











































































































































































































ACTIVE INGREDIENT(S)
STRENGTH(S

DEXTRAN 40, 10%
10GM/100ML IN
GEXTROSE 5%
5GM/100ML

DEXTRAN 40, 10%
10GM/T00ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

DEXTRAN 40, 10%
10GM/100ML
DEXTROSE 5%
5GM/100ML

DEXTRAN 40, 10%
T0GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML ‘

DEXTRAN 75, 6%
6GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

DEXTRAN 75, 6%

INVERTED SUGAR 10%

6GM/ 100ML; 1T0GM/ 100ML

IN SODIUM CHLORIDE 0.9%
0.9GM/100ML

HETASTARCH, 6%
6GM/100ML IN

SODTUM CHLORIDE 0.9%
0.9GM/100ML

PROPIOLACTONE 997
99GM/ 160ML
UROKINASE

5000 IU/VIAL

UROKINASE
250,000 IU/VIAL

UROKINASE
250,000 IU/VIAL

TABLE [T1. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED

TRADE _NAME

(DOSAGE FORM;: ROUTE)

GENTRAN® 40
(INJECTABLE;

GENTRANR 40
(INJECTABLE;

GENTRANR 40
(INJECTABLE;

GENTRAN® 40
{INJECTABLE;

GENTRANF 75
(INJECTABLE;

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

6% GENTRAN® 75 AND

10% TRAVERT?

(INJECTABLE;

HESPANR
(INJECTABLE;

BETAPRONE -

INJECTION)

INJECTION)

(SOLUTION; CHEMICAL
STERILIZING AGENT)

ABBOKINASE OPEN-CATHETER

(INJECTABLE;

ABBOKINASE
(INJECTABLE;

BREOKINASE
{INJECTABLE;

INJECTION)

INJECTION)

INJECTION)

APPLICANT NAME

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

AM CRITICAL CARE

ONEAL JONES&FELDMAN

ABBOTT LABORATORIES

ABBOTT LABORATORIES

STERLING DRUG

ITI-5

NDA _NO. PATENT NO.

EXCLUSIVITY

APPROVAL DATE EXP. DATE

EXP. DATE

16-628
11-4-68

16-628
11-4-68

84-619
2-22-85

84-620
2-22-85

16-607
1-26-70

16-889 3523938
7-17-72 8-11-87

11-657
9-11-59

76-1021
12-15-83

76-1021
7-31-78

17-873
8-28-79

NS
09-24-86

1-29
09-24-86







TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

ACEBUTOLOL HYDROCHLORIDE
EQ 200MG BASE

ACEBUTOLOL HYDROCHLORIDE
EQ 400MG BASE

ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE
650MG: EQ 25MG BASE

ACETIC ACID, GLACIAL
250MG/100ML

ACETOHYDROXAMIC ACID
250MG

ACYCLOVIR
5%

ACYCLOVIR
200MG

ACYCLOVIR SODIUM
EQ 500MG BASE/VIAL

ALBUTEROL
0.09MG/INH

ALBUTEROL
0.09MG/INH

TRADE NAME
(DOSAGE FORM: ROUTE)

SECTRAL
(CAPSULE; ORAL)

SECTRAL -
(CAPSULE; ORAL}

TALACEN
(TABLET; ORAL)

ACETIC ACID 0.25%
IN PLASTIC CONTAINER
(SOLUTION; URETHRAL)

LITHOSTAT
(TABLET; ORAL)

ZOVIRAX
(OINTMENT; TOPICAL)

ZOVIRAX
(CAPSULE; ORAL)

ZOVIRAX
(INJECTABLE; INJECTION)

PROVENTIL
(AEROSOL; INHALATION)

VENTOLIN
(AEROSOL; INHALATION)

APPLICANT NAME

IVES LABS/AMHO
IVES LABS/AMHO
STERLING DRUG

TRAVENOL LABS

URO-RESEARCH

BURROUGHS WELLCOME
BURROUGHS‘NELLCOME
BURROUGHS WELLCOME

SCHERING

GLAXO

Iv-1

NDA NO. PATENT NO,  EXCLUSIVITY
APPROVAL DATE ~ EXP. DATE  EXP. DATE
18-917 3726919 NCE .
12-28-84 04-10-90 12-28-89

3857952

12-31-91
18-917 3726919 NCE
12-28-84 04-10-90 12-28-89

| 3857952

12-31-91
18-458 4105659 NC
09-23-82 08-08-95 09-24-86
18-523
02-19-82
18-749 NCE
05-31-83 05-31-93
18-604 4199574 NCE
03-29-82 04-22-97 03-29-92
18-828 4199574 NCE
01-25-85 04-22-97 03-29-92
18-603 4199574 NCE
10-22-82 04-22-97 03-29-92
17-559 3644353 1-22
05-01-81 02-22-89 09-24-86

3705233

12-05-89
18-473 3644353
05-01-81 02-22-89

3705233

12-05-89




TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

ALBUTEROL SULFATE
EQ 2MG BASE

ALBUTERGL SULFATE
CEQ 4MG BASE

ALBUTEROL SULFATE
EQ 2MG.BASE/SML

ALCLOMETASONE DIPROPIONATE
0.05% :

ALCLOMETASONE DIPROPIONATE
0.05%
ALLOPURINOL
160MG
ALLOPURINOL
300MG

ALLOPURINOL
100MG

ALLOPURINOL
300MG

ALLOPURINOL
100MG

ALLOPURINOL
300MG

TRADE NAME
(DOSAGE FORM: ROUTE)

‘PROVENTIL

(TABLET; ORAL)

PROVENTIL

TABLET ; “ORAL)

PROVENTIL
(SYRUP: ORAL)

VADERM

(OINTMENT; TOPICAL)

VADERM
(CREAM; TOPICAL)

ALLOPURINOL
(TABLET; ORAL)

ALLOPURINOL
(TABLET; ORAL)

ALLOPURINOL

(TABLET; ORAL)

ALLOPURINOL
(TABLET: .0RAL)

ALLOPURENOL
{TABLET; ORAL)

ALLOPURINOL

(TABLET: ORAL)

-2

APPLICANT NAKE

SCHERING
SCHERING -

SCHERING

SCHERING

'SCHERING

BOLAR PHARMACEUTICAL

BOLAR PHARMACEUTICAL
CHELSEA LABORATORIES
CHELSEA_ LABORATORIES
DANBURY’PHAAMACAL

DANBURY;PHARMACAL

DA NO. PATENT N0, EXCLS
APPROVAL DATE ~ EXP. DATE  EXP. DATE
' 17-853 3644353 NE
05-07-82 0222289 09-24-86
- 3705233
12-05-89
17-853 3644353 - ... 'NE :
105-07-82" 02-22-89. - 09-24-86"
- 3705233 S
S 12-05-89
18-062 3644353
017983 62-22-89
i ' 3705233
12-05-89
4499108
02-12-02
18-702 4124707 NCE
12-14-82 11-07-95 1221492
18-707 4124707 NCE
12-14=82 11-07-95 1221492
18-241 .
11-16-84
18-241
11-16-84
18785
09-28-84
‘18-785
09-28-84
18-832
09-28-84
182877
09-28-84



TABLE V. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO.  EXCLUSTVITY
STRENGTH(S | (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE
ALLOPURINOL ZYLOPRIM BURROUGHS WELLCOME 16-084 3624205
100MG (TABLET; ORAL) 08-19-66 11-30-88
ALLOPURINOL ZYLOPRIM BURROUGHS WELLCOME 16-084 3624205
300MG (TABLET; ORAL) 01-14-74 11-30-88
ALLOPURINOL LOPURIN BOOTS PHARMACEUTICAL 18-297 3624205
100MG (TABLET; ORAL) 06-10-80 11-30-88
ALLOPURINOL LOPURIN BOOTS PHARMACEUTICAL 18-297 3624205
300MG ‘ (TABLET; ORAL) 06-10-80 11-30-88
ALPRAZOLAM XANAX UPJOHN 18-276 3987052
0.25MG ‘ (TABLET; ORAL) 10-16-81 10-19-93
3980789
. 09-14-93
ALPRAZOLAM XANAX UPJOHN 18-276 3987052
0.5MG (TABLET; ORAL) 10-16-81 10-19-93
3980789
09-14-93
ALPRAZOLAM XANAX UPJOHN 18-276 3987052
MG (TABLET; ORAL) . 10~16-81 10-19-93
3980789
09-14-93
AMCINONIDE CYCLOCORT LEDERLE LABS/AM CYAN 18-116 4158055
0.1% (CREAM; TOPICAL) 10-18-71 06-12-96
AMCINONIDE CYCLOCORT LEDERLE LABS/AM CYAN 18-498 4158055
0.1% (OINTMENT; TOPICAL) 11-13-81 06-12-96
AMILORIDE HYDROCHLORIDE; MODURETIC 5/50 MS&D/MERCK 18-201 3781430
HYDROCHLOROTHIAZIDE (TABLET; ORAL) 10-05-81 12-25-90
5MG; 50MG
AMINO ACIDS FREAMINE HBC 6.9% AM MCGAW/AM HOSP 16-822 NS
6.9% (INJECTABLE; INJECTION) 05-17-83 09-24-86

Iv-3




ACTIVE INGREDIENT(S)
STRENGTH(S

AMINO ACIDS
6.5%

AMINO ACIDS
8.5%

AMINO ACIDS
11.4%

AMING ACIDS
8%

AMINO ACIDS
4% :

AMINO ACIDS
4%

AMINO ACIDS
6.5%

AMINO ACIDS
3.5%

AMINO ACIDS
3.5%

AMINO ACIDS
5.2%

AMINO ACIDS
5.5%

TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

IRADE NAME

(DOSAGE FORM: ROUTE)

RENAMIN W/0 ELECTROLYTES
(INJECTABLE; INJECTION)

NOVAMINE 8.5%
(INJECTABLE; INJECTION)

NOVAMINE 11.4%
(INJECTABLE; INJECTION)

HEPATAMINE 8%

(INJECTABLE; INJECTION)

BRANCHAMIN 4% :
(INJECTABLE; INJECTION)

BRANCHAMIN 4%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

NEOPHAM 6.5%
(INJECTABLE; "INJECTION)

AMINOSYN 3.5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINOSYN 3.5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINESS 5.2% ESSENTIAL

AMINO- ACIDS W/ HISTADINE

(INJECTABLE; INJECTION)

TRAVASOL 5.5%

W/0 ELECTROLYTES

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLICANT NAME

TRAVENOL LABS
CUTTER LABS/MILES
CUTTER LABS/MILES
AM MCGAW/AM HOSP
TRAVENOL LABS

TRAVENOL LABS

CUTTER-VITRUM

ABBOTT LABORATORIES
ABBOTT LABORATORIES
CUTTER-VITRUM

TRAVENOL LABS

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
17-493 NS
10-15-82 09-24-86
17-957

08-09-82

17-957

08-09-82

18-676 3950529 NS
08-03-82 04-13-93 09-24-86
18-678 4438144 NS
09-28-84 03-20-01 09-28-87
18-684 4438144 NS
-09-28-84  03-20-01 09-28-87
18-792 NS
01-17-84 09-24-86
18-804 NS
05-15-84 09-24-86
18-875 NS
08-08-84 09-24-86
18-901

04-06-84

18-931 NS
08-23-84 09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO.  EXCLUSIVITY
STRENGTH(S (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE
AMINO ACIDS TRAVASOL 8.5% TRAVENOL LABS 18-931
8.5% W/0 ELECTROLYTES 08-23-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINO ACIDS TRAVASOL 10% TRAVENOL LABS 18-931
10% W/0 ELECTROLYTES 08-23-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINO ACIDS TROPHAMINE 6% AM MCGAW/AM HOSP 19-018 NS
6% (INJECTABLE; INJECTION) 07-20-84 09-24-86
AMINO ACIDS AMINOSYN-HBC 7% ABBOTT LABORATORIES 19-374
1% (INJECTABLE; INJECTION) ) 07-12-85
AMINO ACIDS; CALCIUM ACETATE; PERIPHRAMINE AM MCGAW/AM HOSP 18-582 NC
GLYCERIN; MAGNESIUM ACETATE; (INJECTABLE; INJECTION) 05-08-82 09-24-86
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
37%; 26MG/100ML; 3GM/100ML;
54MG/100ML; 4I1MG/100ML;
149MG/100ML; 204MG/100ML;
117MG/100ML
AMINO ACIDS; DEXTROSE AMINOSYN 3.5% ABBOTT LABORATORIES 19-120
3.5%; 5% W/ DEXTROSE 5% 10-11-84
IN PLASTIC CONTAINER :
(INJECTABLE; INJECTION)
AMINO ACIDS; DEXTROSE AMINOSYN 3.5% ABBOTT LABORATORIES 19-118
3.5%; 25% W/ DEXTROSE 25% 10-11-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
AMINO ACIDS; DEXTROSE AMINOSYN 4.25% ABBOTT LABORATORIES 19-119
4.25%; 25% W/ DEXTROSE 25% 10-11-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

Iv-5




TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIUM CHLORIDE
3.5%; 2TMG/100ML; 40MG/100ML;
128MG/ 100OML ; 234MG/ 100ML

AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIYM CHLORIDE
3.5%; 21MG/100ML; 40MG/T00ML;
128MG/100ML; 234MG/100ML

AMINOACETIC ACID
1. 5GM7 100ML

AMINOCAPROIC ACID
250MG/ML

* AMINOGLUTE THIMIDE
250MG

AMINOPHYLL INE
300MG/5ML

AMINOPHYLLINE; SODIUM CHLORIDE
100MG/100ML; 450MG/ 100ML

" AMINOPHYLLINE; SODIUM CHLORIDE
2006MG/100ML; 450MG/100ML

AMINOPHYLLINE; SODIUM CHLORIDE
400MG/100ML; 450MG/100ML

TRADE NAME
(DOSAGE_FORM: ROUTE)

AMINOSYN 3.5% M
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINOSYN 3.5% M
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINOACETIC ACID 1.5%

- TIN:PLASTIC CONTAINER

(SOLUTION; IRRIGATION)
AMINOCAPROIC ACID

(INJECTABLE;  INJECTION)

CYTADREN
(TABLET; ORAL)

SOMOPHYLLIN = -
(ENEMA; RECTAL)

AMINOPHYLLINE W/
SODIUM CHLORIDE 0.45%
“IN. PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINOPHYLLINE W/
SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AMINOPHYLLINE W/ - -
SODIUM CHLORIDE 0.45%
<IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

1vee

APPLICANT NAME

ABBOTT LABORATORIES
ABBOTT LABORATORIES

TRAVENOL LABS

ELKINS—SINN/AHRGBINS

CIBA/CIBA-GEIGY

FISONS

ABBOTT LABORATORIES
ABBOTT LABORATORIES

ABBOTT LABORATORIES

NDA NO.
APPROVAL DATE

PATENT NO.

EXCLUSIVITY

EXP. DATE

EXP. DAT

18-804
05-15-84

18-875
08-08-84

18=522

02-19-82

18-590-. -
10=29-82

©.18=202 -
10-29-=80

18=232

04-02-82

18924, -
12-12-84

18-924.
12-12-84

18=924

12-12-84

3595960

07-27-88
3944671
03=16=93

NC

09-24-86

NC

09-24-86

NR
09-24-86



ACTIVE INGREDI

TABLE IV,

NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFCRMATION

ENT(S]

STRENGTH(S

AMINOPHYLLINE;

500MG/100ML ;

AMITRIPTYLINE
10MG

AMITRIPTYLINE
25MG

AMITRIPTYLINE
50MG

AMITRIPTYLINE
75MG

AMITRIPTYLINE
100MG

AMITRIPTYLINE
150MG

AMITRIPTYLINE
10MG/ML

AMITRIPTYLINE

SODIUM CHLORIDE

450MG/ 100ML

HYDROCHLORIDE
HYDROCHLORIDE
HYDROCHLORIDE
HYDROCHLORIDE
HYDROCHLORTDE
HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE;

CHLORDIAZEPOXIDE

12.5MG; 5MG

AMITRIPTYLINE

HYDROCHLORIDE;

CHLORDIAZEPOXIDE

25MG; 10MG

TRADE NAME
(DOSAGE FORM; ROUTE)

AMINOPHYLLINE W/
SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(INJECTABLE; INJECTION)

LIMBITROL
(TABLET; ORAL)

LIMBITROL
(TABLET; ORAL)

APPLICANT NAME

ABBOTT LABORATORIES

MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK |
MS&D/MERCK
MS&D/MERCK

HOF FMANN—LA ROCHE

HOFFMANN-LA ROCHE

NDA NO. PATENT N0, EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
18-924

12-12-84

12-703 3428735
04-07-61 02-18-86
12-703 3428735
07-05-74 02-18-86
12-703 3428735
04-07-61 02-18-86
12-703 3428735
10-28-76 02-18-86
12-703 3428735
10-28-76 02-18-86
12-703 3428735
09-17-76 02-18-86
12-704 3428735
04-11-61 02-18-86
16-949 4316897
12-23-77 02-23-99
16-949 4316897
12-23-77 02-23-99



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

AMITRIPTYLINE
PERPHENAZINE
10MG; 4MG

AMITRIPTYLINE
PERPHENAZ INE
25MG; 2MG

AMITRIPTYLINE
PERPHENAZ INE
25MG; 4AMG

AMITRIPTYLINE
PERPHENAZINE
1OMG; 2MG

AMITRIPTYLINE
PERPHENAZ INE
10MG; 4MG

AMITRIPTYLINE
PERPHENAZINE
25MG; 2MG

AMITRIPTYLINE
PERPHENAZ INE
10MG; 2MG

AMITRIPTYLINE
PERPHENAZINE
25MG; . 4MG

AMITRIPTYLINE
PERPHENAZ INE
50MG; 4MG

HYDROCHLORIDE;

HYDROCHLORIDE;

HYDROCHLORIDE ;

HYBROCHLORIDE ;
HYDROCHLORIDE;
HYDROCHLORIDE ;
HYDROCHLORIDE ;
HYDROCHLORIDE;

HYDROCHLORIDE ;

AMMONIUM LACTATE

EQ 12% ACID

TRADE NAME

(DOSAGE FORM: ROUTE)

ETRAFON A
(TABLET; ORAL)

‘ETRAFON 2-25

(TABLET; ORAL)

ETRAFON-FORTE
(TABLET; ORAL)

ETRAFON 2-10
(TABLET; ORAL)

TRIAVIL 4-10
(TABLET; ORAL)

TRIAVIL 2-25
{TABLET; ORAL)

TRIAVIL 2-10
(TABLET; ORAL)

TRIAVIL 4-25
(TABLET; ORAL)

TRIAVIL 4-50
(TABLET; ORAL})

LAC-HYDRIN

(LOTION; TOPICAL)

Iv-8

APPLICANT NAME

SCHERING
SCHERING
SCHERING
SCHERiNG
MS&D/MERCK
MS&D/MERCK
MS&D/MERCK‘
MS&D/MERCK
MS&D/MERCK

BRISTOL-MYERS

MDA NO.
APPROVAL DATE

14-713
12-30-65

14-713
12-30-65

14-713
12-30-65

14-713
12-30-65

14-715
12-30-65

14-715
08-23-65

14-715
04-04-67

14-715
08-25-65

14-715
03-15-78

19-155
04-24-85

PATENT NO.

EXCLUSTVITY

EXP. DATE

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

4105783
05-03-94

EXP. DATE

NE
04-24-88




TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

AMOXAPINE
25MG

AMOXAPINE
50MG

AMOXAPINE
100MG

AMOXAPINE
150MG

AMRINONE LACTATE
EQ 5MG BASE/ML

ASPIRIN; CAFFEINE;
DIHYDROCODEINE BITARTRATE
356.4MG; 30MG; 16MG

ASPIRIN; CAFFEINE;
ORPHENADRINE CITRATE
385MG; 30MG; 25MG

ASPIRIN; CAFFEINE;
ORPHENADRINE CITRATE
770MG; 60MG; SOMG

TRADE. NAME
(DOSAGE FORM: ROUTE)

ASENDIN
(TABLET; ORAL)

ASENDIN
(TABLET; ORAL)

ASENDIN
(TABLET; ORAL)

ASENDIN
(TABLET; ORAL)

INOCOR
(INJECTABLE; INJECTION)

SYNALGOS-DC
(CAPSULE; ORAL)

NORGESIC
(TABLET; ORAL)

NORGESIC FORTE
(TABLET; ORAL)

Iv-9

APPLICANT NAME

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN .

WINTHROP LABS/STERL

IVES LABS/AMHO

RIKER LABS/3M

RIKER LABS/3M

NDA MO, PATENT NO.  EXCLUSIVITY
APPROVAL DATE ~ EXP. DATE  EXP. DATE
18-021 3546226
09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
18-021 3546226
09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
18-021 3546226
09-22-80 12-08-87
: 3663696
05-16-89
3681357
08-01-89
18-021 3546226
09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
18-700 4072746 NCE
07-31-84 02-07-95 07-31-94
11-483
09-06-83
13-416
10-27-82
13-416
10-27-82




TABLE IV. NDA'S APPROVED FROM 1-1-82 TQ 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

© ASPIRIN; CAFFEINE;
PROPOXYPHENE HYDROCHLORIDE
389MG;. 32.4MG; 32MG

ASPIRIN; CAFFEINE:
PROPOXYPHENE HYDROCHLORIDE
389MG; 32.4MG; 65MG

ASPIRIN; CARISOPRODOL
325MG;  200MG

ASPIRIN; CARISOPRODOL;
CODEINE PHOSPHATE
325MG; 200MG; 16MG

ASPIRIN; MEPROBAMATE
325MG; 200MG

ASPIRIN; PENTAZOCINE HYDROCHLORIDE

325MG; EQ 12.5MG. BASE

ATENDLOL
50MG

ATENOLOL
T0OMG

ATENOLOL; CHLORTHALIDONE
~ 100MG; 25MG

TRADE NAME

APPLICANT NAME

(DOSAGE_FORM: ROUTE)

DARVON - COMPOUND ELT LILLY INDSTRS/PR

(CAPSULE; ORAL)

DARVON -COMPOUND-65 ELI LILLY INDSTRS/PR

(CAPSULE; ORAL)

SOMA - COMPOUND WALLACE PHARMS/C-W

(TABLET; ORAL)

SOMA. COMPOUND W/ CODEINE WALLACE PHARMS/C-W

(TABLET; ORAL)

EQUAGESIC WYETH LABS/AMHO
(TABLET; ORAL)

TALWIN COMPOUND
(TABLET; ORAL)

TENORMIN STUART PHARMS/ICI AM

(TABLET; ORAL)

TENORMIN STUART PHARMS/ICI AM -

(TABLET; ORAL)

TENORETIC 100
(TABLET; ORAL)

V=10

WINTHROP LABS/STERL

STUART PHARMS/ICI AM

DA NO.

APPROVAL DATE

PATENT NO.  EXCLUSTVITY
EXP. DATE  EXP. DATE

10-996
03-08-83

10-996
03-08-83

12-365
07-11-83
12-366
07-11-83
11-702
12-29-83

16-891
11=12-75

18~-240

©+08-19-81

~18-240

08-19-81

18-760
06-08-84

4534973
08-13-02

4534974
08-13-02

4105659
08-08-95

3663607
05-16-89
3934032
01-20-93
3836671
09-17-91

3663607
05-16-89
3934032
01-20-93
3836671
09-17-91

3663607 NC
05-16-89 09-24-86
3934032

01-20-93

3836671

09-17-91



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

ATENOLOL; CHLORTHALIDONE
50MG; Z5MG

ATRACURIUM BESYLATE
TOMG/ML

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; 0.5MG

AURANOF IN
3MG

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; MG

AZATADINE MALEATE
MG

AZATADINE MALEATE;
PSEUDOEPHEDRINE SULFATE
1MG; 120MG

BACLOFEN
10MG

BACLOFEN
20MG

BECLOMETHANSONE DIPROPIONATE
0.042MG/INH

TRADE NAME
(DOSAGE FORM: ROUTE)

TENORETIC 50
(TABLET; ORAL)

TRACRIUM
(INJECTABLE; INJECTION)

MOTOFEN HALF-STRENGTH
{TABLET; ORAL)

RIDAURA
(CAPSULE; ORAL})

MOTOFEN
(TABLET; ORAL)

OPTIMINE
(TABLET; ORAL)

TRINALIN
(TABLET, CONTROLLED
RELEASE; ORAL)

LIORESAL
(TABLET; ORAL)

LIORESAL DS
(TABLET; ORAL)

BECLOVENT
(AEROSOL; INHALATION)

Iv-n

APPLICANT NAME

STUART PHARMS/ICI AM

BURROUGHS WELLCOME

MCNEIL LABORATORIES

SK&F LABORATORIES

MCNEIL LABORATORIES

SCHERING

SCHERING

GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY

GLAXO

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
18-760 3663607 NC
06-08-84 05-16-89 09-24-86
3934032
01-20-93
3836671
09-17-91
18-831 4179507 NCE
11-23-83 12-18-96 11-235-93
17-744 3646207
07-14-78 02-28-89
18-689 3635945 NCE
05-24-85 01-18-89 05-24-90
3708579
01-02-90
17-744 3646207
07-14-78 02-28-89
17-601 3419565
03-29-77 12-31-85
: 3717647
02-20-50
18-506 3419565 NC
03-23-82 12-31-85 09-24-86
3717647
02-20-90
17-851 3471548
11-22-77 10-07-86
17-851 3471548 NS
01-20-82 10-07-86 09-24-86
18-153 4414209
06-24-80 08-23-94
4364923
12-21-99




TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

BECLOMETHANSONE DIPROPIONATE
0.042MG/INH

BECLOMETHANSONE OIPROPIONATE
0.042MG/INH

BECLOMETHANSONE. DIPROPIONATE
0.042MG/ INH

BENDROFLUMETHIAZIDE
2.5MG

BENDROFLUMETHIAZIDE
5MG

BENDROFLUMETHIAZIDE
T0MG

BENDROFLUMETHIAZIDE; NADOLOL
5MG; 40MG

BENDROFLUMETHIAZIDE; NADOLOL
5MG; 80MG

BENTIROMIDE
500MG/7 . 5ML

IRADE NAME
(DOSAGE FORM: ROUTE)

VANCERIL
(AEROSOL; INHALATION)

BECONASE
(AEROSOL; INHALATION/NASAL)

VANCENASE
(AEROSOL ; INHALATION/NASAL)

NATURETIN-2.5
(TABLET; ORAL)

NATURETIN-5
(TABLET; ORAL)

NATURETIN-10
(TABLET; ORAL)

CORZIDE
(TABLET; ORAL)

CORZIDE
(TABLET; ORAL)

CHYMEX
(SOLUTION; ORAL)

IvV-12

APPLICANT NAYE

SCHERING

GLAXO
SCHERING

ER SQUIBB AND SONS
ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB ‘AND SONS

ER SQUIBB AND SONS

ADRIA LABORATORIES

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
17-573 4225597
05-12-76 09-30-97
4364923
10-29-99
4414209
08-23-94
18-584 4414209
09-30-81 08-23-94
4364923
12-21-99
18-521 4225597
09-24-81 09-30-97
4364923
10-29-99
4414209
08-23-94
12-164 3392168
12-07-59 07-09-85
12-164 3392168
12-07-59 07-09-85
12-164 3392168
03-29-77 07-09-85
18-647 3982021 NC
05-25-83 09-21-93 09-24-86
3935267
01-27-93
18-647 3982021 NC
05-25-83 09-21-93 09-24-86
3935267
01-27-93
18-366 3801562 NCE
12-29-83 04-02-91 12-29-93
3745212
07-10-90



TABLE V. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE
BETAMETHASONE CELESTONE SCHERING 12-657 3485854
0.6MG (TABLET; ORAL) 04-17-61 12-23-86
BE TAME THASONE CELESTONE SCHERING 14-215 3485854
0. 6MG/5ML (SYRUP; ORAL) 04-18-64 12-23-86
BETAME THASONE CELESTONE SCHERING 14-762 3485854
0.2% (CREAM; TOPICAL) 04-10-64 12-23-86
BETAMETHASONE ACETATE; CELESTONE SOLUSPAN SCHERING 14-602 3485854
BETAMETHASONE SODIUM PHOSPHATE (INJECTABLE; INJECTION) 03-03-65 12-23-86
3MG/ML; EQ 3MG BASE/ML
BETAMETHASONE DIPROPIONATE DIPROLENE SCHERING 18-741 4070462
EQ 0.05% BASE (OINTMENT; TOPICAL) 07-27-83 01-24-95
BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE . PHARMADERM/BYK-GLON 19-136
EQ 0.05% BASE (CREAM; TOPICAL) 06-26-84
BETAMETHASONE OIPROPIONATE BETAMETHASONE DIPROPIONATE E FOUGERA/BYK~GLDN 19-137
EQ 0.05% BASE (CREAM; TOPICAL) 06-26-84
BETAMETHASONE DIPROPIONATE ALPHATREX SAVAGE LABS/BYK-GLDN 19-138
EQ 0.05% BASE (CREAM; TOPICAL) 06-26-84
BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE PHARMADERM/BYK—GLDN 19-140
EQ 0.05% BASE (OINTMENT; TOPICAL) 09-04-84
BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE E FOUGERA/BYK-GLDN 19-141
EQ 0.05% BASE (OINTMENT; TOPICAL) 09-04-84
BETAMETHASONE DIPROPIONATE ALPHATREX SAVAGE LABS/BYK~GLDN 19-143
EQ 0.05% BASE (OINTMENT; TOPICAL) 09-04-84
BETAMETHASONE DIPROPIONATE DIPROSONE SCHERING 17-536 D-1
EQ 0.05% BASE (CREAM: TOPICAL) 01-29-75 09-24~86
BETAMETHASONE DIPROPIONATE DIPROSONE SCHERING 17-691 D-1
EQ 0.05% BASE (OINTMENT; TOPICAL) 04-15-76 09-24-86
BETAMETHASONE DIPROPIONATE DIPROSONE SCHERING 17-781 D-1
EQ 0.05% BASE (LOTION; TOPICAL) 02-01-77 09-24-86

Iv-13




TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE;PATgNTfANQ;EXCLUSIVITY.INFORMATION

 ACTIVE THGREDIENT(S)
- STRENGTH(S

‘BETAﬂETHASONE DIPROPIONATE

EQ-0.1% BASE

BETAMETHASONE DIPROPIONATE; CLOTRIMAZOLE

EQ '0.05% BASE; 1%

BETAMETHASONE VALERATE
EQ 0.1% BASE

BETAMETHASONE . VALERATE
EQ--0. 1% BASE

BETAMETHASONE VALERATE
"EQ 0.1% BASE

- BETAMETHASONE VALERATE
EQ:0.1% BASE

BETAMETHASONE VALERATE

- EQ 0.1% BASE

BETAME THASONE VALERATE

EQ 0.1% BASE

BETAMETHASONE VALERATE.

JEQ 0.1% BASE

© BETAMETHASONE VALERATE
EQ 0.1% BASE

BETAMETHASONE VALERATE
EQ 0.1% BASE

BETAMETHASONE VALERATE
EQ 0.1% BASE

TRADE NAME

 (DOSAGE FORM: ROUTE)

DIPROSONE
(AEROSOL:; .TOPICAL)

LOTRISONE
(CREAM: TOPICAL)

BETA-VAL
(CREAM; TOPICAL)

BETADERM ‘
(CREAM; TOPICAL)

BETAMETHASONE- VALERATE
(CREAM; TOPICAL)

BETAMETHASONE . VALERATE

(CREAM; TOPICAL)

BETATREX .
(CREAM; TOPICAL)

BETATREX
(OINTMENT; TOPICAL)

BETAMETHASONE VALERATE

(OINTMENT ; TOPICAL)

BETAME THASONE VALERATE
(OINTMENT; TOPICAL)
BETAMETHASONE  VALERATE
(LOTION; TOPICAL)

BETATREX
(LOTION: TOPICAL)

Iv-14

APLICANT ME

SCHERING .

SCHERING

LEMMON

TJ ROACO

PHARMADERM/BYK—GLDN
E FOUGERA/BYK-GLDN
SAVAGE: LABS/BYK=GLDN.
SAVAGE LABS/BYK-GLON =
ST 08-31-83
PHARMADERM/BYK-GLON

E FOUGERA/BYK-GLDN

E FOUGERA/BYK-GLDN

SAVAGE LABS/BYK-GLDN

MDA N

APPROVAL DATE

PATENT NO.
EXP. DATE

17-829
05-24-77

18-827
07~10-84

18-642
03-24-83

18-839
06-30-83

. -18-860
208-31=83-

18-861,
08-31<83

18-862
08-31-83

18863

18-864

- 08-31-83 .

184865
-08-31-83

18-866
08-31-83

. 18867
~08-31-83

3660577
05-02-89
3705172
12-05-89
4298604

11-03-98

3839573

10=01-97

EXCLUSTVITY
EXP. DATE

D-1
09-24-86

NC
09-24-86




TABLE V. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

BETAMETHASONE VALERATE
EQ 0.1% BASE

BETAXOLOL HYDROCHLORIDE
EQ 0.5% BASE

BETHANIDINE SULFATE
10MG

BETHANIDINE SULFATE
25MG

BITOLTEROL MESYLATE
0.8%

BRETYLIUM TOSYLATE
50MG/ML

BROMOCRIPTINE MESYLATE
EQ 2.5MG BASE

BROMOCRIPTINE MESYLATE
EQ 5MG BASE

BROMODIPHENHYDRAMINE HYDROCHLORIDE;

CODEINE PHOSPHATE
12.5MG/5ML; TOMG/5ML

BROMPHENIRAMINE MALEATE;

CODEINE PHOSPHATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
ZMG/5ML; 10MG/SML; 12.5MG/5ML

TRADE NAME
(DOSAGE FORM: ROUTE)

BETAMETHASONE VALERATE
(LOTION; TOPICAL)

BETOPTIC
{SOLUTION; OPTHALMIC)

TENATHAN
(TABLET; ORAL)

TENATHAN
{TABLET; ORAL)

TORNALATE
(AEROSOL; INHALATION)

BRETYLOL
(INJECTABLE; INJECTION)

PARLODEL
(TABLET; ORAL)

PARLODEL
(CAPSULE; ORAL})

AMBENYL
(SYRUP; ORAL)

DIMETANE-DC
{SYRUP; ORAL)

Iv-15

APPLICANT NAME

PHARMADERM/BYK-GLDN

ALCON LABORATORIES

AH ROBINS
AH ROBINS
WINTHROP-BREON/STERL
AM CRITICAL CARE/AHS

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

MARION LABORATORIES

AH ROBINS

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
18-870
08-31-83
16-270 4252984 NCE
08-30-85 02-24-98 08-30-90
4311708
01-19-99
4342783
08-03-99
17-675 3495013
05-29-81 02-10-87
17-675 3495013
05-29-81 02-10-87
18-770 4138581 NCE
12-28-84 02-06-96 12-28-89
17-954 RE29618
07—]8—78 04-29-86
17-862 3752888 I-16
06~28-78 08-14-90 12-14-87
3752814 I-34
08-14-90 06-28-88
17-962 3752888 I-16
03-01-82 08-14-90 12-14-87
3752814 1-34
08-14-90 06-28-88
09-319
01-10-84
11-694
03-29-84




TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA N0, PATENT N0, EXCLUSIVITY
STRENGTH(S DOSAGE FORM: ROUTE APPROVAL DATE ~ EXP. DATE  EXP. DATE
BROMPHENIRAMINE MALEATE; - DIMETANE-DX AH ROBINS 11-694
DEXTROMETHORPHAN HYDROBROMIDE ; (SYRUP; ORAL) 03-29-84
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/SML; T0MG/SML; 30MG/5ML
BROMPHENIRAMINE MALEATE; DIMETANE-DX AH ROBINS 19-279
DEXTROMETHORPHAN HYDROBROMIDE ; (SYRUP; ORAL) 08-24-84
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/SML; 10MG/SML; 30MG/SML
BROMPHENIRAMINE MALEATE; ELIXIR DIMETAPP AH ROBINS 13-087
PHENYLPROPANOLAMINE HYDROCHLORIDE (ELIXIR; ORAL) ‘ 103-29-84
4MG/SML; 25MG/SML _
BUME TANIDE BUMEX HOF FMANN-LA ROCHE 18-225 3634583 NCE
MG "(TABLET; ORAL) 02-28-83 01-11-89 02-28-93
3806534
04-23=91
BUME TANIDE BUMEX HOFFMANN=-LA ROCHE ©18-225 3634583 NCE
2MG (TABLET; ORAL) 06-14-85 01-11-89 02-28-93
3806534
04-23-91
BUME TANIDE BUMEX HOFFMANN-LA ROCHE 18-225 3634583 NCE
0.5MG (TABLET; ORAL) 02-28-83 01-11-89 02-28-93
3806534
04-23-91
BUMETANIDE BUMEX HOFFMANN-LA ROCHE 18-226 3634583 NCE
0.25MG/ML (INJECTABLE; INJECTION) 02-28-83 01-11-89 02-28-93
. 3806534 -
04-23-91
BUMETANIDE BUMEX HOF FMANN-LA ROCHE - 18-225
2MG (TABLET; ORAL 06-14-85
BUPIVACAINE HYDROCHLORIDE; DEXTROSE MARCAINE SPINAL BREON LABS/STERLING 18-692 NC
0.75%; 8.25% (INJECTABLE; INJECTION) 05-04-84 09-24-86

Iv-16




TABLE V. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTS)
STRENGTHLS)

BUPIVACAINE HYDROCHLORIDE;

EPINEPHRINE BITARTRATE
0.5%; 0.0091MG/ML

BUPIVACAINE HYDROCHLORIDE;

EPINEPHRINE BITARTRATE
0.75%; 0.0091MG/ML

BUTORPHANOL TARTRATE
TMG/ML

BUTORPHANOL TARTRATE
2MG/ML

CALCEFEDIOL, ANHYDROUS
0.02MG

CALCEFEDIOL, ANHYDROUS
0.05MG

CALCITONIN
200 IU/VIAL

CALCITONIN
400 IU/VIAL

CALCITRIOL
0.25 UGM

TRADE NAME
(DOSAGE FORM: ROUTE)

SENSORCAINE
(INJECTABLE; INJECTION)

SENSORCAINE
(INJECTABLE; INJECTION)

STADOL
(INJECTABLE; INJECTION)

STADOL
(INJECTABLE; INJECTION)

CALDEROL
(CAPSULE; ORAL)

CALDEROL
(CAPSULE; ORAL)

CALCIMAR
(INJECTABLE; INJECTION)

CALCIMAR
(INJECTABLE; INJECTION)

ROCALTROL
(CAPSULE; ORAL)

APPLICANT NAME

ASTRA PHARM PRODS
ASTRA PHARM PRODS

'BRISTOL LABS/B—M
BRISTOL LABS/B-M

UPJOHN

UPJOHN

ARMOUR PHARM
ARMOUR PHARM

HOFFMANN-LA ROCHE

Iv-17

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
18-304
09-02-83
18-304
09-02-83
17-857 3819635
08-22-78 06-25-91
17-857 3819635
08-22-78 06-25-91
18-312 3833622
08-05-80 09-03-91
3565924
03-23-86
18-312 3833622
08-05-80 09-03-91
3565924
03-23-86
17-769 I-18
12-21-84 12-21-87
17-497 I-18
12-21-84 12-21-87
18-044 3697559
08-17-78 10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97




TABLE IV,

NDA'S APPROVED FROM 1

-1-82 10 8-31-85 AND NDA'S I TH APPROPR ATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

CALCITRIOL
0.5 UGM

CALCTUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;

SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM CITRATE

34MG/100ML; SGM/T00ML; 30MG/100ML;
74MG/100ML; 640MG/100ML; 500MG/100ML;
74MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM. CHLORIDE ;
SODIUM ACETATE; SODIUM CHLORIDE
510MG/ 100ML; 30GM/T00ML; 200MG/100ML;
9. 2GM/100ML; 9.6GM/100ML

CALCIUM CHUORIDE; DEXTROSE;

MAGNESIUM CHLORIDE: SODIUM ACETATE;
SODIUM CHLORIDE

ST0MG/T00ML; 50GM/100ML; 200MG/100ML;
9.26M/T00ML: '9.6GM/TOOML

CALCIUM -CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE: SODIUM ACETATE;
SODTUM CHLORIDE
S10MG/ 100ML ;- 30GM/TO0ML ;. 200MG/100ML ;
9 4GM/T00ML; 11GM/T00ML

CALCIUM . CHLORIDE ; DPEXTROSE;

MAGNESTIUM CHLORIDE SODIUM ACETATE;
SODTYM CHLORIDE ‘

S10MG/100ML; 50GM/100ML; 200MG/ 100ML ;
"9.4GM/100ML; 11GM/100ML

(DOSAGE_FORM: ROUTE)

ROCALTROL
{CAPSULE; ORAL)

ISOLYTE E' W/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DIALYTE CONCENTRATE

W/ DEXTROSE 30%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DIALYTE CONCENTRATE

W/ -DEXTROSE 50%

IN- PLASTIC. CONTAINER
{SOLUTION; INTRAPERITONEAL)

DIALYTE CONCENTRATE

W/ DEXTROSE 30%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERLTONEAL)

DIALYTE ‘CONCENTRATE

W/ DEXTROSE. 50% .. . ..
IN-PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

Iv-18

APPLICANT NAME

HOFFMANN=LA ROCHE

AM ‘MCGAW/AM. HOSP

AM MCGAW/AM HOSP
AM MCGAW/AM HOSP
AM MCGAWZAM HOSP

AM MCGAW/AM HOSP

NDA NO.
APPROVAL DATE

18044
08—17f78

18-269
01-17-83

18-807

08-26-83

18-807
08-26-83

18-807
08-26-83

18-807

08-26-83

PATENT NO.
EXP. DATE

EXCLUSIVITY
EXP. DATE

3697559
10-10-89
4391802
07-05-00

4341774

07-27-99
4225596,
09-30-97



TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE;

SODIUM CHLORIDE; SODIUM LACTATE
25.7MG/100ML; 1.5GM/100ML;
15.2MG/100ML; S67MG/T00ML; 392MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE;

SODIUM CHLORIDE; SODIUM LACTATE
25.7MG/100ML; 2.5GM/100ML;
15.2MG/100ML; 567MG/100ML; 392MG/10GML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESTUM CHLORIDE;

SODIUM CHLORIDE; SODIUM LACTATE
25.7MG/100ML; 4.25GM/100ML;
15.2MG/100ML; 567MG/10OML; 392MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE

25.7MG/100ML; 1.5GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE

25.7MG/100ML; 2.5GM/100ML;
5.08MG/100ML; 538MG/T100ML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE

25.7MG/100ML; 4.25GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE

25.7MG/T100ML; 1.5GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML

TRADE NAME
(DOSAGE FORM: ROUTE)

DELFLEX

W/ DEXTROSE 1.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE 2.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE 4.25%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE 1.5%

LOW MAGNESIUM

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)
DELFLEX

W/ DEXTROSE 2.5%

LOW MAGNESIUM

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE 4.25%

LOW MAGNESIUM

IN PLASTIC CONTAINER
{SOLUTION; INTRAPERITONEAL)

INPERSOL-LM

W/ DEXTROSE 1.5%

IN PLASTIC CONTAINER
{SOLUTION; INTRAPERITONEAL)

Iv-19

APPLICANT NAME

DELMED

DELMED

DELMED

DELMED

DELMED

DELMED

ABBOTT LABORATORIES

NDA NO. PATENT NO.

EXCLUSIVITY

APPROVAL DATE  EXP. DATE

18--883
11-30-84

18-883
11-30-84

18-883
11-30-84

18-883
11-30-84

18-883
11-30-84

18-883
11-30-84

18-379
07-07-82



TABLE V. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO.  EXCLUSIVITY
STRENGTH(S (DOSAGE FORM: ROUTE) - APPROVAL DATE  EXP. DATE  EXP. DATE
CALCIUM CHLORIDE; DEXTROSE; INPERSOL-LM ABBOTT LABORATORIES 18-379
MAGNESIUM CHLORIDE; SODIUM CHLORIDE; W/ DEXTROSE 2.5% 07-07-82
SODIUM LACTATE IN PLASTIC CONTAINER
25.7MG/T00ML; 2.5GM/100ML; (SOLUTION; INTRAPERITONEAL)
5.08MG/100ML; 538MG/100ML; 448MG/100ML o
CALCTUM CHLORIDE; DEXTROSE; INPERSOL-LM ABBOTT LABORATORIES 18-379
MAGNESIUM CHLORIDE; SODIUM CHLORIDE; W/ DEXTROSE 4.25% . 07-07-82
SODIUM: LACTATE IN PLASTIC CONTAINER
25.7MG/TO0ML; 4.25GM/100ML; 5.08MG/100ML;  (SOLUTION; INTRAPERITONEAL)
536MG/100ML ;  448MG/100ML
CALCIUM CHLORIDE; DEXTROSE; DIALYTE AM MCGA/AM HOSP 18-460
MAGNESIUM CHLORIDE; SODIUM CHLORTOE; W/ DEXTROSE 2.5% 11-02-83
SODTUM LACTATE IN PLASTIC CONTAINER
26MG/100ML; 2.5GM/100ML; 15MG/100ML; (SOLUTTON; INTRAPERITONEAL)
560MG/100ML; 390MG/100ML |
CALCIUM CHLORIDE; DEXTROSE; DEXTROSE 5% AND RINGER'S TRAVENOL LABS ~ 18-635
POTASSIUM CHLORIDE; SODIUM CHLORIDE IN PLASTIC CONTAINER 02-07-83
33MG/100ML; 5GM/100ML; (INJECTABLE; INJECTION) |
30MG/100ML; B60MG/100ML
CALCIUM CHLORIDE; MAGNESIUM CHLORIDE; TPN ELECTROLYTES ABBOTT LABORATORIES 18-895 NC
POTASSIUM CHLORIDE; SODIUN ACETATE; IN PLASTIC CONTAINER 07-20-84 09-24-86
SODIUM CHLORIDE (INJECTABLE; INJECTION) |

16 .5MG/ML; 25.4MG/ML; 74. 6MG/ML
12IMG/ML; 16, TMG/ML

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE; ISOLYTE E L AM MCGAW/AM HOSP 18-899
POTASSIUM CHLORIDE; SODIUM ACETATE; IN PLASTIC CONTAINER 10-31-83

SODIUM CHLORIDE; SODIUM CITRATE ( INJECTABLE; INJECTION)
35MG/100ML ; 30MG/]00ML 74MG/100ML ; ‘ _
640MG/100ML 500MG/100ML;V74MG/100ML

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE; PLEGISOL ABBOTT LABORATORIES 18-608 NC

POTASSIUM CHLORIDE; IN PLASTIC CONTAINER : 02-26-82 09-24-86
SODIUM CHLORIDE (SOLUTION; B ‘
17.6MG/T00ML; 325.3MG/100ML; PERFUSION, CARDIAC)

119.3MG/100ML; 643MG/100ML

Iv-20




TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
20MG/100ML; 30MG/100ML; 380MG/T00ML;
600MG/ 100ML

CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
33MG/100ML; 30MG/100ML; 860MG/100ML

CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
33MG/100ML; 30MG/100ML; 860MG/100ML

CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE
33MG/100ML; 30MG/100ML; 860MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML;
105MG/100ML; 600MG/100ML;
310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML ;
105MG/100ML; 600MG/100ML;
310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML;
179MG/100ML; 600MG/100ML;
310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML;
179MG/100ML; 600MG/100ML ;
310MG/100ML

TRADE NAME
(DOSAGE FORM: ROUTE)

ACETATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

RINGER'S
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

RINGERS INJECTION
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE
SMEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE
1O0MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE
10MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE
20MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

Iv-21

APPLICANT NAME

AM MCGAW/AM HOSP

TRAVENOL LABS
TRAVENOL LABS
AM MCGAW/AM HOSP

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

PATENT N0,
EXP. DATE

EXCLUSIVITY
EXP. DATE

NDA NO.
APPROVAL DATE

18-725
11-29-82

18-495
02-19-82

18-648
02-07-83

18-721
11-09-82

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85



-82 10 8-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

TABLE IV, NDA'S APPROVED FROM 1-1

ACTIVE INGREDTENT(S)
STRENGTH(S

CALCIUM CHLORIDE; BDEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM- LACTATE
20MG/TO0ML; S5GM/T00ML;
254MG/100ML; 600MG/100ML;
310MG/100ML

.CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM . LACTATE
20MG/100ML; 5GM/ 100ML;
254MG/ 100ML ;  600MG/T00ML ;
310MG/ 100ML.

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODTUM LACTATE
20MG/100ML; 5GM/T00ML
328MG/100ML 600MG/100ML;
310MG/100ML

CALCTUM ‘CHLORIDE; DEXTROSE:
POTASSIUM CHLORIDE; SODIUM CHLORIDE
 SODIUM LACTATE
20MG/100ML ;. 56M/100ML ;
328MG/T00ML; 600MG/100ML;
- 310MG/100ML

CALCIUM CHLORIDE; POTASSIUM CHLORIDE:

SODIUM CHLORIDE: -SODIUM: LACTATE
20MG/TOOML: -30MG/100ML ;
600MG/TO0ML; 310MG/ T00ML

CALCTUM CHLORIDBE; POTASSIUM. CHLORIDE;
~SODTUM. CHLORIDE ;- SODTUM. LACTATE
20MG/100ML ; 30MG/100ML
SOOMG/IOOML' 310MG/100ML

CALCIUM CHLORIDE; POTASSTUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
20MG/100ML; 30MG/ TOOML ;
600MG/TOOML ; 310MG/T00ML

TRADE NAKE

«POTASSIUM CHLORIDE

T5MEQ IN DEXTROSE 5%
AND- LACTATED RINGER'S

CIN-PLASTIC CONTAINER'
‘(INJECTABLE INJECTION)

POTASSIUM CHLORIDE

30MEQ IN:DEXTROSE_S%
AN LACTATED- RINGER"S
IN PLASTIC CONTAINER
(INJECTABLE INJECTION)

POTASSIUM CHLORTOE
20MEQ 'IN DEXTROSE 5%
AND_LACTATED RINGER'S
IN PLASTIC CONTATNER
(INJECTABLE;. INJECTION)

}POTASSIUM CHLORIDE

40MEQ IN DEXTROSE 5%
AND- LACTATED RINGER*S
IN PLASTIC CONTAINER
(INJECTABLE INJECTION)

LACTATEDVRINGER‘S

IN- PLASTIC CONTAINER
(SOLUTION; IRRTIGATION)

LACTATED RINGER'S
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

LACTATED RINGER'S
_IN PLASTIC CONTAINER

(SOLUTION; IRRIGATION)

C1ve22

APPLICANT NAME

TRAVENOL “EABS

TRAVENOL . LABS

TRAVENOL -LABS

_ TRAVENOL LABS -

TRAVENOL LABS

AM- MCGAW/AM HOSP

TRAVENOL: LABS

APPROVAL DATE

NDA MO, PATENT MO.
. DATE

EXCLUSIVITY
EXP. DATE

192367
04-05-85

19-367
04-05-85

19-367
04-05-85

- 19-367
1 04-05-85

18494,

02-19-82

18-681
12-27-82

18+92I

04-03-84




TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATTON

ACTIVE INGREDIENT(S)
STRENGTH(S

CALCIUM METRIZOATE; MAGNESIUM METRIZOATE;
MEGLUMINE METRIZOATE; METRIZOATE SODIUM
0.78MG/ML; 0.15MG/ML; 75.9MG/ML; 16.6MG/ML

CALCIUM; MEGLUMINE; METRIZOIC ACID
0.35MG/ML; 140.1MG/ML; 461.8MG/ML

CAPTOPRIL
12.5MG

CAPTOPRIL
25MG

CAPTOPRIL
50MG

CAPTOPRIL
100MG

CAPTOPRIL; HYDROCHLOROTHIAZIDE
25MG; 15MG

CAPTOPRIL; HYDROCHLOROTHIAZIDE
25MG; 25MG

CAPTOPRIL; HYDROCHLOROTHIAZIDE
50MG; 15MG

TRADE NAME

(DOSAGE FORM: ROUTE)

ISOPAQUE

(INJECTABLE; INJECTION)

ISOPAQUE

{INJECTABLE; INJECTION)

CAPOTEN
(TABLET;

CAPOTEN
(TABLET;

CAPOTEN
(TABLET;

CAPOTEN
(TABLET;

CAPGZIDE
(TABLET;

CAPOZIDE
(TABLET;

CAPOZIDE
(TABLET;

440

280

ORAL)

ORAL)

ORAL)

ORAL)

25/15
ORAL)

25/25
ORAL)

50/15
ORAL)

Iv-23

APPLICANT NAME

WINTHROP LABS/STERL

WINTHROP LABS/STERL

ER SQUIBB AND SONS

ER

ER

ER

ER

ER

ER

SQUIBB

SQUIBB

SQUIBB

SQUIBB

SQUIBB

SQUIBB

AND

AND

AND

AND

AND

AND

SONS

SONS

SONS

SONS

SONS

SONS

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
16-847 3476802
11-17-73 11-04-86
17-506 3476802
04-30-74 11-04-86
18-343 4105776 1-20
01-17-85 08-08-95 09-24-86
D-7
10-12-87
18-343 4105776 1-20
04-06-81 08-08-95 09-24-86
: D-7
» 10-12-87
18-343 4105776 1-20
04-06-81 08-08-95 09-24-86
‘ D-7
| 10-12-87
18-343 4105776 1-20
04-06-81 08-08-95 09-24-86
D-7-
10-12-87
18-709 4105776 NC
10-12-84 08-08-95 10-12-87
4217347
08-12-97
18-709 4105776 NC
10-12-84 08-08-95 10-12-87
4217347
08-12-97
18-709 4105776 NC
10-12-84 08-08-95 10-12-87
' 4217347
08-12-97



TABLE IV,

ACTIVE INGREDIENT(S)
STRENGTH(S

CAPTOPRIL; HYDROCHLOROTHIAZIDE
S0MG; 25MG

CARBAMAZEPINE
200MG

CARBAMAZEPINE
100MG

CARBIDOPA
25MG

CARBIDOPA; LEVODOPA
10MG; 100MG

CARBIDOPA; LEVODOPA
25MG; 250MG

NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

TRADE NAME
(DOSAGE FORM: ROUTE)

CAPOZIDE 50/25
(TABLET; ORAL)

TEGRETOL
(TABLET; ORAL)

TEGRETOL
(TABLET, CHEWABLE; ORAL)

LODOSYN
(TABLET; ORAL)

SINEMET
(TABLET; ORAL)

SINEMET
(TABLET; ORAL)

APPLICANT NAME

ER SQUIBB. AND. SONS

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

Iv=24

ADA 10,
APPROVAL DATE

18-709
10-12-84

16-608
03~11-68

18-281
12-14-81

17-830
04-25-77

17-555
05-02-75

17-555
05-02-75

PATENT NO.

EXCLUSIVITY

EXP. DATE

4105776
08-08-95
4217347
08-12-97

4409212
10-11-00

4409212
10-11-00

3462536
08-19-86
3830827
08-20-9
3781415
12-25-90

3462536
08-19-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892
10-30-90

3462536
08-19-86
3769424
10-30-90
3781415
12-25-90
3830827
08-20-91
REZ9892
10-30-90

EXP. DATE

NC
10-12-87



TABLE V. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

CARBIDOPA; LEVODOPA
25MG; 100MG

CARBOPROST TROMETHAMINE
EQ 0.25MG BASE/ML

CELLULOSE SODIUM PHOSPHATE
2.5GM/PACKET

CERULETIDE DIETHYLAMINE
0.02MG/ML

CHENODIOL
250MG

CHLORDIAZEPOXIDE
25MG

CHLORDIAZEPOXIDE
5MG

CHLORDIAZEPOXIDE
10MG

CHLORDIAZEPOXIDE
30MG

CHLORDIAZEPOXIDE HYDROCHLORIDE

5MG

CHLORDIAZEPOXIDE HYDROCHLORIDE

10MG

TRADE NAME
(DOSAGE FORM: ROUTE)

SINEMET
(TABLET; ORAL)

PROSTIN/15M
(INJECTABLE; INJECTION)

CALCIBIND
{POWDER; ORAL)

TYMTRAN
(INJECTABLE; INJECTION)

CHENIX
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRELEASE
(CAPSULE, CONTROLLED
RELEASE; ORAL)

LIBRIUM
(CAPSULE; ORAL)

LIBRTIUM
(CAPSULE; ORAL)

Iv-25

APPLICANT NAME

MS&D/MERCK

UPJOHN

MISSION PHARMACAL
ADRIA LABORATORIES
ROWELL LABORATORIES
ROCHE PRODUCTS
ROCHE PRODUCTS
ROCHE PRODUCTS

HOFFMANN-LA ROCHE

ROCHE PRODUCTS

ROCHE PRODUCTS

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE ~ EXP. DATE  EXP. DATE
17-555 3462536
05-02-75 08-19-86.

3769424

10-30-90

3781415

12-25-90

3830827

08-20-91

RE29892

10-30-90
17-989 3728382 I-32
01-09-79 04-17-90 03-21-88
18-757 NCE
12-28-82 12-28-92
18-296 3472832
12-24-81 10-14-86
18-513 NCE
07-28-83 07-28-93
13-071 4316897
10-31-66 02-23-99
13-071 4316897
10-31-66 02-23-99
13-071 4316897
10-31-66 02-23-99
17-813 4316897 NDF
09-12-83 02-23-99 09-24-86
12-249 4316897
02-24-60 02-23-99
12-249 4316897
02-24-60 02-23-99




TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA N0, PATENT NO.  EXCLUSIVITY
STRENGTH(S (DOSAGE FORM: ROUTE) APPROVAL DATE ~ EXP. DATE  EXP. DATE
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897

25MG ‘ (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM HOF FMANN=LA ROCHE 12=301 43716897

100MG/AMP (INJECTABLE; INJECTION) ‘ ‘ 07-21-617 02-23-99
CHL.ORDIAZEPOXIDE HYDROCHLORIDE; LIBRAX HOF FMANN=LA -ROCHE 12-750 4316897

CLIDINIUM: BROMIDE (CAPSULE; ' ORAL) ’ 05-02-61 02-23-99

5MG; 2.5MG
CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 5-2 HOFFMANN-LA ‘ROCHE 14-740 4316897

5MG; " 0.2MG ‘ (TABLET; DRAL) 10-27-69 02-23-99
CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 5-4 HOFFMANN=LA ROCHE 14-740 4316897

5MG; 0.4MG ‘ (TABLET; ORAL) 10= 27~ 69 02-23-99
CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 10-4 HOFFMANN—LA 'ROCHE 14—740 4316897

TOMG; 0.4MG (TABLET; ORAL) : TO =27~ 69 02-23-99
CHLOROXTINE CAPITROL WESTWOOD PHARMS j7—594 . 13886277

2% » (SHAMPQO; TOPICAL) o 10-19-76 05-27-92
CHLORTHALIDONE; CLONIDINE HYDROCHLORIDE COMBIPRES BOEHRINGER INGELHETM 172503 3454701

15MG; 0. 1MG (TABLET; ‘ORAL) ‘ - 08-22-74. 07-08-86
CHLORTHALIDONE CLONIDINE HYDROCHLORIDE COMBIPRES BOEHRINGER INGELHEIM 17-503 3454701

15MG; 0.2MG . (TABLET; ORAL) ' 08-22-74 07-08-86
CHtORTHALIDONE; CLONIDINE HYDROCHLORIDE COMBIPRES BOEHRINGER INGELHEIM 17-503 345470]

15MG; 0.3MG (TABLET; ORAL) 04-10-84 07-08-86
CHOLESTYRAMINE QUESTRAN MEAD JOHNSON/B=-M 16-019 ‘ 1-23

EQ 4GM RESIN/PACKET (POWDER; ORAL) 12-06-66 09-24-86
CHOLESTYRAMINE QUESTRAN MEAD JOHNSON/B-M 16-640 I-23

EQ 4GM RESIN/PACKET (POWDER; ORAL) 08-03-73 09-24-86
CHYMOPAPAIN DISCASE TRAVENOL‘LABS 18-625, NCE

12,500 UNITS/VIAL (INJECTABLE; INJECTION) 01-18-84 11-10-92

V=26



TABLE IV, NDA'S APPROVED FROM 1-1-82 TQ 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S]

CHYMOPAPAIN
10,000 UNITS/VIAL

CHYMOPAPAIN
4,000 UNITS/VIAL

CICLOPIROX OLAMINE
1%

CIMETIDINE
200MG

CIMETIDINE
300MG

CIMETIDINE
400MG

CIMETIDINE HYDROCHLORIDE
EQ 300MG BASE/SML

CIMETIDINE HYDROCHLORIDE
EQ 150MG BASE/ML

CINOXACIN
250MG

CINOXACIN
500MG

TRADE NAME
(DOSAGE FORM: ROUTE)

CHYMODIACTIN
(INJECTABLE; INJECTION)

CHYMODIACTIN
(INJECTABLE; INJECTION)

LOPROX
(CREAM; TOPICAL)

TAGAMET
(TABLET; ORAL)

TAGAMET
(TABLET; ORAL)

TAGAMET
(TABLET; ORAL)

TAGAMET
(SOLUTION; ORAL)

TAGAMET
(INJECTABLE; INJECTION)

CINOBAC
(CAPSULE; ORAL)

CINOBAC
(CAPSULE; ORAL)

Iv-27

APPLICANT NAME

SMITH LABORATORIES
SMITH LABORATORIES

HOECHST-ROUSSEL

SK&F LAB

SK&F :LAB

SK&F LAB

SK&F LAB

SK&F LAB

ELT LILLY

ELT LILLY

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE ~ EXP. DATE  EXP. DATE
18-663 4439423 NCE
11-10-82 03-26-01 11-10-92
18-663 4439423 NCE
08-21-84 03-26-01 11-10-92
18-748 3883545 NCE
12-30-82 05-13-92 12-30-92
17-920 3950333
08-16-77 04-13-93
4024271
05-17-94
172920 3950333
08-16=77 04-13-93
4024271
05-17-94
17-920 3950333 NS
12-14-83 04-13-93 09-24-86
4024271
05-17-94
17-924 3950333
08-16-77 04-13-93
‘ 4024271
05-17-94
17-939 3950333
08-16-77 04-13-93
4024271
05-17-94
18-067 3669965
06-13-80 06-13-89
18-067 3669965
06-13-80 06-13-89




TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

CISPLATIN
0.5MG/ML

CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GM/100ML; 380MG/100ML; 430MG/100ML

CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE
3.24GM/100ML; 380MG/100ML; 430MG/100ML

CLEMASTINE FUMARATE
EQ 0.5MG BASE/SML

CLEMASTINE FUMARATE;
PHENYLPROPANQOLAMINE HYDROCHLORIDE
EQ IMG BASE; 75MG

CLOMIPHENE CITRATE
50MG

CLONAZEPAM
0.5MG

CLONAZEPAM
MG

CLONAZEPAM
2MG

CLONIDINE
2.5MG

CLONIDINE
5MG

TRADE NAME
(DOSAGE FORM: ROUTE)

PLATINOL-AQ
(INJECTABLE; INJECTION)

IRRIGATING SOLUTION G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)
UROLOGIC G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

TAVIST
(SYRUP; ORAL)

TAVIST D
(TABLET, CONTROLLED
RELEASE; ORAL}

CLOMIPHENE CITRATE
(TABLET; ORAL)

CLONOPIN
(TABLET; ORAL)

CLONOPIN
(TABLET; ORAL)

CLONOPIN
(TABLET: ORAL)

CATAPRES-TTS-1 .
(FILM, CONTROLLED RELEASE;
PERCUTANEQUS)

CATAPRES-TTS-2
(FILM, CONTROLLED RELEASE;
PERCUTANEOUS)

Tv-28

APPLICANT NAME

BRISTOL LABS/B-M

TRAVENOL LABS
ABBOTT LABORATORIES

DORSEY LABS/SANDOZ

DORSEY LABS/SANDOZ .

PLANTEX/IKAPHARM
HOFFMANN~LA ROCHE
HOFFMANN—LA ROCHE
HOF FMANN-LA - ROCHE

BOEHRINGER INGELHEIM

BOEHRINGER INGELHEIM

NDA N,

APPROVAL DATE

18-057
07-18-84

18-519
06-22-82

18-904
05-27-83

18-675

06-28-85
18-298
12-15-82
18-361
03-22-82

17-533
06~04-75

17-533
06-04-75

17-533
06-04-75

18-891
10-10-84

18-891
10-10-84

PATENT NO.  EXCLUSIVITY

4177263 NDF

12-04-96 09-24-86

4310515

01-12-99
NC
09-24-86
NC
09-24-86
NDF
06-28-88

3933999 NDF

01-20-93 09-24-86

4316897

02-23-99

4316897

02-23-99

4316897

02-23-99

3454701 NR

07—08—86 10-10-87

3454701 NR

07-08-86 10-10-87



TABLE 1V.

NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH{S)

CLONIDINE
7.5MG

CLONIDINE HYDROCHLORIDE

0.1MG

CLONIDINE HYDROCHLORIDE

0.2MG

CLONIDINE HYDROCHLORIDE

0.3MG

CLORAZEPATE
3.75MG

CLORAZEPATE
7.5MG

CLORAZEPATE
15MG

CLORAZEPATE
22 .5MG

CLORAZEPATE
11.25MG

CLORAZEPATE
3.75MG

CLORAZEPATE
7.5MG

CLORAZEPATE
15MG

CLOTRIMAZOLE

1%

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

TRADE NAME

(DOSAGE FORM: ROUTE)

CATAPRES-TTS-3
(FILM, CONTROLLED RELEASE;
PERCUTANEOQUS)

CATAPRES

(TABLET; ORAL)

CATAPRES

(TABLET; ORAL)

CATAPRES

(TABLET; ORAL)

TRANXENE

{CAPSULE; ORAL)

TRANXENE

(CAPSULE; ORAL)

TRANXENE

(CAPSULE; ORAL)

TRANXENE SD

(TABLET; ORAL)

TRANXENE SD

(TABLET; ORAL)

TRANXENE

(TABLET; ORAL)

TRANXENE

(TABLET; ORAL)

TRANXENE

(TABLET; ORAL)

LOTRIMIN

(SOLUTION; TOPICAL)

APPLICANT NAME

BOEHRINGER INGELHEIM

BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM

BOEHRINGER INGELHEIM

ABBOTT
ABBOTT
ABBOTT
ABBOTT

ABBOTT

ABBOTT .

ABBOTT

ABBOTT

LABORATORIES
LABORATORIES
LABoéATORIEs
LABORATORIES
LABORATORTES

LABORATORIES

LABORATORIES

LABORATORIES

SCHERING

Iv-29

NDA N0, PATENT NO.  EXCLUSIVITY
APPROVAL DATE EXP, DATE EXP, DATE
18-891 3454701 NR
10-10-84 07-08-86 10-10-87
17-407 3454701
09-03-74 07-08-86
17-407 3454701
09-03-74 07-08-86
17-407 3454701
09-20-79 07-08-86
17-105 RE28315
06-23-72 06-23-87
17-105 RE28315
06-23-72 06-23-87
17-105 RE28315
06-23-72 06-23-87
17-105 RE28315
03-31-75 06-23-87
17-105 RE28315
08-04-76 06-23-87
17-105 RE28315
03-10-80 06-23-87
17-105 RE28315
03-10-80 - 06-23-87
17-105 RE28315
03-10-80 06-23-87
17-613 3660577
02-03-75 05-02-89
3705172
12-05-89
3839573

10-01-91




WM%WMW@WM&WH%NWMWWWWHWHMMWWMO0

CROENME APLICHT WAE  MDANO,  PAIENIND.  EXCLUSTVITY
[DOSAGE FO i} ROVTE o I,APPROVAL WE DO Db O

: [ACTIVE INGREDIENT “S

‘f,CLOTRIMAZOLEZ‘ LOTRIMIN . SCHERING e 17=619-: - 3660577
o ]A e E : : (CREAM: TOPICAL) ‘ - e 03-18<75 . 05= 92—89
R ‘ : ‘ . 3705172
12-05-89

3839573

10-01-91

| CLOTRIMAZOLE e | {GYNE-LOTRIMIN | SCHERING =~ . .~ 18=ps2 13839573
GRS (CREAM: VAGINAL) ST 108278 10-01-91
. | e et e R L e el

CLOTRIMAZOLE

. ScHermNg
e T00MG e

5o
3660577 G
‘05 02-89

o i MILES PHARMS/
(TABLET: VAGINAL) St 01-91
[ ' 12-205-89
3660577
05-02-89

CLOTRIMAZOLE MYCELEX-G MILES PHARMS/MILES =  "19-<069 3839573 NS
500MG (TABLET; VAGINAL). ' « 04-19-85" 10-01291. . 04-19-88
‘ , ~ : £ 3705172 R
1220589
3660577
05-02-89 -

e




TABLE 1V, 0A'S APPROVED FROH 1-1-80 T0 8-31-65 AND HOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORIATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
10MG

CLOTRIMAZOLE
1%

CODEINE PHOSPHATE;
PHENYLEPHRINE HYDROCHLORIDE;
PROMETHAZINE . HYDROCHLORIDE
TOMG/SML; SMG/5ML ;. 6.25MG/5ML

CODEINE PHOSPHATE;
PROMETHAZINE HYDROCHLORIDE
10MG/BML; 6. 25MG/5ML

CODEINE: PHOSPHATE;
PSEUDQEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
10MG/SML ;. 30MG/SML ;. 1.25MG/SML

-~ TRADE NAME -

[DOSAGE FORY: ROUTE

MYCELEX
(CREAM; TOPICAL)

MYCELEX=G
(CREAM; VAGINAL)

MYCELEX
{TROCHE/LOZENGE; ORAL)

LOTRIMIN
(LOTION; TOPICAL)

PHENERGAN VC W/ CODEINE

(SYRUP; ORAL)

PHENERGAN W/ CODEINE
(SYRUP; -ORAL)

ACTIFED W/ CODEINE
(SYRUP; ‘ORAL)

V=31

PLIC ME

MILES PHARMS/MILES
MILES  PHARMS/MILES
MILES PHARMS/MILES
SCHERING

WYETH ‘LABS/AMHO

WYETH LABS/AMHO

BURROUGHS: WELLCOME

APPROUAL DATE

18-183
01-15-79

18=230
02-16~79

18-713

06-17-83

18-813
02-17-84

082306
04-02-84

08-306

04=02-84

12575
04-04-84

PATENT N0,

BXP, DATE

3839573
10-01=91
3705172
12-05-89
3660577

'05~02-89
/3839573
«Ip;gwég]
13705172

12-05=89
3660577

05-02-89
3839573

10-01-91
3705172
12-05-89
3660577
05-02-89

3839573

10-01-91
3705172

1205489
3660577
05-02-89

EACLUSTVITY
BRDME

NDF
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 T 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

COLESTIPOL HYDROCHLORIDE
5GM/PACKET :

COLESTIPOL HYDROCHLORIDE
500GM/BOT.

COPPER
89MG

COPPER
120MG

CROMOLYN -SODIUM
20MG

TRADE NAME

(DOSAGE FORM: ROUTE)

COLESTID
(GRANULE ;- ORAL)

COLESTID :
(GRANULE ORAL)

Cu-7
INTRAUTERINE)

TATUM=T

(INTRAUTERINE DEVICE;:

INTRAUTERINE)

INTAL"
(CAPSULE; INHALATION)

(INTRAUTERINE DEVICE;

APPLICANT NAME - MDA N,

APPROVAL DATE
UPJOHN | . 17-563
: Sy L 04-04-77
UPJOHN o 17563
T 04-04-77
SEARLE PHARMS =~ - .~ 17-408
R 02-25-74. - -
SEARLEgPHARMS e 'Isﬁzoé"
‘ 08-16-79
FISONS , 16-990

06-20-73

v-32

PATENT N0,

EXCLUSIVITY

a0, B

B DNE

3692895

09—19-89 .

3692895
09-19-89

3563235

02-16-88

4040417
08-09-94
3783861
01-08-91
3803308

‘12-01—87

RE28399:
04—29-92

3563235

02-16-88

4040417,

08-09-94
3783861
010891

3803308
12-01-87

" RE28399

04-29—92

3686412 '
08-22-89

3777033

08-22-89

. 3419578 -
12=31~85

3957965

05-18= 93

T1-24

092486

124

09-24-86

1-22
09-24-86




TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 §-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

CROMOLYN SODIUM
4%

CROMOLYN SODIUM
4%

CROMOLYN SODIUM
10MG/ML

CYCLOBENZAPRINE HYDROCHLORIDE
SMG

CYCLOBENZAPRINE HYDROCHLORIDE
10MG

CYCLOPHOSPHAMIDE
1GM/VIAL

TRADE NAME

(DOSAGE FORM: ROUTE)

NASALCROM

(SOLUTION; NASAL)

OPTICROM

(SOLUTION; OPHTHALMIC)

INTAL

(SOLUTION; INHALATION)

FLEXERIL

(TABLET; ORAL)

FLEXERIL

(TABLET; ORAL)

CYTOXAN
(INJECTABLE;

INJECTION)

Iv-33

APPLLCANT NAME

FISONS

FISONS

FISONS

MS&D/MERCK

MS&D/MERCK

MEAD JOHNSON/B-M

NDA NO.
APPROVAL DATE

PATENT NO.

EXCLUSIVITY

EXP. DATE

EXP, DATE

18-306
03-18-83

18-155
10-03-84

18-596
05-28-82

17-821
08-26-77

17-821
08-26-77

12-142
08-30-82

3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
4053628
10-11-94

3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
4053628
10-11-94

3686412
08-22-89
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93

3454643
07-08-86
3882246
05-06-92

3454643
07-08-86
3882246
05-06~-92

NDF
09-24-86

NOF
10-03-87

1-22
01-19-88

NS
09-24-86



VaACTIVE %NGREDIENT s il

DESIPRAMINE HYDRocw "




TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

DESIPRAMINE HYDROCHLORIDE
50MG

DESIPRAMINE HYDROCHLORIDE
75MG

DESIPRAMINE HYDROCHLORIDE
100MG

DESIPRAMINE HYDROCHLORIDE
150MG

DESIPRAMINE HYDROCHLORIDE
10MG

DESMOPRESSIN ACETATE
0.01%

DESMOPRESSIN ACETATE
0.004MG/ML

DESONIDE
0.05%

DESOXIMETASONE
0.05%

DESOXIMETASONE
0.05%

DESOXIMETASONE
0.25%

TRADE NAME
(DOSAGE FORM: ROUTE)

NORPRAMIN
(TABLET; ORAL)

NORPRAMIN
(TABLET; ORAL)

NORPRAMIN
(TABLET; ORAL)

NORPRAMIN
(TABLET; ORAL)

NORPRAMIN
(TABLET; ORAL)

DDAVP
(SOLUTION; NASAL)

DDAVP
(INJECTABLE; INJECTION)

DESOWEN
(CREAM; TOPICAL)

TOPICORT
(GEL; TOPICAL)

TOPICORT
{(OINTMENT; TOPICAL)

TOPICORT
(OINTMENT; TOPICAL)
(INJECTABLE; INJECTION)

APPLICANT NAME

MERRELL. DOW/DOW CHEM

MERRELL DOW/DOW. CHEM

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

ARMOUR PHARM

ARMOUR PHARM

OWEN LABS/DERM PRODS
HOECHST-ROUSSEL
HOECHST-ROUSSEL

HOECHST-ROUSSEL

NDA MO, PATENT,NO. EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
14-399 3454698
01-09-67 07-08-86
3454554
07-08-86
14-399 3454698
03-01-77 07-08-86
3454554
‘ 07-08-86
14-399 3454698
03-01-77 07-08-86
3454554
07-08-86
14-399 3454698
03-01-77 07-08-86
3454554
07-08-86
14-399 3454698 NS
02-11-82 07-08-86 09-24-86
3454554
07-08-86
17-922 349749]
02-21-78 02-24-87
18-938 3497491 NDF
03-30-84 02-24-87 09-24-86
19-048
12-14-84
18-586 NDF
03-29-82 09-24-86
18-594 NDF
01-17-85 09-24-86
18-763 NDF
09-30-83 09-24-86




MMNWMWWWWH&WM%&WMWHWW&MWMW%WWWWM

ACTIVE INGREDIENT(S)
STRENGTH(S

. DEXAMETHASONE

6MG

DEXAMETHASONE
6MG

DEXAMETHASONE
6MG :

‘DEXfROMETH@RPHAN‘HYDROBROMIDE;
PROMETHAZINE HYDROCHLORIDE
15MG/5ML ;. 6.25MG/5ML

DEXTROSE
5GM/ 100ML

DEXTROSE
60GM/ 100ML

DEXTROSE
70GM/100ML

DEXTROSE
60GM/100ML

DEXTROSE
30GM/ 100ML

DEXTROSE.
60GM/100ML

DEXTROSE
60GM/ 100ML

DEXTROSE
70GM/100ML

‘(DOSAGE_FORM: ROUTE

'DECADRON

(TABLET; ORAL)

DEXAMETHASONE

(TABLET;‘ORAL)

DEXAMETHASONE

(TABLET; ORAL)

PHENERGAN W/ DEXTROMETHORPHAN
(SYRUP; ORAL)

DEXTROSE 5%
IN PLASTIC CONTAINER

DEXTROSE 60% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION):

. DEXTROSE 70% IN PLASTIC

CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 60% -
IN PLASTIC. CONTAINER
{INJECTABLE; INJECTION)

DEXTROSE . 30%
IN PLASTIC CONTAINER

(INJECTABLE; 'INJECTION)

DEXTROSE 60% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 60% =
(INJECTABLE; INJECTION)

DEXTROSE 70% IN PLASTIC

CONTATINER
(INJECTABLE; INJECTION)

Iv-36

APPLICANT MAHE

MS&D/MERCK
PAR . PHARMACEUTICAL
ROXANE. . LABORATORIES

WYETH LABS/AMHO

ABBOTT LABORATORIES

TRAVENOL 'LABS

TRAVENOL® LABS

ABBOTT LABORATORIES -

ABBOTT .LABORATORIES

AM- MCGAW/AM HOSP

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

NDA

PP

N, PATENTM,

(VAL DATE  EXP. DATE

11-664
07-30-82

88-481
11-28-83

88—3f6

09-15-83

112265

. 04-02-84

19-466

07-1

5-85

17=521
03-26-82

17-521
03-26-82

19-346
01-25-85

19-345
01-26-85

17995
04-27-78

17-995
09-22-82

3729568
04-24-90

3729568
04-24-90

18-561
03-23-82

EXP. DATE

NS
09-24-86

NS
69-24-86

NS
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO,  EXCLUSIVITY
STRENGTH(S (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE
DEXTROSE DEXTROSE 40% IN PLASTIC ABBOTT LABORATORIES 18-562
40GM/100ML CONTAINER 03-23-82
(INJECTABLE; INJECTION)
© DEXTROSE DEXTROSE 50% IN PLASTIC ABBOTT LABORATORIES 18-563
50GM/ 1 00ML CONTAINER | 03-23-82
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 20% IN PLASTIC ABBOTT LABORATORIES 18-564
20GM/ 100ML CONTAINER 03-23-82

(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 38.5% IN PLASTIC ABBOTT LABORATORIES 18-923

38.5GM/100ML CONTAINER 09-19-84
(INJECTABLE; INJECTION)
DEXTROSE DEXTROSE 5% IN PLASTIC ABBOTT LABORATORIES 19-222
50MG/ML CONTAINER 07-13-84
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES 18-132 NC
5GM/100ML; B80MG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-86
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES 18-132 NC
5GM/100ML; 160MG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-86
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
5GM/100ML; 80MG/100ML CONTAINER 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
5GM/100ML; 160MG/100ML CONTAINER 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
5GM/100ML; 320MG/100ML CONTAINER 09-30-83 09-24-86
(INJECTABLE; INJECTION)
DEXTROSE; HEPARIN SODIUM HEPARIN SODIUM 1,000 UNITS AM MCGAW/AM HOSP 19-130 NC
5GM/100ML; 200 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

1v-37




IABLE\IV

hACTIVE INGREDIENT(S)

- \-DEXTRGSE HEPARIN SODIUM -
1,000 UNITS/]OOML"

g SGM/TOOML

S APPROVED FRGM I 182 10 b §.31-85 AND HOA'S T W APPR@PRIATE TPATE 1

s

SODIUM 2,000 UNITS AW MCGAW/AM HOSP. i
XTROSE 5% IN s
IC CONTAINER




TABLE 1V, NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRLATEPATENTzAND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; HEPARIN SODIUM
S5GM/100ML; 10,000 UNITS/100ML

DEXTROSE; HEPARIN SODIUM
5GM/100ML; 10,000 UNITS/I100ML

DEXTROSE; HEPARIN SODIUM
5GM/106ML; 10,000 UNITS/100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 800MG/100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 800MG/ TOOML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 200MG/ 100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/T00ML; 400MG/ TOOML

DEXTROSE; LIDOCAINE HYDROCHLORIDE

5GM/100ML; 800MG/100ML

TRADE NAME

(DOSAGE FORM: ROUTE)

HEPARIN SODIUM

10,000 UNITS

IN DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARTIN ‘SODIUM

25,000 UNITS

IN DEXTROSE 5%
(INJECTABLE; INJECTION)

HEPARIN SODIUM

25,000 UNITS

IN BEXTROSE 5%

IN PLASTIC CONTAINER
{INJECTABLE; INJECTION)

LIDOCAINE -HCL 0.8%

IN DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%

AND. BEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.2%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.4%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%

AND -DEXTROSE: 5%

IN- PLASTIC CONTAINER
{INJECTABLE; INJECTION)

Iv-39

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES
TRAVENOL LABS

AM MCGAH/AM Hqsp

AM MCGAW/AM HOSP

AM MCGAW/AM. HOSP

NDA N, PATENT N0.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
19-339

03-27-85

18-911

01-30-85

19-339

03-27-85

18-388 NS

11-05-82 09-24-86
18-461 NS
02-22-82 09-24-86
18-967 NS
03-30-84 09-24-86
18-967 NS
03-30-84 09-24-86
18-967 NS
03-30-84 09-24-86




TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE - NAME ‘_APPLICANT NAME DA NO. PATENT NO.  EXCLUSIVITY
_STRENGTH{S! DOSAGE FORM: ROUTE - APPROVAL DATE  EXP, DATE ~ EXP. DATE
DEXTROSE; MAGNESIUM CHLORIDE;  ISOLYTE P W/ e AM MCGAW/AM HOSP 19-025

* POTASSIUM CHLORIDE; DEXTROSE 5% IN » o 12-27-84

~ 'POTASSIUM PHOSPHATE DIBASIC; PLASTIC CONTAINER . ST

SODIUM ACETATE (INJECTABLE; INJECTION)
5GM/T00ML; 31MG/100ML; R
130MG/ T00ML ; - 26MG/100ML ;

320MG/100ML ; - 8 : ‘
DEXTROSE; OXYTOCIN | OXYTOCIN 5 USP | ABBOTT LABORATORIES ~ = 19-185
5GM/100ML; 1 USP UNIT/100ML UNITS IN DEXTROSE 5% e " 03-29-85
‘ (INJECTABLE; INJECTION)
DEXTROSE; OXYTOCIN =~ . OXYTOCIN 10 USP. ABBOTT LABORATORIES ~  19-185
'5GM/100ML; 1 USP UNIT/100ML UNITS IN DEXTROSE 5% . 03-29-85
, » (INJECTABLE; INJECTION) ‘ RPN
DEXTROSE; OXYTOCIN OXYTOCIN 10 USP ABBOTT LABORATORIES 19-185
5GM/100ML; 2 USP UNIT/100ML UNITS IN DEXTROSE 5% 03-29-85
(INJECTABLE; INJECTION)
DEXTROSE; OXYTOCIN OXYTOCIN 20 USP ABBOTT LABORATORIES 19-185
5GM/100ML; 2 USP UNIT/100ML UNITS .IN DEXTROSE 5% 03-29-85
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744.
S5GM/100ML; 75MG/100ML POTASSIUM CHLORIDE 0.075% 11-09-82
: IN-PLASTIC CONTAINER ' S ‘
(INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE DEXTROSE 5% AND ' AM MCGAW/AM HOSP 18-744
5GM/100ML; 150MG/100ML POTASSIUM CHLORIDE 0.15% S 11-09-82
IN PLASTIC CONTAINER: ,
‘ | (INJECTABLE; INJECTION)
DEXTROSE; POTASSIUM CHLORIDE DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744
5GM/100ML; 220MG/100ML ‘ POTASSIUM CHLORIDE 0.22% _ : 11-09-82
- ‘ IN PLASTIC CONTAINER a
(INJECTABLE ; - INJECTION)
DEXTROSE; POTASSIUM CHLORIDE DEXTROSE 5% AND AM MCGAW/AM HOSP - 18-744.
R 11-09-82

56M/100ML; 300MG/100ML POTASSIUM CHLORIDE 0.3%
: IN.PLASTIC CONTAINER =~
(INJECTABLE; INJECTION)

CIve40




TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO.  EXCLUSIVITY
STRENGTH(S (DOSAGE FORM: ROUTE) APPROVAL DATE ~ EXP. DATE  EXP. DATE
DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM DEXTROSE 5% AND ELECTROLYTE TRAVENOL LABS 18-840

PHOSPHATE, MONOBASIC; SODIUM CHLORIDE; NO 75 IN PLASTIC CONTAINER 06-29-83

SODIUM LACTATE (INJECTABLE; INJECTION)

5GM/100ML; 205MG/100ML; 100MG/100ML;

120MG/100ML; 220MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE SMEQ IN DEXTROSE 5% 04-05-85
5GM/100ML; 150MG/100ML; 900MG/100ML AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE TOMEQ IN DEXTROSE 5% 04-05-85
5GM/100ML; 75MG/100ML; 900MG/100ML AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM.CHLORIDE TRAVENOL LABS 19-308
CHLORIDE 10MEQ IN DEXTROSE 5% 04-05-85
5GM/100ML; 150MG/100ML; 900MG/100ML AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE 20MEQ IN DEXTROSE 5% 04-05-85
S5GM/100ML; 150MG/100ML; 900MG/100ML AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308
CHLORIDE 20MEQ IN DEXTROSE 5% 04-05-85
5GM/100ML; 300MG/100ML; S00MG/100ML AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM POTASSIUM CHLORIDE TRAVENOL LABS 19-308

CHLORIDE 30MEQ IN DEXTROSE 5% 04-05-85

5GM/100ML; 224MG/100ML; 900MG/100ML

AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
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‘TABLE I NDA"S AF" |

OMIENT O, EXCLUSTVITY

\CTIE GRS M. BACLUS
WALONE  BPDAE P DATE

STRENGTH(S)

DEXTROSE:; - POTASSIUM: CHLORIDE SODTUM
CHLORIIE
SGM/TOOML 300MG/100ML;‘900MG(100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM OE~ ROSE 54 SODIUM CHLORIDE TRAVENOL LABS
. CHLORIDE ' e :
C5GM/100ML ;. 150MG/T00ML ;- 450MG/ 100ML CIN PLASTIC CONTAINER

(INIECTABLE INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM - DEXTROSE 5%, SOOIUM CHLORIDE TRAVENOL LABS
CHLORIDE : : 0.45% AND POTASSIUM CHLORIDE R

SGM/ATO0ML ;- 224MG/ T00ML: 450MG/ 100ML 15MEQ IN-PLASTIC CONTAINER
. : (INJECTABLE; INJECTION) ‘ L
DEXTROSE; POTASSIUM CHLORIDE; SODBIUM DEXTROSE 5%;° SODIUM CHLORIDE TRAVENOL (LABS: : | 18-566"
CHLORIDE ‘ 0.45% AND POTASSIUM ‘CHLORIDE s N SO 02-10=83 .

5GM/TOOML; 300MG/100ML.; 450MG/100ML -20MEQ TN PLASTIC CONTAINER.
. ‘ VI(INJECTABLE CINJECTION)

DEXTROSE; POTASSIUM CHLORIDE SODTUM , IEXTROSE 5/ SODIUM CHLORIDE " TRAVENQL “LABS
CHLORIDE -0 4SA AND POTASSIUM CHLORIDE oA

“N PLASTIC CONTAINER
INJECTION)

5GM/ TOOML ; ISOMG/TOOML; 450MG/100ML - TZO

DEXTROSE POTASSIUM- CHLORIDE SODIUM
* "CHLORIDE : ‘
: SGM/TOOML 224MG/IOOML 450MG/100ML SR

DEXTROSE POTASSIUM CHLORIDE SODIUM ,IRAVENOL'OA
RIDE: b

SGN/IOONL 300MG/TO‘ML 450MG/100ML
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDTENT(S)
STRENGTH(S

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 224MG/7100ML; 200MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIULM
CHLORIDE :
5GM/100ML; - 150MG/100ML; 200MG/ 100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 200MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 224MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/100ML; 330MG/100ML

TRADE NAME
(DOSAGE FORM: ROUTE)

DEXTROSE 5%, SODIUM CHLORIDE
0.:2% AND ‘POTASSIUM CHLORIDE
15MEQ -IN ‘PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE

" 0.2% AND-POTASSTUM CHLORIDE

ZOMEQ INPLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE - 5%, SODIUM CHLORIDE
0..2% AND POTASSIUM CHLORIDE
30MEQ IN PLASTIC ‘CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
S5MEQ IN PLASTIC. CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
T10MEQ IN PLASTIC CONTAINER

{INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
15MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
20MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND- POTASSIUM.-CHLORIDE
TOMEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

Iv-43

APPLICANT NAME

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENGL

TRAVENOL

L-ABS

LABS

LABS

LABS

LABS

LABS

LABS

LABS

NDA NO. PATENT NO.

EXCLUSIVITY

APPROVAL DATE ~ EXP. DATE

18-567

"02-16-83

18-567
02-16-83

18-567
02-16-83

18-629
03-23-82

18-629
03~23-82

18-629
03~23-82

18-629
03-23-82

18-629
03-23-82



TAB,LE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPRO’PRI_ATE«PAILMN EXCLUSIVITY. INFORMATION

ACTIVE INGREDIENT(S}
STRENGTH S‘

DEXTROSE; ..POTASSIUM CHLORIDE SOBIUM
CHLORIDE
‘56M7 100ML; 300MG/lOOML 330MG/100ML

DEXTROSE POTASSTUM CHLORIIE SODIUM
CHLORIDE
SGM/IOOML 224MG/IOOML 330MG/100ML

DEXTROSE; 'POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML;  300MG/100ML ; 330MG/100ML

DEXTROSE; THEOPHYLLINE
5GM/100ML: 40MG/100ML

DEXTROSE; THEOPHYLLINE
5GM/100ML; 40MG/100ML

DEXTROSE: THEOPHYLLINE
_5GM/100ML; 80MG/100ML

DEXTROSE THEDPHYLLINE
SGMIIOOML 80MG/100ML

DEXTROSE:; THEOPHYLLINE
SGM/TOOML; 160MG/100ML

DEXTROSE; THEOPHYLLINE
5GM/T00ML; 160MG/100ML

TRADE MAME
(DOSAGE FORY: ROUTE}

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
_20MEQ-IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5% -SODIUM CHLORIDE
0.337% AND POTASSIUM CHLORIDE
30MEQ IN: PLASTIC CONTAINER

(INJECTABLE INJECTION)

DEXTROSE 5%, SODIUMVCHLORIDE
0.337% AND. POTASSTUM CHLORIDE

" 4OMEQ’ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

THEOPHYLLINE IN
DEXTROSE 5% .

IN PLASTIC CONTAINER
(INJECTABLE INJECTION)

THEOPHYLLINE 0.04%
AND:DEXTROSE 5% :

©INGPUASTIC CONTAINER

(INJECTABLE; INJECTION)‘ ‘
THEOPHYLLINE IN.

DEXTROSE - 5%

IN -PEASTIC CONTAINER
(INJECTABLE INJECTION)

THEOPHYLLINE 0.08%

AND ‘DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE IN
DEXTROSE. 5%

IN, PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEQPHYLLINE 0.16%

AND DEXTROSE -5%
IN-PLASTIC -CONTAINER

{ INJECTABLE; INJECTION)

V=44

TRAVENOL LABS
TRAVENOL LABS
TRAVENOL‘LABS
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT”LABORAIORIES
AM‘NCCAN[AD Hosp
ABBOTT LABORATORIES

AM MCGAW/AM HOSP

CWAND,  PATENT MO,
APPROVAL DATE

DR DNE

BACLUSIVITY

18-629

03-23-82

18-629

. 03-23-82

18629
03-23-82

19211
12-14-84

19083
11-07-84

19-211

12-14-84 -

19083
11-07-84

19211
12-14-84

19-083

11-07-84




TABLE IV,

NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; THEOPHYLLINE
5GM/100ML; 200MG/100ML

DEXTROSE; THEOPHYLLINE
5GM/100ML; 200MG/100ML

DEXTROSE; THEOPHYLLINE
5GM/100ML; 400MG/100ML

DEXTROSE; THEOPHYLLINE
5GM/100ML; 400MG/100ML

DEXTROSE; THEOPHYLLINE
5GM/100ML; 400MG/100ML

DEXTROSE; THEOPHYLLINE
5GM/100ML; BOMG/100ML

DEXTROSE; THEOPHYLLINE
5GM/100ML; 160MG/100ML

DEXTROSE; THEOPHYLLINE
5GM/100ML; 200MG/100ML

DEXTROSE; THEOPHYLLINE
5GM/100ML; 400MG/100ML

TRADE NAME
(DOSAGE FORM: ROUTE)

THEOPHYLLINE IN
DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE 0.2%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE IN
DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE 0.4%

AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

THEOPHYLLINE AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

1v-45

APPLICANT NAME

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS
TRAVENOL LABS

TRAVENOL LABS

NDA NO.
APPROVAL DATE

PATENT NO.

EXCLUSIVITY

EXP. DATE

EXP. DATE

19-211
12-14-84

19-212
11-07-84

19-211
12-14-84

19-212
11-07-84

18-649
07-26-82

18-643
07-26-82

18-649
07-26~-82

18-649
07-26-82

18-649
07-26-82




RENO=M=DIP

. DIATRIZOATE MEGLUMINE; RENOGRAF IN—60

DIATRIZOATE SODIUM . (INJECTABLE INJECTION)

52%5:8%:

~ IIATRIZOATE MEGLUMINE RENOGRAFIN—76 )
DIATRIZOATE SODIUM © 7 (INJECTABLE; -INJECTION)
66%;: IBA ‘ : G s .

DIAZEPAM_ B . VALTUM ‘

oM £ o UMBLET; ORAD
'DIAZEPAM e e o YALTUM :
(b L o - (TABLET; ORAL)

DIAZEPAM
CSMG/ML

DICYCLOMINE HYDROCHLORIDEj o
1OMG: . ] )

DICYCLOMINE HYDROCHLORIDE ‘ BENTYL :
20MG. : V : ~ (CAPSULE; ‘ORAL)

" (INJECTABLE; INJECTION)

” ‘rv;46iV R

ER SQUIBB AND SONS

ER SQUIBB;ANbf§ONSf

‘HoFFﬂANN;LAﬁgogHE 4_ ""

MERRELL DOW/DOW CHEM

ER SQUIBB.ANbeO&S i

o 10-040

©10-040_
U 08-29-74

”4316897
02— 23 99_!

4316897
E ¥ —23—99“»*."‘

16897

02 23-99;“»“
. 4316897

1-7; I-8
09-24-86

1-8
09-24-86
I-5

09-24-86




TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

STRENGTH(S) ‘ (DOSAGE FORM: ROUTE) APPROVAL DATE ~ EXP. DATE  EXP. DATE
DICYCLOMINE HYDROCHLORIDE BENTYL MERRELL DOW/DOW CHEM 08-370
10MG/ML (INJECTABLE; INJECTION) 10-15-84
DICYCLOMINE HYDROCHLORIDE BENTYL MERRELL DOW/DOW CHEM 07-961
10MG/5ML (SYRUP; ORAL) 10-15-84
DIFLORASONE DIACETATE FLORONE UPJOHN 17-741 3980778
0.05% (CREAM; TOPICAL) 09=14-77 09-14-93
DIFLORASONE DIACETATE FLORONE UPJOHN 17-994 3980778
0.05% (OINTMENT; TOPICAL) 03=01-78 09-14-93
DIFLORASONE DIACETATE DIFLORASONE DIACETATE UPJOHN 19-259 3980778
0.05% (CREAM: TOPCIAL) 08-28-85 09-14-93
DIFLORASONE DIACETATE DIFLORASONE DIACETATE UPJOHN 19-260 - 3980778
0.05% (OINTMENT; TOPCIAL) 08-28-85 09-14-93
DIFLUNISAL DOLOBID ‘ MS&D/MERCK 18-445 3714226 NCE
250MG (TABLET; ORAL) 04-19-82 08-01-89 04-19-92
3674870
07-04-89
DIFLUNISAL DOLOBID MS&D/MERCK 18-445 3714226 NCE
S00MG (TABLET; ORAL) 04-19-82 08-01-89 04-19-92
3674870
_ 07-04-89
DIGOXIN LANOXICAPS BURROUGHS WELLCOME 18-118 4088750 NDF
0.2MG (CAPSULE; ORAL) 07-26-82 05-09-95 09-24-86
DIGOXIN LANOXICAPS BURROUGHS WELLCOME 18-118 4088750 NDF
0.05MG (CAPSULE; ORAL) 07-26-82 05-09-95 09-24-86
DIGOXIN LANOXLCAPS BURROUGHS WELLCOME 18-118 4088750 NS
0.15MG (CAPSULE; ORAL) : 09-24-84 05-09-95 09-24-86
DIGOXIN LANOXICAPS BURROUGHS WELLCOME 18-118 4088750 NDF
0.1MG (CAPSULE; ORAL) ‘ 07-26-82 05-09-95 09-24-86
DIHYDROERGOTAMINE MESYLATE: EMBOLEX SANDOZ PHARMS/SANDOZ 18-885 4451458 NC
HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE (INJECTABLE; INJECTION) . 11-30-84 05-29-01 11-30-87
0.5MG/0.5ML; 2500 UNITS/0.5ML; 4402949

5.33MG/0.5ML 09-06-00
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ACTIVE INGREDIENT(S)
STRENGTH(S

DIHYDROERGOTAMINE MESYLATE;
HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE
0.5MG/0.7ML; 5000 UNITS/0.7ML;

7.46MG/0.7ML

DILTIAZEM HYDROCHLORIDE
30MG

DILTIAZEM HYDROCHLORIDE
60MG

DIMETHYL SULFOXIDE
50%

DINOPROST TROMETHAMINE
EQ 5MG BASE/ML

DINOPROSTONE
20M6.

DIPIVEFRIN HYDROCHLORIDE
0. 1%

DISOPYRAMIDE PHOSPHATE
EQ 100MG BASE

DISOPYRAMIDE PHOSPHATE
EQ 150MG BASE

DIVALPROEX SODIUM
EQ 250MG BASE

TRADE NAME
(DOSAGE FORM: ROUTE)

EMBOLEX
(INJECTABLE; INJECTION)

CARDIZEM
(TABLET; ORAL)

CARDIZEM
(TABLET; ORAL)

RIMSO=50
{SOLUTION; URETHRAL)

PROSTIN F2 ALPHA
{ INJECTABLE: INJECTION)

PROSTIN E2 ,
(SUPPOSITORY: VAGINAL)

PROPINE
(SOLUTION; OPHTHALMIC)

NORPACE CR :
(CAPSULE, CONTROLLED
RELEASE: ORAL)

NORPACE CR
(CAPSULE, CONTROLLED
RELEASE: ORAL)

DEPAKOTE
(TABLET, ENTERIC COATED:
ORAL)

Iv-48

APPLICANT NAME

SANDOZ PHARMS/SANDOZ

MARION LABORATORIES
MARION LABORATORIES
RESEARCH INDUSTRIES

UPJOHN

UPJOHN. -

ALLERGAN "PHARMS.

SEARLE/SEARLE PHARMS
SEARLE/SEARLE PHARMS

ABBOTT LABORATORIES

NDA O,

APPROVAL DATE

18-885
11-30=84

18-602
11=05-82

18-602
11-05-82

17-788
04-04-78

17-434

11-26-73

17-810

- 08-23-77

18-239
05-02-80

18-655
07-20-82

18-655
07-20-82

18-723

03-10-83

PATENT NO.

EXP. DATE

4451458
05-29-01
4402949
09~06-00

3562257
02-09-88

3562257
02-09-88

3549770.
12-22-87

3657327
04-18-87
3706789
12-19-89
3778506
12-11-90

3899587
08-12-92
3598858
08-10-88

3839584
10-01-91
3809714
05-07-91

EXCLUSIVITY
EXP. DATE

NC
'11-30-87

NCE
J1=-05-92

NCE

11=05-92

NDF
09-24-86

NDF
09-24-86

NE
09-24-86



TABLE 1V. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

DIVALPROEX SODIUM
EQ 500MG BASE

DOBUTAMINE HYDROCHLORIDE
EQ 250MG BASE/VIAL

DOPAMINE HYDROCHLORIDE
80MG/ML

DOPAMINE HYDROCHLORIDE
8OMG/ML

DOPAMINE HYDROCHLORIDE
40MG/ML

DOPAMINE HYDROCHLORIDE
40MG/ML

DOXEPIN HYDROCHLORIDE
EQ 25MG BASE

DOXEPIN HYDROCHLORIDE
EQ SOMG BASE

DOXEPIN HYDROCHLORIDE
EQ 10MG BASE

DOXEPIN HYDROCHLORIDE
EQ 100MG BASE

DOXEPIN HYDROCHLORIDE
EQ 75MG BASE

DOXEPIN HYDROCHLORIDE
EQ 150MG BASE

DOXEPIN HYDROCHLORIDE
EQ 10MG BASE

TRADE NAME
(DOSAGE FORM: ROUTE)

DEPAKOTE

(TABLET, ENTERIC COATED;

ORAL)

DOBUTREX
(INJECTABLE; INJECTION)

DOPAMINE HCL
(INJECTABLE; INJECTION)

DOPAMINE
(INJECTABLE; INJECTION)

DOPAMINE HCL
(INJECTABLE; INJECTION)

DOPAMINE
(INJECTABLE; INJECTION)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE: ORAL)

SINEQUAN
(CAPSULE; ORAL)

ADAPIN
(CAPSULE; ORAL)
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APPLICANT NAME

ABBOTT LABORATORIES

ELT LTILLY

ABBOTT LABORATORIES
ELKINS—SINN/AHROBINS
BRISTOL LABS/B-M
ASTRA PHARM PRODS
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER
PFIZER LABS/PFIZER

PENNWALT PHARM

NDA ND, PATENT NO.  EXCLUSIVITY
APPROVAL DATE ~ EXP. DATE  EXP. DATE
18-723 NE
03-10-83 09-24-86
17-820 3987200

07-18-78 10-19-93

18-132

07-09-82

18-398

03-22-82

18-549

03-11-83

18-656

06~28-83

16-798 3420851

09-23-69 01-07-86

16-798 3420851

09-23-69 01-07-86

16-798 3420851

03-31-75 01-07-86

16-798 3420851

03-31-75 01-07-86

16-798 3420851

06-04-76 01-07-86

16-798 3420851

03-15-78 01-07-86

16-987 3420851

01-31-72 01-07-86




TAILE IV NDA'S APPR@VEI __2_L0_33185 ANI NDA'S NITH ;

APPLICANT*I;NA’ *

:ACTVVE INGREDIENT s, i

PENNWALT PHARM

3420851

PENNWALT -PHARM ‘
i o f&f»:' ; ‘,,  ; : 0]—07"‘86

PENNWALT PHARM

DOXEPTN. HYDROCHLORIIE[‘f PENNWALT PHARM 16

EO 75MG BASE

- PFIZER LAB

UNIMED

) DRONABINOL

UNIMED
5MG it

: ";:‘DR@NABINO?L UNIMED :




TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE

0.005MG/ML; 1%

EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE

0.005MG/ML; 1.5%

ERGOLOID MESYLATES
MG

ERGOLOID MESYLATES
TMG/ML

ESTRADIOL
0.01%

ESTROGENS, CONJUGATED
0.9MG

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.15MG

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.15MG

TRADE NAME
(DOSAGE FORM: ROUTE)

DURANEST
(INJECTABLE; INJECTION)

DURANEST
(INJECTABLE; INJECTION)

HYDERGINE LC
(CAPSULE; ORAL)

HYDERGINE
(SOLUTION; ORAL)

ESTRACE
(CREAM; VAGINAL)

PREMARIN
(TABLET; ORAL)

NORDETTE-21
(TABLET; ORAL-21)

NORDETTE-28
(TABLET; ORAL-28)

Iv-51

APPLICANT NAME

ASTRA PHARM PRODS

ASTRA PHARM PRODS

SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ
MEAD JOHNSON/B-M
AYERST LABS/AMHO

WYETH LABS/AMHO

WYETH LABS/AMHO

NDA 0. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
17-751 3862321
08-30-76 01-21-92

3812147

05-21-91
17-751 3862321
08-30-76 01-21-92

3812147

05-21-91
18-706 4366145 NDF
01-18-83 12-28-99 09-24-86
18-418 4138565
01-30-81 02-06-96
86-069 4436738 NDF
01-31-84 03-13-01 09-24-86
04-782 NS
01-26-84 09-24-86
18-668 3666858 NC
05-10-82 05-30-89 09-24-86

3850911

11-26-91

3959322

11-26-91
18-782 3666858 NC
07-21-82 05-30-89 09-24-86

3850911

11-26-91

3959322

11-26-91




TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.05MG

0.04MG; 0.075MG

0.03MG;. 0.125M6

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.05MG

0.04MG; 0.075MG

0.03MG; 0.125MG

ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG AND 1MG

ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG AND - MG

ETHINYL ESTRADIOL:- NORETHINDRONE
0.035MG: 0.5MG AND TMG

-ETHINYL ESTRADIOL ; NORETHINDRONE
0..035MG; 0.5MG AND MG

ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG, 0.75MG AND 1MG

ETHINYL‘ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG, 0.75MG AND- TMG

ETHINYL ESTRABIOL; NORETHINDRONE
0.035MG; 0.5MG. AND -IMG

ETHINYL ESTRADIOL; NORETHINDRONE
0.035MG; 0.5MG AND MG

ETHINYL ESTRADIOL: NORGESTREL
0.05MG: 0.5MG

TRADE NAME
[DOSAGE FORK: ROUTE)

TRIPHASIL-28
(TABLET; ORAL-28)

TRIPHASIL-21
(TABLET; ORAL-21)

ORTHO-NOVUM 10/11-21
(TABLET; ORAL-21)

ORTHO=NOVUM 10/11-28
(TABLET; ORAL=28)

TRI-NORINYL 21-DAY
(TABLET; ORAL-21)

TRI=NORINYL 28-DAY

" {TABLET;. ORAL-28)

ORTHO=NOVUM- 77/7/7-21
{ TABLET; “ORAL-21)

ORTHO=NOVUM 7/7/7-28
(TABLET; ORAL-28)

ORTHO-NOVUM 7/14-21
(TABLET; ORAL-21})

ORTHO-NOVUM 7/14-28
(TABLET; ORAL-28)

OVRAL
(TABLET;. ORAL-21)

Iv-52

APPLICANT NAME

WYETH LABS/AMHO

WYETH LABS/AMHO

' ORTHO PHARMACEUTICAL

ORTHO ‘PHARMACEUTICAL

SYNTEX (FP)

SYNTEX (FP) -

ORTHO ‘PHARMACEUTICAL -

ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL

WYETH LABS/AMHO

- 11226-91°

- NDA NO. PATENT NO,  EXCLUSIVITY
APPROVAL DATE ~ EXP. DATE  EXP. DATE
19-190 3666858 NS
11-01-84 05-30-89 11-01-87

3850911
11-26-91
3959322
11-26-91
3957982
05-18-93
192192 3666858 NS
11-01-84 05-30-89 11-01-87
‘ 385091
1122691
3959322
1122691
3957982
> 05-18-93
18-354 D=5 -
01-11-62 09-24-86
 18-354 D=5
01-11-82 o 09-24-86
18-977 4390531 D=6
04-13-84 06-28-00 09-24-86
18-977 4390531 D=6
. 04-13-84 06-28-00 09-24-86

~ 18-985" 4530839 D-3

04-04-84 07-23-02  09-24-86
18-985 4530839 D-3
04-04-84 07-23-02 09-24-86
19-004 D-4
04-04-84 09-24-86
19-004 D~4
04-04-84 ‘ 09-24-86
162672 3666858 Lo
04-16-68 05-30-89

2 3850911
11-26-91
3959322



TABLE IV. NOA'S APPROVED FROM 1-1-82 T 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

ETHINYL ESTRADIOL; NORGESTREL
0.05MG; 0.5MG

ETHINYL ESTRADIOL; NORGESTREL
0.03MG; 0.3MG

ETHINYL ESTRADIOL; NORGESTREL
0.03MG; 0.3M6

ETIDOCAINE HYDROCHLORIDE
0.5%

ETIDOCAINE HYDROCHLORIDE
1%

ETIDRONATE DISODIUM
200MG

TRADE NAME |
(DOSAGE FORM: ROUTE)

OVRAL-28
(TABLET; ORAL-28)

LO/OVRAL
(TABLET; ORAL-21)

LO/OVRAL-28
(TABLET; ORAL-28)

DURANEST
(INJECTABLE; INJECTION)

DURANEST
(INJECTABLE; INJECTION)

DIDRONEL
(TABLET; ORAL)

Iv-53

APPLICANT NAME

WYETH LABS/AMHO

WYETH LABS/AMHO

WYETH LABS/AMHO

ASTRA PHARM PROBS

ASTRA PHARM PRODS

NORWICH EATON/P&G

MDA NO.
APPROVAL DATE

PATENT NO.

EXCLUSIVITY

EXP, DATE

EXP. DATE

16-806
11-26-68

17-612
03-17-75

17-802
03-16-76

17-751
08-30-76

17-751
08-30-76

17-831
09-01-77

3666858
05-30-89
385091
11-26-91
3959322
11-26-91

3666858
05-30-89
3850911
11-26-91
3959322
11-26-91

3666858
05-30-89
3850911
11-26-91
3959322
11-26-91

3862321
01-21-92
3812147
05-21-91

3862321
01-21-92
3812147
05-21-91

4254114
03-03-98
4216211
08-05-97
4137309
01-30-96
3683080
08-08-89



IABLE IV,

NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

 ACTIVE INGREDIENT(S)
STRENGTH(S

ETIDRONATE  DISODIUM
400MG

. ETOMIDATE
ZMG/ML :

ETOPOSLDE'_
20MG/ML
60MG

FEN@PROfEN CALCTUM
EQ 300G BASE

: FENOPROFEN CALCIUM

EQ 200MG BASE

o FEN@PROFEN CALCIUM
* EQ/600MG BASE -

FENTANYL CITRATE
EQ 0.05HG BASE/ML

L /FENTANYL CLTRATE
. Q. 0.05MG BASE/ML

FLUMETHASONE PIVALATE
0.03%. -

FLUNISOLIDE
0. 025MG/INH

“AMIDATE .

FENFLURAMINE HYDROCHLORIDE

TRADE NAME
(DOSAGE FORM: ROUTE)

DIDRONEL
(TABLET; ORAL)

INJECTION)

INJECTION)

NALFON

(CAPSULE; ORAL) -

‘V(TABLET ORAL) :

 FENTANYL CITRATE
(INJECTABLE; TNJECTION)

I kECTABLE INJECTION)

LOCORTEN

(CREAM; TOPICAL)

BRONALIDE =
(AEROSOL; INHALATION)

APPLICANT NAME

NORWICH EATON/P&G

‘ABBOTT LABORATORIES

BRESTOL LABS/B<M

AH ROBINS

'DISTA PRODS/LILLY

_DISTA PRODS/LILLY
ABBOTT ‘LABORATORIES -

ELKINS-SINN/AHROBINS

CIBA/CIBA-GEIGY

SYNTEX LABS/SYNTEX

L 03-1676

1921315 -
©01-12-85.

116-379:
091669

NDA N, PATENT NO.

APPROVAL DATE  EXP. DATE

EXCLUSIVITY
EXP, DATE

17831 " 14254114
07-06-84

-703=03298
4216211

192701
©07-11-84

182340 .
08-17-84

spasas
08-18-87

NS
09-24-86 .

NCE -
09-07-92

: NCE
g 10 93

-NBF

09-24-86

NDF
09-24-86"




TABLE IV, NDA'S APPROVED FROM 1-1-82 T 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

FLUOCINONIDE
0.05%

FLUOCINONIDE
0.05%

FLUOCINONIDE
0.05%

FLUOCINONIDE
0.05%

FLUPHENAZINE DECANOATE
25MG/ML

FLUPHENAZINE ENANTHATE
25MG/ML

FLURANDRENGLIDE
0.004MG/SQ CM

FLURAZEPAM HYDROCHLORIDE
15MG

FLURAZEPAM HYDROCHLORIDE
30MG

FUROSEMIDE
20MG

FUROSEMIDE
40MG

FUROSEMIDE
40MG

FUROSEMIDE
20MG

FUROSEMIDE
20MG

TRADE NAME
(DOSAGE FORM: ROUTE)

LIDEX
(SOLUTION; TOPICAL)

LIDEX
(CREAM; TOPICAL)

VASODERM
(CREAM; TOPICAL)

LIDEX
(OINTMENT; TOPICAL)

PROLIXIN DECANOATE
(INJECTABLE; INJECTION)

PROLIXIN ENANTHATE
(INJECTABLE; INJECTION)

CORDRAN
(TAPE; TOPICAL)

DALMANE ‘
(CAPSULE; ORAL)

DALMANE
(CAPSULE; ORAL})

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

IV-55

APPLICANT NAME

SYNTEX LABS/SYNTEX

SYNTEX LABS/SYNTEX

K-LINE PHARMS
SYNTEX LABS/SYNTEX
ER SQUIBB AND SONS
ER SQUIBB AND SONS
DISTA PRODS/LILLY
ROCHE PRODUCTS

ROCHE PRODUCTS
CHELSEA LABORATORIES
CHELSEA LABdRATORIES
SUPERPHARM
SUPERPHARM

ZENITH LABORATORIES

NDA NO.

APPROVAL DATE

18-849
04-06-84

16-908
06-30-71

19-117
06-26-84

16-909
09-22-71

16-727
06-20-72

- 16-110

03-15-67

16-455
07-29-69

16-721
04-07-70

16=721
04-07-70

18-369
05-14-82

18-369

05-14-82

18-370
02-10-83

18-370
06-26-84

18-413
11-30-83

PATENT N0,
EXP. DATE

EXCLUSIVITY

EXP. DATE

3888995
07-13-88
3592930
07-13-88

4017615
04-12-94

339413
07-23-85

3394131
07-23-85

3632740
01-04-89

4316897
02-23-99

4316897
02-23-99

NDF
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PAIENI AND‘EXCLUSIVITY INFORMATION

ACTIVE INREDIENTLS)
STRENGTH(S}

FUROSEMIDE
Ca0MG

FUROSEMIDE
20MG*

FUROSEMIDE
40MG

FUROSEMIDE
80MG

FUROGSEMIDE
20MG

FURGSEMIDE
40MG

FUROSEMIDE
80MG

FUROSEMIDE
10MG/ML

FUROSEMIDE
TOMG/ML

FUROSEMIDE
80MG

FUROSEMIDE
10MG/ML

FUROSEMIDE
TOMG/ML

FUROSEMIDE
10MG/ML

FUROSEMIDE
40MG

TRADE. NAHE
(DOSAGE FORM; ROUTE)

FUROSEMIDE
(TABLET: ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET: ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(INJECTABLE ;- INJECTION)

FUROSEMIDE :
(INJECTABLE; INJECTION)
FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE
(INJECTABLE; INJECTION)

FUROSEMIDE
(INJECTABLE; INJECTION)

FUROSEMIDE
( INJECTABLE; INJECTION)

FUROSEMIDE
(TABLET: ORAL)

V=56

APPLICANT NAME

ZENITH LABORATORIES

LEDERLE LABS/AM.CYAN

LEDERLE LABS/AM‘CYAN
LEDERLE LABS/AM CYAN
PARKE-DAVIS/W-L
PARKE-DAVIS/W-L
PARKE-DAVIS/W-L
PARKE-DAVIS/W-L
LYPHOMED

CORD' LABORATORIES -
NATCON

ABBOTT LABORATORIES
WYETH LABS/AMHO -

DRUMMER/PHOENIX

NA NO. PATENT N0.  EXCLUSIVITY

APPROVAL DATE  EXP. DATE  EXP. DATE

18413

© 13=30=83

18-415

07-27-82

18-415
07-27-82

18-415
11-26-84

18-419
01-31-83

18+419
01-31-83

18-419
11-13=84

182420
02-26-82
18-507
07-30-82
18569
08-14-84

18-579
11-30-83

18-667
05+28-82

18=670
07-20-82

18750
07-30-84



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA RO. PATENT NO.  EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE
FUROSEMIDE FUROSEMIDE INTL MEDICATION SYS 18-753
20MG (TABLET; ORAL) 02-28-84
FUROSEMIDE FUROSEMIDE INTL MEDICATION SYS 18-753
40MG (TABLET; ORAL) 02-28-84
FUROSEMIDE FUROSEMIDE BARR LABORATORIES 18-790
40MG (TABLET; ORAL) 11-29-83
FUROSEMIDE FUROSEMIDE ROXANE LABORATORIES 18-823
20MG (TABLET; ORAL) 11-10-83
FUROSEMIDE FUROSEMIDE ROXANE LABORATORIES 18-823
40MG (TABLET; ORAL) 11-10-83
FUROSEMIDE FUROSEMIDE KALAPHARM 18-868
20MG (TABLET; ORAL) : 06-28-83
FUROSEMIDE .FUROSEMIDE KALAPHARM . 18-868
40MG (TABLET; ORAL) 06-28-83
FURQOSEMIDE LASIX HOECHST-ROUSSEL 16;273 4324779
20MG (TABLET; ORAL) 05-07-74 04-13-99
FUROSEMIDE LASIX HOECHST-ROUSSEL 16-273 4324779
40MG (TABLET; ORAL) 07-01-66 04-13-99
FUROSEMIDE LASIX HOECHST-ROUSSEL 16-273 4324779
80MG (TABLET; ORAL) ‘ 04-24-78 04-13-99
FUROSEMIDE LASIX HOECHST-ROUSSEL 17-688 4324779
10MG/ML (SOLUTION; ORAL) 03-08-77 04-13-99
FUROSEMIDE LASIX HOECHST-ROUSSEL 16-363 4324779
10MG/ML (INJECTABLE; INJECTION) 03-20-68 04-13-99
FUROSEMIDE FURQSEMIDE INVENEX LABS/LIFE 18-902
TOMG/ML (INJECTABLE; INJECTION) 05-22-84
FUROSEMIDE FUROSEMIDE INVENEX LABS/LIFE 19-036
10MG/ML (INJECTABLE; INJECTION) 08-13-84
1vV-57



TABLE 1V. NDA'S APPROVED FROM 1-]-82’ 10 8-31-85 AND NDA'S WITH ~AP~P&QRIAIE?«PATENMND«{'EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) - IRADE NAME APPLICANT NAME MDA M. PATENT NO.
STRENGTH(S DOSAGE FORM: ROUTE: ‘ : - APPROVAL DATE ~ EXP. DATE
GEMFIBROZIL LOPID . PRRKEFDAVI§/W¥{“ ez 3674836
200MG : (CAPSULE; ORAL) S 12-21-81 07-04-89
GEMFIBROZIL LOPID - | PARKE-DAVIS/HLL 18422 3674836
300MG (CAPSULE; “ORAL) e 12-21-81 07-04-89
GLIPIZIDE -  GLUCOTROL ROERIG/PFIZER 172783 | 3669966
5MG (TABLET: ORAL) SRR . 05-08-84. 04-21-92
GLIPIZIDE GLUCOTROL ROERIG/PFIZER 174783 3669966
10MG (TABLET; ORAL) ‘ ©05-08-84 04-21-02
GLYBURIDE MICRONASE UPJOHN -~ . 17-498 3426067
1.25MG (TABLET; ORAL) ‘ . 05-01-84 04-21-92
‘ ‘ s 3454635
04-21-92
3507954
04-21-92
3507961
o 04-21-92
GLYBURIDE MICRONASE UPJOHN' . 17-498 3426067
2.5MG (TABLET; ORAL)" ' . 05-01-84 04-21-92
Se e e SR ‘ 3454635
04-21-92
3507954
04-21-92
3507961
| | i | s 04-21-92
GLYBURIDE MICRONASE | U UPIGHN i a7-408 3426067
5MG _ ~(TABLET; ORAL) ‘ , R 05-01-84 04-21-92
_ B i ! 3454635
3507954
04-21-92
©+ 3507961

04-27-92 -

IV-58

EXCLUSTVITY
B, DATE -

NCE
05-68-94

NCE -
05-08-94

NCE
05-01-94

NCE
05-01-94

NCE

05-01-94



TABLE TV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH( S

GLYBURIDE
1.25MG

GLYBURIDE
2.5MG

GLYBURIDE
5MG

GONADORELIN HYDROCHLORIDE
EQ 0.1MG BASE/VIAL

TRADE NAME
(DOSAGE FORM: ROUTE)

DIABETA
(TABLET; ORAL)

DIABETA
(TABLET; ORAL)

DIABETA
(TABLET; ORAL)

FACTREL
(INJECTABLE; INJECTION)

Iv-59

APPLICANT NAME

HOECHST-ROUSSEL

HOECHST-ROUSSEL

HOECHST-ROUSSEL

AYERST LABS/AMHO

NDA KO,
APPROVAL DATE

PATENT NO.

EXCLUSTVITY

EXP, DATE

EXP. DATE

17-532
05-01-84

17-532
05-01-84

17-532
05-01-84

18-123
09-30-82

3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93

3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93

3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93

3947569
03-30-93
4110438
08-29-95

NCE
05-01-94

NCE
05-01-94

NCE
05-01-94

NCE
09-30-92



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

GONADORELIN HYDROCHLORIDE
EQ 0.2MG -BASE/VIAL

GONADORELIN HYDROCHLORIDE
EQ.0-5MG BASE/VIAL = -

GONADOTROPIN, CHORIONIC
2,000 UNITS/VIAL

GONADOTROPIN, CHORIONIC
15,000 UNITS/VIAL

GUANABENZ ACETATE
EQ 4MG BASE

GUANABENZ. ACETATE
EQ 8MG BASE

“GUANADREL SULFATE
1OMG

GUANADREL SULFATE
25MG

HALAZEPAM
- 20MG

HALAZEPAM
40MG

TRADE NAME

(DOSAGE_FORY; ROUTE)

FACTREL . |
(INJECTABLE; INJECTION)

FACTREL. P
(INJECTABLE; INJECTION)

CHORIONIC GONADOTROPIN
(INJECTABLE; INJECTION)

CHORIONIC GONADOTROPIN
(INJECTABLE; INJECTION)

WYTENSIN
(TABLET; ORAL)

WYTENSIN
(TABLET; ORAL)

HYLOREL
(TABLET; ORAL)

HYLOREL
{TABLET; ORAL)

PAXIPAM
(TABLET; ORAL)

PAXIPAM
(TABLET; ORAL)

APPLICANT NAME

AYERST LABS/AMHO
AYERST LABS/AMHO

CARTER-GLOGAU LABS
CARTER-GLOGAU LABS
WYETH LABS/AMHO
WYETH LABS/AMHO
UPJOHN

UPJOHN

SCHERING

SCHERING

IV-60

NDA]NO; PATENT ND. EXCLUSIVITY
APPROVAL DATE ~ EXP. DATE  EXP. DATE
18123 3947569 NCE
09-30-82 03-30-93 09-30-92
s 4110438 ‘
08-29-95
18-123 3947569, NCE
09-30-82 03-30-93 09-30-92
‘ 4110438
08-29-95
17-016 '
12-27-84
17-016
02-15-85
18-587 3658993 NCE
09-07-82 04-25-89 09-07-92
18-587 3658993 NCE
09-07-82 04-25-89 09-07-92
18-104 3547951 NCE
12-29-82 12-15-87 12-29-92
18-104 3547951 NCE
12-29-82 12-15-87 12-29-92
.17-736 3429874
09-24-81 02-25-86
17-736 3429874
09-24-81 02-25-86



TABLE V. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH($

HALOPERIDOL
0.5MG

HALOPERIDOL
MG

HALOPERIDOL
Z2MG

HALOPERIDOL
5MG

HALOPERIDOL
10MG

HALOPERIDOL
20MG

HALOPERIDOL LACTATE
EQ 2MG BASE/ML

HALOPERIDOL LACTATE
EQ 5SMG BASE/ML

HEPARIN SODIUM
10 UNITS/ML

HEPARIN SODIUM; SOBIUM CHLORIDE
100 UNITS/ML; 4.5MG/ML

HEPARIN SODIUM; SODIUM CHLORIDE
100 UNITS/ML; 4.5MG/ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 450MG/100ML

TRADE NAME
(DOSAGE FORM: ROUTE)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(CONCENTRATE; ORAL)

HALDOL
{INJECTABLE; INJECTION)

HEPARIN LOCK FLUSH
(INJECTABLE; INJECTION)

HEPARIN SODIUM 5,000 UNITS
IN SODIUM CHLORIDE 0.45%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 5,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

APPLICANT NAME

MCNEIL PHARM

MCNEIL PHARM

MCNEIL PHARM

MCNEIL PHARM

MCNEIL PHARM

MCNEIL PHARM

MCNEIL LABORATORIES
MCNEIL LABORATORIES
INVENEX LABS/LIFE

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

IV-61

NDA_NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP, DATE  EXP, DATE
15-921 3438991

04-12-67 04-15-86

15-921 3438991

04-12-67 04-15-86

15-921 3438991

04-12-67 04-15-86

15-921 3438991

04-16-74 04-15-86

15-921 3438991

04-16-74 04-15-86

15-921 3438991 NS
02-02-82 04-15-86 09-24-86
15-922 3438991

04-12-67 04-15-86

15-923 3438991

05-18-71 04-15-86

17-029

05-06-82

18-91)

01-30-85

18-916

01-31-84

18-916

01-31-84




THBLE IV HOA'S APPROVED FROK 1-1-62 T0 6-31-65 AHD NDA'S WITH APPROPRIATE |

| ‘ZACTIVVE;,JINGREDIENHS)

HEPARIN“SODIUM;. SODIUM CHLORIDE
57000 "UNITS/100ML ;. 450MG/10GML

. VHEPARIN SODIUM SODIUM CHLORIDE
' 10 090 UNITS/]OOML -450MG/100ML

{HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNTTS/100ML; 450MG/100ML

e

HEPARIN. SODIUM: SODIUM CHLORIDE
10,000 "UNITSZ/100ML; 450MG/100ML

HEPARIN SODTUM: SODIUM CHLORIDE
200 UNITS/100ML: 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
S 200 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM. CHLORIDE
200 UNITS/T00ML; 90OMG/100ML

" HEPARIN  SODTUM; SODIUM CHLORIDE
'200-.UNITS/100ML; 900MG/10GML

TRADE NAME
(DOSAGE_FORM: ROUTE

HEPARIN SODIUM 25,000 UNITS

IN SODIUM:CHLORIDE 0.45%
- IN PLASTIC CONTAINER

,(INJECTABLE INJECTION):

HEPARIN SODIUM: 105000 UNITS

DIUM CHLORIDE 0.45%

(INJ TABLE;: INJECTION)

HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 1000 UNITS
IN :SODIUM CHLORIDBE 0.9%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 1000 UNITS
AND SODTUM CHLORIDE 0.9%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 2000 UNITS

IN-SODIUM CHLORIDE 0.9% =
IN PLASTIC CONTAINER
(INJECTABLE INJECTION)

HEPARIN SODIUM: 2000 UNITS
AND: SODIUM CHLORIDE™0.9%
IN:PLASTIC ‘CONTAINER .

(INJECTABLE; -INJECTION)

IV=62

R HfA,‘ OVAL‘DATE
ABBOTT LABORATORIES ~  18-916.
S 03t
ABBOTT LABORArbRIEs,Q~‘ 118%9]1 ‘
ST 0143085
ABBOTT LXBbRATiﬁIESf -Téégis'
‘ S 01-31-84
ABBOTT LABORATORIES 18-916
’ 01-31-84
AM MCGAW/AM ‘HOSP 19-042
e 03-29-85
TRAVENOL LABS ~  18-609
o 04-28-82
AM MCGAW/AM HOSP  19-0
5 it 0

TRAVENOL LABS

' }c;; *szrvm INFORMAT 0h

PATENT”NO.

EXP. DATE

EXCLUSTVITY

EXP. DATE




TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

HEPARIN SODIUM; SODIUM CHLORIDE
500 UNITS/100ML; S00MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
1,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
1,000 UNITS/100ML; S00MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; S00MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/T00ML; 900MG/100ML

TRADE NAME
(DOSAGE FORM: ROUTE)

HEPARIN SODIUM 5000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM 5000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 5000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM

25,000 UNITS

IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODTUM 10,000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

HEPARIN: SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

IV-63

APPLICANT NAME

TRAVENOL LABS
ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES
AM MCGAW/AM HOSP
ABBOTT LABORATORIES

ABBOTT LABORATORIES
ABBOTT LABORATORIES

ABBOTT LABORATORIES

NDA NO. PATENT N0,

EXCLUSTVITY

APPROVAL DATE  EXP. DATE

18-609
04-28-82

18-916
01-31-84

19-042
03-29-85

18-916
01-31-84

19-135
03-29-85

18-916
01-31-84

18-911
01-30-85

18-911
01-30-85

18-911
01-30-85




TABLE IV, NDA'S APPROVED FROM 1-1-82 TQ 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/T00ML

HEXACHLOROPHENE
3%

HYDROCHLOROTHIAZIDE ;
METOPROLOL TARTRATE
25MG; 50MG

HYDROCHLOROTHIAZIDE;
METOPROLOL TARTRATE
25MG; 100MG

HYDROCHLOROTHIAZIDE;
METOPROLOL TARTRATE
50MG; TOOMG

HYDROCHLOROTHIAZIDE ;
PROPRANOLOL HYDROCHLORIDE
50MG; 80MG

HYDROCHLOROTHIAZIDE;
PROPRANOLOL HYDROCHLORIDE
50MG; 120MG - ‘

HYDROCHLOROTHIAZIDE ;
PROPRANOLOL HYDROCHLORIDE
50MG; "160MG

HYDROCHLOROTHIAZIDE; TIMOLOL MALEATE

25MG; 10MG

HYDROCHLOROTHIAZIDE; TRIAMTERENE
50MG;  75MG

TRADE NAME
{DOSAGE_FORM: ROUTE)

HEPARIN SODIUM 25,000 UNITS
IN- SODIUM CHLORIDE- 0.9%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

TURGEX ‘ ‘
(SOLUTION; TOPICAL)

LOPRESSOR HCT 50/25
(TABLET; ORAL)

LOPRESSOR  HET 100/25
(TABLET; ORAL)

LOPRESSOR HCT 100/50
(TABLET; ORAL)

INDERIDE LA 80/50
(CAPSULE, CONTROLLED
RELEASE; ORAL)

INDERIDE LA 120/50
(CAPSULE, CONTROLLED
RELEASE: ORAL)

INDERIDE LA 160750
(CAPSULE, CONTROLLED
RELEASE; ORAL)

TIMOLIDE
(TABLET; ORAL)

MAXZIDE
(TABLET; ORAL)

APPLICANT NAME

ABBOTT LABORATORIES

XTTRIUM LABS

GEIGY/CIBA-GEIGY ‘
GEIGY/CIBA-GEIGY
GEIGY/CIBA-GEIGY

AYERST LABS/AMHO
AYERST LABS/AMHO
AYERST LABS/AMHO

MS&D/MERCK

MYLAN PHARMS

DA 0.

PATENT NO,  EXCLUSIVITY
APPROVAL DATE EXP, DATE EXP, DATE
18-916
01-31-84
19-055
11-30-84
18-303 3876802 NC
12-31-84 04-08-92 12-31-87
3998790
12221293
18-303 3876802 NC
12-31-84 04-08-92 12-31-87
3998790
12-21-93
18-303 3876802 NC
12-31-84 04-08-92 12-31-87
3998790
12221293
19-059
07-03-85
19-059
07-03-85
19-059
07-03-85
18-061 3655663
12-11-81 04-11-89
4238485
12-09-97
19-129 4444769 NS

10-22-84

04-24-01 10-22-87



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

HYDROCORTISONE ACETATE
10%

HYDROCORTISONE BUTYRATE
0.1%

HYDROCORTISONE BUTYRATE
0.1%

HYDROCORTISONE VALERATE
0.2%

HYDROMORPHONE HYDROCHLORIDE
10MG/ML

HYOROXYUREA
500MG

IBUPROFEN
300MG

IBUPROFEN
400MG

IBUPROFEN
600MG

IBUPROFEN
400MG

IBUPROFEN
600MG

INDAPAMIDE
Z.5MG

INDOMETHACIN
50MG

TRADE NAME |
(DOSAGE FORM: ROUTE]

CORTIFOAM
(AERQOSOL; RECTAL)

LOCOID
(CREAM; TOPICAL)

LOCOID
(OINTMENT; TOPICAL)

WESTCORT
(OINTMENT; TOPICAL)

DILAUDID-HP

(INJECTABLE; INJECTION)

HYDREA
(CAPSULE; ORAL)

MOTRIN
(TABLET; ORAL)

MOTRIN
(TABLET; ORAL)

MOTRIN
(TABLET; ORAL)

RUFEN
(TABLET; ORAL)

RUFEN
(TABLET; ORAL)

LOZOL
(TABLET; ORAL)

INDOCIN
(SUPPOSITORY; RECTAL)

IvV-65

APPLICANT NAME

REED&CARNRICK PHARMS
OWEN LABS/DERM PRODS
OWEN LABS/DERM PRODS
WESTWOOD PHARMS
KNOLL PHARMACEUTICAL
ER SQUIBB AND SONS
UPJOHN MANU?ACTURING
UPJOHN. MANUFACTURING
UPJOHN MANUFACTURING
BOOTS PHARMACEUTICAL
BOOTS PHARMACEUTICAL
USV PHARMACEUTICAL

MS&D RES LABS/MERCK

NDA N0, PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP, DATE  EXP. DATE
17-351 NDF
02-10-82 09-24-86
18-795 NP
01-07-83 09-24-86
19-106 NP
07-03-84 09-24-86
18-726 NDF
08-08-83 09-24-86
19-034 NCE
01-11-84 01-11-94
16-295 3968249
12-07-67 07-06-93
17-463 I-2
09-19-74 09-24-86
17-463 -2
09-19-74 09-24-86
17463 I-2
03-09-79 09-24-86
18=197 1-2
05-19-81 09-24-86
18-197 I-2
03-05-84 09-24-86
18-538 3565911 NCE
07-06-83 02-23-88 07-06-93
17-814 3644630 NDF
08-13-84 02-22-89 09-24-86
‘ 3849549
11-19-91



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

ISOTRETINOIN
40MG

 KETOCONAZOLE
200MG

LABETALOL HYDROCHLORIDE

200MG

LABETALOL HYDROCHLORIDE
300MG -

LABETALOL HYDROCHLORIDE
400MG

LABETALOL HYDROCHLORIDE
5MG/ML

. LABETALOL HYDROCHLORIDE
100MG ‘

LABETALOL HYDROCHLORIDE
200MG

TRADE NAME
(DOSAGE FORM: ROUTE)

ACCUTANE
(CAPSULE; ORAL)

. NIZORAL

{ TABLET;. .ORAL)

NORMODYNE
(TABLET: ORAL)

NORMODYNE
(TABLET; ORAL)

NORMODYNE
(TABLET; ORAL)

NORMODYNE
¢ INJECTABLE; INJECTION)

TRANDATE
(TABLET; ORAL)

TRANDATE
(TABLET: ORAL)

APPLICANT NAME

HOFFMANN<LA ROCHE
JANSSEN PHARMA
SCHERING
SCHERING

SCHERING

SCHERING

- GLAXO

GLAXO

NDA NO.
APPROVAL DATE

18-662
05-07-82

18-533
06-12-81

18-687
08-01-84 ‘

18-687
08-01-84

18-:687

08-01=84

18-686
08-01-84

18-716
05-24-85 .

18-716
08-01-84

PATENT N0,
EXP. DATE

4200647
04-29-97
4322438
03=30-99
4464394 -
08-07-01

4335125

06-15-99

4012444 .
03=15-94
4066755

01-03-95

4012444
031594
4066755
01-03-95

4012444

03-15-94
4066755
010395

4012444
03=15-94
4066755
01-03-95
4328213
05-04-99

4012444
03-15-94
4066755
01-03-95

4012444
03-15-94
4066755
01-03-95 .

EXCLUSTVITY
EXP. DATE

NCE
05-07-92

125
09-24-86

NCE
08~01<94

NCE'

08-01-94

NCE
08-01-94.

NCE
08-01-94

NCE
08-01-94

NCE
08-01-94




TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

LABETALOL HYDROCHLORIDE
300MG

LABETALOL HYDROCHLORIDE
400MG

LACTULOSE
10GM/15ML

LEUCOVORIN CALCIUM
EQ 5MG BASE

LEUCOVORIN CALCIUM
EQ 25MG BASE

LEUPROLIDE ACETATE
1MG/0.2ML

LITHIUM CARBONATE
300MG
LITHIUM CARBONATE
300MG

LITHIUM CARBONATE
300MG

TRADE NAME
(DOSAGE FORM: ROUTE)

TRANDATE
(TABLET; ORAL)

TRANDATE
(TABLET; ORAL)

CEPHULAC
(SYRUP; ORAL)

WELLCOVORIN
(TABLET; ORAL)

WELLCOVORIN
(TABLET; ORAL)

LUPRON
(INJECTABLE; INJECTION)

LITHOBID
(TABLET; CONTROLLED
RELEASE; ORAL)

LITHANE
(TABLE; ORAL)

LITHIUM CARBONATE
(TABLET; ORAL)

IV-69

APPLICANT NAME

GLAXO

GLAXO

MERRELL DOW/DOW CHEM

BURROUGHS WELLCOME

BURROUGHS WELLCOME

TAP PHARMACEUTICALS

CIBA/CIBA-GEIGY

MILES PHARMS/MILES

ROXANE LABORATORIES

NDA NO. PATENT NO.  EXCLUSTVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
18-716 4012444 NCE
08-01-84 03-15-94 08-01-94

4066755

01-03-95
18-716 4012444 NCE
08-01-84 03-15-94 06-01-94

4066755

01-03-95
17-657 3461204
03-25-76 08-12-86

3867524

02-18-92

3860708

01-14-92

3860707

01-14-92

3562388

02-09-88

3558774

01-26-88
18-342 NDF
07-08-83 09-24-86
18-342 NDF
07-08-83 09-24-86
19-010 NCE
04-09-85 04-09-90
18-027 4264573
04-27-79 04-28-98
18-833
07-18-85
18-558
01-29-82




TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

LITHIUM- CARBONATE
450MG

LEOPERAMIDE HYDROCHLORIDE
'2MG‘

LOPERAMIDE HYDROCHLORIDE
1MG/5ML

' LORAZEPAM ?
ZMG/ML

‘LORAZEPAM
CAMG/ML

LOXAPINE HYDROCHLORIDE
£Q SOMG: BASE/ML

LOXAPINE HYDROCHLORIDE
©. EQ. 25MG BASE/ML

" LOXAPINE SUCCINATE
"EQ”SMG~BASE :
‘_LOXAPINE SUCCINATE

EQ 10MG BASE

LOXAPINE SUCCINATE

EQ 25MG BASE

LOXAPINE SUCCINATE
*EQ 50MG BASE

MAFENIDE ACETATE |
£Q 85MG BASE/GM

MAGNESIUM ACETATE TETRAHYDRATE; POTASSIUM

ACETATE; SODIUM CHLORIDE

32MG/YOOML; 128MG/100ML; 234MG/100ML

ATIVAN:

TRADE NAME
(DOSAGE FORM: ROUTE)

“ESKALITH CR

(TABLET, CONTROLLED

" RELEASE; ORAL)

IMODIUM .

(CAPSULE; ‘ORAL)
TMODIUM:

(SOLUTION; ORAL)
ATIVAN

(INJECTABLE; INJECTION)

(INJECTABLE INJECTION)

CLOXITANE KT
(INJECTABLE; INJECTION)

‘LOXITANE
'(CONCENTRATE ORAL)

LOXITANE
(CAPSULE; ORAL)

LOXITANE

(CAPSULE; ORAL)

LOXITANE
(CAPSULE; ORAL)

LOXITANE

- (CAPSULE; ORAL)
SULFAMYLON. -

{EREAM;: TOPICAL)

PLASMA=LYTE 56 IN PLASTIC

CONTAINER :
(INJECTABLE; INJECTION)

APPLICANT NAME

SK&F LABORATORIES

 JANSSEN PHARMA

JANSSEN PHARMA
WYETH LABS/AMHO .

WYETH LABS/AMHO -

LEDERLE LABS/AM CYAN

LEDERLE ‘LABS/AM CYAN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

LEDERLE‘LABS/AM CYAN

LEDERLE LABS/AM-CYAN
WINTHROP ‘LABS/STERL -

TRAVENOL LABS

06-15-84" -

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DAIE EXP, DATE
18=152 NS
03-29-82 09-24-86
17-694 3714159 1230
12-28-76 01230-90 09-24-86
192037 3714159 NDF
07-31-84 01-30-90 09-24-86
18-140 4017616
. 07-25-80 04-12-94
o140 4017616
07-25-80 04-12-94
18-039 3546226
10-26-79 - 12-08-87
17-658 3546226
- 05-04-76 12-0
o 'i09-20-94 :
17-525 3546226
10-25-77 12-08-87
172525 3546226
02-25-75 12-08-87
172525 3546226
0222575 12-08-87
17-525 3546226
02-25-75 12-08-87
16-763 3497599
01-24-69 01-26-88
19-047 NC
09-24-86



TABLE IV,

NDA'S APPROVED FROM 1-1-82 TO 8~31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM

ACETATE; SODIUM CHLORIDE; SODIUM GLUCONATE;

SODIUM PHOSPHATE, DIBASIC

30MG/100ML; 37MG/100ML; 0.82MG/100ML;
370MG/100ML; 530MG/100ML; 500MG/100ML;
12MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
30MG/ 1OOML; 37MG/100ML; 222MG/100ML;
526MG/100ML; 502MG/100ML

MAGNESTUM CHLORIDE; POTASSIUM CHLORIDE;
SODfumM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
30MG/100ML; 37MG/100ML; 222MG/100ML;
526MG/100ML; 502MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
30MG/100ML; 37MG/100ML; 370MG/100ML;
530MG/100ML; S00MG/100ML

MAGNESTUM CHLORIDE; POTASSIUM CHLORIODE;
SODITUM ACETATE; SODIUM CHLORIDE;
SODTUM GLUCONATE
30MG/100ML; 37MG/7100ML; 368MG/100ML;
526MG/100ML; 502MG/ 100ML

MAGNESTUM SULFATE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM
CHLORIDE; SODIUM PHOSPHATE
20MG/100ML; 40MG/100ML; 6.25MG/100ML;
B800MG/100ML; 8.75MG/100ML

MALATHION
0.5%

MAPROTILINE HYDROCHLORIDE
25MG

TRADE NAME
(DOSAGE FORM: ROUTE)

ISOLYTE S PH 7.4 IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

PHYSTOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

PHYSIOLYTE IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

SYNOVALYTE
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

TIS-U-SOL
(SOLUTION; IRRIGATION)

PRIODERM
(LOTION; TOPICAL)

LUBIOMIL
(TABLET; ORAL)

APPLICANT NAME

AM MCGAW/AM HOSP

ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP
TRAVENOL LABS
TRAVENOL LABS

PURDUE FREDERICK

CIBA/CIBA-GEIGY

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
19-006 NC
04-04-84 09-24-86
17-637 NC
07-08-82 09-24-86
18-406 NC
07-08-82 09-24-86
19—024 NC
06-08-84 09-24-86
19-326

01-25-85

18-508 NC
02-19-82 09-24-86
18-613 NCE
08-02-82 08-02-92
17-543 3399201

12-01-80 08-27-85



TABLE IV. NDA'S APPROVED FROM 1-1-82 TQ 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

MAPROTILINE HYDROCHLORIDE
50MG

MAPROTILINE HYDROCHLORIDE
75MG

MAZINDOL
MG

MAZINDOL
2MG

MAZINDOL

2MG

MAZ INDOL
MG,

MEBENDAZBLE
100MG

MEDROXYPRQGESTERON& ACETATE
100MG/ML -

MEDROXYPROGESTERONE ACETATE

400MG/ML

MEGLUMINE; METRIZOIC ACID
140.1MG/ML; 461.8MG/ML

METAPROTERENOL SULFATE
20MG

METAPROTERENOL SULFATE
10MG

METAPROTERENOL SULFATE
0.65MG/INH

METAPROTERENOL SULFATE
TOMG/5ML

TRADE NAME
(DOSAGE FORM: ROUTE)

LUDIOMIL
(TABLET; ORAL)

LUDIOMIL
(TABLET; ORAL)

SANOREX
(TABLET; ORAL)

SANOREX
(TABLET; ORAL)

MAZANOR
(TABLET; ORAL)

MAZANOR
(TABLET; ORAL)

VERMOX
(TABLET, CHEWABLE; ORAL)

DEPO-PROVERA
(INJECTABLE; INJECTION)

DEPO-PROVERA
(INJECTABLE; INJECTION)

ISOPAQUE=-280
(INJECTABLE; INJECTION)

ALUPENT
(TABLET; ORAL})

ALUPENT
(TABLET; ORAL)

ALUPENT
(AEROSOL ; INHALATION)

ALUPENT
(SYRUP; ORAL)

Iv-72

APPLICANT NAME

CIBA/CIBA-GEIGY
CIBA[CIBA—GEIGY
SANDOZ PHARMS/SANDOZ
SANDOZ - PHARMS/SANDOZ
WYETH LABS/AMHO
WYETH LABS/AMHO
JANSSEN PHARMA
UPJOHN

UPJOHN

WINTHROP LABS/STERL
BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM

BOEHRINGER INGELHEIM

- BOEHRINGER INGELHEIM

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
17-543 3399201
12-01-80 08-27-85
17-543 3399201 NS
09-30-82 08-27-85 09-24-86
17-247 3763178
06-14-73 10-02-90
17-247 3763178
06-14-73 10-02-90
17-980.. 3763178
08=28-80 10-02-90
17-980 3763178
02-11-81 10-02-90
17-481 3657267
06-28-74 04-18-89
12-541 4038389
01-16-76 07-26-94
12-541 - 4038389
01-16-76 07-26-94
17-506 3476802
04-30-74 11--04-86
15-874 3422196
05-13-74 01-14-86
15-874 3422196
08-08-77 01-14-86
16-402 3422196
07-31-73 01-14-86
17-571 | 3422196
01-14-86

05+23-75



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

METAPROTERENOL SULFATE
5%

METAPROTERENOL SULFATE
0.6%

METHYLDOPA
250MG

METHYLDOPA
500MG

METHYLDOPA
250MG/5ML

METHYLPHENIDATE HYDROCHLORIDE
20MG

METOCLOPRAMIDE
EQ 5MG BASE/SML

METOCLOPRAMIDE HYDROCHLORIDE
EQ 5MG BASE/ML

METOCLOPRAMIDE HYDROCHLORIDE
EQ 10MG BASE

METOPROLOL TARTRATE
50MG

METOPROLOL TARTRATE
100MG

METOPROLOL TARTRATE
TMG/ML

TRADE NAME
(DOSAGE FORM: ROUTE)

ALUPENT
(SOLUTION; INHALATION)

ALUPENT
(SOLUTION; INHALATION)

METHYLDOPA
(TABLET; ORAL)

METHYLDOPA
(TABLET; ORAL)

ALDOMET
(SUSPENSION; ORAL)

RITALIN-SR
(TABLET, CONTROLLED
RELEASE; ORAL)

REGIAN
(SYRUP; ORAL)

REGLAN
(INJECTABLE; INJECTION)

REGLAN
(TABLET; ORAL)

LOPRESSOR
(TABLET; ORAL)

LOPRESSOR
(TABLET; ORAL)

LOPRESSOR
(INJECTABLE; INJECTION)

APPLICANT NAME

BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
CORD L ABORATORIES
CORD - LABORATORIES
MS&D/MERCK -

CIBA/CIBA-GEIGY

AH ROBINS

AH ROBINS
AH ROBINS

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

NDA NO.
APPROVAL DATE

PATENT NO.  EXCLUSIVITY
EXP. DATE  EXP. DATE

17-659
09-18-80

18-761
06-30-83

18-934
06-29-84

18-934
06-29-84

18-389
08-28-81

18-029
03-30-82
18-821
3-25-83

17-862
02-07-79

17-854

12-30-80

17-963
08-07-78

17-963
08-07-78

18-704
03-30-84

3422196

01-14-86

3422196

01-14-86

4404193

09-13-00
NDF
09-24-86
NDF
09-24-86
I-12; I-13;
I-14
09-24-86
-4
09-24-86

3876802

04-08-92

3998790

12-21-93

3876802

04-08-92

3998790

12-21-93

3876802 NDF

04-08-92 09-24-86

3998790

12-21-93



TABLE IV, NDA'S APPROVED FROM 1-1-82 TQ 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Iv=74

02=16=83

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO.  EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE ~ EXP. DATE  EXP. DATE
METRIZAMIDE " AMIPAQUE WINTHROP LABS/STERL 17982 3701771 1-26
3. 75GM/VIAL (INJECTABLE; INJECTION) | ' 08-23-78 10-31-89 09-24-86
METRIZAMIDE AMIPAQUE WINTHROP LAB'S/STERL 17982 3701771 1-26
6. 75GM/VIAL {INJECTABLE: INJECTION) : D 08-23-78 10=37-89 09=24-86
METRONIDAZOLE METRONIDAZOLE ZENITH LABORATORIES 18-517
500MG (TABLET; ORAL) ‘ 05-05-82
METRONIDAZOLE METRONIDAZOLE CHELSEA 'LABORATORIES ¥8-599
250M6 (TABLET; ORAL) 09-17-82
METRONIDAZOLE METRONIDAZOLE CHELSEA LABORATORIES 18<599
500M6 (TABLET; ORAL) ‘ 02-13-84
METRONIDAZOLE METRYL DRUMMER /PHOENIX 18-620
250MG (TABLET; ORAL) 03=04=82
METRONIDAZOLE METRYL 500 DRUMMER/PHOENTX 18-620
500MG (TABLET; ORAL) 06-02-83
METRONIDAZOLE METRO I.V. AM ‘MCGAW/AM HOSP 18674
500MG7 100ML (INJECTABLE; INJECTION) LR - 08-31-82
METRONIDAZOLE METRONIDAZOLE _CORD LABORATORIES. .~,Ts£7ﬁ0v
- 250M6 “(TABLET; ORAL) ‘ SR . 10-22-82,
METRONIDAZOLE METRONIDAZOLE CORD LABORATORIES - 18L740
500MG (TABLET; ORAL) ‘ - 10-22-82
METRONIDAZOLE METRONIDAZOLE DANBURY PHARMACAL i« 184764‘
250MG (TABLET: ORAL) ' ' 09-17-82
METRONIDAZOLE METRONIDAZOLE DANBURY PHARMACAL: 182764
~500MG (TABLET; ORAL) 12220-82
METRONIDAZOLE METRONIDAZOLE BARR LABORATORIES 18-818
250MG (TABLET; ORAL)



ACTIVE INGREDIENT(S)

TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

STRENGTH(S

METRONIDAZOLE
500MG

METRONIDAZOLE
250MG

METRONIDAZOLE
250MG

METRONIDAZOLE
500MG

METRONIDAZOLE
500MG/100ML

METRONIDAZOLE
500MG/100ML

METRONIDAZOLE
500MG/ 100ML

METRONIDAZOLE
500MG/ 100ML

METRONIDAZOLE
500MG/ 100ML

METRONIDAZOLE
500MG/100ML
METRONIDAZOLE

500MG

METRONIDAZOLE
250MG

TRADE NAME
(DOSAGE FORM: ROUTE)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

PROTOSTAT
(TABLET; ORAL)

PROTOSTAT
(TABLET; ORAL)

METRONIDAZOLE
(INJECTABLE; INJECTION)

METRONIDAZOLE IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

METRO I.V. IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

METRONIDAZOLE
(INJECTABLE; INJECTION)

FLAGYL I.V. RTU
(INJECTABLE; INJECTION)

FLAGYL I.V. RTU
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

IvV-75

APPLICANT NAME

BARR LABORATORIES
PAR PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ABBOTT LABORATORIES

ABBOTT LABORATORIES
AM MCGAW/AM HOSP

ELKINS-SINN/AHROBINS
SEARLE PHARMS

SEARLE PHARMS

PAR PHARMACEUTICAL

LNK INTERNATIONAL

MDA ND.
APPROVAL DATE

EXCLUSIVITY

EXP. DATE

18-818
02-16-83

18-845
08-18-83

18-871
03-02-83

18-871
03-02-83

18-889
11-18-83

18-890
11-18-83

18-900
09-29-83

18-907
03-30-84

18-353
05-29-81

18-657
12-24-81
18-930
08-18-83

19-029
04~-10-84

I-1
12-20-87

I-11
12-20-87



WHNWMWWWWHﬂWH%MNMWHWW@WWMWMMWWMW

ACTIVE INGREDTENT(S)
STRENGTH(S

METRONIDAZOLE
HYDROCHLORIDE
EQ 500MG BASE/VIAL

MICONAZOLE
10MG/ML

MICONAZOLE NITRATE
2%

MICONAZOLE NITRATE
2%

MICONAZOLE NITRATE
2%

MICONAZOLE NITRATE
100MG

MICONAZOLE NITRATE
200MG

MINOXIDIL
2.5MG

TRADE NAME -
(DOSAGE FORM: ROUTE)

FLAGYL I.V.
(INJECTABLE; INJECTION)

MONISTAT
(INJECTABLE; INJECTION)

MONISTAT 7
(CREAM; VAGINAL)

MONISTAT-DERM
(CREAM; ~TOPICAL)

MONISTAT-DERM
(LOTION; TOPICAL)

MONISTAT. 7
(SUPPOSITORY; VAGINAL)

MONISTAT 3
(SUPPOSITORY; VAGINAL)

LONITEN
(TABLET; ORAL)

APPLICANT NAME

SEARLE PHARMS

JANSSEN PHARMA

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL
ORTHO PHARMACEUTICAL

UPJOHN

NAND.
APPROVAL DATE

18-353
11-28-80

18-040
10-04-78

17-450
01-30-74

17-494
01-30-74

17-739
12-16~75

18-520
03-15-82

18--888
08-15-84

18-154
10-18-79

PATENT NO.

EXCLUSIVITY

EXP. DATE

EXP, DATE

3717655
02-20-90
3839574
10-01-91

3717655
02-20-90
3839574
10<01-91

3717655
02-20-90
3839574
10-01-91

3717655
02-20-90
3839574
10-01-91

3717655
02-20-90
3839574
10-01-91

3717655
02-20-90
3839574
10-01-91

3461461
08-12-86

I-N
12-20-87

1-27
09-24-86

NDF
9-24-86

NS
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

MINOXIDIL
10MG

MOLINDONE HYDROCHLORIDE
5MG

MOLINDONE HYDROCHLORIDE
10MG

MOL INDONE HYDROCHLORIDE
25MG

MOL INDONE HYDROCHLORIDE
50MG

MOL INDONE HYDROCHLORIDE
100MG

MOL INDONE HYDROCHLORIDE
20MG/ML

MORPHINE SULFATE
0.5MG/ML

MORPHINE SULFATE
TMG/ML

NADOLOL
40MG

NADOLOL
80MG

NADGLOL
120MG

TRADE NAME

(DOSAGE FORM: ROUTE)

LONITEN

(TABLET;

MOBAN

(TABLET;

MOBAN

(TABLET;

MOBAN

(TABLET;

MOBAN

(TABLET;

MOBAN

(TABLET;

MOBAN

{CONCENTRATE; ORAL)

ORAL)

ORAL)

ORAL)

ORAL)

ORAL)

ORAL)

DURAMORPH PF

(INJECTABLE;

DURAMORPH PF

(INJECTABLE;

CORGARD

(TABLET;

CORGARD

{TABLET;

CORGARD

(TABLET;

ORAL)

ORAL)

ORAL)

INJECTION)

INJECTION)

Iv-77

APPLICANT NAHE

UPJOHN

DUPONT PHARMS/DUPONT

DUPONT PHARMS/DUPONT

DUPONT PHARMS/DUPONT

DUPONT PHARMS/DUPONT

DUPONT PHARMS/DUPONT

DUPONT PHARMS/DUPONT

ELKINS-SINN/AHROBINS

ELKINS-SINN/AHROBINS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE ~ EXP, DATE  EXP. DATE
- 18~154 3461461
10-18-79 08-12-86
17-111 3491093
07-03-74 01-20-87
17-111 3491093
07-03-74 01-20-87
17-111 3491093
07-03-74 01-20-87
17-111 3491093
01-05-81 01-20-87
17-11 3491093
01-05-81 01-20-87
17-938 3491093
12-28-79 01-20-87
18-565 NR; D-8
09-18-84 09-24-86
18-565 NR; D-8
09-18-84 09-24-86
18-063 3982021
12-10-79 09-21-93
3935267
01-27-93
18-063 3982021
12-10-79 09-21-93
3935267
01-27-93
18-063 3982021
12-10-79 09-21-93
3935267
01-27-93



TABLE [V, HDA'S APPROVED FROH 1-1-82 T0 §-31-85 AND DA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
 STRENGTH(S

_ NADOLOL
o BaMG

~ NADOLOL
L40MG

* NADOLOL
BOMG_

- NABOLOL
120MG

NADOLOL -
©160MG

NALIDIXIC ACID
YGME

“7NE~HYDR0CHL6RISE-f“

i

(DOSAGE FORM: ROUTE)

CORGARD
(TABLET; ORAL)

CORGARD
(TABLET; ORAL)

CORGARD
(TABLET; ORAL)

CORGARD
(TABLET; ORAL)

CORGARD

~(TABLET; ORAL)

CTABLE; INJECTION)

UBAIN
NEGGRAM
(TABLET; ORAL)

NEGGRAM
(TABLET; ORAL)

NEGGRAM
(TABLET; ORAL)

CTABLE; INJECTION) -

Iv-78

APPLICANT NAME
ER SQUIBB AND SONS

ER SQUIBB AND SONS

ER SQUIBB: AND. SONS ‘

ER- SQUIBB AND»SONS{‘

ER' SQUIBB AND SONS

WINTHROP LABS/STERL

WINTHROP LABS/STERL -

H0A 10,
APPROVAL DATE

PATENT M),

BCLSIVITY

EXP. DATE

18-063-
12-10=79

18-064
12-10-79

18=064

12-10=79

18-064
12=10-79

- 18-064
o 12-10-79

14-214
030664

14-214

"-03-06-64

071

EXP. DATE

3982021
09-21-93
3935267
01-27-93

3982021
09-21-93

3935267

01-27-93

3982021
09-21-93

'3935267
0127293

3982021
09-21-93

3935267

01-27-93.

3982021
09-21-93

3935267

01-27-93

3393197
: 85

3590036
06-29-88"" .

3590036
06-29-88

3590036

06-29-88

NS

09-24-86 -



TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

NALIDIXIC ACIO
250MG/5ML

NALOXONE HYDROCHLORIDE
0.4MG/ML

NALOXONE HYDROCHLORIDE
TMG/ML

NALOXONE HYDROCHLORIDE; PENTAZOCINE

HYDROCHLORIDE
0.5MG; EQ 50MG BASE

NALTREXONE HYDROCHLORIDE
50MG

NAPROXEN
125MG

NAPROXEN
250MG

TRADE NAME
(DOSAGE FORM: ROUTE)

NEGGRAM
(SUSPENSION; ORAL)

NARCAN
(INJECTABLE; INJECTION)

NARCAN
(INJECTABLE; INJECTION)

TALWIN NX
(TABLET; ORAL)

TREXAN
(TABLET; ORAL)

NAPROSYN
(TABLET; ORAL)

NAPROSYN
(TABLET; ORAL)

Iv-79

APPLICANT NAME

WINTHROP LABS/STERL

DUPONT PHARMS/DUPONT

DUPONT PHARMS/DUPONT

WINTHROP LABS/STERL

DUPONT PHARMS/DUPONT

SYNTEX PR

SYNTEX PR

NDA ND. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
17-430 3590036
04-17-73 06-29-88
16-636 D-9,
04-13-71 D-10, D-11,
1-33
09-24-86
16-636 NS, D-9,
09-17-84 D-10, D=1
1-33
09-24-86
18-733 4105659 NC
12-16-82 08-08-95 09-24-86
18-932 NCE
11-20-84 11-20-89
17-581 3904682
03-11-76 09-09-92
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92
17-581 3904682
03-11-76 09-09-92
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92



ACTIVE INGREDIENT(S)

TABLE TV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

STRENGTH(S)

NAPROXEN
375MG

NAPROXEN
500MG

NAPROXEN SODIUM
275MG

NICLOSAMIDE
500MG

NICOTINE POLACRILEX
EQ 2MG BASE

NIFEDIPINE
10MG

NITROGLYCERIN
0. 5MG/ML

NITROGLYCERIN
5MG/ML

TRADE NAME
(DOSAGE FORM: ROUTE)

NAPROSYN =
(TABLET; ORAL)

NAPROSYN
(TABLET; ORAL)

ANAPROX
(TABLET; ORAL)

NICLOCIDE
(TABLET, CHEWABLE; ORAL)

NICORETTE
(GUM, CHEWING; ORAL)

PROCARDIA
(CAPSQLE; ORAL)

TRIDIL
(INJECTABLE; INJECTION)

NITROSTAT
(INJECTABLE; INJECTION)

v-80

APPLICANT NAME

SYNTEX PR

SYNTEX PR

SYNTEX PR

MILES PHARMS/MILES
MERRELL DOW/DOW CHEM

PFIZER LABS/PFIZER

AM CRITICAL CARE/AHS

PARKE-DAVIS/W-L

NDA NO,

APPROVAL DATE

17-581
07-18-80

17-581
04-15-82

18-164
09-04-80

18-669
05-14-82

18-612
01-13-84

18-482
12-31-81

18-537
06-16-83

18-588
12-23-83

PATENT O,

EXCLUSIVITY

EXP. DATE

3904682
09-09-92
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92

3904682
09-09-92
3998966
12-21-93
4001301
09-09-92
4009197
09-09-92

3998966
12-21-93
4001301
09-09-92
4009197
09-09-92

3644627
02-22-89
3784684
01-08-91

£AP. DATE

NS
09-24-86

NCE
05~14-92

NCE
01-13-94

NDF
05-24-86

NDF
09-24-86




TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 §-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

NITROGLYCERIN
5MG/ML

NITROGLYCERIN
TMG/ML

NITROGLYCERIN
5MG/ML

NITROGLYCERIN
0.8MG/ML

NOMIFENSINE MALEATE
25MG

NOMIFENSINE MALEATE
50MG

NORETHINDRONE ACETATE
SMG

NORGESTREL
0.075MG

NORTRIPTYLINE HYDROCHLORIDE
EQ 10MG BASE

NORTRIPTYLINE HYDROCHLORIDE
EQ 25MG BASE

NORTRIPTYLINE HYDROCHLORIDE
EQ 10MG BASE/SML

NORTRIPTYLINE HYDROCHLORIDE
EQ 10MG BASE/SML

TRADE NAYE
(DOSAGE FORM: ROUTE)

NITRO-BID
(INJECTABLE; INJECTION)

NITRONAL
(INJECTABLE; INJECTION)

NITRONAL
(INJECTABLE; INJECTION)

NITROL
(INJECTABLE; INJECTION)

MERITAL
(CAPSULE; ORAL)

MERITAL
(CAPSULE; ORAL)

AYGESTIN
(TABLET; ORAL)

OVRETTE
(TABLET; ORAL)

AVENTYL HCL
(CAPSULE; ORAL)

AVENTYL HCL
(CAPSULE; ORAL)

AVENTYL HCL
(SOLUTION; ORAL)

PAMELOR
(SOLUTION; ORAL)

IvV-81

APPLICANT NAME

MARION LABORATORIES
G POHL-BOSKAMP

G POHL-BOSKAMP
KREMERS-URBAN
HOECHST-ROUSSEL
HOECHST-ROUSSEL

AYERST LABS/AMHO

" WYETH LABS/AMHO

ELT LILLY

ELT LILLY

ELI LILLY

SANDOZ PHARMS/SANDOZ

NDA NO. - PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
18-621 NDF
01-05-82 09-24-86
18-672 NDF
08-30-83 09-24-86
18-672 NDF
08-30-83 09-24-86
18-774 NDF
01-19-83 09-24-86
18-224 NCE
12-31-84 12-31-89
18-224 NCE
12-31-84 12-31-89
18-405
04-21-82
17-031 3666858
10-23-73 05-30-89

3850911

11-26-91

3959322

11-26-91
14-684 3922305
11-06-64 11-25-92
14-684 3922305
11-06-64 11-25-92
14-685 3922305
11-06-64 11-25-92
18-012 3922305
08-01-77 11-25-92



TABLE [V,

ACTIVE INGREDIENTS)
STRENGTH(S]

NORTRIPTYLINE HYDROCHLORIDE
£Q 10MG BASE :

NORTRIPTYLINE HYDROCHLORIDE
EQ 25MG. BASE. ‘

f'NORTRIPTYLINE HYDROCHLORIDE
EQ 75MG BASE

NORTRIPTYLINE HYDROCHLORIOE
EQ 50MG. BASE :

OXAMNIQUINE
250MG

- OXPRENOLOL HYDROCHLORIDE
20MG™

OXPRENOLOL HYDROCHLORIDE
40MG.,

OXPRENOLOL HYDROCHLORIDE
2 80MG..

‘OXPRENQLOL HYDROCHLORLDE
160MG.

PANCURONTUM BROMIDE
2MG/ML

'PANCUR.NIUM BROMIDE
IMG/ML

PARAMETHASONE ACETATE
1MG .

(DOSAGE FOR; ROUTE)

PAMELOR ,
(CAPSULE ; -ORAL)

PAMELOR .

ACAPSULE; ORAL)

PAMELOR

(CAPSULE; ORAL)

PAMELOR
(CAPSULE ;. ORAL)
VANSIL
(CAPSULE; ORAL)

TRASICOR
(CAPSULE; ORAL)

TRASICOR
(CAPSULE; ORAL)

TRASICOR
(CAPSULE ;. ORAL)
TRASICOR
(CAPSULE; ORAL)

PAVULON L
(INJECTABLE; INJECTION)

PAVULON
(INJECTABLE; INJECTION)

VAHALlRONE

(TABLET; ORAL) -

NDA'S APPROVED FROM 1-1-82 10 8-31—85‘AND'NDAVS‘N [TH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

APPLICANT. NAME

SANDOZ PHARMS/SANDOZ:
SANDOZ - PHARMS/SANDOZ

SANDOZ ‘PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

PFIZER LABS/PFIZER

CI8A/CIBA-GELGY
CIBA/CIBA-GEIGY
CIBA/CIBA-GEIGY
CIBA/CLBA-GEIGY
ORGANON/AKZONA

ORGANON/AKZQNA((

ELI LILLY

1v-82

04-17-61

03-03-87

NDA NO. CPATENT NO.  EXCLUSTVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
18=013. 3922305
D8-01-77 112592
18-013 3922305
080177 11-25-92
18-033 3922305
06-14-79 11-25-92
. 18013 3922305
06-14-79 11-25-92
18-069 3903283
07-23-80 09-02-92.
3821228
06-28-91
3925391
| 12-09-92
18-166 . 3483221 NCE
12-28-83 12-09-86 12-28-93
18-166 3483221 NCE
12-28-83 12-09-86 12-28-93
18-166- 3483221 NCE -
]2—28—83 12-09-86 12-28~93
18-166 3483221 NCE
12-28-83 12-09-86 12-28-93
17-015 3553212
10=24-72 01-05-88
17=075 3553212
09-14~73 01-05-88
12=772 3499016




TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE TNGREDIENT(S)
STRENGTH(S

PARAMETHASONE ACETATE
2MG

PENTAGASTRIN
0.25MG/ML

PENTAMIDINE ISETHIONATE
300MG/VIAL

PENTAZOCINE LACTATE
EQ 30MG BASE/ML

PENTETATE INDIUM DISODIUM, IN-11
IMCT /ML

PENTOXIFYLLINE
400MG

PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE
HYDROCHLORIDE
SMG/SML; 6.25MG/5SML

PILOCARPINE. HYDROCHLORIDE
4%

PIMOZIDE

2MG

PINDOLOL
5MG

PINDOLOL
10MG

TRADE NAME
(DOSAGE FORM: ROUTE)

HALDRONE
(TABLET; ORAL)

PEPTAVLON
(INJECTABLE; INJECTION)

PENTAM 300
(INJECTABLE; INJECTION)

TALWIN
(INJECTABLE; INJECTION)

MPI INDIUM DTPA IN 1M
(INJECTABLE; INJECTION)

TRENTAL
(TABLET, CONTROLLED
RELEASE; ORAL)

PHENERGAN VC
(SYRUP; ORAL)

PILOPINE HS
(GEL; OPHTHALMIC)

ORAP
(TABLET; ORAL)

VISKEN
(TABLET; ORAL)

VISKEN
(TABLET; ORAL)

APPLICANT NAME

ELT LILLY

AYERST LABS/AMHO
LYPHOMED

WINTHROP LABS/STERL
MEDI-PHYSICS

HOECHST-ROUSSEL

WYETH LABS/AMHO

ALCON LABORATORIES
MCNEIL PHARM
SANDOZ PHARMS/SANDBOZ

SANDOZ PHARMS/SANDOZ

Iv-83

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP, DATE
12-772 3499016
04-17-61 03-03-87
17-048 3896103
07-26-74 07-22-92
19-264
10-16-84
16-194 4105659
07-24-67 08-08-95
17-707 NCE
02-18-82 02-18-92
18-631 3737433 NCE
08-30-84 06-05-90 08-30-94
‘ 4189469

| 02-02-97
08-604
04-02-84
18-796 NDF
10-01-84 10-01-87
17-473 NCE
07-31-84 07-31-94
18-285 3471515 NCE
09-03-82 10-07-86 09-03-92
18-285 3471515 NCE
09-03-82 10-07-86 09-03-92




WENWMWWWWH&WH%MWMWHWWMWWMWMWWWWM

ACTIVE INGREDIENT(S)
STRENGTH(S

PINDOLOL
15MG

PIROXICAM
10MG

PIROXICAM
20MG

POLYETHYLENE GLYCOL 3350;

POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODTUM CHLORIDE;
SODTUM  SULFATE
236GM/BOT;
2.97GM/BOT;
6.74GM/BOT;
5.86GM/BOT;

22 .74GM/BOT

TRADE NAME
(DOSAGE FORM: ROUTE)

VISKEN
(TABLET; ORAL)

FELDENE
(CAPSULE; ORAL)

FELDENE
(CAPSULE; ORAL)

GOLYTELY
{ POWDER FOR
RECONSTITUTION; ORAL)

Iv-84

APPLICANT NAME

SANDOZ PHARMS/SANDOZ

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

BRAINTREE LABS

NDA NO.
APPROVAL DATE

PATENT NO.

EXCLUSIVITY

EXP. DATE

EXP, DATE

18-285
09-03-82

18-147
04-06-82

18-147
04-06-82

19-011
07-13-84

3471515

10-07-86

3591584
07-06-88
3674876
07-04-89
3862319
01-21-92
4100347
07-11-95
3927002
12-16-92
RE29668
12-10-91

3591584
07-06-88
3674876
07-04-89
3862319
01-21-92
4100347
07-11-95
3927002
12-16-92
RE29668
12-10-91

NCE
09-03-92

NCE
04-06-92

NCE

04-06-92



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

POLYETHYLENE GLYCOL 3350;

POTASSIUM CHLORIDE;
SODTUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
120GM/PACKET;
1.49GM/PACKET;
3.36GM/PACKET;
2.92GM/PACKET;
11.36GM/PACKET

POLYETHYLENE GLYCOL 3350;

POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE

227 . 1GM/PACKET;
2.826M/PACKET;
6.36GM/PACKET;
5.53GM/PACKET;
21.5GM/PACKET

POLYETHYLENE GLYCOL 3350;

POTASSIUM CHLORIDE;
SODIUM BICARBONATE;
SODIUM CHLORIDE;
SODIUM SULFATE
360GM/PACKET;
4.47GM/PACKET;
10.08GM/PACKET;
8.76GM/PACKET;
34.08GM/PACKET

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE

0.5MG; MG

TRADE NAME
(DOSAGE FORM: ROUTE]

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

" COLYTE

(POWDER FOR
RECONSTITUTION; ORAL)

MINIZIDE
(CAPSULE; ORAL)

Iv-85

APPLICANT NAME

EDLAW PREPARATIONS

EDLAW PREPARATIONS

EDLAW PREPARATIONS

PFIZER LABS/PFIZER

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP, DATE  EXP. DATE
18-983
10-26-84
18-983
10-26-84
18-983
10-26-84
17-986 3511836
06-13-80 05-12-87
3663706
05-16-89
4130647
12-19-95



TABLE IV, NOA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; 2MG

POLYTHIAZIDE; - PRAZOSIN HYDROCHLORIDE
0-.5MG; 'SMG

POTASSTUM ACETATE
2MEQ/ML

POTASSIUM CHLORIDE
" 8MEQ \

POTASSIUM CHLORIDE
10MEQ

POTASSIUM CHLORIDE
1OMEQ

POTASSTUM CHLORIDE; SODIUM CHLORIDE
150MG/100ML 3 900MG/ T00ML

POTASSIUM CHLORIDE; SODIUM CHLORIDE
~ 300MG/100ML; “900MG/ 100ML

TRADE NAME
(DOSAGE FORM; ROUTE)

MINIZIDE
(CAPSULE; ORAL)

MINIZIDE
(CAPSULE; ORAL)

POTASSTUM ACETATE IN'

‘PLASTIC "CONTAINER
(INJECTABLE; INJECTION)

MICRO-K
(CAPSULE , "CONTROLLED
RELEASE; ORAL)

MICROK 10 .
(CAPSULE,, CONTROLLED
RELEASE; ORAL)

KLOTRIX
(TABLET, CONTROLLED
RELEASE; ORAL) :

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 10MEQ
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)
SODIUM CHLORIDE 0.9% AND

~POTASSTUM CHLORIDE 20MEQ

INCPUASTIC CONTAINER -
(INJECTABLE; INJECTION)

APPLICANT NAYE

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

ABBOTT LABORATORIES
AH ROBINS

AH ROBINS

MEAD JOHNSON/B-M

TRAVENOL LABS

" TRAVENOL. LABS

NDA NO.
APPROVAL DATE

PATENT NO.  EXCLUSTVITY

EXP. DATE

17-986
06-13-80

17-986
06-13-80

18-896
07-20-84

18-238
10-17-80

18-238.
05-14-84

17-850
05=22-80

18~630.

| 02-17-83

18-630
02-17-83

EXP, DATE

3511836
05-12-87
3663706
05-16-89
4130647
12-19-95

3511836
05-12-87
3663706
05-16-89
4130647
12-19-95

NDF
09-24-86

4259315
03-31-98

4259315
03-31-98

4140756
02-20-96



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

STRENGTH(S (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
150MG/100ML; 900MG/T00OML POTASSIUM CHLORIDE 20MEQ 02-17-83
IN PLASTIC CONTAINER .
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
300MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 40MEQ 02-17-83
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
75MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.075% 11-09-82
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
150MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.15% ‘ 11-09-82
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
220MG/100ML; S00MG/100ML POTASSIUM CHLORIDE 0.22% 11-09-82
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE €.9% AND AM MCGAW/AM HOSP 18-722
300MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.3% 11-09-82
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)
POTASSIUM CITRATE POTASSIUM CITRATE UNIV TX HLTH SCI CTR 19-071 NP
5MEQ (TABLET; ORAL) 08-30-85 08-30-88
PRALIDOXIME CHLORIDE PROTOPAM CHLORIDE AYERST .LABS/AMHO 18-799 3629425 NDF
300MG/ML (INJECTABLE; INJECTION) 12-13-82 12-21-88 09-24-86
PRALIDOXIME CHLORIDE PRALIDOXIME CHLORIDE SURVIVAL TECHNOLOGY 18-986 NDF
300MG/ML (INJECTABLE; INJECTION) 04-26-83 09-24-86
PRAZEPAM CENTRAX PARKE-DAVIS/W~L 18-144 NS
20MG (CAPSULE; ORAL) 05-10-82 09-24-86
PRAZIQUANTEL BILTRICIDE MILES PHARMS/MILES 18-714. 4001411 NCE
600MG (TABLET; ORAL) 12-29-82 01-04-94 12-29-92

Iv-87




TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO.  EXCLUSIVITY
STRENGTH(S (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE
PRAZOSIN HYDROCHLORIDE _ MINIPRESS PFIZER LABS/PFIZER 17-442 3511836
5MG - (CAPSULE; ORAL) ' 06-23-76 05-12-87
‘ : 3663706
05-16-89
4092315
05-30-95
4130647
. 12-19-95
PRAZOSIN HYDROCHLORIDE MINIPRESS ' PFIZER LABS/PFIZER 17-442 3511836
MG (CAPSULE; ORAL) 06-23-76 05-12-87
‘ 3663706
05-16-89
4092315
05-30~95
4130647
12-19-95
PRAZOSIN HYDROCHLORIDE MINIPRESS PFIZER LABS/PFIZER 17-442 3511836
2MG (CAPSULE; ORAL) 06-23-76 05-12-87
. 3663706
05-16-89
4092315
05-30-95
4130647
12-19-95
PROBUCOL LORELCO MERRELL DOW/DOW CHEM 17-535 3576883
250MG (TABLET; ORAL) 02-01-77 04-27-88
: 3862332
01-21-92
PROCARBAZINE HYDROCHLORIDE MATULANE HOFFMANN=LA ROCHE 16-785 3520926
EQ 50MG BASE (CAPSULE; -ORAL) 07-22-69 07-21-87
PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-418 I-10
10MG (TABLET; ORAL) 11-13-67 09-24-86
PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-418 I-10
20MG (TABLET; ORAL) 10-16-74 09-24-86
PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO 16-418 I-10

40MG (TABLET; ORAL) ‘ 11-13-67 09-24-86

1v-88




TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S ]

PROPRANOLOL
60MG

PROPRANOLOL
80MG

PROPRANOLOL
80MG

PROPRANOLOL
90MG

PROPRANOLOL
120MG

PROPRANOLOL
160MG

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

PROTAMINE SULFATE

250MG/VIAL

PROTEIN HYDROLYSATE

5%

PROTIRELIN
0.5MG/ML

PROTIRELIN
0.5MG/ML

PYRANTEL PAMOATE
EQ 250MG BASE/SML

TRADE. NAME
(DOSAGE FORM: ROUTE)

INDERAL
(TABLET; ORAL)

INDERAL
(TABLET; ORAL)

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)

INDERAL
(TABLET; ORAL)

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE: ORAL)

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)

PROTAMINE SULFATE
(INJECTABLE; INJECTION)

AMINOSOL 5%
(INJECTABLE; INJECTION)

THYPINONE
(INJECTABLE; INJECTION)

RELEFACT TRH
(INJECTABLE; INJECTION)

ANTIMINTH
(SUSPENSION; ORAL)

APPLICANT NAME

AYERST

AYERST

AYERST

AYERST

AYERST

AYERST

UPJOHN

ABBOTT

ABBOTT

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABORATORIES

LABORATORIES

HOECHST-ROUSSEL

ROERIG/PFIZER

1v-83

NDA NO. PATENT N0,  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
16-418 NS
10-18-82 09-24-86
I-10
09-24-86
16-418 I-10
10-16-74 09-24-86
18-553 4138475 NDF
04-19-83 02-06-96 09-24-86
16-418 NS
10-18-82 09-24-86
I-10
09-24-86
18-553 4138475 NDF
04-19-83 02-06-96 09-24-86
18-553 4138475 NDF
04-19-83 02-06-96 09-24-86
07-413 NS
08-02-84 09-24-86
05-932
01-31-85
17-638 3746697
11-05-76 07-17-90
18-087 3746697
07-18-78 07-17-90
16-883 3644624
12-30-71 02-22-89
3549624
12-22-87




TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

RANITIDINE HYDROCHLORIDE
CEQ 150MG BASE :

RANITIDINE HYDROCHLORIDE
EQ 25MG BASE/ML

~RITODRINE HYDROCHLORIDE
TOMG - B

RITODRINE HYDROCHLORIDE
10MG/ML

RITODRINE HYDROCHLORIDE
15MG/ML

SAFFLOWER :OIL; SOYBEAN OIL
10%; 0% ‘

SAFFLOWER OIL: SOYBEAN OIL
5%;. 5%

SARALASIN ACETATE
EQ-0.6MG BASE/ML

SCOPOLAMINE

SELENIUM SULFIDE
2.5%

TRADE MME
(DOSAGE FORH; ROUTE)

ZANTAC

{TABLET; ORAL)"

ZANTAC
. (INJECTABLE; INJECTION)

YUTOPAR
(TABLET ;- ORAL)

YUTOPAR -

“¢(INJECTABLE;  INJECTION)

YUTOPAR
(INJECTABLE; -INJECTION)

LIPOSYN II 20%
(INJECTABLE; "INJECTION)

LIPOSYN LI 10%
(INJECTABLE; INJECTION)

SARENIN
(INJECTABLE; INJECTION)

TRANSDERM=SCOP
(FTLM, CONTROLLED

.- RELEASE; PERCUTANEOUS)

SELSUN
(SHAMPOO/LOTION; TOPICAL)

APPLICANT NAME

.GLAXO
"GLAXO

ASTRA PHAén PRODS
ASTRA. PHARM PRODS
ASTRA PHARM PRODS
ABBOTT LARORATORTES
ABBOTT LABORATORIES

NORWICH EATON/P&G

CIBA/CIBA-GEIGY

ABBOTT LABS

IN-=90

NDA N0, PATENT NO.  EXCLUSIVITY
APPROVAL DATE ~ EXP. DATE  EXP. DATE
18-703 4128658 NCE
- 06-09-83 12-05-95 06-09-93
R L 4521431 1-15
: | 06-04-02 06-28-88
19090 4128658 NCE
10-19-84 12-05-95 06-09-93
‘ 4521431
: 06-04-02
18555 3410944
12512280 11-12-85
182580 3410944
12-12-80 11-12-85
18-580 3410944
12-12-80 11-12-85
18-991 NP
08-27-84 09-24-86
18-997 NP
08-27-84 09-24-86
18-009 3932624
05-29-81 01-13-93
e 3886134
05-27-92
17-874 4031894
12-31-79 06-28-94
‘ 4262003
04-14-98
4436741
04-14-98
07-936 1-3
05-17-51 09-24-86



TABLE V. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

SILVER SULFADIAZINE
1%

SILVER SULFADIAZINE
1%

SINCALIDE
0.005MG/VIAL

SODIUM ACETATE, ANHYDROUS
2MEQ/ML

SODIUM BICARBONATE;
TARTARIC ACID
460MG/GM; 420MG/GM

SODIUM CHLORIDE
450MG/ 100ML

SODIUM CHLORIDE
9MG/ML

SODIUM CHLORIDE
9MG/ML

SODIUM CHLORIDE
2. 5MEQ/ML

SODIUM CHLORIDE
3GM/100ML

SODIUM CHLORIDE
5GM/100ML

SODIUM CHLORIDE
9MG/ML

TRADE NAME
(DOSAGE FORM: ROUTE]

SILVADENE
(CREAM; TOPICAL)

SSD
(CREAM; TOPICAL)

KINEVAC
(INJECTABLE; INJECTION)

SODIUM ACETATE 1IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

BAROS
(GRANULE; ORAL)

SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

BACTERIOSTATIC SODIUM
CHLORIDE 0.9% IN PLASTIC
CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SODIUM CHLORIDE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SODIUM CHLORIDE 3% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SODIUM CHLORIDE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SODIUM CHLORIDE . 0.9% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

IV-91

APPLICANT NAME

MARION LABORATORIES
TRAVENOL LABS
ER SQUIBB AND SONS

ABBOTT LABORATORIES
MALLINCKRODT
TRAVENOL LABS

ABBOTT LABORATORIES

ABBOTT LABORATORIES
ABBOTT LABORATORIES
TRAVENQOL LABS
TRAVENOL LABS

ABBOTT LABORATORIES

NDA NO.

APPROVAL DATE

17-381
11-26-73

18-578
02-25-82

17-697
07-21-76

18-893
05-04-83

18-509
08-07-85

18-497
02-19-82

18-800
10-29-82

18-803
10-29-82

18-897
07-20-84

19-022
11-01-83

19-022
11-01-83

19-217
07-13-84

PATENT NO.  EXCLUSIVITY
EXP, DATE  EXP. DATE
3761590
09-24-90
3839315
10-01-91

PP

09-24-86

NP

08-07-88




ACTIVE INGREDIENT(S)
STRENGTH(S)

SODIUM CHLORIDE
9IMG/ML

SODIUM CHLORIDE
900MG/ 100ML

SODIUM CHLORIDE
900MG/ 100ML

SODIUM IODIDE, I-123
100 UCI

SODIUM IODIDE, I-123
200 UCI

SODIUM IODIDE, I-123
400 UCI

SODIUM LACTATE
SMEQ/ML

SODIUM NITROPRUSSIDE
50MG/VIAL

SODIUM PHOSPHATE, DIBASIC; SODIUM

PHOSPHATE, MONOBASIC
142MG/ML; 276MG/ML

SOMATROPIN
2 TU/VIAL

SORBITOL
3GM/100ML

SOYBEAN OIL
10%

TABLE IV, NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

TRADE_NAME
(DOSAGE_FORM: ROUTE)

SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9%
IN STERILE PLASTIC
CONTAINER

(SOLUTION; IRRIGATION)

SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
( INJECTABLE; INJECTION)

SODIUM IODIDE I 123
(CAPSULE; ORAL)

SODIUM JODIDE I 123
(CAPSULE; ORAL)

SODIUM IODIDE I 123
(CAPSULE; "ORAL) ‘

SODIUM LACTATE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SODIUM NITROPRUSSIDE
(INJECTABLE; INJECTION)

SODIUM PHOSPHATES
IN.PLASTIC CONTAINER
(INJECTABLE; INJECTION)

ASELLACRIN 2
(INJECTABLE; INJECTION)

SORBITOL 3% IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

SOYACAL 10%
(INJECTABLE; INJECTION)

- Iv-62

APPLICANT NAME

ABBOTT LABORATORIES

TRAVENOL LABS

ABBOTT LLABORATORIES

BENEDICT NUCLR PHARM
BENEDICT NUCLR PHARM
BENEDICT NUCLR PHARM

ABBOTT LABORATORIES

ELKINS—-SINN/AHROBINS

ABBOTT LABORATORIES

SERONO - LABS

TRAVENOL LABS

ALPHA THERAPEUTIC

e ere—

NDA NO.

APPROVAL DATE

19-218
07-13-84

19~319
05-17-85

19-465
07-15-85

18-671
05-27-82

18-671
05-27-82
18-671
05-27-82

18-947
09-05-84

18-581
07-28-82
18-892
05-10-83
17-726
07-21-83
18-512
05-27-82

18-465
06-29-83

EXCLUSTVITY

EXP. DATE

NS
09-24-86

NP
09-24-86

NS
09-24-86



TABLE V. NDA'S APPROVED FROM 1-1-82 TO 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION
ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO.  EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE
SOYBEAN OIt TRAVAMULSION 10% TRAVENOL LABS 18-660
10% (INJECTABLE; INJECTION) 02-26-82
SOYBEAN OIL TRAVAMULSION 20% TRAVENOL LABS 18-758
207 (INJECTABLE; INJECTION) 02-15-83
SOYBEAN OIL SOYACAL 20% ALPHA THERAPEUTIC 18-786
20% (INJECTABLE; INJECTION) 06-29-83
SOYBEAN OIL LIPOSYN III 10% ABBOTT LABORATORIES 18~969
10% (INJECTABLE; INJECTION) 09-24-84
SOYBEAN OIL LIPOSYN III 20% ABBOTT LABORATORIES 18-970
20% (INJECTABLE; INJECTION) 09f25—84
STANGZOLOL WINSTROL WINTHROP LABS/STERL 12-885 3704295 I-28
2MG (TABLET; ORAL) 11-30-61 11-28-89 09-24-86
STREPTOZOCIN ZANOSAR UPJOHN 17-961 . NCE
1GM/VIAL {INJECTABLE; INJECTION) 05f07‘82 05-07-92
SUCRALFATE CARAFATE MARION LABORATORIES 18-333 3432489
1GM (TABLET; ORAL) 10-30-81 03-11-86
SULCONAZOLE NITRATE SULCOSYN SYNTEX LABS/SYNTEX 18-738 4055652 NCE
1% (SOLUTION; TOPICAL) 08-30-85 10-25-94 08-30-90
SUFENTANIL CITRATE SUFENTA JANSSEN PHARMA 19-050 3998834 NCE
EQ 0.05MG BASE/ML (INJECTABLE; INJECTION) 05-04-84 12-21-93 05-04-94
SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 17-377 RE28636
400MG; B80OMG (TABLET; ORAL) 07-30-73 06-02-87
SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM DS HOFFMANN-LA ROCHE 17-377 RE28636
800MG; 160MG (TABLET; ORAL) 03-01-78 06-02-87
SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 17-560 RE28636
200MG/5ML; 40MG/5ML ( SUSPENSION; ORAL) 04-16-75 06-02-87
SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM PEDIATRIC HOFFMANN-LA ROCHE 17-560 RE28636
200MG/5ML; 40MG/5ML (SUSPENSION; ORAL) 12-10-79 06-02-87
SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 18-374 3551564
BOMG/ML; 16MG/ML (INJECTABLE; INJECTION) 06-23-81 12-29-87
RE28636
06-02-87

IvV-93



TABLE V. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

‘SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; BOMG

SULFAMETHOXAZOLE ; TRIMETHOPRIM
.800MG; 160MG

SULEAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML ; - 40MG/SML

'SULFAMETHOXAZOLE ; TRIMETHOPRIM
"200MG/5ML; 40MG/5ML

SULFAMETHOXAZOLE ; TRIMETHOPRIM
200MG/5ML ;. 40MG/5SML

SULFAMETHOXAZOLE ;- TRIMETHOPRIM
- Z00MG/SML;  40MG/SML

SULFAMETHOXAZOLE ; TRIMETHOPRIM
400MG; - 80MG

SULFAMETHOXAZOLE ; TRIMETHOPRIM
800MG: 160MG

SULFAMETHOXAZOLE ; ‘TRIMETHOPRIM
400MG; BOMG

SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG

SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG

SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG

TRADE NAME
(DOSAGE FORM: ROVTE)

SULFAMETHOXAZOLE AND
TRIMETHOPRIM
(TABLET; ORAL)

SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)

SULFATRIM PEDIATRIC
(SUSPENSION; ORAL)

SULFATRIM f
('SUSPENSION; ORAL)

SMZ-TMP ‘
(SUSPENSION; ORAL)

SMZ-TMP PEDIATRIC
{SUSPENSTON; ORAL)

SULFAMETHOXAZOLE  AND
TRIMETHOPRIM
(TABLET; ORAL)

SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; -ORAL)

SULFAMETHOXAZOLE &
TRIMETHOPRIM
{ TABLET ; -ORAL)

SULFAMETHOXAZOLE &
TRIMETHOPRIM

. {TABLET; ORAL)

SEPTRA
(TABLET; ORAL)

SEPTRA DS
(TABLET; ORAL)

Iv-94

APPLICANT NAME

DRUMMER/PHOENIX

DGRUMMER/PHOENTX

" NATL- PHARM MFG/BARRE

NATL PHARM MFG/BARRE

BIOCRAFT. LABS
BIOCRAFT LABS

DANBURY PHARMACAL

DANBURY “PHARMACAL .

HEATHER DRUG
HEATHER DRUG

BURROUGHS WELL-COME

BURROUGHS WELLCOME. -

NDA M.
APPROVAL DATE

PATENT M0, EXCLUSIVITY
EXP. DATE

EXP. DATE

18-598
05-19-82

18-598.

05-19=82

© 18-615
£ 01-07-83

18615

01=07-83

18-812

0122883

06-10=83

18852 -
05-09-83

]87854
05-09-83

18-946
08-10-84

18-946 -

17-376.

07-30-73

17-376
02-12-76

4209513
06-24-97

4209513
06-24-97



TABLE TV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

SULFASALAZINE
500MG

SULFASALAZINE
S00MG

SULINDAC
150MG

SUL INDAC
200MG

SUTILAINS
82,000 UNITS/GM

TAMOXIFEN CITRATE
EQ 10MG BASE

TECHNETIUM, TC-99M SODIUM PERTECHNETATE
GENERATOR
0.22-2.22CI/GENERATOR

TECHNETIUM, TC-99M, ALBUMIN COLLOID
KIT
N/A

TECHNETIUM, TC-9S9M, DISOFENIN KIT
N/A

TECHNETIUM, TC-99M, GLUCEPTATE KIT
N/A

TECHNETIUM, TC-99M, MEDRONATE
N/A

TECHNETIUM, TC-99M, MEDRONATE
N/A

TRADE NAME
(DOSAGE_FORM: ROUTE)

AZULFIDINE
(TABLET, ENTERIC COATED:
ORAL)

SULFASALAZINE
(TABLET, ENTERIC COATED;
ORAL)

CLINORIL
(TABLET; ORAL)

CLINORIL
(TABLET; ORAL)

TRAVASE
(OINTMENT; TOPICAL)

NOLVADEX
(TABLET; ORAL)

MINITEC
(SOLUTION; INTRAVENOUS,
ORAL)

MICROLITE

(INJECTABLE; INJECTION)
HEPATOLITE

(INJECTABLE; INJECTION)

TECHNESCAN GLUCEPTATE
(INJECTABLE; INJECTION)

OSTEQLITE
(INJECTABLE; INJECTION)

AMERSCAN :
(INJECTABLE; INJECTION)

Iv-95

APPLICANT NAME

PHARMACIA/PHARMACIA
BOLAR PHARMACEUTICAL

MS&D/MERCK

MS&D/MERCK

TRAVENOL LABS
STUART PHARMS/ICI

ER SQUIBB AND SONS
MED DIAG/NE NUCLEAR'

MED DIAG/NE NUCLEAR
MS&D/MERCK
MED DIAG/NE NUCLEAR

AMERSHAM/RADIOCHEM

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP, DATE
07-073 NDF
04-06-83 09-24-86
88-052 NDF
05-24-83 09-24-86
17-911 3654349
09-27-78 04-04-89

3725548

04-03-90
17-911 3725548
09-27-78 04-03-90

: 3654349

04-04-89
12-828 3409719
06-12-69 11-05-85
17-970 4536516
12-30-77 08-20-02
17-339 I-31
06-03-74 09-24-86
18-263
03-25-83
18-467 NP
03-16-82 09-24-86
18-272
01-27-82
17-972
12-16-77
18-335
08-05-82




ACTIVE INGREDIENT(S)

~ STRENGTH(S

TECHNETIUM, TC-99M, SUCCIMER KIT

N/A

TERBUTALINE
0.2MG/INH

TERBUTALINE
0.2MG/INH

TERBUTALINE
TMG/ML

TERBUTALINE
2.5MG

TERBUTALINE
5MG

TERBUTALINE
2.5MG

TERBUTALINE
5MG

TERBUTALINE
TMG/ML

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

mmw.m%wwmmm¢&wmmumw%mmmmmwmmmmmwmmmwm

TRADE NAME APPLICANT NAME
(DOSAGE FORM: ROUTE)

MPI DMSA KIDNEY REAGENT MEDI-PHYSICS
(INJECTABLE; INJECTION)

BRETHAIRE GEIGY/CIBA-GEIGY
(AEROSOL; INHALATION)

BRICANYL MERRELL DOW/DOW CHEM
(AEROSOL; INHALATION)

BRICANYL MERRELL DOW/DOW CHEM
{ INJECTABLE; INJECTION) '

BRICANYL MERRELL -DOW/DOW CHEM
(TABLET; ORAL)

BRICANYL MERRELL DOW/DOW CHEM
(TABLET; ORAL)

BRETHINE GEIGY/CIBA-GEIGY
(TABLET; ORAL)

BRETHINE GEIGY/CIBA-GEIGY
(TABLET; ORAL)

BRETHINE GEIGY/CIBA-GEIGY
(INJECTABLE; INJECTION)

Iv-96

NDA_NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DAIE
17-944 4208398 NP
05-18-82 06-17-97 09-24-86
4233285
11-11-97
18-762 3937838 NDF
08-17-84 02-10-93 09-24-86
4011258
03-08-94
18-000 3937838
03-19-85 02-10-93
4011258
03-08-94
17-466 3937838
03-25-74 02-10-93
4011258
03-08-94
17-618 3937838
04-22-75 02-10-93
4011258
03-08-94
17-618 3937838
04-22-75 02-10-93
4011258
‘ 03-08-94
17-849 3937838
05-17-76 02-10-93
4011258
03-08-94
17-849 3937838
05-17-76 02-10-93
, 4011258
03-08-94
18-571 3937838
11-30-81 02-10-93
4011258
03-08-94




TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

TERFENADINE
60MG

THALLOUS CHLORIDE, TL-201
2MCTI/ML

THALLOUS CHLORIDE, TL-201
IMCI/ML

THEOPHYLLINE
300MG

TIMOLOL MALEATE
5MG

TIMOLOL MALEATE
10MG

TIMOLOL MALEATE
20MG

TIMOLOL MALEATE
EQ 0.25% BASE

TIMOLOL MALEATE
EQ 0.5% BASE

TRADE NAME
(DOSAGE FORM: ROUTE)

SELDANE
(TABLET; ORAL)

THALLOUS CHLORIDE TL 201
(INJECTABLE; INJECTION)

THALLOUS CHLORIDE TL 20
(INJECTABLE; INJECTION)

QUIBRON-T/SR
(TABLET, CONTROLLED RELEASE;
ORAL)

BLOCADREN
(TABLET; ORAL)

BLOCADREN
(TABLET; ORAL)

BLOCADREN
(TABLET; ORAL)

TIMOPTIC
(SOLUTION; OPHTHALMIC)

TIMOPTIC
{SOLUTION; OPHTHALMIC)

v-97

APPLICANT NAME

MERRELL DOW/DOW CHEM

MEDI-PHYSICS
AMERSHAM/RADIOCHEM

MEAD JOHNSON/B-M

MS&D/MERCK
MS&D/MERCK
MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

NDA NO. PATENT NO.  EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
18-949 3806526 NCE
05-08-85 04-23-91 05-08-90
3878217
04-15-92
3965257
06-22-93
3966949
06-29-93
4254129
03-03-98
4285957
06-25-98
18-110 NS
02-01-82 09-24-86
18-548
12-30-82
87-563 4465660
06-21-83 08-14-01
18-017 3655663
11-25-81 04-11-89
18-017 3655663
11-25-81 04-11-89
18-017 3655663
11-25-81 04-11-89
18-086 4195085
08-17-78 03-25-97
3655663
04-11-89
18-086 4195085
08-17-78 03-25-97
3655663
04-11-89



TABLE IV, NOA'S APPROVED FROH 1-1-82 T0 §-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S]

TOCAINIDE HYDROCHLORIDE
400MG

TOCAINIDE HYDROCHLORIDE
600MG

TOLAZAMIDE
100MG

TOLAZAMIDE
250MG

TOLAZAMIDE

500MG

TOLAZOLINE. HYDROCHLORIDE
25MG/ML
'TOLMETIN. SODIUM

EQ 200MG BASE

TOLMETIN ‘SODIUM

'EQ -400MG BASE
TRAZODONE - .HYDROCHLORIDE
. 150MG

TRETINOIN
0..05%

TRETINOIN
0.1%

TRETINOIN
0.05%

TRADE MAME
(DOSAGE FORM: ROUTE)

TONOCARD
(TABLET; ORAL)

“TONOCARD

(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

TOLAZAMIDE -

(TABLET; ORAL)
PRESCOLINE
(INJECTABLE; INJECTION)
TOLECTIN - ©
(TABLET; ORAL) -

TOLECTIN DS -
(CAPSULE ; -ORAL)

DESYREL
(TABLET; ORAL)

RETIN-A
(SOLUTION; TOPICAL)

RETIN=A

"(CREAM; TOPICAL)

RETIN;A
(CREAM; - TOPICAL)

APPLICANT MAME
MS&D/MERCK
MS&D/MERCK~’

ZENITH LABORATORIES

ZENITH LABORATORIES = -

ZENTTH LABORATORIES

CIBA/CIBA-GEIGY

MCNETL LABORATORIES

MCNEIL LABORATORIES .

MEAD JOHNSON/B-M

ORTHO PHARMACEUTICAL

ORTHO. PHARMACEUTTCAL

ORTHO PHARMACEUTICAL

09-16-92

Nmmj‘ VWWW& EXCLUSIVITY
APPROVAL DATE  EXP. DATE  EXP. DATE
18-257 4218477 NCE
11-09-84 08-19-97 11-09-89
E 4237068
12-02-97
18-257 4218477 NCE
11-09-84 08-19-97 11-09-89
e 4237068
S 12-02-97 -
11-02-84-
18-894
11-02-84
18-894
11-02-84
06-403
02-22-85
17:628 3752826
03-24-76 08-14-90
18-084 3752826
10-30-79 08-14-90
18-207 Lo
03-25-85 | :
16-921 3729568
10-20-71 04-24-90
17-340 3729568
01-26-73 04-24-90
SRR 3906108
i 09-16-92
172522, 3729568
07-19-74 04-24-90°
e 3906108



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

TRETINOIN
0.01%

TRETINOIN
0.025%

TRIAMCINOLONE ACETONIDE
0.25MG/INH

TRIAMCINOLONE ACETONIDE
0.1%

TRIAZOLAM
0.125MG

TRIAZOLAM
0.25MG

TRIAZOLAM
0.5MG

TRILOSTANE
30MG

TRILOSTANE
60MG

TRIMETHOPRIM
200MG

TRIMETHOPRIM
200MG

TRADE NAME
(DOSAGE FORM: ROUTE)

RETIN-A
(GEL; TOPICAL)

RETIN-A
(GEL; TOPICAL)

AZMACORT
(AEROSOL; INHALATION)

KENALOG-H
(CREAM; TOPICAL)

HALCION
(TABLET; ORAL)

HALCION
(TABLET; ORAL)

HALCION
(TABLET; ORAL)

MODRASTANE
(CAPSULE; ORAL)

MODRASTANE
(CAPSULE; ORAL)

PROLOPRIM
(TABLET; ORAL)

TRIMPEX 200
(TABLET, ORAL)

Iv-99

APPLICANT NAME

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

WILLIAM H RORER

ER SQUIBB AND SONS

UPJOHN

UPJOHN

UPJOHN

WINTHROP LABS/STERL
WINTHROP LABS/STERL
BURROUGHS WELLCOME

HOFFMANN-LA ROCHE

NDA N0, PATENT NO,  EXCLUSIVITY
APPROVAL DATE ~ EXP, DATE  EXP, DATE
17-955 3729568
10-05-78 04-24-90
4247547
01-27-98
17-579 3729568
04-18-75 04-24-90
4247547
01-27-98
18-117 3897779 NDF
04-23-83 08-05-92 09-24-86
3927806
12-23-92
86-240 4048310
06-22-78 09-13-94
17-892 3980790 NCE
04-26-85 09-14-93 11-15-92
: 3987052
10-19-93
17-892 3980790 NCE
11-15-82 09-14-93 11-15-92
v 3987052
10-19-93
17-892 3980790 NCE
11-15-82 09-14-93 11-15-92
3987052
10-19-93
18-719 NCE
12-31-84 12-31-89
18-719 NCE
12-31-84 12-31-89
17-943 NS
07-14-82 09-24-86
17-952 NS
11-09-82 09-24-86




TABLE V. NDA'S APPROVED FROM 1-1-87 T0 8-31-85 AND DA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S

TRIMETHOPRIM
100MG

TRIMIPRAMINE MALEATE
EQ 100MG BASE

VECURONIUM BROMIDE
10MG/VIAL

VERAPAMIL HYDROCHLORIBE
80MG

VERAPAMIL HYDROCHLORIDE
120MG

VERAPAMIL HYDROCHLORIDE
80MG

VERAPAMIL. HYDROCHLORIDE
120MG

VERAPAMIL HYDROCHLORIDE
2.5MG/ML

VERAPAMIL HYDROCHLORIDE
2.5MG/ML

WATER FOR INJECTION, STERILE

100%

WATER FOR INJECTION, STERILE

100%

(DOSAGE FORM: ROUTE)

TRIMETHOPRIM
(TABLET; ORAL)

SURMONTIL
(CAPSULE; ORAL)

NORCURON (NC-45)
( INJECTABLE; INJECTION)

ISOPTIN
(TABLET; ORAL)

ISOPTIN,
(TABLET; ORAL)

CALAN
(TABLET; ORAL)

CALAN.
(TABLET; ORAL)

CALAN

(INJECTABLE; INJECTION)

CALAN ..
(INJECTABLE; INJECTION)

STERILE WATER FOR INJECTION

IN PLASTIC CONTAINER
(LIQUID; N/A)

STERILE WATER IN PLASTIC
CONTAINER
(LIQUID; N/A)

IvV-100

APPLICANT NAHE

BIOCRAFT LABS
IVES LABS/AMHO

ORGANON/AKZONA

KNOLL PHARMACEUTICAL

KNOLL PHARMACEUTICAL

SEARLé/SEARLE PHARMS
SEARLE/éEARLE PHARMS
SEARLE EHARMS
SEARLE éHAéMs

TRAVENOL LABS °

TRAVENOL LABS

NDA NO.
APPROVAL DATE

18-679
07-30-82

16-792
09~-15-82

18-776
04-30-84

18-593
03-08-82

18-593
03-08-82

18-817
09-10-84

18~-817
09-10-84

18-925
03-30-84

~.19-038

03-30-84
18-595
01-17-83

18-632
06-30-82

PATENT MD.

3553212
01-05-88
4237126
12-02-97
4297351
10-27-98

EXP. DATE

NS
09-24-86

NCE
04-~-30-94

NR
09-24-86

NR
09-24-86

NR
09-24-86

NR
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 8-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

WATER FOR INJECTION, STERILE
100%

WATER FOR INJECTION, STERILE
100%

WATER FOR INJECTION, STERILE
100%

XENON, XE-127
SMCI/VIAL

XENON, XE-127
10MCI/VIAL

XENON, XE-133
10MCI/VIAL

XENON, XE-133
20MCI/VIAL

TRADE NAME
(DOSAGE_FORM: ROUTE)

STERILE WATER IN PLASTIC
CONTAINER

(LIQUID; N/A)

BACTERIOSTATIC WATER IN
PLASTIC CONTAINER
(LIQUID; N/A)

STERILE WATER FOR INJECTION

IN PLASTIC CONTAINER
(LIQUID; N/A)

XENON XE 127
(GAS; INHALATION)

XENON XE 127
(GAS; INHALATION)

XENON XE 133
(GAS; INHALATION)

XENON XE 133
(GAS; INHALATION)

APPLICANT NAME

ABBOTT LABORATORIES
ABBOTT LABORATORIES
AM MCGAW/AM HOSP

MALLINCKRODT
MALLINCKRODT
-MALLINCKRODT

MALLINCKRODT

Iv-101

NDA NO. PATENT NO.

EXCLUSTVITY

APPROVAL DATE  EXP. DATE

EXP. DATE

18-801
10-27-82

18-802
10-27-82

19-077
03-02-84

18-536
10-01-82

18-536
10-01-82

18-327
03-09-82

18-327
03-09-82

NCE
10-01-92

NCE
10-01-92
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