingredients in 
alphabetical order. For ingredients 
added to adjust the pH or make 
isotonic, include the name and 
statement of effect. 

N/A  

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

N/A  

Linear Bar code Adequate Included 
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