PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
075077 001 ACETAM NOPHEN; ACETAM NOPHEN PC NOvV 12, 2000
020338 001 ADAPALENE; DI FFERI N 4717720 MAY 31, 2010
020380 001 ADAPALENE; DI FFERI N 4717720 MAY 31, 2010
020748 001 ADAPALENE; DI FFERI N 4717720 MAY 31, 2010 NCE MAY 31, 2001
RE34440 MAY 31, 2010 U- 275 NDF MAY 26, 2003
020760 001 ALATROFLOXACI N MESYLATE; TROVAN PRESERVATI VE 6080756 JUL 05, 2016
020760 002 ALATROFLOXACI N MESYLATE; TROVAN PRESERVATI VE 6080756 JUL 05, 2016
020560 001 ALENDRONATE SCDI UM FOSAVAX 6008207 JUN 06, 2015 U-303 M3 NOvV 24, 2002
6090410 DEC 02, 2012 1-309 SEP 29, 2003
020560 002 ALENDRONATE SODI UM FOSAMAX 6008207 JUN 06, 2015 U-303 M3 NOV 24, 2002
6090410 DEC 02, 2012
020560 003 ALENDRONATE SCDI UM FOSAVAX 6008207 JUN 06, 2015 U-303 M3 NOvV 24, 2002
6090410 DEC 02, 2012
020560 004 ALENDRONATE SCDI UM FOSAVAX 6015801 JUL 17, 2018 U-353 NS OCT 20, 2000
4621077 AUG 06, 2007 U- 114 D-61 OCT 20, 2003
5358941 DEC 02, 2012 D-62 OCT 20, 2003
5681590 DEC 02, 2012
5804570 FEB 17, 2015
5849726 JUN 06, 2015
5944329 JUL 17, 2018
6008207 JUN 06, 2015
020560 005 ALENDRONATE SODI UM FOSAMAX 6015801 JUL 17, 2018 U- 353 NS OCT 20, 2003
4621077 AUG 06, 2007 U-114 D-61 OCT 20, 2003
5358941 DEC 02, 2012 D- 62 OCT 20, 2003
5681590 DEC 02, 2012
5804570 FEB 17, 2015
5849726 JUN 06, 2015
5994329 JUL 17, 2018
6008207 JUN 06, 2015
021107 001 ALOSETRON HYDROCHLORI DE; LOTRONEX NCE FEB 09, 2005
018276 001 ALPRAZOLAM XANAX 4508726 SEP 16, 2002 U- 46
018276 002 ALPRAZOLAM XANAX 4508726 SEP 16, 2002 U- 46
018276 003 ALPRAZOLAM XANAX 4508726 SEP 16, 2002 U- 46
018276 004 ALPRAZOLAM XANAX 4508726 SEP 16, 2002 U- 46
020221 001 AM FOSTI NE; ETHYOL 1-283 JUN 24, 2002
020221 002 AM FOSTI NE; ETHYOL 1-283 JUN 24, 2002
021007 001 AVPRENAVI R; AGENERASE 5723490 MAR 03, 2013 U- 257
5646180 JUL 08, 2014 U- 257
5585397 DEC 17, 2013
021007 002 AVPRENAVI R; AGENERASE 5723490 MAR 03, 2015 U- 257
5646180 JUL 08, 2014 U- 257
5585397 DEC 17, 2013
021039 001 AVPRENAVI R; AGENERASE 5723490 MAR 03, 2015 U- 257

5646180 JUL 08, 2014 U- 257



PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020541 001 ANASTROZOLE; ARl M DEX RE36617 DEC 27, 2009
020883 001 ARGATROBAN; ACOVA NCE JUN 30, 2005
021248 001 ARSENI C TRI OXI DE; TRI SENOX ODE SEP 25, 2007
NCE SEP 25, 2005
020971 001 ARTI CAI NE HYDROCHL ORI DE; SEPTOCAI NE NC APR 03, 2003
020702 004 ATORVASTATI N CALCI UM LI PI TOR 4681893 SEP 24, 2009 U- 161 NCE DEC 17, 2001
5273995 DEC 28, 2010 U-162 1-281 DEC 02, 2002
5686104 NOv 11, 2014 U-213 1-218 JUL 10, 2001
5969166 JUL 08, 2016 1-219 JUL 10, 2001
021127 001 AZELASTI NE HYDROCHLORI DE; OPTI VAR 5164194 NOv 01, 2010 NCE NOvV 01, 2001
5164194* MAY 01, 2011 NDF MAY 22, 2003

PED MAY 01, 2002
PED NOvV 22, 2003

020610 001 BALSALAZ| DE DI SODI UM COLAZAL 4412992 JUL 08, 2001 NCE JUL 18, 2005
020911 002 BECLOVETHASONE DI PROPI ONATE; QVAR 40 5776432 JUL 07, 2015
5605674 FEB 25, 2014
5695743 JUL 06, 2010
5683677 NOv 04, 2014
5766573 NOV 28, 2009 U- 356
020911 001 BECLOVETHASONE DI PROPI ONATE; QVAR 80 5776432 JUL 07, 2015
5605674 FEB 25, 2014
5695743 JUL 06, 2010
5683677 NOv 04, 2014
5766573 NOv 28, 2009 U- 356
021055 001 BEXAROTENE; TARGRETI N ODE DEC 29, 2006
021056 001 BEXAROTENE; TARGRETI N NCE DEC 29, 2004
NDF JUN 28, 2003
019982 001 Bl SOPROLOL FUMARATE; ZEBETA 4258062 MAR 24, 2000 U- 63
4258062* PED SEP 24, 2000 U- 63
019982 002 Bl SOPROLOL FUMARATE; ZEBETA 4258062 MAR 24, 2000 U- 63
4258062* PED SEP 24, 2000 U- 63
020186 001 Bl SOPROLOL FUMARATE; ZI AC 4258062 MAR 24, 2000 U- 63
4258062* PED SEP 24, 2000 U- 63
020186 002 Bl SOPROLOL FUMARATE; ZI AC 4258062 MAR 24, 2000 U- 63
4258062* PED SEP 24, 2000 U- 63
020186 003 Bl SOPROLOL FUMARATE; ZI AC 4258062 MAR 24, 2000 U- 63
4358062* PED SEP 24, 2000 U- 63
050443 002 BLEOWCI N SULFATE; BLENOXANE ODE FEB 20, 2003
020929 001 BUDESONI DE; PULM CORT RESPULES 4787536 FEB 27, 2006 NDF AUG 08, 2003
020929 002 BUDESONI DE; PULM CORT RESPULES 4787536 FEB 27, 2006 NDF AUG 08, 2003
020711 002 BUPROPI ON HYDROCHL ORI DE; ZYBAN D- 54 SEP 10, 2002
020711 003 BUPROPI ON HYDROCHL ORI DE; ZYBAN D-54 SEP 10, 2002
>ADD> 018731 001 BUSPI RONE HYDROCHLCORI DE; BUSPAR 6150365 AUG 05, 2019 U- 361
4182763 MAY 22, 2000 U-13
5015646 MAY 14, 2008

4182763* PED NOV 22, 2000 U-13
5015646* PED NOV 14, 2008



PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
>ADD> 018731 002 BUSPI RONE HYDROCHLCORI DE; BUSPAR 6150365 AUG 05, 2019 U- 361
4182763 MAY 22, 2000 U-13
5015646 MAY 14, 2008

4182763* PED NOV 22, 2000 U-13
5015646* PED NOV 14, 2008

>ADD> 018731 003 BUSPI RONE HYDROCHL ORI DE; BUSPAR 6150365 AUG 05, 2019 U- 361
5015646 MAY 14, 2008
4182763 MAY 22, 2000 U- 13

4182763* PED NOV 22, 2000 U 13
5015646* PED NOV 14, 2008

>ADD> 018731 004 BUSPI RONE HYDROCHL ORI DE; BUSPAR 6150365 AUG 05, 2019 U- 361
4182763 MAY 22, 2000 U 13
5015646 MAY 14, 2008

4182763* PED NOV 22, 2000
5015646* PED NOV 14, 2008 U 13

020793 001 CAFFEI NE CI TRATE; CAFCI T ODE SEP 21, 2006

020313 002 CALCI TONI N, SALMON, M ACALCI N 5759565 MAR 31, 2015

018874 001 CALCI TRI OL; CALCl JEX 6051567 AUG 02, 2019

018874 002 CALCI TRI OL; CALCI JEX 6051567 AUG 02, 2019

020958 001 CALCI UM CARBONATE, PRECI PI TATED, PEPCI D COVPLETE 5229137 MAY 16, 2012 U-349 NC OCT 15, 2003
4283408 OCT 15, 2000 PED APR 15, 2004
5817340 DEC 01, 2012
5989588 SEP 30, 2015 U- 349

5989588* PED MAR 30, 2018 U- 349
4283408* PED APR 15, 2001
5229137*PED NOV 16, 2012
5817340* PED JUN 01, 2013

021093 001 CANDESARTAN ClI LEXETI L; ATACAND HCT 5705517 APR 18, 2011 U3 NCE JUN 04, 2003
5721263 FEB 24, 2015 U-3 NC SEP 05, 2003
5958961 JUN 06, 2014 U-3
5196444 APR 18, 2011 U-3
5534534 JUL 09, 2013
5703110 APR 18, 2011 U-3

021093 002 CANDESARTAN ClI LEXETI L; ATACAND HCT 5705517 APR 18, 2011 U3 NCE JUN 04, 2003
5721263 FEB 24, 2015 U-3 NC SEP 05, 2003
5958961 JUN 06, 2014 U-3
5196444 APR 18, 2011 U-3
5534534 JUL 09, 2013
5703110 APR 18, 2011 U-3

020896 001 CAPECI TABI NE; XELCDA 4966891 JAN 13, 2011 U272

020896 002 CAPECI TABI NE; XELODA 4966891 JAN 13, 2011 U- 272

020297 001 CARVEDI LOL; COREG 5902821 FEB 07, 2016 U- 313

020297 002 CARVEDI LCL; COREG 5902821 FEB 07, 2016 U- 313

020297 003 CARVEDI LOL; COREG 5902821 FEB 07, 2016 U- 313



PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020297 004 CARVEDI LCL; COREG 5902821 FEB 07, 2016 U- 313
020740 001 CERI VASTATI N SODI UM BAYCOL D- 59 JUL 21, 2003
1-303 JUL 21, 2003
020740 002 CERI VASTATI N SCDI UM BAYCOL D-59 JUL 21, 2003
1-303 JUL 21, 2003
020740 003 CERI VASTATI N SODI UM BAYCOL D- 59 JUL 21, 2003
1-303 JuL 21, 2003
020740 004 CERI VASTATI N SODI UM BAYCOL D- 59 JUL 21, 2003
1-303 JUL 21, 2003
020740 005 CERI VASTATI N SCDI UM BAYCOL D-59 JUL 21, 2003
1-303 JUL 21, 2003
020740 006 CERI VASTATI N SODI UM BAYCOL 5006530 JAN 17, 2009 D- 59 JUL 21, 2003
5177080 JAN 26, 2011 1-303 JuL 21, 2003
NS JUL 21, 2003
021197 001 CETRORELI X; CETROTI DE 4800191 JuL 17, 2007 NCE AUG 11, 2005
5198533 JuL 17, 2007
021197 002 CETRORELI X; CETROTI DE 4800191 JuL 17, 2007 NCE AUG 11, 2005
5198533 JuL 17, 2007
020989 002 CEVI MELI NE HYDROCHLORI DE; EVOXAC 4855290 AUG 08, 2006 NCE JAN 11, 2005
5340821 AUG 23, 2011 U- 309
5580880 JUN 06, 2015 U- 310
020832 001 CHLORHEXI DI NE GLUCONATE; CHLORAPREP NC JUL 14, 2003
>ADD> 020780 001 Cl PROFLOXACI N, Cl PRO 6136347 JAN 06, 2013 U- 362
>ADD> 020780 002 Cl PROFLOXACI N, Cl PRO 6136347 JAN 06, 2013 U- 362
020822 001 Cl TALOPRAM HYDROBROM DE; CELEXA NCE JuL 17, 2003
021046 001 Cl TALOPRAM HYDROBROM DE; CELEXA NCE JUL 17, 2003
021142 001 CLOBETASOL PROPI ONATE; OLUX FOAM NDF MAY 26, 2003
021143 001 CLOTRI MAZOLE; TRI VAG ZCOLE 3 NP NOV 24, 2001
021141 001 COLESEVELAM HYDROCHLORI DE; VEL CHOL 5624963 APR 29, 2014 U- 323 NCE MAY 26, 2005
5679717 APR 29, 2014 U- 323
5693675 DEC 02, 2014
5607669 JUN 10, 2014 U- 323
5917007 APR 29, 2014 U- 323
5919832 JUN 10, 2014
021176 001 COLESEVELAM HYDROCHLORI DE; VEL CHOL 5919832 JUN 10, 2014 NCE MAY 26, 2005
5917007 APR 29, 2014 U- 323
5607669 JUN 10, 2014 U- 323
5693675 DEC 02, 2014
5679717 APR 29, 2014 U- 323
5624963 APR 29, 2014 U- 323
020287 001 DALTEPARI N SODI UM FRAGM N D-60 AUG 03, 2003
020287 003 DALTEPARI N SODI UM FRAGM N D-60 AUG 03, 2003
020287 004 DALTEPARI N SODI UM FRAGM N D-60 AUG 03, 2003

020713 001 DESOGESTREL; M RCETTE RE35724 OCT 20, 2008



PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020212 001 DEXRAZOXANE HYDROCHLORI DE; ZI NECARD 5242901 SEP 07, 2010 U- 339
4963551 DEC 21, 2007
4275063 JUN 23, 2003
020212 002 DEXRAZOXANE HYDROCHLORI DE; ZI NECARD 5242901 SEP 07, 2010 U- 339
4963551 DEC 21, 2007
4275063 JUN 23, 2003
020154 002 DI DANGCSI NE; VI DEX D- 58 OCT 28, 2002
020154 003 DI DANCSI NE; VI DEX D- 58 OCT 28, 2002
020154 004 DI DANCSI NE; VI DEX 5616566 AUG 29, 2006 U- 180 D-58 OCT 28, 2002
020154 005 DI DANGCSI NE; VI DEX D-58 OCT 28, 2002
020154 006 DI DANGSI NE; VI DEX NS OCT 28, 2002
D- 58 OCT 28, 2002
020939 001 DI LTI AZEM HYDROCHLCORI DE; DI LTI AZEM HCL 5288505 JUN 26, 2011
5529791 JUN 25, 2013
020939 002 DI LTI AZEM HYDROCHLORI DE; DI LTI AZEM HCL 5288505 JUN 26, 2011
5529791 JUN 25, 2013
020939 003 DI LTI AZEM HYDROCHLORI DE; DI LTI AZEM HCL 5288505 JUN 26, 2011
5529791 JUN 25, 2013
020939 004 DI LTI AZEM HYDROCHLCORI DE; DI LTI AZEM HCL 5288505 JUN 26, 2011
5529791 JUN 25, 2013
021168 001 DI VALPROEX SODI UM DEPAKOTE ER 4988731 JAN 29, 2008 NP AUG 04, 2003
4913906 APR 03, 2007
020941 001 DOCOSANCL ; ABREVA NCE JUL 25, 2005
020931 001 DOFETI LI DE; TI KOSYN 6124363 OCT 09, 2018
020931 002 DOFETI LI DE; TI KOSYN 6124363 OCT 09, 2018
020931 003 DOFETI LI DE; TI KOSYN 6124363 OCT 09, 2018
020623 001 DOLASETRON MESYLATE MONOHYDRATE; ANZEMET 4906775 MAR 06, 2007
020623 002 DOLASETRON MESYLATE MONCHYDRATE; ANZEMET 4906775 MAR 06, 2007
020624 001 DOLASETRON MESYLATE MONOHYDRATE; ANZEMET 4906775 MAR 06, 2007
>ADD> 020690 001 DONEPEZI L HYDROCHLORI DE; ARl CEPT 6140321 JUN 07, 2014
>ADD> 020690 002 DONEPEZI L HYDROCHLORI DE; ARI CEPT 6140321 JUN 07, 2014
020869 001 DORZOLAM DE HYDROCHLORI DE; COSOPT 4797413 APR 28, 2008 U- 103
4619939 OCT 28, 2003 U- 104
021027 001 DOXERCALCI FEROL; HECTOROL 5602116 APR 03, 2115 U- 321 NDF APR 06, 2003
5707980 FEB 11, 2117 U-321 NCE JUN 09, 2004
021145 001 EFLORNI THI NE HYDROCHLORI DE; VANI QA 4413141 NOv 01, 2000 NP JuL 27, 2003
4720489 JAN 19, 2005 U- 334
5648394 JUL 15, 2014 U- 334
019221 001 ENALAPRI L MALEATE; VASERETI C 4472380 SEP 18, 2001
4374829 FEB 22, 2000

4374829* PED AUG 22, 2000
4472380* PED MAR 18, 2002
019221 003 ENALAPRI L MALEATE; VASERETI C 4472380 SEP 18, 2001
4374829 FEB 22, 2000
4374829* PED AUG 22, 2000
4472380* PED MAR 18, 2002



PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
018998 001 ENALAPRI L MALEATE; VASOTEC 4374829 FEB 22, 2000
4374829* PED AUG 22, 2000
018998 002 ENALAPRI L MALEATE; VASOTEC 4374829 FEB 22, 2000
4374829* PED AUG 22, 2000
018998 003 ENALAPRI L MALEATE; VASOTEC 4374829 FEB 22, 2000
4374829* PED AUG 22, 2000
018998 005 ENALAPRI L MALEATE; VASOTEC 4374829 FEB 22, 2000
4374829* PED AUG 22, 2000
019309 001 ENALAPRI LAT; VASOTEC 4374829 FEB 22, 2000
4374829* PED AUG 22, 2000
020444 001 EPOPROSTENCL SODI UM FLOLAN ODE APR 14, 2007
1-296 APR 14, 2003
020444 002 EPOPROSTENCL SODI UM FLOLAN ODE APR 14, 2007
1-296 APR 14, 2003
020874 001 ESTRADI OL CYPI ONATE; LUNELLE NP OCT 05, 2003
>ADD> 020907 001 ESTRADI OL; ACTI VELLE RE36247 MAY 02, 2006 1-295 APR 11, 2003
020655 001 ESTRADI OL; ALORA 5122383 MAY 17, 2011
5227169 MAY 17, 2011
5212199 MAY 17, 2011
5164190 DEC 11, 2010
020655 002 ESTRADI OL; ALORA 5122383 MAY 17, 2011
5227169 MAY 17, 2011
5212199 MAY 17, 2011
5164190 DEC 11, 2010
020655 003 ESTRADI OL; ALCRA 5122383 MAY 17, 2011
5227169 MAY 17, 2011
5212199 MAY 17, 2011
5164190 DEC 11, 2010
021040 001 ESTRADI OL; ORTHO- PREFEST 5108995 APR 28, 2009 U-311
5382573 JAN 17, 2012
020323 001 ESTRADI OL; VI VELLE 1-254 AUG 16, 2003
020323 002 ESTRADI OL; VI VELLE 1-254 AUG 16, 2003
020323 003 ESTRADI OL; VI VELLE I-254 AUG 16, 2003
020323 004 ESTRADI OL; VI VELLE 1-254 AUG 16, 2003
020323 005 ESTRADI OL; VI VELLE 4994278 MAR 04, 2008 NS AUG 16, 2003
5300291 APR 05, 2011 1-254 AUG 16, 2003
4814168 MAR 04, 2008
4994267 MAR 04, 2008
>ADD> 020992 002 ESTROGENS, CONJUGATED SYNTHETI C A; CENESTI N 5908638 JUL 26, 2015
>ADD> 020992 003 ESTROGENS, CONJUGATED SYNTHETI C A; CENESTI N 5908638 JUL 26, 2015
075696 001 ETODOLAC; ETODOLAC PC FEB 04, 2001
020584 001 ETODOLAC; LODI NE XL 4966768* PED APR 30, 2008
4966768 OCT 30, 2007
020584 002 ETODOLAC; LODI NE XL 4966768* PED APR 30, 2008

4966768 OCT 30, 2007
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PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S- 0117

Decenber 12, 2000

*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

ETODCLAC, LCDI NE XL
FAMOTI DI NE; PEPCI D
FAMOTI DI NE;, PEPCI D
FAMOTI DI NE; PEPCI D
FAMOTI DI NE; PEPCI D
FAMOTI DI NE; PEPCI D AC

FAMOTI DI NE; PEPCI D AC

FAMOTI DI NE; PEPCI D AC

FAMOTI DI NE; PEPCI D PRESERVATI VE
FAMOTI DI NE; PEPCI D PRESERVATI VE
FAMOTI DI NE; PEPCI D RPD
FAMOTI DI NE; PEPCI D RPD
FENOFI BRATE; TRI COR (M CRONI ZED)

FENCFI BRATE; TRI COR (M CRONI ZED)
FENOFI BRATE; TRI COR (M CRONI ZED)

FEXOFENADI NE HYDROCHLORI DE; ALLEGRA
FEXOFENADI NE HYDROCHLORI DE; ALLEGRA

PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER EXPI RES

4966768* PED APR
4966768 OCT
4283408 oCT
4283408* PED APR
4283408 oCT
4283408* PED APR
4283408 ocT
4283408* PED APR
4283408 oCT
4283408* PED APR
4283408 oCcT
5667794 MAY
5854267 DEC

4283408* PED APR
5667794* PED NOV

5854267* PED JUN
5667794 VAY
4283408 OCT
5854267 DEC
5075114 DEC

4283408* PED APR
5075114*PED JUN
5667794* PED NOV
5854267* PED JUN
5854267 JUN
5854267* PED DEC
5677794 MAY
5677794* PED
4283408

4283408* PED APR
4283408
4283408* PED AP

54386

4283408 oCT
4238408* PED APR
4283408 oCT
4283408* PED APR
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6037353 MAR
6113942 FEB
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5932247 FEB
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4254129 FEB
6037353 MAR
6113942 FEB
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2001
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2000
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2017
2015
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CODE  CODE EXPI RES

D- 47 NOV 09
U- 205 PED MAY 09
U- 267

U- 205

U- 267

U- 267
1-298 APR 24
1-298 APR 24
1-298 APR 24

U- 138

U- 139 NDF FEB 25
NCE JUuL 25

U- 139
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2003
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2001



PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020872 002 FEXOFENADI NE HYDROCHLORI DE; ALLEGRA 5578610 NOV 26, 2013 U- 139 NDF FEB 25, 2003
5932247 FEB 28, 2015 NCE JUL 25, 2001
5855912 FEB 28, 2015
4254129 FEB 17, 2001 U- 139
6037353 MAR 14, 2017 U- 138
6113942 FEB 28, 2015
020872 004 FEXOFENADI NE HYDROCHLORI DE; ALLEGRA 5578610 NOV 26, 2013 U- 139 NDF FEB 25, 2003
5932247 FEB 28, 2015 NCE JUL 25, 2001
5855912 FEB 28, 2015
4254129 FEB 17, 2001 U- 139
6037353 MAR 14, 2017 U- 138
6113942 FEB 28, 2015
020786 001 FEXOFENADI NE HYDROCHLORI DE; ALLEGRA- D 6037353 MAR 14, 2017 U- 138
6039974 JUL 31, 2018
6113942 FEB 28, 2015
019949 004 FLUCONAZOLE; DI FLUCAN 4416682 JUN 02, 2001
4404216 JAN 29, 2004
018936 001 FLUOXETI NE HYDROCHLORI DE; PROZAC 4626549 DEC 02, 2003 U- 154
4314081 FEB 02, 2001
4626549 DEC 02, 2003 U- 84

4314081*PED AUG 02, 2001
4626549* PED JUN 02, 2004 U- 154
4626549* PED JUN 02, 2004 U- 84

018936 003 FLUOXETI NE HYDROCHLORI DE; PROZAC 4314081 FEB 02, 2001
4626549 DEC 02, 2003 U- 154
4626549 DEC 02, 2003 U- 84

4314081*PED AUG 02, 2001
4626549* PED JUN 02, 2004 U- 154
4626549* PED JUN 02, 2004 U- 84

018936 004 FLUOXETI NE HYDROCHLORI DE; PROZAC 4314081 FEB 02, 2001
4314081* PED AUG 02, 2001
4626549 DEC 02, 2003 U- 154
4626549 DEC 02, 2003 U- 84

4626549* PED JUN 02, 2004 U- 154
4626549* PED JUN 02, 2004 U- 84

018936 006 FLUOXETI NE HYDROCHLORI DE; PROZAC 4314081 FEB 02, 2001
4626549 DEC 02, 2003 U- 154
4626549 DEC 02, 2003 U- 84

4314081*PED AUG 02, 2001
4626549* PED JUN 02, 2004 U- 154
4626549* PED JUN 02, 2004 U- 84

020101 o001 FLUOXETI NE HYDROCHLORI DE; PROZAC 4314081 FEB 02, 2001
4626549 DEC 02, 2003 U- 84
4626549 DEC 02, 2003 U- 154

4314081*PED AUG 02, 2001
4626549* PED JUN 02, 2004 U- 84
4626549* PED JUN 02, 2004 U- 154



>Al

SAl

>Al

>Al

SAl

>Al

>Al

SAl

>Al

SAl

>Al

>Al

SAl

vlivliv]iv]iv]ivliv]iv]vlivlv)v]wlivlw)
VIVIVIVIVIVIVIVIVIVIVIVIVIVIV

>Al

PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020974 001 FLUOXETI NE HYDROCHLORI DE; PROZAC 4626549 DEC 02, 2003 U- 84

4626549 DEC 02, 2003 U- 154

4314081 FEB 02, 2001

4314081* PED AUG 02, 2001
4626549* PED JUN 02, 2004 U- 84
4626549* PED JUN 02, 2004 U- 154

020974 002 FLUOXETI NE HYDROCHLORI DE; PROZAC 4626549 DEC 02, 2003 U- 84
4626549 DEC 02, 2003 U- 154
4314081 FEB 02, 2001

4314081* PED AUG 02, 2001
4626549* PED JUN 02, 2004 U- 84
4626549* PED JUN 02, 2004 U- 154

018936 007 FLUOXETI NE HYDROCHLORI DE; SARAFEM 4971998 NOV 20, 2007 U- 338 NP JUL 06,
5114976 MAY 19, 2009 U-341 PED JUN 06,
5744501 MAY 19, 2009 U- 342

4971998* PED MAY 20, 2008 U- 338
5114976* PED NOV 19, 2009 U- 341
5744501* PED NOV 19, 2009 U- 342

018936 008 FLUOXETI NE HYDROCHLORI DE; SARAFEM 4971998 NOV 20, 2007 U- 338 NP JUL 06,
5114976 MAY 19, 2009 U-341 PED JAN 06,
5744501 MAY 19, 2009 U- 342

4971998* PED MAY 20, 2008 U- 338
5114976* PED NOV 19, 2009 U- 341
5744501* PED NOV 19, 2009 U- 342

021077 001 FLUTI CASONE PROPI ONATE; ADVAI R DI SKUS 100/ 50 4335121 NOV 14, 2003 NC AUG 24,
5270305 SEP 07, 2010
4992474 FEB 12, 2008 U211
5225445 FEB 12, 2008 U211
5126375 FEB 12, 2008
021077 002 FLUTI CASONE PROPI ONATE; ADVAI R DI SKUS 250/ 50 4335121 NOvV 14, 2003 NC AUG 24,
5270305 SEP 07, 2010
4992474 FEB 12, 2008 U-211
5225445 FEB 12, 2008 U211
5126375 FEB 12, 2008
021077 003 FLUTI CASONE PROPI ONATE; ADVAI R DI SKUS 500/ 50 4335121 NOvV 14, 2003 NC AUG 24,
5270305 SEP 07, 2010
4992474 FEB 12, 2008 U211
5225445 FEB 12, 2008 U-211
5126375 FEB 12, 2008
020378 001 FOLLI TROPI N ALFA/ BETA; GONAL- F ODE MAY 24,
1-306 NMNAY 24,
020378 002 FOLLI TROPI N ALFA/ BETA; GONAL- F ODE MAY 24,
1-306 NMAY 24,
020378 003 FOLLI TROPI N ALFA/ BETA; GONAL- F 4589402 JUL 26, 2004 U-242 1-306 NMAY 24

5767251 JUN 16, 2015 ODE  MAY 24,

2003
2004

2003
2004

2003

2003

2003

2007
2003
2007
2003
2003
2007



10

PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS

NUMBER NUMBER EXPI RES CODE  CODE EXPI RES

020235 001 GABAPENTI N; NEURONTI N 4087544 JAN 16, 2000 U-86 PED MAR 29, 2002
5084479 JAN 02, 2010 U-125 D-43 SEP 29, 2001
4894476* PED NOvV 02, 2008 I-311 OCT 12, 2003

4087544*PED JUL 16, 2000 U- 86
5084479*PED JUL 02, 2010 U- 125

4894476 MAY 02, 2008
6054482 APR 25, 2017
6054482* PED OCT 25, 2017

020235 002 GABAPENTI N; NEURONTI N 4894476 MAY 02, 2008 PED MAR 29, 2002
5084479 JAN 02, 2010 U- 125 D-43 SEP 29, 2001
4087544 JAN 16, 2000 U-86 1-311 OCT 12, 2003

5084479*PED JUL 02, 2010 U- 125
4894476* PED NOV 02, 2008
4087544*PED JUL 16, 2000 U- 86

6054482 APR 25, 2017
6054482* PED OCT 25, 2017

020235 003 GABAPENTI N; NEURONTI N 4087544 JAN 16, 2000 U-86 PED MAR 29, 2002
5084479 JAN 02, 2010 U- 125 D-43 SEP 29, 2001
4894476 MAY 02, 2008 1-311 OCT 12, 2003

4087544*PED JUL 16, 2000 U- 86
5084479*PED JUL 02, 2010
4894476* PED NOV 02, 2008

6054482 APR 25, 2017
6054482* PED OCT 25, 2017
020882 001 GABAPENTI N; NEURONTI N 4087544 JAN 16, 2000 U-106 1-311 OCT 12, 2003
4894476 MAY 02, 2008
5084479 JAN 02, 2010 U- 258

5084479*PED JUL 02, 2010 U- 258
4087544*PED JUL 16, 2000 U- 106
4894476* PED NOvV 02, 2008

6054482 APR 25, 2017
6054482* PED OCT 25, 2017
020882 002 GABAPENTI N; NEURONTI N 4087544 JAN 16, 2000 U-106 1-311 OCT 12, 2003
4894476 MAY 02, 2008
5084479 JAN 02, 2010 U- 258

4087544*PED JUL 16, 2000 U- 106
4894476* PED NOV 02, 2008
5084479*PED JUL 02, 2010 U- 258

6054482 APR 25, 2017

6054482* PED OCT 25, 2017
021129 001 GABAPENTI N, NEURONTI N 1-311 OCT 12, 2003
021037 001 GADOPENTETATE DI MEGLUM NE; MAGNEVI ST 5362475 NOv 08, 2011

5560903 OCT 01, 2013

4647447 MAR 03, 2004

4957939 MAR 03, 2004

4963344 MAR 03: 2004
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APPL/ PRCD

NUMBER

020460

021174

020622

021178
021178
021178
021149
020125
020125
020125
020387

019778
019778
019778
019771

021128
019763

019763

020986
021081

020563

021018
021017

020563

002

001

001

001
002
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002
001
002
003
002

001
002
003
001

001
003
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001
001

001

001
001
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PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

GANCI CLOVI R; CYTOVENE

GEMIUZUMAB OZOGAM CI N, MYLOTARG

GLATI RAMER ACETATE; COPAXONE

GLYBURI DE; GLUCOVANCE
GLYBURI DE; GLUCOVANCE
GLYBURI DE; GLUCOVANCE

GONADOTROPI N CHORI ONI C RECOVBI NANT  HUMAN; OVI DREL

HYDROCHLOROTHI AZI DE; ACCURETI C
HYDROCHL OROTHI AZI DE; ACCURETI C
HYDROCHLOROTHI AZI DE; ACCURETI C
HYDROCHLOROTHI AZI DE; HYZAAR

HYDROCHLOROTHI AZI DE; PRI NZI DE
HYDROCHLOROTHI AZ| DE; PRI NZI DE
HYDROCHL OROTHI AZI DE; PRI NZI DE
| BUPROFEN; ADVI L COLD AND SI NUS

| BUPROFEN; CHI LDREN' S MOTRI N CO
| FOSFAM DE; | FEX/ MESNEX KI T

| FOSFAM DE; | FEX/ MESNEX KI T

I NSULI N ASPART RECOVBI NANT; NOVOLOG
I NSULI N GLARG NE; LANTUS

I NSULI N LI SPRG, HUVALOG

I NSULI N LI SPRO, HUMALOG M X 50/ 50
I NSULI N LI SPRO, HUMALOG M X 75/ 25

I NSULI N LI SPRG, HUMALOG PEN

Decenber 12, 2000

PATENT
NUMBER

4507305
4423050
4355032
4642346
5606040
5693762
5739116
5767285
5773001
4970198
5079233
5585089
5981589
6054430

5767251

5138069
5153197
4374829
4374829
4374829
4552899

4552899* PED

4220660
5696172
4220660
5696172

5474978
5747642
5461031
5514646
5474978
5514646

PATENT/ PED EXCL USE
EXPI RES

MAY
VAY
JUN
JUN
FEB
DEC
APR
JUN
JUN

JAN
DEC
MAY
MAY

JUN

JUN
JUN
JUN

JUN
VAY

21,

23
24
25
02,
14
16,
30,
30,
07,
17,
24,
24,

16,

11,
06,
29,
29,
29,
09,
09,

06,
06,
06,
06,

16,
16,
16,
07,
16,
07,

2001
2001
2003
2005
2014
2014
2015
2015
2015
2007
2009
2013
2014
2014

2015

2009
2009
2001
2001
2001
2004
2004

2001
2013
2001
2013

2014
2014
2014
2013
2014
2013

CODE

U- 320

U3

U3

U 21
U-21

U-111

11

EXCLUS EXCLUS

CODE EXPI RES

ODE MAY
NCE MAY
NC JUL
NC JUL
NC JUL
NP SEP
NC DEC
NC DEC
NC DEC
NP AUG
NCE JUN
PED OCT
NCE APR
D-56 APR
NC DEC
D-56 APR
NCE JUN

17,
17,

31,
31,
31,
20
28

28

01,

07,
20
20
04
22,

04,
14,

2007
2005

2003
2003
2003
2003
2002
2002
2002

2003

2005
2005
2005
2003
2002

2003
2001
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS

NUMBER NUMBER EXPI RES CODE  CODE EXPI RES

020571 001 I R NOTECAN HYDROCHL ORI DE; CAMPTOSAR 1-299 APR 20, 2003

021135 001 I RON SUCROSE; VENCOFER NP NOv 07, 2003

020966 001 | TRACONAZOLE; SPORANOX 4727064 FEB 23, 2005

019084 001 KETOCONAZOLE; NI ZORAL 4942162 FEB 11, 2003

020857 001 LAM VUDI NE; COMBI VI R 4828838* PED MAR 17, 2006 NCE NOv 17, 2000
4833130*PED MAR 17, 2006 PED MAY 17, 2001
4837208 SEP 17, 2005

5047407* PED AUG 08, 2009
4724232*PED MAR 17, 2006
4818538*PED MAR 17, 2006
5859021*PED NOV 15, 2012 U- 248
5905082* PED NOV 18, 2016 U- 248

6113920 OCT 23, 2017 U- 257
6113920* PED APR 23, 2018 U- 257
4724232 SEP 17, 2005
4818538 SEP 17, 2005
4828838 SEP 17, 2005
4833130 SEP 17, 2005
5047407 FEB 08, 2009
5859021 MAY 15, 2012 U- 248
5905082 MAY 18, 2016 U- 248
4837208* PED MAR 17, 2006
020564 001 LAM VUDI NE; EPI VI R 5047407 NOv 17, 2009 NCE NOv 17, 2000
5905082 MAY 18, 2016 PED MAY 17, 2001

5905082* PED NOV 18, 2016
5047407*PED MAY 17, 2010

020596 001 LAM VUDI NE; EPI VI R 5047407 NOv 17, 2009 NCE NOv 17, 2000
6004968 MAR 20, 2018 PED MAY 17, 2001
6004968* PED SEP 20, 2018
5047407*PED MAY 17, 2010

021003 001 LAM VUDI NE; EPI VI R- HBV 5047407 FEB 08, 2009 1-257 DEC 08, 2001
5532246 JUL 02, 2013 U- 250 PED JUN 08, 2002
5905082 MAY 18, 2016

5047407* PED AUG 08, 2009
5532246*PED JAN 02, 2014 U- 250
5905082* PED NOV 18, 2016

021004 001 LAM VUDI NE; EPI VI R- HBV 5047407 FEB 08, 2009 NCE NOV 17, 2000
5532246 JUL 02, 2013 U-250 |1-257 DEC 08, 2001
6004968 MAR 20, 2018 PED MAY 17, 2001
5047407* PED AUG 08, 2009 PED JUN 08, 2002

5532246*PED JAN 02, 2014 U- 250
6004968* PED SEP 20, 2018

021088 001 LEUPRCLI DE ACETATE; VI ADUR 5728396 JAN 30, 2017 U-316 NP MAR 03, 2003
5932547 JUN 13, 2017
5985305 JAN 30, 2017
6113938 JUL 24, 2018
6124261 JUN 13, 2017

6132420 JAN 30, 2017
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020837 001 LEVALBUTERCL HYDROCHLORI DE; XOPENEX 5362755 NOv 08, 2011 U- 332

5547994 AUG 20, 2013 U- 332

5760090 JAN 05, 2010 U- 332

5844002 JAN 05, 2010 U- 332
020837 002 LEVALBUTEROL HYDROCHLORI DE; XOPENEX 5362755 NOv 08, 2011 U- 332

5547994 AUG 20, 2013 U- 332

5760090 JAN 05, 2010 U- 332

5844002 JAN 05, 2010 U- 332
021114 001 LEVOBETAXOLOL HYDROCHLORI DE; BETAXON NP FEB 23, 2003
020634 001 LEVOFLOXACI N; LEVAQUI N 1-305 FEB 02, 2003
020634 002 LEVOFLOXACI N; LEVAQUI N 1-305 FEB 02, 2003
020635 001 LEVOFLOXACI N; LEVAQUI N 1-305 FEB 02, 2003
020635 002 LEVOFLOXACI N; LEVAQUI N | N DEXTROSE 1-305 FEB 02, 2003
020635 003 LEVOFLOXACI N; LEVAQUI N | N DEXTROSE 1-305 FEB 02, 2003
021199 001 LEVOFLOXACI N; QUI XI'N 4382892 SEP 02, 2003 NDF AUG 18, 2003

5503407 OCT 01, 2008

4551456 NOv 14, 2003

5053407 OCT 01, 2008
020612 001 L1 DOCAI NE; LI DODERM NP MAR 19, 2002
021130 001 LI NEZOLI D; ZYVOX 5688792 NOv 18, 2014 U-319 NCE APR 18, 2005
021130 002 LI NEZOLI D; ZYVOX 5688792 NOv 18, 2014 U- 319 NCE APR 18, 2005
021131 001 LI NEZCLI D; ZYVOX 5688792 NOvV 18, 2014 U- 319 NCE APR 18, 2005
021132 001 LI NEZOLI D; ZYVOX 5688792 NOv 18, 2014 U-319 NCE APR 18, 2005
019558 001 LI SINOPRI L; PRI NI VI L 4374829 DEC 29, 2001
019558 002 LI SI NOPRI L; PRI NI VI L 4374829 DEC 29, 2001
019558 003 LI SINOPRI L; PRI NI VI L 4374829 DEC 29, 2001
019558 004 LI SINOPRI L; PRI NI VI L 4374829 DEC 29, 2001
019558 006 LI SI NOPRI L; PRI NI VI L 4374829 DEC 29, 2001
019777 001 LI SI NOPRI L; ZESTRI L |-288 FEB 07, 2003
019777 002 LI SI NOPRI L; ZESTRI L 1-288 FEB 07, 2003
019777 003 LI SI NOPRI L; ZESTRI L 1-288 FEB 07, 2003
019777 004 LI SI NOPRI L; ZESTRI L |-288 FEB 07, 2003
019777 005 LI SI NOPRI L; ZESTRI L 1-288 FEB 07, 2003
019777 006 LI SI NOPRI L; ZESTRI L 1-288 FEB 07, 2003
021226 001 LOPI NAVI R; KALETRA 5914332 DEC 13, 2015 U-351 NC SEP 15, 2003

5635523 JUN 30, 2014 U- 352

5541206 JUL 30, 2013 U- 348

5674882 OCT 07, 2014 U- 344

5886036 DEC 29, 2012 U- 345

6037157 JUN 26, 2016 U- 346

5846987 DEC 29, 2012 U- 350

5648497 JUL 15, 2014
021251 001 LOPI NAVI R, KALETRA 5541206 JUL 30, 2013 U- 348 NC SEP 15, 2003

5914332 DEC 13, 2005 U- 351

5635523 JUN 03, 2014 U- 352

5846987 DEC 29, 2012 U- 350

5648497 JUL 15, 2014

5674882 OCT 07, 2014 U- 344

5886036 DEC 29, 2012 U- 345

6037157 JUN 26, 2016 U- 346
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
019658 001 LORATADI NE; CLARI TI N 4282233 JUN 19, 2002 U 77

4659716 APR 21, 2004 U- 142

4863931 SEP 15, 2008

4282233*PED DEC 19, 2002 U 77
4659716* PED OCT 21, 2004 U- 142
4863931* PED MAR 15, 2009

020641 001 LORATADI NE; CLARI TI N 4659716 APR 21, 2004 U- 142
4282233 JUN 19, 2002 U-77
4863931 SEP 15, 2008

4659716* PED OCT 21, 2004 U- 142
4863931*PED MAR 15, 2009
4282233*PED DEC 19, 2002 U-77

6132758 JUN 01, 2018

020704 001 LORATADI NE; CLARI TI N REDI TABS 4659716 APR 21, 2004 U- 142
4282233 JUN 19, 2002 U-77
4371516 FEB 01, 2000
4863931 SEP 15, 2008

4659716* PED CCT 21, 2004 U142
4282233*PED DEC 19, 2002 U 77
4371516* PED AUG 01, 2000

4863931* PED MAR 15, 2009

019670 001 LORATADI NE; CLARI TI N- D 4282233 JUN 19, 2002 U 77
4659716 APR 21, 2004 U- 142
4863931 SEP 15, 2008

4282233*PED DEC 19, 2002 U 77
4659716* PED OCT 21, 2004 U- 142
4863931* PED MAR 15, 2009

020470 001 LORATADI NE; CLARI TI N-D 24 HOUR 4659716 APR 21, 2004 U- 142
4282233 JUN 19, 2002 U-77
5314697*PED APR 23, 2013
4863931 SEP 15, 2008

4659716* PED OCT 21, 2004 U- 142
4282233*PED DEC 19, 2002 U-77
4863931* PED MAR 15, 2009

5314697 APR 23, 2013
020803 001 LOTEPREDNOL ETABONATE; ALREX 4966335 MAR 09, 2012
020583 001 LOTEPREDNOL ETABONATE; LOTEMAX 4966335 MAR 09, 2012
020938 001 MELOXI CAM MOBI C NCE APR 13, 2005
020049 001 MESALAM NE; PENTASA 4980173 JAN 29, 2002 U-78
019884 001 MESNA; MESNEX 5696172 OCT 06, 2013
020357 001 METFORM N HYDROCHL ORI DE; GLUCOPHAGE PED SEP 03, 2000

NCE MAR 03, 2000
1-307 OCT 22, 2001
PED APR 22, 2002
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020357 002 METFORM N HYDROCHLCORI DE; GLUCOPHAGE PED SEP 03, 2000

NCE MAR 03, 2000
1-307 OCT 22, 2001
PED APR 22, 2002
020357 003 METFORM N HYDROCHL ORI DE; GLUCOPHAGE NCE MAR 03, 2000
1-307 OCT 22, 2001
PED SEP 03, 2000
PED APR 22, 2002
020357 004 METFORM N HYDROCHLORI DE; GLUCOPHAGE NCE MAR 03, 2000
1-307 OCT 22, 2001
PED SEP 03, 2000
PED APR 22, 2002
020357 005 METFORM N HYDROCHLCORI DE; GLUCOPHAGE PED SEP 03, 2000
NCE MAR 03, 2000
1-307 OCT 22, 2001
PED APR 22, 2002

021202 001 METFORM N HYDROCHLORI DE; GLUCOPHAGE XR NDF OCT 13, 2003
021121 001 METHYLPHENI DATE HYDROCHLORI DE; CONCERTA NP AUG 01, 2003
021121 002 METHYLPHENI DATE HYDROCHLCORI DE; CONCERTA NP AUG 01, 2003
>ADD> 019532 001 METOLAZONE; MYKROX 4517179 APR 29, 2003
019815 001 M DODRI NE HYDROCHLORI DE; PROAMVATI NE ODE SEP 06, 2003
019815 002 M DODRI NE HYDROCHL ORI DE; PROAMVATI NE ODE SEP 06, 2003
020687 001 M FEPRI STONE; M FEPREX 4386085 JAN 08, 2002 NCE SEP 28, 2005
4447424 JAN 08, 2002
4626531 OCT 12, 2004
021120 001 M TOXANTRONE HYDROCHL ORI DE; NOVANTRONE ODE OCT 13, 2007
020762 001 MOVETASONE FUROATE MONOHYDRATE; NASONEX 6127353 OCT 03, 2017
020830 002 MONTELUKAST SODI UM SI NGULAI R 5565473 NOv 30, 2010 U-228 1-300 MAR 03, 2003
NS MAR 03, 2003

NCE FEB 20, 2003
019516 001 MORPHI NE SULFATE; M5 CONTI N 4366310 DEC 10, 2000
019516 002 MORPHI NE SULFATE; M5 CONTI N 4366310 DEC 10, 2000
019516 003 MORPHI NE SULFATE; MS CONTI N 4366310 DEC 10, 2000
019516 004 MORPHI NE SULFATE; M5 CONTI N 4366310 DEC 10, 2000
I'N

019516 005 MORPHI NE SULFATE; M5 CONT 4366310 DEC 10, 2000

020152 001 NEFAZODONE HYDROCHLORI DE; SERZONE 5256664 APR 28, 2012

020152 002 NEFAZODONE HYDROCHLORI DE; SERZONE 5256664 APR 28, 2012

020152 003 NEFAZODONE HYDROCHL ORI DE; SERZONE 5256664 APR 28, 2012

020152 004 NEFAZODONE HYDROCHLORI DE; SERZONE 5256664 APR 28, 2012

020152 005 NEFAZODONE HYDROCHLORI DE; SERZONE 5256664 APR 28, 2012

020152 006 NEFAZODONE HYDROCHLORI DE; SERZONE 5256664 APR 28, 2012

020381 001 NI ACI N; NI ASPAN 6080428 MAY 27, 2017 U- 331
6129930 SEP 20, 2013 U- 354

020381 002 NI ACI N; NI ASPAN 6080428 MAY 27, 2017 U- 331

6129930 SEP 20: 2013 U- 354
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020381 003 NI ACI N; NI ASPAN 6080428 MAY 27, 2017 U- 331
6129930 SEP 20, 2013 U- 354
020381 004 NI ACI N; NI ASPAN 6080428 MAY 27, 2017 U- 331
6129930 SEP 20, 2013 U- 354
020381 005 NI ACI N; NI ASPAN Tl TRATI ON ST 6080428 MAY 27, 2017 U- 331
020076 001 NI COTI NE; HABI TROL 5834011 MAY 01, 2007 U- 355
020076 002 NI COTI NE; HABI TROL 5834011 MAY 01, 2007 U- 355
020076 003 NI COTI NE; HABI TROL 5834011 MAY 01, 2007 U- 355
020076 004 NI COTI NE; HABI TROL 5834011 MAY 01, 2007 U- 355
020076 005 NI COTI NE; HABI TROL 5834011 MAY 01, 2007 U- 355
020076 006 NI COTI NE; HABI TROL 5834011 MAY 01, 2007 U- 355
020536 001 NI COTI NE; NI COTROL 5501236 JUN 08, 2010
6098632 JUN 08, 2010
020714 001 NI COTI NE; NI COTROL 6098632 JUN 08, 2010
021134 001 NI TROGLYCERI N; NI TROSTAT NDF MAY 01, 2003
021134 002 NI TROGLYCERI N; NI TROSTAT NDF MAY 01, 2003
021134 003 NI TROGLYCERI N, NI TROSTAT NDF MAY 01, 2003
019921 001 OFLOXACI N, OCUFLOX 4382892 SEP 02, 2003
4551456 NOV 14, 2003 U- 80
020592 001 OLANZAPI NE; ZYPREXA 1-297 MAR 17, 2003
020592 002 OLANZAPI NE; ZYPREXA 1-297 MAR 17, 2003
020592 003 OLANZAPI NE; ZYPREXA 1-297 MAR 17, 2003
020592 004 OLANZAPI NE; ZYPREXA 1-297 MAR 17, 2003
020592 005 OLANZAPI NE; ZYPREXA 1-297 MAR 17, 2003
020592 006 OLANZAPI NE; ZYPREXA 1-297 MAR 17, 2003
021086 001 OLANZAPI NE; ZYPREXA ZYDI S 5457895 SEP 30, 2013 NCE SEP 30, 2001
5229382 APR 23, 2011 U- 324
5605897 FEB 25, 2014 U- 325
5627178 APR 23, 2011 U- 326
5736541 MAR 24, 2015 U- 328
5817655 APR 23, 2011 U- 327
5817656 APR 23, 2011 U- 326
021086 002 OLANZAPI NE; ZYPREXA ZYDI S 5457895 SEP 30, 2013 NCE SEP 30, 2001
5229382 APR 23, 2011 U- 324
5605897 FEB 25, 2014 U- 325
5627178 APR 23, 2011 U- 326
5736541 MAR 24, 2015 U- 328
5817655 APR 23, 2011 U- 327
5817656 APR 23, 2011 U- 326
021086 003 OLANZAPI NE; ZYPREXA ZYDI S 5457895 SEP 30, 2013 NCE SEP 30, 2001
5736541 MAR 24, 2015 U- 328
5817655 APR 23, 2011 U- 327
5817656 APR 23, 2011 U- 326
5229382 APR 23, 2011 U- 324
5605897 FEB 25, 2014 U- 325

5627178 APR 23: 2011 U- 326



APPL/ PRCD

NUMBER

021086

020688
019715
020103
020103
020103

020605
020781

020781

020766
021014
021014
021014
075184
020262
020987
020819

020031

020031
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001
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001
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001
001
001

001
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PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

OLANZAPI NE; ZYPREXA ZYDI S

OLOPATADI NE HYDROCHL ORI DE; PATANOL
OLSALAZI NE SODI UM DI PENTUM

ONDANSETRON HYDROCHL ORI DE; ZOFRAN
ONDANSETRON HYDROCHLORI DE; ZOFRAN
ONDANSETRON HYDROCHLORI DE; ZOFRAN

ONDANSETRON HYDROCHL ORI DE; ZOFRAN
ONDANSETRON, ZOFRAN ODT

ONDANSETRON; ZOFRAN ODT

ORLI STAT; XENI CAL
OXCARBAZEPI NE; TRI LEPTAL
OXCARBAZEPI NE; TRI LEPTAL
OXCARBAZEPI NE; TRI LEPTAL
PACLI TAXEL; PACLI TAXEL

PACLI TAXEL; TAXOL
PANTOPRAZOLE SODI UM PROTONI X
PARI CALCI TCL; ZEMPLAR

PAROXETI NE HYDROCHLORI DE; PAXI L

PAROXETI NE HYDROCHLORI DE; PAXI L

Decenber 12, 2000

PATENT
NUMBER

5457895
5229382
5605897
5627178
5736541
5817655
5817656

4559330
5344658
5344658
5344658
5578628
4753789
4695578
4695578
5955488
6063802
5578628
4695578
4753789
5955488
6063802
5578628
4695578
4753789
6004996

6096331
4758579
5246925
5587497
6136799
6063927
6080759
6113944
6121291
6133289
6063927
6080759
6113944
6121291
6133289

PATENT/ PED EXCL USE
EXPI RES

SEP
APR
FEB
APR
VAR
APR
APR

JUL
SEP
SEP
SEP
JUN
JUN
JAN
JAN

JUN
JAN
JUN

JUN
JAN
JUN
JAN

30
23
25,
23
24
23
23,

31,
06,

06,
24
24
25,
25
14
14,
24,
25,
24,
14,
14,
24,
25,
24,
06,

22,
19,
21,
24
08
23
19,
14,
17,
19,
23,
19,
14,
17,
19,

2013
2011
2014
2011
2015
2011
2011

2004
2011
2011
2011
2006
2006
2005
2005
2015
2015
2006
2005
2006
2015
2015
2006
2005
2006
2018

2013
2005
2010
2013
2018
2019
2015
2014
2017
2015
2019
2015
2014
2017
2015

CODE  CODE EXPI RES

U- 324
U- 325
U- 326
U- 328
U- 327
U- 326

U- 58

U- 44
U- 44

U- 183
U- 330

U- 330
U- 329

U- 330
U- 330
U- 330

U- 314

U- 286
U- 358

U- 286
U- 358

17

EXCLUS EXCLUS

1-301

I-269

PC
D- 57

SEP 30,

MAR 20

AUG 27

JAN 14,
JAN 14,
JAN 14,
APR 21
JUN 20,
FEB 02,

2001

2003

2002

2005
2005
2005
2001
2003
2005



APPL/ PRCD

NUMBER

020031

020031

020031

020710

020885

020885

020885

020885

020936

020936

021084
020698

003

004

005

001

001

002

003

004

001

002

001
001

| NGREDI ENT NAME; TRADE NAME

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

HYDROCHLORI DE; PAXI L

HYDROCHLORI DE; PAXI L

HYDROCHLORI DE; PAXI L

HYDROCHLORI DE; PAXI L

HYDROCHLORI DE; PAXI L

HYDROCHLORI DE; PAXI L

HYDROCHLORI DE; PAXI L

HYDROCHLORI DE; PAXI L

HYDROCHLORI DE; PAXI L CR

HYDROCHLORI DE; PAXI L CR

Decenber 12, 2000

PATENT
NUMBER

6063927
6080759
6113944
6121291
6133289
6063927
6080759
6113944
6133289
6063927
6080759
6113944
6121291
6133289
6063927
6080759
6121291
6133289
6063927
6080759
6121291
6133289
6063927
6080759
6121291
6133289
6063927
6080759
6121291
6133289
6062927
6080759
6121291
6133289
6063927
6080759
6121291
6133289
6063927
6080759
6121291
6133289

PERFLUOROPCLYMETHYLI SOPROPYL ETHER; SKI N EXPOSURE REDUCT 5607979
POLYETHYLENE GLYCOL 3350; M RALAX

6048901

PATENT/ PED EXCL USE
EXPI RES

23

19,
14

17,
19,
23

19,
14,
15,
23,
19,
14,
17,
15,
23,
19,
17,
19,
23,
19,
17,
19,
23,
19,
17,
19,
23,
19,
17,
19,
23,
19,
17,
19,
23,
19,
17,

23
19,
17,
19,
30
20

2019
2015
2014
2017
2015
2019
2015
2014
2015
2019
2015
2014
2017
2015
2019
2015
2017
2015
2019
2015
2017
2015
2019
2015
2017
2015
2019
2015
2017
2015
2019
2015
2017
2015
2019
2015
2017
2015
2019
2015
2017
2015
2015
2019

U- 286
U- 358

U- 358

U- 286
U- 358

U- 286
U- 358

U- 286
U- 358

U- 286
U- 358

U- 286
U- 358

U- 286
U- 358

U- 286
U- 286

U- 286
U- 286

U- 343

18

EXCLUS EXCLUS
CODE  CODE EXPIRES

NCE

FEB 17, 2005
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
019898 002 PRAVASTATI N SODI UM PRAVACHOL 5622985 APR 22, 2014 U-335 1-281 JUN 09, 2003

1-304 JAN 18, 2003
|-287 FEB 10, 2003
1-286 JAN 18, 2003
D-51 JAN 18, 2003
019898 003 PRAVASTATI N SCDI UM PRAVACHCL 5622985 APR 22, 2014 U-335 1-281 JUN 09, 2003
|-304 JAN 18, 2003
|-287 FEB 10, 2003
|-286 JAN 18, 2003
D-51  JAN 18, 2003
019898 004 PRAVASTATI N SODI UM PRAVACHOL 5622985 APR 22, 2014 U-335 1-281 JUN 09, 2003
1-304 JAN 18, 2003
|-287 FEB 10, 2003
1-286 JAN 18, 2003
D-51  JAN 18, 2003

019157 001 PREDNI SOLONE SODI UM PHOSPHATE, PEDI APRED 4448774 DEC 22, 2002

019901 001 RAM PRI L; ALTACE 4587258 JAN 27, 2005 1-310 OCT 04, 2003
5061722 OCT 19, 2008 U-3

019901 002 RAM PRI L; ALTACE 4587258 JAN 27, 2005 1-310 OCT 04, 2003
5061722 OCT 19, 2008 U-3

019901 003 RAM PRI L; ALTACE 4587258 JAN 27, 2005 1-310 OCT 04, 2003
5061722 OCT 19, 2008 U3

019901 004 RAM PRI L; ALTACE 5061722 OCT 19, 2008 U-3 1-310 OCT 04, 2003
4587258 JAN 27, 2005

020630 001 REM FENTANI L HYDROCHLORI DE; ULTI VA 5019583* PED AUG 15, 2009 NPP OCT 15, 2002
5466700 AUG 30, 2013 U- 156 PED APR 15, 2003
5019583 FEB 15, 2009 PED JAN 12, 2002
5466700* PED MAR 01, 2014 U- 156 NCE JUL 12, 2001

020630 002 REM FENTANI L HYDROCHLORI DE; ULTI VA 5019583 FEB 15, 2009 NPP OCT 15, 2002
5466700 AUG 30, 2013 U- 156 PED APR 15, 2003
5019583* PED AUG 15, 2009 PED JAN 12, 2002
5466700* PED MAR 01, 2014 NCE JUL 12, 2001

020630 003 REM FENTANI L HYDROCHLORI DE; ULTI VA 5019583 FEB 15, 2009 NPP OCT 15, 2002
5466700 AUG 30, 2013 U- 156 PED APR 15, 2003
5019583* PED AUG 15, 2009 PED JAN 12, 2002
5466700* PED MAR 01, 2014 U- 156 NCE JuL 12, 2001

020903 001 Rl BAVI RI N, REBETOL 6051252 DEC 22, 2017

020835 001 RI SEDRONATE SODI UM ACTONEL 1-292 APR 14, 2003

1-291 APR 14, 2003
1-290 APR 14, 2003
1-293 APR 14, 2003
020835 002 RI SEDRONATE SODI UM ACTONEL 5583122 DEC 10, 2013 U222 1-292 APR 14, 2003
NCE MAR 27, 2003
1-291 APR 14, 2003
1-293 APR 14, 2003
1-290 APR 14, 2003
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS

NUMBER NUMBER EXPI RES CODE  CODE EXPI RES

020588 001 Rl SPERI DONE; RI SPERDAL 5453425 JUL 11, 2014
5616587 JUL 11, 2014

020659 001 RI TONAVI R; NORVI R 6037157 JUN 26, 2016
5674882 OCT 07, 2014
5886036 DEC 29, 2012

020945 001 RI TONAVI R; NORVI R 5648497 JUL 15, 2014 NCE MAR 01, 2001
5846987 DEC 29, 2012 U- 347
5541206 JUL 30, 2013 U- 348
5635523 JUN 03, 2014 U- 347

020823 003 Rl VASTI GM NE TARTRATE; EXELON 4948807 AUG 14, 2007 U-322 NCE APR 21, 2005
5602176 FEB 11, 2014 U- 322

020823 004 Rl VASTI GM NE TARTRATE; EXELON 4948807 AUG 14, 2007 U- 322 NCE APR 21, 2005
5602176 FEB 11, 2014 U- 322

020823 005 RI VASTI GM NE TARTRATE; EXELON 4948807 AUG 14, 2007 U- 322 NCE APR 21, 2005
5602176 FEB 11, 2014 U- 322

020823 006 Rl VASTI GM NE TARTRATE; EXELON 4948807 AUG 14, 2007 U-322 NCE APR 21, 2005
5602176 FEB 11, 2014 U- 322

021025 001 RI VASTI GM NE TARTRATE; EXELON 4948807 AUG 14, 2007 U- 322 NCE APR 21, 2005
5602176 FEB 11, 2014 U- 322

020864 001 RI ZATRI PTAN BENZOATE; MAXALT 5602162 FEB 11, 2014

020864 002 RI ZATRI PTAN BENZOATE; MAXALT 5602162 FEB 11, 2014

021042 001 ROFECOXI B; VI OXX 6063811 MAY 16, 2017 U- 266

021042 002 ROFECOXI B; VI OXX 6063811 MAY 16, 2017 U- 266

021042 003 ROFECOXI B; VI OXX NCE MAY 20, 2004

021052 001 ROFECOXI B; VI OXX 6063811 MAY 16, 2017 U- 266

021052 002 ROFECOXI B; VI OXX 6063811 MAY 16, 2017 U- 266

021071 002 ROSI GLI TAZONE MALEATE; AVANDI A 5002953 AUG 30, 2008 U-329 1-289 APR 03, 2003
5741803 APR 21, 2015 U- 329

021071 003 ROSI GLI TAZONE MALEATE; AVANDI A 5002953 AUG 30, 2008 U-329 1-289 APR 03, 2003
5741803 APR 21, 2015 U- 329

021071 004 ROSI GLI TAZONE MALEATE; AVANDI A 5002953 AUG 30, 2008 U-329 1-289 APR 03, 2003
5741803 APR 21, 2015 U- 329

020990 001 SERTRALI NE HYDROCHLORI DE; ZOLOFT 4536518 DEC 30, 2005 U- 286
4940731 AUG 30, 2009 U- 312

021179 001 SEVELAMER HYDROCHLORI DE; RENAGEL 5496545 AUG 11, 2013 U- 246 NCE OCT 30, 2003
5667775 SEP 16, 2014 U- 246

021179 002 SEVELAMER HYDROCHLORI DE; RENAGEL 5496545 AUG 11, 2013 U- 246 NCE OCT 30, 2003
5667775 SEP 16, 2014 U- 246

020478 001 SEVOFLURANE; ULTANE 5990176 JAN 27, 2017 NCE JUN 07, 2000
6074668 JAN 09, 2018 PED DEC 07, 2000

5990176*PED JUL 27, 2017

6074668* PED JUL 09, 2018
021097 001 SCDI UM PHOSPHATE, DI BASI C, ANHYDROUS; VI SI COL 5616346 APR 01, 2017 U- 359 NP SEP 21, 2003
020280 006 SOVATROPI N RECOVBI NANT; GENOTROPI N 4968299 JUN 28, 2008 1-302 JUN 20, 2003
ODE JUN 20, 2007
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020280 007 SOVATROPI N RECOVBI NANT; GENOTROPI N 4968299 JUN 28, 2008 1-302 JUN 20, 2003
ODE JUN 20, 2007
020280 001 SOVATROPI N RECOVBI NANT; GENOTROPI N PRESERVAT 5435076 APR 16, 2013 1-302 JUN 20, 2003
5716338 FEB 10, 2015 ODE JUN 20, 2007
020280 002 SOVATROPI N RECOVBI NANT; GENOTROPI N PRESERVAT 5435076 APR 16, 2013 1-302 JUN 20, 2003
5716338 FEB 10, 2015 ODE JUN 20, 2007
020280 003 SOVATROPI N RECOVBI NANT; GENOTROPI N PRESERVAT 5435076 APR 16, 2013 1-302 JUN 20, 2003
5716338 FEB 10, 2015 ODE JUN 20, 2007
020280 004 SOVATROPI N RECOVBI NANT; GENOTROPI N PRESERVAT 1-302 JUN 20, 2000
ODE JUN 20, 2007
020280 005 SOVATROPI N RECOVBI NANT; GENOTROPI N PRESERVAT 5435076 APR 16, 2013 1-302 JUN 20, 2003
5716338 FEB 10, 2015 ODE JUN 20, 2007
020280 008 SOVATROPI N RECOVBI NANT; GENOTROPI N PRESERVAT 5435076 APR 16, 2013 1-302 JUN 20, 2003
5716338 FEB 10, 2015 ODE JUN 20, 2007
020280 009 SOVATROPI N RECOVBI NANT; GENOTROPI N PRESERVAT 5435076 APR 16, 2013 1-302 JUN 20, 2003
5716338 FEB 10, 2015 ODE JUN 20, 2007
020280 010 SOVATROPI N RECOVBI NANT; GENOTROPI N PRESERVAT 5435076 APR 16, 2013 1-302 JUN 20, 2003
5716338 FEB 10, 2015 ODE JUN 20, 2007
020280 011 SOVATROPI N RECOVBI NANT; GENOTROPI N PRESERVAT 5716338 FEB 10, 2015 1-302 JUN 20, 2003
5435076 APR 16, 2013 ODE JUN 20, 2007
020280 012 SOVATROPI N RECOVBI NANT; GENOTROPI N PRESERVAT 5435076 APR 16, 2013 1-302 JUN 20, 2003
5716338 FEB 10, 2015 ODE JUN 20, 2007
020280 013 SOVATROPI N RECOVBI NANT; GENOTROPI N PRESERVAT 5435076 APR 16, 2013 1-302 JUN 20, 2003
5716338 FEB 10, 2015 ODE JUN 20, 2007
019721 001 SOVATROPI N RECOVBI NANT; NORDI TROPI N 5633352 MAY 27, 2014
019721 002 SOVATROPI N RECOVBI NANT; NORDI TROPI N 5633352 MAY 27, 2014
019676 001 SOVATROPI N RECOMVBI NANT; NUTROPI N D-55 APR 13, 2003
M 2 DEC 01, 2002
019676 002 SOVATROPI N RECOVBI NANT; NUTROPI N D-55 APR 13, 2003
M 2 DEC 01, 2002
020522 001 SOVATROPI N RECOVBI NANT; NUTRCOPI N AQ D-55 APR 13, 2003
M 2 DEC 01, 2002
021075 001 SOVATROPI N RECOVBI NANT; NUTROPI N DEPOT 6051259 DEC 02, 2012 U- 340
021075 002 SOVATROPI N RECOVBI NANT; NUTROPI N DEPOT 6051259 DEC 02, 2012 U- 340
021075 003 SOVATROPI N RECOVBI NANT; NUTROPI N DEPOT 6051259 DEC 02, 2012 U- 340
021151 001 SOTALOL HYDROCHLORI DE; BETAPACE AF NP FEB 22, 2003
021151 002 SOTALOL HYDROCHLORI DE; BETAPACE AF NP FEB 22, 2003
021151 003 SOTALOL HYDROCHLORI DE; BETAPACE AF NP FEB 22, 2003
007073 002 SULFASALAZI NE; AZULFI DI NE EN- TABS 1-308 AUG 18, 2003
020256 001 TECHNETI UM TC- 99M BI ClI SATE KI T; NEUROLI TE 5431900 JUL 11, 2012 U- 336
019785 001 TECHNETI UM TC- 99M SESTAM Bl KI T; CARDI QLI TE 4894445 JAN 16, 2007 U- 337
5324824 JAN 16, 2007
4885100 SEP 11, 2007

4988827 JAN 29, 2008



APPL/ PRCD

NUMBER

019785

021124

021015
020484
020771
020771
020281

020281

074973

020326
020326
020715

020719
020719
020719
020720
020720
020720
020759
020759
021214

020552

003

001

001
001
001
002
001

002

001

001
002
001

001
002
003
001
002
003
001
002
001

001

PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

TECHNETI UM TC- 99M SESTAM Bl KI T; M RALUVA

TERBI NAFI NE HYDROCHLORI DE; LAM SI L AT

TESTOSTERONE; ANDROGEL

TI NZAPARI N SCDI UM | NNOHEP
TOLTERCDI NE TARTRATE; DETRCL
TOLTERCDI NE TARTRATE; DETRCL
TRAMADCOL HYDROCHLORI DE; ULTRAM

TRAMADOL HYDROCHLORI DE; ULTRAM

TRI METHOPRI M HYDROCHL ORI DE; PRI MSCL

TRI METREXATE GLUCURONATE; NEUTREXI N
TRI METREXATE GLUCURONATE; NEUTREXI N
TRI PTORELI N PAMOATE; TRELSTAR DEPCT

TROGLI TAZONE;, PRELAY
TROGLI TAZONE; PRELAY
TROGLI TAZONE; PRELAY
TROGLI TAZONE; REZULI N
TROGLI TAZONE; REZULI N
TROGLI TAZONE; REZULI N
TROVAFLOXACI N MESYLATE; TROVAN
TROVAFLOXACI N MESYLATE, TROVAN
UNOPROSTONE | SOPROPYL; RESCULA

VERAPAM L HYDROCHLORI DE; COVERA- HS

Decenber 12, 2000

PATENT
NUMBER

4452774
4894445
5324824
4885100
4988827
4680291
4755534
5681849

5559269
5559269

5763449
5962461
6017922
6017922
5134122
5225205
5192741
6046202
6046202
6046202
6046202
6046202
6046202
5164402
5164402
5001153
5151444
5166178
5212200
5208256
5221763
5232705
5200196
5141752
5082668
5030456
4946687
5785994

22

PATENT/ PED EXCL USE  EXCLUS EXCLUS
EXPI RES

SEP
JAN
JAN
SEP
JAN
JUL
DEC

MAY
MAY

09,
16,
16,
11,
29,
14
30,
28,

05
05,

07,
07,
18
18
20
20
09,
15,
15,
15,
15,
15,
15,
18,
18,
19,
19,
24,
18,
21,
22,
31,
22,
27,
21,
07,

22,

2004
2007
2007
2007
2008
2004
2006
2014

2015
2015

2016
2016
2018
2018
2010
2010
2010
2013
2013
2013
2013
2013
2013
2011
2011
2008
2008
2009
2010
2011
2010
2010
2008
2006
2009
2008
2007
2009

CODE  CODE EXPI RES

U- 337
U- 73
U-73
NDF FEB 28
NCE JUL 14
U- 318
U- 318

PED SEP 03
PED FEB 21

D-44  AUG 21
PED FEB 21
PED SEP 03

D-44  AUG 21

NCE JUN 15

U- 317
U- 317
U- 317
U- 317
U- 317
U- 317
U- 282
U- 282
NCE AUG 03
U- 333
U- 333
U- 333
U- 333

U- 315

2003
2005

2000
2002
2000
2001
2002
2000
2000
2001

2005

2005
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 12, 2000
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020552 002 VERAPAM L HYDROCHLORI DE; COVERA- HS 5232705 AUG 31, 2010
5200196 JAN 22, 2008
5141752 JUN 27, 2006
5082668 JAN 21, 2009
5030456 NOv 07, 2008
4946687 OCT 02, 2007
5785994 OCT 22, 2009 U- 315
021119 001 VERTEPORFI N; VI SUDYNE 5707608 AUG 02, 2015 NCE APR 12, 2005
6074666 FEB 05, 2012
4920143 APR 24, 2007
5095030 APR 24, 2007
5214036 MAY 25, 2010
5770619 JAN 06, 2015 U- 357
5798349 AUG 25, 2015 U- 357
5756541 MAR 11, 2016 U- 357
>ADD> 020547 001 ZAFI RLUKAST; ACCOLATE 6143775 DEC 11, 2011
5583152 SEP 26, 2010
>ADD> 020547 003 ZAFI RLUKAST; ACCOLATE 6143775 DEC 11, 2011 NCE SEP 26, 2001
4859692 SEP 26, 2010 1-268 SEP 17, 2002
5294636 DEC 11, 2011 NS SEP 17, 2002
5319097 DEC 11, 2011
5482963 JAN 09, 2013
5583152 SEP 26, 2010
5612367 MAR 18, 2014 U- 189
021036 001 ZANAM VI R, RELENZA 1-294 APR 26, 2003

020789 001 ZONI SAM DE; ZONEGRAN NCE MAR 27, 2005



