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Review Chemist, ONDQA 
 

SUBJECT:  Final Recommendation.  
 
 
The CMC Review #3 dated April 18, 2012, indicated the following list of deficiencies:  
      

1. Regarding cGMP inspection: 
• Office Compliance has not made the final recommendation on the facilities 

involved in this resubmission. 
 

2. Regarding labels: 
• The term,  should be removed from the immediate 

container and carton labels.  
• The established name should be revised to “(isotretinoin) capsules”. 
• The size of the established name should be at least 50% of the trade name. 

 
On May 21, 2012, the Office of Compliance has issued an overall “Acceptable” 
recommendation for all the facilities involved in this application (see the Attachment-1) 

 
All the label issues are resolved satisfactorily (see the Attachment-2) 

 
Therefore, from the ONDQA perspective, this application is now recommended for 
approval with the following statement in the action letter. 
 
The expiration dating of the 40mg capsules should be no more than 24 months at this 
time until real time stability data beyond 24 months are available.  
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Attachment-1 
 

 
 
 
Attachment-2 

 
Immediate Container Label (Bottle) 
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