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Co-packaged product 
information N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

Store at 20°C-25°C (68°F-77°F); excursions 
permitted to 15°C-30°C (59°F-86°F) [see USP 
Controlled Room Temperature] 

Review Team 

Discipline Primary Secondary 

Drug Substance N/A  

Drug Product Hitesh Shroff Craig M. Bertha 

Manufacturing Miral Patel Shu-Wei Yang 

Biopharmaceutics Hansong Chen Ta-Chen Wu 

Microbiology N/A  

Labeling Hitesh Shroff Julia Pinto 

Other (specify) N/A  

RBPM Stephanie Ngan 

ATL Craig M. Bertha 

Consults N/A 
 
2. Final Overall Recommendation  - Adequate 
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4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 
The applicant has provided additional information in response to Agency 
information requests and there are no unresolved CMC-related issues 
remaining.  Therefore, approval of the application is recommended from the 
CMC perspective. 

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

 
Recommendation by Subdiscipline: 
   Drug Substance      - N/A 
   Drug Product  - Adequate 
   Quality Labeling  - Pending1 
   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - N/A 

 
 Environmental Assessment:    Categorical Exclusion - Adequate 
 QPA for EA(s):     No 
 

5.  Life-Cycle Considerations 
Established Conditions per ICH Q12:  No 
Comments: 

 
Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: N/A 

 
 

 
Application Technical Lead Name and Date: 
 
Craig M. Bertha, CMC Reviewer, 22-Jul-2025 
 
 

 
1The labeling review decision is pending for this IQA due to ongoing negotiations with the applicant.  There are 
only minor labeling deficiencies from the CMC perspective and we expect the applicant will accept our 
recommendations.  Refer to the CMC sections of the final approved labeling. 
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