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PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 03, 2003
DOCKET NUMBER *95S- 0117

# represents patent information submtted prior to 08/18/03 *PED and PED represent Pediatric Exclusivity
APPL/ PROD I NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE CODE EXPI RES
020560 004 ALENDRONATE SODI UM FOSAMAX #6015801 JUL 17, 2018 U- 353 NS OCT 20, 2003
#4621077 AUG 06, 2007 U114 D61 OCT 20, 2003
#5358941 DEC 02, 2012 D62 OCT 20, 2003
#5681590 DEC 02, 2012 PED APR 20, 2004
#5849726 JUN 06, 2015 PED APR 20, 2004
#6008207 JUN 06, 2015 PED APR 20, 2004
#6090410 DEC 02, 2012
#5994329 JuL 17, 2018
#6225294 JuL 17, 2018
#4621077* PED FEB 06, 2008 U 114
#5358941* PED JUN 02, 2013
#5681590* PED JUN 02, 2013
#5849726* PED DEC 16, 2015
#5994329* PED JAN 17, 2019
#6008207* PED DEC 06, 2015
#6015801* PED JAN 17, 2019 U- 353
#6090410* PED JUN 02, 2013
#6225294* PED JAN 17, 2019
020560 005 ALENDRONATE SODI UM FOSAMAX #6015801 JUL 17, 2018 U- 353 NS OCT 20, 2003
#4621077 AUG 06, 2007 U114 D61 OCT 20, 2003
#5358941 DEC 02, 2012 D62 OCT 20, 2003
#5681590 DEC 02, 2012 PED APR 20, 2004
#5849726 JUN 06, 2015 PED APR 20, 2004
#5994329 JuL 17, 2018 PED APR 20, 2004
#6008207 JUN 06, 2015
#6090410 DEC 02, 2012
#6225294 JuL 17, 2018
#4621077* PED FEB 06, 2008 U 114
#5358941* PED JUN 02, 2013
#5681590* PED JUN 02, 2013
#5849726* PED DEC 06, 2015
#5994329* PED JAN 17, 2019
#6008207* PED DEC 06, 2015
#6015801* PED JAN 17, 2019 U- 353
#6090410* PED JUN 02, 2013
#6225294* PED JAN 17, 2019
021575 001 ALENDRONATE SODI UM FOSAMAX #4621077 AUG 06, 2007 1-309 SEP 29, 2003
4621077* PED FEB 06, 2008 PED MAR 29, 2004
#5462932 MAY 17, 2014 D61 OCT 20, 2003
#5994329 JUL 17, 2018 PED APR 20, 2004
5994329* PED JAN 17, 2019
#6015801 JuL 17, 2018
6015801* PED JAN 17, 2019
#6225294 JuL 17, 2018

6225294* PED JAN 17, 2019
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PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 03, 2003
DOCKET NUMBER *95S- 0117

# represents patent information submtted prior to 08/18/03 *PED and PED represent Pediatric Exclusivity
APPL/ PROD I NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE CODE EXPI RES
021287 001 ALFUZOSI N HYDROCHLORI DE; UROXATRAL #4661491 MAY 27, 2006 NCE JUN 12, 2008
#6149940 AUG 22, 2017
021001 001 ALMOTRI PTAN MALATE; AXERT #5565447 MAY 07, 2015
021001 002 ALMOTRI PTAN MALATE; AXERT #5565447 MAY 07, 2015
021107 001 ALOSETRON HYDROCHLORI DE; LOTRONEX #5360800 JAN 13, 2013
021434 001 ALPRAZOLAM XANAX XR NDF JAN 17, 2006
021434 002 ALPRAZOLAM XANAX XR NDF JAN 17, 2006
021434 003 ALPRAZOLAM XANAX XR NDF JAN 17, 2006
021434 004 ALPRAZOLAM XANAX XR NDF JAN 17, 2006
020221 002 AM FOSTI NE; ETHYCL #5424471 JUL 31, 2012
020965 001 AM NOLEVULI NI C ACI D HYDROCHLORI DE; LEVULAN #5954703 CCT 31, 2017 U- 289
020364 002 AMLODI PI NE BESYLATE; LOTREL #4410520 AUG 11, 2003
#4410520* PED FEB 11, 2004
020364 003 AMLODI PI NE BESYLATE; LOTREL #4410520 AUG 11, 2003
#4410520* PED FEB 11, 2004
020364 004 AMLODI PI NE BESYLATE; LOTREL #4410520 AUG 11, 2003
#4410520* PED FEB 11, 2004
020364 005 AMLODI PI NE BESYLATE; LOTREL #4410520 AUG 11, 2003 NS JUN 20, 2005
#4410520* PED FEB 11, 2004 PED DEC 20, 2005
021303 001 AMPHETAM NE ASPARTATE; ADDERALL XR 10 #6322819 COCT 21, 2018
#6605300 OCT 21, 2018
021303 006 AVPHETAM NE ASPARTATE; ADDERALL XR 15 #6322819 OCT 21, 2018
#6605300 OCT 21, 2018
021303 002 AMPHETAM NE ASPARTATE; ADDERALL XR 20 #6322819 OCT 21, 2018
#6605300 OCT 21, 2018
021303 004 AMPHETAM NE ASPARTATE; ADDERALL XR 25 #6322819 COCT 21, 2018
#6605300 OCT 21, 2018
021303 003 AVPHETAM NE ASPARTATE; ADDERALL XR 30 #6322819 OCT 21, 2018
#6605300 OCT 21, 2018
021303 005 AMPHETAM NE ASPARTATE; ADDERALL XR 5 #6322819 OCT 21, 2018
#6605300 OCT 21, 2018
040422 005 AMPHETAM NE ASPARTATE; DEXTROAMP SACCHARATE PC SEP 15, 2003
040422 006 AMPHETAM NE ASPARTATE; DEXTROAMP SACCHARATE PC SEP 15, 2003
040422 007 AVPHETAM NE ASPARTATE; DEXTROAMP SACCHARATE PC SEP 15, 2003
021007 001 AMPRENAVI R, AGENERASE #5723490 MAR 03, 2015 U 257
021549 001 APREPI TANT; EMEND #5719147 JUN 29, 2012 NCE MAR 26, 2008
#5538982 JUL 23, 2013
#6048859 JUN 29, 2012
#6096742 JuL 01, 2018
#6235735 JUN 29, 2012
021549 002 APREPI| TANT; EMEND #5719147 JUN 29, 2012 NCE MAR 26, 2008
#5538982 JuL 23, 2013
#6048859 JUN 29, 2012
#6096742 JuL 01, 2018

#6235735 JUN 29, 2012
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PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 03, 2003
DOCKET NUMBER *95S- 0117

# represents patent information submtted prior to 08/18/03 *PED and PED represent Pediatric Exclusivity
APPL/ PROD I NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE CODE EXPI RES
021436 001 ARl PI PRAZCOLE; ABI LI FY #4734416 MAR 29, 2005 1-401 AUG 28, 2006
#5006528 OCT 20, 2009
021436 002 ARl Pl PRAZOLE; ABI LI FY #4734416 MAR 29, 2005 1-401 AUG 28, 2006
#5006528 OCT 20, 2009
021436 003 ARl PI PRAZOLE; ABI LI FY #4734416 MAR 29, 2005 1-401 AUG 28, 2006
#5006528 OCT 20, 2009
021436 004 ARl PI PRAZCOLE; ABI LI FY #4734416 MAR 29, 2005 1-401 AUG 28, 2006
#5006528 OCT 20, 2009
021436 005 ARl Pl PRAZOLE; ABI LI FY #4734416 MAR 29, 2005 1-401 AUG 28, 2006
#5006528 OCT 20, 2009
021436 006 ARl PI PRAZOLE; ABI LI FY #4734416 MAR 29, 2005 1-401 AUG 28, 2006
#5006528 OCT 20, 2009
021387 001 ASPI RI N; PRAVI GARD PAC ( COPAC #4346227 OCT 20, 2005
#4346227* PED APR 20, 2006
#5030447 JUL 09, 2008
#5030447* PED JAN 09, 2009
#5180589 JUL 09, 2208
#5180589* PED JAN 09, 2009
#5622985 APR 22, 2014 U- 335
#5622985* PED OCT 22, 2014 U- 335
021387 002 ASPI RI N; PRAVI GARD PAC ( COPAC #4346227 OCT 20, 2005
#4346227* PED APR 20, 2006
#5030447 JUL 09, 2008
#5030447* PED JAN 09, 2009
#5622985 APR 22, 2014 U- 335
#5622985* PED OCT 22, 2014 U- 335
#5180589 JUL 09, 2008
#5180589* PED JAN 09, 2009
021387 003 ASPI RI N; PRAVI GARD PAC ( COPAC #4346227 OCT 20, 2005
#4346227* PED APR 20, 2006
#5030447 JUL 09, 2008
#5030447* PED JAN 09, 2009
#5180589 JUL 09, 2008
#5180589* PED JAN 09, 2009
#5622985 APR 22, 2014 U 335
#5622985* PED OCT 22, 2014 U- 335
021387 004 ASPI RI N; PRAVI GARD PAC ( COPAC #4346227 OCT 20, 2005
#4346227* PED APR 20, 2006
#5030447 JUL 09, 2008
#5030447* PED JAN 09, 2009
#5180589 JUL 09, 2008
#5180589* PED JAN 09, 2009
#5622985 APR 22, 2014 U- 335

#5622985* PED OCT 22, 2014 U- 335
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PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 03, 2003
DOCKET NUMBER *95S- 0117

# represents patent information submtted prior to 08/18/03 *PED and PED represent Pediatric Exclusivity
APPL/ PROD I NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE CODE EXPI RES
020929 001 BUDESONI DE; PULM CORT RESPULES #6598603 DEC 23, 2018 U- 529
6598603* PED JUN 23, 2019
020929 002 BUDESONI DE; PULM CORT RESPULES #6598603 DEC 23, 2018 U- 529
6598603* PED JUN 23, 2019
020929 003 BUDESONI DE; PULM CORT RESPULES #6598603 DEC 23, 2018 U529
6598603* PED JUN 23, 2019
021515 001 BUPROPI ON  HYDROCHLORI DE; VELLBUTRI N XL #6096341 OCT 30, 2018 M 10 JUN 11, 2004
#6143327 OCT 30, 2018
021515 002 BUPROPI ON HYDROCHLORI DE; WELLBUTRI N XL #6096341 OCT 30, 2018 M 10 JUN 11, 2004
#6143327 OCT 30, 2018
075766 001 CALCI TRI OL; CALCI TRI CL PC SEP 17, 2003
075766 002 CALCI TRI OL; CALCI TRI OL PC SEP 17, 2003
075823 001 CALCI TRI OL; CALCI TRI O PC SEP 17, 2003
075823 002 CALCI TRI OL; CALCI TRI CL PC SEP 17, 2003
075836 001 CALCI TRI OL; CALCI TRI OL PC SEP 17, 2003
075836 002 CALCI TRI OL; CALCI TRI OL PC SEP 17, 2003
021160 002 CALCI UM ACETATE; PHOSLO #6576665 APR 03, 2021
021160 003 CALCI UM ACETATE; PHOSLO GELCAPS #6576665 APR 03, 2021
021485 002 CARBI DOPA; STALEVO 100 #5446194 AUG 29, 2012 NCE OCT 19, 2004
#5135950 OCT 31, 2010
#4963590 NOV 27, 2007
#6500867 JUN 29, 2020
#5112861 MAY 12, 2009
021485 003 CARBI DOPA; STALEVO 150 #5446194 AUG 29, 2012 NCE OCT 19, 2004
#5135950 OCT 31, 2010
#4963590 NOV 27, 2007
#6500867 JUN 29, 2020
#5112861 MAY 12, 2009
021485 001 CARBI DOPA; STALEVO 50 #5446194 AUG 29, 2012 NCE OCT 19, 2004
#5135950 OCT 31, 2010
#4963590 NOV 27, 2007
#6500867 JUN 29, 2020
#5112861 MAY 12, 2009
020452 001 CARBOPLATI N; PARAPLATI N #4657927 APR 14, 2004 U 175
020452 002 CARBOPLATI N; PARAPLATI N #4657927 APR 14, 2004 U175
020452 003 CARBOPLATI N; PARAPLATI N #4657927 APR 14, 2004 U 175
020637 001 CARMUSTI NE; GLI ADEL #4789724 AUG 01, 2006 |-382 FEB 25, 2006
#4757128 AUG 01, 2006
020297 001 CARVEDI LOL; COREG | -388 MAR 27, 2006
020297 002 CARVEDI LCOL; COREG | -388 MAR 27, 2006
020297 003 CARVEDI LOL; COREG | -388 MAR 27, 2006
020297 004 CARVEDI LOL; COREG | -388 MAR 27, 2006
021227 001 CASPOFUNG N ACETATE; CANCI DAS 1-399 JAN 07, 2006

021227 002 CASPOFUNG N ACETATE; CANCI DAS | -399 JAN 07, 2006
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PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 03, 2003
DOCKET NUMBER *95S- 0117

# represents patent information submtted prior to 08/18/03 *PED and PED represent Pediatric Exclusivity
APPL/ PROD I NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE CODE EXPI RES
021150 001 CETI RI ZI NE HYDROCHLORI DE; ZYRTEC- D 12 HOUR #4525358 JUN 25, 2007 U 295
#4525358* PED DEC 25, 2007 U- 295
#6469009 JUL 13, 2019 U- 295
#6489329 APR 08, 2016
020774 001 CHLORHEXI DI NE GLUCONATE; PERI OCHI P #5002769 MAR 16, 2006
#5023082 MAR 30, 2005
021159 001 Cl CLOPI ROX; LOPROX NDF FEB 28, 2006
021473 001 Cl PROFLOXACI N; Cl PRO XR #4670444 DEC 09, 2003 NDF DEC 13, 2005
021473 002 Cl PROFLOXACI N; CI PRO XR NDF DEC 13, 2005
021537 001 Cl PROFLOXACI N; CI PRODEX #4844902 FEB 11, 2008 NC JUL 18, 2006
#6284804 AUG 10, 2020
#6359016 AUG 10, 2020
020822 004 Cl TALOPRAM HYDROBROM DE; CELEXA NCE JUL 17, 2003
PED JAN 17, 2004
021535 001 CLOBETASOL PROPI ONATE; CLOBEX #6106848 SEP 22, 2017 NDF JUL 24, 2006
020839 001 CLOPI DOGREL BI SULFATE; PLAVI X #6504030 JUN 10, 2019
019758 001 CLOZAPI NE; CLOZARI L 1-380 DEC 18, 2005
019758 002 CLQOZAPI NE; CLOZARI L | -380 DEC 18, 2005
021141 001 COLESEVELAM HYDROCHLORI DE; VIEL CHOL #6066678 JUN 10, 2014 U- 323
021176 001 COLESEVELAM HYDROCHLORI DE; VEL CHOL #6066678 JUN 10, 2014 U323
017821 001 CYCLOBENZAPRI NE HYDROCHLORI DE; FLEXERI L D78 FEB 03, 2006
021572 001 DAPTOWYCI N; CUBI CI N #5912226 JUN 15, 2016 NCE SEP 12, 2008
#6468967 SEP 24, 2019
021572 002 DAPTOWMYCI N; CUBI CI N #5912226 JUN 15, 2016 NCE SEP 12, 2008
#6468967 SEP 24, 2019
020705 002 DELAVI RDI NE MESYLATE; RESCRI PTOR #5563142 COCT 08, 2013
#6177101 JUN 11, 2018
021271 001 DESI RUDI N; | PRI VASK #4745177 MAY 17, 2005
#4801576 JAN 31, 2006
#5733874 MAR 31, 2015
021165 001 DESLORATADI NE; CLARI NEX #4659716 APR 21, 2004 U- 427 NCE DEC 21, 2006
#4863931 SEP 15, 2008 PED JUN 21, 2007
#4804666 FEB 14, 2006 U- 428
#5595997 DEC 30, 2014 U429
#6100274 JuL 07, 2019
#4659716* PED CCT 21, 2004 U 427
#4804666* PED AUG 14, 2006 U- 428
#4863931* PED MAR 15, 2009
#5595997* PED JUN 30, 2015 U 429
#6100274* PED JAN 07, 2020
021312 001 DESLORATADI NE; CLARI NEX #4659716 APR 21, 2004 U 427 NCE DEC 21, 2006
#4659716* PED CCT 21, 2004 U 427 PED JUN 21, 2007
#4863931 SEP 15, 2008
#4863931* PED MAR 15, 2009
#4804666 FEB 14, 2006 U- 428
#4804666* PED AUG 14, 2006 U- 428
#5595997 DEC 30, 2014 U- 429
#5595997* PED JUN 30, 2015 U 429
#6100274 JUL 07, 2019

#6100274* PED JAN 07, 2020



>ADD>
>ADD>
>ADD>
>ADD>
>ADD>

# represents patent

APPL/ PRCD

NUMBER

020648
020648
020648
020648
020648
021392

021392
021392
021392
021392
021392
020401
021168
021168
020941
020624
020624
020972
020972
020972
021360
021360
021500
021481

020164
020164
020164

020796
021565

001
002
003
004
005
001

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

007
008
009

001
001

PATENT TERM EXTENSI ON AND NEW PATENTS -

| NGREDI ENT NAME; TRADE NAME

DI AZEPAM DI ASTAT
DI AZEPAM DI ASTAT
DI AZEPAM DI ASTAT
DI AZEPAM DI ASTAT
DI AZEPAM DI ASTAT
DI LTI AZEM HYDROCHLORI DE; CARDI ZEM LA

DI LTI AZEM HYDROCHLORI DE; CARDI ZEM LA

DI LTI AZEM HYDROCHLCORI DE; CARDI ZEM LA

DI LTI AZEM HYDROCHLORI DE; CARDI ZEM LA

DI LTI AZEM HYDROCHLORI DE; CARDI ZEM LA

DI LTI AZEM HYDROCHLCORI DE; CARDI ZEM LA

DI LTI AZEM HYDROCHLORI DE; TI AZAC

DI VALPROEX SODI UM DEPAKCOTE ER

DI VALPROEX SODI UM DEPAKOTE ER
DOCOSANCL ; ABREVA

DOLASETRON MESYLATE MONCHYDRATE; ANZEMET
DOLASETRON MESYLATE MONOHYDRATE; ANZEMET
EFAVI RENZ; SUSTI VA

EFAVI RENZ; SUSTI VA

EFAVI RENZ; SUSTI VA

EFAVI RENZ; SUSTI VA

EFAVI RENZ; SUSTI VA

EMTRI Cl TABI NE; EMTRI VA
ENFUVI RTI DE; FUZEON

ENOXAPARI N SODI UM LOVENOX
ENOXAPARI N SODI UM LOVENOX
ENOXAPARI N SODI UM LOVENOX

ENTACAPONE; COMIAN
EPI NASTI NE HYDROCHLORI DE; ELESTAT

DOCKET NUMBER *95S- 0117

informati on submtted prior to 08/18/03

PATENT
NUMBER

#5462740
#5462740
#5462740
#5462740
#5462740
#5288505
#5529791
#5288505
#5529791
#5288505
#5529791
#5288505
#5529791
#5288505
#5529791
#5288505
#5529791
#5529791
#6511678
#6511678
#4874794
#4906755
#4906755

6639071
#6555133

6639071
#6555133

6639071
#6555133

6639071
#5663169

6639071
#5210085
#5814639
#5914331
#5464933
#6133418
#6475491

#4692435
#5389618
6599530

*PED and PED represent Pediatric Exclusivity

PATENT/ PED EXCL

SEP
SEP
SEP
SEP
SEP
JUN
JUN
JUN
JUN
JUN
JUN
JUN
JUN
JUN
JUN
JUN
JUN
JUN

DEC
APR
JUL
JUL
FEB
APR
FEB
APR
FEB
APR
FEB
SEP
FEB
MAY
SEP
SEP
JUN
JUN
JUN

DEC
FEB
SEP

DECEMBER 03, 2003

EXPI RES

17,
17,
17,
17,
17,
26,
25,
26,
25,
26,

26,
25
26,
25,
26,
25
25,
18,

28

02,
02,
14

06,
14

06,
14,
06,
14,
02,
14,
11,
29,
29,
07,
07,
07,

24,
14,
14,

2013
2013
2013
2013
2013
2011
2013
2011
2013
2011
2013
2011
2013
2011
2013
2011
2013
2013
2018
2018
2014
2011
2011
2018
2019
2018
2019
2018
2019
2018
2014
2018
2010
2015
2015
2013
2013
2015

2004
2012
2018

USE
CODE

U- 248
U- 248
U- 248

U- 248

U- 123

EXCLUS
CODE

NDF
NDF
NDF
NDF
NDF
NDF

| -315
1 -315
1-315

Page 9 of 31

EXCLUS

EXPI RES

FEB
FEB
FEB
FEB
FEB
FEB

JUL

NOV
NOV
NOV

06,
06,
06,
06,
06,
06,

02,

13

17,
17,
17,

15

2006
2006
2006
2006
2006
2006

2008

2008

2003
2003
2003

2008



# represents patent

APPL/ PRCD

NUMBER

021437

021437

021437

021365

019386

019386

019386

019386

019386

001

002

003

001

002

003

004

006

007

PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S-0117
informati on submtted prior to 08/18/03

| NGREDI ENT NAME; TRADE NAME

EPLERENONE; | NSPRA

EPLERENONE; | NSPRA

EPLERENONE; | NSPRA

ESClI TALOPRAM OXALATE; LEXAPRO

ESMOLOL HYDROCHLORI DE; BREVI BLOC

ESMOLOL HYDROCHLORI DE; BREVI BLOC

ESMOLOL HYDROCHLORI DE; BREVI BLOC

ESMOLOL HYDROCHLORI DE; BREVI BLOC

ESMOLOL HYDROCHLORI DE; BREVI BLOC

*PED and PED represent Pediatric Exclusivity

PATENT
NUMBER

#4559332
6558707
#6534093
#6410054
#6495165
#6534093
#4559332
#6534093
6558707
#6495165
#6534093
#6410054
#4559332
6558707
#6410054
#6495165
#6534093
#6534093
#RE34712
#RE34712* PED
#4593119
#5017609
5017609* PED
4593119* PED
#5017609
#4593119
5017609* PED
4593119* PED
#6528540
#4593119
#6310094
6528540* PED
6310094* PED
4593119* PED
#6528540
#4593119
#6310094
6528540* PED
6310094* PED
4593119* PED
#4593119
#6310094
#6528540
6528540* PED
6310094* PED
4593119* PED

PATENT/ PED EXCL

JUL
JUL

JUN
JAN
JAN
JUL
JUL
DEC

DECEMBER 03, 2003

EXPI RES

09,

08
08
08
18
09,
08
08,
08,

08
09,
08
08
08
08
08,
08,

03
21,
21,
03
21,
03
21,
03,

03

12,
12,
12,
03

12,
03,
12,
12,
12,
03,
03,
12,
12,
12,
12,
03,

2004
2009
2019
2019
2019
2019
2004
2019
2009
2019
2019
2019
2004
2009
2019
2019
2019
2019
2009
2009
2003
2008
2008
2003
2008
2003
2008
2003
2021
2003
2021
2021
2021
2003
2021
2003
2021
2021
2021
2003
2003
2021
2021
2021
2021
2003

EXCLUS
CODE

I -407

I -407

I -407

Page 10 of 31

EXCLUS
EXPI RES

OCT 07, 2006

OCT 07, 2006

OCT 07, 2006



Page 11 of 31

PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 03, 2003
DOCKET NUMBER *95S- 0117

# represents patent information submtted prior to 08/18/03 *PED and PED represent Pediatric Exclusivity
APPL/ PROD I NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE CODE EXPI RES
019386 005 ESMOLOL HYDROCHLORI DE; BREVI BLOC DOUBLE STR #6528540 JAN 12, 2021
#4593119 JUN 03, 2003
#6310094 JAN 12, 2021
6528540* PED JUL 12, 2021
6310094* PED JUL 12, 2021
4593119* PED DEC 03, 2003
021367 001 ESTRADI OL ACETATE; FEMRI NG #5855906 DEC 19, 2015 U- 508 NP MAR 20, 2006
021367 002 ESTRADI OL ACETATE; FEMRI NG #5855906 DEC 19, 2015 U- 508 NP MAR 20, 2006
020375 005 ESTRADI OL; CLI MARA #5223261 JUN 29, 2010
020375 006 ESTRADI OL; CLI MARA #5223261 JUN 29, 2010
004782 003 ESTROGENS, CONJUGATED; PREMARI N D- 82 JUL 16, 2006
004782 006 ESTROGENS, CONJUGATED; PREMARI N D- 82 JUL 16, 2006
020527 002 ESTROGENS, CONJUGATED; PREMPHASE 14/ 14 #RE36247 MAY 02, 2006
020527 001 ESTROGENS, CONJUGATED; PREMPRO D79 MAR 12, 2006
020527 003 ESTROGENS, CONJUGATED; PREMPRO D79 MAR 12, 2006
020527 004 ESTROGENS, CONJUGATED, PREMPRO #RE36247 MAY 02, 2006 NP MAR 12, 2006
#5547948 JAN 17, 2015 D79 MAR 12, 2006
#5210081 FEB 26, 2012 D81 JUN 04, 2006
020527 005 ESTROGENS, CONJUGATED, PREMPRO #5210081 FEB 26, 2012 NS JUN 04, 2006
#RE36247 MAY 02, 2006 D81 JUN 04, 2006
#5547948 JAN 17, 2015
021180 001 ETHI NYL ESTRADI OL; ORTHO EVRA #5876746 JUN 07, 2015 U- 514
#5972377 JUN 07, 2015 U- 514
021544 001 ETHI NYL ESTRADI OL; SEASONALE #5898032 JUN 23, 2017 U1l NP SEP 05, 2006
020325 002 FAMOTI DI NE; PEPCI D AC NP SEP 23, 2006
021203 001 FENOFI BRATE; TRI COR #6589552 JAN 09, 2018
021203 003 FENOFI BRATE; TRI COR #6589552 JAN 09, 2018
020747 001 FENTANYL ClI TRATE; ACTI Q #4863737 SEP 05, 2006
#5785989 SEP 05, 2006
020747 002 FENTANYL ClI TRATE; ACTI Q #4863737 SEP 05, 2006
#5785989 SEP 05, 2006
020747 003 FENTANYL ClI TRATE; ACTI Q #4863737 SEP 05, 2006
#5785989 SEP 05, 2006
020747 004 FENTANYL ClI TRATE; ACTI Q #4863737 SEP 05, 2006
#5785989 SEP 05, 2006
020747 005 FENTANYL ClI TRATE; ACTI Q #4863737 SEP 05, 2006
#5785989 SEP 05, 2006
020747 006 FENTANYL ClI TRATE; ACTI Q #4863737 SEP 05, 2006
#5785989 SEP 05, 2006
019813 001 FENTANYL; DURACGESI C #4588580 JUL 23, 2004 U 43 NPP MAY 20, 2006
#4588580* PED JAN 23, 2005 U 43 PED NOV 20, 2006
019813 002 FENTANYL; DURAGESI C #4588580 JUL 23, 2004 U4 NPP MAY 20, 2006

3
#4588580* PED JAN 23, 2005 U-43 PED NOV 20, 2006
019813 003 FENTANYL; DURAGESI C #4588580 JUL 23, 2004 U- 43 NPP MAY 20, 2006
#4588580* PED JAN 23, 2005 U-43 PED NOV 20, 2006



APPL/ PRCD
NUMBER

019813 004
021626 001
020625 001

020872 001

020872 002

PATENT TERM EXTENSI ON AND NEW PATENTS -

DOCKET NUMBER *95S-0117
# represents patent information submtted prior to 08/18/03

| NGREDI ENT NAME; TRADE NAME

FENTANYL; DURAGESI C
FERRI C HEXACYANOFERRATE( | | ) ; RADI OGARDASE ( PRUSS
FEXOFENADI NE HYDROCHLORI DE; ALLEGRA

FEXOFENADI NE HYDROCHLORI DE; ALLEGRA

FEXOFENADI NE HYDROCHLORI DE; ALLEGRA

*PED and PED represent Pediatric Exclusivity

PATENT
NUMBER

#4588580
#4588580* PED

#5578610
#5855912
#5738872
#5932247
#6037353
#6113942
#6187791
#6399632
#5578610* PED
#5738872* PED
#5855912* PED
#5932247* PED
#6037353* PED
#6113942* PED
#6187791* PED
#6399632* PED
#5578610
#5932247
#5855912
#6037353
#6113942
#6187791
#6399632
#5578610* PED
#5855912* PED
#5932247* PED
#6037353* PED
#6113942* PED
#6187791* PED
#6399632* PED
#5578610
#5932247
#5855912
#6037353
#6113942
#6187791
#6399632
#5578610* PED
#5855912* PED
#5932247* PED
#6037353* PED
#6113942* PED
#6187791* PED
#6399632* PED

DECEMBER 03, 2003

PATENT/ PED EXCL

EXPI RES

JUL 23, 2004
JAN 23, 2005

NOV 26, 2013
FEB 28, 2015
FEB 28, 2015
FEB 28, 2015
MAR 14, 2017
FEB 28, 2015
MAY 11, 2012
MAY 11, 2012
MAY 26, 2014
AUG 28, 2015
AUG 28, 2015
AUG 28, 2015
SEP 14, 2017
AUG 28, 2015
NOV 11, 2012
NOv 11, 2012
NOvV 26, 2013
FEB 28, 2015
FEB 28, 2015
MAR 14, 2017
FEB 28, 2015
MAY 11, 2012
MAY 11, 2012
MAY 26, 2014
AUG 28, 2015
AUG 28, 2015
SEP 14, 2017
AUG 28, 2015
NOv 11, 2012
NOV 11, 2012
NOV 26, 2013
FEB 28, 2015
FEB 28, 2015
MAR 14, 2017
FEB 28, 2015
MAY 11, 2012
MAY 11, 2012
MAY 26, 2014
AUG 28, 2015
AUG 28, 2015
SEP 14, 2017
AUG 28, 2015
NOv 11, 2012
NOv 11, 2012

USE

U- 192

U- 138
U- 138

U- 468
U-192

U- 138
U- 138
U- 468
U- 139
U- 138
U- 138
U- 468
U-139
U- 138
U- 138
U- 468
U- 139
U- 138
U- 138
U- 468
U- 139
U- 138

U- 138
U- 468

EXCLUS
CODE

NPP
PED

M 25
PED

NDF
PED
M 25
PED

NDF
PED
M 25
PED

Page 12 of 31

EXCLUS
EXPI RES

MAY 20, 2006
NOv 20, 2006
OCT 02, 2010
OCT 02, 2008
MAY 12, 2006
NOV 12, 2006

FEB 25, 2003
AUG 25, 2003
MAY 12, 2006
NOvV 12, 2006

FEB 25, 2003
AUG 25, 2003
MAY 12, 2006
NOv 12, 2006



>ADD>

# represents patent

APPL/ PRCD

NUMBER

020872

020786

020180
020038

020101
020974
020974
021077

021077

004

001

001
001

001
001
002
001

002

PATENT TERM EXTENSI ON AND NEW PATENTS -

DOCKET NUMBER *95S- 0117

informati on submtted prior to 08/18/03

| NGREDI ENT NAME; TRADE NAME

FEXOFENADI NE HYDROCHLORI DE; ALLEGRA

FEXOFENADI NE HYDROCHLORI DE; ALLEGRA- D

FI NASTERI DE; PROSCAR
FLUDARABI NE PHOSPHATE; FLUDARA

FLUOXETI NE HYDROCHLORI DE; PROZAC
FLUOXETI NE HYDROCHLORI DE; PROZAC
FLUOXETI NE HYDROCHLORI DE; PROZAC
FLUTI CASONE PROPI ONATE; ADVAI R DI SKUS 100/ 50

FLUTI CASONE PROPI ONATE; ADVAI R DI SKUS 250/ 50

*PED and PED represent Pediatric Exclusivity

PATENT
NUMBER

#5578610
#5932247
#5855912
#6037353
#6113942
#6187791
#6399632
#5578610* PED
#5855912* PED
#5932247* PED
#6037353* PED
#6113942* PED
#6187791* PED
#6399632* PED
#5578610
#5855912
#6037353
#6039974
#6113942
#6187791
#6399632
#5578610* PED
#5855912* PED
#6037353* PED
#6113942* PED
#6187791* PED
#6399632* PED
#6046183
#4357324
#4357324* PED

#4335121
#5270305
#4992474
#5225445
#5126375
#5290815
#4335121* PED
#4335121
#5270305
#4992474
#5225445
#5126375
#5290815
#4335121* PED

PATENT/ PED EXCL

SEP

FEB
AUG

SEP
FEB
FEB
FEB
MAR
MAY

SEP
FEB
FEB
FEB
MAR
MAY

DECEMBER 03, 2003

EXPI RES

26,

28
14
28
11,
11,
26,
28,
28,

28

11,
11,
26,
28

14

31,
28,
11,
11,
26,
28,
14,
28,
11,
11,
20,
24,
24,

14
07,
12,
12,
12,
01,
14,
14,
07,
12,
12,
12,
01,
14,

2013
2015
2015
2017
2015
2012
2012
2014
2015
2015
2017
2015
2012
2012
2013
2015
2017
2018
2015
2012
2012
2014
2015
2017
2015
2012
2012
2011
2003
2003

2003
2010
2008
2008
2008
2011
2004
2003
2010
2008
2008
2008
2011
2004

USE
CODE

U- 139

U- 138
U- 138
U- 468
U- 139
U- 138
U- 138
U- 468
U- 138

U- 138
U- 468
U- 138

U- 138
U- 468

U- 387
U211
U211

U- 386
U- 387
U211
U-211

U- 386

EXCLUS
CODE

NDF
PED
M 25
PED

M 25
PED

NPP
PED
NPP
PED
NPP
PED

1-410

Page 13 of 31

EXCLUS
EXPI RES

FEB 25
AUG 25
MAY 12
NOV 12

2003
2003
2006
2006

MAY 12
NOV 12

2006
2006

JAN 03,
JUL 03,
JAN 03,
JUL 03,
JAN 03,
JUL 03,
AUG 24

2006
2006
2006
2006
2006
2006
2003

AUG 24

, 2003
NOV 17

2006



# represents patent

APPL/ PRCD

NUMBER

021077

019957
019958
020121

020548
020548
020548
020549
020549
020549
020833
020833
020833
020261
020261
021192
020961

003

001
001
001

001
002
003
001
002
003
001
002
003
001
002
001
001

PATENT TERM EXTENSI ON AND NEW PATENTS -

DOCKET NUMBER *95S- 0117

| NGREDI ENT NAME; TRADE NAME

FLUTI CASONE

FLUTI CASONE
FLUTI CASONE
FLUTI CASONE

FLUTI CASONE
FLUTI CASONE
FLUTI CASONE
FLUTI CASONE
FLUTI CASONE
FLUTI CASONE
FLUTI CASONE
FLUTI CASONE
FLUTI CASONE
FLUVASTATI N
FLUVASTATI N
FLUVASTATI N

PROPI ONATE; ADVAI R DI SKUS 500/ 50

PROPI ONATE; CUTI VATE
PROPI ONATE; CUTI VATE
PROPI ONATE; FLONASE

PROPI ONATE; FLOVENT

PROPI ONATE; FLOVENT

PROPI ONATE; FLOVENT

PROPI ONATE; FLOVENT

PROPI ONATE; FLOVENT

PROPI ONATE; FLOVENT

PROPI ONATE; FLOVENT DI SKUS 50
PROPI ONATE; FLOVENT DI SKUS 100
PROPI ONATE; FLOVENT DI SKUS 250
SCDI UM LESCOL

SODI UM LESCOL

SODI UM LESCOL XL

FOM VI RSEN SODI UM VI TRAVENE PRESERVATI

informati on submtted prior to 08/18/03

*PED and PED represent Pediatric Exclusivity

PATENT
NUMBER

#4335121
#5270305
#4992474
#5225445
#5126375
#5290815
#4335121* PED
#4335121
#4335121* PED
#4335121
#4335121* PED
#4335121
#4335121* PED

#4335121
#4335121* PED
#4335121
#4335121* PED
#4335121
#4335121* PED
#4335121
#4335121* PED
#4335121
#4335121* PED
#4335121
#4335121* PED
#4335121
#4335121* PED
#4335121
#4335121* PED
#4335121
#4335121* PED
#5354772
#5354772
#5354772
#5354772
#5354772
#5354772
#5442049
#5595978
#4689320
#5264423
#5276019

PATENT/ PED EXCL

SEP
FEB
FEB
FEB
MAR
MAY
MAY
VAY

MAY

VAY
MAY
MAY

6855606090262626263638

JAN

DECEMBER 03, 2003

EXPI RES

14
07,
12,
12,
12,
01,
14,
14,
14,
14,
14,
14,
14,

14
14
14
14
14
14
14,
14,
14,
14,
14,
14,
14,
14,
14,
14,
14,
14,
11,
11,
11,
11,
11,
11,
15,
15,
15,

04

2003
2010
2008
2008
2008
2011
2004
2003
2004
2003
2004
2003
2004

2003
2004
2003
2004
2003
2004
2003
2004
2003
2004
2003
2004
2003
2004
2003
2004
2003
2004
2011
2011
2011
2011
2011
2011
2012
2012
2004
2010
2011

USE
CODE

U- 387
U211
U211

U- 386

U- 409
U- 409
U- 409
U- 409
U- 409
U- 409
U- 409
U- 409
U- 409
U- 409
U- 409
U- 409
U- 109
U-413
U- 109
U- 413
U-413
U- 109

U- 522
U- 522
U- 522
U- 522

EXCLUS
CODE

D-76
PED
M 24
PED

1-394
| -394
| -394

Page 14 of 31

EXCLUS
EXPI RES

AUG 24, 2003

MAY 23, 2005
NOV 23, 2005
MAY 01, 2006
NOV 01, 2006

MAY 27, 2006
MAY 27, 2006
MAY 27, 2006



>ADD>

# represents patent

APPL/ PRCD

NUMBER

021345
020831

021548
019915

019915

019915

020286

020286

021489

076457
076457
021061
021061
021062
021062
021062
021062
021493

021399

021158

001
001

001
002

003

004

001

002

001

001
002
001
002
001
002
003
004
001

001

001

PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S-0117
informati on submtted prior to 08/18/03

| NGREDI ENT NAME; TRADE NAME

FONDAPARI NUX SODI UM ARl XTRA
FORMOTEROL FUMARATE; FORADI L

FOSAMPRENAVI R CALCI UM LEXI VA
FOSI NOPRI L SODI UM MONOPRI L

FOSI NOPRI L SODI UM MONOPRI L

FOSI NOPRI L SODI UM MONOPRI L

FOSI NOPRI L SODI UM MONOPRI L- HCT

FOSI NOPRI L SODI UM MONCOPRI L- HCT

GADOTERI DOL; PROHANCE MULTI PACK

GANCI CLOVI R, GANCI CLOVI R
GANCI CLOVI R; GANCI CLOVI R
GATI FLOXACI N, TEQUI N
GATI FLOXACI N; TEQUI N
GATI FLOXACI N, TEQUI N
GATI FLOXACI N, TEQUI N
GATI FLOXACI N; TEQUI N
GATI FLOXACI N, TEQUI N
GATI FLOXACI N, ZYMAR

GEFI TI NI B; | RESSA

GEM FLOXACI N MESYLATE; FACTI VE

*PED and PED represent Pediatric Exclusivity

PATENT
NUMBER

#6488027

#6436989
#6514953
#4337201
#5006344
#5006344* PED
#4337201* PED
#4337201
#5006344
#5006344* PED
#4337201* PED
#4337201
#5006344
#5006344* PED
#4337201* PED
#4337201
#5006344
#5006344* PED
#4337201* PED
#4337201
#5006344
#5006344* PED
#4337201* PED
#5474756
#6143274
#4885363
#5846519

#5880283
#4980470
#5457105
#5616582
#5770599
#6262071
#6331550
#6340689
#6455540
#5633262
#5776944
#5962468

PATENT/ PED EXCL

MAR

DEC
JUL

JUL
JAN
JUN

JUL
JAN
JUN

JUL

DEC
DEC
JAN
JAN
APR
SEP
SEP
SEP
SEP
JUN
JUN
JUN

DECEMBER 03, 2003

EXPI RES

08

24

15

04

10

10

04

04,
10,
10,
04,
04,
10,
10,
04,
04,
10,
10,
04,
04,
10,
10,
04,
12,
12,
05,
08,

05

15,
19,
19,
26,
21,
21,
14,
21,
15,
15,
15,

2019

2017
2019
2002
2009
2010
2003
2002
2009
2010
2003
2002
2009
2010
2003
2002
2009
2010
2003
2002
2009
2010
2003
2012
2012
2006
2015

2015
2009
2013
2013
2016
2019
2019
2019
2019
2015
2015
2015

USE
CODE

U- 257
U- 257

U- 536
U- 536

U- 513
U-511
U-512
U-511

U- 282

EXCLUS
CODE

I-397
| -342
NPP
NE

NPP
PED

NPP
PED

NPP
PED

PC
PC
| -329
| -329
1-329
| -329
| -329
1-329
NDF

Page 15 of 31

EXCLUS
EXPI RES

JUN 17, 2006
SEP 25, 2004
JUN 27, 2006
OCT 20, 2006

MAY 27, 2006
NOvV 27, 2006

MAY 27, 2006
NOv 27, 2006

MAY 27, 2006
NOV 27, 2006

FEB 16, 2004
FEB 16, 2004
17, 2005
17, 2005
17, 2005
17, 2005
17, 2005
17, 2005
MAR 28, 2006
DEC 17, 2004
MAY 05, 2008

satits

APR 04, 2008



# represents patent

APPL/ PRCD

NUMBER

020622
020622

076467
020329

020329
020329

021178

021178

021178

020239
020239
021282
019968
021532
021532
021532
020818
020387

020387

001
002

001
001

002
003

001

002

003

001
002
002
001
002
003
005
003
001

002

PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S-0117
informati on submtted prior to 08/18/03

| NGREDI ENT NAME; TRADE NAME

GLATI RAMER ACETATE; COPAXONE
GLATI RAMER ACETATE; COPAXONE

GLI PI ZI DE; GLI PI ZI DE
GLI PI ZI DE; GLUCOTROL XL

GLI PI ZI DE; GLUCOTROL XL
GLI PI ZI DE; GLUCOTROL XL

GLYBURI DE; GLUCOVANCE

GLYBURI DE; GLUCOVANCE

GLYBURI DE; GLUCOVANCE

GRANI SETRON HYDROCHLORI DE; KYTRI L
GRANI SETRON HYDROCHL ORI DE; KYTRI L
GUAI FENESI N, MUCI NEX

HALOBETASOL PROPI ONATE; ULTRAVATE
HYDROCHLOROTHI AZI DE; BENI CAR HCT
HYDROCHLOROTHI AZI DE; BENI CAR HCT
HYDROCHLOROTHI AZI DE; BENI CAR HCT
HYDROCHLOROTHI AZI DE; DI OVAN HCT
HYDROCHLOROTHI AZI DE; HYZAAR

HYDROCHLOROTHI AZI DE; HYZAAR

*PED and PED represent Pediatric Exclusivity

PATENT
NUMBER

6620847
#5981589
#6054430
#6342476
#6362161

6620847

#5091190
#5545413
#5091190
#5545413
#4612008
#5024843
#5082668
#5091190
#5545413
#5591454
#6303146
6303146* PED

#6303146
6303146* PED

#6303146
6303146* PED

#5952340
#5952340
#6372252
#4619921
#5616599

#5616599
#5616599

#5399578
#6294197
#5153197* PED
#5153197
#5153197
#5153197* PED

PATENT/ PED EXCL

MAY
MAY
MAY
MAY
MAY
MAY

SEP
JUL
SEP
JUL
SEP
SEP
SEP
SEP
JUL
JAN
JUL
JAN

JUL
JAN

JUL
JAN

SEP
SEP
APR
DEC
APR

APR
APR
MAR

JUN
APR

APR

DECEMBER 03, 2003

EXPI RES

24
24
24
24
24
24

05

21,
05

21,
16,
05

16,
05,
21,
07,
14,
14,

14
14

14
14

14
14
28
16,
01,

01,
01,

21,
18
06,
06,
06,
06,

2014
2014
2014
2014
2014
2014

2009
2008
2009
2008
2003
2009
2003
2009
2008
2014
2019
2020

2019
2020

2019
2020

2016
2016
2020
2004
2014

2014
2014

2012
2017
2010
2009
2009
2010

USE
CODE

U- 441
U-441

U-111
U-111
U-111
U-111

U-111
U111
U-111
U-412
U- 412

U- 412
U-412

U-412
U-412

U-519
U- 519
U- 489

U- 500
U- 500
U- 500

U-3
U-3
U- 538
U- 538
U- 538
U- 538

EXCLUS
CODE

PC

1 -368
PED
PED

| -368
PED
PED

| -368
PED

RBRBRS
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EXCLUS

EXPI RES

DEC

JUL
SEP
JAN
MAR
JUL
SEP
JAN
MAR
JUL
SEP
JAN
MAR

JUN
APR
JUN
APR
JUN
APR

20

19,

31,
30

30
31,
30
31,
30
31,
30,
31,
30,

05
25
05,
25
05
25,

2003

2003

2003
2005
2004
2006
2003
2005
2004
2006
2003
2005
2004
2006

2006
2007
2006
2007
2006
2007



# represents patent

APPL/ PRCD

NUMBER

021162
021162
020716
020453
021455

021472
021321

021335
021335
021588

021588

020367
021081
020563
020563
021425
021425
021528
020857
021003
021004
020241

020241

001
002
001
001
001

001
001

001
002
001

002

002
001
001
002
001
002
001
001
001
001
001

002

PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S-0117
informati on submtted prior to 08/18/03

| NGREDI ENT NAME; TRADE NAME

HYDROCHLOROTHI AZI DE; M CARDI S HCT
HYDROCHLOROTHI AZI DE; M CARDI S HCT
HYDROCODONE BI TARTRATE; VI COPROFEN
HYDROCORTI SONE PROBUTATE; PANDEL

| BANDRONATE SODI UM BONI VA

| BUPROFEN; | BUPROFEN
| CODEXTRI N; EXTRANEAL

I MATI Nl B MESYLATE; GLEEVEC
| MATI NI B MESYLATE; GLEEVEC
| MATI NI B MESYLATE; GLEEVEC

| MATI NI B MESYLATE; GLEEVEC

I M GLUCERASE; CEREZYME

I NSULI N GLARG NE; LANTUS

I NSULI N LI SPRO, HUVALOG

I NSULI N LI SPRO, HUVMALOG PEN

| OPROM DE; ULTRAVI ST ( PHARMACY
| OPROM DE; ULTRAVI ST ( PHARMACY
KETOROLAC TROVETHAM NE; ACULAR LS
LAM VUDI NE; COMBI VI R

LAM VUDI NE; EPI VI R- HBV

LAM VUDI NE; EPI VI R- HBV
LAMOTRI G NE; LAM CTAL

LAMOTRI G NE; LAM CTAL

*PED and PED represent Pediatric Exclusivity

PATENT
NUMBER

#6358986
#6358986
#6599531
#4794106
#4927814
#6143326
#6294196
#6251426
#6248726
#4761237
#4886789
#6077836

#5521184

#5521184

#5549982

#5474978
#5514646
#5474978
#5514646
#4364921
#4364921
#5110493
#5110493* PED
#5047407* PED
#5047407
#5047407
#5047407* PED
#5047407
#5047407* PED

PATENT/ PED EXCL

JAN
JAN
JUN
AUG
JUL
APR

JUN
JUN

DEC
JUN

MAY

VAY

AUG
JUN
JUN
MAY
MAR
MAR
MAY

MAY

VAY
MAY

DECEMBER 03, 2003

EXPI RES

10
10
10
28
09,
21,
07,
25,
19,
02,

20

28

28

27,

16,
07,
16,
07,
06,
06,
05,
05,
17,
17,
17,
17,
17,
17,

2020
2020
2017
2006
2007
2017
2019
2018
2018
2005
2006
2017

2013

2013

2013

2014
2013
2014
2013
2005
2005
2009
2009
2010
2009
2009
2010
2009
2010

USE
CODE

U- 520
U-520

U- 495
U- 495
U- 495
U- 495

U- 252

U- 534
U- 534
U- 534
U- 534
U- 498
U- 498

EXCLUS
CODE

1-392
| -392

1-376

1-392
|1 -376

I -392
D- 80

NP

| -387
| -404
| -387
| -404
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EXCLUS
EXPI RES

DEC 20

MAY 20
MAY 20
MAY 10
DEC 20
FEB 01,
MAY 10
MAY 20

DEC 20
FEB 01,
MAY 10
MAY 20

MAY 01

JAN 17,
JUN 20,
JAN 17,
JUN 20,

2008

2009

2006
2006
2006
2005
2009
2008
2006
2006
2005
2009
2008
2006

2006

2006

2006
2006
2006
2006
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PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 03, 2003
DOCKET NUMBER *95S- 0117

# represents patent information submtted prior to 08/18/03 *PED and PED represent Pediatric Exclusivity

>Al

SAl

>Al

SAl

>Al

>Al

SAl

>Al

>Al

SAl

vlivliv]iv]iv]iv)iv]iv]vlivo]e]
VIVIVIVIVIVIVIVIVIVIVIV

>Al

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE EXCLUS  EXCLUS
NUMBER NUMBER EXPI RES CODE CODE EXPI RES
020241 003 LAMOTRI G NE; LAM CTAL | -387 JAN 17, 2006
| -404 JUN 20, 2006
020241 004 LAMOTRI G NE; LAM CTAL | -387 JAN 17, 2006
|1 -404 JUN 20, 2006
020241 005 LAMOTRI G NE; LAM CTAL | -387 JAN 17, 2006
| -404 JUN 20, 2006
020241 006 LAMOTRI G NE; LAM CTAL | -387 JAN 17, 2006
| -404 JUN 20, 2006
020764 001 LAMOTRI G NE; LAM CTAL CD | -387 JAN 17, 2006
|1 -404 JUN 20, 2006
020764 002 LAMOTRI G NE; LAM CTAL CD | -387 JAN 17, 2006
| -404 JUN 20, 2006
020764 003 LAMOTRI G NE; LAM CTAL CD | -387 JAN 17, 2006
| -404 JUN 20, 2006
020764 004 LAMOTRI G NE; LAM CTAL CD | -387 JAN 17, 2006
|1 -404 JUN 20, 2006
021281 001 LANSOPRAZQOLE; PREVACI D #4628098 MAY 10, 2009
#4689333 JUL 29, 2005 U- 126
#5013743 FEB 12, 2010 U- 452
#5026560 JUN 25, 2008
#5045321 SEP 03, 2008
#5093132 SEP 03, 2008
#5433959 SEP 03, 2008
021281 002 LANSOPRAZOLE; PREVACI D #4628098 MAY 10, 2009
#4689333 JUL 29, 2005 U- 126
#5013743 FEB 12, 2010 U- 452
#5026560 JUN 25, 2008
#5045321 SEP 03, 2008
#5093132 SEP 03, 2008
#5433959 SEP 03, 2008
020905 001 LEFLUNOM DE; ARAVA NCE SEP 10, 2003
| -395 JUN 13, 2006
PED MAR 10, 2004
PED DEC 13, 2006
020905 002 LEFLUNOM DE; ARAVA NCE SEP 10, 2003
| -395 JUN 13, 2006
PED MAR 10, 2004
PED DEC 13, 2006
020905 003 LEFLUNOM DE; ARAVA NCE SEP 10, 2003
1-395 JUN 13, 2006
PED MAR 10, 2004
PED DEC 13, 2006
021488 001 LEUPRCLI DE ACETATE; ELI GARD #4938763 OCT 03, 2008 NP FEB 13, 2006
#5278201 JAN 11, 2011
#5324519 OCT 20, 2011
#5599552 FEB 04, 2014
#5733950 OCT 03, 2008
#5739176 OCT 03, 2008



Page 19 of 31

PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 03, 2003
DOCKET NUMBER *95S- 0117

# represents patent information submtted prior to 08/18/03 *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
021035 001 LEVETI RACETAM KEPPRA #4943639 JUN 06, 2006
021035 002 LEVETI RACETAM KEPPRA #4943639 JUN 06, 2006
021035 003 LEVETI RACETAM KEPPRA #4943639 JUN 06, 2006
021505 001 LEVETI RACETAM KEPPRA #4943639 JUN 06, 2006 NCE NOv 30, 2004
#4837223 JUN 06, 2006
>ADD> 020219 001 LEVOCABASTI NE HYDROCHLORI DE; LI VOSTI N #4369184 DEC 07, 2004
020634 001 LEVOFLOXACI N; LEVAQUI N | -393 MAY 23, 2006
D- 83 OCT 23, 2006
020634 002 LEVOFLOXACI N; LEVAQUI N 1-393 MAY 23, 2006
D- 83 OCT 23, 2006
020634 003 LEVOFLOXACI N; LEVAQUI N | -393 MAY 23, 2006
D- 83 OCT 23, 2006
020635 001 LEVOFLOXACI N; LEVAQUI N | -393 MAY 23, 2006
D- 83 OCT 23, 2006
>ADD> 020635 004 LEVOFLOXACI N; LEVAQUI N #5053407 DEC 20, 2010 1-393 MAY 23, 2006
>ADD> |1 -372 OCT 30, 2005
020635 002 LEVOFLOXACI N; LEVAQUI N | N DEXTROSE | -393 MAY 23, 2006
D- 83 OCT 23, 2006
020635 003 LEVOFLOXACI N; LEVAQUI N | N DEXTROSE | -393 MAY 23, 2006
D- 83 OCT 23, 2006
>ADD> 020635 005 LEVOFLOXACI N; LEVAQUI N | N DEXTROSE #5053407 DEC 20, 2010 1-393 MAY 23, 2006
>ADD> 1-372 OCT 30, 2005
021199 001 LEVOFLOXACI N; QUI XI'N #5053407 DEC 20, 2010
021301 001 LEVOTHYROXI NE SCODI UM LEVOXYL #6555581 FEB 15, 2022
021301 002 LEVOTHYROXI NE SODI UM LEVOXYL #6555581 FEB 15, 2022
021301 003 LEVOTHYROXI NE SODI UM LEVOXYL #6555581 FEB 15, 2022
021301 004 LEVOTHYROXI NE SCODI UM LEVOXYL #6555581 FEB 15, 2022
021301 005 LEVOTHYROXI NE SODI UM LEVOXYL #6555581 FEB 15, 2022
021301 006 LEVOTHYROXI NE SODI UM LEVOXYL #6555581 FEB 15, 2022
021301 007 LEVOTHYROXI NE SCODI UM LEVOXYL #6555581 FEB 15, 2022
021301 008 LEVOTHYROXI NE SODI UM LEVOXYL #6555581 FEB 15, 2022
021301 009 LEVOTHYROXI NE SODI UM LEVOXYL #6555581 FEB 15, 2022
021301 010 LEVOTHYROXI NE SCODI UM LEVOXYL #6555581 FEB 15, 2022
021301 011 LEVOTHYROXI NE SODI UM LEVOXYL #6555581 FEB 15, 2022
021301 012 LEVOTHYROXI NE SODI UM LEVOXYL #6555581 FEB 15, 2022
020612 001 L1 DOCAI NE; LI DODERM #5589180 MAR 17, 2009 U- 485
#5411738 MAY 02, 2012
#5827529 OCT 27, 2015 U- 486
#5709869 MAR 17, 2009 U- 485
#5601838 MAY 02, 2012 U- 488
>ADD> 021130 001 LI NEZOLI D; ZYVOX 6514529 MAR 15, 2021 NPP DEC 19, 2005
#6559305 JAN 29, 2021 | -402 JUL 22, 2006
>ADD> 021130 002 LI NEZOLI D; ZYVOX 6514529 MAR 15, 2021 NPP DEC 19, 2005
#6559305 JAN 29, 2021 I -402 JUL 22, 2006
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PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 03, 2003
DOCKET NUMBER *95S- 0117

# represents patent information submtted prior to 08/18/03 *PED and PED represent Pediatric Exclusivity
APPL/ PROD I NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE CODE EXPI RES
021131 001 LI NEZOLI D; ZYVOX #6559305 JAN 29, 2021 NPP DEC 19, 2005
1 -402 JUL 22, 2006
021132 001 LI NEZOLI D; ZYVOX #6559305 JAN 29, 2021 NPP DEC 19, 2005
1-402 JUL 22, 2006
019558 001 LI SI NOPRI L; PRI NI VI L NPP MAY 29, 2006
PED NOV 29, 2006
019558 002 LI SINOPRI L; PRI NI VI L NPP MAY 29, 2006
PED NOV 29, 2006
019558 003 LI SI NOPRI L; PRI NI VI L NPP MAY 29, 2006
PED NOV 29, 2006
019558 004 LI SI NOPRI L; PRI NI VI L NPP MAY 29, 2006
PED NOV 29, 2006
019558 006 LI SINOPRI L; PRI NI VI L NPP MAY 29, 2006
PED NOV 29, 2006
019777 001 LI SI NOPRI L; ZESTRI L PED NOv 29, 2006
NPP MAY 29, 2006
019777 002 LI SI NOPRI L; ZESTRI L PED NOV 29, 2006
NPP MAY 29, 2006
019777 003 LI SI NOPRI L; ZESTRI L PED NOV 29, 2006
NPP MAY 29, 2006
019777 004 LI SI NOPRI L; ZESTRI L PED NOvV 29, 2006
NPP MAY 29, 2006
019777 005 LI SI NOPRI L; ZESTRI L PED NOV 29, 2006
NPP MAY 29, 2006
019777 006 LI SI NOPRI L; ZESTRI L PED NOV 29, 2003
NPP MAY 29, 2006
021226 001 LOPI NAVI R; KALETRA #6521651 NOv 01, 2017
019658 002 LORATADI NE; CLARI TI N #4659716 APR 21, 2004 U 142
#4659716* PED CCT 21, 2004 U 142
#4863931 SEP 15, 2008
#4863931* PED MAR 15, 2009
020641 002 LORATADI NE; CLARI TI N #4659716 APR 21, 2004 U 142
#4659716* PED CCT 21, 2004 U 142
#4863931 SEP 15, 2008
#4863931* PED MAR 15, 2009
#6132758 JUN 01, 2018
020704 002 LORATADI NE; CLARI TI N REDI TABS #4659716 APR 21, 2004 U 142
#4659716* PED CCT 21, 2004 U 142
#4863931 SEP 15, 2008
#4863931* PED MAR 15, 2009
019670 002 LORATADI NE; CLARI TI N- D #4659716 APR 21, 2004 U 142
#4659716* PED CCT 21, 2004 U 142
#4863931 SEP 15, 2008

#4863931* PED MAR 15, 2009



SAl
>Al
>Al
SAl
>Al
>Al
SAl
>Al

vjivliv]iv]iv]ivliv)iw)
VIVIVIVIVIVIVIV

# represents patent

APPL/ PRCD

NUMBER

020470

075209
075822
075706
076050
020386

020386
020386
021487
021487
021487
021487

021410
021410
021410
021410
021410
021202
021259
021259
019962
019962
019962

019962
021348

076119
076119
076204
076204
021085

002

001
001
001
001
001

002
003
001
002
003
004

001
002
003
004
005
004
002
003
001
002
003

004
001

001
002
001
002
001

PATENT TERM EXTENSI ON AND NEW PATENTS -

DOCKET NUMBER *95S- 0117

| NGREDI ENT NAME; TRADE NAME

LORATADI NE; CLARI TI N-D 24 HOUR

LORATADI NE; LORATADI NE
LORATADI NE; LORATADI NE
LORATADI NE; LORATADI NE AND PSEUD
LORATADI NE; LORATADI NE AND PSEUD
LOSARTAN POTASSI UM COZAAR

LOSARTAN POTASSI UM COZAAR
LOSARTAN POTASSI UM COZAAR
MEVANTI NE HYDROCHL ORI DE; NAMENDA
MEMANTI NE HYDROCHLORI DE; NAMENDA
MEVANTI NE HYDROCHL ORI DE; NAMENDA
MEVANTI NE HYDROCHL ORI DE; NAMENDA

METFORM N HYDROCHL ORI DE; AVANDAMET
METFORM N HYDROCHLORI DE; AVANDAMET
METFORM N HYDROCHLORI DE; AVANDAMET
METFORM N HYDROCHL ORI DE; AVANDAMET
METFORM N HYDROCHLORI DE; AVANDAMET
METFORM N HYDROCHLORI DE; GLUCOPHACGE XR
METHYLPHENI DATE HYDROCHLCRI DE; METADATE CD
METHYLPHENI DATE HYDROCHLORI DE; METADATE CD
METOPROLOL SUCCI NATE; TOPROL- XL

METOPROLOL SUCCI NATE; TOPROL- XL

METOPROLOL SUCCI NATE; TOPROL- XL

METOPROLOL SUCCI NATE; TOPROL- XL
M GLUSTAT; ZAVESCA

M RTAZAPI NE; M RTAZAPI NE

M RTAZAPI NE; M RTAZAPI NE

MOEXI PRI L HYDROCHLORI DE; MOEXI PRI L HCL
MOEXI PRI L HYDROCHLORI DE; MOEXI PRI L HCL
MOXI FLOXACI N HYDROCHL ORI DE; AVELOX

informati on submtted prior to 08/18/03

*PED and PED represent Pediatric Exclusivity

PATENT
NUMBER

#4659716
#4659716* PED
#4863931
#4863931* PED
#5314697
#5314697* PED

#5210079
#5210079* PED
#5210079
#5210079* PED
#5210079
#5210079* PED
#5061703
#5614560
#5061703
#5614560
#5061703
#5614560
#5061703
#5614560

#6475521
#6344215
#6344215
#5081154
#5081154
#5081154
#4927640
#5081154
#5472969
#5525616

PATENT/ PED EXCL

APR

SEP
MAR

APR

MAY
MAY
MAY
APR

APR
MAR
APR
MAR
APR
MAR

DECEMBER 03, 2003

EXPI RES

21,
21,
15,
15
23
23

11,
11,
11,
11,
11,
11,
11,
25,
11,
25,
11,
25,
11,
25,

19,
27,
27,
19,
19,
19,
22,
19,
13,
11,

2004
2004
2008
2009
2012
2013

2010
2010
2010
2010
2010
2010
2010
2014
2010
2014
2010
2014
2010
2014

2018
2020
2020
2008
2008
2008
2007
2008
2013
2013

USE
CODE

U- 142
U- 142

U- 496
U- 496
U- 496
U- 496
U- 496
U- 496
U- 539
U- 539
U- 539
U- 539
U- 539
U- 539
U- 539
U-539

U- 107

EXCLUS
CODE

PC
PC
PC

| -385

Page 21 of 31

EXCLUS
EXPI RES

JUL 21, 2003
AUG 09, 2003
NOv 29, 2003
JUL 30, 2003
SEP 17, 2005

SEP 17, 2005
SEP 17, 2005
OCT 16, 2008
OCT 16, 2008
OCT 16, 2008
OCT 16, 2008

MAY 25, 2004
MAY 25, 2004
MAY 25, 2004
MAY 25, 2004
MAY 25, 2004
OCT 13, 2003
APR 03, 2004
APR 03, 2004

JUL 31, 2008
JUL 31, 2010
JUN 16, 2003
JUN 16, 2003
SEP 21, 2003
SEP 21, 2003
FEB 28, 2006



>ADD>
>ADD>

# represents patent

APPL/ PRCD

NUMBER

021277

021598

021204
021204
020778

020779

021503

020636
020933
021330
021330
020076
020076
020076
019983

019983
021498

001

001

001
002
001

001

001

001
001
001
002
004
005
006
003

004
001

PATENT TERM EXTENSI ON AND NEW PATENTS -

DOCKET NUMBER *95S- 0117

| NGREDI ENT NAME; TRADE NAME

MOXI FLOXACI N HYDROCHLORI DE; AVELOX | N SODI UM CHL

MOXI FLOXACI N HYDROCHLORI DE; VI GAMOX

NATEGLI NI DE; STARLI X
NATEGLI NI DE; STARLI X
NELFI NAVI R MESYLATE; VI RACEPT

NELFI NAVI R MESYLATE; VI RACEPT

NELFI NAVI R MESYLATE; VI RACEPT

NEVI RAPI NE; VI RAMUNE

NEVI RAPI NE; VI RAMUNE

NI COTI NE PCLACRI LEX; COWM T
NI COTI NE POLACRI LEX; COWM T
NI COTI NE; HABI TROL

NI COTI NE; HABI TROL

NI COTI NE; HABI TROL

NI COTI NE; PROSTEP

NI COTI NE; PROSTEP
NI TAZOXANI DE; ALI NI A

informati on submtted prior to 08/18/03

*PED and PED represent Pediatric Exclusivity

PATENT
NUMBER

#4990517
#5607942
#5849752
#4990517
#5607942
#5849752
#4990517* PED
#5607942* PED
#5849752* PED
#6559188
#6559188
#5484926
#5952343
#6162812
5952343* PED
5484926* PED
6162812* PED
#5484926
#5952343
#6162812
5484926* PED
5952343* PED
6162812* PED
#5484926
5484926* PED
#5952343
5952343* PED
6162812
6162812* PED
#5366972
#5366972* PED
#5366972
#5366972* PED
#5110605
#5110605
#4597961
#5016652
#4597961
#5016652
#4597961
#5016652
#4946853
#4946853
#5387598
#5578621
#5965590
#5968961
#6020353
#6117894

PATENT/ PED EXCL

JUN

JUN

SEP

DECEMBER 03, 2003

EXPI RES

30

04

05,
30

04

05,
30,
04,
05,
17,
17,
07,
07,
07,
07,
07,
07,
07,
07,
07,
07,
07,
07,
07,
07,
07,
07,
07,

22,
22,
22,
22,
21,
21,
23,
21,
23,
21,
23,
21,
07,
07,
07,
08,
03,

08
07,

2009
2014
2016
2009
2014
2016
2009
2014
2017
2019
2019
2013
2013
2013
2014
2014
2014
2013
2013
2013
2014
2014
2014
2013
2014
2013
2014
2013
2014
2011
2012
2011
2012
2010
2010
2005
2008
2005
2008
2005
2008
2007
2007
2012
2014
2017
2017
2014
2017

USE
CODE

U-298
U- 298
U-298

U- 257
U- 248
U- 257

U- 248

U- 257
U- 248

U- 257
U- 248

U- 257
U- 257
U- 248
U- 248
U- 167

U- 56
U- 56
U- 56

U- 56
U- 56
U- 524
U- 525
U- 523

EXCLUS
CODE

1 -385
NDF
PED

1-411
1-411

Page 22 of 31

EXCLUS
EXPI RES

FEB 28, 2006

APR 15
OCT 15

2006
2006

CCT 20
CCT 20

2006
2006



# represents patent

APPL/ PRCD

NUMBER

021232
021232
021232

020845
020845
020799
019921

020592
020592
020592
020592
020592
020592
021286
021286
021286
021229

020007
020766

020776
017577

018211

001
002
003

002
003
001
001

001
002
003
004
005
006
002
001
003
001

003
001

001
001

001

PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S-0117
informati on submtted prior to 08/18/03

| NGREDI ENT NAME; TRADE NAME

NI Tl SI NONE; ORFADI N
NI TI' SI NONE; ORFADI N
NI TI SI NONE; ORFADI N

NI TRI C OXI DE; | NOVAX
NI TRI C OXI DE; | NOVAX
OFLOXACI N, FLOXI N
OFLOXAC!I N; OCUFLOX

OLANZAPI NE; ZYPREXA
OLANZAPI NE; ZYPREXA
OLANZAPI NE; ZYPREXA
OLANZAPI NE; ZYPREXA
OLANZAPI NE; ZYPREXA
OLANZAPI NE; ZYPREXA
OLMESARTAN MEDOXOM L; BENEVAS
OLMESARTAN MEDOXOM L; BENI CAR
OLMESARTAN MEDOXOM L; BENI CAR
OVEPRAZOLE MAGNESI UM PRI LOSEC

ONDANSETRON HYDROCHLORI DE; ZOFRAN PRESERVATI VE

ORLI STAT; XENI CAL

OXAPROZI N POTASSI UM DAYPRO ALTA
OXYBUTYNI N CHLORI DE; DI TROPAN

OXYBUTYNI N CHLORI DE; DI TROPAN

*PED and PED represent Pediatric Exclusivity

PATENT
NUMBER

#5006158
#5550165
#5006158
#5550165
#5006158
#5550165
#5873359
#5873359

#4382892
#4551456
#4382892* PED
#4551456* PED

#5616599
#5616599
#5616599
#4738974
#5900424
#4786505
#4853230
#5690960
#5817338
#5753265
#6403616
#6428810
#4786505* PED
#4853230* PED
#4695578
#4753789
#4598089
#6004996
4598089* PED
6004996* PED
#6030643

PATENT/ PED EXCL

APR
AUG
APR
AUG
APR
AUG
JAN
JAN

SEP

MAR
MAY

APR
APR
APR
APR

JUL

DECEMBER 03, 2003

EXPI RES

09,

09,
27,
09,
27,
23
23

02,

02,
14

01,
01,
01,
19,
04
20
20,
25,
06,
07,
15,
03,
20,
20,
25,
24,
18,
06,

06,
16,

2008
2013
2008
2013
2008
2013
2013
2013

2003
2003
2004
2004

2014
2014
2014
2005
2016
2007
2007
2014
2015
2015
2019
2019
2007
2007
2005
2006
2009
2018
2009
2018
2017

USE
CODE

U- 297
U- 297

U- 80
U- 80

U- 500
U- 500
U- 500

U- 44

U- 497

EXCLUS

CODE

D- 84
PED

I -400
I -400
I -400
I -400
I -400
I -400

RTO

PED

NPP
PED
NPP
PED
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EXCLUS

EXPI RES

SEP
MAY
NOV

JUL
JUL
JUL
JUL
JUL
JUL

JUN

APR

a3

APR

g

30
22,
22,

10
10
10
10
10
10

20

23
23

15
15,
15
15

2006
2003
2003

2006
2006
2006
2006
2006
2006

2006

2004
2004

2006
2006
2006
2006



>ADD>

# represents patent

APPL/ PRCD

NUMBER

020897
020897
020897
021351
021372
020987
020987
020988
020819
075356
075356
075356
075356
020936
020936
020936

021299

021299

021299

021299

021106

021106

001
002
003
002
001
001
002
001
001
001
002
003
004
001
002
003

001

002

003

004

001

002

PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S-0117
informati on submtted prior to 08/18/03

| NGREDI ENT NAME; TRADE NAME

OXYBUTYN N
OXYBUTYNI N
OXYBUTYNI N

OXYBUTYN N

CHLCORI DE; DI TROPAN XL
CHLORI DE; DI TROPAN XL
CHLORI DE; DI TROPAN XL
OXYTROL

PALONOSETRON HYDROCHLORI DE; ALOX
PANTOPRAZOLE SODI UM PROTONI X
PANTOPRAZOLE SODI UM PROTONI X
PANTOPRAZOLE SODI UM PROTONI X |V
PARI CALCI TOL; ZEMPLAR

PAROXETI NE
PAROXETI NE
PAROXETI NE
PAROXETI NE
PAROXETI NE
PAROXETI NE
PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

PAROXETI NE

HYDROCHL ORI DE; PAROXETI N
HYDROCHL ORI DE; PAROXETI N
HYDROCHL ORI DE; PAROXETI N
HYDROCHL ORI DE; PAROXETI N
HYDROCHLORI DE; PAXIL CR

E HCL
E HCL
E HCL
E HCL

HYDROCHLORI DE; PAXI L CR
HYDROCHLORI DE; PAXI L CR
MESYLATE; PAROXETI NE MESYLATE

MESYLATE; PAROXETI NE MESYLATE
MESYLATE; PAROXETI NE MESYLATE

MESYLATE; PAROXETI NE MESYLATE

PEGVI SOVANT; SOVAVERT

PEGVI SOVANT; SOVAVERT

*PED and PED represent Pediatric Exclusivity

PATENT
NUMBER

#5164190
#5601839
#5834010
#5202333
#4758579
#4758579
#4758579

6361758

#6548084
#6548084* PED
#6548084
#6548084* PED
#6548084
#6548084* PED
#5874447
#5874447
#5874447
#5874447
#5874447
#5874447
#5874447
#5874447
#5874447
#5874447
#5874447
#5874447
#6057292
#5849535
#5958879
#5350836
#5681809
#6583115
#6057292
#5849535
#5958879
#5350836
#5681809
#6583115

PATENT/ PED EXCL

DEC
APR
APR
APR
JUL
JUL
JUL
APR

JUL
JAN
JUL
JAN
JUL
JAN
JUN
JUN
JUN
JUN
JUN
JUN
JUN
JUN
JUN
JUN
JUN
JUN
SEP
SEP
SEP
SEP
SEP
SEP
SEP
SEP
SEP
SEP
SEP
SEP

DECEMBER 03, 2003

EXPI RES

11,
26,
26,
13
19,
19,
19,
08,

19,
19,
19,
19,
19,
19,
10,
10,
10,
10,
10,
10,
10,
10,
10,
10,
10,
10,
21,
21,
27,
27,
27,
27,
21,
21,
27,
27,
27,
27,

2010
2015
2015
2010
2010
2010
2010
2018

2016
2017
2016
2017
2016
2017
2017
2017
2017
2017
2017
2017
2017
2017
2017
2017
2017
2017
2015
2015
2011
2011
2011
2011
2015
2015
2011
2011
2011
2011

USE
CODE

U- 528

U- 286
U-518
U- 46
U- 286
U-518
U- 46
U- 286
U-518
U- 46
U- 286
U-518
U- 46
U- 507

U- 507
U- 507
U- 507
U- 507
U- 507

U- 507
U- 507
U- 507
U- 507

EXCLUS
CODE

NPP
PED
NPP
PED
NPP
PED
NDF

NCE

EXCLUS

EXPI RES

MAR
MAR

MAR
MAR

15
15
15,
15
15
15,
26,

25

06,
06,
06,
06,
28

28
28

25
25

25
25

Page 24 of 31

2006
2006
2006
2006
2006
2006
2006

2008

2004
2004
2004
2004
2006

2006
2006

2008
2010

2008
2010



# represents patent

APPL/ PRCD

NUMBER

021106

020629

076061
076061
076061
020184
020184
020184
021073
021073
021073

020451

074726
021416
021416
021416
021438
021438
020973
020973
019901
019901
019901
019901
020903

020903

021546

003

001

001
002
003
001
002
003
001
002
003

001

003
001
002
003
001
002
001
002
001
002
003
004
001

002

001

PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S-0117
informati on submtted prior to 08/18/03

| NGREDI ENT NAME; TRADE NAME

PEGVI SOVANT; SOVAVERT

PENCI CLOVI R SODI UM DENAVI R

PERGCLI DE MESYLATE; PERGCLI DE MESYLATE
PERGOLI DE MESYLATE; PERGOLI DE MESYLATE
PERGOLI DE MESYLATE; PERGOLI DE MESYLATE
PERI NDOPRI L ERBUM NE; ACEON

PERI NDOPRI L ERBUM NE; ACEON

PERI NDOPRI L ERBUM NE; ACEON

Pl OGLI TAZONE HYDROCHLORI DE; ACTCS

Pl OGLI TAZONE HYDROCHLORI DE; ACTOS

Pl OGLI TAZONE HYDROCHLORI DE; ACTOS

PORFI MER SODI UM PHOTCOFRI N

POTASSI UM CHLORI DE; KLOR- CON ML5
PROPAFENONE HYDROCHLORI DE; RYTHMOL SR
PROPAFENONE HYDROCHLORI DE; RYTHMOL SR
PROPAFENONE HYDROCHLORI DE; RYTHMOL SR
PROPRANOLOL HYDROCHLORI DE; | NNOPRAN XL
PROPRANOLOL HYDROCHLORI DE; | NNOPRAN XL
RABEPRAZOLE SODI UM ACl PHEX
RABEPRAZOLE SODI UM ACI PHEX

RAM PRI L; ALTACE

RAM PRI L; ALTACE

RAM PRI L; ALTACE

RAM PRI L; ALTACE

RI BAVI RI N; REBETOL

RI BAVI RI N; REBETOL

RI BAVI RI N; REBETOL

*PED and PED represent Pediatric Exclusivity

PATENT
NUMBER

#6057292
#5849535
#5958879
#5350836
#5681809
#6583115
#6469015
#6573378
#6579981

5162362
5162362
5162362
#4687777
#4687777
#4687777
#6150384

#5681588
#5681588
#5681588
#6500454
#6500454
#5045552
#5045552
#5403856
#5403856
#5403856
#5403856
#6524570
#6524570* PED

#6472373
#6472373* PED
#6461605
#6461605* PED
#6172046
#6172046* PED
#6063772
#6063772* PED
#5767097
#5767097* PED

PATENT/ PED EXCL

SEP
SEP
SEP
SEP
SEP
SEP

SEP
JUN

JAN
JAN
JAN
JUN

SEP
MAR

MAY
SEP

JAN
JUL
JAN
JUL

DECEMBER 03, 2003

EXPI RES

21,
21,
27,
27,
27,
27,
22,
24,
17,

10
10
10
17,
17,
17,
19,

28
28
28
31,
31,
08
08,
04,
04,
04,
04,
01,
01,

21,
21,
01,
01,
21,
21,
23,

23
23

2015
2015
2011
2011
2011
2011
2019
2010
2020

2009
2009
2009
2011
2011
2011
2016

2014
2014
2014
2022
2022
2013
2013
2012
2012
2012
2012
2016
2017

2017
2018
2016
2017
2017
2018
2016
2016
2016
2016

USE
CODE

U- 507

U- 507
U- 507
U- 507
U- 507
U-501

U- 501

U-531
U- 531
U- 531

U- 419

U- 385
U- 385
U-71
U 71
U-71
U-71
U- 499
U- 499

U- 521
U- 521
U- 521
U- 521
U- 521
U- 521
U- 521
U- 521
U- 521
U-521

EXCLUS
CODE

NPP

PC
PC
PC

M 26

PED
M 26

PED
NDF
PED

PED
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EXCLUS
EXPI RES

MAR 25, 2008
MAR 25, 2010

OCT 10, 2006

MAY 31, 2003
MAY 31, 2003
MAY 31, 2003

AUG 01, 2006
AUG 01, 2010
DEC 24, 2003
SEP 04, 2006
SEP 04, 2006
SEP 04, 2006
MAR 12, 2006
MAR 12, 2006

MAR 06, 2005
JUL 29, 2010
JAN 29, 2011
MAR 06, 2005
JUL 29, 2010
JAN 29, 2011
JUL 29, 2006
JAN 29, 2007
JUL 29, 2010
JAN 29, 2011



>ADD>

>ADD>

>ADD>

# represents patent

APPL/ PRCD

NUMBER

020835
020835
020835

021444

021444

021444

021346

021346

021346

001
002
003

001

002

003

001

002

003

PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S-0117
informati on submtted prior to 08/18/03

| NGREDI ENT NAME; TRADE NAME

RI SEDRONATE SODI UM ACTONEL
RI SEDRONATE SODI UM ACTONEL
RI SEDRONATE SODI UM ACTONEL

RI SPERI DONE; RI SPERDAL

RI SPERI DONE; RI SPERDAL

RI SPERI DONE; RI SPERDAL

Rl SPERI DONE; Rl SPERDAL CONSTA

RI SPERI DONE; RI SPERDAL CONSTA

RI SPERI DONE; RI SPERDAL CONSTA

PATENT
NUMBER

#6096342
#6096342
#5583122
#6096342
#6165513
#4804663
#5648093
#6224905
#4804663
#5648093
#6224905
#4804663
#5648093
#6224905

#4804663
#5688801
#5770231
#5965168
#6110921
#5792477
#5916598
#6110503
#6194006
#6264987
#4804663
#5688801
#5770231
#5965168
#6110921
#5792477
#5916598
#6110503
#6194006
#6264987
#4804663
#5688801
#5770231
#5965168
#6110921
#5792477
#5916598
#6110503
#6194006
#6264987

PATENT/ PED EXCL

DEC
JUN

JUL
JUN

JUL
JUN
DEC
JUL
JUN

DECEMBER 03, 2003

EXPI RES

22,
22,
10
22,
10
29,
15,
10,
29,
15,

29,
15
10

29,
18
19,
19,

02,
02,
02,
30
19,
29,
18,
19,
19,
19,
02,
02,
02,
30,
19,
29,
18,
19,
19,
19,
02,
02,
02,
30,
19,

2011
2011
2013
2011
2018
2007
2014
2017
2007
2014
2017
2007
2014
2017

2007
2014
2013
2013
2013
2017
2017
2017
2018
2020
2007
2014
2013
2013
2013
2017
2017
2017
2018
2020
2007
2014
2013
2013
2013
2017
2017
2017
2018
2020

USE
CODE

U-222

U-516

U-516
U-516

U-516

U-516
U-516

*PED and PED represent Pediatric Exclusivity

EXCLUS

CODE

NDF

NDF

NDF

Page 26 of 31

EXCLUS
EXPI RES

MAR 03

MAR 03

MAR 03

OCT 29,

OCT 29,

OCT 29,

2005

2005

2005

2006

2006

2006
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PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 03, 2003
DOCKET NUMBER *95S- 0117

# represents patent information submtted prior to 08/18/03 *PED and PED represent Pediatric Exclusivity
APPL/ PROD I NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE CODE EXPI RES

021042 001 ROFECOXI B; VI OXX M 27 AUG 06, 2006
021042 002 ROFECOXI B; VI OXX M 27 AUG 06, 2006
021042 003 ROFECOXI B; VI OXX M 27 AUG 06, 2006
021052 001 ROFECOXI B; VI OXX M 27 AUG 06, 2006
021052 002 ROFECOXI B; VI OXX M 27 AUG 06, 2006
020658 006 ROPI NI ROLE HYDROCHL ORI DE; REQUI P #4824860 MAY 19, 2008
020658 007 ROPI NI ROLE HYDROCHLORI DE; REQUI P #4824860 MAY 19, 2008
021071 002 ROSI GLI TAZONE MALEATE; AVANDI A | -384 FEB 27, 2006
021071 003 ROSI GLI TAZONE MALEATE; AVANDI A | -384 FEB 27, 2006
021071 004 ROSI GLI TAZONE MALEATE; AVANDI A 1-384 FEB 27, 2006
021366 002 ROSUVASTATI N CALCI UM CRESTOR #RE37314 JUN 12, 2012 NCE AUG 12, 2008
#6589959 DEC 23, 2019
#6316460 AUG 04, 2020
021366 003 ROSUVASTATI N CALCI UM CRESTOR #RE37314 JUN 12, 2012 NCE AUG 12, 2008
#6589959 DEC 23, 2019
#6316460 AUG 04, 2020
021366 004 ROSUVASTATI N CALCI UM CRESTOR #RE37314 JUN 12, 2012 NCE AUG 12, 2008
#6589959 DEC 23, 2019
#6316460 AUG 04, 2020
021366 005 ROSUVASTATI N CALCI UM CRESTOR #RE37314 JUN 12, 2012 NCE AUG 12, 2008
#6589959 DEC 23, 2019
#6316460 AUG 04, 2020
019414 001 RUBI DI UM CHLORI DE RB- 82; CARDI OGEN- 82 #4562829 MAY 01, 2004 U- 503
021136 001 SECRETI N, SECREFLO NP APR 04, 2005
ODE APR 04, 2009
| -408 NOv 01, 2005
019839 001 SERTRAL| NE HYDROCHLORI DE; ZOLOFT 1-261 FEB 07, 2006
019839 002 SERTRALI NE HYDROCHLORI DE; ZOLOFT 1-261 FEB 07, 2006
019839 003 SERTRAL| NE HYDROCHLORI DE; ZOLOFT 1-261 FEB 07, 2006
019839 004 SERTRAL| NE HYDROCHLORI DE; ZOLOFT 1-261 FEB 07, 2006
019839 005 SERTRALI NE HYDROCHLORI DE; ZOLOFT 1-261 FEB 07, 2006
020990 001 SERTRALI NE HYDROCHLORI DE; ZOLOFT 1-261 FEB 07, 2006
020926 001 SEVELAMER HYDROCHLORI DE; RENAGEL #6509013 AUG 13, 2013
021179 001 SEVELAMER HYDROCHLORI DE; RENAGEL #6509013 AUG 13, 2013
021179 002 SEVELAMER HYDROCHLORI DE; RENAGEL #6509013 AUG 13, 2013
019766 001 S| M\VASTATI N, ZOCOR 1 -390 APR 16, 2006
019766 002 SI MVASTATI N; ZOCOR -390 APR 16, 2006
019766 003 SI M\VASTATI N, ZOCOR I -390 APR 16, 2006
019766 004 S| M\VASTATI N, ZOCOR 1 -390 APR 16, 2006
019766 005 SI MVASTATI N; ZOCOR -390 APR 16, 2006
021083 001 S| ROLI MUS; RAPAMUNE | -386 APR 11, 2006
021110 001 S| ROLI MUS; RAPAMUNE | - 386 APR 11, 2006
021110 002 SI ROLI MUS; RAPAMUNE #5100899 JUN 06, 2009 U- 290 NCE SEP 15, 2004
#5212155 MAY 18, 2010 U- 291 | -386 APR 11, 2006
#5308847 MAY 03, 2011 U- 292
#5403833 APR 04, 2012 U- 293

#5989591 MAR 11, 2018
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PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 03, 2003
DOCKET NUMBER *95S- 0117

# represents patent information submtted prior to 08/18/03 *PED and PED represent Pediatric Exclusivity
APPL/ PROD I NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE CODE EXPI RES
020231 001 SODI UM FLUCRI DE; COLGATE TOTAL #5288480 JUL 16, 2008
020280 007 SOVATROPI N RECOVBI NANT; GENOTROPI N ODE OCT 31, 2004
020280 001 SOVATROPI N RECOMBI NANT; GENOTROPI N PRESERVAT ODE OCT 31, 2004
020280 002 SOVATROPI N RECOVBI NANT; GENOTROPI N PRESERVAT CDE OCT 31, 2004
020280 003 SOVATROPI N RECOMBI NANT; GENOTROPI N PRESERVAT ODE OCT 31, 2004
020280 005 SOVATROPI N RECOMBI NANT; GENOTROPI N PRESERVAT ODE OCT 31, 2004
020280 008 SOVATROPI N RECOVBI NANT; GENOTROPI N PRESERVAT CDE OCT 31, 2004
020280 009 SOVATROPI N RECOMBI NANT; GENOTROPI N PRESERVAT ODE OCT 31, 2004
020280 010 SOVATROPI N RECOMBI NANT; GENOTROPI N PRESERVAT ODE OCT 31, 2004
020280 011 SOVATROPI N RECOVBI NANT; GENOTROPI N PRESERVAT CDE OCT 31, 2004
020280 012 SOVATROPI N RECOMBI NANT; GENOTROPI N PRESERVAT ODE OCT 31, 2004
020280 013 SOVATROPI N RECOMBI NANT; GENOTROPI N PRESERVAT ODE OCT 31, 2004
019640 001 SOVATROPI N RECOVBI NANT; HUVATROPE 1-398 JUL 25, 2006
019640 004 SOVATROPI N RECOMBI NANT; HUMATROPE |-398 JUL 25, 2006
019640 005 SOVATROPI N RECOVBI NANT; HUMATROPE 1-398 JUL 25, 2006
019640 006 SOVATROPI N RECOVBI NANT; HUVATROPE 1-398 JUL 25, 2006
019640 007 SOVATROPI N RECOMBI NANT; HUMATROPE |-398 JUL 25, 2006
021148 001 SOVATROPI N RECOVBI NANT; NORDI TROPI N #5633352 MAY 27, 2014
#5849700 DEC 15, 2015 U- 340
#5849704 DEC 15, 2015
021148 002 SOVATROPI N RECOVBI NANT; NORDI TROPI N #5633352 MAY 27, 2014
#5849700 DEC 15, 2015 U- 340
#5849704 DEC 15, 2015
021148 003 SOVATROPI N RECOVBI NANT; NORDI TROPI N #5633352 MAY 27, 2014
#5849700 DEC 15, 2015 U- 340
#5849704 DEC 15, 2015
021151 005 SOTALOL HYDROCHLORI DE; BETAPACE AF NP FEB 22, 2003
PED AUG 22, 2003
021151 006 SOTALOL HYDROCHLORI DE; BETAPACE AF NP FEB 22, 2003
PED AUG 22, 2003
021151 007 SOTALOL HYDRCCHLORI DE; BETAPACE AF NP FEB 22, 2003
PED AUG 22, 2003
020413 001 STAVUDI NE; ZERI T #4978655 JUN 24, 2008
#4978655* PED DEC 24, 2008
021453 001 STAVUDI NE; ZERI T XR #4978655 JUN 24, 2008 U 248 NDF DEC 31, 2005
#4978655* PED DEC 24, 2008 U 248 PED JUL 01, 2006
021453 002 STAVUDI NE; ZERI T XR #4978655 JUN 24, 2008 U- 248 NDF DEC 31, 2005
#4978655* PED DEC 24, 2008 U 248 PED JUuL 01, 2006
021453 003 STAVUDI NE; ZERI T XR #4978655 JUN 24, 2008 U 248 NDF DEC 31, 2005
#4978655* PED DEC 24, 2008 U- 248 PED JUL 01, 2006
021453 004 STAVUDI NE; ZERI T XR #4978655 JUN 24, 2008 U 248 NDF DEC 31, 2005
#4978655* PED DEC 24, 2008 U 248 PED JUL 01, 2006
020600 001 TAZAROTENE; TAZORAC #5914334 JUN 07, 2014 U- 517

#6258830 JUN 07: 2014 U-517



# represents patent

APPL/ PRCD

NUMBER

020600

020372
020850
020850
020850

021356
020749
021124
020489

020489

021543

021454
020785

020785

020785

020771
020771
021228
021228
020505
020505
020505
020505
020505

002

001
001
002
003

001
001
001
001

002

001

001
001

002

003

001
002
001
002
001
002
003
004
005

PATENT TERM EXTENSI ON AND NEW PATENTS -

DOCKET NUMBER *95S- 0117

| NGREDI ENT NAME; TRADE NAME

TAZAROTENE; TAZORAC

TECHNETI UM TC- 99M TETROFOSM N KI T; MYOvlI EW
TELM SARTAN, M CARDI S
TELM SARTAN; M CARDI S
TELM SARTAN; M CARDI S

TENOFOVI R DI SOPROXI L FUMARATE; VI READ
TERBI NAFI NE HYDROCHLORI DE; LAM SI L
TERBI NAFI NE HYDROCHLCRI DE; LAM SI L AT
TESTOSTERONE; ANDRCDERM

TESTOSTERONE; ANDRCDERM

TESTOSTERONE; STRI ANT

TESTOSTERONE; TESTI M
THALI DOM DE; THALOM D

THALI DOM DE; THALOM D

THALI DOM DE; THALOM D

TOLTERCDI NE TARTRATE; DETRCL
TOLTERCDI NE TARTRATE; DETROL
TOLTERCDI NE TARTRATE; DETROL LA
TOLTERODI NE TARTRATE; DETROL LA
TOPI RAMATE; TOPAMAX

TOPI RAMATE; TOPAMAX

TOPI RAMATE; TOPAMAX

TOPI RAMATE; TOPAMAX

TOPI RAMATE; TOPAMAX

informati on submtted prior to 08/18/03

PATENT
NUMBER

#5914334
#6258830

#6358986
#6358986
#5591762
#6358986

#6121314
#6121314
#4863970
#4983395
#5152997
#5164190
#4849224
#4855294
#4849224
#4855294
#4863970
#4983395
#5152997
#5164190
#4615697
#6248358

#6561977
#6561976
#6045501
#6315720
#6561977
#6561976
#6045501
#6315720
#6561977
#6561976
#5382600
#5382600
#5382600
#5382600
#4513006
#4513006
#4513006
#4513006
#4513006

*PED and PED represent Pediatric Exclusivity

PATENT/ PED EXCL

JUN
JUN

JAN
JAN
JAN
JAN
MAY
MAY
DEC
DEC
SEP

SEP

DECEMBER 03, 2003

EXPI RES

07,
07,

10
10
07,
10

18

18

14

12,
11,
11,
12,
06,
12,
06,
14,
12,
11,
11,
07,
23,

23
28
28

23
28
28
23
23
28
25,
25,
25,
25,
26,
26,
26,
26,
26,

2014
2014

2020
2020
2014
2020

2012
2012
2006
2007
2010
2010
2007
2008
2007
2008
2006
2007
2010
2010
2003
2019

2020
2018
2018
2020
2020
2018
2018
2020
2020
2018
2012
2012
2012
2012
2004
2004
2004
2004
2004

USE
CODE

U- 517
U-517

U-3

U- 502
U- 504

U- 490

U- 490

U- 527

U-371
U- 371
U- 371
U- 442
U- 371
U- 371
U-371
U- 442
U- 371
U-371

EXCLUS
CODE

I -396

NPP

NP
NP

Page 29 of 31

EXCLUS
EXPI RES

FEB 28

NOV 10
AUG 15

JUN 19,
OCT 31,

JUL 16,
JUL 16,

JUL 16,
JUL 16,

2006

2003
2006

2006
2005

2005
2003

2005
2003



# represents patent

APPL/ PRCD

NUMBER

020505
020844
020844
020844
021257
021108
020487

020487

020550

020550

021304
021400
021400
021400
021400
020699

020699

020699

020699

006
001
002
003
001
001
001

002

001

002

001
001
002
003
004
001

002

003

004

PATENT TERM EXTENSI ON AND NEW PATENTS -
DOCKET NUMBER *95S-0117
informati on submtted prior to 08/18/03

| NGREDI ENT NAME; TRADE NAME

TOPI RAMATE; TOPAMAX

TOPI RAMATE; TOPAMAX SPRI NKLE

TOPI RAMATE; TOPAMAX SPRI NKLE

TOPI RAVATE; TOPAMAX SPRI NKLE
TRAVOPROST,; TRAVATAN

TRETI NO N; RENOVA

VALACYCLOVI R HYDROCHLORI DE; VALTREX

VALACYCLOVI R HYDROCHLORI DE; VALTREX

VALACYCLOVI R HYDROCHLORI DE; VALTREX

VALACYCLOVI R HYDROCHLORI DE; VALTREX

VALGANCI CLOVI R HYDROCHLORI DE; VALCYTE
VARDENAFI L HYDROCHLORI DE; LEVI TRA
VARDENAFI L HYDROCHLORI DE; LEVI TRA
VARDENAFI L HYDROCHLORI DE; LEVI TRA
VARDENAFI L HYDROCHLORI DE; LEVI TRA
VENLAFAXI NE HYDROCHLORI DE; EFFEXOR XR

VENLAFAXI NE HYDROCHLORI DE; EFFEXOR XR

VENLAFAXI NE HYDROCHLORI DE; EFFEXOR XR

VENLAFAXI NE HYDROCHLORI DE; EFFEXOR XR

*PED and PED represent Pediatric Exclusivity

PATENT
NUMBER

#4513006
#4513006
#4513006
#4513006

#6531141
#4957924
#5879706
#6107302
#5879706
#6107302
#4957924
#4957924
#5879706
#6107302
#4957924
#5879706
#6107302

6362178
6362178
6362178
6362178
#6444708
#6444708* PED
#6419958
#6419958* PED
#6403120
#6403120* PED
#6444708
#6444708* PED
#6419958
#6419958* PED
#6403120
#6403120* PED
#6444708
#6444708* PED
#6419958
#6419958* PED
#6403120
#6403120* PED
#6444708
#6444708* PED
#6419958
#6419958* PED
#6403120
#6403120* PED

PATENT/ PED EXCL

SEP
SEP
SEP
SEP

MAR
JUN
JAN
JAN
JAN
JAN
JUN
JUN
JAN
JAN

DECEMBER 03, 2003

EXPI RES

26,

26,
26,

07,
23
19,
19,
19,

23
23
19,
19,
23
19,
19,

31,
31,
31,
31,
28
28
20,
20,
20,

28
28
20
20
20
20
28,
28,

20
20
20
28
28
20
20,
20,
20,

2004
2004
2004
2004

2020
2009
2016
2016
2016
2016
2009
2009
2016
2016
2009
2016
2016

2018
2018
2018
2018
2013
2013
2017
2017
2017
2017
2013
2013
2017
2017
2017
2017
2013
2013
2017
2017
2017
2017
2013
2013
2017
2017
2017
2017

USE
CODE

U- 530
U- 530
U- 530
U- 530
U- 530
U- 530
U- 530
U- 530
U- 530
U- 530
U- 530
U- 530

U- 533
U- 533
U- 533
U- 533
U- 398
U- 398
U- 535
U- 535
U- 535
U- 535
U- 398
U- 398
U- 535
U- 535
U- 535
U- 535
U- 398
U- 398
U- 535
U- 535
U- 535
U- 535
U- 398
U- 398
U- 535
U- 535
U- 535
U- 535

EXCLUS
CODE

M 23

1-261

1-261

1-261

Page 30 of 31

EXCLUS
EXPI RES

FEB 13, 2006

SEP 09, 2005
APR 01, 2006
AUG 29, 2006
SEP 09, 2005
APR 01, 2006
AUG 29, 2006
SEP 12, 2006
AUG 19, 2008
AUG 19, 2008
AUG 19, 2008
AUG 19, 2008
FEB 11, 2006

FEB 11, 2006

FEB 11, 2006

FEB 11, 2006



>ADD>

>ADD>

>ADD>

PATENT TERM EXTENSI ON AND NEW PATENTS - DECEMBER 03, 2003

DOCKET NUMBER *95S- 0117

# represents patent information submtted prior to 08/18/03

APPL/ PRCD

NUMBER

020552
020552
021266

021266

021267

020859
020859
021223

021450
021231
020789
020789

001
002
001

002

001

001
002
002

004
002
002
003

Foot not e:

Pat ents are published in docket

| NGREDI ENT NAME; TRADE NAME PATENT
NUMBER

VERAPAM L HYDROCHLORI DE; COVERA- HS #4612008
#6146662
VERAPAM L HYDROCHLORI DE; COVERA- HS #4612008
#6146662
VORI CONAZCOLE; VFEND #5116844
#5364938
#5567817
#5773443
VORI CONAZCOLE; VFEND #5116844
#5364938
#5567817
#5773443
VORI CONAZOLE; VFEND #5773443
#5116844
#5364938
#5567817
#5773443
ZALEPLON; SONATA #4626538
ZALEPLON; SONATA #4626538
ZOLEDRONI C ACI B; ZOVETA #A4777163
#4939130

ZOLM TRI PTAN; ZOM G #5466699
ZOLM TRI PTAN; ZOM G- ZMI #5466699
ZONI SAM DE; ZONEGRAN
ZONI SAM DE; ZONEGRAN

described in 21 CFR 314.53(c)(3)(5).

*PED and PED represent Pediatric Exclusivity

PATENT/ PED EXCL USE
EXPI RES CODE

SEP
AUG
SEP
AUG
AUG

JAN
AUG

JAN
JAN
AUG

JAN
JUN
JUN
JUL

*95S- 0117 upon recei pt by the Orange Book Staff and may

16,
14
16,
14
11,
15,
22,
25,
11,
15,
22,
25,
25,
11,
15,
22,
25,
06,
06,
24,
13,

14
14

not

2003
2007 U- 366
2003
2007 U- 366
2009
2011
2013
2011
2009
2011
2013
2011
2011
2009
2011
2013
2011
2008
2008
2007
2007 U- 53

2012 U- 436
2012

reflect the official

EXCLUS
CODE

I -409

I -409

1 -409

1-361

NDF
NDF

EXCLUS

EXPI RES

AUG
FEB
AUG
SEP
FEB

MAR

14,

14

14

20
22,
20
26,
13
27,
27,

recei pt date as
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2006

2006

2006

2006
2005
2008
2006
2004
2005
2005



