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inverted.  Assay in general shows a downward trend but remains within the proposed 
limits. 

 Supporting stability data for a maximum of 18-25 months have been submitted for 
batches manufactured at Hi-Tech Pharmacal. 

 Please ensure that the strength is expressed as the free base in the label 
 The requested shelf-life is 12-months when stored in the freezer and is recommended 

to be discarded 1-week after opening. 
 
 
Comments and Recommendation: 
 
Based on the perusal of this NDA resubmission, it is determined to be complete from 
CMC perspective.  
 
 
Balajee Shanmugam Ph.D.       See DARRTS 
CMC Lead          Date 
Branch V 
Division of Pre-Marketing Assessment 
Division of New Drug Quality Assessment II 
Office of New Drug Quality Assessment 
 
Rapti Madurawe Ph.D.                            See DARRTS 
Branch Chief                       Date 
Branch V 
Division of Pre-Marketing Assessment 
Division of New Drug Quality Assessment II 
Office of New Drug Quality Assessment 
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PRODUCT QUALITY (Small Molecule) 
FILING REVIEW FOR NDA or Supplement (ONDQA) 

7. 

Are drug substance 
manufacturing sites identified on 
FDA Form 356h or associated 
continuation sheet?  For each site, 
does the application list: 
 Name of facility, 
 Full address of facility including 

street, city, state, country  
 FEI number for facility (if 

previously registered FDA) 
 Full name and title, telephone, fax 

number and email for on-site 
contact person.  

 Is the manufacturing 
responsibility and function 
identified for each facility?, and 

 DMF number (if applicable) 

  
Yes, as noted in item 5 of this review, the required 
information has been submitted.  
 

8. 

Are drug product manufacturing 
sites are identified on FDA Form 
356h or associated continuation 
sheet.  For each site, does the 
application list: 
 Name of facility, 
 Full address of facility including 

street, city, state, country  
 FEI number for facility (if 

previously registered with FDA) 
 Full name and title, telephone, fax 

number and email for on-site 
contact person. 

 Is the manufacturing 
responsibility and function 
identified for each facility?, and 

 DMF number (if applicable) 

   

File name: 090513-Product Quality Filing Review.doc Page 2 
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Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-200740 ORIG-1 SIGMA TAU

PHARMACEUTICA
LS INC

(Cysteamine hydrochloride
ophthalmic solution) 0.65% Sterile
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