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Additional information:

1. Patents are published upon receipt by the Orange Book Staff and may not reflect the official receipt date as described in 21 CFR 314.53(d)(5). 
2. Patents listed prior to August 18, 2003 are flagged with method of use claims only as applicable and submitted by the sponsor. These patents may not be 

flagged with respect to other claims which may apply. 
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1. http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

2. http://www.addthis.com/bookmark.php

Patent Data

Appl No Prod No Patent No Patent
Expiration

Drug Substance
Claim

Drug Product
Claim

Patent Use
Code

Delist
Requested

N204026 001 5635517 Jul 24, 2016 U - 1359

N204026 001 5653517 Jul 24, 2016 U - 1359

N204026 001 6045501 Aug 28, 2018 U - 1361

N204026 001 6315720 Oct 23, 2020 U - 1361

N204026 001 6316471 Aug 10, 2016 Y U - 1360

N204026 001 6476052 Jul 24, 2016 Y U - 1360

N204026 001 6561976 Aug 28, 2018 U - 1361

N204026 001 6561977 Oct 23, 2020 U - 1361

N204026 001 6755784 Oct 23, 2020 U - 1361

N204026 001 6908432 Aug 28, 2018 U - 1361

N204026 001 8158653 Aug 10, 2016 Y

N204026 001 8198262 Oct 19, 2024 U - 1360

N204026 001 8204763 Aug 28, 2018 U - 1361

N204026 001 8315886 Oct 23, 2020 U - 1361

N204026 001 8589188 Aug 28, 2018 U - 1361

N204026 001 8626531 Oct 23, 2020 U - 1361

N204026 001 8673939 May 15, 2023 U - 1360

N204026 001 8735428 May 15, 2023 U - 1360

N204026 001 8828427 Jun 21, 2031 Y Y

Exclusivity Data

Appl No Prod No Exclusivity Code Exclusivity Expiration

N204026 001 I - 707 Apr 23, 2018

N204026 001 ODE Feb 8, 2020

N204026 001 NCE Feb 8, 2018
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3. http://www.fda.gov/default.htm

4. http://www.fda.gov/Drugs/InformationOnDrugs/default.htm

5. ../default.cfm
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