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Additional Information about Patents

e Patent information is published on or after the submission date as defined in 21
CFR 314.53(d)(5).

e Patent listings published prior to August 18, 2003, only identify method-of-use
claims. The listed patents may include drug substance and/or drug product
claims that are not indicated in the listing.

o As of December 5, 2016, an NDA holder submitting information on a patent that
claims both the drug substance and the drug product (and is eligible for listing
on either basis) is required only to specify that it claims either the drug
substance or the drug product. Orange Book users should not rely on an
Orange Book patent listing, regardless of when first published, to determine the
range of patent claims that may be asserted by an NDA holder or patent owner.

Patent and Exclusivity for: N202107

Product 001
MIFEPRISTONE (KORLYM) TABLET 300MG

Patent Data

001 10006924 08/12/2036 U-1643
001 10151763 01/18/2037 U-1643
001 10166242 04/20/2036 U-1643

https://www.accessdata.fda.gov/Scripts/cder/ob/patent_info.cfm?Product No=001&Appl_No=202107&Appl_type=N[7/25/2019 10:39:18 AM]
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001 10166243 04/20/2036 U-1643
001 10195214 06/19/2037 U-1643
001 10231983 08/22/2038 U-1643
001 10314850 08/22/2038 U-1643
001 8921348  08/27/2028 U-1643
001 9829495 08/15/2036 U-1643
001 9943526  04/20/2036 U-1643
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KORLYM (MIFEPRISTONE)
300MG Marketing Status: Prescription

Active Ingredient: MIFEPRISTONE

Proprietary Name: KORLYM

Dosage Form; Route of Administration: TABLET; ORAL
Strength: 300MG

Reference Listed Drug: Yes

Reference Standard: Yes

TE Code:

Application Number: N202107

Product Number: 001

Approval Date: Feb 17, 2012

Applicant Holder Full Name: CORCEPT THERAPEUTICS INC
Marketing Status: Prescription
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