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Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations
Product Number Dosage Form

Appl No
N021861
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TE Code RLD RS Applicant Holder

AB
AB
AB
AT
AT

AT
AT
AT
AT
AT
AT
AT
AT
AT
AT
AT
AT

RLD RS

RLD RS
RLD RS
RLD RS

NOVARTIS PHARMACEUTICALS CORP
APOTEX INC

PERRIGO ISRAEL PHARMACEUTICALS LTD
NOVARTIS PHARMACEUTICALS CORP
NOVARTIS PHARMACEUTICALS CORP
NOVARTIS PHARMACEUTICALS CORP
BARR LABORATORIES INC

APOTEX INC

SOMERSET THERAPEUTICS LLC

USV NORTH AMERICA INC

ZAMBON SPA

AUROBINDO PHARMA LTD

AKORN INC

WOCKHARDT LTD

CIPLALTD

AKORN INC

APOTEX INC

CIPLALTD

2/26/2018

Approval Date
Apr 15, 2008
Oct 8, 2014
Jan 31, 2017
Dec 18, 1996
Dec 22, 2004
Jan 30, 2015
Jul 13, 2015
Dec 7, 2015
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Dec 18, 2015
Jan 10, 2017
Jun 28, 2017
Jul 26, 2017
Dec 5, 2017
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Dec 5, 2017
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