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ZEBETA CBISOPROLOL FUMARATE) 

5MG Federal Register determination that product was not discontinued or withdrawn far safety or effectiveness reasons** 

Marketing Status: ascontinued 

Active ingredient: DI-SOPROLOL FUMARATE 
Proprietary Name: ZEBETA 
Dosage Forrrl; Route of Administration: TABLET, ORAL 
Strength: SMG *-Tederal Register determination that product was not dis 
Reference Listed Drug: Yes 

Reference Standard: No 
TE Code: 
Application Number: NOI9902 
Product Number. 002 
Approval Date: Jul 31,1992 
Applicant Holder Full Name: TEVAWOMENS HEALTH !NC 
Marketing Status: Discontinued 
Patent and Exclus,vily Intennation 
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ZEBETA (BISCPROLOL FUMARATE) 

1 CIMG ..Federal Register determination that product was not discontinued or withdrawn For safety or effectiveness reasons." 

marketing Status: Discontinued 
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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 pdor to August 1 a 2003, only identify method-of-use claims The listed patents may include drug substance andfor drug product claims that are not indicated in the listing 
• As of Decernber 5, 2016, an NBA holder submitting information on a patent that claims both the drug substance arid the drug product (and Is eligible for listing orr either basis) is required only to specify 

that ,t claims either the drug substance or the drug product Orange Book users should not rely on an Orange Book patent listrig, regardless of when first published, to determme the range of patent 
claims that may be asserted by an NDA holder or patent owner. 
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Product 002 
BESOPROLOL FUMARATE (ZEBETA) TABLET 5 MG **Federal Register detenninaiien that product was not discontinued dr withdrawn for safety or effectiveness 
reasons** 
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ZEBETA (BISCPROLOL FUMARATE) 
5MG ..Federal Register determination that product was not discontinued or withdrawn for safety or effectiveness reasons** 
Marketing Status: Drscontinued 

ZEBETA (BISOPROLOL FUMARATE) 

IOMG oFederal Register determination that product was not discontinued or withdrawn for safety or effectiveness reasons** 
Marketing Status: Discontinued 

Active ingredient: BISOPROLOL FLIMARATE 
Proprietary Name: ZEBETA 
Dosage Forrn; Route of Administration:TABLET-  ORAL 
Strength: 10MG **Federal Register determination that product was net discontinued or withdrawn for safety or effectiveness reasons** 
Reference Listed Drug: Yes 
Reference Standard: No 
TE Code 
Application Number: N019982 
Product Number: 001 
Approval Date: Jul 31, 1992 
Applicant Holder Full Hanle: TEVA WOMENS HEALTH INC 
Marketing Status: Discontinued 
Patera and Exclusmity Inferrnatinn 

Patent and Exclusivity for: NO19982 

Product 001 
BISOPROLOL FLIMARATE (ZEBETAI TABLET 10MG **Federal Register determination that product was not discontinued or withdrawn for safety or effectweness 
Feast:MS** 
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