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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 2002
DOCKET NUMBER *95S- 0117

*PED and PED represent Pediatric Exclusivity
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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
020702 004 ATORVASTATI N CALCI UM LI PI TOR D77 APR 22, 2005

1-350 OCT 18, 2005
PED APR 18, 2006

020911 002 BECLOMVETHASONE DI PROPI ONATE; QVAR 40 6352684 NOv 28, 2009 NP SEP 15, 2003
NPP MAY 10, 2005
020911 001 BECLOVETHASONE DI PROPI ONATE; QVAR 80 6352684 NOv 28, 2009 NP SEP 15, 2003
NPP MAY 10, 2005
021055 001 BEXAROTENE; TARGRETI N 5962731 OCT 05, 2016 U- 475
021275 001 Bl MATOPROST; LUM GAN 6403649 SEP 21, 2012 U- 446
>ADD> 020873 001 Bl VALI RUDI N; ANG OVAX 5196404 MAR 23, 2010
020490 001 BRI MONI DI NE TARTRATE; ALPHAGAN NPP DEC 20, 2004
PED JUN 20, 2005
020613 001 BRI MONI DI NE TARTRATE; ALPHAGAN 6465464 JUN 28, 2015 U- 394 NPP DEC 20, 2004
6465464* PED DEC 28, 2015 U- 394 PED JUN 20, 2005
021262 001 BRI MONI DI NE TARTRATE; ALPHAGAN P 6465464 JUN 28, 2015 U- 395 NPP DEC 20, 2004
6465464* PED DEC 28, 2015 U- 395 PED JUN 20, 2005
021324 001 BUDESONI DE; ENTOCORT EC 5643602 JUL 01, 2014 NP OCT 02, 2004
5643602* PED JAN 01, 2015 PED APR 02, 2005
020441 002 BUDESONI DE; PULM CORT 4668218 APR 11, 2006
4907583 MAR 13, 2007

4668218*PED CCT 11, 2006
4907583* PED SEP 13, 2007
020441 003 BUDESONI DE; PULM CORT 4668218 APR 11, 2006
4907583 MAR 13, 2007
4668218*PED OCT 11, 2006
4907583*PED SEP 13, 2007

020929 001 BUDESONI DE; PULM CORT RESPULES 4787536 FEB 27, 2006 NDF AUG 08, 2003
4787536* PED AUG 27, 2006 PED FEB 08, 2004

020929 002 BUDESONI DE; PULM CORT RESPULES 4787536 FEB 27, 2006 NDF AUG 08, 2003
4787536* PED AUG 27, 2006 PED FEB 08, 2004

>ADD> 020929 003 BUDESONI DE; PULM CORT RESPULES 4787536 FEB 27, 2006 NDF AUG 08, 2003
>ADD> 4787536* PED AUG 27, 2006 PED FEB 08, 2004
020746 001 BUDESONI DE; RHI NOCORT 6291445 APR 29, 2017 NDF OCT 01, 2002
6291445*PED OCT 29, 2017 M 22 OCT 26, 2004

PED APR 26, 2005

PED APR 01, 2003

020746 002 BUDESONI DE; RHI NOCORT 6291445 APR 29, 2017 NDF OCT 01, 2002
6291445*PED OCT 29, 2017 M 22 OCT 26, 2004

PED APR 26, 2005

PED APR 01, 2003

020733 001 BUPRENORPHI NE HYDROCHL ORI DE; SUBOXONE NDF OCT 08, 2005

>ADD> ODE OCT 08, 2009
020733 002 BUPRENORPHI NE HYDROCHL ORI DE; SUBOXONE NDF OCT 08, 2005

>ADD> ODE OCT 08, 2009



PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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
020732 002 BUPRENORPHI NE HYDROCHL ORI DE; SUBUTEX NDF OCT 08, 2005
>ADD> ODE OCT 08, 2009
020732 003 BUPRENORPHI NE  HYDROCHL ORI DE; SUBUTEX NDF OCT 08, 2005
>ADD> ODE OCT 08, 2009
020358 004 BUPROPI ON HYDROCHL ORI DE; WELLBUTRI N SR 5358970 AUG 12, 2013 M 10 JUN 11, 2004
5427798 AUG 12, 2013
5731000 AUG 12, 2013
5763493 AUG 12, 2013
RE33994 AUG 18, 2004
018731 001 BUSPI RONE HYDROCHLCORI DE; BUSPAR M 12 JUL 19, 2004
PED JAN 19, 2005
W JUL 19, 2004
W JAN 19, 2005
018731 002 BUSPI RONE HYDROCHL ORI DE; BUSPAR M 12 JUL 19, 2004
PED JAN 19, 2005
W JUL 19, 2004
W JAN 19, 2005
018731 003 BUSPI RONE HYDROCHL ORI DE; BUSPAR M 12 JUL 19, 2004
PED JAN 19, 2005
w JUL 19, 2004
W JAN 19, 2005
018731 004 BUSPI RONE HYDROCHLCORI DE; BUSPAR M 12 JUL 19, 2004
PED JAN 19, 2005
W JUL 19, 2004
W JAN 19, 2005
020954 001 BUSUL FAN; BUSULFEX 5430057 SEP 30, 2013 U- 263 ODE FEB 04, 2006
5559148 MAY 24, 2015 U- 264 NDF FEB 04, 2002

5430057* PED MAR 30, 2014 U- 263 PED AUG 04, 2002
5559148* PED NOV 24, 2015 U- 264 PED AUG 04, 2006

021408 001 BUTENAFI NE HYDROCHLORI DE; MENTAX- TC NP OCT 17, 2005
019881 001 BUTOCONAZOLE NI TRATE; GYNAZOLE- 1 5266329 NOV 30, 2010 U- 457
4551148 NOv 05, 2002
020838 001 CANDESARTAN Cl LEXETI L; ATACAND 5196444 JUN 04, 2012 U-3 M 21 SEP 13, 2005
020838 002 CANDESARTAN ClI LEXETI L; ATACAND 5196444 JUN 04, 2012 U3 M 21 SEP 13, 2005
020838 003 CANDESARTAN ClI LEXETI L; ATACAND 5196444 JUN 04, 2012 U-3 M 21 SEP 13, 2005
020838 004 CANDESARTAN ClI LEXETI L; ATACAND 5196444 JUN 04, 2012 U-3 M 21 SEP 13, 2005
021093 001 CANDESARTAN ClI LEXETI L; ATACAND HCT 5196444 JUN 04, 2012 U3
021093 002 CANDESARTAN Cl LEXETI L; ATACAND HCT 5196444 JUN 04, 2012 U-3
021222 001 CEFDI TOREN PI VOXI L; SPECTRACEF 4839350 JUN 13, 2006 1-364 AUG 21, 2005
4918068 JUN 13, 2006
5958915 OCT 14, 2016
020998 003 CELECOXI B; CELEBREX 5466823 NOv 30, 2013 1-284 DEC 23, 2002
5563165 NOV 30, 2013 NCE DEC 31, 2003
5760068 JUN 02, 2015 U-19 1-338 OCT 17, 2004
5760068 JUN 02, 2015 U- 299

5972986 ocT 14: 2017 U- 299



PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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

020740 001 CERI VASTATI N SCDI UM BAYCOL 5006530 JUN 26, 2011
020740 002 CERI VASTATI N SODI UM BAYCOL 5006530 JUN 26, 2011
020740 003 CERI VASTATI N SODI UM BAYCOL 5006530 JUN 26, 2011
020740 004 CERI VASTATI N SCDI UM BAYCOL 5006530 JUN 26, 2011
020740 005 CERI VASTATI N SODI UM BAYCOL 5006530 JUN 26, 2011
020740 006 CERI VASTATI N SODI UM BAYCOL 5006530 JUN 26, 2011
019835 001 CETI Rl ZI NE HYDROCHLORI DE; ZYRTEC 4525358 JUN 25, 2007 NPP OoCT 21
4525358* PED DEC 25, 2007 PED APR 21
019835 002 CETI Rl ZI NE HYDROCHLORI DE; ZYRTEC 4525358 JUN 25, 2007 NPP CCT 21
4525358* PED DEC 25, 2007 PED APR 21
020346 001 CETI Rl ZI NE HYDROCHLORI DE; ZYRTEC 4525358 JUN 25, 2007 NPP OCT 21,
4525358* PED DEC 25, 2007 PED APR 21
021555 001 CHLORHEXI DI NE GLUCONATE; CHLORAPREP ONE- STEP NP OCT 07
020369 001 Cl PROFLOXACI N HYDROCHLORI DE; Cl LOXAN 4670444 DEC 09, 2003 U- 223
020822 001 Cl TALOPRAM HYDROBROM DE; CELEXA NCE JUL 17
PED JAN 17
020822 002 Cl TALOPRAM HYDROBROM DE; CELEXA NCE JuL 17
PED JAN 17
020822 003 Cl TALOPRAM HYDROBROM DE; CELEXA NCE JUL 17
PED JAN 17
021046 001 Cl TALOPRAM HYDROBROM DE; CELEXA NCE JUL 17
PED JAN 17
020839 001 CLOPI DOGREL BI SULFATE; PLAVI X 6429210 JUN 10, 2019 1-349 FEB 27
021141 001 COLESEVELAM HYDROCHLORI DE; VEEL CHOL 6433026 JUN 10, 2014
021176 001 COLESEVELAM HYDROCHL ORI DE; VVELCHOL 6433026 JUN 10, 2014
021165 001 DESLORATADI NE; CLARI NEX 6100274 JUL 07, 2019
021312 001 DESLORATADI NE; CLARI NEX NCE DEC 21
075863 001 DESOCGESTREL ; KARI VA PC JUN 04
021278 001 DEXMETHYLPHENI DATE HYDROCHLORI DE; FOCALI N 6355656 DEC 04, 2015
021278 002 DEXMETHYLPHENI DATE HYDROCHLORI DE; FOCALI N 6355656 DEC 04, 2015
021278 003 DEXMETHYLPHENI DATE HYDROCHLORI DE; FOCALI N 6355656 DEC 04, 2015
021191 001 DI MYRI STOYL LECI THI N; | MAGENT 6280704 JUL 30, 2013 NCE MAY 31
6280705 JUL 30, 2013
6287539 JUL 30, 2013
5605673 FEB 25, 2014
5626833 MAY 16, 2014 U- 458
5639443 JUN 17, 2014
5695741 DEC 09, 2014 U- 458
5720938 FEB 24, 2015
5798091 AUG 25, 2015 U- 458
021168 001 DI VALPROEX SODI UM DEPAKOTE ER 6419953 DEC 18, 2018
021168 002 DI VALPROEX SODI UM DEPAKOTE ER 4913906 APR 03, 2007 NP AUG 04
4988731 JAN 29, 2008

020690 001 DONEPEZI L HYDROCHLORI DE; ARl CEPT 6372760 MAR 31, 2019
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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
020690 002 DONEPEZI L HYDROCHLORI DE; ARl CEPT 6372760 MAR 31, 2019
020862 001 DOXERCALCI FEROL; HECTOROL 5602116 FEB 11, 2014 U- 278
5707980 AUG 17, 2010 U- 278
5861386 AUG 02, 2008 U- 278
5869473 AUG 02, 2008 U- 278
021027 001 DOXERCALCI FEROL; HECTOROL 5602116 FEB 11, 2014 U- 321
5707980 AUG 17, 2010 U- 321
021098 001 DROSPI RENONE; YASM N 5569652 OCT 29, 2013 U1
021319 001 DUTASTERI DE; AVODART 5565467 OCT 15, 2013
5846976 DEC 08, 2015 U- 476
5998427 OCT 15, 2013 U- 477
020972 001 EFAVI RENZ; SUSTI VA 6238695 APR 06, 2019
020972 002 EFAVI RENZ; SUSTI VA 6238695 APR 06, 2019
020972 003 EFAVI RENZ; SUSTI VA 6238695 APR 06, 2019
021360 001 EFAVI RENZ; SUSTI VA 5519021 MAY 21, 2013
5633169 SEP 02, 2014 U- 248
5811423 AUG 07, 2012 U- 256
021360 002 EFAVI RENZ; SUSTI VA 5519021 MAY 21, 2013
5663169 SEP 02, 2014 U- 248
5811423 AUG 07, 2012 U- 256
020796 001 ENTACAPONE; COMTAN 5446194 AUG 29, 2012
5135950 OCT 31, 2010
4963590 NOv 27, 2007
5112861 MAY 12, 2009
021437 001 EPLERENONE; | NSPRA 6410054 DEC 08, 2019 U3 NCE SEP 27, 2007
6410524 NOv 05, 2019 U- 467
4559332 APR 09, 2004
021437 002 EPLERENONE; | NSPRA 6410054 DEC 08, 2019 U3 NCE SEP 27, 2007
6410524 NOv 05, 2019 U- 467
4559332 APR 09, 2004
021437 003 EPLERENONE; | NSPRA 6410054 DEC 08, 2019 U3 NCE SEP 27, 2007
6410524 NOv 05, 2019 U- 467
4559332 APR 09, 2004
>ADD> 020738 006 EPROSARTAN MESYLATE; TEVETEN 5185351 FEB 09, 2010 U3 NCE DEC 22, 2002
5656650 AUG 12, 2014 U-3
021268 001 EPROSARTAN MESYLATE; TEVETEN HCT 5656650 AUG 12, 2014 U-3
021268 002 EPROSARTAN MESYLATE; TEVETEN HCT 5656650 AUG 12, 2014 U3
020718 001 EPTI FI BATI DE; | NTEGRI LI N 5968902 JUN 02, 2015 U- 453
5747447 MAY 05, 2015
020718 002 EPTI FI BATI DE; | NTEGRI LI N 5968902 JUN 02, 2015 U- 453
5747447 MAY 05, 2015
021323 001 ESCI TALOPRAM OXALATE; LEXAPRO RE34712 JUN 08, 2009 NP AUG 14, 2005
RE34712* PED DEC 08, 2009 PED FEB 14, 2006

1-366 AUG 29, 2005
PED MAR 01, 2006



PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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

021323 002 ESClI TALOPRAM OXALATE; LEXAPRO RE34712 JUN 08, 2009 NP AUG 14, 2005
RE34712* PED DEC 08, 2009 PED FEB 14, 2006

1-366 AUG 29, 2005

PED MAR 01, 2006

021323 003 ESCI TALOPRAM OXALATE; LEXAPRO RE34712 JUN 08, 2009 NP AUG 14, 2005
RE34712* PED DEC 08, 2009 PED FEB 14, 2006

1-366 AUG 29, 2005

PED MAR 01, 2006

021153 001 ESOVEPRAZOLE MAGNESI UM NEXI UM 6369085 MAY 25, 2018
6428810 NOV 03, 2019 U- 469
021153 002 ESOVEPRAZOLE MAGNESI UM NEXI UM 6369085 MAY 25, 2018
6428810 NOv 03, 2019 U- 469
020655 001 ESTRADI OL; ALCRA 1-351 APR 05, 2005
020655 002 ESTRADI OL; ALORA I-351 APR 05, 2005
020655 003 ESTRADI OL; ALORA 1-351 APR 05, 2005
020655 004 ESTRADI OL; ALCRA 5122383 MAY 17, 2011 1-351 APR 05, 2005
5227169 MAY 17, 2011
5212199 MAY 17, 2011
5164190 DEC 11, 2010
020538 005 ESTRADI OL; VI VELLE- DOT 1-254 AUG 16, 2003
020538 006 ESTRADI OL; VI VELLE- DOT I-254 AUG 16, 2003
020538 007 ESTRADI OL; VI VELLE- DOT 1-254 AUG 16, 2003
020538 008 ESTRADI OL; VI VELLE- DOT I-254 AUG 16, 2003
020992 001 ESTROGENS, CONJUGATED SYNTHETI C A; CENESTI N 5908638 JUL 26, 2015 1-359 JUN 21, 2005
021187 001 ETH NYL ESTRADI OL; NUVARI NG 5989581 APR 08, 2018
021241 001 ETHI NYL ESTRADI OL; ORTHO TRI - CYCLEN LO 4616006 SEP 26, 2003 U-112 NP AUG 22, 2005
6214815 JUN 09, 2019 U112
4530839 SEP 26, 2003 U-112
4544554 SEP 26, 2003 U-112
4628051 SEP 26, 2003 U112
>ADD> 021445 001 EZETI M BE; ZETI A RE37721 JUN 16, 2015 U-473 NCE OCT 25, 2007
5846966 SEP 21, 2013 U-474
075753 002 FENOFI BRATE; FENOFI BRATE (M CRONI PC SEP 15, 2002
075753 003 FENCFI BRATE; FENOFI BRATE (M CRONI PC SEP 15, 2002
020625 001 FEXOFENADI NE HYDROCHL ORI DE; ALLEGRA 6399632 MAY 11, 2012 U- 468
020872 001 FEXOFENADI NE HYDROCHLORI DE; ALLEGRA 6399632 MAY 11, 2012 U- 468
020872 002 FEXOFENADI NE HYDROCHLORI DE; ALLEGRA 6399632 MAY 11, 2012 U- 468
020872 004 FEXOFENADI NE HYDROCHLORI DE; ALLEGRA 6399632 MAY 11, 2012 U- 468
020786 001 FEXOFENADI NE HYDROCHLORI DE; ALLEGRA- D 6399632 MAY 11, 2012 U- 468
075442 001 FLECAI NI DE ACETATE; FLECAI Nl DE ACETATE PC OCT 28, 2002
075442 002 FLECAI NI DE ACETATE; FLECAI NI DE ACETATE PC OCT 28, 2002
075442 003 FLECAI NI DE ACETATE; FLECAI NI DE ACETATE PC OCT 28, 2002
018936 001 FLUOXETI NE HYDROCHLORI DE; PROZAC 1-362 JUL 29, 2005

018936 003 FLUOXETI NE HYDROCHLORI DE; PROZAC 1-362 JUL 29, 2005



PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity
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APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
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018936 004 FLUOXETI NE HYDROCHLORI DE; PROZAC 1-362 JUL 29, 2005
018936 006 FLUOXETI NE HYDROCHLORI DE; PROZAC 1-362 JUL 29, 2005
020101 001 FLUOXETI NE HYDROCHLORI DE; PROZAC 1-362 JUL 29, 2005
020974 001 FLUOXETI NE HYDROCHLORI DE; PROZAC 1-362 JUL 29, 2005
020974 002 FLUOXETI NE HYDROCHLORI DE; PROZAC 1-362 JUL 29, 2005
018936 007 FLUOXETI NE HYDROCHLORI DE; SARAFEM D- 75 JUN 12, 2005
018936 008 FLUOXETI NE HYDROCHLORI DE; SARAFEM D- 75 JUN 12, 2005
020121 001 FLUTI CASONE PROPI ONATE; FLONASE D-76 MAY 23, 2005
021192 001 FLUVASTATI N SODI UM LESCOL XL 6242003 APR 13, 2020
021345 001 FONDAPARI NUX SODI UM ARl XTRA 4818816 AUG 19, 2003
021344 001 FULVESTRANT; FASLODEX 4659516 OCT 01, 2004 NCE APR 25, 2007
020235 001 GABAPENTI N; NEURONTI N 5084479 JAN 02, 2010 U-258 1-354 NMAY 24, 2005
5084479*PED JUL 02, 2010 U- 258
020235 002 GABAPENTI N; NEURONTI N 5084479 JAN 02, 2010 U-258 1-354 NMAY 24, 2005
5084479*PED JUL 02, 2010 U- 258
020235 003 GABAPENTI N; NEURONTI N 5084479 JAN 02, 2010 U- 258 1-354 NMAY 24, 2005
5084479*PED JUL 02, 2010 U- 258
020882 001 GABAPENTI N; NEURONTI N 1-354 NMNAY 24, 2005
020882 002 GABAPENTI N; NEURONTI N 1-354 NMAY 24, 2005
021129 001 GABAPENTI N; NEURONTI N 6054482 APR 25, 2017 1-354 NMAY 24, 2005
6054482* PED OCT 25, 2017
020131 001 GADOTERI DOL; PROHANCE 5474756 DEC 12, 2012 U- 480
5846519 DEC 08, 2015
6143274 DEC 12, 2012 U- 480
021061 001 GATI FLOXACI N, TEQUI N 5880283 DEC 05, 2015 NCE DEC 17, 2004
021061 002 GATI FLOXACI N, TEQUI N 5880283 DEC 05, 2015 NCE DEC 17, 2004
021062 001 GATI FLOXACI N; TEQUI N 5880283 DEC 05, 2015
021062 002 GATI FLOXACI N, TEQUI N 5880283 DEC 05, 2015
020622 001 GLATI RAMER ACETATE; COPAXONE 6342476 MAY 24, 2014 U-441
6362161 MAY 24, 2014 U- 441
021460 001 GLI PI ZI DE; METAGLI P NC OCT 21, 2005
021460 002 GLI PI ZI DE; METAGLI P NC OCT 21, 2005
021460 003 GLI PI ZI DE; METAGLI P NC OCT 21, 2005
021178 001 GLYBURI DE; GLUCOVANCE 1-368 SEP 30, 2005
021178 002 GLYBURI DE; GLUCOVANCE |-368 SEP 30, 2005
021178 003 GLYBURI DE; GLUCOVANCE |-368 SEP 30, 2005
020239 001 GRANI SETRON HYDROCHL ORI DE; KYTRI L 1-369 AUG 16, 2005
020239 002 GRANI SETRON HYDROCHLORI DE; KYTRI L 1-369 AUG 16, 2005
020305 002 GRANI SETRON HYDROCHLORI DE; KYTRI L 4886808 DEC 20, 2007 U- 105
020125 001 HYDROCHLOROTHI AZI DE; ACCURETI C 4344949 OCT 03, 2002 U-3 NC DEC 28, 2002
4743450 FEB 24, 2007 PED JUN 28, 2003
4344949* PED APR 03, 2003 U-3
4743450* PED AUG 24, 2007
020125 002 HYDROCHLOROTHI AZI DE; ACCURETI C 4743450 FEB 24, 2007
4344949 OCT 03, 2002 U-3
4344949* PED APR 03, 2003 U-3
4743450* PED AUG 24, 2007



PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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
020125 003 HYDROCHLOROTHI AZI DE; ACCURETI C 4344949 OCT 03, 2002 U-3

4743450 FEB 24, 2007

4344949* PED APR 03, 2003 U-3
4743450* PED AUG 24, 2007

020758 001 HYDROCHLOROTHI AZI DE; AVALI DE 5270317 SEP 30, 2011

020758 002 HYDROCHLOROTHI AZI DE; AVALI DE 5270317 SEP 30, 2011

020758 003 HYDROCHLOROTHI AZ| DE; AVALI DE 5270317 SEP 30, 2011

020818 001 HYDROCHLOROTHI AZI DE; DI OVAN HCT 6294197 JUN 18, 2017 U-3

020818 002 HYDROCHLOROTHI AZI DE; DI OVAN HCT 6294197 JUN 18, 2017 U-3

020387 001 HYDROCHLOROTHI AZI DE; HYZAAR 5153197 OCT 06, 2009 U-3
5138069 AUG 11, 2009
5608075 MAR 04, 2014

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

020387 002 HYDROCHLOROTHI AZI DE; HYZAAR 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

020729 003 HYDROCHLOROTHI AZI DE; UNI RETI C 4743450 FEB 24, 2007
020716 001 HYDROCODONE BI TARTRATE; VI COPROFEN 6348216 JUN 10, 2017
021374 001 | BUPROFEN; ADVI L COLD AND SI NUS 5071643 DEC 10, 2008
5071643*PED JUN 10, 2009
5360615 DEC 10, 2008
5360615* PED JUN 10, 2009
021373 001 | BUPROFEN, CHI LDREN' S ADVI L COL NP AUG 01, 2003
PED FEB 01, 2004
075874 001 | FOSFAM DE; | FOSFAM DE/ MESNA KI T PC OCT 05, 2002
075874 002 | FOSFAM DE; | FOSFAM DE/ MESNA KI T PC OCT 05, 2002
020986 001 I NSULI N ASPART; NOVOLOG 5618913 APR 08, 2014
5866538 JUN 20, 2017
021172 001 I NSULI N ASPART; NOVOLOG M X 70/ 30 5547930 SEP 28, 2013
5834422 SEP 28, 2013 U-471
5948751 JUN 19, 2017
5840680 SEP 28, 2013 U-471
5618913 APR 08, 2014
019710 003 | OVERSCOL; OPTI RAY 160 4396598 DEC 30, 2002 U 31
019710 002 | OVERSQL; OPTI RAY 240 4396598 DEC 30, 2002 U- 30
4396598 DEC 30, 2002 U- 29
019710 004 | OVERSCOL; OPTI RAY 300 4396598 DEC 30, 2002 U- 29
4396598 DEC 30, 2002 U- 30

4396598 DEC 30, 2002 U- 464
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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
019710 001 I OVERSQL; OPTI RAY 320 4396598 DEC 30, 2002 U- 28
4396598 DEC 30, 2002 U- 29
4396598 DEC 30, 2002 U- 463
019710 005 I OVERSQL; OPTI RAY 350 4396598 DEC 30, 2002 U- 62
4396598 DEC 30, 2002 U- 464
4396598 DEC 30, 2002 U- 465
020757 001 | RBESARTAN; AVAPRO 5270317 SEP 30, 2011 1-373 SEP 17
020757 002 | RBESARTAN; AVAPRO 5270317 SEP 30, 2011 1-373 SEP 17
020757 003 | RBESARTAN; AVAPRO 5270317 SEP 30, 2011 |-373 SEP 17
020571 001 I R NOTECAN HYDROCHL ORI DE; CAMPTOSAR 6403569 APR 28, 2020 U- 449
018662 002 | SOTRETI NO N; ACCUTANE M 12 MAY 02
PED NOv 02,
018662 003 I SOTRETI NO N; ACCUTANE M 12 MAY 02
PED NOvV 02,
018662 004 | SOTRETI NO N; ACCUTANE M 12 MAY 02
PED NOV 02,
020657 001 | TRACONAZOLE; SPORANOX 6407079 JUN 18, 2019
020966 001 | TRACONAZOLE; SPORANOX 6407079 JUN 18, 2019
019700 001 KETOROLAC TROVETHAM NE; ACULAR M 16 FEB 08
020811 001 KETOROLAC TROVETHAM NE; ACULAR PRESERVATI VE M 16 FEB 08
020564 001 LAM VUDI NE; EPI VI R D-2 JUN 24
020564 003 LAM VUDI NE; EPI VI R 5047407 NOV 17, 2009 NS JUN 24
5047407*PED MAY 17, 2010 D-2 JUN 24
5905082 MAY 18, 2016
5905082* PED NOvV 18, 2016
6180639 JAN 30, 2018 U- 248
6180639*PED JUL 30, 2018 U- 248
020596 001 LAM VUDI NE; EPI VI R D-2 JUN 24
020406 001 LANSOPRAZCOLE; PREVACI D 5013743 FEB 12, 2010 U-452 M 12 JUL 31,
020406 002 LANSOPRAZOLE; PREVACI D 5013743 FEB 12, 2010 U- 452 M 12 JuL 31
021428 001 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
5464632 NOv 07, 2012
6123962 FEB 13, 2007
6328994 MAY 17, 2009
021428 002 LANSOPRAZCOLE; 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
5464632 NOv 07, 2012
6123962 FEB 13, 2007

6328994 MAY 17, 2009

2005
2005
2005

2005
2005
2005
2005
2005
2005

2005
2005
2005
2005
2005

2005
2005
2005
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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
020597 001 LATANOPROST; XALATAN 6429226 SEP 06, 2009 U- 260
021343 001 LEUPROLI DE ACETATE; ELI GARD 5599552 FEB 04, 2014
5733950 OCT 03, 2008
5739176 OCT 03, 2008
4938763 OCT 03, 2008
5278201 JAN 11, 2011
5324519 OCT 20, 2011
021379 001 LEUPROLI DE ACETATE; ELI GARD 5599552 FEB 04, 2014 NP JUL 24
5733950 OCT 03, 2008
5739176 OCT 03, 2008
4938763 OCT 03, 2008
5278201 JAN 11, 2011
5324519 OCT 20, 2011
021088 001 LEUPROLI DE ACETATE; VI ADUR 6375978 DEC 17, 2018
6395292 JAN 30, 2017
020837 001 LEVALBUTERCL HYDROCHLORI DE; XOPENEX 6451289 MAR 21, 2021
020837 002 LEVALBUTEROL HYDROCHLORI DE; XOPENEX 6451289 MAR 21, 2021
020837 003 LEVALBUTEROL HYDROCHLORI DE; XOPENEX 6451289 MAR 21, 2021 1-347 JAN 30
5362755 NOv 08, 2011 U- 332
5547994 AUG 20, 2013 U- 332
5760090 JAN 05, 2010 U- 332
5844002 JAN 05, 2010 U- 332
6083993 JAN 05, 2010 U- 332
020182 001 LEVOCARNI TI NE; CARNI TOR 6335369 JAN 18, 2021 U- 433
6429230 JAN 18, 2021 U- 433
020634 001 LEVOFLOXACI N; LEVAQUI N 1-357 APR 08
1-372 OCT 30
020634 002 LEVOFLOXACI N; LEVAQUI N 1-357 APR 08
1-372 OCT 30
020634 003 LEVOFLOXACI N; LEVAQUI N I-305 FEB 02
1-357 APR 08
1-372 OCT 30
020635 001 LEVOFLOXACI N; LEVAQUI N 1-357 APR 08
1-372 OCT 30
020635 002 LEVOFLOXACI N; LEVAQUI N | N DEXTROSE 1-357 APR 08
1-372 OCT 30
020635 003 LEVOFLOXACI N; LEVAQUI N | N DEXTROSE 1-357 APR 08
1-372 OCT 30
021342 001 LEVOTHYROXI NE SODI UM LEVO- T 6399101 MAR 30, 2020
021342 002 LEVOTHYROXI NE SODI UM LEVO- T 6399101 MAR 30, 2020
021342 003 LEVOTHYROXI NE SODI UM LEVO- T 6399101 MAR 30, 2020
021342 004 LEVOTHYROXI NE SODI UM LEVO- T 6399101 MAR 30, 2020
021342 005 LEVOTHYROXI NE SODI UM LEVO- T 6399101 MAR 30, 2020

021342 006 LEVOTHYROXI NE SODI UM LEVO- T 6399101 MAR 30, 2020

2005

2005

2003
2005
2003
2005
2003
2003
2005
2003
2005
2003
2005
2003
2005
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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
021342 007 LEVOTHYROXI NE SODI UM LEVO- T 6399101 MAR 30, 2020
021342 008 LEVOTHYROXI NE SODI UM LEVO- T 6399101 MAR 30, 2020
021342 009 LEVOTHYROXI NE SODI UM LEVO- T 6399101 MAR 30, 2020
021342 010 LEVOTHYROXI NE SODI UM LEVO- T 6399101 MAR 30, 2020
021342 011 LEVOTHYROXI NE SODI UM LEVO- T 6399101 MAR 30, 2020
021226 001 LOPI NAVI R, KALETRA 6458818 NOv 07, 2017
>ADD> 020470 001 LORATADI NE; CLARI TI N-D 24 HOUR 5314697 OCT 23, 2012
020386 001 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

020386 002 LOSARTAN POTASSI UM COZAAR 5153197 OCT 06, 2009 U-3
5138069 AUG 11, 2009
5608075 MAR 04, 2014

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

020386 003 LOSARTAN POTASSI UM COZAAR 5138069 AUG 11, 2009
5153197 OCT 06, 2009 U3
5608075 MAR 04, 2014

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

021249 001 LOVASTATI N; ADVI COR 6080428 MAY 27, 2017 U- 447
6129930 SEP 20, 2013 U- 448
6406715 OCT 31, 2017 U- 450

021249 002 LOVASTATI N; ADVI COR 6080428 MAY 27, 2017 U- 447
6129930 SEP 20, 2013 U- 448
6406715 OCT 31, 2017 U- 450

021249 003 LOVASTATI N; ADVI COR 6080428 MAY 27, 2017 U- 447
6129930 SEP 20, 2013 U- 448
6406715 OCT 31, 2017 U- 450

021316 001 LOVASTATI N; ALTOCOR 5916595 DEC 12, 2017 NDF JAN 30, 2005
6080778 MAR 23, 2018 U- 456

021316 002 LOVASTATI N; ALTOCOR 5916595 DEC 12, 2017 NDF JAN 30, 2005
6080778 MAR 23, 2018 U- 456

021316 003 LOVASTATI N; ALTOCOR 5916595 DEC 12, 2017 NDF JAN 30, 2005
6080778 MAR 23, 2018 U- 456

021316 004 LOVASTATI N; ALTOCOR 5916595 DEC 12, 2017 NDF JAN 30, 2005
6080778 MAR 23, 2018 U- 456

019643 002 LOVASTATI N, MEVACCOR PED AUG 14, 2005

1-350 FEB 14, 2005
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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
019643 003 LOVASTATI N, MEVACCOR PED AUG 14, 2005
1-350 FEB 14, 2005
019643 004 LOVASTATI N, MEVACOR PED AUG 14, 2005
1-350 FEB 14, 2005
020652 001 MANGAFODI PI R TRI SODI UM TESLASCAN 4933456 NOv 27, 2011
076175 001 MEFLOQUI NE HYDROCHLORI DE; MEFLOQUI NE HCL PC NOv 03, 2002
020938 002 MELOXI CAM MBI C NCE APR 13, 2005
020922 001 MEQUI NOL; SOLAGE 6353029 AUG 24, 2020
020855 001 MESNA; MESNEX NDF MAR 21, 2005
013217 001 METAXALONE; SKELAXI N 6407128 DEC 03, 2021 U- 189
013217 003 METAXALONE; SKELAXI N 6407128 DEC 03, 2021 U- 189
020357 001 METFORM N HYDROCHLORI DE; GLUCOPHAGE PED JUN 15, 2004
1-320 DEC 15, 2003
W DEC 15, 2003
W JUN 15, 2004
020357 002 METFORM N HYDROCHLCORI DE; GLUCOPHAGE PED JUN 15, 2004
1-320 DEC 15, 2003
W DEC 15, 2003
W JUN 15, 2004
020357 003 METFORM N HYDROCHL ORI DE; GLUCOPHAGE PED JUN 15, 2004
1-320 DEC 15, 2003
W DEC 15, 2003
w JUN 15, 2004
020357 004 METFORM N HYDROCHLORI DE; GLUCOPHAGE PED JUN 15, 2004
1-320 DEC 15, 2003
W DEC 15, 2003
W JUN 15, 2004
020357 005 METFORM N HYDROCHLCORI DE; GLUCOPHAGE PED JUN 15, 2004
1-320 DEC 15, 2003
W DEC 15, 2003
W JUN 15, 2004
021202 001 METFORM N HYDROCHL ORI DE; GLUCOPHAGE XR 6475521 MAR 19, 2018
021121 004 METHYLPHENI DATE HYDROCHLORI DE; CONCERTA 4519801 JUL 12, 2002 NP AUG 01, 2003
4612008 SEP 16, 2003
4783337 SEP 16, 2003 U- 372
5082668 SEP 16, 2003
021259 001 METHYLPHENI DATE HYDROCHLCRI DE; METADATE CD 6344215 OCT 27, 2020
021284 001 METHYLPHENI DATE HYDROCHLORI DE; RI TALI N LA 5837284 MAY 15, 2016 NP JUN 07, 2005
6228398 MAY 01, 2019 U-472
021284 002 METHYLPHENI DATE HYDROCHLCORI DE; RI TALI N LA 5837284 MAY 15, 2016 NP JUN 07, 2005
6228398 MAY 01, 2019 U-472
021284 003 METHYLPHENI DATE HYDROCHLORI DE; RI TALI N LA 5837284 MAY 15, 2016 NP JUN 07, 2005
6228398 NOv 01, 2019 U- 472

020415 001 M RTAZAPI NE; REMERON M 18  APR 09, 2005
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 2002
DOCKET NUMBER *95S-0117
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APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020415 002 M RTAZAPI NE; REMERON M 18  APR 09, 2005
020415 003 M RTAZAPI NE; REMERON M 18  APR 09, 2005
021208 001 M RTAZAPI NE; REMERON SOLTAB M 18  APR 09, 2005
021208 002 M RTAZAPI NE; REMERON SOLTAB M 18  APR 09, 2005
021208 003 M RTAZAPI NE; REMERON SOLTAB M 18  APR 09, 2005
019297 001 M TOXANTRONE HYDROCHLORI DE; NOVANTRONE ODE OCT 13, 2007
020762 001 MOVETASONE FUROATE MONOHYDRATE; NASONEX 1-360 JUL 17, 2005
PED JAN 17, 2006
021409 001 MONTELUKAST SODI UM SI NGULAI R 5565473 FEB 03, 2012 NDF JUL 26, 2005
5565473* PED AUG 03, 2012 PED JAN 26, 2006
NCE FEB 20, 2003
PED AUG 20, 2003
021260 001 MORPHI NE SULFATE; AVI NZA 6066339 NOV 25, 2017 NP MAR 20, 2005
021260 002 MORPHI NE SULFATE; AVI NZA 6066339 NOv 25, 2017 NP MAR 20, 2005
021260 003 MORPHI NE SULFATE; AVI NZA 6066339 NOv 25, 2017 NP MAR 20, 2005
021260 004 MORPHI NE SULFATE; AVI NZA 6066339 NOV 25, 2017 NP MAR 20, 2005
019583 001 NABUMETONE; RELAFEN 4420639 DEC 13, 2002
4420639* PED JUN 13, 2003
019583 002 NABUMETONE; RELAFEN 4420639 DEC 13, 2002
4420639* PED JUN 13, 2003
020763 001 NARATRI PTAN HYDROCHL ORI DE; AMERCGE 4997841 JUL 07, 2010 U- 232
020763 002 NARATRI PTAN HYDROCHLORI DE; AVERGE 4997841 JUL 07, 2010 U- 232
020152 001 NEFAZODONE HYDROCHLORI DE; SERZONE 4338317 MAR 16, 2003
5256664 APR 28, 2012
4338317*PED SEP 16, 2003
5256664* PED OCT 28, 2012
020152 002 NEFAZODONE HYDROCHLORI DE; SERZONE 4338317 MAR 16, 2003
5256664 APR 28, 2012
4338317*PED SEP 16, 2003
5256664* PED OCT 28, 2012
020152 003 NEFAZODONE HYDROCHLORI DE; SERZONE 4338317 MAR 16, 2003
5256664 APR 28, 2012
4338317*PED SEP 16, 2003
5256664* PED OCT 28, 2012
020152 004 NEFAZODONE HYDROCHLORI DE; SERZONE 4338317 MAR 16, 2003
5256664 APR 28, 2012
4338317*PED SEP 16, 2003
5256664* PED OCT 28, 2012
020152 005 NEFAZODONE HYDROCHLORI DE; SERZONE 4338317 MAR 16, 2003
5256664 APR 28, 2012
4338317*PED SEP 16, 2003
5256664* PED OCT 28, 2012
020152 006 NEFAZODONE HYDROCHLORI DE; SERZONE 4338317 MAR 16, 2003
5256664 APR 28, 2012
4338317*PED SEP 16, 2003
5256664* PED OCT 28, 2012
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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
020778 001 NELFI NAVI R MESYLATE; VI RACEPT 6162812 OCT 07, 2013 U- 248
020779 001 NELFI NAVI R MESYLATE; VI RACEPT 6162812 OCT 07, 2013 U- 248
020381 001 NI ACI N; NI ASPAN 6406715 OCT 31, 2017 U- 450
020381 002 NI ACI N; NI ASPAN 6406715 OCT 31, 2017 U- 450
020381 003 NI ACI N; NI ASPAN 6406715 OCT 31, 2017 U- 450
020381 004 NI ACI N; NI ASPAN 6406715 OCT 31, 2017 U- 450
020381 005 NI ACI N; Nl ASPAN Tl TRATI ON ST 6406715 OCT 31, 2017 U- 450
6129930 SEP 20, 2013 U- 354
021330 001 NI COTI NE POLACRI LEX; COWM T NDF OCT 31, 2005
021330 002 NI COTI NE PCLACRI LEX; COWM T NDF OCT 31, 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 D-71 NOV 12, 2002
>ADD> 021498 001 NI TAZOXANI DE; ALI NI A NCE NOv 22, 2007
>ADD> ODE NOv 22, 2009
020555 001 NI ZATI DI NE; AXI D AR 4375547 APR 12, 2002
021008 001 OCTREOTI DE ACETATE; SANDOSTATI N LAR 6395292 JAN 30, 2017
021286 001 OLMESARTAN MEDOXOM L; BENI CAR NCE APR 25, 2007
021286 003 OLMESARTAN MEDOXOM L; BENI CAR NCE APR 25, 2007
021286 004 OLMESARTAN MEDOXOM L; BENI CAR NCE APR 25, 2007
019810 001 OMEPRAZOLE; PRI LOSEC 6166213* PED APR 09, 2019 M 19 JUL 12, 2005
PED JAN 12, 2006
019810 002 OVEPRAZOLE; PRI LOSEC 6166213* PED APR 09, 2019 M 19 JUL 12, 2005
PED JAN 12, 2006
019810 003 OVEPRAZOLE; PRI LOSEC 6166213 OCT 09, 2018 M 19 JUL 12, 2005
6166213* PED APR 09, 2019 PED JAN 12, 2006
020766 001 ORLI STAT; XENI CAL 4598089 JUN 18, 2009
021492 001 OXALI PLATI N, ELOXATI N 5420319 APR 07, 2013 NCE AUG 09, 2007
5338874 APR 07, 2013
5290961 JAN 12, 2013
021492 002 OXALI PLATI N, ELOXATI N 5420319 APR 07, 2013 NCE AUG 09, 2007
5338874 APR 07, 2013
5290961 JAN 12, 2013
021285 001 OXCARBAZEPI NE; TRI LEPTAL NCE JAN 14, 2005
020553 001 OXYCODONE HYDROCHLORI DE; OXYCONTI N 4970075 AUG 29, 2006
5266331 OCT 26, 2007
5549912 OCT 26, 2007
5508042 APR 16, 2013 U- 443
5656295 OCT 26, 2007 U- 443
020553 002 OXYCODONE HYDROCHLORI DE; OXYCONTI N 4970075 AUG 29, 2006
5266331 OCT 26, 2007
5549912 OCT 26, 2007
5508042 APR 16, 2013 U- 443

5656295 OCT 26, 2007 U- 443
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NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020553 003 OXYCODONE HYDROCHLORI DE; OXYCONTI N 4970075 AUG 29, 2006

5266331 OCT 26, 2007

5549912 OCT 26, 2007

5508042 APR 16, 2013 U- 443

5656295 OCT 26, 2007 U- 443
020553 004 OXYCODONE HYDROCHLORI DE; OXYCONTI N 5508042 APR 16, 2013 U- 443
5656295 OCT 26, 2007 U- 443
4970075 AUG 29, 2006
5266331 OCT 26, 2007
5549912 OCT 26, 2007
020553 005 OXYCODONE HYDROCHLORI DE; OXYCONTI N 4970075 AUG 29, 2006
5266331 OCT 26, 2007
5549912 OCT 26, 2007
5508042 APR 16, 2013 U- 443
5656295 OCT 26, 2007 U- 443
>ADD> 020987 001 PANTOPRAZOLE SODI UM PROTONI X 5997903 DEC 07, 2016 1-356 APR 19, 2005
>ADD> 020987 002 PANTOPRAZOLE SODI UM PROTONI X 5997903 DEC 07, 2016 1-356 APR 19, 2005
4758579 JUL 19, 2005 1-330 JUN 12, 2004
NCE FEB 02, 2005
020031 001 PAROXETI NE HYDROCHLORI DE; PAXI L 4721723 DEC 29, 2006 U-12 1-261 MAY 17, 2002
5872132 MAY 19, 2015 1-326 APR 13, 2004
5900423 MAY 19, 2015 1-345 DEC 14, 2004
5789449 JAN 06, 2009 U- 285 PED OCT 13, 2004
6063927 APR 23, 2019 PED JUN 14, 2005
6080759 MAY 19, 2015 PED NOvV 17, 2002
6113944 DEC 14, 2014
6121291 MAR 17, 2017 U- 286
6133289 MAY 19, 2015 U- 358
6172233 JAN 15, 2018
6121291 MAR 17, 2017 U431

4721723*PED JUN 29, 2007 U-12
5789449*PED JUL 06, 2009 U- 285
5872132* PED NOV 19, 2015
5900423* PED NOV 19, 2015
6063927*PED OCT 23, 2019
6080759* PED NOV 19, 2015
6113944*PED JUN 14, 2015
6121291*PED SEP 17, 2017 U- 286
6121291*PED SEP 17, 2017 U- 431
6133289* PED NOV 19, 2015 U- 358
6172233*PED JUL 15, 2018

020031 002 PAROXETI NE HYDROCHLORI DE; PAXI L 4721723 DEC 29, 2006 U-12 1-261 MAY 17, 2002
5872132 MAY 19, 2015 1-326 APR 13, 2004
5900423 MAY 19, 2015 1-345 DEC 14, 2004
5789449 JAN 06, 2009 U- 285 PED OCT 13, 2004
6063927 APR 23, 2019 PED JUN 14, 2005
6080759 MAY 19, 2015 PED NOv 17, 2002
6113944 DEC 14, 2014
6121291 MAR 17, 2017 U- 286
6133289 MAY 19, 2015 U- 358
6172233 JAN 15, 2018
6121291 MAR 17, 2017 U-431

4721723*PED JUN 29, 2007 U-12
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5789449*PED JUL 06, 2009 U- 285
5872132*PED NOV 19, 2015
5900423* PED NOV 19, 2015
6063927*PED OCT 23, 2019
6080759* PED NOV 19, 2015
6113944*PED JUN 14, 2015
6121291*PED SEP 17, 2017 U- 286
6121291*PED SEP 17, 2017 U- 431
6133289* PED NOV 19, 2015 U- 358
6172233*PED JUL 15, 2018

020031 003 PAROXETI NE HYDROCHLORI DE; PAXI L 4721723 DEC 29, 2006 1-261 MAY 17, 2002
5872132 MAY 19, 2015 1-326 APR 13, 2004
5900423 MAY 19, 2015 1-345 DEC 14, 2004
5789449 JAN 06, 2009 U- 285 PED OCT 13, 2004
6063927 APR 23, 2019 PED JUN 14, 2005
6080759 MAY 19, 2015 PED NOvV 17, 2002
6113944 DEC 14, 2014
6121291 MAR 17, 2017 U- 286
6133289 MAY 19, 2015 U- 358
6172233 JAN 15, 2018
6121291 MAR 17, 2017 U431

4721723*PED JUN 29, 2007 U-12
5789449*PED JUL 06, 2009 U- 285
5872132* PED NOV 19, 2015
5900423* PED NOV 19, 2015
6063927*PED OCT 23, 2019
6080759* PED NOV 19, 2015
6113944*PED JUN 14, 2015
6121291*PED SEP 17, 2017 U- 286
6121291*PED SEP 17, 2017 U- 431
6133289* PED NOV 19, 2015 U- 358
6172233*PED JUL 15, 2018

020031 004 PAROXETI NE HYDROCHLORI DE; PAXI L 4721723 DEC 29, 2006 1-261 MAY 17, 2002
5872132 MAY 19, 2015 1-326 APR 13, 2004
5900423 MAY 19, 2015 1-345 DEC 14, 2004
5789449 JAN 06, 2009 U- 285 PED OCT 13, 2004
6063927 APR 23, 2019 PED JUN 14, 2005
6080759 MAY 19, 2015 PED NOv 17, 2002
6113944 DEC 14, 2014
6133289 MAY 15, 2015 U- 358
6121291 MAR 17, 2017 U- 286
6121291 MAR 17, 2017 U431
6172233 JAN 15, 2018

4721723*PED JUN 29, 2007 U-12
5789449*PED JUL 06, 2009 U- 285
5872132*PED NOV 19, 2015
5900423*PED NOV 19, 2015
6063927*PED OCT 23, 2019
6080759* PED NOV 19, 2015
6113944*PED JUN 14, 2015
6121291*PED SEP 17, 2017 U- 286
6121291*PED SEP 17, 2017 U-431
6133289* PED NOV 19, 2015 U- 358
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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

6172233*PED JUL 15, 2018

020031 005 PAROXETI NE HYDROCHLORI DE; PAXI L 4721723 DEC 29, 2006 U-12 1-261 MAY 17, 2002
5872132 MAY 19, 2015 1-326 APR 13, 2004
5900423 MAY 19, 2015 1-345 DEC 14, 2004
5789449 JAN 06, 2009 U- 285 PED OCT 13, 2004
6063927 APR 23, 2019 PED JUN 14, 2005
6080759 MAY 19, 2015 PED NOvV 17, 2002
6113944 DEC 14, 2014
6121291 MAR 17, 2017 U- 286
6133289 MAY 15, 2015 U- 358
6172233 JAN 15, 2018
6121291 MAR 17, 2017 U431

4721723*PED JUN 29, 2007 U-12
5789449*PED JUL 06, 2009 U- 285
5872132* PED NOV 19, 2015
5900423* PED NOV 19, 2015
6063927*PED OCT 23, 2019
6080759* PED NOV 19, 2015
6113944*PED JUN 14, 2015
6121291*PED SEP 17, 2017 U- 286
6121291*PED SEP 17, 2017 U- 431
6133289* PED NOV 19, 2015 U- 358
6172233*PED JUL 15, 2018

020710 001 PAROXETI NE HYDROCHLORI DE; PAXI L 4721723 DEC 29, 2006 1-261 MAY 17, 2002
5811436 SEP 22, 2015 PED NOV 17, 2002
5872132 MAY 19, 2015 1-345 DEC 14, 2004
5900423 MAY 19, 2015 1-326 APR 13, 2004
5789449 JAN 06, 2009 U- 285 PED JUN 14, 2005
6063927 APR 23, 2019 PED OCT 13, 2004
6080759 MAY 19, 2015
6121291 MAR 17, 2017 U- 286
6133289 MAY 19, 2015 U- 358
6172233 JAN 15, 2018
6121291 MAR 17, 2017 U-431

4721723*PED JUN 29, 2007
5789449*PED JUL 06, 2009 U- 285
5811436* PED MAR 22, 2016
5872132*PED NOV 19, 2015
5900423* PED NOV 19, 2015
6063927*PED OCT 23, 2019
6080759* PED NOV 19, 2015
6121291*PED SEP 17, 2017 U- 286
6121291*PED SEP 17, 2017 U-431
6133289*PED NOV 19, 2015 U- 358
6172233*PED JUL 15, 2018
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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
020885 001 PAROXETI NE HYDROCHLORI DE; PAXI L 5872132 MAY 19, 2015 1-261 MAY 17, 2002
5900423 MAY 19, 2015 PED NOv 17, 2002
5789449 JAN 06, 2009 U-285 1-345 DEC 14, 2004
4721723 DEC 29, 2006 U-12 1-326 APR 13, 2004
6063927 APR 23, 2019 PED JUN 14, 2005
6080759 MAY 19, 2015 PED OCT 13, 2004
6121291 MAR 17, 2017 U- 286
6133289 MAY 19, 2015 U- 358
6172233 JAN 15, 2018
6121291 MAR 17, 2017 U-431

4721723*PED JUN 29, 2007 U-12
5789449*PED JUL 06, 2009 U- 285
5872132*PED NOV 19, 2015
5900423*PED NOV 19, 2015
6063927*PED OCT 23, 2019
6080759* PED NOV 19, 2015
6121291*PED SEP 17, 2017 U- 286
6121291*PED SEP 17, 2017 U- 431
6133289* PED NOV 19, 2015 U- 358
6172233*PED JUL 15, 2018

020885 002 PAROXETI NE HYDROCHLORI DE; PAXI L 5872132 MAY 19, 2015 1-261 MAY 17, 2002
5900423 MAY 19, 2015 PED NOV 17, 2002
5789449 JAN 06, 2009 U-285 1-345 DEC 14, 2004
4721723 DEC 29, 2006 U-12 1-326 APR 13, 2004
6063927 APR 23, 2019 PED JUN 14, 2005
6080759 MAY 19, 2015 PED OCT 13, 2004
6121291 MAR 17, 2017 U- 286
6133289 MAY 19, 2015 U- 358
6172233 JAN 15, 2018
6121291 MAR 17, 2017 U431

4721723*PED JUN 29, 2007 U-12
5789449*PED JUL 06, 2009 U- 285
5872132* PED NOV 19, 2015
5900423* PED NOV 19, 2015
6063927*PED OCT 23, 2019
6080759* PED NOV 19, 2015
6121291*PED SEP 17, 2017 U- 286
6121291*PED SEP 17, 2017 U- 431
6133289* PED NOV 19, 2015 U- 358
6172233*PED JUL 15, 2018

020885 003 PAROXETI NE HYDROCHLORI DE; PAXI L 5872132 MAY 19, 2015 1-261 NMAY 17, 2002
5900423 MAY 19, 2015 PED NOv 17, 2002
5789449 JAN 06, 2009 U- 285 |1-345 DEC 14, 2004
4721723 DEC 29, 2006 U-12 1-326 APR 13, 2004
6063927 APR 23, 2019 PED JUN 14, 2005
6080759 MAY 19, 2015 PED OCT 13, 2004
6121291 MAR 17, 2017 U- 286
6133289 MAY 19, 2015 U- 358
6172233 JAN 15, 2018
6121291 MAR 17, 2017 U- 431

4721723*PED JUN 29, 2007 U 12
5789449*PED JUL 06, 2009 U- 285
5872132*PED NOV 19, 2015



APPL/ PRCD
NUMBER

020885 004

020936 001

PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 2002

DOCKET NUMBER *95S- 0117

*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

PAROXETI NE HYDROCHLORI DE; PAXI L

PAROXETI NE HYDROCHLORI DE; PAXI L CR

PATENT
NUMBER

5900423* PED
6063927* PED
6080759* PED
6121291* PED
6121291* PED
6133289* PED
6172233* PED
5872132
5900423
5789449
4721723
6062927
6080759
6121291
6133289
6172233
6121291
4721723* PED
5789449* PED
5872132* PED
5900423* PED
6063927* PED
6080759* PED
6121291* PED
6121291* PED
6133289* PED
6172233* PED
5872132
4839177
5422123
4721723
5900423
5789449
6063927
6080759
6121291
6133289
6172233
4721723* PED
4839177* PED
5422123* PED
5789449* PED
5872132* PED
5900423* PED
6063927* PED
6080759* PED
6121291* PED
6133289* PED
6172233* PED

PATENT/ PED EXCL USE
EXPI RES

NOV 19
23
NOvV 19
17,
17,
NOvV 19
15
19,
19,
JAN 06,

APR 23,
19,
MAR 17
19,
15
MAR 17
29,
06,
NOV 19
NOvV 19
23
NOV 19
17,
17,
NOvV 19
15,
19,

JUN 06,
DEC 29
19,
JAN 06,
APR 23,
19,
MAR 17
19,

29,
DEC 13
DEC 06
06,
NOV 19
NOvV 19
23,
NOV 19,
17,
NOvV 19
15,

2015
2019
2015
2017
2017
2015
2018
2015
2015
2009
2006
2019
2015
2017
2015
2018
2017
2007
2009
2015
2015
2019
2015
2017
2017
2015
2018
2015
2006
2012
2006
2015
2009
2019
2015
2017
2015
2018
2007
2006
2012
2009
2015
2015
2019
2015
2017
2015
2018

CODE  CODE

U- 286

U- 431

U- 358
1-261
PED

U- 285 1-345

U-12 1-326
PED
PED

U- 286

U- 358

U- 431

U 12

U- 285

U- 286

U-431

U- 358
| -358
PED

U- 286

U- 286

U- 286

U- 286

U- 286

U- 286

19

EXCLUS EXCLUS

EXPI RES

MAY 17
NOvV 17
DEC 14
APR 13,
JUN 14,
OCT 13

2002
2002
2004
2004
2005
2004

FEB 12, 2005
AUG 12, 2005



APPL/ PRCD
NUMBER

020936 002

020936 003

PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 2002

DOCKET NUMBER *95S- 0117

*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

PAROXETI NE HYDROCHLORI DE; PAXI L CR

PAROXETI NE HYDROCHLORI DE; PAXI L CR

PATENT
NUMBER

5872132
4839177
5422123
4721723
5900423
5789449
6063927
6080759
6121291
6133289
6172233
4721723* PED
4839177* PED
5422123* PED
5789449* PED
5872132* PED
5900423* PED
6063927* PED
6080759* PED
6121291* PED
6133289* PED
6172233* PED
4721723
4839177
5422123
5789449
5872132
5900423
6063927
6080759
6121291
6133289
6172233
4721723* PED
4839177* PED
5422123* PED
5789449* PED
5872132* PED
5900423* PED
6063927* PED
6080759* PED
6121291* PED
6133289* PED
6172233* PED

PATENT/ PED EXCL USE
EXPI RES

19,

JUN 06,
DEC 29
19,
JAN 06,
APR 23,
19,
MAR 17
19,

29,
DEC 13
DEC 06
06,
NOV 19
NOv 19
23
NOV 19
17,
NOvV 19
15
DEC 29
13
JUN 06,
JAN 06,
19,
19,
APR 23,
19,
MAR 17
19,
15,
29,
DEC 13
DEC 06,
06,
NOV 19
NOvV 19
23,
NOV 19
17,
NOV 19
JUL 15,

2015
2006
2012
2006
2015
2009
2019
2015
2017
2015
2018
2007
2006
2012
2009
2015
2015
2019
2015
2017
2015
2018
2006
2006
2012
2009
2015
2015
2019
2015
2017
2015
2018
2007
2006
2012
2009
2015
2015
2019
2015
2017
2015
2018

CODE  CODE

U- 286

U- 286
U- 286

U- 286

U- 286
U- 286

U- 286

U- 286
U- 286

U- 286

U- 286
U- 286

20

EXCLUS EXCLUS

| -358
PED

| - 358
PED

EXPI RES

FEB 12, 2005
AUG 12, 2005

FEB 12, 2005
AUG 12, 2005
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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

020629 001 PENCI CLOVI R SODI UM DENAVI R 5075445 SEP 24, 2010

021302 001 PI MECROLI MJS; ELI DEL 6352998 OCT 26, 2015
6352998* PED APR 26, 2016
6423722 JUN 26, 2018
6423722* PED DEC 26, 2018

021073 001 Pl OGLI TAZONE HYDROCHLORI DE; ACTOS 6303640 AUG 09, 2016 U- 425

021073 002 Pl OGLI TAZONE HYDROCHLORI DE; ACTCS 6303640 AUG 09, 2016 U- 425

021073 003 Pl OGLI TAZONE HYDROCHLORI DE; ACTOS 6303640 AUG 09, 2016 U- 425

019898 002 PRAVASTATI N SODI UM PRAVACHOL 4346227 OCT 20, 2005 1-281 JUN 09, 2003
5180589 JUL 09, 2008 1-304 JAN 18, 2003
5030447 JUL 09, 2008 |-287 FEB 10, 2003
5622985 APR 22, 2014 U-335 1-286 JAN 18, 2003
4346227* PED APR 20, 2006 D-51 JAN 18, 2003
5180589* PED JAN 09, 2009 D-70 DEC 18, 2004
5622985* PED OCT 22, 2014 U- 335 PED DEC 09, 2003
5030447*PED JAN 09, 2009 PED JUL 18, 2003

PED JUL 18, 2003
PED AUG 10, 2003
PED JUN 18, 2005
PED JUL 18, 2003
PED JUN 18, 2005

>ADD> 1-370 OCT 29, 2005
>ADD> PED APR 29, 2006
019898 003 PRAVASTATI N SODI UM PRAVACHOL 4346227 OCT 20, 2005 1-281 JUN 09, 2003
5030447 JUL 09, 2008 1-304 JAN 18, 2003

5180589 JUL 09, 2008 |-287 FEB 10, 2003

5622985 APR 22, 2014 U-335 1-286 JAN 18, 2003

4346227* PED APR 20, 2006 D-51 JAN 18, 2003

5180589* PED JAN 09, 2009 D-70 DEC 18, 2004

5622985* PED OCT 22, 2014 U- 335 PED DEC 09, 2003

5030447*PED JAN 09, 2009 PED JUL 18, 2003

PED JUL 18, 2003
PED AUG 10, 2003
PED JUN 18, 2005
PED JUL 18, 2003
PED JUN 18, 2005

>ADD> 1-370 OCT 29, 2005
>ADD> PED APR 29, 2006
019898 004 PRAVASTATI N SODI UM PRAVACHOL 4346227 OCT 20, 2005 1-281 JUN 09, 2003
5030447 JUL 09, 2008 1-304 JAN 18, 2003

5180589 JUL 09, 2008 |-287 FEB 10, 2003

5622985 APR 22, 2014 U-335 1-286 JAN 18, 2003

4346227* PED APR 20, 2006 D-51 JAN 18, 2003

5180589* PED JAN 09, 2009 D-70 DEC 18, 2004

5622985* PED OCT 22, 2014 U- 335 PED DEC 09, 2003

5030447*PED JAN 09, 2009 PED JUL 18, 2003

PED JUL 18, 2003
PED AUG 10, 2003
PED JUN 18, 2005
PED JUL 18, 2003
PED JUN 18, 2005
>ADD> 1-370 OCT 29, 2005
>ADD> PED APR 29, 2006
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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

019898 008 PRAVASTATI N SODI UM PRAVACHOL 4346227 OCT 20, 2005 NS DEC 18, 2004
5030447 JUL 09, 2008 D-70 DEC 18, 2004
5180589 JUL 09, 2008 PED JUN 18, 2005
5622985 APR 22, 2014 U- 335 PED JUN 18, 2005
4346227* PED APR 20, 2006 1-281 JUN 09, 2003
5180589* PED JAN 09, 2009 PED DEC 09, 2003
5622985*PED OCT 22, 2014 U-335 D-51 JAN 18, 2003
5030447*PED JAN 09, 2009 PED JUL 18, 2003

1-286 JAN 18, 2003

PED JUL 18, 2003

|-287 FEB 10, 2003

PED AUG 10, 2003

1-304 JAN 18, 2003

PED JUL 18, 2003

>ADD> 1-370 OCT 29, 2005
>ADD> PED APR 29, 2006
019885 001 QUI NAPRI L HYDROCHLORI DE; ACCUPRI L 4344949 OCT 03, 2002
4743450 FEB 24, 2007

5684016 NOV 04, 2014

5747504 APR 10, 2005

4344949* PED APR 03, 2003

4743450* PED AUG 24, 2007

5684016* PED MAY 04, 2015

5747504* PED OCT 10, 2005

019885 002 QUI NAPRI L HYDROCHLORI DE; ACCUPRI L 4344949 OCT 03, 2002
4743450 FEB 24, 2007

5684016 NOvV 04, 2014

5747504 APR 10, 2005

4344949* PED APR 03, 2003

4743450* PED AUG 24, 2007

5684016* PED MAY 04, 2015

5747504*PED OCT 10, 2005

019885 003 QUI NAPRI L HYDROCHLORI DE; ACCUPRI L 4344949 OCT 03, 2002
4743450 FEB 24, 2007

5684016 NOv 04, 2014

5747504 APR 10, 2005

4344949* PED APR 03, 2003

4743450* PED AUG 24, 2007

5684016* PED MAY 04, 2015

5747504* PED OCT 10, 2005

019885 004 QUI NAPRI L HYDROCHLORI DE; ACCUPRI L 4344949 OCT 03, 2002
4743450 FEB 24, 2007

5684016 NOV 04, 2014

5747504 APR 10, 2005

4344949* PED APR 03, 2003

4743450* PED AUG 24, 2007

5684016* PED MAY 04, 2015

5747504* PED OCT 10, 2005
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

:

>Al

SAl

>Al

>Al

SAl

>Al

>Al

SAl

>Al

liv]iv]iv]ivlivliv]iv)w]we]
vIVIVIVIVIVIVIVIVIVIV

APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020973 001 RABEPRAZOLE SODI UM ACl PHEX 5035899 APR 04, 2009 U- 385 NCE AUG 19, 2004
5045552 SEP 03, 2008 U-385 1-346 FEB 12, 2005
020973 002 RABEPRAZOLE SODI UM ACI PHEX 1-371 NOv 08, 2005
020815 001 RALOXI FENE HYDROCHLORI DE; EVI STA 4418068 APR 03, 2003
6458811 MAR 10, 2017
020741 001 REPAGLI NI DE; PRANDI N 5312924 SEP 05, 2006 1-367 OCT 21, 2005
6143769 SEP 05, 2006
RE37035 MAR 14, 2009
020741 002 REPAGLI NI DE; PRANDI N 5312924 SEP 05, 2006 U-214 1-367 OCT 21, 2005
6143769 SEP 05, 2006
RE37035 MAR 14, 2009
020741 003 REPAGLI NI DE; PRANDI N 5312924 SEP 05, 2006 U-214 1-367 OCT 21, 2005
6143769 SEP 05, 2006
RE37035 MAR 14, 2009
020903 001 RI BAVI RI N; REBETOL 6472373 SEP 21, 2017 U-479
6472373* PED MAR 21, 2018 U- 479
6177074 NOv 01, 2016 U- 454
6177074* PED MAY 01, 2017 U- 454
6461605 NOV 01, 2016 U- 478
6461605* PED MAY 01, 2017 U-478
020599 001 RI LUZOLE; RI LUTEK 5527814 JUN 18, 2013
020835 003 RI SEDRONATE SODI UM ACTONEL 5994329 JUuL 17, 2018 U- 353 NCE MAR 27, 2003
6015801 JuL 17, 2018 U-353 1-292 APR 14, 2003
1-291 APR 14, 2003
D-73 MAY 17, 2005
D-74 MAY 17, 2005
020272 001 RI SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020272 002 Rl SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020272 003 RI SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020272 004 RI SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020272 005 Rl SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020272 007 RI SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020272 008 RI SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020588 001 Rl SPERI DONE; RI SPERDAL M 15 MAR 03, 2005
020864 001 RI ZATRI PTAN BENZOATE; MAXALT 5298520 JUN 29, 2012 U- 240
020864 002 RI ZATRI PTAN BENZOATE; MAXALT 5298520 JUN 29, 2012 U- 240
020865 001 Rl ZATRI PTAN BENZCATE; MAXALT- MLT 5298520 JUN 29, 2012 U- 240
020865 002 RI ZATRI PTAN BENZOATE; MAXALT- MLT 5298520 JUN 29, 2012 U- 240
021042 001 ROFECOXI B; VI OXX 5691374 MAY 18, 2015 1-353 APR 11, 2005
6063811 MAY 06, 2017 U- 266
021042 002 ROFECOXI B; VI OXX 5691374 MAY 18, 2015 1-353 APR 11, 2005
6063811 MAY 06, 2017 U- 266
021042 003 ROFECOXI B; VI OXX 5691374 MAY 18, 2015 1-353 APR 11, 2005

6063811 MAY 06, 2017
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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
021052 001 ROFECOXI B; VI OXX 5691374 MAY 18, 2015 1-353 APR 11, 2005
6063811 MAY 06, 2017 U- 266
021052 002 ROFECOXI B; VI OXX 5691374 MAY 18, 2015 1-353 APR 11, 2005
6063811 MAY 06, 2017 U- 266
020658 001 ROPI NI ROLE HYDROCHL ORI DE; REQUI P 4452808 DEC 07, 2007
020658 002 ROPI NI ROLE HYDROCHL ORI DE; REQUI P 4452808 DEC 07, 2007
020658 003 ROPI NI ROLE HYDROCHLORI DE; REQUI P 4452808 DEC 07, 2007
020658 004 ROPI NI ROLE HYDROCHL ORI DE; REQUI P 4452808 DEC 07, 2007
020658 005 ROPI NI ROLE HYDROCHL ORI DE; REQUI P 4452808 DEC 07, 2007
020658 006 ROPI NI ROLE HYDROCHLORI DE; REQUI P 4452808 DEC 07, 2007
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
021209 001 SECRETI N, SECREFLO NP APR 04, 2005
ODE APR 04, 2009
019839 001 SERTRALI NE HYDROCHLORI DE; ZOLOFT 4536518 DEC 30, 2005 U-12 1-355 MAY 16, 2005
4536518* PED JUN 30, 2006 U 12
5248699 AUG 13, 2012
5248699* PED FEB 13, 2013
5744501 JAN 06, 2009 U- 461
5789449 JAN 06, 2009 U- 460
019839 002 SERTRALI NE HYDROCHLORI DE; ZOLOFT 4536518 DEC 30, 2005 U-12 1-355 MAY 16, 2005
4536518* PED JUN 30, 2006 U 12
5248699 AUG 13, 2012
5248699* PED FEB 13, 2013
5744501 JAN 06, 2009 U- 461
5789449 JAN 06, 2009 U- 460
019839 003 SERTRALI NE HYDROCHLORI DE; ZOLOFT 4536518 DEC 30, 2005 U-12 1-355 MAY 16, 2005
4536518* PED JUN 30, 2006 U 12
5248699 AUG 13, 2012
5248699* PED FEB 13, 2013
5744501 JAN 06, 2009 U- 461
5789449 JAN 06, 2009 U- 460
019839 004 SERTRALI NE HYDROCHLORI DE; ZOLOFT 4536518 DEC 30, 2005 U-12 1-355 MAY 16, 2005
4536518* PED JUN 30, 2006 U 12
5248699 AUG 13, 2012
5248699* PED FEB 13, 2013
5744501 JAN 06, 2009 U- 461
5789449 JAN 06, 2009 U- 460
019839 005 SERTRALI NE HYDROCHLORI DE; ZOLOFT 4536518 DEC 30, 2005 U-12 1-355 MAY 16, 2005
4536518* PED JUN 30, 2006 U 12
5248699 AUG 13, 2012
5248699* PED FEB 13, 2013
5744501 JAN 06, 2009 U- 461

5789449 JAN 06: 2009 U- 460
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APPL/ PRCD

NUMBER

020990

020478
020632
020632
020632
020895
020895
020895
019766
019766
019766
019766
019766
021110

021196

020572
020573
021075
021075
021075
020604
020677
020132
020132
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity

| NGREDI ENT NAME; TRADE NAME

SERTRALI NE HYDROCHLORI DE; ZOLOFT

SEVOFLURANE; ULTANE

S| BUTRAM NE HYDROCHLORI DE; MERI DI A
S| BUTRAM NE HYDROCHLORI DE; MERI DI A
S| BUTRAM NE HYDROCHLORI DE; MERI DI A
S| LDENAFI L Cl TRATE; VI AGRA

S| LDENAFI L Cl TRATE; VI AGRA

SI LDENAFI L Cl TRATE; VI AGRA

SI MVASTATI N; ZOCOR

S| M\VASTATI N, ZOCOR

SI M\WASTATI N, ZOCOR

SI MVASTATI N; ZOCOR

S| M\VASTATI N, ZOCOR

S| ROLI MUS; RAPAMUNE

SCDI UM OXYBATE;, XYREM

SODI UM PHENYLBUTYRATE; BUPHENYL

SCDI UM PHENYLBUTYRATE; BUPHENYL
SOVATROPI N RECOVBI NANT; NUTROPI N DEPOT
SOVATROPI N RECOVBI NANT; NUTROPI N DEPOT
SOVATROPI N RECOVBI NANT; NUTRCOPI N DEPOT
SOVATROPI N RECOVBI NANT; SERCSTI M
SPARFLOXACI N, ZAGAM

SUMATRI PTAN SUCCI NATE; | M TREX

SUMATRI PTAN SUCCI NATE; | M TREX

PATENT
NUMBER

5248699

5248699* PED

5744501
5789449
6444859

6444859* PED

4746680
5436272
4746680
5436272
4746680
5436272
5250534
6469012
5250534
6469012
5250534
6469012

5100899
5212155
5308847
5403833
5989591

4457942
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity
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APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020132 003 SUMATRI PTAN SUCCI NATE; | M TREX 6368627 MAR 02, 2012 U- 444
017970 001 TAMOXI FEN Cl TRATE; NOLVADEX 4536516 AUG 20, 2002 M 20  AUG 30, 2005
4536516* PED FEB 20, 2003 PED MAR 01, 2006
017970 002 TAMOXI FEN Cl TRATE; NOLVADEX 4536516 AUG 20, 2002
4536516* PED FEB 20, 2003
021184 003 TAZAROTENE; AVAGE 5089509 JUN 13, 2011 U- 481 NP SEP 30, 2005
020600 001 TAZAROTENE; TAZORAC 5089509 JUN 13, 2011 U-193
5089509 JUN 13, 2011 U- 481
020600 002 TAZAROTENE; TAZORAC 5089509 JUN 13, 2011 U- 193
5089509 JUN 13, 2011 U- 481
021184 001 TAZAROTENE; TAZORAC 5089509 JUN 13, 2011 U- 481
021184 002 TAZAROTENE; TAZORAC 5089509 JUN 13, 2011 U- 481
019785 001 TECHNETI UM TC- 99M SESTAM Bl KI T; CARDI OLI TE 4452774 DEC 21, 2004
019785 003 TECHNETI UM TC- 99M SESTAM Bl KI T; M RALUVA 4452774 DEC 21, 2004
021200 001 TEGASERCD MALEATE; ZELNORM 5510353 APR 26, 2013 U- 466 NCE JUL 24, 2007
021200 002 TEGASEROD MALEATE; ZELNORM 5510353 APR 26, 2013 U-466 NCE JUL 24, 2007
021029 001 TEMOZOLOM DE; TEMODAR 5260291 NOv 09, 2010 NCE AUG 11, 2004
5260291* PED MAY 09, 2011 ODE AUG 11, 2006
PED FEB 11, 2005
PED FEB 11, 2007
021029 002 TEMXZOLOM DE; TEMODAR 5260291 NOv 09, 2010 NCE AUG 11, 2004
5260291* PED MAY 09, 2011 ODE AUG 11, 2006
PED FEB 11, 2005
PED FEB 11, 2007
021029 003 TEMOZOLOM DE; TEMODAR 5260291 NOV 09, 2010 NCE AUG 11, 2004
5260291*PED MAY 09, 2011 ODE AUG 11, 2006
PED FEB 11, 2005
PED FEB 11, 2007
021029 004 TEMOZOLOM DE; TEMODAR 5260291 NOv 09, 2010 NCE AUG 11, 2004
5260291* PED MAY 09, 2011 ODE AUG 11, 2006
PED FEB 11, 2005
PED FEB 11, 2007
020846 001 TERBI NAFI NE; LAM SI L 4755534 DEC 30, 2006 U- 445
4680291 JUL 14, 2004 U- 445
021318 001 TERI PARATI DE ACETATE; FORTERO NP NOvV 26, 2005
020791 001 TESTOSTERONE; TESTODERM TTS 6348210 NOv 10, 2019 U- 440
020785 001 THALI DOM DE; THALOM D 6315720 OCT 23, 2020 U- 442
020646 001 TI AGABI NE HYDROCHLORI DE; GABI TRI L 5010090 SEP 30, 2011
5958951 JUN 10, 2017
5866590 APR 29, 2016
020646 002 TI AGABI NE HYDROCHLORI DE; GABI TRI L 5010090 SEP 30, 2011
5958951 JUN 10, 2017
5866590 APR 29, 2016
020646 003 TI AGABI NE HYDROCHLORI DE; GABI TRI L 5010090 SEP 30, 2011
5958951 JUN 10, 2017
5866590 APR 29, 2016
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 2002
DOCKET NUMBER *95S-0117
*PED and PED represent Pediatric Exclusivity
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APPL/ PRCD | NGREDI ENT NAME; TRADE NAME PATENT PATENT/ PED EXCL USE  EXCLUS EXCLUS
NUMBER NUMBER EXPI RES CODE  CODE EXPI RES
020646 004 TI AGABI NE HYDROCHLORI DE; GABI TRI L 5010090 SEP 30, 2011
5958951 JUN 10, 2017
5866590 APR 29, 2016
020646 005 TI AGABI NE HYDROCHLORI DE; GABI TRI L 5010090 SEP 30, 2011
5958951 JUN 10, 2017
5866590 APR 29, 2016
021447 001 TI ZANI DI NE HYDROCHLCRI DE; ZANAFLEX 6455557 NOV 28, 2021
021447 002 TI ZANI DI NE HYDROCHLORI DE; ZANAFLEX 6455557 NOv 28, 2021
021447 003 TI ZANI DI NE HYDROCHLORI DE; ZANAFLEX 6455557 NOv 28, 2021
020697 001 TOLCAPONE; TASVAR 5236952 JAN 29, 2012
020697 002 TOLCAPONE, TASMAR 5236952 JAN 29, 2012
021228 001 TOLTERODI NE TARTRATE; DETROL LA 5559269 NOv 05, 2013 U- 318
021228 002 TOLTERCDI NE TARTRATE; DETROL LA 5559269 NOV 05, 2013 U- 318
020671 001 TOPOTECAN HYDROCHLORI DE; HYCAMTI N 5004758 MAY 28, 2010
5004758* PED NOV 28, 2010
076110 001 TORSEM DE; TORSEM DE PC FEB 17, 2003
076110 002 TORSEM DE; TORSEM DE PC DEC 10, 2002
076110 003 TORSEM DE; TORSEM DE PC DEC 07, 2002
076110 004 TORSEM DE; TORSEM DE PC DEC 10, 2002
021272 001 TREPROSTI NI L SODI UM REMODULI N 5153222 OCT 06, 2009 U- 455 NCE MAY 21, 2007
ODE MAY 21, 2009
021272 002 TREPROSTI NI L SODI UM REMODULI N 5153222 OCT 06, 2009 U- 455 NCE MAY 21, 2007
ODE MAY 21, 2009
021272 003 TREPROSTI NI L SODI UM REMODULI N 5153222 OCT 06, 2009 U- 455 NCE MAY 21, 2007
ODE MAY 21, 2009
021272 004 TREPROSTI NI L SODI UM REMODULI N 5153222 OCT 06, 2009 U- 455 NCE MAY 21, 2007
ODE MAY 21, 2009
020475 002 TRETI NO N, RETI N-A M CRO 4690825 OCT 04, 2005 U-134 NS MAY 10, 2005
5955109 SEP 21, 2016 U- 134
021289 001 UROCFOLLI TROPI N; BRAVELLE NP MAY 06, 2005
020550 001 VALACYCLOVI R HYDROCHLORI DE; VALTREX 4957924 JUN 23, 2009
5879706 JAN 19, 2016
6107302 JAN 19, 2016
020550 002 VALACYCLOVI R HYDROCHLORI DE; VALTREX 4957924 JUN 23, 2009
5879706 JAN 19, 2016
6107302 JAN 19, 2016
021341 002 VALDECOXI B; BEXTRA 5633272 FEB 13, 2015 U- 462
021341 003 VALDECOXI B; BEXTRA 5633272 FEB 13, 2015 U- 462
020593 001 VALPROATE SCDI UM DEPACON D72 JAN 24, 2005
020665 001 VALSARTAN, DI OVAN 1-365 AUG 14, 2005
020665 002 VALSARTAN; DI OVAN 1-365 AUG 14, 2005
021283 001 VALSARTAN; DI OVAN 6294197 JUN 18, 2017 U-3 1-365 AUG 14, 2005
021283 002 VALSARTAN, DI OVAN 6294197 JUN 18, 2017 U3 1-365 AUG 14, 2005
021283 003 VALSARTAN; DI OVAN 6294197 JUN 18, 2017 U-3 1-365 AUG 14, 2005
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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
021283 004 VALSARTAN, DI OVAN 5399578 MAR 21, 2012 1-365 AUG 14, 2005
6294197 JUN 18, 2017 U-3
020151 001 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR 4535186 DEC 13, 2007 1-325 MAY 02, 2004
4535186* PED JUN 13, 2008 PED SEP 02, 2004
020151 002 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR 4535186 DEC 13, 2007 1-325 NMAY 02, 2004
4535186* PED JUN 13, 2008 PED SEP 02, 2004
020151 003 VENLAFAXI NE HYDROCHLORI DE; EFFEXCR 4535186 DEC 13, 2007 1-325 NMAY 02, 2004
4535186*PED JUN 13, 2008 PED SEP 02, 2004
020151 004 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR 4535186 DEC 13, 2007 1-325 MAY 02, 2004
4535186* PED JUN 13, 2008 PED SEP 02, 2004
020151 005 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR 4535186 DEC 13, 2007 1-325 NMAY 02, 2004
4535186* PED JUN 13, 2008 PED SEP 02, 2004
020151 006 VENLAFAXI NE HYDROCHLORI DE; EFFEXCR 4535186 DEC 13, 2007 1-325 NMAY 02, 2004
4535186* PED JUN 13, 2008 PED SEP 02, 2004
020699 001 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR XR 4535186 DEC 13, 2007 1-325 MAY 02, 2004
6274171 MAR 20, 2017 PED SEP 02, 2004
5916923 JUN 28, 2013 U- 398
6403120 MAR 20, 2017 U- 451
6419958 MAR 20, 2017 U- 459
6444708 JUN 28, 2013

4535186* PED JUN 13, 2008

5916923*PED DEC 28, 2013 U- 398

6274171*PED SEP 20, 2017

6403120* PED SEP 20, 2017 U- 451

6419958* PED SEP 20, 2013 U- 459

6444708* PED DEC 28, 2013

020699 002 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR XR 4535186 DEC 13, 2007 1-325 MAY 02, 2004
6274171 MAR 20, 2017 PED SEP 02, 2004
5916923 JUN 28, 2013 U- 398
6403120 MAR 20, 2017 U- 451
6419958 MAR 20, 2017 U- 459
6444708 JUN 28, 2013

4535186* PED JUN 13, 2008

5916923*PED DEC 28, 2013 U- 398

6274171*PED SEP 20, 2017

6403120* PED SEP 20, 2017 U- 451

6419958* PED SEP 20, 2013 U- 459

6444708* PED DEC 28, 2013

020699 003 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR XR 4535186 DEC 13, 2007 1-325 MAY 02, 2004
6274171 MAR 20, 2017 PED SEP 02, 2004
5916923 JUN 28, 2013 U- 398
6403120 MAR 20, 2017 U- 451
6419958 MAR 20, 2017 U- 459
6444708 JUN 28, 2013

4535186*PED JUN 13, 2008

5916923*PED DEC 28, 2013 U- 398

6274171*PED SEP 20, 2017

6403120* PED SEP 20, 2017 U- 451

6419958* PED SEP 20, 2013 U- 459

vliv]iv]iv]ivliv]iv]iv]ivliv)v]v]ivlv)v)v)vlv)v)v)ivlv]v)v)ivlv)v)v)vlv)e]v)vlvlv])iv)/vlv)e]vlv)v)e)vlvle)e)
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6444708* PED DEC 28, 2013
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PATENT TERM EXTENSI ON AND NEW PATENTS - Decenber 20, 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> 020699 004 VENLAFAXI NE HYDROCHLORI DE; EFFEXOR XR 4535186 DEC 13, 2007 1-325 NMAY 02, 2004
>ADD> 6274171 MAR 20, 2017 PED SEP 02, 2004
>ADD> 5916923 JUN 28, 2013 U- 398
>ADD> 6403120 MAR 20, 2017 U- 451
>ADD> 6419958 MAR 20, 2017 U- 459
>ADD> 6444708 JUN 28, 2013
DD> 4535186* PED JUN 13, 2008
DD> 5916923*PED DEC 28, 2013 U- 398
DD> 6274171*PED SEP 20, 2017
DD> 6403120* PED SEP 20, 2017 U- 451
DD> 6419958* PED SEP 20, 2013 U- 459
DD> 6444708* PED DEC 28, 2013
021119 001 VERTEPORFI N; VI SUDYNE 4883790 JAN 20, 2007
020388 001 VI NORELBI NE TARTRATE; NAVELBI NE 4307100 JUL 08, 2002
4307100*PED JAN 08, 2003
021266 001 VORI CONAZOLE; VFEND NCE MAY 24, 2007
021266 002 VORI CONAZCOLE; VFEND NCE MAY 24, 2007
021267 001 VORI CONAZCOLE; VFEND NCE MAY 24, 2007
021036 001 ZANAM VI R, RELENZA 6294572 DEC 15, 2014
020825 001 ZI PRAS|I DONE HYDROCHL ORI DE; GECDON 6150366 MAY 27, 2019
020825 002 Z| PRAS| DONE HYDROCHL ORI DE; GECDON 6150366 MAY 27, 2019
020825 003 ZI PRAS|I DONE HYDROCHLCRI DE; GEODON 6150366 MAY 27, 2019
020825 004 ZI PRAS|I DONE HYDROCHL ORI DE; GEODON 6150366 MAY 27, 2019
020919 001 ZI PRAS| DONE MESYLATE; GECDON 6399777 APR 01, 2017 NCE FEB 05, 2006
4831031 MAR 02, 2007 NDF JUN 21, 2005
6110918 MAR 26, 2017
6232304 APR 01, 2017
021223 001 ZOLEDRONI C ACI D; ZOVETA 1-361 FEB 22, 2005
021231 001 ZOLM TRI PTAN;, ZOM G- ZMr 5466699 NOvV 14, 2012 NCE NOv 25, 2002

020789 001 ZONI SAM DE; ZONEGRAN 6342515 DEC 21: 2018 U- 438



