









































































































































































































































































































































































































































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
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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
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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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