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Novartis

cyclosporine

NEORAL

50715

14-Jul-95

RX

6,024,978

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

Novartis

cyclosporine

NEORAL

50716

14-Jul-95

RX

5,866,159

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS




S.No.
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Generic Name

Tradename

NDA
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Patent
Number

Patent
Expiration

Patented / Exclusive Use

Novartis

cyclosporine

NEORAL

50716

14-Jul-95

RX

5,916,589

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

Novartis

cyclosporine

NEORAL

50716

14-Jul-95

RX

5,962,014

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

Novartis

cyclosporine

NEORAL

50716

14-Jul-95

RX

5,962,017

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,




RECALCITRANT, PLAQUE
PSORIASIS

S.No.

Applicant

Generic Name

Tradename

NDA

Approval
Date
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Patent
Number

Patent
Expiration

Patented / Exclusive Use

Novartis

cyclosporine

NEORAL

50716

14-Jul-95

RX

5,962,017

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

Novartis

cyclosporine

NEORAL

50716

14-Jul-95

RX

6,007,840

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

Novartis

cyclosporine

NEORAL

50716

14-Jul-95

RX

6,024,978

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF




ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

. . Approval Patent Patent .
S.No. Applicant Generic Name Tradename NDA Date Type Number | Expiration Patented / Exclusive Use
cilastatin sodium; 26-Nov- TREATMENT OF BACTERIAL
8 Merck imipenem PRIMAXIN 50587 85 RX 5,147,868 | 15-Sep-09 INFECTIOUS DISEASE
cilastatin sodium; 14-Dec- TREATMENT OF BACTERIAL
9 Merck imipenem PRIMAXIN 50630 90 DISCN | 5,147,868 | 15-Sep-09 INFECTIOUS DISEASE
cilastatin sodium; 14-Dec- TREATMENT OF BACTERIAL
10 | Merck imipenem PRIMAXIN 50630 90 RX 5,147,868 | 15-Sep-09 INFECTIOUS DISEASE
METHOD OF TREATING
dexamethasone; 18-Aug- OPHTHALMIC
11 | Alcon tobramycin TOBRADEX 50592 88 RX 5,149,694 | 22-Sep-09 INFLAMMATION AND
INFECTION
METHOD OF TREATING
dexamethasone; 28-Sep- OPHTHALMIC
12 | Alcon tobramycin TOBRADEX 50616 88 RX 5,149,694 | 22-Sep-09 INFLAMMATION AND
INFECTION
METHOD OF TREATING
dexamethasone; 13-Feb- OPHTHALMIC
13 | Alcon tobramycin TOBRADEX ST | 50818 09 RX 5,149,694 | 22-Sep-09 INFLAMMATION AND
INFECTION
fluorometholone METHOD OF TREATING
14 | Alcon acetate; TOBRASONE 50628 | 21-Jul-89 | DISCN | 5,149,693 | 22-Sep-09 OPHTHALMIC
tobram' cin e P INFLAMMATION AND
4 INFECTION
15 Meda Pharms felbamate FELBATOL 20189 | 29-Jul-93 | RX 4,978,680 | 26-Sep-09 | TREATMENT OF SEIZURES




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
16 | Meda Pharms felbamate FELBATOL 20189 | 29-Jul-93 | RX 5,082,861 | 26-Sep-09 | TREATMENT OF SEIZURES
TREATMENT OF METASTATIC
29-Mav- BREAST CANCER IN
17 Gtx Inc toremifene citrate | FARESTON 20497 97 y RX 4,696,949 | 29-Sep-09 | POSTMENOPAUSAL WOMEN
WITH ESTROGEN RECEPTOR
POSITIVE TUMORS
Organon Usa METHOD OF
18 Inc etonogestrel IMPLANON 21529 | 17-Jul-06 | RX 5,150,718 | 29-Sep-09 CONTRACEPTION
. s 26-Apr-
19 | Pfizer glipizide GLUCOTROL XL | 20329 94 RX 5,024,843 | 5-Sep-09
. - 26-Apr-
20 | Pfizer glipizide GLUCOTROL XL | 20329 94 RX 5,091,190 | 5-Sep-09 DIABETES
) L 10-Aug-
21 | Pfizer glipizide GLUCOTROL XL | 20329 99 RX 5,024,843 | 5-Sep-09
. - 10-Aug-
22 | Pfizer glipizide GLUCOTROL XL | 20329 99 RX 5,091,190 | 5-Sep-09 DIABETES
REDUCTION OF ELEVATED
. INTRAOCULAR PRESSUE IN
Pharmacia And
23 latanoprost XALATAN 20597 | 5-Jun-96 | RX 6,429,226 | 6-Sep-09 | PATEINTS WITH OPEN ANGLE

Upjohn

GLAUCOME OR OCULAR
HYPERTENSION




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
. . 22-Dec-
24 | Novartis nateglinide STARLIX 21204 00 RX RE34878 | 8-Sep-09
PREVACID
25 szeda Pharms 'rfansfo‘;r:rfde' NAPRAPAC 500 | 21507 ég'Nm" DISCN | 4,628,098 ég'NOV'
P (COPACKAGED)
amoxicillin;
26 szeda Pharms | Jarithromycin; PREVPAC 50757 | 2-Dec-97 | RX | 4,628,098 ég'No"'
lansoprazole
nicardipine 30-Jan- 17-Nov-
27 Ekr Therap hydrochloride CARDENE 19734 92 RX 5,164,405 09
TROVAN
. alatrofloxacin 18-Dec- 17-Nov- METHOD OF TREATING
28 Pfizer mesylate EII:::ERVATIVE 20760 97 DISCN | 5,164,402 09 BACTERIAL INFECTIONS
R Tech Ueno unoprostone 24-Nov- METHOD OF TREATING
29 | g isopropyl RESCULA 21214 | 3-Aug-00 | RX | 5,166,178 | o OCULAR HYPERTENSION
PROVENTIL- 15-Aug- 28-Nov-
30 | 3m albuterol sulfate HEA 20503 96 RX 6,352,684 09
Boehringer ipratropium ATROVENT 27-Nov- 28-Nov- RELIEF OF NAUSEA AND
31 Ingelheim bromide HFA 21527 04 RX 3,766,573 09 VOMITTING
levalbuterol 11-Mar- 28-Nov-
32 Sepracor tartrate XOPENEX HFA 21730 05 RX 6,352,684 09
DELIVERING A MEDICINAL
29-Oct- 28-Nov- AEROSOL FORMULATION
33 | Teva Global albuterol sulfate PROAIR HFA 21457 04 RX 5,766,573 09 USING CEC-EREE PROPELLANT

134A.




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
34 | Teva Global albuterol sulfate | PROAIRHFA | 21457 gZ'OCt' RX 6,352,684 (Z)g'NOV'
DELIVERING A MEDICINAL
beclomethasone 15-Sep- 28-Nov- AEROSOL FORMULATION
35 | Teva Global dipropionate QVAR 40 209111 9 RX° | 5,766,573 | g USING CFC-FREE PROPELLANT
134A.
36 | Teva Global beclomethasone | /x40 20011 | 1258 | rx | 6,352,684 | 2ENOV-
dipropionate 00 09
DELIVERING A MEDICINAL
beclomethasone 15-Sep- 28-Nov- AEROSOL FORMULATION
37 | Teva Global dipropionate QVAR 80 209111 55 RX- 15,766,573 | g USING CFC-FREE PROPELLANT
134A.
38 | Teva Global beclomethasone |\, g9 20011 | 258P oy | 6,352,684 | 2NV
dipropionate 00 09
cetorolac RELIEF OF OCULAR ITCHING
39 | Allergan e ACULAR 19700 | 9-Nov-92 | RX | 5,110,493 | 5-Nov-09 | DUE TO SEASONAL ALLERGIC
CONJUNCTIVITIS
40 | Allergan ketorolac ACULAR LS 21528 | SOMay- | oy 15.110,493 | 5-Nov-09
tromethamine 03
Sciele Pharma ceftibuten 20-Dec- METHOD OF TREATING
e dihydrate CEDAX 20685 | o5 RX 4,634,697 | 1-0ct-09 | o)\ TERIAL INFECTIONS
TREATMENT OF COMMUNITY
ACQUIRED PNEUMONIA,
. . ACUTE EXACERBATION OF
ap | ScielePharma ) ceftibuten CEDAX 50685 | 2008 | Rx | 4,634,697 | 1-0ct-09 | CHRONIC BRONCHITIS, AND
Inc dihydrate 95

ACUTE BACTERIAL SINUSITIS
CAUSED BY SUSCEPTIBLE
STRAINS OF DESIGNATED




MICROORGANISMS IN
PATIENTS 18 YEARS AND
OLDER.
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43

Sciele Pharma
Inc

ceftibuten
dihydrate

CEDAX

50686

20-Dec-
95

DISCN

4,634,697

1-Oct-09

METHOD OF TREATING
BACTERIAL INFECTIONS

44

Sciele Pharma
Inc

ceftibuten
dihydrate

CEDAX

50686

20-Dec-
95

DISCN

4,634,697

1-Oct-09

TREATMENT OF COMMUNITY
ACQUIRED PNEUMONIA,
ACUTE EXACERBATION OF
CHRONIC BRONCHITIS, AND
ACUTE BACTERIAL SINUSITIS
CAUSED BY SUSCEPTIBLE
STRAINS OF DESIGNATED
MICROORGANISMS IN
PATIENTS 18 YEARS AND
OLDER.

45

Sciele Pharma
Inc

ceftibuten
dihydrate

CEDAX

50686

20-Dec-
95

RX

4,634,697

1-Oct-09

METHOD OF TREATING
BACTERIAL INFECTIONS

46

Sciele Pharma
Inc

ceftibuten
dihydrate

CEDAX

50686

20-Dec-
95

RX

4,634,697

1-Oct-09

TREATMENT OF COMMUNITY
ACQUIRED PNEUMONIA,
ACUTE EXACERBATION OF
CHRONIC BRONCHITIS, AND
ACUTE BACTERIAL SINUSITIS
CAUSED BY SUSCEPTIBLE
STRAINS OF DESIGNATED
MICROORGANISMS IN
PATIENTS 18 YEARS AND
OLDER.




S.No. Applicant Generic Name Tradename NDA Apg;::al Type ;::;1; Exl::::::i:m Patented / Exclusive Use

47 x\atllea”t Pharm | e reolide mesylate | PERMAX 19385 Zg'Dec' DISCN | 5,114,948 | 19-Oct-09

ag | Coleate sodium fluoride; | COLGATE 20231 | 11-Jul-97 | OTC | 5,156,835 | 20-Oct-09

Palmolive triclosan TOTAL

49 | Ortho Biotech ﬁ%‘:;gﬁl';'r'l‘ e DOXIL 50718 ég'J " TRX | 5,013,556 | 20-Oct-09 :'EELL"T'(EJS ;/?PLRsﬁéTsﬁlsgéM A
50 | Ortho Biotech ﬁ%fg‘c‘ﬁl'g'rrl‘ e DOXIL 50718 33-1 " TRX | 5,013,556 | 20-Oct-09 mirgﬁgo TREAT MULTIPLE
51 | Ortho Biotech ﬁ%‘:;gﬁl';'r'l‘ e DOXIL 50718 ég'J " TRX | 5,013,556 | 20-Oct-09 I(\:/IAEI;II-CHSRD TO TREAT OVARIAN
52 | Ortho Biotech ﬁ%fg‘c‘ﬁl'g'rrl‘ e DOXIL 50718 33-1 " TRX | 5,213,804 | 20-Oct-09 'F\{/'EELLFT'(EJS ;gp-roRsﬁéTsﬁlRDcsc_)M A
53 | Ortho Biotech ﬁ%‘:;gﬁl';'r'l‘ e DOXIL 50718 ég'J "I Rx [ 5,213,804 | 20-Oct-09 I(\:/IAEI;II-CHSRD TO TREAT OVARIAN
54 | Ortho Biotech ﬁ%fg‘c‘ﬁl'g'rrl‘ e DOXIL 50718 ;;’Nm" RX | 5,013,556 | 20-Oct-09 'F\{/'EELLFT'(EJS ;gp-roRsﬁéTsﬁlRDcsc_)M A
55 | Ortho Biotech ﬁ%‘:;gﬁl';'r'l‘ e DOXIL 50718 ;Z'NOV' RX | 5,013,556 | 20-Oct-09 mirglago TREAT MULTIPLE
56 | Ortho Biotech ﬁ%fg‘c‘ﬁl'g'rrl‘ e DOXIL 50718 ;;’Nm" RX | 5,013,556 | 20-Oct-09 EAAEJ?EORD TO TREAT OVARIAN
57 | Ortho Biotech ﬁ%‘:;gﬁl';'r'l‘ e DOXIL 50718 ;Z'NOV' RX | 5,213,804 | 20-Oct-09 :'EELL"T'(EJS ;/?PLRsﬁéTsﬁlsgéM A




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
. doxorubicin 17-Nov- METHOD TO TREAT OVARIAN
58 | Ortho Biotech hydrochloride DOXIL 50718 95 RX 5,213,804 | 20-Oct-09 CANCER
verapamil 26-Feb- METHOD FOR
59 | Gd Searle Llc h erChIoride COVERA-HS 20552 96 RX 5,785,994 | 22-Oct-09 | ADMINISTERING DRUG TO
¥ GASTROINTESTINAL TRACT
go | Boehringer tamsulosin FLOMAX 20579 | APl ex | 4,703,063 | 27-Oct-09
Ingelheim hydrochloride 97
Johnson And paliperidone INVEGA TREATMENT OF
61 | Johnson palmitate SUSTENNA 22264 | 31-Jul-09 | RX | 5,254,556 | 27-0ct-09 | oo 0ppiRENIA
DETECTION OF
GASTROINTESTINAL
BREATHTEK
. 10-May- DISORDERS AND THE
62 | Otsuka America | urea, c-13 g?:o:?R H- 20586 01 RX 4,830,010 | 27-Oct-09 SUBSEQUENT BREATH
COLLECTION AND
MEASUREMENT OF 13C02
DETECTION OF
63 Otsuka America | urea, c-13 KIT (W/ 20586 P DISCN | 4,830,010 | 27-Oct-09
PRANACTIN) 9% SUBSEQUENT BREATH
COLLECTION AND
MEASUREMENT OF 13C02
PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
64 Novartis cyclosporine NEORAL 50715 | 14-Jul-95 | DISCN | 5,866,159 | 13-Sep-09 | OF PATIENTS WITH SEVERE

ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED




PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

S.No.

Applicant

Generic Name

Tradename

NDA
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Patent
Number

Patent
Expiration

Patented / Exclusive Use

65

Novartis

cyclosporine

NEORAL

50715

14-Jul-95

DISCN

5,916,589

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

66

Novartis

cyclosporine

NEORAL

50715

14-Jul-95

DISCN

5,962,014

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

67

Novartis

cyclosporine

NEORAL

50715

14-Jul-95

DISCN

5,962,017

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF




ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

S.No.

Applicant

Generic Name

Tradename

NDA

Approval
Date

Type

Patent
Number

Patent
Expiration

Patented / Exclusive Use

68

Novartis

cyclosporine

NEORAL

50715

14-Jul-95

DISCN

6,007,840

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

69

Novartis

cyclosporine

NEORAL

50715

14-Jul-95

DISCN

6,024,978

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

70

Novartis

cyclosporine

NEORAL

50715

14-Jul-95

RX

5,866,159

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE




ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

S.No.

Applicant

Generic Name

Tradename

NDA

Approval
Date

Type

Patent
Number

Patent
Expiration

Patented / Exclusive Use

71

Novartis

cyclosporine

NEORAL

50715

14-Jul-95

RX

5,916,589

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

72

Novartis

cyclosporine

NEORAL

50715

14-Jul-95

RX

5,962,014

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

73

Novartis

cyclosporine

NEORAL

50715

14-Jul-95

RX

5,962,017

13-Sep-09

PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC




TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE
ACTIVE, RHEUMATOID
ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

. . Approval Patent Patent .

S.No. Applicant Generic Name Tradename NDA Date Type Number | Expiration Patented / Exclusive Use
PROPHYLAXIS OF ORGAN
REJECTION IN KIDNEY, LIVER
AND HEART ALLOGENIC
TRANSPLANTS; TREATMENT
OF PATIENTS WITH SEVERE

. . ACTIVE, RHEUMATOID

74 Novartis cyclosporine NEORAL 50715 | 14-Jul-95 | RX 6,007,840 | 13-Sep-09 ARTHRITIS; TREATMENT OF
ADULT,
NONIMMUNOCOMPROMISED
PATIENTS WITH SEVERE,
RECALCITRANT, PLAQUE
PSORIASIS

. metformin
75 | NovoNordisk |\ chloride; PRANDIMET | 22386 | 257U | x RE37035 | L4-Mar-
Inc . 08 09
repaglinide
76 | NoveNordisk | elinide PRANDIN 20741 | 22PeC | gy RE37035 | JAMar-
Inc 97 09
77 | Schering desloratadine CLARINEX 21312 (2);”“”' RX | 4,863,931 ég'Mar'
78 | Schering Plough | desloratadine CLARINEX 21165 cz)i'Dec' RX | 4,863,931 cl)g'Mar'




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
loratadine;
’ 27-Nov- 15-Mar-
79 | Schering Plough | pseudoephedrine CLARITIN-D 19670 02 ov DISCN | 4,863,931 O; ar
sulfate
80 | Genentech somatropin NUTROPIN 20168 | 17NV | px | 5,006,885 | 1Mar
recombinant 93 09
METHOD AND COMPOSITION
FOR REDUCING NERVE
Teikoku . . 19-Mar- 17-Mar- INJURY PAIN ASSOCIATED
81 Pharma Usa lidocaine LIDODERM 20612 99 RX 5,589,180 09 WITH SHINGLES (HERPES
ZOSTER AND POST-HERPETIC
NEURALGIA)
METHOD AND COMPOSITION
FOR REDUCING NERVE
Teikoku . . 19-Mar- 17-Mar- INJURY PAIN ASSOCIATED
82 Pharma Usa lidocaine LIDODERM 20612 99 RX 5,709,869 09 WITH SHINGLES (HERPES
ZOSTER AND POST-HERPETIC
NEURALGIA)
g3 |OrthoMeneil 1 mate TOPAMAX 20505 | 24Pe¢ | pisen | 4,513,006 | 20Mar
Janssen 96 09
gq | OrthoMenell | mate TOPAMAX 20505 | 24P oy | 4,513,006 | 26°Mar
Janssen 96 09
gs | OrthoMeneil | mate TOPAMAX 20844 | 260t | ey | 4513006 | 26°M2"
Janssen 98 09
Ortho Mcneil . TOPAMAX 26-Oct- 26-Mar-
86 Janssen topiramate SPRINKLE 20844 98 DISCN | 4,513,006 09




. . Approval Patent Patent .
S.No. Applicant Generic Name Tradename NDA Date Type N | e Patented / Exclusive Use
miconazole
. nitrate; 16-Feb- 27-Mar- TREATMENT OF FUNGAL
87 Stiefel Labs Inc petrolatum, white; VUSION 21026 06 RX 4,911,932 09 INFECTIONS
zinc oxide
30-Jan-
88 Takeda Pharms | dexlansoprazole KAPIDEX 22287 09 RX 5,045,321 | 3-Mar-09
30-Jan-
89 Takeda Pharms | dexlansoprazole KAPIDEX 22287 09 RX 5,093,132 | 3-Mar-09
30-Jan-
90 | Takeda Pharms | dexlansoprazole KAPIDEX 22287 09 RX 5,433,959 | 3-Mar-09
91 Laakeda Pharms | | nsoprazole PREVACID 20406 ;g'MaV' RX | 5,045,321 | 3-Mar-09
92 sze‘ja Pharms | |- nsoprazole PREVACID 20406 ;g'May' RX | 5,093,132 | 3-Mar-09
93 Laakeda Pharms | | nsoprazole PREVACID 20406 ;g'MaV' RX | 5,433,959 | 3-Mar-09
94 sze‘ja Pharms | | nsoprazole PREVACID 21281 S;May' DISCN | 5,045,321 | 3-Mar-09
g5 | TakedaPharms | prazole PREVACID 21281 | M| pisen | 5,003,132 | 3-Mar-09

Na

01




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
96 szeda Pharms | |- hsoprazole PREVACID 21281 S;May' DISCN | 5,433,959 | 3-Mar-09
97 Laakeda Pharms | | nsoprazole PREVACID 21428 gg'A“g' RX | 5,045,321 | 3-Mar-09
98 sze‘ja Pharms | | nsoprazole PREVACID 21428 gg'A”g' RX 5,093,132 | 3-Mar-09
99 Laakeda Pharms | | nsoprazole PREVACID 21428 gg'A“g' RX | 5,433,959 | 3-Mar-09
PREVACID
100 szeda Pharms 'r?ansrooit‘rf"'e' NAPRAPAC 500 | 21507 ég'NOV' DISCN | 5,045,321 | 3-Mar-09
b (COPACKAGED)
PREVACID
101 Laakeda Pharms 'naans:’o‘;r:rfo'e' NAPRAPAC 500 | 21507 ég'Nm" DISCN | 5,093,132 | 3-Mar-09
P (COPACKAGED)
PREVACID
102 szeda Pharms 'r?ansrooit‘rf"'e' NAPRAPAC 500 | 21507 ég'NOV' DISCN | 5,433,959 | 3-Mar-09
b (COPACKAGED)
amoxicillin;
103 Laakeda Pharms |- | arithromycin; PREVPAC 50757 | 2-Dec-97 | RX | 5,045,321 | 3-Mar-09
lansoprazole
amoxicillin;
104 szeda Pharms | | rithromycin; PREVPAC 50757 | 2-Dec-97 | RX 5,093,132 | 3-Mar-09
lansoprazole
amoxicillin;
105 | TakedaPharms |\ thromycin: PREVPAC 50757 | 2-Dec-97 | RX | 5,433,959 | 3-Mar-09

Na

lansoprazole




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
. 19-Oct- 12-May- TREATMENT OF PARKINSON'S
106 | Orion entacapone COMTAN 20796 99 RX 5,112,861 09 DISEASE
carbidopa; 11-Jun- 12-May- | TREATMENT OF PARKINSON'S
107 | Orion entacapone; STALEVO 100 21485 03 RX 5,112,861 09 DISEASE
levodopa
carbidopa;
. ) 29-Aug- 12-May- TREATMENT OF PARKINSON'S
108 | Orion entacapone; STALEVO 125 21485 08 RX 5,112,861 09 DISEASE
levodopa
carbidopa;
. ) 11-Jun- 12-May- TREATMENT OF PARKINSON'S
109 | Orion entacapone; STALEVO 150 21485 03 RX 5,112,861 09 DISEASE
levodopa
carbidopa; .
110 | Orion entacapone; STALEVO 200 21485 | 2-Aug-07 | RX 5,112,861 12-May- TREATMENT OF PARKINSON'S
09 DISEASE
levodopa
carbidopa;
. ) 11-Jun- 12-May- TREATMENT OF PARKINSON'S
111 | Orion entacapone; STALEVO 50 21485 03 RX 5,112,861 09 DISEASE
levodopa
carbidopa;
. ) 29-Aug- 12-May- TREATMENT OF PARKINSON'S
112 | Orion entacapone; STALEVO 75 21485 08 RX 5,112,861 09 DISEASE
levodopa
. 18-May- 18-May- METHOD OF MYOCARDIAL
113 | Astellas adenosine ADENOSCAN 20059 95 RX 5,070,877 09 IMAGING
114 | Genzyme clofarabine CLOLAR 21673 gi'Dec' RX | 5,384,310 (Z)S'May'
L ranitidine 30-Dec- 26-May-
115 | Glaxosmithkline hydrochloride ZANTAC 19675 38 RX 5,068,249 09




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
116 | Roche Palo mycophenolate | ey cepr 50722 | S | Rx | 4,753,935 | 3-May-09
mofetil 95
117 | Roche Palo mycophenolate | cg) | cepr 50723 | 1" | Rx | 4,753,935 | 3-May-09
mofetil 97
henol
118 | Roche Palo Ez‘;zgl enolate CELLCEPT 50759 | 1-Oct-98 | RX | 4,753,935 | 3-May-09
mycophenolate 12-Aue-
119 | Roche Palo mofetil CELLCEPT 50758 98 & RX 4,753,935 | 3-May-09
hydrochloride
TREATMENT OF PATIENTS
WITH ESSENTIAL
HYPERTENSION. MAY BE
perindopril 30-Dec- 10-Nov- | USED ALONE OR GIVEN WITH
120 | Solvay Pharms | P="M O ACEON 20184 | RX [ 5,162,362 | OTHER CLASSES OF
ANTIHYPERTENSIVES,
ESPECIALLY THIAZIDE
DERIVATIVES
121 | TakedaPharms |\ prazole PREVACID 20406 | 10Mav- | oy | 4628008 | 1ONOV-
Na 95 09
127 | TakedaPharms |\ oprazole PREVACID 21281 | M3 | pisen | 4,628,008 | LONOV-
Na 01 09
123 Laakeo'a Pharms | | nsoprazole PREVACID 21428 gg'A“g' RX | 4,628,098 cl)g'No"'




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
124 | T3kedaPharms |\ oprazole PREVACID IV | 21566 | 27 ™M | pisc | 4,628,008 | 20NOV-
Na 04 09
125 | Glaxosmithkline | SUmMatriptan IMITREX 20132 | 1-Jun-95 | RX | 5,037,845 | 6-Feb-09
succinate
. . sumatriptan IMITREX 23-Dec-
126 | Glaxosmithkline succinate STATDOSE 20080 96 RX 5,037,845 | 6-Feb-09
L sumatriptan IMITREX
127 | Glaxosmithkline succinate STATDOSE 20080 | 1-Feb-06 | RX 5,037,845 | 6-Feb-09
128 | UcbInc levetiracetam KEPPRA 21035 | 6-Jan-06 | RX 4,943,639 | 14-Jan-09
. 30-Nov-
129 | UcbInc levetiracetam KEPPRA 21035 99 RX 4,943,639 | 14-Jan-09
130 | UcbInc levetiracetam KEPPRA 21505 | 15-Jul-03 | RX 4,943,639 | 14-Jan-09
131 | UcbInc levetiracetam KEPPRA 21872 | 31-Jul-06 | RX 4,943,639 | 14-Jan-09
. 12-Sep-
132 | UcbInc levetiracetam KEPPRA XR 22285 08 RX 4,943,639 | 14-Jan-09
133 | Abbott fenofibrate TRICOR 21203 | 4-Sep-01 | DISCN | 4,895,726 | 19-Jan-09




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
134 | Abbott fenofibrate TRICOR 19304 | 9-Feb-98 | DISCN | 4,895,726 | 19-Jan-09
(MICRONIZED) e
) TRICOR 30-Jun-
135 | Abbott fenofibrate (MICRONIZED) 19304 99 DISCN | 4,895,726 | 19-Jan-09
verapamil 26-Feb-
136 | Gd Searle LIc . COVERA-HS 20552 RX 5,082,668 | 21-Jan-09
hydrochloride 96
. . . 27-Dec-
137 | Glaxosmithkline | lamotrigine LAMICTAL 20241 94 DISCN | 4,602,017 | 22-Jan-09
. . - 27-Dec-
138 | Glaxosmithkline | lamotrigine LAMICTAL 20241 94 RX 4,602,017 | 22-Jan-09
ST - 24-Aug-
139 | Glaxosmithkline | lamotrigine LAMICTAL CD 20764 98 DISCN | 4,602,017 | 22-Jan-09
. . . 24-Aug-
140 | Glaxosmithkline | lamotrigine LAMICTAL CD 20764 98 RX 4,602,017 | 22-Jan-09
141 | Glaxosmithkline | lamotrigine LAMICTAL CD 20764 | 8-Sep-00 | RX 4,602,017 | 22-Jan-09
54-Mar METHOD OF TREATMENT TO
142 | Ista Pharms bromfenac sodium | XIBROM 21664 RX 4,910,225 | 24-Jan-09 | ALLEVIATE INFLAMMATION
05
OF THE EYE
143 Eg?;:jc'a And | iglitol GLYSET 20682 ;E'Dec' RX | 4,639,436 | 27-Jan-09 | DIABETES




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
METHOD OF TREATMENT OF
. sertraline 30-Dec- LATE LUTEAL PHASE
144 | Pfizer ydrochloride ZOLOFT 19839 | DISCN | 5,744,501 | 6-Jan-09 | Soco~oC 1 7o
(PMDD) USING SERTRALINE
METHOD OF TREATING
i PSYCHIATRIC SYMPTOMS
145 | Pfizer ;e:jtra ';'Ie g ZOLOFT 19839 ;cl)'Dec' DISCN | 5,789,449 | 6-Jan-09 | ASSOCIATED WITH
ydrochioriae PREMENSTRUAL DISORDERS
USING SERTRALINE
METHOD OF TREATMENT OF
. sertraline 30-Dec- LATE LUTEAL PHASE
146 | Pfizer ydrochloride ZOLOFT 19839 | RX 5,744,501 | 6-Jan-09 | oo o DTS
(PMDD) USING SERTRALINE
METHOD OF TREATING
' 200 PSYCHIATRIC SYMPTOMS
147 | Pfizer ;e:jtra 'Ele g ZOLOFT 19839 | . €< |Rx  |5,789,449 | 6-Jan-09 | ASSOCIATED WITH
ydrochloriae PREMENSTRUAL DISORDERS
USING SERTRALINE
METHOD OF TREATMENT OF
. sertraline 6-Mar- LATE LUTEAL PHASE
148 | Pfizer ydrochloride ZOLOFT 19839 | o RX 5,744,501 | 6-Jan-09 | oo o ST
(PMDD) USING SERTRALINE
METHOD OF TREATING
i \ PSYCHIATRIC SYMPTOMS
149 | Pfizer ;e:jtra '}:‘Ie g ZOLOFT 19839 8;5 a1 Rx 5,789,449 | 6-Jan-09 | ASSOCIATED WITH
yarochloride PREMENSTRUAL DISORDERS
USING SERTRALINE
METHOD OF TREATMENT OF
150 | Pfizer sertraline ZOLOFT 20990 | 7-Dec-99 | RX 5,744,501 | 6-Jan-09 | -ATE LUTEAL PHASE

hydrochloride

DYSPHORIC DISORDER
(PMDD) USING SERTRALINE




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
METHOD OF TREATING
certraline PSYCHIATRIC SYMPTOMS
151 | Pfizer e e ZOLOFT 20990 | 7-Dec-99 | RX | 5,789,449 | 6-Jan-09 | ASSOCIATED WITH
y PREMENSTRUAL DISORDERS
USING SERTRALINE

152 | WyethPharms | gemtuzumab MYLOTARG 21174 | Y7MaV- | oy 15,079,233 | 7-Jan-09

Inc 0zogamicin 00
153 | BristolMvers | actatin sodium | PRAVACHOL | 19898 | 18P | rx | 5,030,447 | 9-1an-09

Squibb 01
154 | BristolMyers | ctatin sodium | PRAVACHOL | 19898 | 2P | Rx | 5,180,589 | 9-Jan-09

Squibb 01
155 | BristolMvers | actatin sodium | PRAVACHOL | 19898 | 22™M3™ | rx | 5,030,447 | 9-1an-09

Squibb 93

Bristol M 22-Mar-
156 | DristolMyers | vastatin sodium | PRAVACHOL | 19898 A" 1Rx | 5,180,589 | 9-Jan-09

Squibb 93
157 | BristolMvers | astatin sodium | PRAVACHOL | 19898 | SX O | px | 5,030,447 | 9-1an-09

Squibb 91

Bristol M 1-Oct-
15g | BristolMyers | astatin sodium | PRAVACHOL | 19898 | Sx 0% I px | 5180,589 | 9-Jan-09

Squibb 91

. o | PRAVIGARD

159 | BristolMyers | aspirin; pravastatin | - 21387 | 24U | pisen | 5,030,447 | 9-Jan-09

Squibb sodium 03

(COPACKAGED)




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
. .. . PRAVIGARD
160 E”jit;’émyers EZZ'I::; pravastatin | p ¢ 21387 (2):']“”' DISCN | 5,180,589 | 9-Jan-09
q (COPACKAGED)
161 | Mallinckrodt gadoversetamide OPTIMARK 20937 | 8-Dec-99 | RX 5,130,120 | 14-Jul-09
162 | Mallinckrodt gadoversetamide OPTIMARK 20937 | 8-Dec-99 | RX 5,137,711 | 14-Jul-09
163 | Mallinckrodt gadoversetamide OPTIMARK 20975 | 8-Dec-99 | RX 5,130,120 | 14-Jul-09
164 | Mallinckrodt gadoversetamide OPTIMARK 20975 | 8-Dec-99 | RX 5,137,711 | 14-Jul-09
OPTIMARK IN
165 | Mallinckrodt gadoversetamide PLASTIC 20976 | 8-Dec-99 | RX 5,130,120 | 14-Jul-09
CONTAINER
OPTIMARK IN
166 | Mallinckrodt gadoversetamide PLASTIC 20976 | 8-Dec-99 | RX 5,137,711 | 14-Jul-09
CONTAINER
. . ranitidine bismuth
167 | Glaxosmithkline citrate TRITEC 20559 | 8-Aug-96 | DISCN | 5,008,256 | 17-Jul-09
TREATMENT OF NON-
168 | Dusa aminolevulinicacid || ey, A 20965 | 3-Dec-99 | RX 5,422,093 | 28-Jul-09 | YPERKERATOTIC ACTINIC

hydrochloride

KERATOSES OF FACE AND
SCALP




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
TREATMENT OF NON-
aminolevulinic acid HYPERKERATOTIC ACTINIC
169 | Dusa hydrochloride LEVULAN 20965 | 3-Dec-99 | RX 6,710,066 | 28-Jul-09 KERATOSES OF EACE AND
SCALP
170 | Glaxosmithkline | P2roxetine PAXIL CR 20936 | 6-Dec-00 | RX | 5,789,449 | 6-Jul-09
hydrochloride
171 | Glaxosmithkline | P2roxetine PAXIL CR 20036 | 6Feb- | oy | 5,789,449 | 6-1ul-09
hydrochloride 99
ibuprofen; ADVIL COLD 30-May-
172 | Wyeth Cons pseudoephedrine 21374 Y | o1cC 5,071,643 | 10-Jun-09
. AND SINUS 02
hydrochloride
ibuprofen;
173 | Wyeth Cons pseudoephedrine ADVIL COLD 21374 30-May- OTC 5,360,615 | 10-Jun-09
. AND SINUS 02
hydrochloride
174 gc')anxsosm'thk"”e orlistat ALLI 21887 | 7-Feb-07 | OTC | 4,598,089 | 18-Jun-09
175 | Astrazeneca bicalutamide CASODEX 20498 | 4-Oct-95 | RX 4,636,505 | 1-Apr-09
atovaquone;
176 | Glaxosmithkline | proguanil MALARONE 21078 | 14-Jul-00 | RX 5,053,432 | 1-Apr-09
hydrochloride
atovaquone;
. . . MALARONE
177 | Glaxosmithkline | proguanil PEDIATRIC 21078 | 14-Jul-00 | RX 5,053,432 | 1-Apr-09

hydrochloride




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
. . 25-Nov-
178 | Glaxosmithkline | atovaquone MEPRON 20259 92 DISCN | 5,053,432 | 1-Apr-09
179 | Glaxosmithkline | atovaquone MEPRON 20500 | 8-Feb-95 | RX 5,053,432 | 1-Apr-09
25-Feb-
180 | Therakos methoxsalen UVADEX 20969 99 RX 4,845,075 | 11-Apr-09
. L 29-Aug-
181 | Cornerstone cefditoren pivoxil SPECTRACEF 21222 01 RX 4,839,350 | 14-Apr-09
182 | Cornerstone cefditoren pivoxil SPECTRACEF 21222 | 21-Jul-08 | RX 4,839,350 | 14-Apr-09
183 | Duramed Res | &Stradioh PREFEST 21040 | 220 | rx | 5,108,995 | 28-Apr-09 | HORMONE REPLACEMENT
norgestimate 99
184 | G€NSia arbutamine GENESA 20420 | 128" | piscn | 5,108,363 | 28-Apr-09 | METHOD OF DIAGNOSIS
Automedics hydrochloride 97
185 | Eisai Medcl Res | 20CPrazole ACIPHEX 20973 | A8 | gy | 5,035,899 | 4-Apr-0g | [REATMENTOF PEPTIC
sodium 99 ULCERS
I 29-May- TREATMENT OF PEPTI
186 | Eisai Medcl Res | 2PePrazole ACIPHEX 20973 | 22M3Y- | pisen | 5,035,899 | 4-Apr-09 0 ¢
sodium 02 ULCERS
1g7 | Sanofi Aventis | tiludronate SKELID 20707 | M| ox | 4,980,171 | 6-Apr-09
Us disodium 97




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
) . 24-May- TREATMENT OF FUNGAL
188 | Pfizer voriconazole VFEND 21266 02 RX 5,116,844 | 11-Aug-09 INFECTIONS
. . 24-May- TREATMENT OF FUNGAL
189 | Pfizer voriconazole VFEND 21267 02 RX 5,116,844 | 11-Aug-09 INFECTIONS
) . 19-Dec- TREATMENT OF FUNGAL
190 | Pfizer voriconazole VFEND 21630 03 RX 5,116,844 | 11-Aug-09 INFECTIONS
. 23-Dec- METHOD FOR INCREASING
191 | Allergan cyclosporine RESTASIS 50790 02 RX 4,839,342 | 2-Aug-09 TEAR PRODUCTION
BREATHTEK
10-May- DEVICE FOR COLLECTING A
192 | Otsuka America | urea, c-13 UBT FOR H- 20586 0-May RX 5,140,993 | 24-Aug-09 CE FOR COLLECTING
01 BREATH SAMPLE
PYLORI
MERETEK UBT
193 | Otsuka America | urea, c-13 KIT (W/ 20586 ;Z'Sep' DISCN | 5,140,993 | 24-Aug-09 E:\E/LCTZF;RMCPOLELECT'NGA
PRANACTIN)
Daiichi Sankyo cevimeline 11-Jan-
194 EVOXA 2 RX 4 2 -Aug-
9 o hydrochloride OXAC 0989 00 ,855,290 | 30-Aug-09
195 | Smithkline omega-3-acid ethyl || 5/ 74 21654 | SONOV- | o | 5,698,504 | 4-Aug-09 | USE IN LIPID MANAGEMENT
Beecham esters 04
196 | Glaxosmithkline | 2MVudine; COMBIVIR 20857 | 298P | px | 7,119,202 | 8-Aug-09
zidovudine 97
. . . 24-Jun-
197 | Glaxosmithkline | lamivudine EPIVIR 20564 RX 7,119,202 | 8-Aug-09

02




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
. . . . 17-Nov-
198 | Glaxosmithkline | lamivudine EPIVIR 20564 95 RX 7,119,202 | 8-Aug-09
. . . . 17-Nov-
199 | Glaxosmithkline | lamivudine EPIVIR 20596 95 RX 7,119,202 | 8-Aug-09
200 | Glaxosmithkline | lamivudine EPIVIR-HBV 21003 | 8-Dec-98 | RX 7,119,202 | 8-Aug-09
201 | Glaxosmithkline | lamivudine EPIVIR-HBV 21004 | 8-Dec-98 | RX 7,119,202 | 8-Aug-09
abacavir sulfate;
. . . . 14-Nov-
202 | Glaxosmithkline | lamivudine; TRIZIVIR 21205 00 RX 7,119,202 | 8-Aug-09
zidovudine
203 | omithkline abacavir sulfate; | o0 21652 | 2-Aug-04 | RX | 7,119,202 | 8-Aug-09
Beecham lamivudine
. . 20-Dec- PERITONEAL DIALYSIS
204 | Baxter Hlthcare | icodextrin EXTRANEAL 21321 02 RX 4,761,237 | 9-Aug-09 SOLUTION
Axcan . . 27-Dec- METHOD TO DESTROY OR
205 Scandipharm porfimer sodium PHOTOFRIN 20451 95 RX 5,145,863 | 15-Dec-09 IMPAIR TARGET CELLS
206 | Hoffmannla 1 oot XENICAL 20766 | 2AP™ I px | 4,598,089 | 18-Dec-09
Roche 99
go7 | ScielePharma | ceftibuten CEDAX 50685 | 200 | x| 4,812,561 | 20-Dec-09
Inc dihydrate 95




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
J0g | Sciele Pharma | ceftibuten CEDAX 50686 | 2°P%¢ | piscN | 4,812,561 | 20-Dec-09
Inc dihydrate 95
209 | Sciele Pharma | ceftibuten CEDAX 50686 | 2°0%C | Rx | 4,812,561 | 20-Dec-09
Inc dihydrate 95
L 21-Dec-
210 | Guerbet ioxilan OXILAN-300 20316 95 RX 4,954,348 | 21-Dec-09
.. 21-Dec-
211 | Guerbet ioxilan OXILAN-350 20316 95 RX 4,954,348 | 21-Dec-09
212 | Lantheus Medcl | perflutren DEFINITY 21064 | 31-Jul-01 | RX 6,146,657 | 22-Dec-09
213 | Glaxosmithkline | Y212cyelovir VALTREX 20487 | 23U I ex | 4,957,924 | 23-Dec-09
hydrochloride 95
214 | Glaxosmithkline | 2Mtdine ZANTAC150 | 20251 | 33M23™ | bisen | 5,102,665 | 23-Dec-09
hydrochloride 94
abacavir sulfate; 14-Nov-
215 | Glaxosmithkline | lamivudine; TRIZIVIR 21205 00 RX 5,089,500 | 26-Dec-09 | TREATMENT OF HIV
zidovudine
. . . 17-Dec-
216 | Glaxosmithkline | abacavir sulfate ZIAGEN 20977 98 RX 5,089,500 | 26-Dec-09
. . . 17-Dec-
217 | Glaxosmithkline | abacavir sulfate ZIAGEN 20978 RX 5,089,500 | 26-Dec-09

98




S.No. Applicant Generic Name Tradename NDA GEEEEL Type Patent Paften.t Patented / Exclusive Use
Date Number | Expiration
218 | SMithkline abacavir sulfate; | po) .\, 21652 | 2-Aug-04 | RX 5,089,500 | 26-Dec-09
Beecham lamivudine
219 | PharmaciaAnd | ide fumarate | CORVERT 20491 | 2808 | px | 5,155268 | 28-Dec-09
Upjohn 95
220 | Valeant zzzslgieergOtam'”e MIGRANAL 20148 | 8-Dec-97 | RX 5,169,849 | 8-Dec-09 | NASAL ADMINISTRATION
221 | Ge Healthcare | Mangafodipir TESLASCAN 20652 | 28NV | pisen | 5,091,169 | 25-Feb-09
trisodium 97
222 ﬁ:agpharms ferumoxides FERIDEX I.V. 20416 gg'A”g' RX 5,102,652 | 6-Feb-09
. . . 26-Aug-
223 | Glaxosmithkline | sumatriptan IMITREX 20626 97 RX 5,037,845 | 6-Feb-09
224 | Glaxosmithkline | SYMatriptan IMITREX 20080 | 28P¢ | rx 5,037,845 | 6-Feb-09
succinate 92

*Source: www.nsfda.org




