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12. Labeling  
General: 
The product labeling including the package insert and carton and container labels was 
reviewed by various disciplines, and deficiencies were communicated with the applicant 
during the review cycle.  See section 10 regarding pediatric information.  Acceptable 
labeling was received on November 25, 2011 for PI and container/carton.  Details are 
captured in the respective discipline reviews. There are two additional minor comments 
from DMEPA, which will be submitted to the applicant in the approval letter. 
 

 

13. Recommendations/Risk Benefit Assessment  
• Recommended Regulatory Action:  

Approval  
 

• Risk Benefit Assessment:  
The risk benefit relationship for Docetaxel Injection is the same as for the RLD. 

 
• Recommendation for Postmarketing Risk Management Activities: 

This does not apply to this NDA. 
 
• Recommendation for other Postmarketing Study Commitments: 

None 
 
• Recommended Comments to Applicant: 

Based on the stability data provided, a 24-month expiration dating period is granted for the 
drug product when stored at controlled room temperature, 20°C to 25°C (59°F to 86°F), 
excursions permitted from 15°C to 30°C (68°F to 77°F) [See USP Controlled Room 
Temperature]. 
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