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Microbiology Peggy Kriger Elizabeth Bearr 

Other (specify) N/A N/A 

RBPM Teicher Agosto 

ATL Valerie Amspacher 

Consults N/A 

 
2. Final Overall Recommendation  - Approval 
3. Action Letter Information 

a. Expiration Dating: A shelf-life 36 months may be granted, when stored at 
controlled room temperature 20°C to 25°C. 

 
b. Additional Comments for Action 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

The CMC recommendation for this application is approval.  This is based on 
reviews by drug product, drug substance, process/facilities, 
biopharmaceutics, and microbiology. 

 
This is a resubmission received 30 Sep 2024.  This applicant was sent a 
refuse-to-file letter dated 30 April 2018.  The refuse-to-file issues were 
clinical and non-clinical.  This was fileable from a CMC perspective when 
originally submitted. 

 
b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 

 
Recommendation by Subdiscipline: 

   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Adequate 
   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - Adequate 

 

 Environmental Assessment:    Categorical Exclusion - Adequate 

 QPA for EA(s):     No 
 

5.  Life-Cycle Considerations 
Established Conditions per ICH Q12:  No 
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Suggested Edits for Carton Label (pending DMEPA concurrence): 

1) The proposed container label is missing a linear bar code. In accordance with 21 

CFR 201.25(c)(2), include a linear bar code. 

2) The statement in the container label is not required. 

We recommend deleting it. 

3) Include the following statement at the end of the storage statement in the container 
label:  Shake well before use. Discard 21 days after opening.  

 

 

 

Primary Labeling Assessor Name: Mariappan Chelliah 

 

Secondary Assessor Name: Julia Pinto 
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