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CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CETIRIZINE HYDROCHLORIDE ALLERGY
ZYRTEC-D 12 HOUR

CETIRIZINE HYDROCHLORIDE; PSEUDOEPHEDRINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE; PSEUDOEPHEDRINE HYDROCHLORIDE
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CETIRIZINE HYDROCHLORIDE AND PSEUDOEPHEDRINE HY[A077170
CETIRIZINE HYDROCHLORIDE AND PSEUDOEPHEDRINE HYIA077991
CETIRIZINE HYDROCHLORIDE AND PSEUDOEPHEDRINE HYI A090922

ZYRTEC ALLERGY

CETIRIZINE HYDROCHLORIDE ALLERGY
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Strength TE Code RLD RS Applicant Holder
JOHNSON AND JOHNSON CONSUMER INC MCNEIL CONSUMER HEALTHCARE DI Nov 16, 2007
JOHNSON AND JOHNSON CONSUMER INC MCNEIL CONSUMER HEALTHCARE DI Nov 16, 2007
JOHNSON AND JOHNSON CONSUMER INC MCNEIL CONSUMER HEALTHCARE DI Nov 16, 2007
JOHNSON AND JOHNSON CONSUMER INC MCNEIL CONSUMER HEALTHCARE DI Nov 16, 2007
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5MG
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5MG
10MG
5MG
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RLD
RLD
RLD
RLD

RLD

RLD

5MG **Federal Regis RLD
10MG **Federal Reg RLD

RS

RS

RS

RS

APOTEX INC

CONTRACT PHARMACAL CORP

MYLAN PHARMACEUTICALS INC
PERRIGO R AND D CO

SANDOZ INC

SUN PHARMACEUTICAL INDUSTRIES INC
SUN PHARMACEUTICAL INDUSTRIES LTD
APOTEX INC

CONTRACT PHARMACAL CORP

MYLAN PHARMACEUTICALS INC
PERRIGO R AND D CO

SANDOZ INC

SUN PHARMACEUTICAL INDUSTRIES INC
SUN PHARMACEUTICAL INDUSTRIES LTD
MYLAN PHARMACEUTICALS INC
PERRIGO RAND D CO

SUN PHARMACEUTICAL INDUSTRIES INC
SUN PHARMACEUTICAL INDUSTRIES LTD
MYLAN PHARMACEUTICALS INC
PERRIGO R AND D CO

SUN PHARMACEUTICAL INDUSTRIES INC
SUN PHARMACEUTICAL INDUSTRIES LTD
ACTAVIS ELIZABETH LLC

ACTAVIS ELIZABETH LLC

WOCKHARDT LTD

WOCKHARDT LTD

DR REDDYS LABORATORIES LTD

DR REDDYS LABORATORIES LTD

DR REDDYS LABORATORIES LTD

DR REDDYS LABORATORIES LTD

ORCHID HEALTHCARE

ORCHID HEALTHCARE

ORCHID HEALTHCARE

ORCHID HEALTHCARE

UNICHEM LABORATORIES LTD
UNICHEM LABORATORIES LTD
UNICHEM LABORATORIES LTD
UNICHEM LABORATORIES LTD

TARO PHARMACEUTICAL INDUSTRIES LTD
TARO PHARMACEUTICAL INDUSTRIES LTD
TARO PHARMACEUTICAL INDUSTRIES LTD
TARO PHARMACEUTICAL INDUSTRIES LTD

2/26/2018

Approval Date

Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 27, 2007
Dec 28, 2007
Dec 28, 2007
Dec 28, 2007
Dec 28, 2007
Jan 15, 2008
Jan 15, 2008
Jan 15, 2008
Jan 15, 2008
Feb 19, 2009
Feb 19, 2009
Feb 19, 2009
Feb 19, 2009
Jun 26, 2009
Jun 26, 2009
Jun 26, 2009
Jun 26, 2009
Jul 22, 2009
Jul 22, 2009
Jul 22, 2009
Jul 22, 2009

UNIQUE PHARMACEUTICAL LABORATORIES A DIVISION OF J.B. CHEMICALS ANL Aug 26, 2009
UNIQUE PHARMACEUTICAL LABORATORIES A DIVISION OF J.B. CHEMICALS ANL Aug 26, 2009
UNIQUE PHARMACEUTICAL LABORATORIES A DIVISION OF J.B. CHEMICALS ANL Aug 26, 2009
UNIQUE PHARMACEUTICAL LABORATORIES A DIVISION OF J.B. CHEMICALS ANL Aug 26, 2009

AMNEAL PHARMACEUTICALS NY LLC
AMNEAL PHARMACEUTICALS NY LLC
AMNEAL PHARMACEUTICALS NY LLC
AMNEAL PHARMACEUTICALS NY LLC
TORRENT PHARMACEUTICALS LLC
TORRENT PHARMACEUTICALS LLC
TORRENT PHARMACEUTICALS LLC
TORRENT PHARMACEUTICALS LLC
JUBILANT CADISTA PHARMACEUTICALS INC
JUBILANT CADISTA PHARMACEUTICALS INC
JUBILANT CADISTA PHARMACEUTICALS INC
JUBILANT CADISTA PHARMACEUTICALS INC
CIPLA LTD

CIPLA LTD

IPCA LABORATORIES LTD

IPCA LABORATORIES LTD

IPCA LABORATORIES LTD

IPCA LABORATORIES LTD

AUROBINDO PHARMA LTD

AUROBINDO PHARMA LTD

AUROBINDO PHARMA LTD

AUROBINDO PHARMA LTD

GRANULES INDIA LTD

Jan 21, 2010
Jan 21, 2010
Jan 21, 2010
Jan 21, 2010
Apr 15, 2010
Apr 15, 2010
Apr 15, 2010
Apr 15, 2010
Jun 15, 2010
Jun 15, 2010
Jun 15, 2010
Jun 15, 2010
Jul 25, 2013
Jul 25, 2013
Mar 11, 2014
Mar 11, 2014
Mar 11, 2014
Mar 11, 2014
Aug 5, 2015
Aug 5, 2015
Aug5, 2015
Aug 5, 2015
Dec 22, 2017

JOHNSON AND JOHNSON CONSUMER INC MCNEIL CONSUMER HEALTHCARE DI Nov 9, 2007

IVAX PHARMACEUTICALS INC SUB TEVA PHARMACEUTICALS USA
SANDOZ INC
SUN PHARMACEUTICAL INDUSTRIES LTD

Feb 25, 2008
Mar 5, 2008
Sep 28, 2012

JOHNSON AND JOHNSON CONSUMER INC MCNEIL CONSUMER HEALTHCARE DI Sep 3, 2010

PERRIGO R AND D CO

Sep 2, 2015

JOHNSON AND JOHNSON CONSUMER INC MCNEIL CONSUMER HEALTHCARE DI Nov 16, 2007
JOHNSON AND JOHNSON CONSUMER INC MCNEIL CONSUMER HEALTHCARE DI Nov 16, 2007
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CETIRIZINE HYDROCHLORIDE
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CETIRIZINE HYDROCHLORIDE
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CETIRIZINE HYDROCHLORIDE
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CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
CETIRIZINE HYDROCHLORIDE
LEVOCETIRIZINE DIHYDROCHLORIDE
LEVOCETIRIZINE DIHYDROCHLORIDE
LEVOCETIRIZINE DIHYDROCHLORIDE
LEVOCETIRIZINE DIHYDROCHLORIDE
LEVOCETIRIZINE DIHYDROCHLORIDE
LEVOCETIRIZINE DIHYDROCHLORIDE
LEVOCETIRIZINE DIHYDROCHLORIDE
LEVOCETIRIZINE DIHYDROCHLORIDE
LEVOCETIRIZINE DIHYDROCHLORIDE
LEVOCETIRIZINE DIHYDROCHLORIDE
LEVOCETIRIZINE DIHYDROCHLORIDE
LEVOCETIRIZINE DIHYDROCHLORIDE
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Proprietary Name

CHILDREN'S ZYRTEC HIVES RELIEF

CHILDREN'S ZYRTEC HIVES RELIEF

CETIRIZINE HYDROCHLORIDE ALLERGY

CETIRIZINE HYDROCHLORIDE ALLERGY

CETIRIZINE HYDROCHLORIDE HIVES RELIEF

CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
ZYRTEC

CHILDREN'S ZYRTEC ALLERGY

CHILDREN'S ZYRTEC HIVES RELIEF

CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CETIRIZINE HYDROCHLORIDE

CETIRIZINE HYDROCHLORIDE

CETIRIZINE HYDROCHLORIDE

CETIRIZINE HYDROCHLORIDE

CETIRIZINE HYDROCHLORIDE

CETIRIZINE HYDROCHLORIDE

CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CETIRIZINE HYDROCHLORIDE

CETIRIZINE HYDROCHLORIDE

CETIRIZINE HYDROCHLORIDE

CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CETIRIZINE HYDROCHLORIDE

CETIRIZINE HYDROCHLORIDE

CETIRIZINE HYDROCHLORIDE

CETIRIZINE HYDROCHLORIDE

CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CETIRIZINE HYDROCHLORIDE

CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
CHILDREN'S CETIRIZINE HYDROCHLORIDE HIVES RELIEF
CHILDREN'S CETIRIZINE HYDROCHLORIDE ALLERGY
ZERVIATE

CETIRIZINE HYDROCHLORIDE ALLERGY

CETIRIZINE HYDROCHLORIDE ALLERGY

CETIRIZINE HYDROCHLORIDE HIVES RELIEF

CETIRIZINE HYDROCHLORIDE HIVES RELIEF

CETIRIZINE HYDROCHLORIDE ALLERGY

CETIRIZINE HYDROCHLORIDE ALLERGY

XYZAL

LEVOCETIRIZINE DIHYDROCHLORIDE

LEVOCETIRIZINE DIHYDROCHLORIDE

LEVOCETIRIZINE DIHYDROCHLORIDE

LEVOCETIRIZINE DIHYDROCHLORIDE

LEVOCETIRIZINE DIHYDROCHLORIDE

LEVOCETIRIZINE DIHYDROCHLORIDE

LEVOCETIRIZINE DIHYDROCHLORIDE

LEVOCETIRIZINE DIHYDROCHLORIDE

LEVOCETIRIZINE DIHYDROCHLORIDE

LEVOCETIRIZINE DIHYDROCHLORIDE

LEVOCETIRIZINE DIHYDROCHLORIDE

Appl No
N021621
N021621
A077631
A077631
A077631
A077631
A078692
A078692
A090142
A090142
A090142
A090142
A091116
A091116
A091116
A091116
A206793
A206793
N020346
N022155
N022155
A090254
A090254
A090188
A090188
A090182
A090182
A090183
A090183
A090378
A090378
A077279
A078398
A078412
A077472
A076601
A078488
A090300
A090300
A090474
A090474
A078870
A078757
A078496
A090765
A090765
A090766
A090191
A090751
A078617
A090750
A090750
A091130
A091130
A201546
A201546
A091327
A091327
A078876
A090572
A090572
A204226
N208694
N022429
N022429
N022429
N022429
A207235
A205291
N022064
A090229
A090392
A090385
A090199
A091264
A090362
A090486
A202046
A203646
A203027
A201653

005
006
004
003
001
002
001
002
001
002
003
004
001
002
003
004
001
002
001
002
001
002
001
002
001
002
001
002
001
002
001
001
001
001
001
001
001
001
002
002
001
001
001
001
002
001
001
001
001
001
002
001
001
002
001
002
001
002
001
001
002
001
001
001
004
003
002
001
001
001
001
001
001
001
001
001
001
001
001
001
001

TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
TABLET, CHEWABLE
SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP

SYRUP
SOLUTION/DROPS
CAPSULE

CAPSULE

CAPSULE

CAPSULE

CAPSULE

CAPSULE

TABLET

TABLET

TABLET

TABLET

TABLET

TABLET

TABLET

TABLET

TABLET

TABLET

TABLET

TABLET

000002

Route
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
OPHTHALMIC
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL
ORAL

Strength TE Code RLD RS Applicant Holder
5MG **Federal Regis RLD
10MG **Federal Reg RLD

5MG
10MG
5MG
10MG
5MG
10MG
5MG
10MG
5MG
10MG
5MG
10MG
5MG
10MG
5MG
10MG

RS

2/26/2018

Approval Date

JOHNSON AND JOHNSON CONSUMER INC MCNEIL CONSUMER HEALTHCARE DI Nov 16, 2007
JOHNSON AND JOHNSON CONSUMER INC MCNEIL CONSUMER HEALTHCARE DI Nov 16, 2007

SUN PHARMACEUTICAL INDUSTRIES INC
SUN PHARMACEUTICAL INDUSTRIES INC
SUN PHARMACEUTICAL INDUSTRIES INC
SUN PHARMACEUTICAL INDUSTRIES INC
SANDOZ INC

SANDOZ INC

SUN PHARMA GLOBAL FZE

SUN PHARMA GLOBAL FZE

SUN PHARMA GLOBAL FZE

SUN PHARMA GLOBAL FZE

JUBILANT GENERICS LTD

JUBILANT GENERICS LTD

JUBILANT GENERICS LTD

JUBILANT GENERICS LTD

NOVEL LABORATORIES INC

NOVEL LABORATORIES INC

Jan 11, 2008
Jan 11, 2008
Jan 11, 2008
Jan 11, 2008
Feb 14, 2008
Feb 14, 2008
Aug 30, 2011
Aug 30, 2011
Aug 30, 2011
Aug 30, 2011
Feb 19, 2015
Feb 19, 2015
Feb 19, 2015
Feb 19, 2015
Mar 8, 2016

Mar 8, 2016

5MG/5ML **Federal Register cJOHNSON AND JOHNSON CONSUMER INC MCNEIL CONSUMER HEALTHCARE DI Sep 27, 1996
RLD RS JOHNSON AND JOHNSON CONSUMER INC MCNEIL CONSUMER HEALTHCARE DI Nov 16, 2007
RLD RS JOHNSON AND JOHNSON CONSUMER INC MCNEIL CONSUMER HEALTHCARE DI Nov 16, 2007

5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML
5MG/5ML

EQ 0.24% BASE

5MG
10MG
5MG
10MG
10MG
10MG
5MG
5MG
5MG
5MG
5MG
5MG
5MG
5MG
5MG
5MG
5MG
5MG

AA
AA

AA
AA

AA

AA

AA
AA

AA

AB
AB
AB
AB
AB
AB
AB

AB
AB
AB
AB

RLD
RLD
RLD
RLD
RLD

RLD

RS

RS

RS

RS

RS

PERRIGO R AND D CO

PERRIGO R AND D CO

APOTEX INC

APOTEX INC

TARO PHARMACEUTICAL INDUSTRIES LTD
TARO PHARMACEUTICAL INDUSTRIES LTD
RANBAXY LABORATORIES LTD

RANBAXY LABORATORIES LTD

ACTAVIS MID ATLANTIC LLC

ACTAVIS MID ATLANTIC LLC

TEVA PHARMACEUTICALS USA

PERRIGO RAND D CO

APOTEX INC

RANBAXY LABORATORIES LTD

TARO PHARMACEUTICAL INDUSTRIES LTD
BRECKENRIDGE PHARMACEUTICAL INC
CYPRESS PHARMACEUTICAL INC
CYPRESS PHARMACEUTICAL INC

BIO PHARM INC

BIO PHARM INC

BIO PHARM INC

WOCKHARDT LTD

VINTAGE PHARMACEUTICALS LLC
AMNEAL PHARMACEUTICALS

AMNEAL PHARMACEUTICALS

AMNEAL PHARMACEUTICALS

ALLIED PHARMA INC

AUROBINDO PHARMA LTD

ACTAVIS MID ATLANTIC LLC
AUROBINDO PHARMA LTD

AUROBINDO PHARMA LTD

SILARX PHARMACEUTICALS INC

SILARX PHARMACEUTICALS INC

TARO PHARMACEUTICAL INDUSTRIES LTD
TARO PHARMACEUTICAL INDUSTRIES LTD
ALLIED PHARMA INC

ALLIED PHARMA INC

SILARX PHARMACEUTICALS INC

TRIS PHARMA INC

TRIS PHARMA INC

PERRIGO RAND D CO

EYEVANCE PHARMACEUTICALS LLC
BIONPHARMA INC

BIONPHARMA INC

BIONPHARMA INC

BIONPHARMA INC

APOTEX INC

STRIDES PHARMA GLOBAL PTE LTD
SANOFI-AVENTIS US LLC

SYNTHON PHARMACEUTICALS INC

DR REDDYS LABORATORIES LIMITED
GLENMARK GENERICS LIMITED

TEVA PHARMACEUTICALS USA

HETERO LABS LTD UNIT 1l

SUN PHARMA GLOBAL FZE

SANDOZ INC

MICRO LABS LTD INDIA

SCIEGEN PHARMACEUTICALS INC
APOTEX INC

SUN PHARMACEUTICAL INDUSTRIES LTD

Apr 9, 2008
Apr 9, 2008
Apr 22,2008
Apr 22,2008
Apr 22,2008
Apr 22,2008
Apr 24, 2008
Apr 24, 2008
May 9, 2008
May 9, 2008
May 27, 2008
Jun 17, 2008
Jun 18, 2008
Jun 18, 2008
Jun 20, 2008
Oct 6, 2008
Oct 10, 2008
Oct 10, 2008
Mar 30, 2009
Mar 30, 2009
Apr 27, 2009
Aug 28, 2009
Sep 25, 2009
Oct 7, 2009
Oct 7, 2009
Oct 7, 2009
Nov 12, 2009
Dec 16, 2009
Feb 2, 2010
Feb 2, 2010
Feb 2, 2010
Apr 22,2011
Apr 22,2011
May 20, 2011
May 20, 2011
Oct 17,2011
Oct 17, 2011
May 11, 2012
Nov 16, 2012
Nov 16, 2012
Sep 9, 2013
May 30, 2017
Jul 23, 2009
Jul 23, 2009
Jul 23, 2009
Jul 23, 2009
Aug 12, 2016
Jul 21, 2017
May 25, 2007
Nov 26, 2010
Feb 24, 2011
Feb 24, 2011
Aug 22, 2011
Jun 29, 2012
Jan 31, 2013
Mar 26, 2013
Sep 17,2013
Sep 9, 2014
Feb 13, 2015
Jun 26, 2015
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FDA Orange Book - Cetirizine Levocetirizine 2/26/2018

Orange Book: Approved Drug Products with Therapeutic Equivalence Evaluations

Mkt.Status Active Ingredient Proprietary Name Appl No Product Number Dosage Form Route Strength TE Code RLD RS Applicant Holder Approval Date
RX LEVOCETIRIZINE DIHYDROCHLORIDE LEVOCETIRIZINE DIHYDROCHLORIDE A205564 001 TABLET ORAL 5MG AB MACLEODS PHARMACEUTICALS LTD Jan 11, 2016
RX LEVOCETIRIZINE DIHYDROCHLORIDE LEVOCETIRIZINE DIHYDROCHLORIDE A204323 001 TABLET ORAL 5MG AB ALLIED PHARMA INC Dec 20, 2016
OoTC LEVOCETIRIZINE DIHYDROCHLORIDE XYZAL ALLERGY 24HR N209089 001 TABLET ORAL 5MG RLD SANOFI-AVENTIS US LLC Jan 31, 2017
OTC LEVOCETIRIZINE DIHYDROCHLORIDE LEVOCETIRIZINE DIHYDROCHLORIDE A210375 001 TABLET ORAL 5MG DR REDDYS LABORATORIES LTD Jan 19, 2018
RX LEVOCETIRIZINE DIHYDROCHLORIDE XYZAL N022157 001 SOLUTION ORAL 2.5MG/5M AA RLD RS SANOFI-AVENTIS US LLC Jan 28, 2008
RX LEVOCETIRIZINE DIHYDROCHLORIDE LEVOCETIRIZINE DIHYDROCHLORIDE A091263 001 SOLUTION ORAL 2.5MG/5M AA L PERRIGO CO Nov 7, 2011
RX LEVOCETIRIZINE DIHYDROCHLORIDE LEVOCETIRIZINE DIHYDROCHLORIDE A202673 001 SOLUTION ORAL 2.5MG/5M AA TARO PHARMACEUTICAL INDUSTRIES LTD Jul 26, 2013
RX LEVOCETIRIZINE DIHYDROCHLORIDE LEVOCETIRIZINE DIHYDROCHLORIDE A202915 001 SOLUTION ORAL 2.5MG/5M AA APOTEX INC Aug 21, 2014
OoTC LEVOCETIRIZINE DIHYDROCHLORIDE XYZAL ALLERGY 24HR N209090 001 SOLUTION ORAL 2.5MG/5ML (0.5MG/RLD SANOFI-AVENTIS US LLC Jan 31, 2017
RX LEVOCETIRIZINE DIHYDROCHLORIDE LEVOCETIRIZINE DIHYDROCHLORIDE A204599 001 SOLUTION ORAL 2.5MG/5M AA SILARX PHARMACEUTICALS INC May 15, 2017

https://www.accessdata.fda.gov/scripts/cder/ob/search product.cfm
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