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Products Federal Register Reference

(continued)

neomycin sulfate with either: MAR 26, 1984 (49 FR 11888)
dexamethasone sodium phosphate,
fluocinolone acetonide,
flurandrenolide,
hydrocortisone, or
methylprednisolone acetate.
[topical anti-infectives for
dermatologic use]
neomycin sulfate, polymyxin B sulfate, MAY 4, 1984 (49 FR 19147)
bacitracin zinc, and hydrocortisone
[topical ointment]
nitroglycerin (capsule,controlled releasesoral) SEP 7, 1984 (49 FR 35428)
nitroglycerin (tablet, controlled release;oral) SEP 7, 1984 (49 FR 35428)
parenteral multivitamin products SEP 17, 1984 (49 FR 36446)
phenazopyridine hydrochloride and JUL 29, 1983 (48 FR 34516)
sulfamethoxazole
sulfanilamide and aminacrine AUG 22, 1983 (48 FR 38097)
tranylcypromine sulfate MAR 22, 1984 (49 FR 10708)

APPLICANT (NAME) CHANGES

Because it is not practical to identify in the cumulative supplement each
and every product involved when an applicant transfers its entire line of
approved drug products to another applicant, or when an applicant changes
its name, the cumulation of these transfers and name changes will be
identified in this Special Notes section only. Where only partial
approved product lines are transferred between applicants, each approved
product involved will appear as an applicant name change in the cumulative
supplement. The current 1ist of applicant holder changes follows.

APPLICANT (NAME) CHANGES

Former Applicant (Name) New Applicant (Name) New Abbreviated Name

OHIO MEDICAL ANESTHETICS ANAQUEST ANAQUEST

D.

ADDENDUM: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION

The addendum of this supplement provides information required of the
>mmnn< by the "Drug Price Competition and Patent Term Restoration Act of
1984."
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III. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

DESCRIPTION OF REPORT

The following report provides summary counts derived from product information in the Drug Product List and the
current cumulative supplement. The counts appear in two sections. Section A. refers to the products in the
List and Section B. to products in the current cumulative supplement. A new column of data will appear in
Section A. each three-month period following July '84. Section A. therefore will provide baseline and quarterly
data while Section B. provides monthly activity.

USE_OF REPORT

From the data presented under Section B., users should be able to observe such things as (1) newly approved,
DESI effective and remarketed drug products which are added to the List; (2) products that are being removed
from the List as the result of withdrawal of approval, changes from prescription to over-the-counter status and
discontinued marketing of products; and, (3) trends in approval of products as either multisource or single
source during each month within the quarter. The report does not reflect category changes from multisource to
single source and vice versa. However, the net gain that results from all additions, deletions and category
changes is reflected in the quarterly counts for multisource and single source products.

Drug Product Definition

For this report, a drug product is the representation in the Drug Product List of an active moiety (includes
molecular entity and its salts, esters and derivatives) either as a single entity or as a combination
product, provided in a specific dosage form and strength for a given route of administration marketed by a
firm under a particular generic or trade name.

New Molecular Entity

The active moiety has not previously been approved (either as the parent compound or as a salt, ester or
derivative of the parent compound) in the United States for use in a drug product either as a single
ingredient or part of a combination.

Drug Product Count

This report provides counts in several categories from the list composed of domestically marketed drug
products approved for both safety and effectiveness under sections 505 and 507 of the Federal Food, Drug,
and Cosmetic Act. Counts of products still pending in the DESI review are not provided. Excluded also are
those approved drug products marketed by distributors; those marketed solely abroad; and products now
regarded as medical devices, biologics or foods. :

Google
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APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRU6 PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST '84 - JULY '85

ACEBUTOLOL HYDROCHLORIDE (PAGE 3-1) ACETAMINOPHEN; CODEINE PHOSPHATE (PAGE 3-1)
CAPSULE; ORAL TABLET; ORAL
SECTRAL C PN :
IVES LABS/AMHO EQ 200MG BASEN N 18917 AA LEMMON 300MG; 15H6K N 88627
EQ 400MG BASEM N 18917 CETAMTHOP| /_CODETNE
AA LEMMON 300MG ; 30MGM N 88628
ACETAMINOPHEN; BUTALBITAL (PAGE 3-1) AA N 88629
CAPSU'-P ORAL AOETAS 148/ IN'81683/
AB DM GRAHAM LABS 650MG ; 50MEx N 88991
PHRENILIN FORTE ACETAMINOPHEN; HYDROCODONE BITARTRATE (PAGE 3-2)
AB CARNRICK/G6H CARNRICK 650MG;50MGH N 88831
. CAPSULE; ORAL
TABLET; ORAL AMING oN AR
BUTALBITAL_AND ACETAMINOPHEN AA CENTRAL PHARMS B00MG ; SHMEx N 88898
AB DANBURY PHARMACAL  325!16;50MGH N 87550 >_ADD > AA DM GRAHAM LABS 500MG ; 5MGM N 88956
ENT .
AB CARNRICK/6M cmm:cx 325M6;50M60 N 87811 TABLET. ORAL
- ‘ TRAL, IN'87783/
ACETAMINOPHEN; BUTALBITAL; CAFFEINE (PAGE 3-1) =-GESIC
AA CENTRAL PHARMS 500M6;5M6 N 87757
CAPSULE; ORAL HYDROCDONE BITARTRATE W/ ACEVTAMINOPHEN
DUTALBITAL, ACETAMINOPHEN, CAFFEINE AA BARR LABORATORIES 200M6; SHMeKR N 88577
AB DM GRAHAM LABS 325MG ; 50ME; 40MEN N 88743
AB 325M6G; 501G ; $OMEX N 88758
AB 325MG ; 50MG ; 40MGX N 88765 ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 3-2)
AB 325MG ; 50MG ; 40MEN N 89023
AB 325MG; 50MG ; 40MGN N 89067 CAPSULE; ORAL
AB 325M6;50M6 ; 0MEM N 89102 TYLOX
ESBIC. MCNEIL PHARM 500M6; 5M6X N 88790
AB GILBERT LABORATORIES 325MG;50MG;40MGN N 88825 TYLOX-325
MCNEIL PHARM 325M6; 5M6X N 88246
TABLET; ORAL
BUVALBITAL ASPIRIN AND CAFFETNE TABLET; ORAL
AB ‘ﬁgu_mrm PHARMICS 325MG ; 50MG; 40MGN N 88972 /m&u{ (a7
AB GILBERT LABORATORIES 325MG;50MG;40MEX ‘N 87629 AA HALSEY DRUG 325M6;5M6u N 87463
XC!
AB  SANDOZ PHARMS/SANDOZ 325MG;50MG;40MEN N 88616
REPAN ACETAMINOPHEN; PROPOXYPHENE NAPSYLATE (PAGE 3-2)
AB DM GRAHAM LABS 325M6;50M6 5 40MER N 87806
TABLET; ORAL
DARVOCET-N_100
_ ACETAMINOPHEN; CODEINE PHOSPHATE (PAGE 3-1) AA ELT LILLY $50M6;100M6 N 17122
: DARVOCET-N_50
TABLET; ORAL AA ELT LILLY 325M6;50M6 N 17122
CETAMINOPH! con PHO OPOXYPHEN APSYLA' AND_ACETA P
AA ZENITH LABORATORIES 300MG;60MG N 87083 AA BARR LABORATORIES  325MG;50MGH N 70115
AA 650M6 ; 100MGX N 70116
AA MYLAN PHARMS 650M6: 100MGN N 70145
AA

PROVOCEY 100
— LEMMON 650M6; 100MGH N 70107
Go 3[ >
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST '84 - JULY '85

BETAMETHASONE VALERATE (PAGE 3-22)
CREAM; TOPICAL
BETAMETHASONE VALERATE
AB  THAMES PHARMACAL  EQ 0.1% BASEM

1 BTRRRaE L asssam: 4o 4 s gy
SAVAGE LABS/BYK-GLD

AB !AN;LI‘.E&LABORATORIES w.

LOTION; TOPICAL

w Mitwon EQ 0.1% BASEM

>.ADD > AR RATL PHARM FFG/DARRE £Q 0.1% BASE
OINTMENT; TOPICAL

YALNAQ
AB NMC LABORATORIES EQ_0.1% BASEM

BITOLTEROL MESYLAVE (PAGE 3-24)

AEROSOL; INHALATION
TORNALATE
NINTHROP-BREON/STERL 0.37MG/INHX

( PAGE 3-26)

SYRUP; ORAL

AA 4 BAY LABORATORIES  12,5MG/SML;1OMG/SMLX
AMBENYL

AA MARION LABORATORIES 12.5MG/5ML;1OMG/SML
BROMANYL

AA NATL PHARM MFG/BARRE 12.5MG/5ML;10MG/SMLX

BROMPHENIRAMINE MALEATE; CODEINE PHOSPHATE:
PHENYLPROPANOLAMINE HYDROCHLORIDE (PAGE 3-25)

SYRUP; ORAL

BIPHETANE DO
AA BAY LABORATORIES 2MG/5ML 3 L0ME/5ML;
12.5M6/5HLx

DROMANATE DO
AA NATL PHARM MFG/BARRE 2MG/5ML;]1OMG/5ML;
12,5MG/5MLN

DIMETANE-DO
AA AH ROBINS

Google

2MS/5UL; JOMG /ML
12,85M6/5ML

N 70062
/N 18862/

N 18862
N 70050

N 70072
N 70052

N 70051

N 18770

N 88626
N 09319
N 88343

N 88904
« 88723

N 11694

PSEUDOEPHEDRINE. HYDROCHLORIDE ( PAGE. 3-25)
SYRUP; ORAL
N

A BAY LABORATORIES 216/5ML; 10ME/EHL ; 30ME/5MLN
OMAMATE
AA NATL PHARM MFG/BARRE ZN6/SML;1OMG/DML;30ME/SHLN
NE-D.
AA AH ROBINS 2MG/5ML ; LOMG/5ML ; 30MG/5HL,
AA

N 88811
N 88722

N 1169
N 19279

( PAGE 3-25 )

ELIXIR; ORAL
AP

BXPHETAP

AA BAY LABORATORIES 4MG/5ML 3 25ME/5HLN
BROMANATE

AR NATL PHARM MFG/BARRE 4MG/SML;325MG/5HLM

BUMETANIDE (PAGE 3-25)
TABLET; ORAL
BUMEX
HOFFMANN-LA ROCHE  2MGX

/8udindedriing ‘WydrderLdRtdE/ (PAGE 3-26)
poN Iy G 5 (T

"%555 HEAYON/PAS/  [EQS. 308 BASEML/

n&m

BUTABARBITAL SODIUM (PAGE 3-26)
ELIXIR; ORAL

BUTABARBITAL SODIUM
TABLET; ORAL
BUTABARBIVAL SODIUM
AA LEMMON 1sMeR
AA 20u6n

CALCITONIN, SALMON (PAGE 3-27)
INJECTABLE; INJECTION

CTRRMAR PR 1300 WL TS
' Ve DN
ARMOUR PHARM 200 IU/ML
400 IU/VIAL

N 88687
N 88688

N 18225

IN'18481/

N 88632
N 88631
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST ‘84 - JULY '85

CAPTOPRIL; HYDROCHLOROTHIAZIOE (PAGE 3-31)
TABLET; ORAL

CAPOZIDE 25/15

ER SQUIBB AND SONS  25MG;15MGM
CAPOZIDE 25/25

ER SQUIBB AND SONS  25MG;25M6x
CAPOZIDE 50/15

ER SQUIBB AND SONS  50MG;15MGX
CAPOZIDE 50/25

ER SQUIBB AND SONS

50M6;25M6x

CARBACHOL (PAGE 3-31)
/30LUTION/PROPSS, OPHIRALNLC/

INJECTABLE; INJECTION

EA N H 0SE (PAGE 3-33)

INJECTABLE; INJECTION
ANCEF IN DEXTROSE 57 IN PLASTIC CONTAINER
TRAVENOL LABS EQ 10M6 BASE/ML;SOMG/MLR
EQ 20MG BASE/ML;50MG/MLu

CEFORANIDE (PAGE 3-33)

INJECTABLE; INJECTION
PRECEF
BRISTOL LABS/B-M 500MG/VIALR
16M/VIALX
26M/VIALR
106M/VIALN
206M/VIALX

CEFOTAXIME _SODIUM (PAGE 3-33)

INJECTABLE; INJECTION
CLAFORAN
HOECHST-ROUSSEL

1EQ580N8. BASE VIAL/

EQ 106M BASE/VIALX
CEFOTAXIME SODIUM; DEXTROSE (PAGE 3-33)
INJECTABLE; INJECTION
CLAFORAN IN DEXTROSE 57 IN PLASTIC CONTAINER

HOECHST-ROUSSEL EQ 20M6 BASE/ML;50M6/MLX
EQ 40MS BASE/ML;50MG/MLx

Google

N 18709

N 18709 -

N 18709
N 18709

N 50566
N 50566

N 62579
N 62579
N 62579
N 62579
N 62579

IN'58547/
N 50547

N 50596
N 50596

>_ADp >
>_ADD >

>_ADD >
>_ADD >
> ADQ >
>_ADD >

> ADD >

CEFOTAXIME SODIUM; SODIUM CHLORIDE (PAGE 3-33)
INJECTABLE; INJECTION

CLAFORAN IN SODIUM CHLORIDE 0.97Z IN PLASTIC CONTAINER

HOECHST-ROUSSEL EQ 20MG BASE/ML;9MG/MLN

EQ 40M6 BASE/ML; HG/MLN

CEFOXITIN SODIUM (PAGE 3-33)
INJECTABLE; INJECTION

MEFOXIN
MS&D/MERCK EQ 106M BASE/VIALX
CEFOXITIN SODIUM; DEXTROSE (PAGE 3-33)

INJECTABLE; INJECTION
MEFOXIN IN DEXTROSE 57 IN PLASTIC CONTAINER

MS&D/MERCK EQ 20MG BASE/ML;50MG/MLN
EQ 40MG BASE/ML;50MG/MLN
CEFOXITIN SODIUM; SODIUM CHLORIDE (PAGE 3-33)

INJECTABLE; INJECTION

MEFOXIN IN SODIUM CHLORIDE 0.9%Z IN PLASTIC CONTAINER

MS&D/MERCK EQ 20M6 BASE/ML;9MG/MLX

EQ 40MG BASE/ML;9MG/MLx

CEFTAZIDIME (PAGE 3-33)
INJECTABLE; INJECTION

FORTAZ
GLAX0 500M6/VIALKN
16M/VIALR
26M/VIALR
6/ VIALR
CEFTIZOXIME SODIUM; DEXTROSE (PAGE 3-33)

INJECTABLE; INJECTION
CEFIZOX IN DEXTROSE 5Z IN PLASTIC CONTAINER
SK&F LABORATORIES EQ 20MG BASE/ML;50M6/MLR
EQ 40MG BASE/ML;50M6/MLN

N 50596
N 50596

N 50517

N 50581
N 50581

N 50581
N 50581

N 50578
N 50578
N 50578
N 50578

N 50589
N 50589
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05868 N
96988 N
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60,98 N
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§909¢ N
£1888 N
218688 N
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST '84 - JULY ‘85

CHYMOPAPAIN (PAGE 3-43)
INJECTABLE; INJECTION
CHYMODIACTIN .
SMITH LABORATORIES 4,000 UNITS/VIALM
CISPLATIN (PAGE 3-44)

INJECTABLE; INJECTION

/RLAYINGYL/

TOL'S ; [
[BRISTOL LABS B Y % d%xi/‘ o/
PLATINOL-AQ

BRISTOL LABS/B-M 0.5M6/ML

CLEMASTINE FUMARATE (PAGE 3-44)

SYRUP; ORAL
TAVIST
DORSEY LABS/SANDOZ EQ 0.5MG BASE/5MLKX

CLOMIPHENE CITRATE (PAGE 3-45)
TABLET: ORAL

(8! SRR o PR Cpracy
HERRELL DOW/DON CHEM 50MG

N CLOMIPHENE CITRAT

nw SIRRTERITARARY /3008

AB SoM6

PLANTEX/IKAPHARM

CLONIDINE (PAGE 3-45)

FILM, CONTROLLED RELEASE; PERCUTANEOUS
CATAPRES-TTS-1
BOEHRINGER INGELHEIM 2.5M6x
CATAPRES-TTS-2
BOEHRINGER INGELHEIM 5MEx
CATAPRES-TTS-3
BOEHRINGER INGELHEIH 7.5MGn

CLOTRIMAZOLE (PAGE 3-45)
TABLET; VAGINAL

CEL |
MILES PHARMS/MILES 500MGx

Google

N 18663

7
s

18057

%"&

N 18675

INA813L/

N 16131
INAB361/

N 18361

N 18891
N 18891
N 18891

N 19069

!.'.Y.LQEMID.E (PAGE 3"'6)

SYRUP; ORAL
PHENERGAN VC N/ CODEINE
AA NYETH LABS/AMHO
PROMETH _VC N/ CODEYNE

1OMG/SML;EME/BML36,25MC/5ML N 08304

AA NATL PHARM MFG/BARRE 10MG/5ML;SMG/5ML;6.25ME/5MLE N 88764

PROMETHAZINE VC W/ CODEINE
AA BAY' LABORATORIES

JOMG/5HL ; 5ME/5ML 6. 25M6/5MLX N 88896

INE _PHOSPHATE; E R (PAGE 3-46)
SYRUP; ORAL

PHENERGAN i/ CODETNE
AA WYETH LABS/AMHO
PROMETH W/ CCDEINE

AZINE CoD
AA BAY LABORATORIES
EINE PHOSPHATE; PS|
HYDROCHLORIDE (PAGE 3-46)

SYRUP; ORAL
ACTIFED W/ CONETINE

10M6/5ML 36 . 25M6/5ML
AA NATL PHARM MFG/BARRE 10MG/SML;6.25MG/5MLM
10M6/5ML 36 . 25M6/5MLX

N 08306
N 88763
N 88875

AA BURROUGHS WELLCOME  ]1OMG/5ML;30M6/5ML;1.25M6/5ML N 12575

PSEUDODINE C
AA BAY LABORATORIES
JRIACIN-C

10ME/5ML ; 30M6/5ML ;1. 25M6/5HLR N 88833

AA NATL PHARM MFG/BARRE LOMG/SML;30MG/SML;1,25MG/5HLX N 88704

NE; PR ID (PAGE 3-47)
TABLET; ORAL

PROBENECID AND COLCHICINE
Bp DRUMMER/PHOENIX 0.5M6;500M6

PROBENECID W/ COLCHICINE
18P] [OROER/PHOENIYS /4. 8neioddne/
CORTICOTROPIN (PAGE 3-47)

INJECTABLE; INJECTION
CORTICOTROPIN
AR CARTER-GLOGAU LABS 40 UNITS/VIALX

CORTISONE ACETATE (PAGE 3-47)

TABLET; ORAL
CORTISONE ACETATE
BP @ VITARINE/PHOENIX 25M6

N 86130
IN88138/

N 88772

N 80333
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M

HYDROCHLORIDE (PAGE 3-66)

INJECTABLE; INJECTION
EMBOLEX

DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT

SANDOZ PHARMS/SANDOZ 0.5MG/0.5ML32,500 UNITS/0.5ML;

5.33MG/0.5MLn

N
0.5M6/0.7ML;5,000 UNITS/0.7ML;

7.46MG/0.7MLX

DIPHENHYDRAMINE HYDROCHLORIDE (PAGE 3-67)

CAPSULE; ORAL

A
AA SUPERPHARM 25MG
AA 50M6n
ELIXIR; ORAL
DIPHENHYDRAMINE HCL
AA NASKA PHARMACAL 12.5M6/5MLM
DISOPYRAMIDE PHOSPHATE (PAGE 3-68)
CAPSULE; ORAL
DISOPYRAMIDE PHOSFHATE
AB BIOCRAFT LABS EQ _100MG_BASEX
AB EQ_150MG BASEX
AB DANBURY PHARMACAL EQ 100MG BASEX
AB EQ 150MG BASEXN
AB MYLAN PHARMS EQ 100MG BASEX
AB EQ_150M6 BASEX
RORPACE
AB SEARLE PHARMS EQ 100MG BASE
AB EQ 150M6 BASE
DISULFIRAM (PAGE 3-68)
TABLET; ORAL
DISULFIRAM
BX PAR PHARMACEUTICAL 250MGX
BX 500MGx

DIVALPROEX SODIUM (PAGE 3-69)

TABLET, ENTERIC COATED; ORAL
DEPAKOTE

ABBOTT LABORATORIES EQ 125MG BASEN

Google

ZZT ZZZZZZ

18885

89040
89041

88680

70101
70102
70173
70174
70138
70139

17647
17447

88792
88793

18723

>_ADD >
>_ADD >

NUMBER 11 / AUBUST '84 - JULY '85

DOPAMINE HYDROCHLORIDE (PAGE 3-69)

kRRkk

INJECTABLE; INJECTION

DOPAMINE HOL
INVENEX LABS/LIFE  4OMG/MLM
S0M6/MLX

LYPHOMED SOMG/MLX
8OMG/MLM

DOXORUBICIN HYDROCHLORIDE (PAGE 3-69)

INJECTABLE; INJECTION
ADRIAMYCIN

FARMITALIA CARLO ERB 20MG/VIALX

DOXYCYCLINE HYCLATE (PAGE 3-70)

EEEEEEEE & &

BE 5

CAPSULE; ORAL

DORYX

FAULDING EQ 100MS BASEM
DOXY-LEMMON

LEMMON EQ 50MG BASEX
DOXYCYCLYNE HYCLATE

HALSEY DRUG EQ_50MG_BASEN

EQ_100MG BASEM
EQ 50MG BASEX
EQ 50MG_BASEX
EQ 100M6 BASEX
EQ 50M6 BASEN
EQ 50MG BASEMX
EQ 100ME BASEX

PAR PHARMACEUTICAL
SUPERPHARM

NEST-WARD
ZENITH LABORATORIES

TABLET; ORAL

DOXY=LEMHMON

LEMMON EQ 100M6 BASEM
DOXYCYCLIHE HYCLATE

SUPERPHARM EQ _100MG BASEX

ZENITH LABORATORIES EQ 100MG BASEM

DOXYLAMINE SUCCINATE (PAGE 3-70)

TABLET; ORAL

A MERRELL DOW/DOW CHEM 25MG
DOXYLAMINE SUCCTIMATE
AA QUANTUM PHARMICS 25UEn
DRONABINOL (PAGE 3-70)
CAPSULE; ORAL
MARINOL
UNIMED 2.5M6u
5MEN
10M6K

13

z ZZZITZZZTZZ ZT Z

70012
70013
70058
70059

50467

50582
62497

62119
62119
62434
62469
62469
6239
62500
62500

62581

62494
62505

06412
88603

18651
18651
18651
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST '84 - JULY '85

ETHINYL ESTRADIOL; NORETHINDRONE ACETATE (PAGE 3-79)

TABLET; ORAL-21

JESESTRIN 'L 5736/

LOESTRIN 21 1.5/30

ETHYNODIOL DIACETAVE; MESTRANOL (PAGE 3-80)

TABLET; ORAL-20
OVULEN
>_ADD > 9 SEARLE/SEARLE PHARMS 1MG;0.1MS

ETIDRONATE DISODIUM (PAGE 3-81)
TABLET; ORAL

DIDRONEL
NORNICH EATON/PLS 400MER

* EENTANYL CITRATE (PAGE 3-81)
INJECTABLE; INJECTION
A

EENTANYL CITRATE
AP ABBOTT LABORATORIES EQ 0,056 BASE/MLN

ELUNISOLIDE (PAGE 3-82)

AEROSOL; INHALATION
BRONALIDE

SYNTEX LABS/SYNTEX  0.025MG/INHX

ELUOCINOLONE ACETONIDE (PAGE 3-82)

CREAM; TOPICAL
FLUOCTHOLONE ACETONIDE

AT  BAY LABORATORIES  0.01/n
AT 0.025/%
AT PHARMAFAIR 0.01%n
AT 0.025/m
U0
HERBERT LABS/ALLERGN 0.
@ WIS, 0N IR3ES

OINTMENT; TOPICAL
UOCINOLONE A
AT BAY LABORATORIES 0.0257%

A R A
SOLUTION; TOPICAL

Jat) EIRRION LAssRAtoR e/ 18 812

Google

N 16029

N 17831

N 19115

N 18340

N 88757

N 88756
N 88499

N 88506
s
N 88742

N 87157
IN'88433/

IN88432/

ELUOROMETHOLONE (PAGE 3-83)
SUSPENSION/DROPS; OPHTHALMIC

FML
ALLERGAN PHARMS 0.17%

ELUOROURACIL (PAGE 3-83)
INJECTABLE; INJECTION

FLUGROURACTL,
AP SOLOPAK LABORATORIES SOMG/MLM
AP 20M6/MLx

ELUPHENAZINE HYDROCHLORIDE (PAGE 3-84)
TABLET; ORAL

PERMITIL
BP @ SCHERING 2.5M6

ELUPREDNISOLONE (PAGE 3-84)

TABLET; ORAL
ALPHADROL
9 UPJOHN 1.5M6

N 16851

N 88766
N 88767

N 12034

N 12259

B _HORMONE/ (PAGE 3-85)

/Pﬂ%
/SERSNG, J-MS/ 178, 007 K03 75. 10/ A8/ IN17648/
FUROSEMIDE (PAGE 3-86)
TABLET; ORAL
FUROSEMIDE
AB CORD LABORATORIES  SOMGN N 18569
AB LEDERLE LABS/AM CYAN 80MGR N 18415
AB PARKE-DAVIS/N-L 8onex N 18419
AB HOECHST-ROUSSEL 80M6 N 16273
GENTAMICIN SULFATE (PAGE 3-86)
INJECTABLE; INJECTION
GENTAMICIN SULFATE
AP SOLOPAK LABORATORIES EQ 10MG BASE/MLX N 62507
£ 40MG BASE/MLX N 62507
OINTMENT; TOPICAL
GENTAMICIN SULFATE
AT E FOUGERA/BYK-GLON EQ IMG BASE/GMM N 62533
AT PHARMADERM/BYK-GLDN EQ 1MG BASE/GMM N 62534
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HEXACHLOROPHENE (PAGE 3-94)
EMULSION; TOPICAL

JURGEX
AT XTTRIUM LABS 3un N 19055
HOMATROPINE METHYLBROMIDE; HYDROCODONE BIVARTRATE (PAGE 3-95)
SYRUP; ORAL
/ivdRéédddn
HYDROCODONE COMPOUND
HYDROPANE
AA HALSEY DRUG 1.5MG/5ML ; 5ME6/5MLX N 88066
TABLET; ORAL
~ HYCODAN
>_ADD > AA DUPONT PHARMS/DUPONT 1.5MG;5MG N 05213
>_ADD > TUSSTEON
>_ADD > AA DANIELS PHARM 1.5M6;5Mex N 88508
HYDRALAZINE HYDROCHLORIDE (PAGE 3-95)
TABLET; ORAL
RALA
AA AMIDE PHARMACEUTICAL 25M6M N 88560
AA 50MGx N 88649
A ASCOT HOSP PHARMS  25MGX N 88310
A 50MEX N 88311
AA BARR LABORATORIES  1OMGM N 88728
AA 100MGM N 88729
AA CAMALL 10MGH N 88846
AA 25HEN N 88847
AA 50M6N N 88848
AA Jlooven N 88849
AA 9 DRUMMER/PHOENIX 25M6 N 86088
AA SUPERPHARN 10MGx N 88787
AA 25MGx N 88788
AA 5oMEN N 88789
HYDROCHLOROTHIAZIDE (PAGE 3-96)
TABLET; ORAL
HYDROCHLOROTHTAZIDE _
AB LEMION 25Men N 88926
AB SOMGN N 88923
AB SUPERPHARM 25H6n N 88827
AB 50MEX N 88828
AB 100MGx N 88829

Google

>_ADD >
> ADD >
> ADQ >
>_ADD >
>_ADD >
>_ADD >
>_ADD >

HYDROCHLOROTHIAZIDE; METOPROLOL TARTRATE (PAGE 3-98)

TABLET; ORAL
LOPRESSOR HCT 100/25

GEIGY/CIBA-GEIGY 25MG;100MGN N 18303
LOPRESSOR HCT 100/50 ‘
GEIGY/CIBA-GEIGY 50M6; 100MGx N 18303
LOPRESSOR HCT 50/25
GEIGY/CIBA-GEIGY 25MG; 50MGN N 18303
HYDROCHLOROTHIAZIDE; PROPRANOLOL HYDROCHLORIDE (PAGE 3-98)

CAPSULE, CONTROLLED RELEASE; ORAL

INDERIDE LA 120/50
AYERST LABS/AMHO 50MG;120M6R N 19059
INDERIDE LA 160/50
AYERST LABS/AMHO 50MG;160MGX N 19059
INDERIDE LA 80/50
AYERST LABS/AMHO 50MG ; 80MGN N 19059
i
TRIERST. LABS A0/ 280834008/ 18631/
1250858008/ ;%15.631/
INDERIDE-40/25
AYERST LABS/AMHO 25M6;40M6 N 18031
INDERIDE-80/25
AYERST LABS/AHMO 25MG; 80MG N 18031
HYDROCHLOROTHIAZIDE; RESERPINE (PAGE 3-98)
TABLET. ORAL

OCHLOROTHIAZIDE W/ RESER

g f . 4
R il e
RESERPINE AND HYDROCHLOROTHIAZIDE
BP BARR LABORATORIES 25M650.125M6 N 84580
BP 50M6;0.125M6 N 84579
HYDROCHLOROTHIZIDE; SPIRONOLACTONE (PAGE 3-98)
TABLET; ORAL
S LACTONE + LORO
AB ASCOT HOSP PHARMS 25165 25MGn N 88025
SPIRONOLACTONE W/ HYDROCHLOROTHIAZIDE ’
AB 9 PUREPAC/KALIPHARMA  25M6;25M6 N 88054
HYDROCHLOROTHIAZIDE; TIMOLOL MALEATE (PAGE 3-98)
TABLET; ORAL
/1IP0rIBE/

TIMOLIDE 10-25



05988 N x3H03  IVIILNIIVHAVHA dvd 14

825688 N x5{0S S3ATVOLYHOEVY VIST13IHD av
304
22058 N suos ] VY0 1an4vl
22058 N §7
L20£9 N SITVOLYNOGYT 4NS (90T-£ 39vd) JAIZVIRLIWNTIONAAH
/f-'mfl-’ /d ‘
J / /s;xmymgm% L5998 N ZTEZT SWHVHA NOT¥NNvVITa3ITY
Wv041d3
00258 N XINIOHd/¥3KUNNG € IVYIIdOL $10S03V
ToH aNIRVAdINT
IV¥0 ¢131GVL " (£0T-£ 39Vvd)
(£0T-€ 39Vd) JATHOTHIONAAH INIAVEJINT ) ‘
148998 2N/ T2X /5y, A p ﬁg;ﬁ i)
6600 N #5009 & T0YSYdeL, $Iosouay/
88002 N 5009 v
£800Z N #SH00Y 1VIILNIIVHANVHA §1008 av (201-€ 39vd) IIVIAIV INOSILU0J0JAAH
9550Z N 51009 1VIILNIIVIRAIVHY $1009 av
0900Z N xSH009 : GV <0GV < 12629 N wTH7SIINN 000°0T <"aav <
6L00L N n5ii00% S3TNOLVNOGYY diva @v < aav < ¢TH735vVa 9WG & B3:7ZT NOWMI1 IV <OV <
N3ioddnal T305010 <aav <
Ivdo ¢i318VL JI10 ¢NOISNIdSNS
(90T-€ 39vd) NIF08dnar (10T-€ 39vd)
T T ]
£1299 N #TOA Ge 63 NOWMAT av
n&21 WVa-XH v£9L8 N S3INOLYH0EYT HONOL
IVH0 £3InSdVI 19588, W/ mws#mvm X!H% /97/
(901-£ 39vd) JIVOWVd 3INLIZAXOYAAH ONIGNNOdHOD X¥ ¥04 ¢¥3amMod
9,908 N [E8T9/ wanouv-danounitwaaa /Iy/
96288 N 3105 av )
56288 N w553 & IVIIdOL ¢IN3WINIO
56288 N nSioT HYVHJY3dNS o
22188 N »5H0% 1 2L508 N [&/ uamuv-uaaowmuau 1/
12188 N nS|Ge av
02188 N 10T  VIIVHAITVI/aVdIdnd -1 66489 N ws e 'lV:WHWHd sauvm v
VN0 ¢131GvL 'IV_:)IdO.l HYF T
(S0T-€ 39vd) JATUOTHIOUAAH 3INIZAXOJAAR (66-¢ 39vd) INGSTIEOIOUAAH
25688 N ROHG2T 0¢9H0S SITUOLVNOGYT HLIN3Z dg 62T6T N OUSL ¢ SU0S SHAVHA NVIAM
30IZVIHLINNTI0NAAH OGNV INId¥3IS3IY 30I2XVH
V0 1318Vl Tvd0 f1314vL
(Y01~ 39vd) INTJEISIT FIUIZVIHLIANTIONAAH (86-¢ 39vd) INIAILNVIAL IALIZVIHLOE0 \HOOJAH
8t 68, AINC - 98, 1SNSNY / TT J3ISUNN INIWITdANS FATLVINKND / 1SIT 12000dd SNAa

Google



>_ADD >

>_ADD >
>_ADD >
>_ADD >
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INDOMETHACIN (PAGE 3-108)

CAPSULE; ORAL
AB PAR PHARMACEUTICAL  25MHGu
AB 2onen
AB PARKE-DAVIS/N-L 25HEx
AB Eldac
AB ROXANE LABORATORIES 25MGM
AB Somex

SUPPOSITORY; RECTAL
INDOCIN
MS&D RES LABS/MERCK 50MGM

JNDOMETHACIN SODIUM TRIHYDRATE (PAGE 3-108)

INJECTABLE; INJECTION
INDOCIN I.V.

MS&D/MERCK EQ 1M6 BASE/VIALR

JODOHIPPURATE SODIUM, I-123 (PAGE 3-109)

INJECTABLE; INJECTION
NEPHROF LON

MEDI-PHYSICS IMCI/MLR

JOPANQIC ACID (PAGE 3-109)
TABLET; ORAL

TELEPAGUE
JRINTHROP, LABS/STERL/ /58818/

WINTHROP-BREON/STERL 500MG

JOXAGLATE MEGLUMINE; JOXAGLATE SODIUM (PAGE 3-109)
INJECTABLE; INJECTION
HEXABRIX
MALLINCKRODT 39.3%;19.62n-

ISQETHARINE MESYLATE (PAGE 3-110)
AEROSOI.. mmuuou

/ﬁ#ﬁdﬂ LAH#/S#RLIM/M.SI//

BN BREON LABS/STERLING 0.34MG/I
ISOETHARINE MESYLATE

BN  NATL PHARM MFG/BARRE 0.3GMG/INHX -

Google

19
KANAMYCIN SULFATE (PAGE 3-112)
INJECTABLE; INJECTION
NAMYCIN SULF
N 18829 AP CARTER-GLOGAU LABS EQ 16M BASE/3MLX
N 18829 KANTREX
N 18806 AP BRISTOL LABS/B-M EQ 75M6 BASE/2MLNM
N 18806 AP £9Q 50016 BASE/2MLR
N 70353 AP EQ _16M BASE/3MLN
N 70354
LABETALOL HYDROCHLORIDE (PAGE 3-113)
N 17814 INJECTABLE; INJECTION
NORMODYNE ‘
SCHERING 5M6/MLK
TABLET; ORAL
AB SCHERING 200M6%
N 18878 AB S90MEn
AB 400HGR
JRANDATE
AB SLAX0 200M6n
AB 300MGH
AB 4oonen
100M6X
N 18289
LEUPROLIDE ACETATE (PAGE 3-113)
INJECTABLE; INJECTION
LUPRON
, TAP PHARMACEUTICALS 1MG/0.2MLN
IN'88832/
N 08032
LEVONORDEFRIN; MEPIVACAINE HYDROCHLORIDE (PAGE 3-114)
INJECTABLE; INJECTION
SCANDONEST L
AP DEPROCO 9. 05M6/ML 3 7%
N 18905 ‘
LEVOTHYROXINE SODIUM; LIOTHYRONINE SODIUM (PAGE 3-114)
TABLET; ORAL
THYROLAR-5
9 ARMOUR PHARM 0.25M6;0.065M6
IN'1233%/
N 12339 LIDOCAINE (PAGE 3-114)
N 87858 AEROSOL; ORAL

XYLOCAINE

ASTRA PHARM PRODS 107xn

N 62520

N 62564
N 62564
N 62564

N 18686

18687
18687
18687

18716
18716
18716
18716

ZZTZTZT ZTZZ

N 19010

N 88388

N 16807

N 1439
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MEPROBAMATE (PAGE 3-123) METOCLOPRAMIDE HYDROCHLORIDE (PAGE 3-132)
TABLET; ORAL TABLET; ORAL
>_ADD > CLOPRA
/ﬁ; W /ﬁ% /;{:##.4/ >_ADD > AB  GQUANTUM PHARMICS  EQ JOMG BASEN N 70294
/ / IN'86229/ >_apD > METOCLOPRAMTDE HOL
>_ADD > AB BIOCRAFT LABS EQ_]10M6 BASEX N 70184
>_ADD_> AB COLMED LABORATORIES EQ )OMG BASEX N 70339
METHICILLIN SODIUM (PAGE 3-127) . RESLAN
>_ADD > AB  AH ROBINS EQ_10MG BASE N 17854
II/CJEQTABLE: INJECTION
Ll
/48, %%%msmmw IN 81493/ METRONIDAZOLE (PAGE 3-133)
/ / [N 61493/ '
/ ; K %%ﬁ% INJECTABLE; INJECTION
TEQ 961 'BASE/VIAL/ IN'81433/ AP INTL MEDICATION SYS 500MG/100MLX N 70004
AP LYPHOMED S00MG/100MLX N 70071
METRYL IV
METHOTREXATE SODIUM (PAGE 3-128) AP LEMMON 500MG/100MLX N 70042
INJECTABLE; INJECTION TABLET; ORAL
METRONIDAZOLE
BRISTOL LABS/B-M EQ 250M6 BASE/VIALX N 86358 AB HALSEY DRUS 250ME8 N 70021
- : AB PAR PHARMACEUTICAL  250MGM N 70040
AP BRISTOL CARIB/B-M/PR EQ 25MG BASE/MLM N 88760 AB 500M6x N 70039
AB SIDMAK LABORATORIES 250MGN N 70027
. AB 500M6X N 70033
METHYCLOTHIAZIDE (PAGE 3-129) AB SUPERPHARM 250M6X N 70008
AB 500M6H N 70009
TABLET; ORAL METRYL
METHYCLOTHIAZIDE AB LEMION 250M6x N 70035
AB CHELSEA LABORATORIES 2.5MGN N 88750 METRYL 500
AB stien N 88724 AB LEMMON 500M68 N 70044
AB COLMED LABORATORIES 5Mex N 88745 SATRIC
: AB SAVAGE LABS/ALTANA  250MGX N 70029
METHYLDOPA (PAGE 3-130)
MICONAZOLE NITRATE (PAGE 3-134)
TABLET; ORAL )
ALDOMEY . SUPPOSITORY; VAGINAL
AB MS&D/MERCK 125M6 N 13400 MONISTAT 3 .
METHYLDOPA - ORTHO PHARMACEUTICAL 200M6X N 18888
AB CHELSEA LABORATORIES ]125M6M N 70260
AB 250M6M N 70261
AB E00MGH N 70262 MOLINDONE HYDROCHLORIDE (PAGE 3-135)
AB MYLAN PHARMS 250MGx N 70075
AB 500MGX N 70076 CAPSULE; ORAL
MOBAN
@ DUPONT PHARMS/DUPONT 5MG N 17111
METHYLPREONISOLONE SODIUM SUCCINATE (PAGE 3-131) 9 10M6 N 17111
F] 25M6 N 17111
INJECTABLE; INJECTION
UPJOHN EQ 26M BASE/VIALM N 11856

Google
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PHENDIMETRAZINE TARTRATE (PAGE 3-149)

OXYPHENBUTAZONE (PAGE 3-143)
TABLET; ORAL

OXYPHEWNBUTAZONE
AB BOLAR PHARMACEUTICAL 100MGH
> _ADD > AB 3 GEIGY/CIBA-GEIGY 100M

/YITERBY 'fﬁ 183 BIRR/

(PAGE 3-148)
INJECTABLE; INJECTION
PENTAM 300
LYPHOMED 300MG/VIALR

BENTETATE CALCIUM TRISODIUM, YB-169 (PAGE 3-148)
INJECTABLE; INJECTION

Y(TERBIUM YB 169 DTPA
MEDICAL PRODUCTS/3M 2MCI/ML

BENTOBARBITAL SODIUM (PAGE 3-149)
CAPSULE; ORAL
RB
AA 3 VITARINE/PHOENIX 100M6
TABLET; ORAL

PENTOBARBITAL SOOIUM
AA 9 VITARINE/PHOENIX 100M6

PENTOXIFYLLINE (PAGE 3-149)
TABLET, CONTROLLED RELEASE; ORAL
TRENTAL
HOECHST-ROUSSEL 400MGX
PHENDIMETRAZINE TARTRATE (PAGE 3-149)
CAPSULE; ORAL
PHENDIMETRAZINE TARTRATE
AA 9 DRUMMER/PHOENIX 35M6
A9 3516
AA 3 3516
AA B 35

Google

N 88399
N 12542

IN17518/

N 19264

N 17518

N 83284

N 83285

N 18631

N 86403
N 86408
N 86410
N 87424

AA
AA
AA

(4144

CAPSULE; ORAL

PHENDIMETRAZINE VARTRATE
@ VITARINE/PHOENIX 3516

9 3546

] . asue
TABLET; ORAL

PHENDIMETRAZINE TARTRATE

2 DRUMMER/PHOENIX 35M6

@ VITARINE/PHOENIX 3546

? 3546

PHENTERMINE HYDROCHLORIDE (PAGE 3-151)

CAPSULE; ORAL

ERMINE
A CHELSEA LABORATORIES 30MEM
AA 9 DRUMMER/PHOENIX 30M6
AN 3 306
AA PHARM BASICS 3oMex
TABLET; ORAL
PHENTERMINE HOL
AA 3 DRUMMER/PHOENIX ane
AA 2 aue
>_ADD > AA PHARM BASICS 37.5M6n
>_ADD > AA 37.5M6x
E .
(PAGE 3-153)
SYRUP; ORAL
PHENERGAN VO
AA WYETH LABS/AMHO SME/5ML36 . 25MG/5ML
ETH Ve P
A NATL PHARM MFG/BARRE SMG/SML;6.25MG/5HLX
PROMETHAZING VO _PLATH
AA BAY LABORATORIES SM6/5ML 36 . 25ME/5MLK
PHENYTOIN SODIUM (PAGE 3-153)
INJECTABLE; INJECTION
PHENYTOIN SODIUM
AP INVENEX LABS/LIFE  50MG/MLX
AP SOLOPAK LABORATORIES 50MG/MLX
AP 50M6/MLx
AP soMe/MLx

23

N 85634
N 85645
N 85670

N 86106
N 85519
N 86005

N 86740
N 87202
N 87235
N 88797

N 86453
N 86456
N 88910
N 88917

N 08604

N 88761
N 88897

N 89003
N 88519
N 88520
N 88521
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DRUE PRODUCT LIST / CUMULATIVE SUPPLEMENT NURMBER 11 / AUGUST °'84 - JULY '85

PROCAINAMIDE HYDROCHLORIDE (PAGE 3-163)

TABLET, CONTROLLED RELEASE; ORAL

Al
AB BOLAR PHARMACEUTICAL 250MGX
AB 500HGH
AB

750MGx
>_ADD > AB COPLEY PHARM 500MGN

250M6
500M6

7%;5/ PARKE-DAVIS/W-L /ﬁﬁp‘g/

4

PROCHLORPERAZINE EDISYLATE (PAGE 3-164)
CONCENTRATE; ORAL
OCHLORPERAZINE ED E
AA BAY LABORATORIES EQ_10M6 BASE/MLM
SYRUP; ORAL
HLORPERAZINE LAY

AA BAY LABORATORIES

PROCHLORPERAZINE MALEATE (PAGE 3-164)

CAPSULE, CONTROLLED RELEASE; ORAL
COMPAZINE
@ SK&F LABORATORIES EQ 75M6 BASE

PROMETHAZINE HYDROCHLORIDE (PAGE 3-165)
SYRUP; ORAL
/8éyviEtidZhig/
PROMETHAZINE PLATN
PROPOXYPHENE _HYDROCHLORIDE (PAGE 3-167)
CAPSULE; ORAL
L) E
AA LEMMON 65MGn
PROPRANOLOL _HYDROCHLORIDE (PAGE 3-168)
TABLET; ORAL
ZNDERAL
>_ADD > AB AYERST LABS/AHMO 10M6
>_ADD > AB 20M6
>_ADD > AB 40MG
>_ADD_> AB 8oMs

Google

M6 _BASE ]

N 88533
N 88534
N 88535
N 88974

N 86468
N 86065
N 87510

/N 86865/

N 88489

N 88598

N 88597

N 11000

N 88615

N 16418
N 16418
N 16418
N 166418

EROPRANOLOL_HYDROCHLORIDE (PAGE 3-168)

TABLET; ORAL
>_ADD > PROPRANOLOL HCL

>_ADD > AB CHELSEA LABORATORIES 10MEX
>_ADD > AB 20m6x
>_ADD > AB 4qonen
>_ADD > AB 80MEN
>_ADD > AB LEDERLE LABS/AM CYAN 10MGX
>_ADD > AB 20n6n
>_ADD > AB 4omex
>_ADD > AB gotexn

PROTAMINE SULFATE (PAGE 3-168)

INJECTABLE; INJECTION
PROTAMINE SULFATE

UPJOHN 250M6/VIALX
I OLYSATE (PAGE 3-168)
INJECTABLE; INJECTION
AMINOSOL 5%

ABBOTT LABORATORIES 57

UDOEPHEDRINE HYDR 3 OLIDI|

(PAGE 3-169)

SYRUP; ORAL

JRILITRON
NEWTRON PHARMS

[HRAPRBLIBINE HEE. AN, #ﬁaﬁﬁ’%

188/ " IPHARNAF ALR/

TABLET; ORAL
ALLERFED

/308d/80L;

AA PRIVATE FORMULATIONS GOMG;2.5MGN
CORPHED

AA CORD LABORATORIES  60MG;2.5MEM
TRILITRON

AA NEWTRON PHARMS 60MG;2 . 5MEN
TRIPROLIDIN EUDOEPHEDRIN

AR SUPERPHARM 60MG;2 . 5MGN

AA

ZENITH LABORATORIES 6OMG;2.5MEN

SQUINIDINE GLUCONATE (PAGE 3-170)

TABLET, CONTROLLED RELEASE; ORAL

QUINIDINE GLUCONATE
AB ASCOT HOSP PHARMS  324MGX

25

70140
70141
70142
701644
70125
70126
70127
70128

ZZTZZTZTZZZ

N 07413

N 05932

N 88474

INEgsdt/

N 88860
N 88602
N 88515

N 88578
N 85273

N 88582
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SOOTUM NITROPRUSSIDE (PAGE 3-178)
INJECTABLE; INJECTION

AP LYPHOMED BOMG/VIALX N 70031
SODIUM POLYSTYRENE SULFONATE (PAGE 3-179)
POWDER; ORAL, RECTAL
KAYEXALATE
AA BREON LABS/STERLING 453.66M/BOT N 11287

SODIUM POLYSTYRENE SULFONATE
AA BAY LABORATORIES 453 . 66M/BOTH N 88786

SUSPENSION; ORAL, RECTAL
POLYSTYRENE FONATE

AA BAY LABORATORIES 156M1/60MLN N 88717
SOYBEAN OIL (PAGE 3-180)
INJECTABLE; INJECTION
LIPOSYN XIT 107
AP ABBOTT LABORATORIES 10/m N 18969
207
AP ABBOTT LABORATORIES 207 N 18970

PIRONOLA (PAGE 3-180)
TABLET; ORAL

SPIRONOLACTONE
AB 9 PUREPAC/KALIPHARMA  25MG N 88053
SUCCINYLCHOLINE CHLORIDE (PAGE 3-181)

INJECTABLE 3 INJECTION

AP 3 BURROUGHS WELLCOME SoMe/ML N 08453
/ SUCCYNYLCHOLYINE CHLOR Fyry /N 'ﬁﬁz‘;’
1y TR R e }my TN asEsy
SULFABENZAMIDE; SULFACETAMIDE; SULFATHIAZOLE (PAGE 3-181)
TABLET; VAGINAL
SULTRIN
ORTHO PHARMACEUTICAL 184MG;1643.75M6;172.546 N 05794
JRIPLE SULFA

AT E FOUGERA/ALTANA 184M6;143. 75M6;172 . SHGK N 88463
AT PHARMADERM/ALTANA  184MG;143.75M63172. SHEN N 88462

Google

SULFACETAMIDE SOQDIUM (PASE 3-181)
SOLUTION/DROPS; OPHTHALMIC
LEACETA
PHARMAFAIR /ﬁ/ N 88947
/ IPRARNAFAXR/ IN'87943/
SULFAIR 10
AT PHARMAFAIR lo7m N 87949
SULFAMETHOXAZOLE (PAGE 3-182)
TABLET; ORAL
/4¢8/ : /868dve/ IN'86435/
AB HEATHER DRUG 500M6 N 86163
SULFAMETHOXAZOLE; TRIMETHOPRIM (PAGE 3-183)
TABLET; ORAL
COTRIM
AB LEMMON G00MG; 80MEN N 70034
COTRIM B.S.
AB LEMMON 800M6;160MEN N 70048
SULFAMETHOPRIM
AB PAR PHARMACEUTICAL  400MG;80MGX N 70022
SULFAMETHOFRIN-DS
AB PAR PHARMACEUTICAL 800MG;160MEX N 70032
SULFAMETHOXAZOLE & TRIMETHOPRIM
AB HEATHER DRUS 400MG ; 8OMEK N 18946
AB , 800M6;160MEK N 18946
FAM XAZOL| IMETHOFR
AB BARR LABORATORIES  400MG;80MEN N 70006
AB CHELSEA LABORATORIES 400MG;80MGR N 70002
AB B800MG;160MEH N 70000
SULFAMETHOXAZOLE AND TRIMETHOFRIM DOUBLE STRENGTH
AB BARR LABORATORIES 800MG ;160MGH N 70007
SULFATRIM-DS
AB SUPERPHARM 800MG:160MER N 70066
SULFATRIN-SS
SUPERPHARM G00M6;80MGN N 70065
a2 /ﬁmm;su ¢4 ‘7% ;
/48/ / tm £ d LARe sd##ﬁ/&d_& i 146t/ IN'78888/
144/ BRIES/$ddud  ddvidr/ IN'78882/
SULFISOXAZOLE (PAGE 3-184)
TABLET; ORAL
SULFYSOXAZOLE
BP 9 DRUMMER/PHOENIX 500M6 N 87332
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THEOPHYLLINE (PAGE 3-190) JHIORIDAZINE HYDROCHLORIDE (PAGE 3-192)
CAPSULE, CONTROLLED RELEASE; ORAL TABLET; ORAL
ELIXOPHYLLIN SR THIORYDAZINE HOL
BC  BERLEX/SCHERING 125M6u N 86826 AB BARR LABORATORIES  150MGN N 88737
BC 250MGK N 86826 AB 200MGN N 88738
SLO-BID AB BIOCRAFT LABS 1oMGx N 88493
BC  WILLIAM H RORER 50MGN N 88269 AB 100MG6N N 88456
BC 100MGX N 87892 AB CORD LABORATORIES  100MGM N 88135
BC 200MGN N 87893 AB DANBURY PHARMACAL  150MGN N 88869
BC 300MGx N 878% Al 200MGx N 88872
SLO-PHYLLIN AB ROXANE LABORATORIES 100MGX N 89048
BC  WILLIAM H RORER 125M6 N 85203 >_ADD > AB SUPERPHARM 10HGK N 89103
SOMOPHYLLIN-CRT >_ADD > AB 25MEN N 89104
BC  FISONS 50MGH N 87763 >_ADD > AB 5oMGK N 89105
BC 200MGN N 88382
BC 3poten N 88383
THEO-24 JOBRAMYCIN (PAGE 3-194)
BC  SEARLE/SEARLE PHARMS 200MG N 87943
BC 300M6 N 87944 SOLUTION/DROPS; OPHTHALMIC
THEOBID TOBREX
BC  GLAXO 26M6N N 85983 ALCON LABORATORIES  0.32x N 62535
THEOBID JR.
8C  GLAXO 130MGK N 87854
THEOCLEAR L.A.-130 JOCAINIDE HYDROCHLORIDE (PAGE 3-194)
BC  CENTRAL PHARMS 130M6 N 86569
THEOPHYL-SR TABLET; 'ORAL
BC  MCNEIL PHARM 125M6n N 86480 TONOCARD
BC 250MGR N 86471 MS&D/MERCK 400MGN N 18257
THEOPHYLLINE 600MGH N 18257
BC  CENTRAL PHARMS 125M6% N 88654
BC 250M6n N 88689
THEOVENT TOLAZAMIDE (PAGE 3-194)
BC  SCHERING 125M61 N 87010
BC 250M6M N 87910 TABLET; ORAL
TOLAZAMIDE
TABLET, CONTROLLED RELEASE; ORAL AB ZENITH LABORATORIES 100MGX N 1889%
THEOCHRON AB 250H6M N 18894
BC ~ FOREST LABORATORIES 100MGX N 88320 AB 500MEN N 1889
BC 200MGX N 88321 JOLINASE
AB UPJOHN 100M6 N 15500
BC ~ FOREST LABORATORIES 100MGH N 88503 AB 250m8 N 15500
BC 200M6x N 88504 AB 500M6 N 15500
AB 300Mex N 88505
JOLAZOLINE HYDROCHLORIDE (PAGE 3-194)
THIAMYLAL SODIUM (PAGE 3-191)
INJECTABLE; INJECTION
INJECTABLE; INJECTION PRISCOLINE
SURITAL CIBA/CIBA-GEIGY 25M6/ML N 06403
>_ADD > PARKE-DAVIS/W-L S6M/VIALN N 07600
TOLBUTAMIDE (PAGE 3-194)
TABLET; ORAL
JOLBUTAMIDE
AB PUREPAC/KALIPHARMA  500MGEN N 88950
AB SUPERPHARM 00MGN N 88893
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VERAPAMIL HYDROCHLORJIDE (PAGE 3-202)
TABLET; ORAL

AB SEARLE/SEARLE PHARMS 80MGX N 18817

AB 120M6% N 18817
ISOPTIN

AB KNOLL PHARMACEUTICAL 80MG6 N 18593

AB 120ME N 18593

VINCRISTINE SULFATE (PAGE 3-202)
INJECTABLE; INJECTION

R, LA/ 1418

' VA e

ELY LILLY IMG/ML N 14103

HARFARIN SODIUM (PAGE 3-203)
TABLET; ORAL

o> /Y TEPOT AR BOPONE/ 206/ sy
TRy it NG9
>_ADD > AB DUPONT PHARMS/DUPONT zt_ﬁ N 09218
>_ADD > AB N 09218
WARFARIN SODIUM
AB  COLMED LABORATORIES 2MEX N 88719
>_ADD > AB smen N 88721

HATER FOR INJECTION, STERILE (PAGE 3-204)
LIQUID; N/A

ERILE NAT
TRAVENOL LABS N 18632

ILE WATER IN
/L/ ;;’m YABS/ 3@ IN18632/

Google
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DESI PENDING LIST - 'EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST '84 - JULY '85

DIPYRIDAMOLE (PAGE AD4)
TABLET; ORAL

DIPYRIDAMOLE
DANBURY PHARMACAL 25MG N 88945
50M6 N 88800
75M6 N 87432
PHARM BASICS 50M6 N 88822
SIDMAK LABORATORIES 25MG N 88683
5016 N 88684
75M6 N 88685

/1sdsdridide ‘diNtTRATE/ (PAGE AD5)

(ALL PRODUCTS - SEE SPECIAL NOTE B.)

/3 Wm, R
Lo

JTABLEYS, SUBLE
s IR
/iigiﬂsg.{géb i%ﬁiéél /18%/ /N'E7545/

Rgﬁ?fﬁﬁuﬁﬁ ‘RELEASES. SRAL/
JFOREST. LABOHATORIES/ 12018/ IN88428/

ies)
SUAL/

[ [381s/ IN'87564/

‘z::c.z 'ﬂ.'U.

NITROGLYCERIN (PAGE AD7)
JEAPSOLE. CONYROLLED, ‘RELEASE S, ORAL/

(ALL PRODUCTS - SEE SPECIAL NOTE B.)

JIRBLEY . CONTRONLED. REXEASES. "ORAL/

(ALL PRODUCTS - SEE SPECIAL NOTE B.)

PENTAERYTHRITOL TETRANITRATE (PAGE AD8)

CAPSULE, CONTROLLED RELEASE; ORAL
PENTAERYTHRITOL TETRANITRATE

9 VITARINE/PHOENIX 806 N 86305
] 80MG N 87529
9 80M6 N 87531
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ADDENDUM D: DRUG PRICE COMPETITION AND PATENT TERM RESTORATION

On September 24, 1984, the President signed into law the Drug Price
Competition and Patent Term Restoration Act of 1984. The Act amends section
505 of the Federal Food, Drug and Cosmetic Act, authorizing the Agency to
accept abbreviated new drug applications for most uxm<mo=mﬂ< approved drug
products. This new legislation also provides for extending the term of a
patent which claims a product, use, or method of manufacture that was subject
to a regulatory review period in accordance with the Act.

The statute requires that FDA make publicly available a Tlist of approved drug
products containing the following information:

1) an alphabetical 1ist of all drugs by official and proprietary name
approved for safety and effectiveness, with monthly updates;

2) the application number and approval date for each drug product
approved from January 1, 1982; and

3) whether in vitro and/or in vivo bioequivalence studies are required
for ANDA approval.

The Approved Prescription Drug Products with Therapeutic Equivalence
Evaluations, 5th Edition, (APDP) and its monthTy suppTements wilTl be used to
satisfy this new requirement.

In addition, the APDP will identify drugs which qualify under the new statute
for periods of exclusivity (during which ANDAs and paper NDAs for those drugs
may not be submitted or made effective as identified below) and will provide
information on the current patent status of the listed drugs. Exclusivity
prevents the filing and/or muﬂxo<md of ANDAs or paper NDAs. It does not
prevent the filing or approval of a second full NDA. Applications qualifying
for periods of exclusivity are:

(1) A new drug application approved between January 1, 1982,
and September 24, 1984, for a drug product all active
ingredients (including any ester or salt of the active
ingredient) of which had never been approved in any other
application. Approval of an ANDA or paper NDA for the same
drug may not be made effective for a period of ten years
from the date of the approval of the original application.

Google
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The Act required approved new drug applications to be supplemented with the
required patent information by October 24, 1984. Patent information must now
be filed with all newly submitted drug applications, and no NDA may be
approved after September 24, 1984, without the pertinent patent information.
The patent numbers and the expiration dates of any appropriate product or use
patent on a marketed drug that is the subject of an approved NDA will be
published in the APDP. Patent information on unapproved applications or on
patents beyond the scope (i.e., process or manufacturing) of the Act will not
be published.

The following explains how the APDP implements this.

Antibiotics, Insulin and Biologicals

Title I of the Act has been interpreted by the Agency not to include products
approved under sections 506 or 507 of the Federal Food, Drug and Cosmetic Act
(antibiotic and insulin products). Because of this, (1) antibiotic and
insulin products are not considered eligible for exclusivity protection, (2)
holders of approved applications for insulin and antibiotic products need not
submit the patent information as required of NDA application holders, and (3)
Antibiotic Form 6 sponsors are not required to provide the patent
certification statement which must be included in ANDAs.

However, Title II, the patent term restoration portion of the Act,
specifically addresses antibiotic, non-antibiotic, and human biological
products (as those terms are used in the Federal Food, Drug and Cosmetic and
PubTlic Health Service Acts) in its provisions.

Bioavailability/Bioequivalence Requirements

The therapeutic equivalence evaluation codes in the APDP will enable firms to
determine whether in vitro and/or in vivo bioavailability/bioequivalence study
data must be included with their ANDA submissions.

Currently, drugs approved prior to 1962 fall into three major biopharmaceutic
classes: (1) those which pose an actual or potential bioequivalence problem,
and for which demonstration of bioequivalence through in vivo testing and
acceptable dissolution performance is necessary; (2) those which pose an
actual or potential bioequivalence problem but for which an in vivo study may
be waived if acceptable dissolution performance is demonstrated (the Tist of
such awcﬂm is provided under TABLE I); and (3) those which pose no actual or
potential bioequivalence problem and for which the only biopharmaceutic
requirement is demonstration of acceptable dissolution for solid oral dosage
forms.

A1l firms submitting an abbreviated new drug application for a single source
drug product or a drug product which was first approved after 1962 will be
required to demonstrate in vivo bioequivalence or else submit information
sufficient to permit the Agency to waive demonstration of in vivo
bioequivalence. Manufacturers of drug wsoacoam formulated in dosage forms
which do not present bioequivalence problems, such as an intravenous solution,
may request that the in vivo bioequivalence requirement be waived.

A-3
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NDA's Approved by the Office of Biological Research and Review Not Previously

A1l products accepted and approved under Section 505 of the Act as NDAs by the
Office of Biological Research and Review (OBRR) will now be published in the
APDP (see TABLE III). The application holder should have submitted relevant
patent and exclusivity information as for other NDA drug products. These
products will be Tisted drugs and ANDA applications may be submitted for
marketing of drugs from this group. Appropriate patent numbers, exclusivity
information, and expiration dates are also included.

Patent and Exclusivity Information

It was originally planned that TABLE IV of Cumulative Supplement 2 to the APDP
would contain patent and exclusivity information. Because some firms
submitted patent information in excess of that covered by the statute, FDA has
reviewed all of the patent information to assure that only appropriate patents
are listed. The mw«msﬁm that FDA regards as covered by the statutory
provisions for submission of patent information are those that claim the
active ingredient or ingredients or the drug product (excluding process
patents), or use patents for a particular indication or method of using the
product. The Agency has concluded that formulation/composition patents should
be added to the List.

A patent that claims a drug (as contrasted with one that claims a use) must
refer to an approved drug product. To ensure that only appropriate patents
are published, the Agency has an obligation to carefully screen the patent
information that is submitted by the NDA holder. Therefore the Agency is
asking all holders of approved applications and applicants with pending
applications, whether or not they previously submitted information on
composition or formulation patents, to submit such information with the
following certification: "The undersigned certifies that the drug or
formulation or composition of such drug claimed by the following patents is
currently approved under section 505 of the Federal Food, Drug and Cosmetic
Act." The certification must be signed by the patent holder or by the person
responsible for the NDA submission. The Agency intends to publish this
additional patent information in its next supplement to the List after the
information with the above described certification is received. The Agency
will continue its policy of not publishing process or chemical intermediate
patents.

The Agency is required by the law to publish all use patents, even if the use
has not been approved by the Agency. Therefore, the publication of a use
patent in TABLE IV in no way confers Agency approval on or implies that the
indication has been approved. TABLE IV contains patent numbers and expiration
dates and, for drug products approved after 1981, the date of approval and
application number as required by the Act.
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DUE TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMNS OF TABLES I-1V THE
FOLLOWING ABBREVIATIONS HAVE BEEN DEVELOPED. PLEASE REFER BACK TO THIS PAGE
FOR AN EXPLANATION OF THE EXCLUSIVITY ABBREVIATIONS FOUND IN THE TABLES.

ABBREVIATIONS

NC NEW COMBINATION

NCE NEW CHEMICAL ENTITY

NDF NEW DOSAGE FORM

NE NEW ESTER OR SALT OF AN ACTIVE [INGREDIENT
NP NEW PRODUCT

NR NEW ROUTE

PP PARENTERAL IN PLASTIC CONTAINER

RTO PRESCRIPTION TO OTC STATUS CHANGE

NS NEW STRENGTH

D NEW DOSING SCHEDULE (SEE REFERENCE, BELOW)
| NEW INDICATION (SEE REFERENCE, BELOW)

REFERENCES

NEW DOSING SCHEDULE

ONCE A DAY APPLICATION

ONCE DAILY DOSING

SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE
SEVEN DAYS/FOURTEEN DAYS DOSING SCHEDULE

TEN DAYS/ELEVEN DAYS DOSING SCHEDULE

SEVEN DAYS/NINE DAYS/FIVE DAYS DOSING SCHEDULE
BID DOSING

INTRAVENOUS, EPIDURAL AND INTRATHECAL DOSING
NARCOTIC OVERDOSE IN ADULTS

NARCOTIC OVERDOSE IN CHILDREN

POSTOPERATIVE NARCOTIC DEPRESSION IN CHILDREN
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ACETAMINOPHEN; ASPIRIN;
BUTALBITAL ; ’
CAPSULE OR TABLET; ORAL
160-165MG; 160~-165MG; 50MG

ACETAMINOPHEN; ASPIRIN; BUTALBITAL

CAPSULE OR TABLET; ORAL
325MG; 325MG; 50MG

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL
160-165MG; 160-165MG; 50MG; 40MG

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL
325MG; 325MG; S50MG; 40MG

ACETAMINOPHEN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325; 50MG

650; 50MG

ACETAMINOPHEN; BUTALBITAL;
CAFFE INE

CAPSULE OR TABLET; ORAL
325MG; 50MG; 40MG

650MG; 50MG; 40MG

Google

TABLE I. LIST OF DRUG PRODUCTS WHI
BIOAVAILABILITY ONLY IF PRODUCT FAIL

AMINOPHYLL INE
TABLET; ORAL
100MG

200MG

ASPIRIN; BUTALBITAL;
CAPSULE OR TABLET; ORAL
325; 50MG

650; 50MG

ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE OR TABLET; ORAL
325MG; 50MG; 40MG;

650MG; 50MG; 40MG;

ASPIRIN; CAFFEINE; CARISOPRODOL
TABLET; ORAL
160MG; 32MG; 200MG

ASPIRIN; CAFFEINE; CARISOPRODOL;
CODE INE PHOSPHATE

TABLET; ORAL

I60MG; 32MG; 200MG; |6MG

ASPIRIN; CAR{ISOPRODOL

TABLET; ORAL

325MG; 200MG

ASPIRIN; CARISOPRODOL; CODEINE

PHOSPHATE
325MG; 200MG; |0MG

DEMONSTRATE IN VI
EVE ADEQUATE DISSOLUTION

ASPIRIN; MEPROBAMATE
TABLET; ORAL
325MG; 200MG

ASPIRIN; METHOCARBAMOL
TABLET; ORAL
325MG; 200MG

CHLOROTHIAZ IDE
TABLET; ORAL
250MG

ESTROGENS, CONJUGATED; MEPROBAMATE
TABLET; ORAL

0.4MG; 200MG

0.4MG; 400MG

HYDROXYZ INE HYDROCHLOR IDE
TABLET; ORAL

10MG

25MG

50MG

100MG
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TABLE II. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION QF MARKETIN

ACTIVE INGREDIENT(S)
STRENGTH(S)

ACETAMINOPHEN
120MG

ACETAMINOPHEN
650MG

ACETAMINOPHEN
120MG

ACETAMINOPHEN
120MG

ACETAMINOPHEN
650MG

ACETAMINOPHEN
650MG

ACETAMINOPHEN
120MG

ALUMINUM HYDROXIDE; MAGNESIUM
TRISILICATE
80MG; 20MG

ALUMINUM HYDROXIDE; MAGNESIUM
TRISILICATE
160MG; 40MG

BROMPHENIRAMINE MALEATE
8MG

BROMPHENIRAMINE MALEATE
12MG

BROMPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
12MG; 75MG

TRADE NAME
(DOSAGE_FORM: ROUTE)

NEOPAP
(SUPPOSITORY; RECTAL)

TYLENOL
(SUPPOSITORY; RECTAL)

TYLENOL
(SUPPOSITORY; RECTAL)

ACEPHEN
(SUPPOSITORY; RECTAL)

ACEPHEN
(SUPPOSITORY; RECTAL)

ACETAMINOPHEN
(SUPPOSITORY; RECTAL)

ACETAMINOPHEN
(SUPPOSITORY; RECTAL)

GAVISCON

(TABLET, CHEWABLE; ORAL)

GAVISCON-2

(TABLET, CHEWABLE; ORAL)

DIMETANE
(TABLET, CONTROLLED
RELEASE; ORAL)

DIMETANE
(TABLET, CONTROLLED
RELEASE; ORAL)

DIMETAPP
(TABLET, CONTROLLED
RELEASE; ORAL)

Google

APPLICANT NAME

WEBCON PHARMS/ALCON
MCNEIL LABORATORIES
MCNEIL LABORATORIES
G AND W LABORATORIES
G AND W LABORATORIES
UPSHER-SMITH LABS
UPSHER-SMITH LABS

MARION LABORATORIES
MARION LABORATORIES
AH ROBINS
AH ROBINS

AH ROBINS

NDA NO.
APPROVAL DATE

16-401
11-07-68

17-756
05-26-76

17-756
05-26-76

18-060
02-09-78

18-060
02-09-78

18-337
04-22-80

18-337
09-12-83

18-685
12-09-83

18-685
12-09-83

10-799
06-10-83

10-799
06-10-83

12-436
04-02-84

EXCLUSIVITY

EXP. DATE

NP
09-24-86

NP
09-24-86

RTO
09-24-86

RTO
09-24-86
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TABLE 1.

ACTIVE INGREDIENT(S)
STRENGTH(S)

CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
8MG; 75MG

CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
8MG; 75MG

CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
12MG; 75MG

CHLORPHENIRAMINE MALEATE;
PHENYLPROPANOLAMINE
HYDROCHLORIDE
12MG; 75MG

CHLORPHENIRAMINE MALEATE;
PSEUDOEPHEDRINE SULFATE
8MG; 120MG

CHLORPHENIRAMINE MALEATE;

PSEUDOEPHEDRINE HYDROCHLORIDE

8MG; 120MG

CHLORPHENIRAMINE MALEATE;

PSEUDOEPHEDRINE HYDROCHLORIDE

12MG; 120MG

CHLORPHENIRAMINE MALEATE;

PSEUDOEPHEDRINE HYDROCHLORIDE

12MG; 120MG

TC ORUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETIN

TRADE_NAME
(DOSAGE FORM: ROUTE)

COLD CAPSULE V
(CAPSULE, CONTROLLED
RELEASE; ORAL)

PHENYLPROPANOLAMINE HCL
W/ CHLORPHENIRAMINE
MALEATE
(CAPSULE, CONTROLLED
RELEASE; ORAL)

TRIAMINIC-12
(TABLET, CONTROLLED
RELEASE; ORAL)

COLD CAPSULE 1V
(CAPSULE, CONTROLLED
RELEASE; ORAL)

CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)

PSEUDOEPHEDRINE HCL/
CHLORPHENIRAMINE
MALEATE
(CAPSULE, CONTROLLED
RELEASE; ORAL)

PSEUDOEPHEDRINE HCL/
CHLORPHENIRAMINE
MALEATE
(CAPSULE, CONTROLLED
RELEASE; ORAL)

CODIMAL-L.A. 12
(CAPSULE, CONTROLLED
RELEASE; ORAL)

Google

APPLICANT NAME

DM GRAHAM LABS

CENTRAL PHARMS

DORSEY LABS/SANDOZ

DM GRAHAM LABS

SCHERING

DM GRAHAM LABS

DM GRAHAM LABS

CENTRAL PHARMS

NDA_ NO.
APPROVAL DATE

18-794
04-23-85

18-809
05-07-84

18-115
07-23-81

18-793
04-25-85

18-397
03-31-81

18-844
03-20-85

18-843
03-18-85

18-935
04-15-85

PATENT ND.
EXP. DATE

EXCLUSIVITY
EXP. DATE
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TABLE II.

ACTIVE INGREDIENT(S)
STRENGTH(S)

INSULIN SUSPENSION, ISOPHANE,
BEEF
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
BIOSYNTHETIC HUMAN
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK
40 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED BEEF
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK; INSULIN,
PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION, PROTAMINE

ZINC, MIXED BEEF AND PORK;
40 UNITS/ML

Google

TC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETIN

TRADE NAME
DOSAGE FORM: ROUTE

SEMILENTE INSULIN
(INJECTABLE; INJECTION)

HUMULIN N
(INJECTABLE; INJECTION)

NPH ILETIN I (BEEF-PORK)
(INJECTABLE; INJECTION)

NPH ILETIN I (BEEF-PORK)
(INJECTABLE; INJECTION)

NPH ILETIN II
(INJECTABLE; INJECTION)

INSULIN INSULATARD NPH
NORDISK
(INJECTABLE; INJECTION)

NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)

NPH PURIFIED PORK
ISOPHANE INSULIN
(INJECTABLE; INJECTION)

INSULIN NORDISK MIXTARD
(PORK)
(INJECTABLE; INJECTION)

PROTAMINE, ZINC & ILETIN I

(BEEF-PORK)
(INJECTABLE; INJECTION)

APPLICANT NAME

SQUIBB-NOVO
ELT LILLY

LILLY RES LABS DIV
LILLY RES LABS DIV
ELL LILLY

NORDISK

ELT LILLY
SQUIBB-NOVO

NORDISK

ELI LILLY

II-5

EXCLUSIVITY
EXP. DATE

NDA NO. PATENT 0.
APPROVAL DATE EXP. DATE

17-929
02-08-77

18-781
10-28-82

17-936
02-08-77

17-936
02-08-77

18-479
06-12-80

18-194
01-16-80

18-345
12-05-79

18-623
07-30-81

18-195
01-16-80

17-932
02-08-77
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TABLE II. QTC DRUG PR

ACTIVE INGREDIENT(S)
STRENGTH(S)

TRADE NAME
AGE_FORM:

INSULIN ZINC SUSPENSION, PROMPT, SEMILENTE

PURIFIED PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED BEEF
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED BEEF AND PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION,
PURIFIED PORK
100 UNITS/ML

INSULIN, SEMISYNTHETIC
PURIFIED HUMAN
100 UNITS/ML

INSULIN, BIOSYNTHETIC HUMAN
100 UNITS/ML

INSULIN, PORK
40 UNITS/ML

INSULIN, PORK
100 UNITS/ML

INSULIN, PURIFIED BEEF
100 UNITS/ML

INSULIN, PURIFIED PORK
100 UNITS/ML

Go

(INJECTABLE;

LENTE ILETIN
(INJECTABLE;

LENTARD
(INJECTABLE;

LENTE ILETIN
(INJECTABLE;

LENTE
(INJECTABLE;

NOVOLIN R
(INJECTABLE;

HUMULIN R
(INJECTABLE;

INSULIN
(INJECTABLE;

INSULIN
(INJECTABLE;

T9 WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION QF MARKETIN

Tt

INJECTION)

II
INJECTION)

INJECTION)
IT (PORK)
INJECTION)
INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

REGULAR ILETIN II

(INJECTABLE;

INJECTION)

INSULIN NORDISK QUICK

(PORK)

(INJECTABLE; INJECTION)

gle

APPLICANT NAME

SQUIBB-NOVO

ELI LILLY

SQUIBB-NOVO

ELI LILLY

SQUIBB-NOVO

SQUIBB-NOVO

ELT LILLY
SQUIBB-NOVO
SQUIBB-NOVO
ELI LILLY

NORDISK INSULIN LABS

NDA NO. PATENT N0.  EXCLUSIVITY
APPROVAL DATE EXP. DATE EXP. DATE

18-382
03-17-80

18-477
06-12-80

18-384
03-17-80

18-347
12-05-79

18-383
03-17-80

18-778
08-30-83

18-780
10-28-82

17-926
02-08-77

17-926
02-08-77

18-478
06-12-80

18-193
01-16-80
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TABLE 11,

ACTIVE INGREDIENT(S)
STRENGTH(S)

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
30MG/SML; 1.25MG/5ML

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE ;
TRIPROLIDINE HYDROCHLORIDE
30MG/5SML; 1.25MG/5ML

PSEUDOEPHEDRINE HYDROCHLORIDE ;
TRIPROLIDINE HYDROCHLORIDE
30MG/SML; 1.25MG/SML

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG -

PSEUDOEPHEDRINE HYDROCHLORIDE ;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE ;
TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
120MG; 5MG

PSEUDOEPHEDRINE SULFATE
120MG

TC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETIN

TRADE NAME
DOSAGE FORM: ROUTE

ALLERBAN PLUS
(SYRUP; ORAL)

TRI-SUDO
(TABLET; ORAL)

TRIPODRINE
(TABLET; ORAL)

TRIOFED
(SYRUP; ORAL)

TRIPOSED
(SYRUP; ORAL)

TRIPROLIDINE HCL

AND PSEUDOEPHEDRINE HCL

(TABLET; ORAL)

TRIPOSED
(TABLET; ORAL)

TRIPROLIDINE AND
PSEUDOEPHEDRINE
(TABLET; ORAL)

ACTIFED
(CAPSULE, CONTROLLED
RELEASE; ORAL)

AFRINOL
(TABLET, CONTROLLED
RELEASE; ORAL)

Google

APPLICANT NAME

BAY LABORATORIES

MD PHARMACEUTICAL

DANBURY PHARMACAL

NATL PHARM MFG/BARRE

HALSEY DRUG

CHELSEA LABORATORIES

HALSEY DRUG

BOLAR PHARMACEUTICAL

BURROUGHS WELLCOME

SCHERING

II-9

NDA NO. PATENT N0.

APPROVAL DATE EXP. DATE

88-116
03-04-83

85-024
01-10-84

88-112
01-20-83

88-115
03-04-83

88-213
03-30-84

88-118
01-26-84

88-192
05-01-84

88-318
01-13-84

18-996
06-17-85

18-191
10-30-80

EXCLUSIVITY
EXP. DATE

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86
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TABLE III. NDA'S APPROVED BY THE OFFICE QF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIQUSLY PUBLISHED

ACTIVE INGREDIENT(S)
STRENGTH(S)

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION uSsP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE ADENINE-1
SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION
usep

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

Google

JRADE NAME
(DOSAGE FORM: ROUTE)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)
NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

APPLICANT NAME

CUTTER BIOL/MILES

DELMED

TRAVENOL LABS

TRAVENOL LABS

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

CUTTER BIOL/MILES

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

TRAVENOL LABS

III-1

NDA NO.
APPROVAL DATE

10-102
12-14-61

11-912
9-2-59

10-855
06-11-59

16-918
3-17-78

80-77
11-6-80
78-519
4-23-80

82-528
11-3-82

77-420
5-12-78

16-527
6-22-70

80-222
8-23-82
16-907
5-15-73

78-1211
6-10-81

17-401
12-6-77

81-1012
6-28-83
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ACTIVE INGREDIENT(S)
STRENGTH(S)

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

DEXTRAN 40, 10%
10GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

DEXTRAN 75, 6%
6GM/100ML IN
DEXTROSE 5%
5GM/100ML

DEXTRAN 75, 6%
6GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

DEXTRAN 75, 6%
6GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

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

DEXTRAN 40, 10%
10GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

DEXTRAN 70, 6%
6GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

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

DEXTRAN 40, 10%
10GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

Go

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

TRADE NAME
(DOSAGE FORM: ROUTE)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

NONE
(INJECTABLE; INJECTION)

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AMERICAN MCGAW

AMERICAN MCGAW

AMERICAN MCGAW

CUTTER BIOL/MILES

CUTTER BIOL/MILES

8§ £X]

NDA _NO,
APPROVAL DATE

16-375
7-25-67

16-375
7-25-67

8-819
3-31-53

8-819
3-31-53

18-253
2-4-83

16-767
4-6-70

16-767
4-6-70

9-024
8-18-69

16-653
9-23-69

16-653
9-23-69
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ACTIVE INGREDIENT(S)
STRENGTH(S)

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

DEXTRAN 40, 10%
10GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

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

DEXTRAN 40, 10%
10GM/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 ; 10GM/100ML

IN SODIUM CHLORIDE 0.9%

0.9GM/100ML

HETASTARCH, 6%
6GM/100ML IN

SODIUM CHLORIDE 0.9%
0.9GM/100ML

PROPIOLACTONE 99%
99GM/ 100ML
UROKINASE

5000 IU/VIAL

UROKINASE
250,000 IU/VIAL

UROKINASE
250,000 IU/VIAL

TABLE IT1. NOA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED

Go

TRADE NAME
{DOSAGE FORM: ROUTE)

GENTRAN® 40
(INJECTABLE; INJECTION)

GENTRAN® 40
(INJECTABLE; INJECTION)

GENTRAN® 40
(INJECTABLE; INJECTION)

GENTRAN® 40
(INJECTABLE; INJECTION)

GENTRAN® 75
(INJECTABLE; INJECTION)

6% GENTRAN® 75 AND
10% TRAVERT®
(INJECTABLE; INJECTION)

HESPAN®
(INJECTABLE; INJECTION)

BETAPRONE
(SOLUTION; CHEMICAL
STERILIZING AGENT)

ABBOKINASE OPEN-CATHETER
(INJECTABLE; INJECTION)

ABBOKINASE
(INJECTABLE; INJECTION)

BREOKINASE
(INJECTABLE; INJECTION)

gle

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,
APPROVAL 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

8-788
2-9-53

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

I-29
09-24-86
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NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATI

TABLE IV, NDA'S APPROVED FROM 1-1-82 10 7-31
ACEBUTOLOL HYDROCHLORIDE SECTRAL IVES LABS/AMHO 18-917 3726919 NCE
EQ 200MG BASE (CAPSULE; ORAL) 12-28-84 04-10-90 12-28-89
3857952
12-31-91
ACEBUTOLOL HYDROCHLORIDE SECTRAL IVES LABS/AMHO 18-917 3726919 NCE
EQ 400MG BASE (CAPSULE; ORAL) 12-28-84 04-10-90 12-28-89
3857952
12-31-91
ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE TALACEN STERLING DRUG 18-458 4105659 NC
650MG; EQ 25MG BASE (TABLET; ORAL) 09-23-82 08-08-95 09-24-86
ACETIC ACID, GLACIAL ACETIC ACID 0.25% TRAVENOL LABS 18-523
250MG/ 100ML IN PLASTIC CONTAINER 62-19-82
(SOLUTION; URETHRAL)
ACETOHYDROXAMIC ACID LITHOSTAT URD-RESEARCH 18-749 NCE
250MG (TABLET; ORAL) 05-31-83 065-31-93
ACYCLOVIR ZOVIRAX BURROUGHS WELLCOME 18-664 4199574 NCE
5% (OINTMENT; TOPICAL) @3-29-82 04-22-97 - 03-29-92
ACYCLOVIR ZOVIRAX BURROUGHS WELLCOME 18-828 4199574 NCE
200M6 (CAPSULE; ORAL) 01-25-85 04-22-97 03-29-92
ACYCLOVIR SODIUM ZOVIRAX BURROUGHS WELLCOME 18-603 4199574 NCE
EQ 500MG BASE/VIAL (INJECTABLE; INJECTION) 10-22-82 04-22-97 03-29-92
ALBUTEROL PROVENTIL SCHERING 17-559 3644353 1-22
0.09MG/ INH (AEROSOL; INHALATION) 05-01-81 02-22-89 09-24-86
3705233
12-05-89
ALBUTEROL VENTOLIN GLAXO 18-473 3644353
0.09MG/INH (AEROSOL; INHALATION) 05-01-81 02-22-89
3705233
12-05-89

Google
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRTATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
TRENGTH

ALLOPURINOL
100MG

ALLOPURINOL
300MG

ALLOPURINOL
100MG

ALLOPURINOL
300MG

ALPRAZOLAM
0.25MG

ALPRAZOLAM
0.5MG

ALPRAZOLAM
MG

AMCINONIDE
0.1%

AMCINONIDE
0.1%

AMILORIDE HYDROCHLORIDE;
HYDROCHLOROTHIAZIDE
5MG; 50MG

AMINO ACIDS
6.9%

Google

TRADE NAME
(DQSAGE FORM: ROUTE)

ZYLOPRIM
(TABLET; ORAL)

ZYLOPRIM
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

CYCLOCORT
(CREAM; TOPICAL)

CYCLOCORT
(OINTMENT; TOPICAL)

MODURETIC 5/50
(TABLET; ORAL)

FREAMINE HBC 6.9%

(INJECTABLE; INJECTION)

APPLICANT NAME

BURROUGHS WELLCOME
BURROUGHS WELLCOME
BOOTS PHARMACEUTICAL
BOOTS PHARMACEUTICAL

UPJOHN

UPJOHN

UPJOHN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

MS&D/MERCK

AM MCGAW/AM HOSP

NDA NO.
APPROVAL DATE

16-084
08-19-66

16-084
01-14-74

18-297
06-10-80

18-297
06-10-80

18-276
10-16-81

18-276
10-16-81

18-276
10-16-81

18-116
10-18-71

18-498
11-13-81

18-201
10-05-81

16-822
05-17-83

PATENT NO.

EXCLUSTVITY

EXP. DATE

3624205
11-30-88

3624205
11-30-88

3624205
11-30-88

3624205
11-30-88

3987052
10-19-93
3980789
09-14-93

3987052
10-19-93
3980789
09-14-93

3987052
10-19-93
3980789
09-14-93

4158055
06-12-96

4158055
06-12-96

3781430
12-25-90

EXP. DATE

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-§2 10 7-31

ACTIVE INGREDIENT
STRENGTH(S)

AMINO ACIDS
8.5%

AMINO ACIDS
10%

AMINO ACIDS
6%

AMINO ACIDS
7%

AMINO ACIDS; CALCIUM ACETATE;
GLYCERIN; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
37%; 26MG/100ML; 3GM/100ML;
54MG/100ML; 41MG/100ML ;
149MG/ 100ML; 204MG/100ML ;
117MG/100ML

AMINO ACIDS; DEXTROSE
3.5%; 5%

AMINO ACIDS; DEXTROSE
3.5%; 252

AMINO ACIDS; DEXTROSE
4.25%; 25%

Go

TRADE NAME
AGE FORM: ROUTE

TRAVASOL 8.5%

W/0 ELECTROLYTES

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

TRAVASOL 10%

W/0 ELECTROLYTES

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

TROPHAMINE 6%
(INJECTABLE; INJECTION)

AMINOSYN-HBC 7%
(INJECTABLE; INJECTION)

PERIPHRAMINE
(INJECTABLE; INJECTION)

AMINOSYN 3.5%
W/ DEXTROSE 5%

" IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AMINOSYN 3.5%

W/ DEXTROSE 25%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINOSYN 4.25%

W/ DEXTROSE 25%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Iv-5

APPLICANT NAME

TRAVENOL LABS

TRAVENOL LABS

AM MCGAW/AM HOSP
ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

PATENT
EXP. DATE

HOA MO,
APPROVAL DATE

18-931
08-23-84

18-931
08-23-84

19-018
07-20-84

19-374
07-12-85

18-582
05-08-82

19-120
10-11-84

19-118
10-11-84

19-119
10-11-84

EXCLUSIVITY
EXP. DATE

NS
09-24-86

NC
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-3)

ACTIVE INGREDIENT(S)

TRENGTH

AMINOPHYLLINE; SODIUM CHLORIDE

500MG/100ML ;

AMITRIPTYLINE
10MG

AMITRIPTYLINE
25MG

AMITRIPTYLINE
50MG

AMITRIPTYLINE
75MG

AMITRIPTYLINE
100MG

AMITRIPTYLINE
150MG

AMITRIPTYLINE
10MG/ML

AMITRIPTYLINE HYDROCHLORIDE;

450MG/100ML

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

CHLORDIAZEPOXIDE

12.5MG; 5MG

AMITRIPTYLINE HYDROCHLORIDE;

CHLORDIAZEPOXIDE

25MG; 10MG

Google

TRADE NAME

(DOSAGE FQRM: 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)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

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
HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

Iv-7

NDA NO. PATENT M.

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

EXCLUSIVITY
EXP. DATE
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRTATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT NO.  EXCLUSIVITY
TRENGTH £ FORM: ROUTE APPROVAL DATE  EXP. DATE  EXP. DATE
AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN  18-021 3546226
25MG (TABLET; ORAL) 09-22-80 12-08-87
| 3663696
05-16-89
3681357
08-01-89
AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN  18-021 3546226
SOMG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
AMOXAP INE ASENDIN LEDERLE LABS/AM CYAN  18-021 3546226
100MG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226
150MG (TABLET; ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89
AMRINONE LACTATE INOCOR WINTHROP LABS/STERL  18-700 4072746 NCE
EQ 5MG BASE/ML (INJECTABLE; INJECTION) 07-31-84 02-07-95  07-31-94
ASPIRIN; CAFFEINE; SYNALGOS-OC IVES LABS/AMHO 11-483
DIHYDROCODEINE BITARTRATE (CAPSULE: ORAL) 09-06-83
356.4MG; 30MG; 16MG
ASPIRIN; CAFFEINE; NORGESIC RIKER LABS/3M 13-416
ORPHENADRINE CITRATE (TABLET; ORAL) 10-27-82
385MG; 30MG; 25MG
ASPIRIN; CAFFEINE; NORGESIC FORTE RIKER LABS/3M 13-416
ORPHENADRINE CITRATE (TABLET; ORAL) 10-27-82

770MG; 60MG; SOMG

Iv-9

Google
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

ATENOLOL; CHLORTHALIDONE
50MG; 25MG

ATRACURIUM BESYLATE
10MG/ML

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; 0.5MG

AURANOF IN
3MG

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; 1MG

AZATADINE MALEATE
MG

AZATADINE MALEATE;
PSEUDOEPHEDRINE SULFATE
IMG; 120MG

BACLOFEN
10MG

BACLOFEN
20MG

BECLOMETHANSONE DIPROPIONATE
0.042MG/INH

Google

TRADE NAME
(DQSAGE 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-11

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.
APPROVAL DATE

18-760
06-08-84

18-831
11-23-83

17-744
07-14-78

18-689
05-24-85

17-744
07-14-78

17-601
03-29-77

18-506
03-23-82

17-851
11-22-77

17-851
01-20-82

18-153
06-24-80

PATENT

X, OATE.

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

4179507
12-18-96

3646207
02-28-89

3635945
01-18-89
3708579
01-02-90

3646207
02-28-89

3419565
12-31-85
3717647
02-20-90

3419565
12-31-85
3717647
02-20-90

3471548
10-07-86

3471548
10-07-86

4414209
08-23-94
4364923
12-21-99

EXCLUSIVITY
EXP. DATE

NC
09-24-86

NCE
11-23-93

NCE
05-24-90

NC
09-24-86

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

BETAMETHASONE
0.6MG

BETAMETHASONE
0.6MG/SML

BETAMETHASONE
0.2%

BETAMETHASONE ACETATE;
BETAMETHASONE SODIUM PHOSPHATE
3MG/ML; EQ 3MG BASE/ML

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAME THASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
£Q 0.05% BASE

BETAMETHASONE DIPROPIONATE
£EQ 0.057% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

CELESTONE
(TABLET; ORAL)

CELESTONE
(SYRUP; ORAL)

CELESTONE
(CREAM; TOPICAL)

CELESTONE SOLUSPAN
(INJECTABLE; INJECTION)

DIPROLENE
(OINTMENT; TOPICAL)

BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)

ALPHATREX
(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)

BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)

ALPHATREX
(OINTMENT: TOPICAL)

DIPROSONE
(CREAM; TOPICAL)

DIPROSONE
(OINTMENT; TOPICAL)

DIPROSONE
(LOTION; TOPICAL)

IV-13

APPLICANT NAME

SCHERING
SCHERING
SCHERING

SCHERING

SCHERING
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
PHARMADERM/BYK-GLDN
E FOUGERA/BYK-GLDN
SAVAGE LABS/BYK-GLDN
SCHERING

SCHERING

SCHERING

NDA NO.
APPROVAL DATE

12-657
04-17-61

14-215
04-18-64

14-762
04-10-64

14-602
03-03-65
18-741
07-27-83

19-136
06-26-84

19-137
06-26-84

19-138
06-26-84

19-140
09-04-84

19-141
09-04-84

19-143
09-04-84

17-536
01-29-75

17-691
04-15-76

17-781
02-01-77

PATENT N0,
EXP. DATE

3485854
12-23-86

3485854
12-23-86

3485854
12-23-86

3485854
12-23-86

4070462
01-24-95

EXCLUSIVITY
EXP. DATE

D-1
09-24-86

D-1
09-24-86

D-1
09-24-86
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TABLE [V. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

BETAMETHASONE VALERATE
EQ 0.1% 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; 10MG/SML

BROMPHENIRAMINE MALEATE;
CODEINE PHOSPHATE;

PHENYLPROPANOLAMINE HYDROCHLORIDE
2MG/5SML; 10MG/SML; 12.5MG/5ML

BROMPHENIRAMINE MALEATE;

DEXTROMETHORPHAN HYDROBROMIDE ;
PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/SML; 10MG/SML; 30MG/SML

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

BETAMETHASONE VALERATE
(LOTION; TOPICAL)

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)

DIMETANE-DX
(SYRUP; ORAL)

Iv-15

APPLICANT NAME

PHARMADERM/BYK-GLDN
AH ROBINS
AH ROBINS
WINTHROP-BREON/STERL
AM CRITICAL CARE/AHS

SANDOZ PHARMS/SANDOZ
SANDOZ PHARMS/SANDOZ

MARION LABORATORIES

AH ROBINS

AH ROBINS

NDA NO.

APPROVAL DATE

PATENT 0.
EXP, DATE

18-870
08-31-83

17-675
05-29-81

17-675
05-29-81

18-770
12-28-84

17-954
07-18-78

17-962
06-28-78

17-962
03-01-82

09-319
01-10-84

11-694
03-29-84

11-694
03-29-84

3495013
02-10-87

3495013
02-10-87

4138581
02-06-96

RE29618
04-29-86

3752888
08-14-90
3752814
08-14-90

3752888
08-14-90
3752814
08-14-90

EXCLUSTVITY
EAP. DATE

NCE
12-28-89

I-16
12-14-87
1-34
06-28-88

I-16
12-14-87
I-34
06-28-88



98-v2-60
N

£6-82-¢0
DN

€6-82-20
IN

€6-82-20
IM

€6-82-20
N

16-5¢-90
GE9618€

t6-€2-0
pES908E

68-11-10
£8SPEIE

t6-€2-t0
pES908E
69-1t-10
€8SYEIE

16-E2-0
YESIOEE
68-11-10
£ESPEIE

16-€2-¥0
PES908E
68-LL-1L0
€8SPEIE

V0 "dN3
"W INIIVd

TIVWY0NI
00

1

8L-22-80
198-L1

€8-20-60
v0e-81

€8-20-60
p0E-8L

v8-v0-50
269-81

$8-v1-90
sez-8t

£8-82-20
922-81

€8-82-20
S¢e-8t

Se-p1-90
See-8t

€8-82-20
§ZZ-8l

v8-62-£0
{80-¢€l

v8-v2-80
6L2-61

3IV0 TVADYddY

LIATSITIOND ONY IN3IYd JIVINdOdddY HLIN S.VON ONY

¢

"IN VN

W-8/S8V1 1015139
SO0Yd WIVHd VYISV

SA0Y¥d WYVHd ViLSV
INITY31S/S8VT NO3AE

JHI0¥ VI-NNVHI40H

3HIO0Y VI—NNVNJIOH

3HI0Y VI-NNWRIIOH

JHI0Y VTI-NNWWJI0H

3HI0Y VT-NNVW3I0H

SNISO0Y¥ HV

SNIS0Y HV

I INVOT 1ddY

9L-AI

(NOILJICNI :3718V1J3CNI)
J00vLS

(NOILJ3CNI 318VLIICNI)
INIVIYOSNIS

(NOILJ3CNI :378VIJ3CNI)
INIVIYOSNIS

(NOILI3CNI :318V1J3CNI)
TVYNIAS INIVIIWW

V30 :13178vV1)
XINNG

(NOILJ3CNI -378V1J3CNI)
X3Wna

(%0 t1378v1)
© x3ung

(vwo ‘1318vi)
X¥ng

(Iva0 :1378vi)
X3Wng

(V30 :¥IXI13)
ddVI3WICQ ¥IXIT3

(V40 :dNAAS)

XG—3NV13IWIQ
JLN0Y W30 3
N 30Vl

Le= 01 ¢8-1-1 ¥4 0

TW/ ML
31VY1YV1 TONVHJY0LNS

TW/IWL600°0 *%SL°0
3IVYLYVII8 3NTYHJINIC3
*30IY0THIONAAH 3INIVIVAIJNG

H/IML600°0 1%5°0
JIVYL¥VLIIA INT¥HAINIAI
{30I¥0THIONGAH INIVOVAIING

%628 ‘%SL°0
ISOYLX3IQ 30IYOTHIONGAH 3INIVIVAIJNG

JOINV1i3WNG

TH/IMSZ " 0
3QINVI3NNG

IS0
30INV13NNG

W2
JOINVI3WNNG

: B ]}
JQINVIINNG

THS/INSZ - THS/THb
30I¥0THI0UOAH INIWVIONVJO¥d 1ANIHd
$3LVITIVH INIWVIINIHIWOUS

THS/OHOE < TNG/IWOL :TWS/INZ
30I¥0THIONGAH 3INI¥OG3IHA3I00N3Sd
*3GINONG0YAAH NVHJNOH13IW0NLX3Q
*31VITVH INIWVIINIHIWOY¥E

AIDIGEL
TSTIRITGRONT ALV

dd¥ 3 YON AL 316Vl



TABLE IV, NDA'S APPROVED FROM 1-1

ACTIVE INGREDIENT(S)
STRENGTH(S)

BUTORPHANOL TARTRATE
2MG/ML

CALCEFEDIOL, ANHYDROUS
0.02MG

CALCEFEDIOL, ANHYDROUS
0.05MG

CALCITONIN
200 IU/VIAL

CALCITONIN
400 IU/VIAL

CALCITRIOL
0.25 UGM

CALCITRIOL
0.5 UGM

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM CITRATE
34MG/100ML; 5GM/100ML; 30MG/100ML ;
74MG/100ML; 640MG/100ML; S00MG/100ML;
74MG/100ML

Google

10 7-31
TRADE NAME
(DOSAGE FQRM: ROUTE)
STADOL
(INJECTABLE; INJECTION)
CALDEROL

(CAPSULE; ORAL)

CALDEROL
(CAPSULE; ORAL)

CALCIMAR
(ENJECTABLE; INJECTION)

CALCIMAR
(INJECTABLE; INJECTION)

ROCALTROL
(CAPSULE; ORAL)

ROCALTROL
(CAPSULE; ORAL)

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

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATI

APPLICANT NAME

BRISTOL LABS/B-M

UPJOHN

UPJOHN

ARMOUR PHARM
ARMOUR PHARM

HOF FMANN-LA ROCHE

HOFFMANN-LA ROCHE

AM MCGAW/AM HOSP

1v-17

NDA NO.
APPROVAL DAT

17-857
08-22-78

18-312
08-05-80

18-312
08-05-80

17-769
12-21-84

17-497
12-21-84

18-044
08-17-78

18-6844
08-17-78

18-269
01-17-83

PATENT ).
EXP. DATE

3819635
06-25-91

3833622
09-03-91
3565924
03-23-86

3833622
09-03-91
3565924
03-23-86

3697559
10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97

3697559
10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97

1-18
12-21-87

1-18
12-21-87
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TABLE IV. NDA'S APPROVED FROM 1-1-§2 10 7-31

ACTIVE INGREDIENT(S)
STRENGTH(S)

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/100ML; 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/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/100ML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESTUM 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
26MG/100ML; 2.5GM/100ML; 15MG/100ML ;
560MG/100ML; 390MG/100ML

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

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)

INPERSOL-LM

W/ DEXTROSE 2.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

INPERSOL-LM

W/ DEXTROSE 4.257%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DIALYTE

W/ DEXTROSE 2.5%

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

Iv-19

APPLICANT NAME

DELMED

DELMED

DELMED

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

NDA NO.
APPROVAL DATE

PATENT N0.
EXP. DATE

18-883
11-30-84

18-883
11-30-84

18-883
11-30-84

18-379
07-07-82

18-379
07-07-82

18-379
07-07-82

18-460
11-02-83

EXCLUSIVITY
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TABLE IV. NDA'S APPROVED FROM 1-1

ACTIVE INGREDIENT(S)
STRENGTH(S)

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

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

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

Go

10 131

TRADE_NAME
(DOSAGE FORM: ROUTE)

POTASSIUM CHLORIDE
SMEQ 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
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)

POTASSIUM CHLORIDE
15MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE
30MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Iv-21

APPLICANT NAME

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

NDA NO.
APPROVAL DATE

PATENT M.
EXP. DATE

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85

EXCLUSIVITY
EXP. DATE
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

STRENGTH(S) (DQSAGE FQRM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE
CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20
25MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
0-7
10-12-87
CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20
50MG (TABLET; ORAL) 04-06-81 08-08-95 89;24-86
10-12-87
CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 1-20
100MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86
D-7-
10-12-87
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25/15 ER SQUIBB AND SONS 18-709 4105776 NC
25MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25/25 ER SQUIBB AND SONS 18-709 4105776 NC
25MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/15 ER SQUIBB AND SONS 18-709 4105776 NC
50MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/25 ER SQUIBB AND SONS 18-709 4105776 NC
50MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87
4217347
08-12-97
CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 16-608 4409212
200MG (TABLET; ORAL) 03-11-68 10-11-00
CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 18-281 4409212
100MG (TABLET, CHEWABLE; ORAL) 12-14-81 10-11-00
Iv-23
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TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT IRADE NAME APPLICANT NA NOA N0. PATENT NO.  EXCLUSIVITY

TRENGTH EORM: ROUT APPROVAL DATE  EXP. DATE  EXP. DAT
CELLULOSE SODIUM PHOSPHATE CALCIBIND MISSION PHARMACAL 18-757 NCE

2.5GM/PACKET (POWDER; ORAL) 12-28-82 12-28-92
CERULETIDE DIETHYLAMINE TYNTRAN ADRIA LABORATORIES 18-296 3472832

0.02MG/ML (INJECTABLE; INJECTION) 12-24-81 10-14-86

CHENODIOL CHENIX ROWELL LABORATORIES  18-513 NCE

250MG (TABLET; ORAL) 07-28-83 07-28-93
CHLORDIAZEPOXIDE LIBRITABS ROCHE PRODUCTS 13-071 4316897

25MG (TABLET; ORAL) 10-31-66 02-23-99
CHLORDIAZEPOXIDE LIBRITABS ROCHE PRODUCTS 13-071 4316897

5MG (TABLET; ORAL) 10-31-66 02-23-99
CHLORDIAZE POXIDE LIBRITABS ROCHE PRODUCTS 13-071 4316897

10MG (TABLET; ORAL) 10-31-66 02-23-99
CHLORDIAZEPOXIDE LIBRELEASE HOFFMANN-LA ROCHE 17-813 4316897 NOF

30MG (CAPSULE, CONTROLLED 09-12-83 02-23-99  09-24-86

RELEASE: ORAL)

CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897

5MG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897

10MG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIOE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897

25MG (CAPSULE; ORAL) 02-24-60 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM HOFFMANN-LA ROCHE 12-301 4316897

100MG/AMP (INJECTABLE: INJECTION) 07-21-61 02-23-99
CHLORDIAZEPOXIDE HYDROCHLORIDE; LIBRAX HOFFMANN-LA ROCHE 12-750 4316897

CLIDINTUM BROMIDE (CAPSULE; ORAL) 05-02-61 02-23-99

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

SMG; 0.2MG (TABLET; ORAL) 10-27-69 02-23-99
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA ND. PATENT NO.  EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE  EXP. DATE
CIMETIDINE TAGAMET SK&F LAB 17-920 3950333
300MG (TABLET; ORAL) 08-16-77 04-13-93

402427

05-17-94

CIMETIDINE TAGAMET SK&F LAB 17-920 3950333 NS
400MG (TABLET; ORAL) 12-14-83 04-13-93 09-24-86

4024271
05-17-94

CIMETIDINE HYDROCHLORIDE TAGAMET SK&F LAB 17-924 3950333

EQ 300MG BASE/SML (SOLUTION; ORAL) 08-16-77 04-13-93
4024271
05-17-94

CIMETIDINE HYDROCHLORIDE TAGAMET SK&F LAB 17-939 3950333

EQ 150MG BASE/ML (INJECTABLE; INJECTION) 08-16-77 04-13-93
4024271
05-17-94

CINOXACIN CINOBAC ELIT LILLY 18-067 3669965
250MG (CAPSULE; ORAL) 06-13-80 06-13-89

CINOXACIN CINOBAC ELI LILLY 18-067 3669965
500MG (CAPSULE; ORAL) 06-13-80 06-13-89

CISPLATIN PLATINOL-AQ BRISTOL LABS/B-M 18-057 4177263 NDF
0.5MG/ML (INJECTABLE; INJECTION) 07-18-84 12-04-96 09-24-86

4310515
01-12-99

CITRIC ACID; MAGNESIUM OXIDE; IRRIGATING SOLUTION G TRAVENOL LABS 18-519 NC
SODIUM CARBONATE IN PLASTIC CONTAINER 06-22-82 09-24-86
3.24GM/100ML; 380MG/100ML; 430MG/100ML (SOLUTION; IRRIGATION)

CITRIC ACID; MAGNESIUM OXIDE; UROLOGIC G ABBOTT LABORATORIES 18-904 NC
SODIUM CARBONATE IN PLASTIC CONTAINER 05-27-83 09-24-86
3.24GM/100ML; 380MG/100ML; 430MG/100ML (SOLUTION; IRRIGATION)

CLEMASTINE FUMARATE TAVIST DORSEY LABS/SANDOZ 18-675 NDF
EQ 0.5MG BASE/SML (SYRUP; ORAL) 06-28-85 06-28-88

Iv-27
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31 {DA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATT

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA NO. PATENT N0.  EXCLUSIVITY
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DATE  EXP. DATE P. DAT

CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315
15MG (CAPSULE; ORAL) 06-23-72 06-23-87
CLORAZEPATE DIPOTASSIUM TRANXENE SD ABBOTT LABORATORIES 17-105 RE28315
22 .5MG (TABLET; ORAL) 03-31-75 06-23-87
CLORAZEPATE DIPOTASSIUM TRANXENE SD ABBOTT LABORATORIES 17-105 RE28315
11.25MG (TABLET; ORAL) 08-04-76 06-23-87
CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315
3.75MG (TABLET; ORAL) 03-10-80 06-23-87
CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315
7.5MG (TABLET; ORAL) 03-10-80 06-23-87
CLORAZEPATE DIPOTASSIUM TRANXENE ABBOTT LABORATORIES 17-105 RE28315
15MG (TABLET; ORAL) 03-10-80 06-23-87
CLOTRIMAZOLE LOTRIMIN SCHERING 17-613 3660577
1% (SOLUTION; TOPICAL) 02-03-75 05-02-89
3705172
12-05-89

3839573

10-01-91

CLOTRIMAZOLE LOTRIMIN SCHERING 17-619 3660577
1% (CREAM; TOPICAL) 03-18-75 05-02-89
3705172
12-05-89

3839573

10-01-91

CLOTRIMAZOLE GYNE-LOTRIMIN SCHERING 18-052 3839573
1% (CREAM; VAGINAL) 11-08-78 10-01-91
3705172

12-05-89

3666577
05-02-89

CLOTRIMAZOLE GYNE-LOTRIMIN SCHERING 17-117 3839573
100MG (TABLET; VAGINAL) 03-24-76 10-01-91
3705172
12-05-89
3660577
05-02-89
1v-29

Google



98-12-60
40N

88-61-v0
SN

V0 "dX3
NI

68-20-50
LL5099¢
68-50-2L
2L1S0LE
16-10-0L
€LS6E8E

68-20-50
LL5099¢
68-50-21
eLLSOLE
16-10-0L
€£L56£8E

68-20-S0
LLS099€
68-60-21
eLISOLE
16-10-01
€L56E8E

68-20-S0
LLS099¢€
68-50-21
eLIS0LE
16-10-01
€456€8¢E

68-20-S0
LLS099€
68-50-¢l
eLIS0LE
16-10-0L
€L56€8€E

68-20-S0
LL5099€
68-50-21
2L1S0LE
16-10-0L
€456£8¢

V0 "3
"N IN3IVd

NOTIVONT ALTATSTIONT ONV INLVd 3IVT¥d0NdaV ALTH S/VON ONV SB-[C=C OL ¢8-1-T WO¥J Q3A0¥GdY S/¥ON AT 318V

€8-L1-90
€LL-8l

6,-91-20
0eZ-81

6L-S1-L0
€81-81

S8-61-v0
690-61

6.-12-20
281-8l

6L-SL-10
181-8t

V0 TVAO¥ddY
"ON VON

S3TIW/SWYVHA S3TIW

SITIW/SWYVHd S3TIW

SITIW/SWIVHd S3TIW

SITIW/SHIVHA SITIW

SITIW/SWIVHd S3TINW

SITIW/SHIVHd S3TIN

NN INVOTddY

0€-Al

(V30 *39N3Z01/3HI0YL)
X3T30AW

(IYNI9VA ‘WY3¥I)
9-X373DAW

(IVJ1d01 ‘WY3IY¥D)
X3T30AW

(TYNI9VA t13178V1)
9-X313JAW

(TYNI9VA t13178V1)
9-X3T3DAW

(¥I1d0L *NOILNOS)
X3130AR

J1N0Y -WH04 30v500
AN 30WiL

Google

INOL
JT0ZVWIYL01I

%1
3710ZVWINY101D

%l
3710ZVWIY101)

IW00S
370ZVWIY10T)

9W00L
3T0ZVWIYLI0TI

%l
370ZVWIY101)

STHIONILS

(STINTTYONT 3ATLOY



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

CLOTRIMAZOLE

%

CODEINE PHOSPHATE;
PHENYLEPHRINE HYDROCHLORIDE;
PROMETHAZINE HYDROCHLORIDE
10MG/5ML; SMG/5ML; 6.25MG/5ML

CODEINE PHOSPHATE;
PROMETHAZINE HYDROCHLORIDE
10MG/5ML; 6.25MG/5SML

CODEINE PHOSPHATE;
PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
10MG/5SML; 30MG/SML; 1.25MG/5ML

COLESTIPOL HYDROCHLORIDE
S5GM/PACKET

COLESTIPOL HYDROCHLORIDE
500GM/BOT

COPPER
89MG

Google

TRADE NAME APPLICANT NAME
(DOSAGE FQRM: ROUTE)
LOTRIMIN SCHERING

(LOTION; TOPICAL)

PHENERGAN VC W/ CODEINE WYETH LABS/AMHO
(SYRUP; ORAL)

PHENERGAN W/ CODEINE WYETH LABS/AMHO
(SYRUP; ORAL)

ACTIFED W/ CODEINE BURROUGHS WELLCOME
(SYRUP; ORAL)

COLESTID UPJOHN
(GRANULE; ORAL)

COLESTID UPJOHN
(GRANULE; ORAL)

Cu-7 SEARLE PHARMS

(INTRAUTERINE DEVICE;
INTRAUTERINE)

Iv-31

NDA NO.
APPROVAL DATE

18-813
02-17-84

08-306
04-02-84

08-306
04-02-84

12-575
04-04-84

17-563
04-04-77

17-563
04-04-77

17-408
02-25-74

PATENT NO.
EXP. DATE

3839573
10-01-91
3705172
12-05-89
3660577
05-02-89

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

EXCLUSIVITY
EXP. DATE

1-24
09-24-86

1-24
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATI

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NDA NO. PATENT NO.  EXCLUSIVITY
STRENGTH($) FORM; ROUT APPROVAL DAT P. DATE  EXP. DAT

CROMOLYN SODIUM INTAL FISONS 18-596 3686412 1-22
10MG/ML (SOLUTION; INHALATION) 05-28-82 08-22-89 01-19-88
3777033
08-22-89
3419578
12-31-85
3975536
08-17-93
CYCLOBENZAPRINE HYDROCHLORIDE FLEXERIL MS&0/MERCK 17-821 3454643
SMG (TABLET; ORAL) 88-26-77 67-08-86
3882246
05-06-92
CYCLOBENZAPRINE HYDROCHLORIDE FLEXERIL MS&D/MERCK 17-82) 3454643
10M6 (TABLET; ORAL) 08-26-77 07-08-86
3882246
05-06-92
CYCLOPHOSPHAMIDE CYTOXAN MEAD JOHNSON/B-M 12-142 NS
1GM/VIAL (INJECTABLE; INJECTION) 68-30-82 09-24-86
CYCLOPHOSPHAMIDE NEOSAR ADRIA LABORATORIES 87-442 NS
1GM/VIAL (INJECTABLE; INJECTION) 67-08-83 09-24-86
CYCLOPHOSPHAMIDE CYTOXAN MEAD JOHNSON/B-M 12-142 , NS
2GM/VIAL (INJECTABLE; INJECTION) 08-30-82 09-24-86
CYTARABINE CYTOSAR-U UPJOHN 16-793 3444294
100MG/VIAL (INJECTABLE; INJECTION) 06-17-69 05-13-86
CYTARABINE CYTOSAR-U UPJOHN 16-793 3444294
S00MG/VIAL (INJECTABLE; INJECTION) 06-17-69 05-13-86
DANTROLENE SODIUM DANTRIUM NORWICH EATON/P&G 17-443 3415821
25MG (CAPSULE; ORAL) 01-15-74 12-10-85
DANTROLENE SODIUM DANTRIUM NORWICH EATON/P&G 17-443 3415821
100MG (CAPSULE; ORAL) _ . 01-15-74 12-10-85
DANTROLENE SODIUM DANTRIUM NORWICH EATON/P&G 17-443 3415821
50MG (CAPSULE; ORAL) 10-10-75 12-10-85
Iv-33

Google
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ACTIVE INGREDIENT(S)
STRENGTH(S)

DESIPRAMINE HYDROCHLORIDE
10MG

DESMOPRESSIN ACETATE
0.01%Z

DESMOPRESSIN ACETATE
0.004MG/ML

DESONIDE
0.05%

DESOXIMETASONE
0.05%

DESOXIMETASONE
0.05%

DESOXIMETASONE
0.25%

DEXAME THASONE
DEXAMETHASONE
6MG

DEXAMETHASONE
6MG

DEXTROMETHORPHAN HYDROBROMIDE ;
PROMETHAZINE HYDROCHLORIDE
15MG/SML; 6.25MG/5ML

DEXTROSE
5GM/100ML

Google

TRADE NAME
DOSAGE FORM: ROUTE

NORPRAMIN
(TABLET; ORAL)

DDAVP
(SOLUTION; NASAL)

DDAVP
(INJECTABLE; INJECTION)

DESOWEN
(CREAM; TOPICAL)

TOPICORT
(GEL; TOPICAL)

TOPICORT
(OINTMENT; TOPICAL)

TOPICORT
(OINTMENT; TOPICAL)

DECADRON
(TABLET; ORAL)

DEXAMETHASONE
(TABLET; ORAL)

DEXAMETHASONE
(TABLET; ORAL)

PHENERGAN W/ DEXTROMETHORPHAN
(SYRUP; ORAL)

DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

Iv-35

APPLICANT NAME

MERRELL DOW/DOW CHEM

ARMOUR PHARM

ARMOUR PHARM

OWEN LABS/DERM PRODS
HOECHST-ROUSSEL
HOECHST-ROUSSEL
HOECHST-ROUSSEL
MS&D/MERCK

PAR PHARMACEUTICAL
ROXANE LABORATORIES

WYETH LABS/AMHO

ABBOTT LABORATORIES

NDA NO.
APPROVAL DATE

14-399
02-11-82

17-922
02-21-78

18-938
03-30-84

19-048
12-14-84

18-586
03-29-82

18-594
01-17-85

18-763
09-30-83

11-664
07-30-82

88-481
11-28-83

88-316
09-15-83

11-265
04-02-84

19-466
07-15-85

PATENT NO.
EXP. DATE

3454698
07-08-86
3454554
07-08-86

3497491
02-24-87

3497491
02-24-87

EXCLUSIVITY
EXP. DATE

NS
09-24-86

NDF
09-24-86

NDF
09-24-86

NDF
09-24-86

NDF
09-24-86

NS
09-24-86

NS
09-24-86

NS
09-24-86
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TABLE IV. NOA'

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE
50MG/ML

DEXTROSE; DOPAMINE HYDROCHLORIDE
5GM/100ML; 80MG/100ML

DEXTROSE; DOPAMINE HYDROCHLORIDE
5GM/100ML; 160MG/100ML

DEXTROSE; DOPAMINE HYDROCHLORIDE
5GM/100ML; 80MG/100ML

DEXTROSE ; DOPAMINE HYDROCHLORIDE
5GM/100ML; 160MG/100ML

DEXTROSE ; DOPAMINE HYDROCHLORIDE
5GM/100ML; 320MG/100ML

DEXTROSE; HEPARIN SODIUM
SGM/100ML; 200 UNITS/100ML

DEXTROSE; HEPARIN SODIUM
5GM/100ML; 200 UNITS/100ML

DEXTROSE; HEPARIN SODIUM
5GM/100ML; 1,000 UNITS/100ML

DEXTROSE; HEPARIN SODIUM
5GM/100ML; 4,000 UNITS/100ML

Google

PPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND

TRADE_ NAME
(DOSAGE FQRM: ROUTE)

DEXTROSE 5% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

DOPAMINE HCL
(INJECTABLE; INJECTION)

DOPAMINE HCL
(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM 1,000 UNITS
AND DEXTROSE 5% IN
PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 2,000 UNITS
AND DEXTROSE 5% IN
PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 5,000 UNITS
AND DEXTROSE 5% IN
PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM 20,000 UNITS
AND DEXTROSE 5% IN

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

Iv-37

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES
ABBOTT LABORATORIES

ABBOTT LABORATORIES
ABBOTT LABORATORIES
ABBOTT LABORATORIES

AM MCGAW/AM HOSP

AM 'MCGAW/AM HOSP

AM MCGAW/AM HOSP

TRAVENOL LABS

NDA D).
APPROVAL DATE

19-222
07-13-84

18-132
02-04-82

18-132
02-04-82

18-826
09-30-83

18-826
09-30-83

18-826
09-30-83

19-130
12-31-83

19-130
12-31-83

19-130
12-31-83

18-814
10-31-83

LUSIVITY INFORMATION

PATENT M.
EXP. DATE

EXCLUSIVITY
EXP. DATE

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

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

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

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

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

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; 400MG/100ML

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

DEXTROSE; MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE ;
POTASSIUM PHOSPHATE DIBASIC;
SODIUM ACETATE
5GM/100ML; 31MG/100ML;
130MG/100ML ; 26MG/100ML ;
320MG/100ML

Google

TRADE NAME
(DQSAGE FQRM: ROUTE)

HEPARIN SODIUM

25,000 UNITS

IN DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%

IN DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%

AND DEXTROSE 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)

ISOLYTE P W/

DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

Iv-39

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

NDA NO. PATENT NO.
APPROVAL DATE  EXP. DATE

19-339
03-27-85

18-388
11-05-82

18-461
02-22-82

18-967
03-30-84

18-967
03-30-84

18-967
03-30-84

19-025
12-27-84

EXCLUSIVITY
EXP. DATE

NS
09-24-86

NS
09-24-86

NS
09-24-86

NS
09-24-86

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
S5GM/100ML; 150MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 75MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 300MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
S5GM/ 100ML; 224MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
S5GM/100ML; 300MG/100ML; 900MG/100ML

Google

10 7-31-85 AND

TRADE NAME
£ FORM: ROUTE

POTASSIUM CHLORIDE
SMEQ IN DEXTROSE 5%
AND SODIUM CHLORIDE

©0.9% IN PLASTIC CONTAINER

(INJECTABLE; . INJECTION)

POTASSIUM CHLORIDE

10MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

10MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

20MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

20MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

30MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

40MEQ IN DEXTROSE 5%

AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

'3 WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATI

Iv-41

APPLICANT NAME

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

LABS

LABS

LABS

LABS

LABS

LABS

LABS

NDA NO.
APPROVAL DATE

19-308
04-05-85

19-308
04-05-85

19~-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

PATENT NQ.
EXP. DATE

LUSIVITY
P. DATE
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TQ 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT
STRENGTH(S)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
S5GM/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

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

Google

TRADE NAME
DOSAGE FQRM: ROUTE

DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
20MEQ IN PLASTIC 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
5MEQ 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
10MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

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

(INJECTABLE; INJECTION)

1v-43

APPLICANT NAME

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

LABS

LABS

LABS

LABS

LABS

LABS

LABS

LABS

NDA NO.
APPROVAL DATE

PATENT NO.
EXP. DATE

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

18-629
03-23-82

EXCLUSIVITY
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EX

ACTIVE INGREDIENT(S)
TRENGTH

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

DEXTROSE; THEOPHYLLINE
S5GM/100ML; 200MG/100ML

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

DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/100ML

DEXTROSE; THEOPHYLLINE
SGM/100ML; 400MG/100ML

DEXTROSE; THEOPHYLLINE
SGM/100ML; 80MG/100ML

DEXTROSE; THEOPHYLLINE
S5GM/100ML; 160MG/100ML

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

DEXTROSE; THEOPHYLLINE
5GM/106ML; 400MG/100ML

Google

TRADE NAME
(DOSAGE FQRM: 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

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

18-649
07-26-82

18-649
07-26-82

18-649
07-26-82

18-649
07-26-82

IVITY INFORMATI

PATENT M.
EXP. DATE

EXCLUSIVITY
EXP. DATE
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

PATENT NO.
EXP. DATE

ACTIVE INGREDIENT(S)
STRENGTH(S)

DICYCLOMINE HYDROCHLORIDE
10MG/ML

DICYCLOMINE HYDROCHLORIDE
10MG/5ML

DIFLORASONE DIACETATE
0.05%

DIFLORASONE DIACETATE
0.05%

DIFLUNISAL
250MG

DIFLUNISAL
500MG

DIGOXIN
0.2MG

DIGOXIN
0.05MG

DIGOXIN
0.15MG

DIGOXIN
0.1MG

DIHYDROERGOTAMINE MESYLATE;
HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE
0.5MG/0.5ML; 2500 UNITS/0.5ML;

5.33MG/0.5ML

Google

TRADE_NAME
(DOSAGE FORM: ROUTE)

BENTYL
(INJECTABLE; INJECTION)

BENTYL
(SYRUP; ORAL)

FLORONE
(CREAM; TOPICAL)

FLORONE
(OINTMENT; TOPICAL)

DOLOBID
(TABLET; ORAL)

DOLOBID
(TABLET; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

EMBOLEX
(INJECTABLE; INJECTION)

Iv-47

APPLICANT NAME

MERRELL DOW/DOW CHEM
MERRELL DOW/DOW CHEM
UPJOHN
UPJOHN

MS&D/MERCK

MS&D/MERCK

BURROUGHS WELLCOME
BURROUGHS WELLCOME
BURROUGHS WELLCOME
BURROUGHS WELLCOME

SANDOZ PHARMS/SANDOZ

NDA ND.
APPROVAL DATE

08-370
10-15-84

07-961
10-15-84

17-741
09-14-77

17-994
03-01-78

18-445
04-19-82

18-445
04-19-82

18-118
07-26-82

18-118
07-26-82

18-118
09-24-84

18-118
07-26-82

18-885
11-30-84

3980778
09-14-93

3980778
09-14-93

3714226
08-01-89
3674870
07-04-89

3714226
08-01-89
3674870
07-04-89

4088750
05-09-95

4088750
05-09-95

4088750
05-09-95

4088750
05-09-95

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

EXCLUSIVITY
EXP. DATE

NCE
04-19-92

NCE
04-19-92

NDF
09-24-86

NDF
09-24-86

NS
09-24-86

NDF
09-24-86

NC
11-30-87
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TABLE IV. NDA'S APPROVED F

ACTIVE INGREDIENT(S)
STRENGTH(S)

DIVALPROEX SODIUM
EQ 500MG BASE

DOBUTAMINE HYDROCHLORIDE
EQ 250MG BASE/VIAL

DOPAMINE HYDROCHLORIDE
80MG/ML

DOPAMINE HYDROCHLORIDE
80MG/ML

DOPAMINE HYDROCHLORIDE
40MG/ML

DOPAMINE HYDROCHLORIDE
40MG/ML

DOXEPIN HYDROCHLORIDE
EQ 25MG BASE

DOXEPIN HYDROCHLORIDE
EQ 50MG 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

Google

1-1-82 10 7-31

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)

AND NDA'D WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATI

1v-49

APPLICANT NAME

ABBOTT LABORATORIES

ELT LILLY

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 NO.
APPROVAL DATE

18-723
03-10-83

17-820
07-18-78

18-132
07-09-82

18-398
03-22-82

18-549
03-11-83

18-656
06-28-83

16-798
09-23-69

16~798
09-23-69

16-798
03-31-75

16-798
03-31-75

16-798
06-04-76

16-798
03-15-78

16-987
01-31-72

PATENT N0.
EXP. DATE

3987200
10-19-93

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

EXCLUSIVITY

EXP. DATE

NE
09-24-86
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WHNNWHWMHWLH&M&%MMMHWMWMMM@HWMMMWWWWW

ACTIVE INGREDIENT(S)
STRENGTH(S)

EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE
0.005MG/ML; 1%

EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE
0.005MG/ML; 1.5%

ERGOLOID MESYLATES
1MG

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

Google

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)

APPLICANT NAME

ASTRA PHARM PRODS

ASTRA PHARM PROULS

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

WYETH LABS/AMHO

WYETH LABS/AMHO

NDA NO.
APPROVAL DATE

17-751
08-30-76

17-751
08-30-76

18-706
01-18-83

18-418
01-30-81

86-069
01-31-84

04-782
01-26-84

18-668
05-10-82

18-782
07-21-82

PATENT NO.
EXP. DATE

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

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

4366145
12-28-99

4138565
02-06-96

4436738
03-13-01

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

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

EXCLUSIVITY
EXP. DATE

NDF
09-24-86

NDF
09-24-86

NS
09-24-86

NC
09-24-86

NC
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 1-31

ACTIVE INGREDIENT(S)
STRENGTH(S)

ETHINYL ESTRADIOL; NORGESTREL
0.05MG; 0.5MG

ETHINYL ESTRADIOL; NORGESTREL
0.03MG; 0.3MG

ETHINYL ESTRADIOL; NORGESTREL
0.03MG; 0.3MG

ETIDOCAINE HYDROCHLORIDE
0.5%

ETIDOCAINE HYDROCHLORIDE
1%

ETIDRONATE DISODIUM
200MG

Google

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)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMAILUN

IV-53

APPLICANT NAME

WYETH LABS/AMHO

WYETH LABS/AMHO

WYETH LABS/AMHO

ASTRA PHARM PRODS

ASTRA PHARM PRODS

NORWICH EATON/P&G

NDA NO.
APPROVAL 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

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

4137309
01-30-96
3683080
08-08-89
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
TRENGTH

FLUOCINONIDE
0.05%

FLUOCINONIDE
0.05%

FLUOCINONIDE
0.057%

FLUOCINONIDE
0.05%

FLUPHENAZINE DECANOATE
25MG/ML

FLUPHENAZINE ENANTHATE
25MG/ML

FLURANDRENOL IDE
0.004MG/SQ CM

FLURAZEPAM HYDROCHLORIDE
15MG

FLURAZEPAM HYDROCHLORIDE
30MG

FUROSEMIDE
20MG

FUROSEMIDE
40MG

FUROSEMIDE
40MG

FUROSEMIDE
20MG

FUROSEMIDE
20MG

Google

TRADE_NAME
AGE 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 LABORATORIES
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

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

4017615
04-12-94

3394131
07-23-85

3394131
07-23-85

3632740
01-04-89

4316897
02-23-99

4316897
02-23-99

EXCLUSIVITY
EXP. DATE

NDF
09-24-86
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JABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

FUROSEMIDE
20MG

FUROSEMIDE
40MG

FUROSEMIDE
40MG

FUROSEMIDE
20MG

FUROSEMIDE
40MG

FUROSEMIDE
20MG

FUROSEMIDE
40MG

FUROSEMIDE
20MG

FUROSEMIDE
40MG

FUROSEMIDE
80MG

FUROSEMIOE
10MG/ML

FUROSEMIDE
10MG/ML

FUROSEMIDE
10MG/ML

FUROSEMIDE
10MG/ML

Google

TRADE NAM

(DQSAGE FORM: ROUTE)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

LASIX
(TABLET; ORAL)

LASIX
(TABLET; ORAL)

LASIX
(TABLET; ORAL)

LASIX
(SOLUTION; ORAL)

LASIX

(INJECTABLE; INJECTION)

FUROSEMIDE

(INJECTABLE; INJECTION)

FUROSEMIDE

(INJECTABLE; INJECTION)

Iv-57

APPLICANT NAME

INTL MEDICATION SYS
INTL MEDICATION SYS
BARR LABORATORIES
ROXANE LABORATORIES
ROXANE LABORATORIES
KALAPHARM
KALAPHARM
HOECHST-ROUSSEL
HOECHST-ROUSSEL
HOECHST-ROUSSEL
HOECHST-ROUSSEL
HOECHST-ROUSSEL
INVENEX LABS/LIFE

INVENEX LABS/LIFE

NDA NO.
APPROVAL DATE

18-753
02-28-84

18-753
02-28-84

18-790
11-29-83

18-823
11-10-83

18-823
11-10-83

18-868
06-28-83

18-868
06-28-83

16-273
05-07-74

16-273
07-01-66

16-273
04-24-78

17-688
03-08-77

16-363
03-20-68

18-902
05-22-84

19-036
08-13-84

PATENT NO.
EXP. DATE

4324779
04-13-99

4324779
04-13-99

4324779
04-13-99

4324779
04-13-99

4324779
04-13-99

EXCLUSIVITY
EXP. DAT
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TABLE IV. NOA'S APPROVED FROM 1-1-82 T0 7-31-85 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. DAT

—
m

GLYBURIDE DIABETA HOECHST-ROUSSEL 17-532 3426067 NCE
1.25MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94

4060634
09-07-93

GLYBURIDE DIABETA HOECHST-ROUSSEL 17-532 3426067 NCE
2.5MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94

3454635

04-21-92

3507961

04-21-92

3507954

04-21-92

4060634

09-07-93

GLYBURIDE DIABETA HOECHST-ROUSSEL 17-532 3426067 NCE
5MG (TABLET; ORAL) 05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93

GONADORELIN HYDROCHLORIDE FACTREL AYERST LABS/AMHO 18-123 3947569 NCE

EQ 0.IMG BASE/VIAL (INJECTABLE; INJECTION) 09-30-82 03-30-93 09-30-92
4110438

08-29-95

IvV-59

Google
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TABLE [V. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRTATE 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

HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
0.5MG (TABLET; ORAL) 04-12-67 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
1MG (TABLET; ORAL) 04-12-67 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
2MG (TABLET; ORAL) 04-12-67 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
5MG (TABLET; ORAL) 04-16-74 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991
10MG (TABLET; ORAL) 04-16-74 04-15-86
HALOPERIDOL HALDOL MCNEIL PHARM 15-921 3438991 NS
20MG (TABLET; ORAL) 02-02-82 04-15-86 09-24-86
HALOPERIDOL LACTATE HALDOL MCNEIL LABORATORIES 15-922 3438991
EQ 2MG BASE/ML (CONCENTRATE; ORAL) 04-12-67 04-15-86
HALOPERIDOL LACTATE HALDOL MCNEIL LABORATORIES 15-923 3438991
EQ 5MG BASE/ML (INJECTABLE; INJECTION) 05-18-71 04-15-86
HEPARIN SODIUM HEPARIN LOCK FLUSH INVENEX LABS/LIFE 17-029
10 UNITS/ML (INJECTABLE; INJECTION) 05-06-82
HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 5,000 UNITS ABBOTT LABOkATORIES 18-911
100 UNITS/ML; 4.5MG/ML IN SODIUM CHLORIDE 0.45% 01-30-85
(INJECTABLE; INJECTION)
HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 5,000 UNITS ABBOTT LABORATORIES 18-916
100 UNITS/ML; 4.5MG/ML IN SODIUM CHLORIDE 0.45% 01-31-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 12,500 UNITS ABBOTT LABORATORIES 18-916
5,000 UNITS/100ML; 450MG/100ML IN SODIUM CHLORIDE 0.45% 01-31-84
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

IvV-61

Google
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31

ACTIVE INGREDIENT(S)
STRENGTH(S)

HEPARIN SODIUM; SODIUM CHLORIDE
500 UNITS/100ML; 900MG/100ML

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

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

Google

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

25000 UNITS

IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

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

HEPARIN SODIUM 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.
APPROVAL 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

AND NOA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

PATENT NO.
EXP. DATE

EXCLUSIVITY
EXP. DATE
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 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
T10MG/ML

HYDROXYUREA
500MG

IBUPROF EN
400MG

IBUPROFEN
300MG

IBUPROFEN
600MG

IBUPROFEN
400MG

[BUPROFEN
600MG

INDAPAMIDE
2.5MG

INDOMETHACIN
50MG

Google

TRADE NAME
(DOSAGE FQRM: RQUTE)

CORTIFOAM
(AEROSOL; 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)

APPLICANT NAME

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

MS&D RES LABS/MERCK

NDA NO.
APPROVAL DATE

17-351
02-10-82

18-795
01-07-83

19-106
07-03-84

18-726
08-08-83

19-034
01-11-84

16-295
12-07-67

17-463
09-19-74

17-463
09-19-74

17-463
03-09-79

18-197
05-19-81

18-197
03-05-84

18-538
07-06-83

17-814
08-13-84

PATENT M.
EXP. DATE

3968249
07-06-93

3565911
02-23-88

3644630
02-22-89
3849549
11-19-91

EXCLUSIVITY
EXP. DATE

NDF
09-24-86

NP
09-24-86

NP
09-24-86

NDF
09-24-86

NCE
01-11-94

I-2
09-24-86

I-2
09-24-86

I-2
09-24-86

I-2
09-24-86
I-2
09-24-86
NCE
07-06-93

NDF
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TQ 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

TODAMIDE MEGLUMINE
247

IODAMIDE MEGLUMINE
65%

TIODOH1PPURATE SODIUM,
I1-123
IMCI/ML

10DOXAMATE MEGLUMINE
9.9%

10DOXAMATE MEGLUMINE
40.3%

IOXAGLATE MEGLUMINE;
TIOXAGLATE SODIUM
39.3%; 19.6%

ISOF LURANE
99.9%

ISOTRETINOIN
10MG

ISOTRETINOIN
20MG

Google

TRADE NAME

(DOSAGE FQRM: ROUTE)

RENOVUE-DIP
(INJECTABLE;

RENOVUE-65
(INJECTABLE;

NEPHROF LOW
(INJECTABLE;
CHOLOVUE
(INJECTABLE;

CHOLOVUE
(INJECTABLE;

HEXABRIX
(INJECTABLE;

FORANE

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

(GAS; INHALATION)

ACCUTANE

(CAPSULE; ORAL)

ACCUTANE

(CAPSULE; ORAL)

Iv-67

APPLICANT NAME

ER SQUIBB AND SONS
ER SQUIBB AND SONS

MEDI-PHYSICS

ER SQUIBB AND SONS
ER SQUIBB AND SONS

MALLINCKRODT

ANAQUEST/BOC

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

NDA MO.
APPROVAL DATE

17-903
07-10-78

17-902
07-24-78

18-289
12-28-84
18-076
08-14-81

18-077
08-14-81

18-905
07-26-85

17-624
12-18-79

18-662
05-07-82

18-662
03-28-83

PATENT K.
EXP. DATE

3654272
04-04-89

3654272
04-04-89

4014986
03-29-94
4065553
12-27-94
4065554
12-27-94
4094966
06-13-95

3535425
01-24-93
3535388
01-24-93

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

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

EXCLUSIVITY -
EXP. DATE

I-6
09-24-86

I-6
09-24-86

NCE
12-28-89

NCE
07-26-90

NCE
05-07-92

NCE
05-07-92



v6-10-80
30N

v6=-10-80
3IN

v6-10-80
ER

v6=-10-80
JON

v6-10-80
ION

v6-10-80
N

98-v2-60
S2-1

26-L0-S0
ERL

S6-£0-10
5990
v6-G1-€0 ¥8-10-80
YoZL0p 9LL-8L
S6-£0-10
552990
P6-S1-€0 $8-v2-50
pobZLO0p 9LL-8L
66-0-50
€£1282¢p
S6-€0-10
5990V
¥6-G1-€0 ¥8-10-80
obZI0v 989-81
S6-£0-10
55990V
v6-S1-£0 v8-10-80
YrZL0p £89-81
S6-£0-10
52990
p6-51-€0 v8-10-80
PYrZL0p £89-81
$6-£0-10
52990
p6-G1-€0 ¥8-10-80
YrpZI0p £89-81
66-51-90 18-21-90
SZISEEY £€5-81
10-£0-80
V6EVIVY
66-0€-E0
8EvZ2EY
16-62-0 28-£0-50
£v9002¢ 299-81
[]
ETCIIELE] 1Y AOYddY

0Xxv19

0Xv19

INIY3HIS

INIYIHIS

INIYIHIS

INIY3IHIS

VWYVHd N3ISSNVC

JHI0Y VI-NNWW440H

I INVOT1daV

89-AI

(vy¥0 :13718v1)
J1VaNViL

(w0 ‘1378v1)
J1VANVYIL

(NOILJ3ICNI :3718VL1I3CNI)
3NAGOWYON

(Ivy0 ‘1318v1)
INAGOWYON

(Ivd0 :13718v1)
INAGOWNON

(vy0 :13718vL)
INAGOWYON

(vy0 :1378v1)
TVY0ZIN

(V40 :3INSdvI)
3INVINJIV

(3IN0Y W03 30v500]
N J0WiL

9W002
30I40THI0NAAH 10TV138V1

9001
JOIYOTHIONAAH 10TviIav]

TH/INS
3JAIY0THIONAAH 10TvLIIEVT

9N00Y
JAIA0THIONAAH 10TVLi3EVT

IW00L
30QIY0THIO0YAAH 10Tv1i3avT

9007
JAIY0THIOYAAH T0TIV13IEV]

IW00Z
370ZYNOJOL 3N

WO
NIONI13¥10SI

(STHIONRIS
(STINITOINT JATLOV

NUI&JWWJNI AJ]IAISHUXEI ONY INGLVd JIVTNd0%ddV ALIA SVON ONV G8-(E-C 01 ¢8-1-1 WOUJ QaAGNdQY SVON "AT 16V

00gIC



TABLE IV. NDA'S APPROVED FROM 1-1-§2 10 7-31

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

Google

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)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

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.
APPROVAL DATE

18-716
08-01-84

18-716
08-01-84

17-657
03-25-76

18-342
07-08-83

18-342
07-08-83

19-010
04-09-85

18-027
04-27-79
18-833
07-18-85

18-558
01-29-82

PATENT NO.
EXP. DATE

4012444
03-15-94
4066755

01-03-95

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

3461204
08-12-86
3867524
02-18-92
3860708
01-14-92
3860707
01-14-92
3562388
02-09-88
3558774
01-26-88

4264573
04-28-98

EXCLUSIVITY
- EXP. DATE

NCE
08-01-94

NCE
08-01-94

NDF
09-24-86

NDF
09-24-86

NCE
04-09-90
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 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

30MG/100ML ; 37MG/100ML; 0.82MG/100ML ;
370MG/100ML; S30MG/100ML; SO0MG/100ML;
12MG/ 100ML

MAGNESTUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM 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 ;
526MG/100ML ;

37MG/100ML; 222MG/100ML ;
502MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
30MG/100ML; 37MG/100ML; 370MG/100ML;
530MG/100ML; 5S00MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE;
SODIUM GLUCONATE
30MG/100ML; 37MG/100ML; 368MG/100ML ;
526MG/100ML; 502MG/100ML

MAGNESIUM SULFATE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM
CHLORIDE; SODIUM PHOSPHATE
20MG/100ML; 40MG/100ML; 6.25MG/100ML ;
800MG/100ML; 8.75MG/100ML

MALATHION
0.5%

MAPROTILINE HYDROCHLORIDE
25MG

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

ISOLYTES PH 7.4 IN PLASTIC
CONTAINER

(INJECTABLE; INJECTION)

PHYSIOSOL IN PLASTIC
CONTAINER

(SOLUTION; IRRIGATION)

PHYSIOSOL 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)

LUDIOMIL
(TABLET; ORAL)

Iv-n

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.
APPROVAL DATE

19-006
04-04-84

17-637
07-08-82

18-406
07-08-82

19-024
06-08-84

19-326
01-25-85

18-508
02-19-82

18-613
08-02-82

17-543
12-01-80

PATENT NO.
EXP. DATE

3399201
08-27-85

EXCLUSIVITY
EXP. DATE

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NCE
08-02-92
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 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/5SML

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
1MG/ML

Google

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)

REGLAN
(SYRUP; ORAL)

REGLAN
(INJECTABLE; INJECTION)

REGLAN
(TABLET; ORAL)

LOPRESSOR
(TABLET; ORAL)

LOPRESSOR
(TABLET; ORAL)

LOPRESSOR
(INJECTABLE; INJECTION)

Iv-73

APPLICANT NAME

BOEHRINGER INGELHEIM
BOEHRINGER INGELHEIM
CORD LABORATORIES
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

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

PATENT N0.
EXP. DATE

3422196
01-14-86

3422196
01-14-86

4404193
09-13-00

3876802
04-08-92
3998790
12-21-93

3876802
04-08-92
3998790
12-21-93

3876802
04-08-92
3998790
12-21-93

EXCLUSIVITY
EXP. DATE

NDF
09-24-86

NDF
09-24-86

I-12; I-13;
I-14
09-24-86

1-4
09-24-86

NDF
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)

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

Google

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)

Iv-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

NDA NO.

APPROVAL 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

PATENT NO.
EXP. DATE

EXCLUSIVITY
EXP. DATE

I-n
12-20-87

I-11
12-20-87
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TABLE IV. NDA'S APPROVED FROM 1-1

ACTIVE INGREDIENT(S)
STRENGTH(S)

MINOXIDIL
10MG

MOLINDONE HYDROCHLORIDE
SMG

MOLINDONE HYDROCHLORIDE
10MG

MOL INDONE HYDROCHLORIDE
25MG

MOL INDONE HYDROCHLORIDE
S0MG

MOLINDONE HYDROCHLORIDE
100MG

MOLINDONE HYDROCHLORIDE
20MG/ML

MORPHINE SULFATE
0.5MG/ML

MORPHINE SULFATE
1MG/ML

NADOLOL
40MG

NADOLOL
80MG

NADOLOL
120MG

Google

10 7-31

TRADE
FORM: ROUTE

LONITEN
(TABLET; ORAL)

MOBAN
(TABLET; ORAL)

MOBAN
(TABLET; ORAL)

MOBAN
(TABLET; ORAL)

MOBAN
(TABLET; ORAL)

MOBAN
(TABLET; ORAL)

MOBAN
(CONCENTRATE; ORAL)

DURAMORPH Pf
(INJECTABLE; INJECTION)

DURAMORPH PF
(INJECTABLE; INJECTION)

CORGARD
{TABLET; ORAL)

CORGARD
(TABLET; ORAL)

CORGARD
(TABLET; ORAL)

AND NDA'S WITH APPROPRIATE PATENT AND

1v-77

APPLICANT NA

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 M.
APPROVAL DATE

18-154
10-18-79

17-11
07-03-74

17-11
07-03-74

17-111
07-03-74

17-111
01-05-81

17-11
01-05-81

17-938
12-28-79

18-565
09-18-84

18-565
09-18-84

18-063
12-10-79

18-063
12-10-79

18-063
12-10-79

LUSTVITY INFORMATION

PATENT M).

3461461
08-12-86

3491093
01-20-87

3491093
01-20-87

3491093
01-20-87

3491093
01-20-87

3491093
01-20-87

3491093
01-20-87

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

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

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

NR; D-8
09-24-86

NR; D-8
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

NALIDIXIC ACID
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

Google

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)

APPLICANT NAME

WINTHROP LABS/STERL

DUPONT PHARMS/DUPONT

DUPONT PHARMS/DUPONT

WINTHROP LABS/STERL

DUPONT PHARMS/DUPONT

SYNTEX PR

SYNTEX PR

Iv-79

NDA NO.
APPROVAL DATE

17-430
04-17-73

16-636
04-13-71

16-636
06-14-82

18-733
12-16-82

18-932
11-20-84

17-581
03-11-76

17-581
03-11-76

PATENT 0.
EXP. DATE

3590036
06-29-88

4105659
08-08-95

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

EXCLUSIVITY
EXP. DATE

D-9,

D-10, D-11,
1-33
09-24-86

NS, D-9,
D-10, D-11
1-33
09-24-86

NC
09-24-86
NCE
11-20-89

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31

ACTIVE INGREDIENT(S)
STRENGTH(S)

NITROGLYCERIN
SMG/ML

NITROGLYCERIN
TMG/ML

NITROGLYCERIN
SMG/ML

NITROGLYCERIN
0.8MG/ML

NOMIFENSINE MALEATE
25MG

NOMIFENSINE MALEATE
50M6

NORETHINDRONE ACETATE
SMG

NORGESTREL
0.075MG

NORTRIPTYL INE - HYDROCHLORIDE
EQ 10MG BASE

NORTRIPTYLINE HYDROCHLORIDE
EQ 25MG BASE

NORTRIPTYLINE HYDROCHLORIDE
EQ 10MG BASE/SML

NORTRIPTYLINE HYDROCHLORIDE
EQ 10MG BASE/SML

Google

TRADE NAME
£ 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)

Iv-81

AND NDA'S WITH APPROPRIATE PATENT

APPL

MARION LABORATORIES
G POHL-BOSKAMP

G POHL-BOSKAMP
KREMERS-URBAN
HOECHST-ROUSSEL
HOECHST-ROUSSEL
AYERST LABS/MHO

WYETH LABS/AMHO

ELI LILLY

ELT LILLY

ELI LILLY

SANDOZ PHARMS/SANDOZ

LUSIVITY INFORMATION

NDA NO. PATENT NO.

APPR (3 P. DATE

18-621

01-05-82

18-672

08-30-83

18-672

08-30-83

18-774

01-19-83

18-224

12-31-84

18-224

12-31-84

18-405

04-21-82

17-631 3666858

16-23-73 65-30-89
3850911
11-26-91
3959322
11-26-91

14-684 3922305

11-86-64 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

EXCLUSTVITY
EXP. DATE

NDF
09-24-86

NDF
09-24-86
NOF
09-24-86

NOF
09-24-86

12-31-89
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSTVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

PARAMETHASONE ACETATE
2MG

PENTAGASTRIN
0.25MG/ML

PENTAMIDINE ISETHIONATE
300MG/VIAL

PENTAZOCINE LACTATE
EQ 30MG BASE/ML

PENTETATE INDIUM DISODIUM, IN-111
IMCI/ML

PENTOXIFYLLINE
400MG

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

PILOCARPINE HYDROCHLORIDE
a7

PIMOZIDE
2MG

PINDOLOL
5MG

PINDOLOL
10MG

Google

TRADE NAME
DOSAGE FORM: ROUTE

HALDRONE
(TABLET; ORAL)

PEPTAVLON
(INJECTABLE; INJECTION)

PENTAM 300
(INJECTABLE; INJECTION)

TALWIN
(INJECTABLE; INJECTION)

MPI INDIUM DTPA IN 111
(INJECTABLE; INJECTION)

TRENTAL
(TABLET, CONTROLLED
RELEASE; ORAL)

PHENERGAN VC
(SYRUP; ORAL)

PILOPINE HS
(GEL; OPHTHALMIC)

ORAP
(TABLET; ORAL)

VISKEN
(TABLET; ORAL)

VISKEN
(TABLET; ORAL)

Iv-83

APPLICANT NAME

ELI LILLY

AYERST LABS/AMHO
LYPHOMED

WINTHROP LABS/STERL
MEDI-PHYSICS

HOECHST-ROUSSEL

WYETH LABS/AMHO

ALCON LABORATORIES
MCNEIL PHARM

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

NDA NO.

APPROVAL DATE

12-772
04-17-61

17-048
07-26-74

19-264
10-16-84

16-194
07-24-67

17-707
02-18-82

18-631
08-30-84

08-604
04-02-84

18-796
10-01-84

17-473
07-31-84

18-285
09-03-82

18-285
09-03-82

PATENT NO.  EXCLUSTVITY
EXP. DATE  EXP. DATE
3499016
03-03-87
3896103
07-22-92
4105659
08-08-95
NCE
02-18-92
3737433 NCE
06-05-90  08-30-94
4189469
02-02-97
NDF
10-01-87
NCE
07-31-94
3471515 NCE
10-07-86  09-03-92
3471515 NCE
10-07-86  09-03-92
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31

ACTIVE INGREDIENT
STRENGTH(S)

POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM 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;
SODTUM CHLORIDE;
SODIUM SULFATE
227.1GM/PACKET;
2.82GM/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; 1MG

Google

TRADE NAME
(DOSAGE FORM: ROUTE)

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

MINIZIDE
(CAPSULE; ORAL)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

Iv-85

APPLICANT NAME

EDLAW PREPARATIONS

EDLAW PREPARATIONS

EDLAW PREPARATIONS

PFIZER LABS/PFIZER

NA MO,

APPROVAL DATE

18-983
10-26-84

18-983
10-26-84

18-983
10-26-84

17-986
06-13-80

PATENT NO.
EXP, DATE

EXCLUSIVITY
EXP. DATE

3511836
05-12-87
3663706
05-16-89
4130647
12-19-95
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

POTASSIUM CHLORIDE; SODIUM CHLORIDE
150MG/100ML; 900MG/100ML

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

POTASSIUM CHLORIDE; SODIUM CHLORIDE
75MG/100ML; 900MG/100ML

POTASSIUM CHLORIDE; SODIUM CHLORIDE
150MG/100ML; 900MG/100ML

POTASSIUM CHLORIDE; SODIUM CHLORIDE
220MG/100ML ; 900MG/100ML

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

PRALIDOXIME CHLORIDE
300MG/ML

PRALIDOXIME CHLORIDE
300MG/ML

PRAZEPAM
20MG

PRAZIQUANTEL
600MG

Google

TRADE NAME
(DOSAGE FQRM: ROUTE)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 20MEQ
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 40MEQ
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.075%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.15%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.22%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.3%
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

PROTOPAM CHLORIDE
(INJECTABLE; INJECTION)

PRALIDOXIME CHLORIDE
(INJECTABLE; INJECTION)

CENTRAX
(CAPSULE; ORAL)

BILTRICIDE
(TABLET; ORAL)

Iv-87

APPLICANT NAME

TRAVENOL LABS

TRAVENOL LABS

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AYERST LABS/AMHO
SURVIVAL TECHNOLOGY
PARKE-DAVIS/W-L

MILES PHARMS/MILES

NDA NO.
APPROVAL DATE

18-630
02-17-83

18-630
02-17-83

18-722
11-09-82

18-722
11-09-82

18-722
11-09-82

18-722
11-09-82

18-799
12-13-82

18-986
12-13-82

18-144
05-10-82

18-714
12-29-82

PATENT NO.
EXP. DATE

3629425
12-21-88

4001411
01-04-94

EXCLUSIVITY
EXP. DATE

NDF
09-24-86

NDF
09-24-86

NS
09-24-86

NCE
12-29-92
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TABLE IV. NDA'S APPRQV@ FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

PROPRANOLOL HYDROCHLORIDE
60MG

PROPRANOLOL HYDROCHLORIDE
80MG

PROPRANOLOL HYDROCHLORIDE
80MG

PROPRANOLOL HYDROCHLORIDE
90MG

PROPRANOLOL HYDROCHLORIDE
120MG

PROPRANOLOL HYDROCHLORIDE
160MG

PROTEIN HYDROLYSATE
5%

PROTAMINE SULFATE
250MG/VIAL

PROTIRELIN
0.5MG/ML

PROTIRELIN
0.5MG/ML

PYRANTEL PAMOATE
EQ 250MG BASE/SML

Google

TRADE NAME
EORM: 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)

AMINOSOL 5%
(INJECTABLE; INJECTION)

PROTAMINE SULFATE
(INJECTABLE; INJECTION)

THYPINONE
(INJECTABLE; INJECTION)

RELEFACT TRH
(INJECTABLE; INJECTION)

ANTIMINTH
(SUSPENSION; ORAL)

Iv-89

APPLICANT NAME

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHO

ABBOTT LABORATORIES
UPJOHN

ABBOTT LABORATORIES
HOECHST-ROUSSEL

ROERIG/PFIZER

NDA MO,
APPROVAL DATE

16-418
10-18-82

16-418
10-16-74

18-553
04-19-83

16-418
10-18-82

18-553
04-19-83

18-553
04-19-83

05-932
01-31-85

07-413
08-02-84

17-638
11-05-76

18-087
07-18-78

16-883
12-30-7

PATENT NO.
EXP. DATE

4138475
02-06-96

4138475
02-06-96

4138475
02-06-96

3746697
07-17-90

3746697
07-17-90

3644624
02-22-89
3549624
12-22-87

IVITY
EXP. DATE

NS
09-24-86
I-15
09-24-86

I-15
09-24-86

NOF
09-24-86

NS
09-24-86
I-15
09-24-86

NDF
09-24-86

NDF
09-24-86

NS
09-24-86
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ACTIVE INGREDIENT
STRENGTH(S

SILVER SULFADIAZINE
1%

SILVER SULFADIAZINE
1%

SINCALIDE
0.005MG/VIAL

SODIUM ACETATE, ANHYDROUS

2MEQ/ML

SODIUM CHLORIDE
450MG/ 100ML

SODIUM CHLORIDE
9MG/ML

SODIUM CHLORIDE
9MG/ML

SODIUM CHLORIDE
2.SMEQ/ML

SODIUM CHLORIDE
3GM/ 100ML

SODIUM CHLORIDE
5GM/ 100ML

SODIUM CHLORIDE
9MG/ML

Google

TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRTATE PATENT AND EXCLUSIVITY INFORMATION

TRADE NAME
DOSAGE FORM: ROUTE

SILVADENE
(CREAM; TOPICAL)

SSD
(CREAM; TOPICAL)

KINEVAC
(INJECTABLE; INJECTION)

SODIUM ACETATE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

TRAVENOL LABS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

TRAVENOL LABS

ABBOTT LABORATORIES

NDA ND.

APPROVAL DATE

17-381
11-26-73

18-578
02-25-82

17-697
07-21-76

18-893
05-04-83

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.
EXP. DATE

3761590
09-24-90

3839315
10-01-91

EXCLUSTVITY
EXP. DATE

PP
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-§2 TQ 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

SOYBEAN OIL TRAVAMULSION 10% TRAVENOL LABS 18-660

10% (INJECTABLE; INJECTION) 02-26-82
SOYBEAN OIL TRAVAMULSION 20% TRAVENOL LABS 18-758

20% (INJECTABLE; INJECTION) 02-15-83
SOYBEAN OIL SOYACAL 20% ALPHA THERAPEUTIC 18-786

20% - (INJECTABLE; INJECTION) 06-29-83
SOYBEAN OIL LIPOSYN IIT 10% ABBOTT LABORATORIES 18-969

10% (INJECTABLE; INJECTION) 09-24-84
SOYBEAN OIL LIPOSYN III 20% ABBOTT LABORATORIES 18-970

20% (INJECTABLE; INJECTION) 09-25-84
STANOZOLOL WINSTROL WINTHROP LABS/STERL 12-885 3704295 1-28
2MG (TABLET; ORAL) 11-30-61 11-28-89 09-24-86
STREPTOZOCIN ZANOSAR UPJOHN 17-961 ' NCE
1GM/VIAL (INJECTABLE; INJECTION) 05-07-82 05-07-92
SUCRALFATE CARAFATE MARION LABORATORIES 18-333 3432489

1GM (TABLET; ORAL) 10-30-81 03-11-86
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; 80MG (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 I1-21
200MG/5ML; 40MG/SML (SUSPENSION; ORAL) 04-16-75 06-02-87 09-24-86
SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM PEDIATRIC HOFFMANN-LA ROCHE 17-560 RE28636 I-21
200MG/SML ; 40MG/SML (SUSPENSION; ORAL) 12-10-79 ~ 06-02-87 09-24-86
SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 18-374 3551564

80MG/ML; 16MG/ML (INJECTABLE; INJECTION) 06-23-81 12-29-87

RE28636
06-02-87
Iv-93

Google



L6-v2-90
€15602v

L6-v2-90
15602V

V0 "3
"N N3V

3Iv0 "di3
NIRTIING

9L-21-20
9Le-LL

€L-0€-L0
9LE-L1

v8-01-80
9v6-81

v8-01-80
9v6-81

£8-60-S0
vse-8i

£8-60-50
258-81

€8-01-90
218-8l

£8-82-10
218-81

€8-40-10
St9-81

€8-L0-10
S19-81

28-61-S0
865-81

28-61-S0
86581

V0 WADHddY

"ON VON

3W0JT73M SHINONANG

3W027113K SHINOYINS
9NYA Y3HIVIH
9NYA ¥3HLIVIH
IAVIVHIVHY A¥NENYAO

IVIVWIVHd  A¥NENVO
S8Vl 14v¥I018

Sav1 14v¥d019
JWYVE/94W WIVHd TLIWN

JYYVE/93W WYVHd T1VYN
XIN3OHd/43WWNYA

XIN30Hd/43WWNYa

NN INVOTddY

v6-AI

(w0 ‘13178V1)
SQ vi1d3s

(Ivy0 <13178vV1)
vyld3s

(Ivyo :1318vV1)
WIYdOHLIWIYL
3 370ZVXOH13WV4INS

(Ivy0 ‘1378v1)
WINdOHLIWIYL
B3 3T0ZVXOHLIWVIINS

(w0 ‘1378v1)
H19N3¥LS 378N00 WIYJOHIIWIYL
OGNV 370ZVXOHLIWV4INS

(V40 ‘1378vL)
WIYJOHIINIYL
GNV 370ZVXO0HL13WV4INS

(V40 *NOISN3IJSNS)
JIY1VIG3d dW1-ZWS

(V40 NOISN3JSNS)
dH1-ZWS

(V40 *NOISN3IISNS)
WI¥LVIINS

(VY40 “NOISN3JSNS)
JIY1IVIA3d WI¥LVAINS

(V30 :1378vi)

H19NIYLS 378N0C WI¥dOHLIIWIYL
ONV 370ZVXOH13WV4INS

(Tvy¥0 <1378v1)

WINdOH13WINL
OGNV 370ZVXOHL3IWV4INS

(3IN0Y W03 39300)
JWWN 30V

9WO09L 9W008
WI¥dOH13IWI¥L 2370ZYXOHLIWVIINS

9W08 ‘9IWO0Y
WINJOHLIWINL *ITOZYXOHLIWVIINS

9W09L :9W008
WI¥JOH13WIYL 370ZYXOHL3WY4INS

9W08 :9IWO0Y
WI¥dOHL3WIYL :370ZVXOHLIWVIINS

9WO09L :9W008
WIYdOHLIWINL 3T0ZVXOHLIWVIINS

9W08 *9IWO00Y
WIYdOH1IWINL 370ZYXOHLIWVIINS

TNG/9WO0P * IWS/IW002
WIYJOHLIWIYL :370ZVXOHLIWVIINS

TWS/IWO0Y  TWS/IN002
WI¥dOHL3WIY¥L :3T0ZYXOHLIWVIINS

TWS/IWOY * TWG/IW002
WI¥dOHLI3WIY¥L -310ZYXOHLIWVIINS

THG/9W0P  TWS/9W002
WINJOHLIWI¥L :3TO0ZVXOHLIWVIINS

9W09L -9W008
WINdOHLIWI¥L :3T0ZYXOHLIWVIINS

908 ‘9W00p
WINOH1IWIYL $3T0ZVXOHLIWVIINS

HLON3L
(STINTTYONT 3NTLV

NOTIWWA0INT ALTATSATOX3 ONV IN3LVd 3IVT¥GOudaV ALK S/VON ONV G-1E-C 01 ¢8-1-[ WOUJ QIADNdaV S/VON "AT 316v1

Google




TABLE IV, NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)
TRENGTH

SULFASALAZINE
500MG

SULFASALAZINE
500MG

SULINDAC
150MG

SULINDAC
200MG

SUTILAINS
82,000 UNITS/GM

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

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

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

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

TECHNETIUM, TC-99M, MEDRONATE
N/A

TECHNETIUM, TC-99M, MEDRONATE
N/A

Google

TRADE NAME
DOSAGE FQRM: ROUTE

AZULFIDINE
(TABLET, ENTERIC COATED;
ORAL)

SULFASALAZINE
(TABLET, ENTERIC COATED;
ORAL)

CLINORIL
(TABLET; ORAL)

CLINORIL"
(TABLET; ORAL)

TRAVASE
(OINTMENT; TOPICAL)

MINITEC
(SOLUTION; INTRAVENOUS,
ORAL)

MICROLITE
(INJECTABLE; INJECTION)
HEPATOLITE
(INJECTABLE; INJECTION)

TECHNESCAN GLUCEPTATE
(INJECTABLE; INJECTION)

OSTEOLITE
(INJECTABLE; INJECTION)

AMERSCAN
(INJECTABLE; INJECTION)

IvV-95

APPLICANT NAME

PHARMACIA/PHARMACIA

BOLAR PHARMACEUTICAL

MS&D/MERCK

MS&D/MERCK

TRAVENOL LABS

ER SQUIBB AND SONS

MED DIAG/NE NUCLEAR

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

AMERSHAM/RADIOCHEM

NOA NO.
APPROVAL DATE

07-073
04-06-83

88-052
05-24-83

17-911
09-27-78

17-911
09-27-78

12-828
06-12-69

17-339
06-03-74

18-263
03-25-83

18-467
03-16-82

18-272
01-27-82

17-972
12-16-77

18-335
08-05-82

PATENT NO.  EXCLUSIVITY

EXP, DATE  EXP. DATE
NDF
09-24-86
NDF
09-24-86

3654349

04-04-89

3725548

04-03-90

3725548

04-03-90

3654349

04-04-89

3409719

11-05-85
1-31
09-24-86
NP
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S) TRADE APPLICANT NAME NDA NO. PATENT N0, IVITY
STRENGTH(S) (DOSAGE FORM: ROUTE) APPROVAL DAT P. DATE  EXP. DATE

TERFENADINE " SELDANE MERRELL DOW/DOW CHEM 18-949 3806526 NCE
60MG (TABLET; ORAL) 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
08-25-98
THALLOUS CHLORIDE, TL-201 THALLOUS CHLORIDE TL 201 MEDI-PHYSICS 18-110 NS
ZMCI/ML (INJECTABLE; INJECTION) 02-01-82 09-24-86
THALLOUS CHLORIDE, TL-20) THALLOUS CHLORIDE TL 201 AMERSHAM/RADIOCHEM 18-548
IMCI/ML (INJECTABLE; INJECTION) 12-30-82
THEOPHYLLINE QUIBRON-T/SR MEAD JOHNSON/B-M 87-563 4465660
300MG (TABLET, CONTROLLED RELEASE; 06-21-83 08-14-01
ORAL)
TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663
SMG (TABLET; ORAL) 11-25-81 04-11-89
TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663
10MG ; (TABLET; ORAL) 11-25-81 04-11-89
TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663
20MG (TABLET; ORAL) 11-25-81 04-11-89
TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085
EQ 0.25% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97
3655663
04-11-89
TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085
EQ 0.5% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97
3655663
04-11-89
V=97

Google
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 7-31

ACTIVE INGREDIENT(S)
TRENGTH

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

Google

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)

AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

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 NO.
APPROVAL DATE

17-955
10-05-78

17-579
04-18-75

18-117
04-23-83

86-240
06-22-78

17-892
04-26-85

17-892
11-15-82

17-892
11-15-82

18-719
12-21-84

18-719
12-21-84

17-943
07-14-82

17-952
11-09-82

PATENT NO.
EXP. DATE

3729568
04-24-90
4247547
01-27-98

3729568
04-24-90
4247547
01-27-98

3897779
08-05-92
3927806
12-23-92

4048310
09-13-94

3980790
09-14-93
3987052
10-19-93

3980790
09-14-93
3987052
10-19-93

3980790
09-14-93
3987052
10-19-93

EXCLUSIVITY
EAP. DATE

NDF
09-24-86

NCE
11-15-92

NCE
11-15-92

NCE
11-15-92

NCE
12-21-89

NCE
12-21-89

NS
09-24-86

NS
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 7-31-85 AND NDA'S WITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

WATER FOR INJECTION, STERILE

100%

WATER FOR INJECTION, STERILE

1007

WATER FOR INJECTION, STERILE

1007
XENON, XE-127
SMCI/VIAL

XENON, XE-127
10MCI/VIAL

XENON, XE-133
IOMC{/VIAL

XENON, XE-133
20MCI/VIAL

Google

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)

IvV-101

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

MALLINCKRODT

MALLINCKRODT

MALLINCKRODT

MALLINCKRODT

NDA NO. PATENT NO.
APPROVAL 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

EXCLUSTVITY
EXP. DATE

NCE
10-01-92

NCE
10-01-92
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SUBSCRIPTION FORM

APPROVED DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
6TH EDITION (1985)

MAIL TO: DATE:

Superintendent of Documents
Government Printing Office
Washington, DC 20402

(202) 783-3238

PURCHASER: SHIP TO:
(If different than purchaser)

CONTACT: TELEPHONE (IncTude Area Code)

METHOD OF PAYMENT

[ ] Charge my GPO Account No.

[ ] Purchase Order Number

[ ] Check enclosed for $
(Make check payable to Superintendent of Documents)

AUTHORTZING DATE:
SIGNATURE

DESCRIPTION QUANTITY |UNIT PRICE |TOTAL PRICE

The 6th Edition will be published 1n
October 1985. Subscriptio includes
the Approved Drug Products List

and monthly Cumulative Supplements.

DOMESTIC @ $103.00| $

FOREIGN @ $128.75| $
\

ENTER TOTAL 2 $

7
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