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Priority; Patient
Action Submission Orphan Package
Type Classification Status Insert Notes
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Patient
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{CMC)-Control
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Label (PDF)
(https://www.accessdata.fda.gov/drugsatfda_docs/label/2016/020
Letter (PDF)
(https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2016

Label (PDF) (https://www.accessdata.fda.gov/drugsatfda_docs/lal
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