
>ADD> 021205 001 ABACAVIR SULFATE;TRIZIVIR 6294540*PED NOV 14, 2018 U-65
>ADD> 6180639*PED JUL 30, 2018 U-248

6180639 JAN 30, 2018 U-248
6294540 MAY 14, 2018 U-65

>ADD> 020977 001 ABACAVIR SULFATE;ZIAGEN 6294540*PED NOV 14, 2018 U-65
6294540 MAY 14, 2018 U-65

>ADD> 020978 001 ABACAVIR SULFATE;ZIAGEN 6294978*PED NOV 14, 2018 U-65
>ADD> 6294540*PED NOV 14, 2018 U-65
>ADD> 6294540 MAY 14, 2018 U-65

6294978 MAY 14, 2018 U-65
021082 001 ACETAMINOPHEN;TAVIST ALLERGY/SINUS NC MAR 01, 2004
021123 001 ACETAMINOPHEN;ULTRACET 5336691 AUG 09, 2011 NC AUG 15, 2004
020760 001 ALATROFLOXACIN MESYLATE;TROVAN PRESERVATIVE 6194429 JUL 23, 2018
020760 002 ALATROFLOXACIN MESYLATE;TROVAN PRESERVATIVE 6194429 JUL 23, 2018 NCE DEC 18, 2002
020949 001 ALBUTEROL SULFATE;ACCUNEB NP APR 30, 2004
020949 002 ALBUTEROL SULFATE;ACCUNEB NP APR 30, 2004
020950 001 ALBUTEROL SULFATE;DUONEB NP MAR 21, 2004
020983 001 ALBUTEROL SULFATE;VENTOLIN HFA 6251368 DEC 04, 2012 I-235 SEP 23, 2001

I-262 JUN 02, 2002
021074 001 ALCOHOL;AVAGARD 5897031 JUN 21, 2016 NC JUN 07, 2004
020560 001 ALENDRONATE SODIUM;FOSAMAX 6194004 DEC 02, 2012
020560 004 ALENDRONATE SODIUM;FOSAMAX 6225294 JUL 17, 2018
020560 005 ALENDRONATE SODIUM;FOSAMAX 6225294 JUL 17, 2018
021001 001 ALMOTRIPTAN MALATE;AXERT 5565447 MAR 27, 2014 NCE MAY 07, 2006
021001 002 ALMOTRIPTAN MALATE;AXERT 5565447 MAR 27, 2014 NCE MAY 07, 2006
021107 001 ALOSETRON HYDROCHLORIDE;LOTRONEX 5360800 FEB 02, 2010

6284770 OCT 05, 2018 U-405
>ADD> 019787 001 AMLODIPINE BESYLATE;NORVASC 4879303 MAR 25, 2007
>ADD> 4572909 JUL 31, 2006
>ADD> 4879303*PED SEP 25, 2007
>ADD> 4572909*PED JAN 31, 2007
>ADD> 019787 002 AMLODIPINE BESYLATE;NORVASC 4879303 MAR 25, 2007
>ADD> 4572909 JUL 31, 2006
>ADD> 4879303*PED SEP 25, 2007
>ADD> 4572909*PED JAN 31, 2007
>ADD> 019787 003 AMLODIPINE BESYLATE;NORVASC 4879303 MAR 25, 2007
>ADD> 4572909 JUL 31, 2006
>ADD> 4879303*PED SEP 25, 2007
>ADD> 4572909*PED JAN 31, 2007
>ADD> 020883 001 ARGATROBAN;ACOVA 5214052 MAR 13, 2012

021078 001 ATOVAQUONE;MALARONE 6166046 NOV 25, 2013 U-406 NC JUL 14, 2003
5053432 OCT 01, 2008
6291488 NOV 25, 2013

021078 002 ATOVAQUONE;MALARONE PEDIATRIC 5053432 OCT 01, 2008 NC JUL 14, 2003
6291488 NOV 25, 2013 U-406
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019408 002 BETAMETHASONE DIPROPIONATE;DIPROLENE 4489070 MAY 13, 2003
021056 001 BEXAROTENE;TARGRETIN 5780676 JUL 14, 2015 ODE DEC 29, 2006

5962731 OCT 05, 2016
5466861 NOV 14, 2012

020498 001 BICALUTAMIDE;CASODEX 1712251 SEP 18, 2001 U-391
5712251 SEP 18, 2001 U-391

021275 001 BIMATOPROST;LUMIGAN 5688819 SEP 21, 2012 NCE MAR 16, 2006
020490 001 BRIMONIDINE TARTRATE;ALPHAGAN NCE SEP 06, 2001

PED MAR 06, 2002
020613 001 BRIMONIDINE TARTRATE;ALPHAGAN 6194415 JUN 28, 2015 U-394 NCE SEP 06, 2001

6248741 JUN 28, 2015 U-394 PED MAR 06, 2002
6194415*PED DEC 28, 2015 U-394
6248741*PED DEC 28, 2015 U-394

021262 001 BRIMONIDINE TARTRATE;ALPHAGAN P 6194415*PED DEC 28, 2015 U-395 NP MAR 16, 2004
5736165 APR 07, 2015 U-399 PED SEP 16, 2004
5736165*PED OCT 07, 2015 U-399 NCE SEP 06, 2001
6248741 JUN 28, 2015 U-395 PED MAR 06, 2002
6194415 JUN 28, 2015 U-395
6248741*PED DEC 28, 2015 U-395
5424078 JUN 13, 2012
5424078*PED DEC 13, 2012

020816 001 BRINZOLAMIDE;AZOPT 5378703 APR 01, 2012 U-224
>ADD> 021324 001 BUDESONIDE;ENTOCORT 5643602 JUL 01, 2014 NP OCT 02, 2004

020358 001 BUPROPION HYDROCHLORIDE;WELLBUTRIN SR M-10 JUN 11, 2004
020358 002 BUPROPION HYDROCHLORIDE;WELLBUTRIN SR M-10 JUN 11, 2004
020358 003 BUPROPION HYDROCHLORIDE;WELLBUTRIN SR M-10 JUN 11, 2004
074253 001 BUSPIRONE HYDROCHLORIDE;BUSPIRONE HCL PC SEP 26, 2001
074253 002 BUSPIRONE HYDROCHLORIDE;BUSPIRONE HCL PC SEP 26, 2001
075272 003 BUSPIRONE HYDROCHLORIDE;BUSPIRONE HCL PC SEP 24, 2001
075467 002 BUSPIRONE HYDROCHLORIDE;BUSPIRONE HCL PC SEP 26, 2001
076008 001 BUSPIRONE HYDROCHLORIDE;BUSPIRONE HCL PC JAN 28, 2002
020524 001 BUTENAFINE HYDROCHLORIDE;MENTAX I-333 JUN 06, 2004

>ADD> 018874 001 CALCITRIOL;CALCIJEX 6274169*PED FEB 02, 2020
>ADD> 6265392*PED FEB 02, 2020

4308264 JAN 28, 2001
6051567 AUG 02, 2019
4308264*PED JUL 28, 2001
6051567*PED FEB 02, 2020
6265392 AUG 02, 2019
6274169 AUG 02, 2019

>ADD> 018874 002 CALCITRIOL;CALCIJEX 6274169*PED FEB 02, 2020
>ADD> 6265392*PED FEB 02, 2020

4308264 JAN 28, 2001
6051567 AUG 02, 2019
4308264*PED JUL 28, 2001
6051567*PED FEB 02, 2020
6265392 AUG 02, 2019
6274169 AUG 02, 2019
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019976 001 CALCIUM ACETATE;PHOSLO 4870105 APR 07, 2007 U-381
021160 001 CALCIUM ACETATE;PHOSLO 4870105 APR 07, 2007 U-381
021160 002 CALCIUM ACETATE;PHOSLO 4870105 APR 07, 2007 U-381
021160 003 CALCIUM ACETATE;PHOSLO GELCAPS 4870105 APR 07, 2007 U-381
020896 001 CAPECITABINE;XELODA I-323 APR 30, 2004
020896 002 CAPECITABINE;XELODA I-323 APR 30, 2004
021227 001 CASPOFUNGIN ACETATE;CANCIDAS 5952300 MAR 28, 2017 NCE JAN 26, 2006

5378804 MAR 16, 2013
5514650 MAR 16, 2013
5792746 MAR 16, 2013
6136783 MAR 28, 2017

021227 002 CASPOFUNGIN ACETATE;CANCIDAS 5952300 MAR 28, 2017 NCE JAN 26, 2006
5378804 MAR 16, 2013
5514650 MAR 16, 2013
5792746 MAR 16, 2013
6136783 MAR 28, 2017

020998 001 CELECOXIB;CELEBREX I-338 OCT 17, 2004
020998 002 CELECOXIB;CELEBREX I-338 OCT 17, 2004
019111 001 CHLORPHENIRAMINE POLISTIREX;TUSSIONEX 4762709 AUG 09, 2005
021149 001 CHORIOGONADOTROPIN ALFA;OVIDREL 5767251 JUN 16, 2015 NP SEP 20, 2003
021022 001 CICLOPIROX;PENLAC 4957730 SEP 18, 2007 U-379
020839 001 CLOPIDOGREL BISULFATE;PLAVIX 4847265 NOV 17, 2011
020705 001 DELAVIRDINE MESYLATE;RESCRIPTOR 6177101 JUN 11, 2018

>ADD> 021038 001 DEXMEDETOMIDINE;PRECEDEX 4910214 JUL 15, 2008 U-421
020607 001 DICLOFENAC SODIUM;ARTHROTEC 5698225 MAY 03, 2010 U-392
020607 002 DICLOFENAC SODIUM;ARTHROTEC 5698225 MAY 03, 2010 U-392
021005 001 DICLOFENAC SODIUM;SOLARAZE 5639738 JUN 17, 2014 U-402 NP OCT 16, 2003

5792753 AUG 11, 2015
5852002 JUN 17, 2014 U-402
5914322 AUG 11, 2015
5929048 JUL 27, 2016 U-402
5985850 NOV 16, 2016

020154 002 DIDANOSINE;VIDEX 4861759 AUG 29, 2006 U-248 D-58 OCT 28, 2002
5616566 AUG 29, 2006 U-180 PED APR 28, 2003
5254539 AUG 29, 2006 U-248
5880106 JUL 22, 2011
4861759*PED MAR 01, 2007 U-248
5254539*PED MAR 01, 2007 U-248
5616566*PED MAR 01, 2007 U-180
5880106*PED JAN 22, 2012

020154 003 DIDANOSINE;VIDEX 4861759 AUG 29, 2006 U-248 D-58 OCT 28, 2002
5616566 AUG 29, 2006 U-180 PED APR 28, 2003
5254539 AUG 29, 2006 U-248
5880106 JUL 22, 2011
4861759*PED MAR 01, 2007 U-248
5254539*PED MAR 01, 2007 U-248
5616566*PED MAR 01, 2007 U-180
5880106*PED JAN 22, 2012
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020154 004 DIDANOSINE;VIDEX 4861759 AUG 29, 2006 U-248 D-58 OCT 28, 2002
5616566 AUG 29, 2006 U-180 PED APR 28, 2003
5254539 AUG 29, 2006 U-248
5880106 JUL 22, 2011
4861759*PED MAR 01, 2007 U-248
5254539*PED MAR 01, 2007 U-248
5616566*PED MAR 01, 2007 U-180
5880106*PED JAN 22, 2012

020154 005 DIDANOSINE;VIDEX 4861759 AUG 29, 2006 U-248 D-58 OCT 28, 2002
5616566 AUG 29, 2006 U-180 PED APR 28, 2003
5254539 AUG 29, 2006 U-248
5880106 JUL 22, 2011
4861759*PED MAR 01, 2007 U-248
5254539*PED MAR 01, 2007 U-248
5616566*PED MAR 01, 2007 U-180
5880106*PED JAN 22, 2012

020154 006 DIDANOSINE;VIDEX 4861759 AUG 29, 2006 U-248 NS OCT 28, 2002
5254539 AUG 29, 2006 U-248 PED APR 28, 2003
5880106 JUL 22, 2011
4861759*PED MAR 01, 2007 U-248
5254539*PED MAR 01, 2007 U-248
5616566*PED MAR 01, 2007 U-180
5880106*PED JAN 22, 2012
5616566 AUG 29, 2006 U-180

020155 003 DIDANOSINE;VIDEX 4861759 AUG 29, 2006 U-248
5616566 AUG 29, 2006 U-180
5254539 AUG 29, 2006 U-248
4861759*PED MAR 01, 2007 U-248
5254539*PED MAR 01, 2007 U-248
5616566*PED MAR 01, 2007 U-180

020155 004 DIDANOSINE;VIDEX 4861759 AUG 29, 2006 U-248
5616566 AUG 29, 2006 U-180
5254539 AUG 29, 2006 U-248
4861759*PED MAR 01, 2007 U-248
5254539*PED MAR 01, 2007 U-248
5616566*PED MAR 01, 2007 U-180

020155 005 DIDANOSINE;VIDEX 4861759 AUG 29, 2006 U-248
5616566 AUG 29, 2006 U-180
5254539 AUG 29, 2006 U-248
4861759*PED MAR 01, 2007 U-248
5254539*PED MAR 01, 2007 U-248
5616566*PED MAR 01, 2007 U-180

020155 006 DIDANOSINE;VIDEX 4861759 AUG 29, 2006 U-52
4861759*PED MAR 01, 2007 U-248
5254539*PED MAR 01, 2007 U-248
5616566*PED MAR 01, 2007 U-180
5616566 AUG 29, 2006 U-180
5254539 AUG 29, 2006 U-248
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020156 001 DIDANOSINE;VIDEX 4861759 AUG 29, 2006 U-248
5616566 AUG 29, 2006 U-180
5254539 AUG 29, 2006 U-248
4861759*PED MAR 01, 2007 U-248
5254539*PED MAR 01, 2007 U-248
5616566*PED MAR 01, 2007 U-180

021183 001 DIDANOSINE;VIDEX EC 4861759 AUG 29, 2006 U-248 NDF OCT 31, 2003
5254539 AUG 29, 2006 U-248 PED MAY 01, 2004
4861759*PED MAR 01, 2007 U-248
5254539*PED MAR 01, 2007 U-248

021183 002 DIDANOSINE;VIDEX EC 4861759 AUG 29, 2006 U-248 NDF OCT 31, 2003
5254539 AUG 29, 2006 U-248 PED MAY 01, 2004
4861759*PED MAR 01, 2007 U-248
5254539*PED MAR 01, 2007 U-248

021183 003 DIDANOSINE;VIDEX EC 4861759 AUG 29, 2006 U-248 NDF OCT 31, 2003
5254539 AUG 29, 2006 U-248 PED MAY 01, 2004
4861759*PED MAR 01, 2007 U-248
5254539*PED MAR 01, 2007 U-248

021183 004 DIDANOSINE;VIDEX EC 4861759 AUG 29, 2006 U-248 NDF OCT 31, 2003
5254539 AUG 29, 2006 U-248 PED MAY 01, 2004
4861759*PED MAR 01, 2007 U-248
5254539*PED MAR 01, 2007 U-248

020623 001 DOLASETRON MESYLATE MONOHYDRATE;ANZEMET 4906755 JUL 02, 2011
020623 002 DOLASETRON MESYLATE MONOHYDRATE;ANZEMET 4906755 JUL 02, 2011
020624 001 DOLASETRON MESYLATE MONOHYDRATE;ANZEMET 4906755 JUL 02, 2011
020690 001 DONEPEZIL HYDROCHLORIDE;ARICEPT 6140321 DEC 30, 2016

6245911 DEC 01, 2018
5985864 DEC 30, 2016

020690 002 DONEPEZIL HYDROCHLORIDE;ARICEPT 6140321 DEC 30, 2016
6245911 DEC 01, 2018
5985864 DEC 30, 2016

020869 001 DORZOLAMIDE HYDROCHLORIDE;COSOPT 6248735 APR 17, 2011
021098 001 DROSPIRENONE;YASMIN NC MAY 11, 2004
020706 001 EMEDASTINE DIFUMARATE;EMADINE 4430343 AUG 14, 2005 U-403

5441958 DEC 08, 2013 U-404
020668 001 ENALAPRIL MALEATE;LEXXEL 4264611 JUN 19, 2001 U-3

4803081 APR 03, 2007
4264611*PED DEC 19, 2001 U-3
4803081*PED OCT 03, 2007

020668 002 ENALAPRIL MALEATE;LEXXEL 4374829 DEC 30, 2001 U-3
4472380 SEP 18, 2001
4703038 OCT 07, 2005 U-3
4803081 APR 03, 2007
4264611 JUN 19, 2001 U-3
4264611*PED DEC 19, 2001 U-3
4803081*PED OCT 03, 2007
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>ADD> 018998 001 ENALAPRIL MALEATE;VASOTEC M-7 FEB 13, 2004
>ADD> PED AUG 13, 2004
>ADD> 018998 002 ENALAPRIL MALEATE;VASOTEC M-7 FEB 13, 2004
>ADD> PED AUG 13, 2004
>ADD> 018998 003 ENALAPRIL MALEATE;VASOTEC M-7 FEB 13, 2004
>ADD> PED AUG 13, 2004
>ADD> 018998 005 ENALAPRIL MALEATE;VASOTEC M-7 FEB 13, 2004
>ADD> PED AUG 13, 2004

020164 002 ENOXAPARIN SODIUM;LOVENOX 4486420 DEC 04, 2001 U-122
4692435 DEC 24, 2004 U-123
5389618 FEB 14, 2012

020164 003 ENOXAPARIN SODIUM;LOVENOX 4486420 DEC 04, 2001 U-122
4692435 DEC 24, 2004 U-123
5389618 FEB 14, 2012

020164 004 ENOXAPARIN SODIUM;LOVENOX 4486420 DEC 04, 2001 U-122
4692435 DEC 24, 2004 U-123
5389618 FEB 14, 2012

020164 005 ENOXAPARIN SODIUM;LOVENOX 4486420 DEC 04, 2001 U-122
4692435 DEC 24, 2004 U-123
5389618 FEB 14, 2012

020164 006 ENOXAPARIN SODIUM;LOVENOX 4486420 DEC 04, 2001
4692435 DEC 24, 2004 U-123
5389618 FEB 14, 2012

020164 007 ENOXAPARIN SODIUM;LOVENOX 4486420 DEC 04, 2001 U-122
4692435 DEC 24, 2004 U-123
5389618 FEB 14, 2012

020164 008 ENOXAPARIN SODIUM;LOVENOX 4486420 DEC 04, 2001 U-122
4692435 DEC 24, 2004 U-123
5389618 FEB 14, 2012

020718 001 EPTIFIBATIDE;INTEGRILIN D-66 JUN 08, 2004
020718 002 EPTIFIBATIDE;INTEGRILIN D-66 JUN 08, 2004

>ADD> 019386 001 ESMOLOL HYDROCHLORIDE;BREVIBLOC 6310O94 JAN 12, 2021
5017609 MAY 21, 2008

019386 002 ESMOLOL HYDROCHLORIDE;BREVIBLOC 5017609 MAY 21, 2008
019386 003 ESMOLOL HYDROCHLORIDE;BREVIBLOC 5017609 MAY 21, 2008

4593119 JUN 03, 2003
021153 001 ESOMEPRAZOLE MAGNESIUM;NEXIUM 4255431 APR 05, 2001 U-373 NP FEB 20, 2004

4738974 APR 19, 2005 U-373
4636499 MAY 30, 2005 U-373
5900424 MAY 04, 2016 U-373
4786505 APR 20, 2007 U-373
4853230 APR 20, 2007 U-373
5714504 FEB 03, 2015 U-373
5877192 MAY 27, 2014 U-373
5093342 FEB 02, 2010 U-373
5599794 FEB 04, 2014 U-373
5629305 FEB 04, 2014 U-373
5690960 NOV 25, 2014 U-373
6147103 OCT 09, 2018
6166213 OCT 09, 2018
6191148 OCT 09, 2018
4508905 FEB 20, 2001
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021153 002 ESOMEPRAZOLE MAGNESIUM;NEXIUM 4255431 APR 05, 2001 U-373 NP FEB 20, 2004
4738974 APR 19, 2005 U-373
4636499 MAY 30, 2005 U-373
5900424 MAY 04, 2016 U-373
4786505 APR 20, 2007 U-373
4853230 APR 20, 2007 U-373
5714504 FEB 03, 2015 U-373
5877192 MAY 27, 2014 U-373
5093342 FEB 02, 2010 U-373
5599794 FEB 04, 2014 U-373
5629305 FEB 04, 2014 U-373
5690960 NOV 25, 2014 U-373
6147103 OCT 09, 2018
6166213 OCT 09, 2018
6191148 OCT 09, 2018
4508905 FEB 20, 2001

020870 001 ESTRADIOL;COMBIPATCH 5474783 DEC 12, 2012
5656286 AUG 12, 2014
5958446 DEC 12, 2012
6024976 JAN 07, 2014

020870 002 ESTRADIOL;COMBIPATCH 5474783 DEC 12, 2012
5656286 AUG 12, 2014
5958446 DEC 12, 2012
6024976 JAN 07, 2014

020538 005 ESTRADIOL;VIVELLE-DOT 6024976 JAN 07, 2014
5474783 DEC 12, 2012
5656286 AUG 12, 2014
5958446 DEC 12, 2012

020538 006 ESTRADIOL;VIVELLE-DOT 6024976 JAN 07, 2014
5474783 DEC 12, 2012
5656286 AUG 12, 2014
5958446 DEC 12, 2012

020538 007 ESTRADIOL;VIVELLE-DOT 6024976 JAN 07, 2014
5474783 DEC 12, 2012
5656286 AUG 12, 2014
5958446 DEC 12, 2012

020538 008 ESTRADIOL;VIVELLE-DOT 6024976 JAN 07, 2014
5474783 DEC 12, 2012
5656286 AUG 12, 2014
5958446 DEC 12, 2012

020130 002 ETHINYL ESTRADIOL;ESTROSTEP FE 5010070 APR 23, 2008 I-331 JUL 01, 2004
020130 001 ETHINYL ESTRADIOL;ESTROSTEP 21 5010070 APR 23, 2008 I-331 JUL 01, 2004
021187 001 ETHINYL ESTRADIOL;NUVA RING NP OCT 03, 2004
020946 001 ETHINYL ESTRADIOL;PREVEN EMERGENCY CON 6156742 DEC 05, 2020 U-374
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020584 001 ETODOLAC;LODINE XL I-321 AUG 11, 2003
PED FEB 11, 2004

020584 002 ETODOLAC;LODINE XL I-321 AUG 11, 2003
PED FEB 11, 2004

020584 003 ETODOLAC;LODINE XL I-321 AUG 11, 2003
PED FEB 11, 2004

020457 001 ETOPOSIDE PHOSPHATE;ETOPOPHOS PRESERVATI RE35524 MAY 17, 2010
020906 001 ETOPOSIDE PHOSPHATE;ETOPOPHOS PRESERVATI 5041424 AUG 20, 2008 U-135

RE35524 MAY 17, 2010
020906 002 ETOPOSIDE PHOSPHATE;ETOPOPHOS PRESERVATI 5041424 AUG 20, 2008 U-135

RE35524 MAY 17, 2010
075312 001 FAMOTIDINE;FAMOTIDINE PC NOV 28, 2001
020902 001 FAMOTIDINE;PEPCID AC D-47 NOV 09, 2001

PED MAY 09, 2002
019834 001 FELODIPINE;PLENDIL 4264611 JUN 19, 2001 U-3

4803081 APR 03, 2007
4803081*PED OCT 03, 2007
4264611*PED DEC 19, 2001 U-3

019834 002 FELODIPINE;PLENDIL 4264611 JUN 19, 2001 U-3
4803081 APR 03, 2007
4264611*PED DEC 19, 2001 U-3
4803081*PED OCT 03, 2007

019834 004 FELODIPINE;PLENDIL 4264611 JUN 19, 2001 U-3
4803081 APR 03, 2007
4264611*PED DEC 19, 2001 U-3
4803081*PED OCT 03, 2007

021203 001 FENOFIBRATE;TRICOR 4895726 JAN 19, 2009
021203 003 FENOFIBRATE;TRICOR 4895726 JAN 19, 2009
020625 001 FEXOFENADINE HYDROCHLORIDE;ALLEGRA 6187791 MAY 11, 2012 U-138
020872 001 FEXOFENADINE HYDROCHLORIDE;ALLEGRA 6187791 MAY 11, 2012 U-138
020872 002 FEXOFENADINE HYDROCHLORIDE;ALLEGRA 6187791 MAY 11, 2012 U-138
020872 004 FEXOFENADINE HYDROCHLORIDE;ALLEGRA 6187791 MAY 11, 2012 U-138
020786 001 FEXOFENADINE HYDROCHLORIDE;ALLEGRA-D 6187791 MAY 11, 2012 U-138
019452 001 FLUOCINOLONE ACETONIDE;DERMA-SMOOTHE/FS I-340 OCT 10, 2004
020985 001 FLUOROURACIL;CARAC 4690825 OCT 04, 2005
074803 001 FLUOXETINE HYDROCHLORIDE;FLUOXETINE PC JAN 23, 2002
075049 001 FLUOXETINE HYDROCHLORIDE;FLUOXETINE PC JAN 23, 2002
075465 003 FLUOXETINE HYDROCHLORIDE;FLUOXETINE PC JAN 23, 2002
075506 001 FLUOXETINE HYDROCHLORIDE;FLUOXETINE PC JAN 23, 2002
075755 001 FLUOXETINE HYDROCHLORIDE;FLUOXETINE HCL PC JAN 23, 2002
075755 002 FLUOXETINE HYDROCHLORIDE;FLUOXETINE HCL PC JAN 23, 2002

>ADD> 021235 001 FLUOXETINE HYDROCHLORIDE;PROZAC WEEKLY 5910319*PED NOV 29, 2017 U-396 NDF FEB 26, 2004
>ADD> 5985322*PED NOV 29, 2017 U-397

5910319 MAY 29, 2017 U-396
5985322 MAY 29, 2017 U-397
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018936 007 FLUOXETINE HYDROCHLORIDE;SARAFEM PED JAN 06, 2004
021077 001 FLUTICASONE PROPIONATE;ADVAIR DISKUS 100/50 5270305 SEP 07, 2010 U-387

5290815 MAR 01, 2011 U-386
021077 002 FLUTICASONE PROPIONATE;ADVAIR DISKUS 250/50 5270305 SEP 07, 2010 U-387

5290815 MAR 01, 2011 U-386
021077 003 FLUTICASONE PROPIONATE;ADVAIR DISKUS 500/50 5270305 SEP 07, 2010 U-387

5290815 MAR 01, 2011 U-386
>ADD> 020549 001 FLUTICASONE PROPIONATE;FLOVENT 4335121 NOV 14, 2003 U-409
>ADD> 020549 002 FLUTICASONE PROPIONATE;FLOVENT 4335121 NOV 14, 3003 U-409
>ADD> 020549 003 FLUTICASONE PROPIONATE;FLOVENT 4335121 NOV 14, 2003 U-409
>ADD> 020833 001 FLUTICASONE PROPIONATE;FLOVENT DISKUS 50 4335121 NOV 14, 2003 U-409
>ADD> 020833 002 FLUTICASONE PROPIONATE;FLOVENT DISKUS 100 4335121 NOV 14, 2003 U-409
>ADD> 020833 003 FLUTICASONE PROPIONATE;FLOVENT DISKUS 250 4335121 NOV 14, 2003 U-409
>ADD> 020261 001 FLUVASTATIN SODIUM;LESCOL 5356896 DEC 12, 2011
>ADD> 020261 002 FLUVASTATIN SODIUM;LESCOL 5356896 DEC 12, 2011
>ADD> 021192 001 FLUVASTATIN SODIUM;LESCOL XL 5354772 OCT 11, 2011 U-413
>ADD> 5356896 DEC 12, 2011

020831 001 FORMOTEROL FUMARATE;FORADIL NCE FEB 16, 2006
021279 001 FORMOTEROL FUMARATE;FORADIL NDF SEP 25, 2004

NCE FEB 16, 2006
>ADD> 021169 001 GALANTAMINE HYDROBROMIDE;REMINYL 6099863 JUN 06, 2017 NCE FEB 28, 2006

4663318 JAN 15, 2006
>ADD> 021169 002 GALANTAMINE HYDROBROMIDE;REMINYL 6099863 JUN 06, 2017 NCE FEB 28, 2006

4663318 JAN 15, 2006
>ADD> 021169 003 GALANTAMINE HYDROBROMIDE;REMINYL 6099863 JUN 06, 2017 NCE FEB 28, 2006

4663318 JAN 15, 2006
021224 001 GALANTAMINE HYDROBROMIDE;REMINYL 4663318 JAN 15, 2006 NCE FEB 28, 2006
021061 001 GATIFLOXACIN;TEQUIN D-69 OCT 12, 2004
021061 002 GATIFLOXACIN;TEQUIN D-69 OCT 12, 2004
021062 001 GATIFLOXACIN;TEQUIN D-69 OCT 12, 2004
021062 002 GATIFLOXACIN;TEQUIN D-69 OCT 12, 2004

>ADD> 021178 001 GLYBURIDE;GLUCOVANCE 6303146 JUL 14, 2019 U-412
>ADD> 021178 002 GLYBURIDE;GLUCOVANCE 6303146 JUL 14, 2019 U-412
>ADD> 021178 003 GLYBURIDE;GLUCOVANCE 6303146 JUL 14, 2019 U-412
>ADD> 020239 001 GRANISETRON HYDROCHLORIDE;KYTRIL 6294548 MAY 04, 2019
>ADD> 020239 002 GRANISETRON HYDROCHLORIDE;KYTRIL 6294548 MAY 04, 2019

4886808 DEC 29, 2007 U-89
021238 001 GRANISETRON HYDROCHLORIDE;KYTRIL 4886808 DEC 29, 2007 U-105 I-264 JUL 27, 2002
020387 001 HYDROCHLOROTHIAZIDE;HYZAAR 5608075 MAR 04, 2014
020387 002 HYDROCHLOROTHIAZIDE;HYZAAR 5608075 MAR 04, 2014

>ADD> 019778 001 HYDROCHLOROTHIAZIDE;PRINZIDE 4374829 DEC 29, 2001 U-3
>ADD> 4374829*PED JUN 29, 2002
>ADD> 019778 002 HYDROCHLOROTHIAZIDE;PRINZIDE 4374829 DEC 29, 2001 U-3
>ADD> 4374829*PED JUN 29, 2002 U-3
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>ADD> 019778 003 HYDROCHLOROTHIAZIDE;PRINZIDE 4374829 DEC 29, 2001 U-3
>ADD> 4374829*PED JUN 29, 2002 U-3
>ADD> 019888 001 HYDROCHLOROTHIAZIDE;ZESTORETIC 4374829 DEC 29, 2001 U-3
>ADD> 4374829*PED JUN 29, 2002 U-3
>ADD> 019888 002 HYDROCHLOROTHIAZIDE;ZESTORETIC 4374829 DEC 29, 2001 U-3
>ADD> 4374829*PED JUN 29, 2002 U-3
>ADD> 019888 003 HYDROCHLOROTHIAZIDE;ZESTORETIC 4374829 DEC 29, 2001 U-3
>ADD> 4374829*PED JUN 29, 2002 U-3

020402 002 IBUPROFEN POTASSIUM;ADVIL MIGRAINE LIQUI NP MAR 16, 2003
021128 001 IBUPROFEN;CHILDREN’S MOTRIN CO 6211246 JUN 10, 2019

>ADD> 021335 001 IMATINIB MESYLATE;GLEEVEC 5521184 MAY 28, 2013 NCE MAY 10, 2006
ODE MAY 10, 2008

>ADD> 021335 002 IMATINIB MESYLATE;GLEEVEC 5521184 MAY 28, 2013 NCE MAY 10, 2006
ODE MAY 10, 2008

021081 001 INSULIN GLARGINE;LANTUS 5656722 SEP 12, 2014
5656722*PED MAR 12, 2015

020394 001 IPRATROPIUM BROMIDE;ATROVENT I-327 OCT 27, 2003
018662 002 ISOTRETINOIN;ACCUTANE 4464394 AUG 07, 2001

4464394*PED FEB 07, 2002
018662 003 ISOTRETINOIN;ACCUTANE 4464394 AUG 07, 2001

4464394*PED FEB 07, 2002
018662 004 ISOTRETINOIN;ACCUTANE 4464394 AUG 07, 2001

4464394*PED FEB 07, 2002
020657 001 ITRACONAZOLE;SPORANOX I-332 MAY 09, 2004
020966 001 ITRACONAZOLE;SPORANOX 4791111 DEC 23, 2005 I-332 MAY 09, 2004
019700 001 KETOROLAC TROMETHAMINE;ACULAR 4454151 MAR 22, 2002 U-75

5110493 MAY 05, 2009
4454151*PED SEP 22, 2002 U-75
5110493*PED NOV 05, 2009 U-75

U-75
020811 001 KETOROLAC TROMETHAMINE;ACULAR PRESERVATIVE 4454151 MAR 22, 2002

4454151*PED SEP 22, 2002
>ADD> 020857 001 LAMIVUDINE;COMBIVIR 6180639*PED JUL 30, 2018 U-248

6180639 JAN 30, 2018 U-248
>ADD> 020564 001 LAMIVUDINE;EPIVIR 6180639*PED JUL 30, 2018 U-248

6180639 JAN 30, 2018 U-248
>ADD> 020596 001 LAMIVUDINE;EPIVIR 6180639*PED JUL 30, 2018 U-248

6180639 JAN 30, 2018 U-248
>ADD> 021003 001 LAMIVUDINE;EPIVIR-HBV I-339 AUG 16, 2004
>ADD> PED FEB 16, 2005
>ADD> 021004 001 LAMIVUDINE;EPIVIR-HBV PED FEB 16, 2005
>ADD> I-339 AUG 16, 2004

021281 001 LANSOPRAZOLE;PREVACID I-316 NOV 30, 2003
M-1 JUL 06, 2002
D-42 JUL 20, 2001
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021281 002 LANSOPRAZOLE;PREVACID I-316 NOV 30, 2003
M-1 JUL 06, 2002
D-42 JUL 20, 2001

020905 001 LEFLUNOMIDE;ARAVA 4284786 DEC 13, 2001
020905 002 LEFLUNOMIDE;ARAVA 4284786 DEC 13, 2001
020905 003 LEFLUNOMIDE;ARAVA 4284786 DEC 13, 2001
020726 001 LETROZOLE;FEMARA 4978672 JUN 03, 2011 U-203
021088 001 LEUPROLIDE ACETATE;VIADUR 6235712 JUN 13, 2017

>ADD> 019558 001 LISINOPRIL;PRINIVIL 4374829 DEC 29, 2001
>ADD> 4374829*PED JUN 29, 2002
>ADD> 019558 002 LISINOPRIL;PRINIVIL 4374829 DEC 29, 2001
>ADD> 4374829*PED JUN 29, 2002
>ADD> 019558 003 LISINOPRIL;PRINIVIL 4374829 DEC 29, 2001
>ADD> 4374829*PED JUN 29, 2002
>ADD> 019558 004 LISINOPRIL;PRINIVIL 4374829 DEC 29, 2001
>ADD> 4374829*PED JUN 29, 2006
>ADD> 019558 006 LISINOPRIL;PRINIVIL 4374829 DEC 29, 2001
>ADD> 4374829*PED JUN 29, 2002
>ADD> 019777 001 LISINOPRIL;ZESTRIL 4374829 DEC 29, 2001 I-288 FEB 07, 2003
>ADD> 4374829*PED JUN 29, 2002
>ADD> 019777 002 LISINOPRIL;ZESTRIL 4374829 DEC 29, 2001 I-288 FEB 07, 2003
>ADD> 4374829*PED JUN 29, 2002
>ADD> 019777 003 LISINOPRIL;ZESTRIL 4374829 DEC 29, 2001 I-288 FEB 07, 2003
>ADD> 4374829*PED JUN 29, 2002
>ADD> 019777 004 LISINOPRIL;ZESTRIL 4374829 DEC 29, 2001 I-288 FEB 07, 2003
>ADD> 4374829*PED JUN 29, 2002
>ADD> 019777 005 LISINOPRIL;ZESTRIL 4374829 DEC 29, 2001 I-288 FEB 07, 2003
>ADD> 4374829*PED JUN 29, 2002
>ADD> 019777 006 LISINOPRIL;ZESTRIL 4374829 DEC 29, 2001 I-288 FEB 07, 2003
>ADD> 4374829*PED JUN 29, 2002

021226 001 LOPINAVIR;KALETRA 6232333 NOV 07, 2017
6284767 FEB 14, 2016 U-401

021251 001 LOPINAVIR;KALETRA 6284767 FEB 14, 2016 U-401
020386 001 LOSARTAN POTASSIUM;COZAAR 5608075 MAR 04, 2014
020386 002 LOSARTAN POTASSIUM;COZAAR 5608075 MAR 04, 2014
020386 003 LOSARTAN POTASSIUM;COZAAR 5138069 AUG 11, 2009

5153197 OCT 06, 2009 U-3
5608075 MAR 04, 2014

019643 002 LOVASTATIN;MEVACOR 4231938 JUN 15, 2001 I-250 MAR 11, 2002
4231938*PED DEC 15, 2001 PED SEP 11, 2002

019643 003 LOVASTATIN;MEVACOR 4231938 JUN 15, 2001 I-250 MAR 11, 2002
4231938*PED DEC 15, 2001 PED SEP 11, 2002

019643 004 LOVASTATIN;MEVACOR 4231938 JUN 15, 2001 I-250 MAR 11, 2002
4231938*PED DEC 15, 2001 PED SEP 11, 2002

11 

PATENT TERM EXTENSION AND NEW PATENTS -November 30, 2001
DOCKET NUMBER *95S-0117

*PED and PED represent Pediatric Exclusivity

APPL/PROD
NUMBER

INGREDIENT NAME; TRADE NAME PATENT
NUMBER

PATENT/PED EXCL
EXPIRES

USE
CODE

EXCLUS
CODE

EXCLUS
EXPIRES



075671 001 MEGESTROL ACETATE;MEGESTROL ACETATE PC JAN 12, 2002
020357 001 METFORMIN HYDROCHLORIDE;GLUCOPHAGE M-6 APR 19, 2004
020357 002 METFORMIN HYDROCHLORIDE;GLUCOPHAGE M-6 APR 19, 2004
020357 003 METFORMIN HYDROCHLORIDE;GLUCOPHAGE M-6 APR 19, 2004
020357 004 METFORMIN HYDROCHLORIDE;GLUCOPHAGE M-6 APR 19, 2004
020357 005 METFORMIN HYDROCHLORIDE;GLUCOPHAGE M-6 APR 19, 2004
021121 001 METHYLPHENIDATE HYDROCHLORIDE;CONCERTA 4783337 SEP 16, 2003 U-372
021121 002 METHYLPHENIDATE HYDROCHLORIDE;CONCERTA 4783337 SEP 16, 2003 U-372
021121 003 METHYLPHENIDATE HYDROCHLORIDE;CONCERTA 4783337 SEP 16, 2003 U-372 NP AUG 01, 2003
021259 001 METHYLPHENIDATE HYDROCHLORIDE;METADATE CD NDF APR 03, 2004
019962 001 METOPROLOL SUCCINATE;TOPROL-XL 4927640 MAY 22, 2007 I-194 FEB 05, 2004

5246714 SEP 21, 2010
019962 002 METOPROLOL SUCCINATE;TOPROL-XL 4927640 MAY 22, 2007 I-194 FEB 05, 2004

5246714 SEP 21, 2010
019962 003 METOPROLOL SUCCINATE;TOPROL-XL 4927640 MAY 27, 2007 I-194 FEB 05, 2004

5246714 SEP 21, 2010
019962 004 METOPROLOL SUCCINATE;TOPROL-XL 4957745 SEP 18, 2007 U-107 NS FEB 05, 2004

5001161 MAR 19, 2008 U-107 I-194 FEB 05, 2004
5081154 JAN 14, 2009 U-107
4927640 MAY 22, 2007
5246714 SEP 21, 2010

021308 001 MICONAZOLE NITRATE;MONISTAT 1 COMBINATI 6153635 NOV 28, 2020
5514698 MAR 21, 2014

019436 001 MILRINONE LACTATE;PRIMACOR 4313951 NOV 26, 2001
4313951*PED MAY 26, 2002

020343 001 MILRINONE LACTATE;PRIMACOR IN DEXTROSE 4313951 NOV 26, 2001
4313951*PED MAY 26, 2002

020343 002 MILRINONE LACTATE;PRIMACOR IN DEXTROSE 4313951 NOV 26, 2001
4313951*PED MAY 26, 2002

020343 003 MILRINONE LACTATE;PRIMACOR IN DEXTROSE 4313951 NOV 26, 2001
4313951*PED MAY 26, 2002

021208 001 MIRTAZAPINE;REMERON SOLTAB 5178878 JAN 12, 2010 NCE JUN 14, 2001
021208 002 MIRTAZAPINE;REMERON SOLTAB 5178878 JAN 12, 2010 NCE JUN 14, 2001
021208 003 MIRTAZAPINE;REMERON SOLTAB 5178878 JAN 12, 2010 NCE JUN 14, 2001
019297 001 MITOXANTRONE HYDROCHLORIDE;NOVANTRONE 4617319 JUN 13, 2005 U-390 I-324 OCT 13, 2003

>ADD> 020762 001 MOMETASONE FUROATE MONOHYDRATE;NASONEX 4472393 SEP 18, 2001 I-285 DEC 02, 2002
>ADD> 5837699 JAN 27, 2014 U-249 PED JUN 02, 2003
>ADD> 6127353 OCT 03, 2017
>ADD> 4472393*PED MAR 18, 2002
>ADD> 5837699*PED JUL 27, 2014 U-249
>ADD> 6127353*PED APR 03, 2018
>ADD> 019543 001 MOMETASONE FUROATE;ELOCON 4472393 SEP 18, 2001
>ADD> 4472393*PED MAR 18, 2002
>ADD> 019625 001 MOMETASONE FUROATE;ELOCON 4808610 OCT 02, 2006
>ADD> 4472393 SEP 18, 2001
>ADD> 4472393*PED MAR 18, 2002
>ADD> 4808610*PED APR 02, 2007
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>ADD> 019796 001 MOMETASONE FUROATE;ELOCON 4775529 MAY 21, 2007
>ADD> 4472393 SEP 18, 2001
>ADD> 4472393*PED MAR 18, 2002
>ADD> 4775529*PED NOV 21, 2007

020829 002 MONTELUKAST SODIUM;SINGULAIR 5565473 FEB 03, 2012 U-228
020830 001 MONTELUKAST SODIUM;SINGULAIR 5565473 FEB 03, 2012 U-228
020830 002 MONTELUKAST SODIUM;SINGULAIR 5565473 FEB 03, 2012 U-228
021085 001 MOXIFLOXACIN HYDROCHLORIDE;AVELOX I-329 APR 27, 2004
075179 001 NABUMETONE;NABUMETONE PC FEB 23, 2002
075189 001 NABUMETONE;NABUMETONE PC FEB 16, 2002
075189 002 NABUMETONE;NABUMETONE PC FEB 23, 2002
019583 001 NABUMETONE;RELAFEN 4420639 DEC 13, 2002

4420639*PED JUN 13, 2003
019583 002 NABUMETONE;RELAFEN 4420639 DEC 13, 2002

4420639*PED JUN 13, 2003
021204 001 NATEGLINIDE;STARLIX RE34878 MAR 28, 2006

5463116 OCT 21, 2012
5488150 JAN 30, 2013

021204 002 NATEGLINIDE;STARLIX RE34878 MAR 28, 2006
5463116 OCT 21, 2012
5488150 JAN 30, 2013

020920 001 NESIRITIDE;NATRECOR 5114923 MAY 19, 2009 NCE AUG 10, 2006
5674710 OCT 07, 2014

020165 004 NICOTINE;NICODERM CQ 6165497 JUN 14, 2008 U-388
5633008 JUN 14, 2008 U-389

020165 005 NICOTINE;NICODERM CQ 5633008 JUN 14, 2008 U-389
6165497 JUN 14, 2008 U-388

020165 006 NICOTINE;NICODERM CQ 5633008 JUN 14, 2008 U-389
6165497 JUN 14, 2008 U-388

075269 002 NIFEDIPINE;NIFEDIPINE PC JUN 05, 2001
019667 001 OCTREOTIDE ACETATE;SANDOSTATIN 5753618 JUL 08, 2008
019667 002 OCTREOTIDE ACETATE;SANDOSTATIN 5753618 JUL 08, 2008
019667 003 OCTREOTIDE ACETATE;SANDOSTATIN 5753618 JUL 08, 2008
019667 004 OCTREOTIDE ACETATE;SANDOSTATIN 5753618 JUL 08, 2008
019667 005 OCTREOTIDE ACETATE;SANDOSTATIN 5753618 JUL 08, 2008
021008 001 OCTREOTIDE ACETATE;SANDOSTATIN LAR 5753618 JUL 08, 2008
021008 002 OCTREOTIDE ACETATE;SANDOSTATIN LAR 5753618 JUL 08, 2008
021008 003 OCTREOTIDE ACETATE;SANDOSTATIN LAR 5753618 JUL 08, 2008
020799 001 OFLOXACIN;FLOXIN 5401741 MAR 27, 2012 U-407
020592 001 OLANZAPINE;ZYPREXA 6251895 SEP 23, 2017
020592 002 OLANZAPINE;ZYPREXA 6251895 SEP 23, 2017
020592 003 OLANZAPINE;ZYPREXA 6251895 SEP 23, 2017
020592 004 OLANZAPINE;ZYPREXA 6251895 SEP 23, 2017
020592 005 OLANZAPINE;ZYPREXA 5229382 APR 23, 2011 U-149 NCE SEP 30, 2001

5605897 FEB 25, 2014 U-176
6251985 SEP 23, 2017
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020592 006 OLANZAPINE;ZYPREXA 6251895 SEP 23, 2017
5229382 APR 23, 2011 U-149
5605897 FEB 25, 2014 U-176

021086 001 OLANZAPINE;ZYPREXA ZYDIS 6020487 SEP 23, 2017
6251895 SEP 23, 2017

021086 002 OLANZAPINE;ZYPREXA ZYDIS 6020487 SEP 23, 2017
6251895 SEP 23, 2017

021086 003 OLANZAPINE;ZYPREXA ZYDIS 6020487 SEP 23, 2017
6251895 SEP 23, 2017

021086 004 OLANZAPINE;ZYPREXA ZYDIS 6020487 SEP 23, 2017
6251895 SEP 23, 2017

020688 001 OLOPATADINE HYDROCHLORIDE;PATANOL 5641805 JUN 06, 2015 U-184
>ADD> 019810 001 OMEPRAZOLE;PRILOSEC 4508905*PED OCT 02, 2002 PED DEC 29, 2001

6150380 NOV 10, 2018
6147103 OCT 09, 2018
6166213 OCT 09, 2018
6191148 OCT 09, 2018
4255431*PED OCT 05, 2001 U-108
4636499*PED JAN 30, 2006
4786505*PED OCT 20, 2007 U-108
4853230*PED OCT 20, 2007 U-108
5093342*PED AUG 02, 2010 U-166
5599794*PED AUG 04, 2014 U-166
5629305*PED AUG 04, 2014 U-188
6147103*PED APR 09, 2019
6150380*PED MAY 10, 2019
6166213*PED APR 09, 2018
6191148*PED APR 09, 2019
4508905 APR 02, 2002

>ADD> 019810 002 OMEPRAZOLE;PRILOSEC 4508905*PED OCT 02, 2002 PED DEC 29, 2001
6150380 NOV 10, 2018
6147103 OCT 09, 2018
6166213 OCT 09, 2018
6191148 OCT 09, 2018
4255431*PED OCT 05, 2001 U-108
4636499*PED JAN 30, 2006
4786505*PED OCT 20, 2007 U-108
4853230*PED OCT 20, 2007 U-108
5093342*PED AUG 02, 2010 U-166
5599794*PED AUG 04, 2014
5629305*PED AUG 04, 2014 U-166
6147103*PED APR 09, 2019 U-188
6150380*PED MAY 10, 2019
6166213*PED APR 09, 2018
6191148*PED APR 09, 2019
4508905 APR 02, 2002
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>ADD> 019810 003 OMEPRAZOLE;PRILOSEC 4508905*PED OCT 02, 2002 I-229 JUN 29, 2001
6150380 NOV 10, 2018 PED DEC 29, 2001
6147103 OCT 09, 2018
6166213 NOV 10, 2018
6191148 OCT 09, 2018
4255431*PED OCT 05, 2001 U-108
4636499*PED JAN 30, 2006
4786505*PED OCT 20, 2007 U-108
4853230*PED OCT 20, 2007 U-108
5093342*PED AUG 02, 2010 U-166
5599794*PED AUG 04, 2014 U-166
5629305*PED AUG 04, 2014 U-188
6147103*PED APR 09, 2019
6150380*PED MAY 10, 2019
6166213*PED APR 09, 2018
6191148*PED APR 09, 2019
4508905 APR 02, 2002

>ADD> 020781 001 ONDANSETRON;ZOFRAN ODT 4753789 JUN 24, 2006 U-330
021246 001 OSELTAMIVIR PHOSPHATE;TAMIFLU 5763483 DEC 27, 2016 U-376 I-317 NOV 17, 2003

5866601 FEB 02, 2016 NDF DEC 14, 2003
5952375 FEB 02, 2016 NCE OCT 27, 2004

020897 001 OXYBUTYNIN CHLORIDE;DITROPAN XL 6124355 MAY 22, 2015 U-378
6262115 MAY 22, 2015 U-393

020897 002 OXYBUTYNIN CHLORIDE;DITROPAN XL 6124355 MAY 22, 2015 U-378
6262115 MAY 22, 2015 U-393

020897 003 OXYBUTYNIN CHLORIDE;DITROPAN XL 6124355 MAY 22, 2015 U-378
6262115 MAY 22, 2015 U-393

020553 004 OXYCODONE HYDROCHLORIDE;OXYCONTIN 4861598 AUG 29, 2006
4970075 NOV 13, 2007
5266331 FEB 05, 2008
5549912 FEB 05, 2008

020553 005 OXYCODONE HYDROCHLORIDE;OXYCONTIN 4861598 AUG 29, 2006
4970075 NOV 13, 2007
5266331 FEB 05, 2008
5549912 FEB 05, 2008
5508042 APR 16, 2013
5656295 FEB 05, 2008

020262 001 PACLITAXEL;TAXOL 6096331 FEB 22, 2013
6150398 MAY 08, 2011 U-380

020036 001 PAMIDRONATE DISODIUM;AREDIA D-68 AUG 20, 2004
020036 003 PAMIDRONATE DISODIUM;AREDIA D-68 AUG 20, 2004
020036 004 PAMIDRONATE DISODIUM;AREDIA D-68 AUG 20, 2004
020987 001 PANTOPRAZOLE SODIUM;PROTONIX I-330 JUN 12, 2004
020988 001 PANTOPRAZOLE SODIUM;PROTONIX IV 4758579 JUL 19, 2005 NDF MAR 22, 2004

NCE FEB 02, 2005
I-337 OCT 19, 2004
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>ADD> 020819 001 PARICALCITOL;ZEMPLAR 5246925 APR 17, 2012 U-314
020031 001 PAROXETINE HYDROCHLORIDE;PAXIL I-326 APR 13, 2004
020031 002 PAROXETINE HYDROCHLORIDE;PAXIL I-326 APR 13, 2004
020031 003 PAROXETINE HYDROCHLORIDE;PAXIL I-326 APR 13, 2004
020031 004 PAROXETINE HYDROCHLORIDE;PAXIL I-326 APR 13, 2004
020031 005 PAROXETINE HYDROCHLORIDE;PAXIL I-326 APR 13, 2004
020936 003 PAROXETINE HYDROCHLORIDE;PAXIL CR 4721723 DEC 29, 2006

4839177 JUN 13, 2006
5422123 JUN 06, 2012
5789449 JAN 06, 2009 U-286
5872132 MAY 19, 2015
5900423 MAY 19, 2015
6063927 APR 23, 2019
6080759 MAY 19, 2015
6121291 MAR 17, 2017 U-286
6133289 MAY 19, 2015 U-286
6172233 JAN 15, 2018

021064 001 PERFLUTREN;DEFINITY 5527521 APR 05, 2011 NCE JUL 31, 2006
5547656 APR 05, 2011
5769080 JUL 20, 2010

>ADD> 021073 001 PIOGLITAZONE HYDROCHLORIDE;ACTOS 6211205 JUN 19, 2016 U-410
>ADD> 6271243 JUN 19, 2016 U-411
>ADD> 6303640 JUN 19, 2016 U-411
>ADD> 6166042 JUN 19, 2016 U-414
>ADD> 6166043 JUN 19, 2016 U-415
>ADD> 6172090 JUN 19, 2016 U-416
>ADD> 5965584 JUN 19, 2016 U-417
>ADD> 6150383 JUN 19, 2016 U-418
>ADD> 6150384 JUN 19, 2016 U-419
>ADD> 021073 002 PIOGLITAZONE HYDROCHLORIDE;ACTOS 6211205 JUN 19, 2016 U-410
>ADD> 6271243 JUN 19, 2016 U-411
>ADD> 6303640 JUN 19, 2016 U-411
>ADD> 6166042 JUN 19, 2016 U-414
>ADD> 6166043 JUN 19, 2016 U-415
>ADD> 6172090 JUN 19, 2016 U-416
>ADD> 5965584 JUN 19, 2016 U-417
>ADD> 6150383 JUN 19, 2016 U-418
>ADD> 6150384 JUN 19, 2016 U-419
>ADD> 021073 003 PIOGLITAZONE HYDROCHLORIDE;ACTOS 6211205 JUN 19, 2016 U-410
>ADD> 6271243 JUN 19, 2016 U-411
>ADD> 6303640 JUN 19, 2016 U-411
>ADD> 6166042 JUN 19, 2016 U-414
>ADD> 6166043 JUN 19, 2016 U-415
>ADD> 6172090 JUN 19, 2016 U-416
>ADD> 5965584 JUN 19, 2016 U-417
>ADD> 6150383 JUN 19, 2016 U-418
>ADD> 6150384 JUN 19, 2016
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020667 005 PRAMIPEXOLE DIHYDROCHLORIDE;MIRAPEX 4886812 MAR 25, 2011
019627 002 PROPOFOL;DIPRIVAN I-322 FEB 20, 2004

>ADD> PED AUG 20, 2004
020973 002 RABEPRAZOLE SODIUM;ACIPHEX 5045552 SEP 03, 2008 U-385

5035899 APR 04, 2009 U-385
020815 001 RALOXIFENE HYDROCHLORIDE;EVISTA 4418068 APR 03, 2002
019901 001 RAMIPRIL;ALTACE 5061722 OCT 19, 2008
019901 002 RAMIPRIL;ALTACE 5061722 OCT 19, 2008
019901 003 RAMIPRIL;ALTACE 5061722 OCT 19, 2008
019901 004 RAMIPRIL;ALTACE 5061722 OCT 19, 2008
020741 001 REPAGLINIDE;PRANDIN 6143769 MAR 24, 2009
020741 002 REPAGLINIDE;PRANDIN 6143769 MAR 14, 2009
020741 003 REPAGLINIDE;PRANDIN 6143769 MAR 14, 2009
020903 001 RIBAVIRIN;REBETOL 5767097 JAN 23, 2016 U-235 PED JUN 09, 2002

5914128 DEC 22, 2017 PED DEC 03, 2001
6051252 DEC 22, 2017
6063772 JAN 23, 2016 U-375
6172046 SEP 21, 2017 U-377
5767097*PED JUL 23, 2016 U-235
5914128*PED JUN 22, 2018
6051252*PED JUN 22, 2018
6063772*PED JUL 23, 2016 U-375
6172046*PED MAR 21, 2018 U-377

018859 001 RIBAVIRIN;VIRAZOLE 6150337 NOV 21, 2017 U-400
020945 001 RITONAVIR;NORVIR 6232333 NOV 07, 2017
021042 001 ROFECOXIB;VIOXX 5474995 JUN 24, 2013 U-266

5691374 NOV 25, 2017
6239173 JUN 24, 2013

021042 002 ROFECOXIB;VIOXX 5474995 JUN 24, 2013 U-266
5691374 NOV 25, 2017
6239173 JUN 24, 2013

021042 003 ROFECOXIB;VIOXX 6239173 JUN 24, 2013
5474995 JUN 24, 2013 U-266
5691374 NOV 25, 2017

021052 001 ROFECOXIB;VIOXX 6239173 JUN 24, 2013
021052 002 ROFECOXIB;VIOXX 6239173 JUN 24, 2013

>ADD> 021071 002 ROSIGLITAZONE MALEATE;AVANDIA 6288095 FEB 11, 2017 U-420
>ADD> 021071 003 ROSIGLITAZONE MALEATE;AVANDIA 6288095 FEB 11, 2017 U-420
>ADD> 021071 004 ROSIGLITAZONE MALEATE;AVANDIA 6288095 FEB 11, 2017 U-420

020692 001 SALMETEROL XINAFOATE;SEREVENT 5290815 MAR 01, 2011 U-386
020828 001 SAQUINAVIR;FORTOVASE 5196438 NOV 19, 2010
019839 001 SERTRALINE HYDROCHLORIDE;ZOLOFT M-11 AUG 06, 2004
019839 002 SERTRALINE HYDROCHLORIDE;ZOLOFT M-11 AUG 06, 2004
019839 005 SERTRALINE HYDROCHLORIDE;ZOLOFT M-11 AUG 06, 2004
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020990 001 SERTRALINE HYDROCHLORIDE;ZOLOFT M-11 AUG 06, 2004
>ADD> 020478 001 SEVOFLURANE;ULTANE 6288127*PED JUL 27, 2018

6288127 JAN 27, 2017
020632 001 SIBUTRAMINE HYDROCHLORIDE;MERIDIA D-65 FEB 16, 2004

M-9 FEB 16, 2004
020632 002 SIBUTRAMINE HYDROCHLORIDE;MERIDIA D-65 FEB 16, 2004

M-9 FEB 16, 2004
020632 003 SIBUTRAMINE HYDROCHLORIDE;MERIDIA D-65 FEB 16, 2004

M-9 FEB 16, 2004
021097 001 SODIUM PHOSPHATE, DIBASIC, ANHYDROUS;VISICOL 5616346 MAY 18, 2013 U-359

>ADD> 020280 006 SOMATROPIN RECOMBINANT;GENOTROPIN 5633352 MAY 27, 2014 I-334 JUL 25, 2004
ODE JUL 25, 2008

>ADD> 020280 007 SOMATROPIN RECOMBINANT;GENOTROPIN 5633352 MAY 27, 2014 I-334 JUL 25, 2004
ODE JUL 25, 2008

>ADD> 020280 001 SOMATROPIN RECOMBINANT;GENOTROPIN PRESERVAT 5633352 MAY 27, 2014 I-334 JUL 25, 2004
6152897 JUN 11, 2018 ODE JUL 25, 2008

>ADD> 020280 002 SOMATROPIN RECOMBINANT;GENOTROPIN PRESERVAT 5633352 MAY 27, 2014 I-334 JUL 25, 2004
6152897 JUN 11, 2018 ODE JUL 25, 2008

>ADD> 020280 003 SOMATROPIN RECOMBINANT;GENOTROPIN PRESERVAT 5633352 MAY 27, 2014 I-334 JUL 25, 2004
6152897 JUN 11, 2018 ODE JUL 25, 2008

>ADD> 020280 004 SOMATROPIN RECOMBINANT;GENOTROPIN PRESERVAT 5633352 MAY 27, 2014 I-334 JUL 25, 2004
ODE JUL 25, 2008

>ADD> 020280 005 SOMATROPIN RECOMBINANT;GENOTROPIN PRESERVAT 5633352 MAY 27, 2014 I-334 JUL 25, 2004
6152897 JUN 11, 2018 ODE JUL 25, 2008

>ADD> 020280 008 SOMATROPIN RECOMBINANT;GENOTROPIN PRESERVAT 5633352 MAY 27, 2014 I-334 JUL 25, 2004
6152897 JUN 11, 2018 ODE JUL 25, 2008

>ADD> 020280 009 SOMATROPIN RECOMBINANT;GENOTROPIN PRESERVAT 5633352 MAY 27, 2014 I-334 JUL 25, 2004
6152897 JUN 11, 2018 ODE JUL 25, 2008

>ADD> 020280 010 SOMATROPIN RECOMBINANT;GENOTROPIN PRESERVAT 5633352 MAY 27, 2014 I-334 JUL 25, 2004
ODE JUL 25, 2008

>ADD> 020280 011 SOMATROPIN RECOMBINANT;GENOTROPIN PRESERVAT 5633352 MAY 27, 2014 I-334 JUL 25, 2004
ODE JUL 25, 2008

>ADD> 020280 012 SOMATROPIN RECOMBINANT;GENOTROPIN PRESERVAT 5633352 MAY 27, 2014 I-334 JUL 25, 2004
ODE JUL 25, 2008

>ADD> 020280 013 SOMATROPIN RECOMBINANT;GENOTROPIN PRESERVAT 5633352 MAY 27, 2014 I-334 JUL 25, 2004
ODE JUL 25, 2008

021151 001 SOTALOL HYDROCHLORIDE;BETAPACE AF NP FEB 22, 2003
PED AUG 22, 2003

021151 002 SOTALOL HYDROCHLORIDE;BETAPACE AF NP FEB 22, 2003
PED AUG 22, 2003

021151 003 SOTALOL HYDROCHLORIDE;BETAPACE AF NP FEB 22, 2003
PED AUG 22, 2003

020412 001 STAVUDINE;ZERIT 4978655 JUN 24, 2008 U-94
4978655*PED DEC 24, 2008 U-94
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020412 002 STAVUDINE;ZERIT 4978655 JUN 24, 2008 U-94
4978655*PED DEC 24, 2008 U-94

020412 003 STAVUDINE;ZERIT 4978655 JUN 24, 2008 U-94
4978655*PED DEC 24, 2008

020412 004 STAVUDINE;ZERIT 4978655 JUN 24, 2008 U-94
4978655*PED DEC 24, 2008 U-94

020412 005 STAVUDINE;ZERIT 4978655 JUN 24, 2008 U-94
4978655*PED DEC 24, 2008 U-94

>ADD> 021356 001 TENOFOVIR;VIREAD 5977089 JUL 25, 2017 U-248
>ADD> 6043230 JUL 25, 2017 U-248
>ADD> 5935946 JUL 25, 2017 U-248

019964 001 TERCONAZOLE;TERAZOL 3 4358449 NOV 09, 2001
020898 001 THYROTROPIN ALFA;THYROGEN 5674711 AUG 31, 2010

5602006 FEB 11, 2014
5658760 AUG 19, 2014
5240832 AUG 31, 2010
6114144 NOV 24, 2015
5840566 NOV 24, 2015

020330 001 TIMOLOL MALEATE;TIMOPTIC-XE 4861760 SEP 25, 2006
020330 002 TIMOLOL MALEATE;TIMOPTIC-XE 4861760 SEP 25, 2006

>ADD> 020771 001 TOLTERODINE TARTRATE;DETROL 5559269 NOV 05, 2013 U-318
>ADD> 020771 002 TOLTERODINE TARTRATE;DETROL 5559269 NOV 05, 2013 U-318

020505 001 TOPIRAMATE;TOPAMAX ODE AUG 28, 2008
I-335 AUG 28, 2004

020505 002 TOPIRAMATE;TOPAMAX ODE AUG 28, 2008
I-335 AUG 28, 2004

020505 003 TOPIRAMATE;TOPAMAX ODE AUG 28, 2008
I-335 AUG 28, 2004

020505 004 TOPIRAMATE;TOPAMAX ODE AUG 28, 2008
I-335 AUG 28, 2004

020505 005 TOPIRAMATE;TOPAMAX ODE AUG 28, 2008
I-335 AUG 28, 2004

020505 006 TOPIRAMATE;TOPAMAX ODE AUG 28, 2008
I-335 AUG 28, 2004

020844 001 TOPIRAMATE;TOPAMAX SPRINKLE ODE AUG 28, 2008
I-335 AUG 28, 2004

020844 002 TOPIRAMATE;TOPAMAX SPRINKLE ODE AUG 28, 2008
I-335 AUG 28, 2004

020844 003 TOPIRAMATE;TOPAMAX SPRINKLE ODE AUG 28, 2008
I-335 AUG 28, 2004

020528 001 TRANDOLAPRIL;MAVIK 4933361 JUN 12, 2007
020528 002 TRANDOLAPRIL;MAVIK 4933361 JUN 12, 2007
020528 003 TRANDOLAPRIL;MAVIK 4933361 JUN 12, 2007
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020591 001 TRANDOLAPRIL;TARKA 5721244 FEB 24, 2015
020591 002 TRANDOLAPRIL;TARKA 5721244 FEB 24, 2015
020591 003 TRANDOLAPRIL;TARKA 5721244 FEB 24, 2015
020591 004 TRANDOLAPRIL;TARKA 5721244 FEB 24, 2015
021257 001 TRAVOPROST;TRAVATAN 6011062 DEC 22, 2014 U-382 NCE MAR 16, 2006

5631287 DEC 22, 2014 U-382
5849792 DEC 22, 2014 U-383
5889052 AUG 03, 2013 U-383
6235781 JUN 15, 2019 U-382

019963 001 TRETINOIN;RENOVA RE36068 JUL 29, 2003 U-131
021108 001 TRETINOIN;RENOVA RE36068 JUL 29, 2003 U-131

4603146 JUL 29, 2003 U-131
020475 001 TRETINOIN;RETIN-A MICRO 5955109 SEP 21, 2016 U-134
020468 001 TRIAMCINOLONE ACETONIDE;NASACORT AQ 6143329 JUL 03, 2016
021288 001 TRIPTORELIN PAMOATE;TRELSTAR 5225205 JUL 20, 2010 NP JUN 29, 2004

5192741 MAR 09, 2010 NCE JUN 15, 2005
020715 001 TRIPTORELIN PAMOATE;TRELSTAR DEPOT 5776885 JUL 07, 2015
020759 001 TROVAFLOXACIN MESYLATE;TROVAN 6187341 JAN 20, 2019
020759 002 TROVAFLOXACIN MESYLATE;TROVAN 6187341 JAN 20, 2019
020586 002 UREA, C-13;BREATHTEK UBT FOR H- 4830010 OCT 27, 2009 U-147

5140993 AUG 24, 2009
U-148

019415 004 UROFOLLITROPIN;FERTINEX 5767067 JUN 16, 2015
4845077 JUL 04, 2006 U-408
4725579 FEB 21, 2005 U-408

019415 005 UROFOLLITROPIN;FERTINEX 5767067 JUN 16, 2015
4845077 JUL 04, 2006 U-408
4725579 FEB 21, 2005 U-408

020550 001 VALACYCLOVIR HYDROCHLORIDE;VALTREX D-67 JUN 25, 2004
020550 002 VALACYCLOVIR HYDROCHLORIDE;VALTREX D-67 JUN 25, 2004
021304 001 VALGANCICLOVIR HYDROCHLORIDE;VALCYTE 6083953 JUL 28, 2014 U-384 NE MAR 29, 2004
021283 001 VALSARTAN;DIOVAN 5399578 MAR 21, 2012 NCE DEC 23, 2001
021283 002 VALSARTAN;DIOVAN 5399578 MAR 21, 2012 NCE DEC 23, 2001
021283 003 VALSARTAN;DIOVAN 5399578 MAR 21, 2012 NCE DEC 23, 2001
020151 001 VENLAFAXINE HYDROCHLORIDE;EFFEXOR 5916923 JUN 28, 2013 U-398 I-325 MAY 02, 2004
020151 002 VENLAFAXINE HYDROCHLORIDE;EFFEXOR 5916923 JUN 28, 2013 I-325 MAY 02, 2004
020151 003 VENLAFAXINE HYDROCHLORIDE;EFFEXOR 5916923 JUN 28, 2013 U-398 I-325 MAY 02, 2004
020151 004 VENLAFAXINE HYDROCHLORIDE;EFFEXOR 5916923 JUN 28, 2013 U-398 I-325 MAY 02, 2004
020151 005 VENLAFAXINE HYDROCHLORIDE;EFFEXOR 5916923 JUN 28, 2013 U-398 I-325 MAY 02, 2004
020151 006 VENLAFAXINE HYDROCHLORIDE;EFFEXOR 5916923 JUN 28, 2013 U-398 I-325 MAY 02, 2004
020699 001 VENLAFAXINE HYDROCHLORIDE;EFFEXOR XR 6274171 MAR 20, 2017 I-325 MAY 02, 2004

5916923 JUN 28, 2013 U-398
020699 002 VENLAFAXINE HYDROCHLORIDE;EFFEXOR XR 6274171 MAR 20, 2017 I-325 MAY 02, 2004

5916923 JUN 28, 2013 U-398

20 

PATENT TERM EXTENSION AND NEW PATENTS -November 30, 2001
DOCKET NUMBER *95S-0117

*PED and PED represent Pediatric Exclusivity

APPL/PROD
NUMBER

INGREDIENT NAME; TRADE NAME PATENT
NUMBER

PATENT/PED EXCL
EXPIRES

USE
CODE

EXCLUS
CODE

EXCLUS
EXPIRES



020699 003 VENLAFAXINE HYDROCHLORIDE;EFFEXOR XR 6274171 MAR 20, 2017
5916923 JUN 28, 2013 U-398

020699 004 VENLAFAXINE HYDROCHLORIDE;EFFEXOR XR 6274171 MAR 20, 2017 I-325 MAY 02, 2004
5916923 JUN 28, 2013 U-398

021119 001 VERTEPORFIN;VISUDYNE I-336 AUG 22, 2004
020547 001 ZAFIRLUKAST;ACCOLATE I-328 SEP 17, 2002
020547 003 ZAFIRLUKAST;ACCOLATE I-328 SEP 17, 2002
020859 001 ZALEPLON;SONATA M-8 FEB 22, 2004
020859 002 ZALEPLON;SONATA M-8 FEB 22, 2004
020825 001 ZIPRASIDONE HYDROCHLORIDE;GEODON 4831031 MAR 02, 2007 NCE FEB 05, 2006

5312925 SEP 01, 2012
020825 002 ZIPRASIDONE HYDROCHLORIDE;GEODON 4831031 MAR 02, 2007 NCE FEB 05, 2006

5312925 SEP 01, 2012
020825 003 ZIPRASIDONE HYDROCHLORIDE;GEODON 4831031 MAR 02, 2007 NCE FEB 05, 2006

5312925 SEP 01, 2012
020825 004 ZIPRASIDONE HYDROCHLORIDE;GEODON 4831031 MAR 02, 2007 NCE FEB 05, 2006

5312925 SEP 01, 2012
>ADD> 021223 001 ZOLEDRONIC ACID;ZOMETA 4939130 NOV 13, 2007 U-53 NCE AUG 20, 2006
>ADD> 4777163 JUL 24, 2007 ODE AUG 20, 2008

021231 001 ZOLMITRIPTAN;ZOMIG-ZMT NDF FEB 13, 2004
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