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CHAPTER III: ENVIRONMENTAL 
IQA NDA Assessment Guide Reference 

 
R REGIONAL INFORMATION 

Environmental   

Santen Inc. claims that the Verkazia NDA qualifies for a categorical exclusion in accordance 

with 21 CFR 25.31(b) and that, to the best of the applicant's knowledge, no extraordinary 

circumstances exist which may significantly affect the quality of the human environment.  The 

requested categorical exclusion is based on the following estimate of the concentration of 

cyclosporine at the point of entry into the aquatic environment. The expected introduction 

concentration (EIC) of cyclosporine was calculated as: 

 
EIC-Aquatic (ppb) = A x B x C x D where 

(b) (4)
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Section 11 (DESCRIPTION) 

 

Structural Formula 

(b) (4)

(b) (4)
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Primary Drug Product Assessor Name and Date: 

Milton. J. Sloan, PhD,  

Sr. Chemistry Reviewer 

OPQ/ONDP/Div3/Branch 6 

 

 

Secondary Assessor Name and Date (and Secondary Summary, as needed) 

Chunchun Zhang, Ph.D.,  

Quality Assessment Lead, 

OPQ/ONDP/Div3/Branch 6 
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MICROBIOLOGY LIST OF DEFICIENCIES: N/A 
 
Primary Microbiology Assessor Name and Date: Sallie Crenshaw, Ph.D., 
12/1/2020 
 
Secondary Assessor Name and Date: Erika Pfeiler, Ph.D., 12/1/2020 
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