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APPL/ PRCD

NUMBER

020503
021303
021303
021303
020883
020911
020911
018731

018731

018731

018731

020954

019835
019835
020346

020839
021165
075863
020655
020655
020655
020655

075753

001
001
002
003
001
002
001
001

002

003

004

001

001
002
001

001
001
001
001
002
003
004

002

PATENT TERM EXTENSI ON AND NEW PATENTS - Apri

DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

ALBUTEROL SULFATE; PROVENTI L- HFA
AVPHETAM NE ASPARTATE; ADDERALL XR 10
AVPHETAM NE ASPARTATE; ADDERALL XR 20
AVPHETAM NE ASPARTATE; ADDERALL XR 30
ARGATROBAN;, ARGATROBAN
BECLOVETHASONE DI PROPI ONATE; QVAR 40
BECLOMVETHASONE DI PROPI ONATE; QVAR 80
BUSPI RONE HYDROCHL ORI DE; BUSPAR

BUSPI RONE HYDROCHL ORI DE; BUSPAR

BUSPI RONE HYDROCHLCORI DE; BUSPAR

BUSPI RONE HYDROCHL ORI DE; BUSPAR

BUSUL FAN; BUSULFEX

CETI Rl ZI NE HYDROCHLORI DE; ZYRTEC
CETI Rl ZI NE HYDROCHLORI DE; ZYRTEC
CETI Rl ZI NE HYDROCHLORI DE; ZYRTEC

CLOPI DOGREL BI SULFATE; PLAVI X
DESLORATADI NE; CLARI NEX
DESOGESTREL ; DESOGESTREL AND ETH
ESTRADI OL; ALCRA
ESTRADI OL; ALORA
ESTRADI OL; ALORA
ESTRADI OL; ALCRA

FENCFI BRATE; FENCFI BRATE

PATENT
NUMBER

6352684
6322819
6322819
6322819

6352684
6352684

5430057
5559148

5430057* PED
5559148* PED

4525358

4525358* PED

4525358

4525358* PED

4525358

4525358* PED

6100274

5122383
5227169
5212199
5164190

26, 2002

PATENT/ PED EXCL USE

EXPI RES

SEP
MAY
MAR
NOvV
JUN
DEC
JUN
DEC
JUN
DEC

JUL

MAY
MAY
MAY
DEC

28

27,
27,
27,

28
28

30
24
30
24
25
25
25,
25,
25,
25,

07,

17,
17,
17,
11,

2009
2018
2018
2018

2009
2009

2013
2015
2014
2015
2007
2007
2007
2007
2007
2007

2019

2011
2011
2011
2010

EXCLUS EXCLUS

CODE

| -352

M 12
PED

M 12
PED

M 12
PED

M 12
PED

ODE
NDF
PED
PED

I -349

PC

1-351
| -351
| -351
1-351

PC

EXPI RES

APR

JUL
JAN
JUL
JAN
JUL
JAN
JUL
JAN
JUL
JAN
JUL
JAN
JUL
JAN
JUL
JAN
FEB
FEB

AUG

FEB

JUN
APR
APR
APR
APR

SEP

03

19,
19,
19,
19,
19,
19,
19,
19,
19,
19,
19,
19,
19,
19,
19,
19,
04,
04,
04,
04,

27,

04
05
05
05,
05

15

2005

2004
2005
2004
2005
2004
2005
2004
2005
2004
2005
2004
2005
2004
2005
2004
2005
2006
2002
2002
2006

2005

2002
2005
2005
2005
2005

2002



>ADD>
>ADD>

>ADD>

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

vlivliv]iv]iw]iw}iv]
VIVIVIVIVIVIV

APPL/ PRCD

NUMBER

075753
021345
020235
020235
020235

020622
020387

020387

020716
021373

019700

020811
021343

020634
020386

020386

003
001
001
002
003

001
001

002

001
001

001

001
001

003
001

002

PATENT TERM EXTENSI ON AND NEW PATENTS - Apri
DOCKET NUMBER *95S- 0117

*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

FENOFI BRATE; FENOFI BRATE
FONDAPARI NUX SODI UM ARI XTRA
GABAPENTI N; NEURONTI N
GABAPENTI N; NEURONTI N
GABAPENTI N; NEURONTI N

GLATI RAMER ACETATE; COPAXONE
HYDROCHLOROTHI AZI DE; HYZAAR

HYDROCHLOROTHI AZI DE; HYZAAR

HYDROCODONE Bl TARTRATE; VI COPROFEN
| BUPROFEN; CHI LDREN' S ADVI L COL

KETOROLAC TROVETHAM NE; ACULAR

KETOROLAC TROVETHAM NE; ACULAR PRESERVATI VE
LEUPROLI DE ACETATE; ELI GARD

LEVOFLOXACI N; LEVAQUI N
LOSARTAN PCOTASSI UM COZAAR

LOSARTAN PCOTASSI UM COZAAR

PATENT
NUMBER

4818816
5084479
5084479* PED
5084479
5084479* PED
5084479
5084479* PED
6342476
5153197
5138069
5608075
5138069* PED
5153197* PED
5608075* PED
5138069
5153197
5608075
5138069* PED
5153197* PED
5608075* PED
6348216

5599552
5733950
5739176
4938763
5278201
5324519

5138069
5153197
5608075
5138069* PED
5153197* PED
5608075* PED
5153197
5138069
5608075
5138069* PED
5153197* PED
5608075* PED

26, 2002

PATENT/ PED EXCL USE
EXPI RES

AUG
JAN
JUL
JAN
JUL
JAN
JUL
MAY
oCcT
AUG
MAR
FEB
APR
SEP
AUG
oCT
MAR
FEB
APR
SEP
JUN

FEB
oCcT
OCT
OCT
JAN
oCT

AUG
OCT
MAR
FEB
APR
SEP
oCcT
AUG
MAR
FEB
APR
SEP

19,
02,
02,
02,
02,
02,
02,
24,
06,
11,
04,
11,
06,
04,
11,
06,
04,
11,
06,
04,
10,

04
03

03
11,
20

11,
06,
04
11,
06,
04
06,
11,
04,
11,
06,
04,

2003
2010
2010
2010
2010
2010
2010
2014
2009
2009
2014
2010
2010
2014
2009
2009
2014
2010
2010
2014
2017

2014
2008
2008
2008
2011
2011

2009
2009
2014
2010
2010
2014
2009
2009
2014
2010
2010
2014

CODE  CODE EXPI RES

U- 258
U- 258
U- 258
U- 258
U- 258
U- 258
U- 441
U-3

U3

U3

U3

U3

U-3
U-3

U3

EXCLUS EXCLUS

PC

NP

PED
M 16
M 16

I -305

SEP 15,

AUG 01

FEB 01,
FEB 08,
FEB 08,

FEB 02,

2002

2003
2004
2005
2005

2003
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PATENT TERM EXTENSI ON AND NEW PATENTS - April 26, 2002
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
020386 003 LOSARTAN POTASSI UM COZAAR 5138069 AUG 11, 2009

5153197 OCT 06, 2009 U-3

5608075 MAR 04, 2014

5138069* PED FEB 11, 2010
5153197*PED APR 06, 2010 U-3
5608075* PED SEP 04, 2014

019643 002 LOVASTATI N, MEVACCOR PED AUG 14
1-350 FEB 14
019643 003 LOVASTATI N, MEVACOR PED AUG 14
1-350 FEB 14
019643 004 LOVASTATI N, MEVACOR PED AUG 14
1-350 FEB 14
020922 001 MEQUI NOL; SOLAGE 6353029 AUG 24, 2020
020357 001 METFORM N HYDROCHL ORI DE; GLUCOPHAGE PED JUN 15
1-320 DEC 15
W DEC 15
w JUN 15,
020357 002 METFORM N HYDROCHLORI DE; GLUCOPHAGE PED JUN 15
1-320 DEC 15
W DEC 15
W JUN 15
020357 003 METFORM N HYDROCHLCORI DE; GLUCOPHAGE PED JUN 15
1-320 DEC 15
W DEC 15
W JUN 15,
020357 004 METFORM N HYDROCHL ORI DE; GLUCOPHAGE PED JUN 15
1-320 DEC 15
W DEC 15
w JUN 15,
020357 005 METFORM N HYDROCHLORI DE; GLUCOPHAGE PED JUN 15
1-320 DEC 15
W DEC 15
W JUN 15
021121 004 METHYLPHENI DATE HYDROCHLCORI DE; CONCERTA 4519801 JUL 12, 2002 NP AUG 01,
4612008 SEP 16, 2003
4783337 SEP 16, 2003 U- 372
5082668 SEP 16, 2003
020415 001 M RTAZAPI NE; REMERON M 18  APR 09
020415 002 M RTAZAPI NE; REMERON M 18  APR 09
020415 003 M RTAZAPI NE; REMERON M 18  APR 09
019297 001 M TOXANTRONE HYDROCHL ORI DE; NOVANTRONE ODE OCT 13
021260 001 MORPHI NE SULFATE; AVI NZA 6066339 NOv 25, 2017 NP MAR 20
021260 002 MORPHI NE SULFATE; AVI NZA 6066339 NOV 25, 2017 NP MAR 20

021260 003 MORPHI NE SULFATE; AVI NZA 6066339 NOv 25, 2017 NP MAR 20

2005
2005
2005
2005
2005
2005

2004
2003
2003
2004
2004
2003
2003
2004
2004
2003
2003
2004
2004
2003
2003
2004
2004
2003
2003
2004
2003

2005
2005
2005
2007
2005
2005
2005



PATENT TERM EXTENSI ON AND NEW PATENTS - April 26, 2002
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> 021260 004 MORPHI NE SULFATE; AVI NZA 6066339 NOvV 25, 2017 NP MAR 20, 2005
020076 004 NI COTI NE; HABI TROL D-71 NOv 12, 2002
020076 005 NI COTI NE; HABI TROL D-71 NOvV 12, 2002
020076 006 NI COTI NE; HABI TROL D71 NOV 12, 2002
019810 001 OVEPRAZOLE; PRI LOSEC 4636499* PED NOV 30, 2005
6166213* PED APR 19, 2019
019810 002 OVEPRAZOLE; PRI LOSEC 4636499* PED NOV 30, 2005
6166213* PED APR 19, 2019
019810 003 OMEPRAZOLE; PRI LOSEC 4636499* PED NOV 30, 2005
6166213* PED APR 19, 2019
>ADD> 020766 001 ORLI STAT; XENI CAL 4598089 JUN 18, 2009
021285 001 OXCARBAZEPI NE; TRI LEPTAL NCE JAN 14, 2005
>ADD> 020553 001 OXYCODONE HYDROCHLORI DE; OXYCONTI N 4970075 AUG 29, 2006
>ADD> 5266331 OCT 26, 2007
>ADD> 5549912 OCT 26, 2007
>ADD> 5508042 APR 16, 2013 U- 443
>ADD> 5656295 OCT 26, 2007 U- 443
>ADD> 020553 002 OXYCODONE HYDROCHLORI DE; OXYCONTI N 4970075 AUG 29, 2006
>ADD> 5266331 OCT 26, 2007
>ADD> 5549912 OCT 26, 2007
>ADD> 5508042 APR 16, 2013 U- 443
>ADD> 5656295 OCT 26, 2007 U- 443
>ADD> 020553 003 OXYCODONE HYDROCHLORI DE; OXYCONTI N 4970075 AUG 29, 2006
>ADD> 5266331 OCT 26, 2007
>ADD> 5549912 OCT 26, 2007
>ADD> 5508042 APR 16, 2013 U- 443
>ADD> 5656295 OCT 26, 2007 U- 443
>ADD> 020553 004 OXYCODONE HYDROCHLORI DE; OXYCONTI N 5508042 APR 16, 2013 U- 443
>ADD> 5656295 OCT 26, 2007 U- 443
>ADD> 4970075 AUG 29, 2006
>ADD> 5266331 OCT 26, 2007
>ADD> 5549912 OCT 26, 2007
>ADD> 020553 005 OXYCODONE HYDROCHLORI DE; OXYCONTI N 4970075 AUG 29, 2006
>ADD> 5266331 OCT 26, 2007
>ADD> 5549912 OCT 26, 2007
>ADD> 5508042 APR 16, 2013 U- 443
>ADD> 5656295 OCT 26, 2007 U- 443
>ADD> 020629 001 PENCI CLOVI R SODI UM DENAVI R 5075445 SEP 24, 2010
021302 001 Pl MECROLI MJS; ELI DEL 6352998 OCT 26, 2015
6352998* PED APR 26, 2016
021073 001 Pl OGLI TAZONE HYDROCHLORI DE; ACTOS 6303640 AUG 09, 2016 U- 425
021073 002 Pl OGLI TAZONE HYDROCHLORI DE; ACTOS 6303640 AUG 09, 2016 U- 425
021073 003 Pl OGLI TAZONE HYDROCHLORI DE; ACTCS 6303640 AUG 09, 2016 U- 425

020815 001 RALOXI FENE HYDROCHLORI DE; EVI STA 4418068 APR 03, 2003



PATENT TERM EXTENSI ON AND NEW PATENTS - April 26, 2002
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

020272 001 Rl SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020272 002 RI SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020272 003 RI SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020272 004 Rl SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020272 005 RI SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020272 007 RI SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020272 008 Rl SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020588 001 RI SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
>ADD> 021042 001 ROFECOXI B; VI OXX 1-353 APR 11, 2005
>ADD> 021042 002 ROFECOXI B; VI OXX 1-353 APR 11, 2005
>ADD> 021042 003 ROFECOXI B; VI OXX 1-353 APR 11, 2005
>ADD> 021052 001 ROFECOXI B; VI OXX 1-353 APR 11, 2005
>ADD> 021052 002 ROFECOXI B; VI OXX 1-353 APR 11, 2005
>ADD> 020658 001 ROPI NI ROLE HYDROCHL ORI DE; REQUI P 4452808 DEC 07, 2007
>ADD> 020658 002 ROPI NI ROLE HYDROCHL ORI DE; REQUI P 4452808 DEC 07, 2007
>ADD> 020658 003 ROPI NI ROLE HYDROCHLORI DE; REQUI P 4452808 DEC 07, 2007
>ADD> 020658 004 ROPI NI ROLE HYDROCHL ORI DE; REQUI P 4452808 DEC 07, 2007
>ADD> 020658 005 ROPI NI ROLE HYDROCHL ORI DE; REQUI P 4452808 DEC 07, 2007
>ADD> 020658 006 ROPI NI ROLE HYDROCHLORI DE; REQUI P 4452808 DEC 07, 2007
>ADD> 020658 007 ROPI NI ROLE HYDROCHL ORI DE; REQUI P 4452808 DEC 07, 2007
020692 001 SALMETEROL Xl NAFOATE; SEREVENT 1-348 MAR 22, 2005
020828 001 SAQUI NAVI R; FORTOVASE 6352717 NOV 16, 2019
6008228 JUN 06, 2015
>ADD> 021209 001 SECRETI N PORCI NE SYNTHETI C, TRADE NAME NOT G VEN NP APR 04, 2005
>ADD> ODE APR 04, 2009
019839 001 SERTRAL| NE HYDROCHLORI DE; ZOLOFT 5248699* PED FEB 13, 2013 U-12
019839 002 SERTRAL| NE HYDROCHLORI DE; ZOLOFT 5248699*PED FEB 13, 2013 U 12
019839 003 SERTRALI NE HYDROCHLORI DE; ZOLOFT 5248699* PED FEB 13, 2013 U-12
019839 004 SERTRAL| NE HYDROCHLORI DE; ZOLOFT 5248699* PED FEB 13, 2013 U-12
019839 005 SERTRALI NE HYDROCHLORI DE; ZOLOFT 5248699*PED FEB 13, 2013 U 12
>ADD> 020478 001 SEVOFLURANE; ULTANE M 17 MAR 30, 2004
020632 001 S| BUTRAM NE HYDROCHLORI DE; MERI DI A 4746680 JUN 11, 2007
5436272 JUL 25, 2012 U- 439
020632 002 S| BUTRAM NE HYDROCHLORI DE; MERI DI A 4746680 JUN 11, 2007
5436272 JUL 25, 2012 U- 439
020632 003 S| BUTRAM NE HYDROCHLORI DE; MERI DI A 4746680 JUN 11, 2007
5436272 JUL 25, 2012 U- 439
>ADD> 020677 001 SPARFLOXACI N, ZAGAM 4795751 FEB 04, 2010 U- 160
>ADD> 019785 001 TECHNETI UM TC- 99M SESTAM Bl KI T; CARDI OLI TE 4452774 DEC 21, 2004
>ADD> 019785 003 TECHNETI UM TC- 99M SESTAM Bl KI T; M RALUVA 4452774 DEC 21, 2004
020791 001 TESTOSTERONE, TESTODERM TTS 6348210 NOv 10, 2019 U- 440
020785 001 THALI DOM DE; THALOM D 6315720 OCT 23, 2020 U- 442
>ADD> 021228 001 TOLTERCDI NE TARTRATE; DETROL LA 5559269 NOV 05, 2013 U- 318

>ADD> 021228 002 TOLTERCDI NE TARTRATE; DETROL LA 5559269 NOv 05, 2013 U- 318



APPL/ PRCD
NUMBER

020550 001

020550 002

020593 001
021036 001
020789 001

PATENT TERM EXTENSI ON AND NEW PATENTS
DOCKET NUMBER *95S- 0117

- April

26, 2002

*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

VALACYCLOVI R HYDROCHLORI DE; VALTREX

VALACYCLOVI R HYDROCHLORI DE; VALTREX

VALPROATE SCDI UM DEPACON
ZANAM VI R, RELENZA
ZONI SAM DE; ZONEGRAN

PATENT
NUMBER

4957924
5879706
6107302
4957924
5879706
6107302

6294572
6342515

PATENT/ PED EXCL USE  EXCLUS EXCLUS
EXPI RES

JUN
JAN
JAN
JUN
JAN
JAN

DEC
DEC

23
19,
19,
23
19,
19,

15
21,

2009
2016
2016
2009
2016
2016

2014
2018

CODE  CODE EXPI RES

D72 JAN 24, 2005
U- 438



