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Additional Information about Patents

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

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.

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
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Exclusivity Data
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Product Details for NDA 202107

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

Patent and Exclusivity Information

 SHARE  TWEET  LINKEDIN  PIN IT  EMAIL  PRINT

Marketing Status: Prescription
KORLYM (MIFEPRISTONE)

300MG

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players. 
Language Assistance Available: Español | 繁體中文 | Tiếng Việt | 한국어 | Tagalog | Русский | العربية | Kreyòl Ayisyen | Français | Polski |
Português | Italiano | Deutsch | 日本語 | فارسی | English

Accessibility Careers FDA Basics FOIA No FEAR Act Nondiscrimination Website Policies

U.S. Food and Drug Administration

NEPTUNE GENERICS - Ex. 1038 
Page 4

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.fda.gov/
https://www.fda.gov/
https://www.fda.gov/
https://www.fda.gov/
https://www.fda.gov/
https://www.fda.gov/
https://www.fda.gov/
https://www.fda.gov/
https://www.fda.gov/Drugs/InformationOnDrugs/
https://www.fda.gov/Drugs/InformationOnDrugs/
https://www.fda.gov/Drugs/InformationOnDrugs/
https://www.fda.gov/Drugs/InformationOnDrugs/
https://www.accessdata.fda.gov/Scripts/cder/ob/index.cfm
https://www.accessdata.fda.gov/Scripts/cder/ob/index.cfm
https://www.accessdata.fda.gov/Scripts/cder/ob/index.cfm
https://www.accessdata.fda.gov/Scripts/cder/ob/index.cfm
https://www.accessdata.fda.gov/Scripts/cder/ob/index.cfm?resetfields=1
https://www.accessdata.fda.gov/Scripts/cder/ob/index.cfm?resetfields=1
https://www.accessdata.fda.gov/Scripts/cder/ob/index.cfm?resetfields=1
https://www.accessdata.fda.gov/Scripts/cder/ob/index.cfm?resetfields=1
javascript:history.go(-1)
javascript:history.go(-1)
javascript:history.go(-1)
javascript:history.go(-1)
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://www.facebook.com/sharer/sharer.php?u=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://twitter.com/intent/tweet/?text=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://twitter.com/intent/tweet/?text=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://twitter.com/intent/tweet/?text=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://twitter.com/intent/tweet/?text=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://twitter.com/intent/tweet/?text=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://twitter.com/intent/tweet/?text=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://twitter.com/intent/tweet/?text=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://twitter.com/intent/tweet/?text=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://twitter.com/intent/tweet/?text=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://twitter.com/intent/tweet/?text=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://twitter.com/intent/tweet/?text=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://twitter.com/intent/tweet/?text=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&title=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&source=FDA
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&title=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&source=FDA
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&title=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&source=FDA
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&title=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&source=FDA
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&title=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&source=FDA
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&title=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&source=FDA
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&title=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&source=FDA
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&title=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&source=FDA
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&title=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&source=FDA
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&title=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&source=FDA
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&title=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&source=FDA
https://www.linkedin.com/shareArticle?mini=true&url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&title=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&source=FDA
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&description=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&description=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&description=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&description=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&description=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&description=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&description=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&description=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&description=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&description=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&description=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
https://www.pinterest.com/pin/create/button/?url=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107&description=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
mailto:?subject=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&body=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
mailto:?subject=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&body=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
mailto:?subject=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&body=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
mailto:?subject=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&body=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
mailto:?subject=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&body=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
mailto:?subject=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&body=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
mailto:?subject=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&body=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
mailto:?subject=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&body=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
mailto:?subject=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&body=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
mailto:?subject=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&body=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
mailto:?subject=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&body=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
mailto:?subject=Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations&body=https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107
javascript:window.print();
javascript:window.print();
javascript:window.print();
javascript:window.print();
javascript:window.print();
javascript:window.print();
javascript:window.print();
javascript:window.print();
javascript:window.print();
javascript:window.print();
javascript:window.print();
javascript:window.print();
https://www.fda.gov/about-fda/website-policies/viewing-files
https://www.fda.gov/about-fda/website-policies/viewing-files
https://www.fda.gov/about-fda/website-policies/viewing-files
https://www.fda.gov/about-fda/website-policies/viewing-files
https://www.fda.gov/about-fda/about-website/language-assistance-services#spanish
https://www.fda.gov/about-fda/about-website/language-assistance-services#spanish
https://www.fda.gov/about-fda/about-website/language-assistance-services#spanish
https://www.fda.gov/about-fda/about-website/language-assistance-services#spanish
https://www.fda.gov/about-fda/about-website/language-assistance-services#chinese
https://www.fda.gov/about-fda/about-website/language-assistance-services#chinese
https://www.fda.gov/about-fda/about-website/language-assistance-services#chinese
https://www.fda.gov/about-fda/about-website/language-assistance-services#chinese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#korean
https://www.fda.gov/about-fda/about-website/language-assistance-services#korean
https://www.fda.gov/about-fda/about-website/language-assistance-services#korean
https://www.fda.gov/about-fda/about-website/language-assistance-services#korean
https://www.fda.gov/about-fda/about-website/language-assistance-services#tagalog
https://www.fda.gov/about-fda/about-website/language-assistance-services#tagalog
https://www.fda.gov/about-fda/about-website/language-assistance-services#tagalog
https://www.fda.gov/about-fda/about-website/language-assistance-services#tagalog
https://www.fda.gov/about-fda/about-website/language-assistance-services#russian
https://www.fda.gov/about-fda/about-website/language-assistance-services#russian
https://www.fda.gov/about-fda/about-website/language-assistance-services#russian
https://www.fda.gov/about-fda/about-website/language-assistance-services#russian
https://www.fda.gov/about-fda/about-website/language-assistance-services#arabic
https://www.fda.gov/about-fda/about-website/language-assistance-services#arabic
https://www.fda.gov/about-fda/about-website/language-assistance-services#arabic
https://www.fda.gov/about-fda/about-website/language-assistance-services#arabic
https://www.fda.gov/about-fda/about-website/language-assistance-services#creole
https://www.fda.gov/about-fda/about-website/language-assistance-services#creole
https://www.fda.gov/about-fda/about-website/language-assistance-services#creole
https://www.fda.gov/about-fda/about-website/language-assistance-services#creole
https://www.fda.gov/about-fda/about-website/language-assistance-services#french
https://www.fda.gov/about-fda/about-website/language-assistance-services#french
https://www.fda.gov/about-fda/about-website/language-assistance-services#french
https://www.fda.gov/about-fda/about-website/language-assistance-services#french
https://www.fda.gov/about-fda/about-website/language-assistance-services#polish
https://www.fda.gov/about-fda/about-website/language-assistance-services#polish
https://www.fda.gov/about-fda/about-website/language-assistance-services#polish
https://www.fda.gov/about-fda/about-website/language-assistance-services#polish
https://www.fda.gov/about-fda/about-website/language-assistance-services#portuguese
https://www.fda.gov/about-fda/about-website/language-assistance-services#portuguese
https://www.fda.gov/about-fda/about-website/language-assistance-services#portuguese
https://www.fda.gov/about-fda/about-website/language-assistance-services#portuguese
https://www.fda.gov/about-fda/about-website/language-assistance-services#italian
https://www.fda.gov/about-fda/about-website/language-assistance-services#italian
https://www.fda.gov/about-fda/about-website/language-assistance-services#italian
https://www.fda.gov/about-fda/about-website/language-assistance-services#italian
https://www.fda.gov/about-fda/about-website/language-assistance-services#german
https://www.fda.gov/about-fda/about-website/language-assistance-services#german
https://www.fda.gov/about-fda/about-website/language-assistance-services#german
https://www.fda.gov/about-fda/about-website/language-assistance-services#german
https://www.fda.gov/about-fda/about-website/language-assistance-services#japanese
https://www.fda.gov/about-fda/about-website/language-assistance-services#japanese
https://www.fda.gov/about-fda/about-website/language-assistance-services#japanese
https://www.fda.gov/about-fda/about-website/language-assistance-services#japanese
https://www.fda.gov/about-fda/about-website/language-assistance-services#farsi
https://www.fda.gov/about-fda/about-website/language-assistance-services#farsi
https://www.fda.gov/about-fda/about-website/language-assistance-services#farsi
https://www.fda.gov/about-fda/about-website/language-assistance-services#farsi
https://www.fda.gov/about-fda/about-website/language-assistance-services#english
https://www.fda.gov/about-fda/about-website/language-assistance-services#english
https://www.fda.gov/about-fda/about-website/language-assistance-services#english
https://www.fda.gov/about-fda/about-website/language-assistance-services#english
https://www.fda.gov/about-fda/about-website/accessibility
https://www.fda.gov/about-fda/about-website/accessibility
https://www.fda.gov/about-fda/about-website/accessibility
https://www.fda.gov/about-fda/about-website/accessibility
https://www.fda.gov/about-fda/jobs-and-training-fda
https://www.fda.gov/about-fda/jobs-and-training-fda
https://www.fda.gov/about-fda/jobs-and-training-fda
https://www.fda.gov/about-fda/jobs-and-training-fda
https://www.fda.gov/about-fda/transparency/fda-basics
https://www.fda.gov/about-fda/transparency/fda-basics
https://www.fda.gov/about-fda/transparency/fda-basics
https://www.fda.gov/about-fda/transparency/fda-basics
https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/about-fda/jobs-and-training-fda/no-fear-act
https://www.fda.gov/about-fda/jobs-and-training-fda/no-fear-act
https://www.fda.gov/about-fda/jobs-and-training-fda/no-fear-act
https://www.fda.gov/about-fda/jobs-and-training-fda/no-fear-act
https://www.fda.gov/about-fda/about-website/fda-nondiscrimination-notice
https://www.fda.gov/about-fda/about-website/fda-nondiscrimination-notice
https://www.fda.gov/about-fda/about-website/fda-nondiscrimination-notice
https://www.fda.gov/about-fda/about-website/fda-nondiscrimination-notice
https://www.fda.gov/about-fda/about-website/website-policies
https://www.fda.gov/about-fda/about-website/website-policies
https://www.fda.gov/about-fda/about-website/website-policies
https://www.fda.gov/about-fda/about-website/website-policies
https://www.docketalarm.com/


Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations

https://www.accessdata.fda.gov/Scripts/cder/ob/results_product.cfm?Appl_Type=N&Appl_No=202107[7/25/2019 10:39:48 AM]

10903 New Hampshire Avenue
Silver Spring, MD 20993
1-888-INFO-FDA (1-888-463-6332)

Contact FDA

        

 FDA Archive

 Combination Products



 Advisory Committees

 Regulatory Information

 Safety

 Emergency Preparedness

 International Programs

 News & Events

 Training & Continuing Education

 Inspections & Compliance

 Federal, State & Local Officials

 Consumers

 Health Professionals

 Science & Research

 Industry



NEPTUNE GENERICS - Ex. 1038 
Page 5

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.fda.gov/about-fda/contact-fda
https://www.fda.gov/about-fda/contact-fda
https://www.fda.gov/about-fda/contact-fda
https://www.fda.gov/about-fda/contact-fda
https://www.fda.gov/about-fda/contact-fda
https://www.fda.gov/about-fda/contact-fda
https://www.fda.gov/about-fda/contact-fda
https://www.fda.gov/about-fda/contact-fda
https://www.fda.gov/about-fda/about-website/fdagov-archive
https://www.fda.gov/about-fda/about-website/fdagov-archive
https://www.fda.gov/about-fda/about-website/fdagov-archive
https://www.fda.gov/about-fda/about-website/fdagov-archive
https://www.fda.gov/about-fda/about-website/fdagov-archive
https://www.fda.gov/about-fda/about-website/fdagov-archive
https://www.fda.gov/about-fda/about-website/fdagov-archive
https://www.fda.gov/about-fda/about-website/fdagov-archive
https://www.fda.gov/combination-products
https://www.fda.gov/combination-products
https://www.fda.gov/combination-products
https://www.fda.gov/combination-products
https://www.fda.gov/combination-products
https://www.fda.gov/combination-products
https://www.fda.gov/combination-products
https://www.fda.gov/combination-products
https://www.fda.gov/advisory-committees
https://www.fda.gov/advisory-committees
https://www.fda.gov/advisory-committees
https://www.fda.gov/advisory-committees
https://www.fda.gov/advisory-committees
https://www.fda.gov/advisory-committees
https://www.fda.gov/advisory-committees
https://www.fda.gov/advisory-committees
https://www.fda.gov/Regulatory-Information
https://www.fda.gov/Regulatory-Information
https://www.fda.gov/Regulatory-Information
https://www.fda.gov/Regulatory-Information
https://www.fda.gov/Regulatory-Information
https://www.fda.gov/Regulatory-Information
https://www.fda.gov/Regulatory-Information
https://www.fda.gov/Regulatory-Information
https://www.fda.gov/Safety
https://www.fda.gov/Safety
https://www.fda.gov/Safety
https://www.fda.gov/Safety
https://www.fda.gov/Safety
https://www.fda.gov/Safety
https://www.fda.gov/Safety
https://www.fda.gov/Safety
https://www.fda.gov/emergency-preparedness-and-response
https://www.fda.gov/emergency-preparedness-and-response
https://www.fda.gov/emergency-preparedness-and-response
https://www.fda.gov/emergency-preparedness-and-response
https://www.fda.gov/emergency-preparedness-and-response
https://www.fda.gov/emergency-preparedness-and-response
https://www.fda.gov/emergency-preparedness-and-response
https://www.fda.gov/emergency-preparedness-and-response
https://www.fda.gov/international-programs
https://www.fda.gov/international-programs
https://www.fda.gov/international-programs
https://www.fda.gov/international-programs
https://www.fda.gov/international-programs
https://www.fda.gov/international-programs
https://www.fda.gov/international-programs
https://www.fda.gov/international-programs
https://www.fda.gov/news-events
https://www.fda.gov/news-events
https://www.fda.gov/news-events
https://www.fda.gov/news-events
https://www.fda.gov/news-events
https://www.fda.gov/news-events
https://www.fda.gov/news-events
https://www.fda.gov/news-events
https://www.fda.gov/training-and-continuing-education
https://www.fda.gov/training-and-continuing-education
https://www.fda.gov/training-and-continuing-education
https://www.fda.gov/training-and-continuing-education
https://www.fda.gov/training-and-continuing-education
https://www.fda.gov/training-and-continuing-education
https://www.fda.gov/training-and-continuing-education
https://www.fda.gov/training-and-continuing-education
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/consumers
https://www.fda.gov/consumers
https://www.fda.gov/consumers
https://www.fda.gov/consumers
https://www.fda.gov/consumers
https://www.fda.gov/consumers
https://www.fda.gov/consumers
https://www.fda.gov/consumers
https://www.fda.gov/health-professionals
https://www.fda.gov/health-professionals
https://www.fda.gov/health-professionals
https://www.fda.gov/health-professionals
https://www.fda.gov/health-professionals
https://www.fda.gov/health-professionals
https://www.fda.gov/health-professionals
https://www.fda.gov/health-professionals
https://www.fda.gov/science-research
https://www.fda.gov/science-research
https://www.fda.gov/science-research
https://www.fda.gov/science-research
https://www.fda.gov/science-research
https://www.fda.gov/science-research
https://www.fda.gov/science-research
https://www.fda.gov/science-research
https://www.fda.gov/industry
https://www.fda.gov/industry
https://www.fda.gov/industry
https://www.fda.gov/industry
https://www.fda.gov/industry
https://www.fda.gov/industry
https://www.fda.gov/industry
https://www.fda.gov/industry
https://www.docketalarm.com/

