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PART II - INFORMATION ABOUT THE PETITIONER
OR PERSON RESPONSIBLE FOR MASTER FILE
1.  Type of Submission (Complete a. or b. below)
2.
3a.
For New Submissions Only:
Enter the date of most recent presubmission consultation    
(if any) with FDA on the subject substance (yyyy/mm/dd):
b.  If Additional Information/Incoming Correspondence, check one of the following.
Enter the appropriate number applicable to this update or amendment.
a.  If New Submission, check one of the following.
3b.
For Amendments only: Is your amendment submitted in response to a communication from FDA? (Check one)
If yes, enter the date of 
communication (yyyy/mm/dd):
1b. Agent or Attorney (if applicable)
1a. Petitioner or Person Responsible for Master File
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2.  Submission Format (Check appropriate box(es))
4.  Does this submission incorporate any information in FDA's files by reference? (Check one)
6.  Have you designated information in your submission that you view as trade secret or as confidential commercial or financial 
information? (Check one)
7.  Have you attached a redacted copy of some or all of the submission? (Check one)
5.  The submission incorporates by reference information from a previous submission to FDA as indicated below. (Check all that apply)
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3.  For paper submissions only
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PART V - IDENTITY
(Including all constituents)
Note: When entering information in the table below, abbreviate Primary as P, and Constituents as C. (Include residual monomers, residual solvents, impurities (including carcinogenic impurities), catalysts, etc.)
Chemical Type
CAS* Registry Number
Chemical Name
Link To Chemical Structure
Trade Name (If any)
* CAS = Chemical Abstracts Service
Add Continuation Page
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