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Delete this explanatory text prior to submission. When edits are complete, convert this document to a PDF, following the guidelines available in PDF Specifications (published September 2016).
For documents larger than 5 pages, it is a good idea to include a hyperlinked table of contents, and lists of tables, figures, and abbreviations if necessary.
The introduction section should include basic information about the product:
· Product Name (proprietary, nonproprietary, common name)
· Company Name
· Product Description
· Active Ingredients
· Pharmacological Class
· Proposed Indication
· Formulation of the Dosage Form
· Route of Administration
· Clinical Program Objectives
· Planned Duration of the Proposed Clinical Study
· References
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