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v
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. а

USE OF REPORT

From the data presented under Section B., users should be able to observe such things as (l) 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.



A.COUNTSCUMULATIVEBYQUARTERS

CATEGDRIEScouNTEDJULY'84(BASELINE)ост'84JAN'85APR'85

DRUGPRODUcTsLIsTED74I5760977467890

SINGLEвоинов2005(27.05)2045(2ь.9$›2077(26.8$)2078(20.3%›
миьтпзоиксв<')54|0(72.9%)5564(73.I%)5669(73.23)58I2(73.7%)
THERAPEUTIcALLYEQUIVALENT4393(59.21)4497(59.Ix)4598(59.41)4709(59.61)

мотTHERAPEUTIGALLYEQUIVALENT999(13.45)|032(I3.5z)поза(I3.4%)|068(I3.5$)
EXcEPTIoNsI2’I8(0.3%)26(0.31)23(0.3%)26(0.33)

мниMoLEcuLARENTITIEsAPPRovEDи492

NUMBER0FAPPLIcANTs295300304307

'В.ACTIVITYFORSUPPLEMENTNUMBERIO

MAY'85JUNE'85GUMULATIVE

DRUGPRODUcTsADDED:404383

NEwLYAPPROVED37A4279A

DEsIEFFECTIVE3I4

REMARKETED000

DRUGPRODUcTsREMOVED:282452

wITHDRAwNAPPROVAL00о

RxтоотсswITcHо00

DISCONTINUEDMARKETING282452

NETGAININDRUGPRODucTsI2I93|

SINGLEвоиновPRODUCTSAPPROVEDI27I9
MULTIsouRcEDRUGPRODUcTsAPPROVED283664

NEwMOLECULARENTITIEsAPPROVED:303

AsTHEENTITY
-

3о3

AsAsALT,EsTER0RDERIVATIVE
0FTHEENTITY000

(I)THERAPEUTICEQUIVALENCEEVALUATIONSPROVIDEDONLYFORMULTISOURCEPRODUCTS(I.e.,AVAILABLE
FROMMORETHANONEAPPLICANT)
(2)AMINOACID-CONTAININGPRODUCTSOFVARYINGCOMPOSITION(SEEPAGEI-5OFTHELIST)

vl

REPORTOFCOUNTSFORTHEDRUGPRODUCTLIST



Ó v Y THTTńńñvM
APPROVED PRESCRIPTION DRUG PRODUCTS ' 1

DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85

ACEBuTOLOL HYOROCHLORIOE (PAGE 3-1) ACETAMINOPHENî COOEINE PHOSPHATE (PAGE 3-1)

CAPSuLE; ORAL TABLET; ORAL
SECTRÀL ACETAMIIIOPHEN Nl OODEINE 83
IVES LABS/AMHO EO 200MG BAsEn N 18917 AA LEHHON 3oOMG;30MGn N 88628

EQ 400MG BAsEn N 18917 AOETAHIHOPHEN Hf советы: sa.
AA LEHMON g00HG;80MGn N 88629
/Аёётдн1нёднён’шй‘8d8818:‘ЕЁЗЁЁРЁЧЁ'йё/

AGETAMINOPHEN; BUTALBITAL (PAGE 3-1) /éé/ /ZENïTHfßABORAÍORiES//zddHGíácńG/ /Nfájńáß/

> Ano > CAPSULE; ORAL
> A00 > BOTALBITAL ANO AOETAMINOPHEN AOETAMINOPHEN; HYDRoCOOONE BITARTRATE (PAGE 3-2)
› ADD > AB OM GRAHAM LABS 650MG;50 n N 88991
> AoD > ¿HRENILIN 5031; CAPSULE; ORAL
> ADD > A_ CARNRICK/GH GARNRICK 850MG;50MGn N 88831 AOETAHIHOPHEN ANO HYnROconONE BITARTRATE

AA CENTRAL PHARMS 500MG;5M§n N 88898
TABLET; ORAL
BUTALBITAL ANB AGETAHINOPHEN TABLET; ORAL

AB OANBURY PHARMACAL 325MG;50MGn N 87550 AOETAMINOPHEN ANO HYOROOOOONE BITARTRATE
> Аво › _____PHREHILIN Щ! îBÉNîRTL'TñKRIE? ШИНЫ? /A'Affsj/
>_Amg_> AB CARNRICk/BH CARNRICK 325MG;50MGn N 87811 Oo-GEsIc

AA CENTRAL PHARMS 500MG;§M§ N 87757
HYOROOOOONE BITARTRATE u/ AOETAMIHOPHEN

AGETAMINOPHEN; BUTALBITAL; cAFFEINE (PAGE 3-1) AA BARR LABORATORIES 500MG;5M§n N 88577

CAPSULE; ORAL
BUTALBITAL, AOETAHINOPHEN. OAPPEINE ACETAMINOPHEN. OxYCOOONE HYDROCHLORIDE (PAGE 3-2)

AB 0M GRAHAM LABS 325MG;50MG;40MGn N 88758
AB 325MG;50HG;40MGM N 88765 CAPSULE; ORAL

> A00 > AB 325HG;50MG;40MGn N 89023 TYLOX

AB 325MG;50MG;40MGn N 89067 MCNEIL PHARM 500MG;5MGn N 88790
› AoD > AB 325MG;50MG;40HGn N 89102 TvLOX-325

ESGIO MCNEIL PHARM 325MG;5MGn N 88246

A@ GILBERT LABORATORIES 325MG;50MG;40MGn N 88825
TABLET; ORAL

TABLET; ORAL /dddádáf/
> ADD > BUTALBITAL ASPIRIN ANO OAFFEINE oXvcET
> ADD > ш QUANTUM F'HARMIcs 325нэ;50 :OOMGM N 88972 м HALSEY DRUG защищен N 87463

EsGIc
AB GILBERT LABORATORIES 325MG;50MG;40MGn N 87629
FIORIOET ACETAMINOPHEN' PROPOXYPHENE NAPSYLATE (PAGE 3-2)

AB sANOOz PNARMS/sANOoZ 325MG;50MG;40MGn N 88616
REPAN TABLET; ORAL

A_ OH GRAHAM LABS 325MGs50MG;4oMGn N 87804 0ARVOcET-N 100
> A00 > AA ELI LILLY 650MG;100MG N 17122

0ARVOcET-N 50
ACETAMINOPHEN; сопатке PHOSPHATE (PAGE 3-1) › A00 > AA ELI LILLY 325MG;50MG N 17122

> ADD > PROPOXYPHENE NAPSYLATE ANO AOETAHINOPHEN
TABLET; ORAL > доп › AA BARR LABORATORIES 325MG;50MGu N 70115
AOETAHINOPHEN ANO cOOEINE PHOSPHATE > AOD > AA 650MG;100MGn N 70116

AA ZENITH LABORATORIES 300MG;60MG N 87083 > ADo > AA MYLAN PHARMS 650MG=IooMGn N 70145
AOETAHINOPHEN H/ осветив 82 > ADo > PRoVocET 100

AA LEHMON 300MG;15MG! N 88627 > A00 > AA LEMMON 650MG;100MGn N 70107
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DRUG PRODUCT LIST / CUHULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85 3

AHITRIPTYLINE HYDRQCHLORIDE (PAGE 3-10) AMOXICILLINI POTASSIUM CLAVULANATE (PAGE 3-13)

TABLET; ORAL POНDER FOR RECONSTITUTION; ORAL
AHITRIPTYLINE HOL AUGMENTIN '125'

BP AH THERAPEUTICS 25HG! N 88672 BEECHAM LABS/BEECHAM 125MG/5ML;

BP БОМБ! N 88673 EQ 31.25МБ ACID/5ML! N 50575
BP 75HG! N 88674 AUGHENTIN '250'
BP 1ООМБ! N 88675 BEECHAH LABS/BEECHAM 250HG/5HL5EQ 62.5"@ ACID/SML! N 50575
BP PAR PHARMACEUTICAL 1ОМБЦ N 88697
BP 2БМБП N 88698 TABLET; ORAL
BP БОМБ! N 88699 AUGHENTIN '250'
BP 75HG! N 88700 BEECHAM LABS/BEECHAH 250MG§EQ 125МБ ACID! N 50564
BP 100MG! N 88701 AUGMENTIN ‘БОО'
BP ISOMGI N 88702 BEECHAM LABS/BEECHAH БООМБЗЕО 125МБ ACID! N 50564

> ADD > AB Э PUREPAC/KALIPHARMA 10HG N 88084
> ADD > AB Э гБМБ N 88085
> ADD > AB Э БОМБ N 88105 AHPHETAMINE SULFATE (PAGE 3-13)
> ADD > A@ Э 75МБ N 88106
> “D” >

îäŕ/ °/s1uAA»<'IAs¢AA+¢A1¢s//1°° / /I
ï

‘ЁЁЁЁЁ/

“шт; om

‚ ,I F . ANPHETAMINE SULFATE

/Bŕ/ Шишу /Njáßßßé/ штетт змеи N 83901

89 15854 8288П

/БР/ ПМНЁЙ/ /Ё’В$бб?/
/БР/ /ISIINGÍ/ /Nfßááßß/ Щ (PAGE 3-141
AB SIDMAK LABORATORIES IQEQI N 88883

AB 25HG! N 88884 INJECTABLE; INJECTION
AB БОМБ! N 88885 AHPIOILLIN SODIUM
AB 75HG! N 88886 AE ELI LILLY EQ БООМБ BASE/VIAL! N 62565

AB IOOHGI N 88887 AE EQ 1БМ BASE/VIAL! N 62565

AB 1БОМБЦ N 88888
BP SUPERPHARH 1ОМБИ N 88853
BP 2БМБ! N 88854 AMPICILLIN/AMPICILLIN TRIHYDRATE (PAGE 3-14)
BP БОМБ! N 88855
BP 7БМБЦ N 88856 CAPSULE; ORAL
BP 100MG! N 88857 AHPIOILLIN

AQ Э DRUMMER/PHOENIX EQ 250не BASE N 61387
AB Э E БООМБ BASE N 61387

AHMONIUM LACTATE (PAGE 3-12)

LOTION; TOPICÀL ASPIRIN'I BUTALBITAL'I CAFFEINE (PAGE 3-16)
AMHONIUM LACTATE
BRISTOL-MYERS EQ 122 ACID! N 19155 CAPSULE; ORAL

BUTALBITAL N/ ASPIRIN AND CAFFEINE
CHELSEA LABORATORIES 325МБЗБОМБ;40МБП N 86231

AHOXICILLIN (PAGE 3-12)
TABLET; ORAL

CAPSULE; ORAL BUTALBITAL OOHPOUND
UTIHOX AB ZENITH LABORATORIES 325MG$50HG$40MGI N 85441

> ADD > AB Э PARKE-DAVIS/N-L 25ОМБ N 62107

> AOO > ¿B а 500MG N 62107
ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)

CAPSULE; ORAL
PROPOXYPHENE OOHPOUND 65
LEMMON 389МБЗ32.4МБ'65МБЦ N 890257

ZENITH LABORATORIES 389MG§32.4H§§65MG! N 830772
2
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DRUG PROOUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85 5

BROMPHENIRAMINE MALEATE; COOEINE PHOSPHATE; BUTABARBITAL SODIUM (PAGE 3-26)
PHENYLPROPANOLAMINE HYDROCHLORIOE (PAGE 3-25)

ELIXIR: ORAL
SYRUP; ORAL /SOOIUN'BUTABARBITAL/
BIPHETANE n@ BUTABARBITAL SOOIUM

AA BAY LABORATORIES 2MG/5ML;10MG/5ML;
12.5MG/5MLn N 88904 TABLET; ORAL

BROMANATE 0g BUTABARBITAL SOOIUM
AA NATL PHARM MFG/BARRE 2MG/5ML;10MG/5ML; AA LEMNON 15MGn N 88632

12.5MG/5MLn N 88723 AA зоне: N 88631
OIMETANE-OC

AA AH ROBINS 2MG/5ML;10MG/5ML

12.5MG/5ML N 11694 CALCITONIN (PAGE 3-27)

INJECTABLE; INJECTION
BROMPHENIRAMINE MALEATE; OEXTROMETHORPHAN HYOROBROMIOE; CALCIMAR

PSEUOOEPHEBRINE HYOROCHLORIOE (PAGE 3-25) /ARHOURfPHARH/ /éńOJHRGJUNiÍS/HÉ/ /Niïŕjßâ/
/ÉAA.ÑR¢.ÚÑIÍS/NL/ /Ñ.ï?759/

SYRUP; ORAL ARMOUR PHARM 200 IU/ML N 17769
> ADD > BIPHETANE 05 400 IU/VIAL N 17497
> AOD > AA BAY LABORATORIES 2MG/5ML;10MG/5ML;3OMG/5MLn N 88811

BROMANATE OA
AA NATL PHARM MFG/BARRE 2MG/5ML;10MG/5ML;3OMG/5MLn N 88722 CALCIUM CHLORIOE' OEXTROSE' MAGNESIUM CHLORIOE’ SOOIUM

OIMETANE-ON CNLORIOE; SOOIUM LACTATE (PAGE 3-28)
AA AH ROBINS 2HG/5ML;IOMG/5ML;SOMG/SML N 11694

AA 2MG/5ML;10MG/5ML;30MG/5ML N 19279 SOLUTION; INTRAPERITONEAL
nELPLEx H/ OEXTROSE 1.52 IN PLASTIC CONTAINER

A1 OELNEB 25.7MB/IOOHL;1.5GM/100ML;
BROMPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HYOROCHLORIOE 15.2MG/IOONA;587MG/100ML;
(PAGE 3-25) 392MG/100MLn N 18883

OELPLEX H/ OEXTRosE 1.52 LON MAGNESIUM IN PLASTIC CONTAINER
ELIXIR; ORAL A1 OELMEO 25.7MG/IOOHA;1.SGM/100ML;

‘ BIPHETAP 5.OBMG/100HA;538MG/100ML;

l AA BAY LABORATORIES 4MG/5ML;25MG/5MLn N 88687 448MG/100MLA N 18883

: BROMANATE OELPLEX H/ OEXTROSE 2.52 IN PLASTIC CONTAINER
g AA

/É'ÈQÉÈ'SÈSRMÄpFG/BARRE
4MG/5ML;25MG/5MLn N 88688 AI OELMEO 25.7NG/100HL;2.SGM/100ML;

'
‚ L, .‚ I I

15.2NG/100ML;587MG/100ML;

/ÄHÍRÓPIÑÉ /ÉNG/SñlìŕSNÉ/SÑL/ /Ñ.13Pß?/ ëîêüêálââůè“ N 18883
OELPLEX H/ OEXTROSE 2.52 LON MAGNESIUM IN PLASTIC CONTAINER

‚ /ÍÄP'É.jf¢PÑÍPÓLLÉPÍRÉIÉÄSÉÍÍÚRÁL/ A1 OELMEO 5551ш845995192159Ш1192цьз
- /PINEJÍÁPP/ ‚ ‚

MDM;
›- / Н. RPPINS/ /ïárixäßjäńsâ/ т. 12.435/ Щи N 18883

OELPLEX N/ OEXTRosE 4.252 IN PLASTIC CONTAINER
A1 OELNEO 25.7MG/1OOML;4.25GM/100ML;

BUMETANIOE (PAGE 3-25) 15.2M8/100HL;587M8/100ML;
392МБ/1ООМЦ! N 18883

TABLET; ORAL OELPLEX H/ OEXTRosE 4.252 LCN MAGNESIUM IN PLASTIC CONTAINER
BUMEX A1 OELMED 25.7MG/100NL;4.258M/100ML;

> ADO > HOFFMANN-LA ROCHE гиен N 18225 5.08H8/100NL;538HG/100HL;
44BHG/IOOHLA N 18883

OIANEAL PO-I H/ OEXTROSE 1.52 IN PLASTIC CONTAINER
/DIIIIRÉIIORPIIÍNÉ'lIYńlIódIIEóRÍß/(PAGE 3-26) Д TRA7ENOL LABS 25.7MG/100NL;1.5GM/IOOML;

15.2NG/100HA;587MG/100ML;
/INJEsfTAPßEi'INJt-ICIIPN/ 39_2.U_G/1_0_0m_ß N 17512

/PÚPRÉNÉX/ DIAHEAL PO-I иl OEXTROSE 2.52 IN PLASTIC CONTAINER
/N¢RNï¢Hf£ÄÍ¢N/P¢¢/ /ÉRÍPÄÄNGÍBÄSE/Ni/ /Ñfïßŕßi/ AI TRAVENOL LABS êäàlůâálââüèIÉIEEELlââDLI

15.2МБ/1ООМЬ;567МБ/1ООМЬ;

§_92I16/100I1L!! N 17512
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85
CEFOTAXIME SODIUM; DEXTROSE (PAGE 3-33)

INJECTABLEI INJECTION
CLAFORAN IN DEXTROSE SZ IN PLASTIC CONTAINER
HOECHST-ROUSSEL EQ 20MG BASE/MLSSOMG/MLI

EQ 40MG BASE/MLSSOMG/MLI

CEFOTAXIME SODIUM; SODIUM CHLORIDE (PAGE 3-33)

INJECTABLE; INJECTION

N
N

CLAFORAN IN SODIUM CHLORIDE 0.92 IN PLASTIC CONTAINER
HOECHST-ROUSSEL EQ 20MG BASE/MLS9MG/MLn

EQ 40MG BASE/ML;9MG/MLI

CEFOXITIN SODIUM (PAGE 3-33)

INJECTABLE; INJECTION
MEFOXIN
MS&D/MERCK EQ IOGM BASE/VIAL!

CEFOXITIN SODIUM; DEXTROSE (PAGE 3-33)

INJECTABLE; INJECTION
MEFOXIN IN DEXTROSE 52 IN PLASTIC CONTAINER
MS&D/MERCK EQ 20MG BASE/ML;SOMG/MLI

EQ 40MG BASE/MLISOMG/MLI

CEFOXITIN SODIUM; SODIUM CHLORIDE (PAGE 3-33)

INJECTABLES INJECTION
MEFOXIN IN SODIUM CHLORIDE 0.92 IN PLASTIC CONTAINER
MS&D/MERCK EQ 20MG BASE/ML;9MG/MLI

EQ 40MG BASE/ML;9MG/MLn

CEFTIZOXIHE SODIUHE DEXTROSE (PAGE 3-33)

INJECTABLE; INJECTION
CEFIZOX IN DEXTROSE 52 IN PLASTIC CONTAINER
SK&F LABORATORIES EQ 20MG BASE/MLSSOMG/MLI

EQ 40MG BASE/ML550MG/MLn

CEFTRIAXONE SODIUM (PAGE 3-33)

INJECTABLE; INJECTION
ROCEPHIN
HOFFMANN-LA ROCHE EQ 250MG BASE/VIAL!

EQ 250MG BASE/VIAL!
EQ 500MG BASE/VIAL!
EQ 500MG BASE/VIAL!
EQ IGM BASE/VIAL!
EQ IGM BASE/VIAL“

N
N

Z
IZ
2
2
Z
2

50596
50596

50596
50596

50517

50581
50581

50581
50581

50589
50589

50585
62510
50585
62510
50585
62510

CEFTRIAXONE SODIUM (PAGE 3-33)

INJECTABLE; INJECTION
ROCEPHIN
HOFFMANN-LA ROCHE EQ 2GM BASE/VIAL!

EQ IOGM BASE/VIAL!

CELLULOSE SODIUM PHOSPHATE (PAGE 3-34)

POНDER; ORAL
CALCIBIND
MISSION PHARMACAL ЗООБМ/ВОТ!

CEPHALOTHIN SODIUM (PAGE 3-34)

INJECTABLE; INJECTION
CEPHALOTHIN
INTL MEDICATION SYS §Q_16M BASE/VIAL!

EQ 26M BASE/VIALN

E «GM BASE¿y¿AAn
EQ 500MG BASE/7IALn

lä
lä
lë

CHLORDIAZEPOXIDE HYDROCHLORIDE (PAGE 3-37)

CAPSULE; ORAL
CHLORDIAZEPOXIDE HOL

AB LEMMON 555и
Щ Ш“
A_B Ш“
AB SUPERPHARM 5550
AB 1онеи

AB 25мец

CHLOROTHIAZIDE (PAGE 3-38)

TABLET; ORAL
cHLOROTNIAzIOE

AB a ORUMMER/PHOENIX 250MG

CHLORPHENTERMINE HYDROCHLORIDE (PAGE 3-40)

TABLET; ORAL
PRE-SATE

а PARKE-DAVIS/H-L EQ 65MG BASE

CHLORPROMAZINE HYDROCHLORIDE (PAGE 3-40)

CONCENTRATE; ORAL
OHLORPROMAZINE HOL

¿Ä _7RPÑÃTÉÍTABBRÃIRR äůńáfń'
íägí

I L

ïÉS/íîìañg7äé

2
2
2
2

2
2
2
2
2
2

50585
50585

18757

62426
62426
62426
62426

88705
88706
88707
88987
88986
88988

85485

14696
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85
COOEINE PHOSPHATEî PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE

HYDROCHLORIDE (PAGE 3-46)

SYRUP; ORAL
I' PHENERGAH VO Hl COOEINE

N 08306AA NYETH LABS/AMRO 10MG/5ML;5MG/5ML;6.25MG/5ML
PROMETH VO Hl COOEINE

AA NATL PHARM MFG/BARRE 10MG/5ML;5MG/5ML;6.25MG/5ML! N 88764
PROMETHAZINE VO Hl COOEINE

AA BAY LABORATORIES 10MG/5ML;5MG/5ML;6.25MG/5MLI N 88896

COOEINE PHOSPHATE; PROMETHAZINE HYDROCHLORIDE (PAGE 3-46)

SYRUP; ORAL
PHENERGAN Hl COOEINE

AA NYETH LABS/AMHO 10MG/5ML;6.25MG/5ML
PROMETH Hl OODEIEE

A NATL PHARM MFG/BARRE 10MG/5ML;6.25MG/5MLl
PROMETHAZINE Hl COOEINE

AA BAY LABORATORIES 10MG/5ML;6.25MG/5MLl

N 08306

N 88763

N 88875

COOEINE PHOSPHATEìŕPSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE
HYDROCHLORIDE (PAGE 3-46)

SYRUP; ORAL
ACTIEEO N/ COOEI_N_E_

AA
PSEUDODIHE O

AA BAY LABORATORIESЩ
A

COLCHICINE; PROBENECID (PAGE 3-47)

TABLET; ORAL .
PROBENECIO ANO COLCHICINE

BP DRUMMER/PHOENIX 0.5MGS500MG
OBENECIO u/ COLCHIPR CINE

/BP/ /ñRÚNNÉR/PHPÉNIX/ /PPSNGJSAPNS/

CORTICOTROPIN (PAGE 3-47)

INJECTABLE; INJECTION
CORTICOTROPIN

55 CARTER-GLOGAU LABS 40 UNITS/VIALn

CORTISONE ACETATE (PAGE 3-47)

TABLET; ORAL
CORTISONE ACETATE

BP Э VITARINE/PHOENIX 25MG

BURROUGHS NELLCOME 10MG/5ML;30MG/5ML;1.25MG/5ML N 12575

10MG/5ML;30MG/5ML;1.25MG/5MLI N 88833

NATL PHARM MFG/BARRE 10MG/5ML;30MG/5ML;1.25MG/5ML! N 88704

N 86130

/Nfßßïiń/

N 88772

N 80333

CROMOLYN SODIUM (PAGE 3-48)

SOLUTION/DROPS; OPHTHALMIC
OPTICROM
FISONS 4Z!

CYCLOPHOSPHAMIDE (PAGE 350)

INJECTABLE; INJECTION
CYTOXAN

Ä# IÑÉÃB.J¢HNS¢Ñ/Bŕń// И.“ MÉÍIIÍÄIL'/

/à
zä / 1.( IIÉÍUMIE/

/zí t ода. ILT/
/__/ ДБ ÍIÍÍÄL

ПЕР . A/
AE BRISTOL LABS/B-M IOOMG/VIAL
AB ZOOMG/VIAL

AE Щ
AB IGM/VIAL

EGM/VIAL

TABLET; ORAL

сдавшим/в 'ń/ мяту
/sAAA/

CYTOXAN
BRISTOL LABS/B-M 25M@

БОМБ

CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-51)

TABLET; ORAL
OYFROHEPTADIHE HOL

AA AM THERAPEUTICS 5558
AA а ORUMMER PHOENIX 555

DESERPIOINE; METHYCLOTHIAZIOE (PAGE 3-52)

TABLET; ORAL
ENOURONYL

BP ABBOTT LABORATORIES 0.25MG;5MG

ENOURONYL FORTE
BP ABBOTT LABORATORIES o.5MG;5MG

METHYCLOTHIAZIOE ANO DESERPIOINE
BP BOLAR PHARMACEUTICAL 0.25MG;5MGx

BP 0.5MG;5MGn

OESONIOE (PAGE 3-53)

CREAM; TOPICAL
BESONEN

55 OREN LABS/OERM PROOS 0,0528
TRIOEgILON

AB MILES PHARMS/MILES 5555;

N
2

2
2

18155

88798
87284

12775

12775

88486
88452

19048

17010
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v
DEXTROSE; LIDOCAINE HYDROCHLORIDE (PAGE 3-58)

INJECTABLE; INJECTION
LIDCCAINE NCL Nl DEXTROSE

ABBOTT LABORATORIES
7.52;_2 N 83914

/XÑL¢¢ÄINÉ.H¢L.N/.PÉXÍR¢§É7
XYLOCAINE Hf OEXTROSE
ASTRA PHARM PROOS 7.52;1.52 N 16297
xYLOCAIHE H/ GLUCOSE

A5 ASTRA PHARM PROOS 7.52;_2 N 10496

DEXTROSE; MAGNESIUM CHLORIDE; POIASSIUM CHLORIDE; POTASSIUM
PHOSPHATE, DIBASICi SODIUM ACETATE (PAGE 3-58)

INJECTABLE; INJECTION
ISOLYTE P N/ DEXTROSE 52 IN PLASTIC CONTAINER
AM MCGAH/AM HOSP SGM/100ML;31MG/100ML;130MG/100ML;

26MG/100ML;320MG/100MLI N 19025

QEXTROSE; OXYTOCIN (PAGE 3-59)

INJECTION
10 USP UNITS IN DEXTROSE 52
LABORATORIES SGM/100ML;I USP UNIT/100ML! N

SGM/100MLS2 USP UNITS/100ML! N
20 USP UNITS IN DEXTROSE 52
LABORATORIES 5GM/100ML;2 USP UNITS/100ML! N

N

INJECTABLE;
OXYTCCIN
ABBOTT 19185

19185IÈ
IÈ

OXYTCCIN
ABBOTT
OXYTCCIN
ABBOTT

Iâ 19185

5 USP UNITS IN DEXTROSE 52
LABORATORIES SGM/100ML;1 USP UNIT/100ML!Iâ 19185

DEXTROSEî POTASSIUM CHLORIDE; SODIUM CHLORIDE (PAGE 3-60)

INJECTABLE; INJECTION
POTASSIUM CHLORIDE IOMEQ IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.92 IN PLASTIC CONTAINER
TRAVENOL LABS SGM/100ML;75MG/100ML;

900MG/100MLß N

SGM/100ML515OMG/IOOML;

900MG/100MLI N

POTASSIUM CHLORIDE ZDMEQ IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.92 IN PLASTIC CONTAINER
TRAVENOL LABS SGM/100MLS150MG/100ML;

900MG/100MLA N

5GM/100MLS300MG/100ML;

900MG/100MLI N

POTASSIUM CHLORIDE 30MEQ IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.92 IN PLASTIC CONTAINER
TRAVENOL LABS SGM/100ML;224MG/100ML;

900MG/100MLU N

POTASSIUM CHLORIDE 40MEQ IN DEXTROSE 52 AND SODIUM
CHLORIDE 0.92 IN PLASTIC CONTAINER
TRAVENOL LABS 56M/100MLS300MG/100ML;

900MG/100MLn N

19308

Iâ
19308

19308

Iâ
19308

19308

> u

19308

>

>
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DEXTROSE', POTASSIUM CHLORIDE; $001Щ CHLORIDE (PAGE 3-60)

A2

INJECTABLE; INJECTION
POTASSIUM CHLORIDE SMEQ IN DEXTROSE 52 Ан! SOD!!!
CHLORIDE 0.92 IN PLASTIC CONTAINER
TRAVENOL LABS SGM/100MLS150MG/100ML;

900MG/100MLI N 19308

DEXTROSEì THEOPHYLLINE (PAGE 3-62)

INJECTABLE; INJECTION
THEOPHYLLINE ANO DEXTROSE 52 IN PLASTIC CONTAINER

A5 TRAVENOL LABS 5GM/100ML;40MG/100ML N 18649

A5 5GM/100ML;80MG/100ML N 18649

A5 5GM/100ML;160MG/100ML N 18649

A5 5GM/100ML;200MG/100ML N 18649

A5 5GM/100ML;4ooMG/100ML N 18649
THEOPHYLLINE IN DEXTROSE 52 IN PLASTIC CONTAINER

A5 ABBOTT LABORATORIES 5GM/100ML;4OMG/100HLA N 19211

A5 5GM/100ML;80MG/100MLn N 19211

A5 SGM/looML;16oMG/100MLn N 19211

A5 5GM/100ML;2OOMG/100MLn N 19211

A5 5GM/100ML;400MG/100MLn N 19211
THEOPHYLLINE 0.042 ANO DEXTROSE 52 IN PLASTIC CONTAINER

55 AM MCGAH/AM HOSP SGM/100ML;40MG/100MLn N 19083
THEOPHYLLINE 0.082 ANO DEXTROSE 52 IH PLASTIC CONTAINER

A5 AM MCGAH/AM HOSP 5GM/100ML;80MG/100MLI N 19083
THEOPHYLLINE 0.182 ANO DEXTROSE 52 IN PLASTIC CONTAINER

55 AM HCGAH/AM HOSP SGM/100ML;16OMG/100MLA N 19083

155555155555_5555_555 DEXTROSE 52 IN PLASTIC CONTAINER
A5 AM MCGAN/AM HOSP 5GM/100ML;200MG/100MLn N 19212
THEOPHYLLINE 0.42 ANO DEXTROSE 52 IN PLASTIC CONTAINER

A5 AM HOGAN/AM HOSP 5GM/100ML;4OOMG/100MLn N 19212

OIATRIZOATE MEGLUMINE (3-62)

INJECTABLE; INJECTION

/áń
/ńŕńá
úÉRdP"ABS}SiER£// l /Nfïádóß/7ñîâîì .I .

égä/ ‚ ../É /_’I/ т. ‚1653517
HYPAOUE MEGLUMINE 302

A5 HINTHROP-BREON/STERL §92 N 16403

HYPARUE NEGLUHINE 802

_5 HINTHROP-BREON/STERL _Q; N 16403

SOLUTION; URETHRAL

> CYSTOGRAFIN OILUTE

> ER SOUIBB ANO SONS 182A N 10040
HYPA UE-CYSTO ‚ '

/AI/ 7ñïaîññößfLABS/SIERL//ëéi/ /N.ï¢4¢3/
A1 HINTHROP-BREON/STERL 555 N 16403
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DOXYCYCLINE HYCLATE (PAGE 3-70)

CAPSULE; ORAL
00XY-LEMNON

AB LEMMON E 50MG BASER
OOXYCYCLINE HYCLATE

AB HALSEY вниз 59 50MG BASEn

AB 59 100МБ BASEn

AB PAR PHARMACEUTICAL 59 50MG BASEA

AB SUPERPHARM 59 50MG BASEn

AB Eg IOOMG BASEn

AB HEST-HARO 59 50MG BASEn

AB ZENITH LABORATORIES 59 50MG BASEn

5B 5 100MG BASEA

TABLET; ORAL
00XY-LEMNON

AB LEMMON E IOOMG БАЗЕ!
OOXYCYcLINE NYOLATE

AB SUPERPHARM 59 IooMG БАЗЕ!
AB ZENITH LABORATORIES 59 IOOMG BASEn

OOXYLAMINE SUCCINATE (PAGE 3-70)

TABLET; ORAL
OECAPRYH

5A MERRELL DOH/OOH CHEM 25MG
OOXYLAMINE SUCCINATE

55 QUANTUM PHARMICS 2§MGn

ORONABINOL (PAGE 3-70)

CAPSULE; ORAL
MARINOL
UNIMEO 2.5MGn

визы
10мGц

62497

62119
62119
62434
62469
62469
62396
62500
625002

2
2
2

2
N 62581

N 62494

N 62505

N 06412

N 88603

18651
18651
186512

2

EPINEPHRINE BITARTRATE; LIDOCAINE HYDROCHLORIDE (PAGE 3-72)

INJECTABLE; INJECTION
LIGNOSPAN FORTE
DEPROCO
LIGNOSPAN STANDARD
DEPROCO

ERGOCALCIFEROL (PAGE 3-72)

CAPSULE; ORAL

AA
AA NINTHROP-BREON/STERL
VITAMIN D

A VITARINE/PHOENIX

EQ 0.02MG BASE/MLS22I

EQ 0.01MG BASE/ML;22B

ORISOOL

ÍÑÍÑÍHRÓPÍÃÄBS/SÍÉRI//äáiádó'ÍÚ/
501000 IU

502000 IU

N 88389

N 88390

/ N. '153.44.4/

N 03444

N 84053

>щт>

> ADD >

ERYTHROMYCIN (PAGE 3-73)

OINTMENT; TOPICAL
AKNE-MYCIN
HERMAL PHARM LABS 22n

SOLUTION; TOPICAL
SANSAC

A1 OHEN LABS/OERM PROOS 55:

SHAB; TOPICAL
ERYCETTE
ORTHO PHARMACEUTICAL 22!

ERYTHROMYCIN ETHYLSUCCINATE (PAGE 3-74)

SUSPENSION; ORAL
ERYTHROMYCIN ETHYLSUCCINATE
PHARMAFAIR EQ 200MG BASE/5ML!

EQ 400MG BASE/5ML!là;
lâ

ERYTHROMYCIN LACTOBIONATE (PAGE 3-75)

INJECTABLE; INJECTION
ERYTHROMYCIN

AB ELKINS-SINN/AHROBINS EQ 500MG BASE/VIAL!
AB EQ IGM BASE/VIAL!

ERYTHROMYCIN LACTOBIONATE

AB ABBOTT LABORATORIES EQ 500MG BASE/VIAL
AE EQ IGM BASE/VIAL

ESTROGENS! CONJUGATED (PAGE 3-76)

TABLET; ORAL
CONJUGATED ESTROGENS

BS ZENITH LABORATORIES 0.3MGI

ETHACRYNATE SODIUM (PAGE 3-78)

INJECTABLE; INJECTION
EDECRIN

/NSŕñ/HÉR¢K/
MS&D/MERCK

/Éń'SIINA'BÄÉÉ/YIÄL'/
EQ 50MG ACID/VIAL

ETHINYL ESTRADIOL; ETHYNODIOL DIACETATE (PAGE 3-78)

TABLET; ORAL-21
/PENDLÉN/
DEMULEN 1/50-21

TABLET; ORAL-28
/ÚEHÚLÉNÉÉÉ/
DEMULEN 1/50-28

N 50584

N 62522

N 50594

N 62559

N 62558

62563
62563

50182
501822

l
N 88569

/Ñ.31615917

N 16093
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FUROSEMIOE (PAGE 3-86) 5А581ы0ы105 (PAGE 3-90)

TABLET; ORAL CREAM; TOPICAL
LASIx /HALOIOERM/

AB HOECHST-ROUSSEL зоне N 16273 HALOG-E

GENTAMICIN SULFAIE (PAGE 3-86) HEPARIN SOCIUg (PAGE 3-91)

INJECTABLE; INJECTION INJECTABLE; INJECTABLE
GENTAMICIN SULPATE HEP-PLUSH 10

> A00 > A5 SOLOPAK LABORATORIES 59 10MB BASE/MLn N 62507 A5 LYPHOMEO 50 UNITS/MLn N 17651
> ADD > A5 59 40MG BASE/MLA N 62507 HEPARIN LOCK FLUSH

A5 LYPHOMEO 100 UNITS/MLn N 17651
OINTMENT; TOPICAL Ag SOLOPAK LABORATORIES 10 UNITS/MLn N 88457
OENTAMICIH SULEATE A5 10 UNITS/MLn N 88580

A1 5 FOUGERA/BYk-GLON 59 1MG BASE/Gnn N 62533 A5 100 UNITS/MAR N 88581

A1 PHARMAOERM/BYK-GLON 59 1MG BASE/GMA N 62534 HEPARIN SODIUM
/AP ELKINS-SINN/AHROBINS/205(dd'UORMSIME /Nfïjdßj/

SOLUTION/OROPS; OPHTHALMIC /__/ /4d; 00'0011 (L/ /Njïjńßj/
_GEN°_PTI° 851. шт Jl/ /N'ïjńßj/

A1 ALLERGAN PHARMS 59 3MG BASE/MLn N 62452 > ADD > Ag ORGANON/AxZONA 1 000 UNITS/MLn N 00552
> ADo > A5 5 000 UNITS/MLA N 00552
> ADD > A5 10 000 UNITS/MLn N 00552

GLUTETHIMIOE (PAGE 3-88) › 01т › /LI UAENIN
> 01т >/AP AKIONA/ /dd'ddó'UNIiS/HL/ /Nfddsâé/

TABLET; ORAL > AoD > LIOUAEMIN SODIUM
GLUTETHIMIO; > ADn > A5 ORGANON/AKZONA 1,000 UNITS/ML N 00552

> AOB >

âî
a ORUMMEAAPNOENIX 500MG N 87297 > Ano > A5 5,000 UNITSAAL N 00552

/_/ /ZENIÍNAÄBÓRÄIPRIES//WL/ /N'áißßß/ > ADD > и _‚__10000 UNIL/ML N 00552
> ADD > A5 20,000 UNITS/ML N 00552
> 1DD > A5 40,000 UNITS/ML N 00552

GONAOOTROPIN CHORIONIC (PAGE 3-89) › 01т >
é!/
/LI UAEHIN'SCOIUN'ńid“

/i'óód'úiiŕéiń' /N'ńdssá/>DLT> .Am , I .‚ L/ И
INJECTABLE; INJECTION > OLT > /LIdUAENIN'SddIUN'ńiddń/
CHORIONIC GONAOOTROPIN > OLT >/Ag/ /ORGANON/AKZONA/ /ididdd'UNIiS/ML/ /ÑÍNASÉÍ/

A5 CARTER-GLOGAU LABS 15,000 UNITS/VIAL: N 17016 > OLT > LIQUAENIN'SOOIUN'ńádóń/
2.000 UNITS/VIALn N 17016 > OLT >/55/ /ORGANON/AKZONA/ /ádíddd'UNITS/NL/ /NfOOSSá/

A5 LYPHOMEO 15,000 UNITS/VIAL N 17067 > DLT > /LIdUAENIH'SOńIUN'ńSdń/ l l l I
>_D_LT_>/M/ /ÓNSANÓN/ÁKMNÄ/ /É 6dd UNÍTÉLOL/ т 3111552/

GUANETHIOINE MONOSULFATE (PAGE 3-90)
HEPARIN SOOIUM' SODIUM CHLORIDE (PAGE 3-93)

TABLET; ORAL
GUANETHIOINE HONOSULPATE INJECTABLE; INJECTION

AB BOLAR PHARMACEUTICAL 59 10MG sULPATEn N 86113 HEPARIN SOOIUM 10.000 UNITS IN SOOIUM CHLORIDE 0.92
AB 5 25MG SULFATEn N 86114 ABBOTT LABORATORIES 10.000 UNITS/100ML;
ISMELIN 900MG/100MLn N 18911

'YÉÍEÃÍCIBAëGEIGi/ /IOMG/ /Nfïájáá/ HEPARIN SODIUM 10.000 UNITS IN SODIUM CHLORIDE 0.452
/ZSMG/ /Nfiéßéé/ A5 ABBOTT LABORATORIES 10,000 UNITS/100ML;

AB CIBA/CIBA-GEIGY 59 10MG SULFATE N 12329 450MG/100MLn N 18911

AB 5 25M@ SULPATE N 12329 HEPARIN SODIUM 12,500 UNITS IN SOEIUM CHLORIDE 0.92
A5 ABBOTT LABORATORIES 5,000 UNITS/100ML;

900MG/100MLn N 18911

и552в1Ц_5911уц_2519я2_ци115_18_511151_55195115_2122
A5 ABBOTT LABORATORIES 5,000 UNITS/100ML;

900MG/100MLI! N 18911
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE ‘85

HYDROCHLOROTHIAZIDE; TIMOLOL MALEATE (PAGE 3-98) HYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-104)

TABLET; ORAL TABLET; ORAL
/ÍïñßLïßÉ/ RESERPINE ANO HYOROFLUMETHIAZIOE
TIMOLIOE 10-25 BP ZENITH LABORATORIES 50MG;0.125M8n

HYDROCHLOROTHIAZIDEì TRIAMTERENE (PAGE 3-98) HYDROXYZINE HYDROCHLORIDE (PAGE 3-105)

TABLET; ORAL
MAXZIDE

TABLET; ORAL
EIBBQKIZIEE_E§L

MTLAN PHARMS 50MCs75MCn N 19129 AB PuREPAC/KALIPHARMA IoMCn
AB êäüâ"
AB soMen

HYOROCORTISONE (PAGE 3-99» AB SUPERPHARM IoMsn
AB 25MCn

CREAM; TOPICAL AB soMCn
HYOROCORTISONE

""
A; THAMES PHARMACAL 2.52n N 88799

HYTOHE HYOROXYZINE PAMOATE (PAGE 3-106)
/éj/ OERMIK/RORER-AMCHEM /dláá/ N 80472

CAPSULE; ORAL
OINTMENT; TOPICAL HY-PAM "25"
путан: AB LEMMON Eg 25H8 HCLn

/éj/ OERMIK/RORER-AMCHEM /6352/ N 80474 -

PONOER; FOR RX COMPOuNOINC IBOPROFEN (PAGE з-1ов›
н-сопт

Щ] 7тхнвхжившим/д тешу TABLET; ORAL

AA TORCH LABORATORIES Iooz N 87834 › AOO > IBURROFEN
> AOO > AB BOOTS PHARMACEUTICAL 600MG»

RUrEN
HYOROCORTISONE ACETATE (PAGE 3-1021 AB BOOTS PHARMACEUTICAL aooMCn

‚.. I AB eooMen

дышит
AB ____eoonßn

/REEPA¢ÄRNRI¢AXPHÄRHS/ïñ/ /Nfßóáâj/
IMIPRAMINE HYDROCHLORIDE (PAGE 3-107)

TABLET; ORAL
IMIPRAMINE HCL

AEROSOL; TOPICAL AB Э DRUMMER/PHOENIX 10

HYDROCORTISONE ACETATE’ PRAMOXINE HYDROCHLORIDE (PAGE 3-103)

Ь
EPIFOAM SK-PRAHINE
REEOACARNRICR PHARMS Iz;1z N 86457

íââ/
7SRÃEILÃBORÄTORIES/

íidńá
/Bßñäí

HYOROFLUMETHIAZIOE (PAGE 3-1041 AB SKAF LABORATORIES IOMC

AB 25HG
TABLET; ORAL BP 50MG

HYOROPLUMETHIAIIOE
AB CHELSEA LABORATORIES 50MG: N 88528
A PAR PHARMACEUTICAL soMCn N 88850 INOOMETHACIN (PAGE 3-108)

CAPSULE; ORAL
INDOMETHACIN
PAR PHARMACEUTICAL ZSMGI

lä
H
ä

U
1
o 3 (D я

17

N 88932

88120
88121
88122
88794
88795
88796l2

2
N 88713

70556

70083
70088
700992

2
2

N 18829

N 18829
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85

LIDOCAINE HYDROCHLORIDE (PAGE 3-115)

SOLUTION; TOPICAL
LIDOCAINE HCL

A1 ROXANE LABORATORIES ¿gn N 88803

LINOANE (PAGE 3-116)

LOTION; TOPICALЩ
AI BAY LABORATORIES IZ! N 88190

SHAMPOO; TOPICALЩ
AI BAY LABORATORIES IZ“ N 88191

LOXAPINE HYDROCHLORIDE (PAGE 3-118)

CONCENTRATE; ORAL

/LAXIÍÄNE/
LOXITANE C

INJECTABLE; INJECTION
/LPXIÍÄNE/
LOXITANE IM

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SODIUM ACETATE; SODIUM
CHLORIDE; SODIUM GLUCONATE (PAGE 3-119)

SOLUTION; IRRIGATION
PHYSIOLYTE IN PLASTIO CONTAINER

AB ABBOTT LABORATORIES 30MG/100ML;37MG/100ML;370MG/100ML;
530MG/100MLS500MG/100ML N 19024

SYNOVALYTE IN PLA§TIO CONTAINER
AE TRAVENOL LABS 30MG/100ML;37MG/100ML;368MG/100ML;

526MG/100MLS502MG/100ML! N 19326

MEDRYSONE (PAGE 3-122)

SUSPENSION; OPHTHALMIC
HMS
ALLERGAN PHARMS 12 N 16624

MENOTROPINS (PAGE 3-122)

INJECTABLE; INJECTION
PERGONAL
SERONO LABS 150 IU/AMP N 17646

300 IU/AMPI N 17646

MEPERIDINE HYDROCHLORIDE (PAGE 3-122)

INJECTABLE; INJECTION
MEPERIOINE HCL
ABBOTT LABORATORIES IoMC/MLn
INTL MEDICATION SYS IgM§¿MLIÈ
FÈ

SYRUP; ORAL
DEMEROL

AA NINTHROP LABS/STERL 50MG/5ML
MEPERIDINE NCL

AA ROXANE LABORATORIES 50MG/5ML!

TABLET; ORAL
MEPERIDINE NCL

AA BARR LABORATORIES 100MGn

MEPHENTERMINE SULFATE (PAGE 3-123)

INJECTABLE; INJECTION
NYAMINE SULFATE

/Éëńïßßiämß/
HYETH LABS/AMHO

/ïSHG/ńi/
/ßńñß/ñi/
EQ 15MG BASE/ML
EQ SOMC BASE/ML

MEPIVACAINE HYDROCHLORIDE (PAGE 3-123)

INJECTABLE; INJECTION
OARBOQAINE

Ag вагон LABS/STERLING ggШ
Ag CARTER-CLOCAU LABS ¿gn
E Ё“

POLOOAINE
Ag ASTRA PHARM PROOS ¿gnШ
Ag OEPROCO ¿zn

MEPROBAMATE (PAGE 3-123I

TABLET; ORAL
MEPROBAHATE

/áá/
53337 не óńé/

/__/ /31__з/

19

N 88432

N 86332

N 05010

N 88744

N 88640

N 12250

N 88769

N 88770

N 88653

N 88387
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NALTREXONE HYDFEOCHLORIDE (PAGE 3-136)

TABLET; ORAL
TREXAN
DUPONT PNARMS/DUPONT 50MG!

NEOMYCIN SULFATE; POLYMYXIN B SULFATE (PAGE 3-137)

SOLUTION/DROPS; OPHTHALMIC
STATROL
ALCON LABORATORIES EQ 3.5MG BASE/ML;

16;250 UNITS/MLU

NOMIFENSINE MALEATE (PAGE 3-140)

CAPSULE; ORAL
MERITAL
HOECHST-ROUSSEL 25MG!

зоне:

NOREPINEPHRINE BITARTRATE (PACE 3-140)

INJECTABLE; INJECTION

LEVOPHEO. l . t I
/ÉÉÉ¢Ñ.LÄPSÍSÍÉÉLIÑG//ER.ïń¢.PÄSÉÍHL/
NINTHROP-BREON/STERL EQ 1MG BASE/ML

NYSTATIN «PACE 3-141)

SUSPENSION; ORAL
NYSTATIN

AA BAY LABORATORIES 1002000 UNITS/ML!
AA PHARMAFAIR 1001000 UNITS/ML!

TABLET; ORAL
NYSTATIN

AA .QUANTUM PHARMICS 500,000 UNITS!

NYSTATIN; TRIAMCINOLONE ACETONIDE (PAGE 3-141)

CREAM; TOPICAL
MYCOLOG-II

AI ER SQUIBB ANO SONS 1001000 UNITS/GM;O.IZI
AI 1002000 UNITS/GM;0.12I

MYKACET

AI NMC LABORATORIES 100,000 UNITS/GM;O.IZI
> ADD > NYSTATIN ANU TRIAMCINOLONE ACETONIDE
> ADD > AI CLAY-PARK LABS 100x000 UNITS/6M;0.12l

> ADD > OINTMENT; TOPICAL
> ADD > MYCOLOG-II
> ADD > ER SQUIBB AND SONS 100;000 UNITS/GM;0.IZI

DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT

N 18932

N 62339

N 18224
N 18224

/NÍA'ÍSJU/
N 07513

N 62512
N 62541

N 62525

60576
62606

62367

2

2

2
:2

62186

N 60572
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OXACILLIN SODIUM (PAGE 3-142)

INJECTABLE; INJECTION
BACTOOILL
BEECHAM LABS/BEECHAM EQ lOGM BASE/VIAL!

OXTRIPHYLLINE (PAGE 3-143)

ELIXIR; ORAL
спаивать

AA PARKE-OAvIS/H-L 100MG/5ML:

QZIBIEEILE!!!
AA BAY LABORATORIES 100MG/5ML

OXYPHENBUTAZONE (PAGE 3-143)

TABLET; ORAL
OXYPHENBUTAZONE
BOLAR PHARMACEUTICAL 100MG!
TANDEARIL
GEIGY/CIBA-GEIGY

Iâ

100MGI)

/PÉNÉTÄTÉ'ÓÁÉOÍÚM' Riádńiúń"ŕńli¿§' Pááé'álidáT

/ÍNJECÍÄB Jŕíïińń/
/YÍÍÈÉR 69.ÓÍPÄ/
/DïÁS 'P¢ńúS/3H//2ń¢i/ÑL/

r

LEÃ„1N
ïÚń.iB
N¢Sfï¢

PENTAMIDINE ISETHIONATE (PAGE 3-148)

INJECTABLE; INJECTION
PENTAM 300
LYPHOMED 300MG/VIALI

PENTETATE CALCIUM TRISODIUM: YB-169 (PAGE 3-148)

INJECTABLE; INJECTION
YTTERBIUM YB 169 DTPA
MEDICAL PRODUCTS/3M 2MCI/ML

PENTOBARBITAL SODIUM (PAGE 3-149)

CAPSULE; ORAL
PENTOBARBITAL SODIUM

AA Э VITARINE/PHOENIX 100MG

TABLET; ORAL
PENTOBARBITAL SODIUM

AA O VITARINE/PHOENIX 100MG

N 61334

N 09268

N 88243

N 88399

N 12542

/ Ñ. '175115/

N 19264

N 17518

N 83284

N 83285
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POTASSIUM CLAVULANATE; TICARCILLIN DISODIUM (PAGE 3-158)

INJECTABLE;
TIMENTIN
BEECHAM LABS/BEECHAM EQ 100MG ACID/VIAL;

EQ 36M BASE/VIAL!
EQ 200MG ACID/VIAL;
EQ 36M BASE/VIAL!

INJECTION

PREDNISOLONE (PAGE 3-159)

TABLET; ORAL
PREDNISOLONE

BX SUPERPHARM 5MG!

PREDNISOLONE ACETATE; SULFACETAMIDE SODIUM (PAGE 3-160)

OINTMENT; OPHTHALMIC
PREDSULFAIR

AI PHARMAFAIR 0.52S102
VASOCIDIN

A COOPERVISION PHARMS 0.52;

PREDNISONE (PAGE 3-161)

SOLUTION; ORAL
PREDNISONE
ROXANE LABORATORIES
PREDNISONE INTENSOL
ROXANE LABORATORIES

5MG/5ML!

5MG/MLA

TABLET; ORAL
PREDNISONE

BX SUPERPHARM 5MG!
BX IOMGI
BX 20MG!

PRILOCAINE HYDROCHLORIDE (PAGE 3-162)

INJECTABLE; INJECTION
CITANEST
а ASTRA PHARM PROOS Iz
а ax
а 3x

/52/
CITANEST PLAIN
ASTRA PHARM PROOS 4Z

DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85 23

PROCAINAMIDE HYDROCHLORIDE (PAGE 3-163)

CAPSULE; ORAL
PROCAINAMIDE NCL

AB ROXANE LABORATORIES gggggn
N 50590 AB âggggn

N 50590 INJECTABLE; INJECTION
PROCAINAMIDE HOL

Ag SOLOPAK LABORATORIES 100MG/MLU
Ag 500MG/MLB

Ag 500MG/MLU

TABLET, CONTROLLEO RELEASE; ORAL
N 88892 PROCAINAMIDE HcL

A@ BOLAR PHARMACEUTICAL 250Men

AB SOOMCU

AA 750Men

PROOAN 5R

AA 250MB

AB 500MG
N 88032 AB 750MB

7Вс/ PARKE-OAVIS/w-L /SBBÑE/
N 88791 IOMn

PROCHLORPERAzINE EOISYLATE (PACE 3-164)

CONCENTRATE; ORAL
PROCHLORPERAIIHE EOISYLATE

N 88703 AA BAY LABORATORIES gg 10MG BASE/MLB

N 88810 SYRUP; ORAL
PROcHLORPERAzINE EOISYLATE

AA BAY LABORATORIES EQ 5MG BASE/5MLn

N 88865
N 88866 PROCHLORPERAZINE MALEATE (PACE 3-1641
N 88867

CAPSULE, CONTROLLEO RELEASE; ORAL
COMPAzINE
Э SK&F LABORATORIES EQ 75H6 BASE

PROMETHAZINE HYOROCHLORIOE (PAGE 3-165)
N 14763
N 14763 SYRUP; ORAL
N 14763 /BAYMETHAIINE/
/Nfïájßß/ PRONETHAZIHE PLAIN

N 14763
PROPOXYPHENE HYDROCHLORIDE (PAGE 3-167)

CAPSULE; ORAL
PROPOXYPHENE HCL

AA LEMMON ФИ l

N 88989
N 88990

88530
88531
88532Z

IZ
IZ

88533
88534
88535

86468
860652

1
2
2
1
2
‘2

N 87510

/Ñfßßßßß/

N 88489

N 88598

N 88597

N 11000

N 88615
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SECOBARBITAL SOOIUM (PAGE 3-1741 gggAQA_ggA!§1!ggAg_§gAggAA1g (PAGE 3-1791

CAPSULE; ORAL SUSPENSION; ORAL, RECTAL
SECOBARBITAL SODIUM SODIUM POLYSTYRENE SULFONÀTE

AA a ORUMMER/PHOENIX 100MG N 85898 AA BAY LABORATORIES 15GM/80MLN N 88717
AA э VITARINE/PHOENIx 100MG N 86273

SOYBEAN OIL (PAGE 3-180)
SODIUM CHLORIDE (PAGE 3-176)

INJECTABLE; INJECTION
INJECTABLE; INJECTION LIPCSYN III 102
AACTERIOSTATIC SOOIUM CNLORIOE 0.92 IN PLASTIC CONTAINER Ag ABBOTT LABORATORIES ¿Agn N 18969

Ag ABBOTT LABORATORIES 9MG/ML N 18800 LIPOSYN III 202
Ag INVENEX LABS/LIFE 9MG/MLn N 88909 Ag ABBOTT LABORATORIES ¿Agn N 18970
Ag 9MG/MLn N 88911

SCOIUM CNLORIOE IN PLASTIC CONTAINER
/AP ‚ ‚ . . L /Njïjáßá/ SPIRONOLACTONE (PAGE 3-180)

SOOIUM CHLORIDE 0.92 IN PLASTIC CONTAINER
Ag AM MCCAN/AM HOSP 900MG/100ML N 17464 TABLET; ORAL
Ag INVENEX LABS/LIFE 9MG/MLn N 88912 SPIRONOLACTONE

> AOO > _A а PUREPAC/KALIPHARMA 25 N 88053
SLUSH; IRRIGATION
SOOIUM CHLORIDE 0.92 IN STERILE PLASTIC CONTAINER
TRAVENOL LABS 9OOMC/IOOMLn N 19319 SUCCINYLCHOLINE CHLORIOE (PAGE 3-1811

INJECTABLE; INJECTION
SOOIUM IOOIOE I-131 (PAGE 3-178) ANECTINE

> A09 > Ag э BURROUGHS NELLCOME 50MG/ML N 08453
SOLUTION; ORAL SUCCINYLCHOLINE CHLORIDE
SOOIUM IOOIOE I 131 ‚ д ‚ , /âg/ ‚ ‚ 1,1 dd B/vIAL /N¿80283/

¿4_0T > шпион. хны IiP. шалаш/пи т. 1.1315/ /_/ Hij@ /N швз/
› ADD > SYNCOR INTL sOMCI/ML N 17315

SULPABENZAMIOE. SULPAC TAMIO ° SULFATHIAZOLE (PAGE 3-1811
SOOIUM LACTATE (PAGE 3-178)
‘ TABLET; VAOINAL
INJECTABLE; INJECTION SULTRIN
SOOIUM LACTATE IN PLASTIC CONTAINER A1 ORTHO PHARMACEUTICAL 184MG;143.75MC;172.5MC N 05794
ABBOTT LABORATORIES SMEG/MLn N 18947 TRIPLE SULPA

A1 E FOUGERA/ALTANA 184MG;143.75MG;172.5MG2 N 88463
A_ PHARMAOERM/ALTANA 184M8;143.75MG;172.5MGn N 88462

SOOIUM NITROPRUSSIOE (PAGE 3-178)

INJECTABLE; INJECTION SULPACETAMIOE SOOIUM (PAGE 3-181)
SOOIUM NITROPRUSSIOE

Ag LYPHOMEO 50MG/VIALE N 70031 SOLUTION/OROPS; OPHTHALMIC
SULPACETAMIOE SOOIUM

AT PHARMAPAIR 102x N 88947
SOOIUM POLYSTYRENE SULPONATE (PAGE 3-1791 /AÍ/ /PHARMAFAIR/ /ïëgß/ /Njgjágß/

SULPAIR 10
PONOER; ORAL, RECTAL A1 PHARMAPAIR ¿Agn N 87949
RAYEXALATE

AA BREON LABS/STERLING 453.6GM/BOT N 11287
SOOIUM PCLTSTYRENE SULPONATE

AA BAY LABORATORIES 453.6GM/BOTn N 88786



SULFAMETHOXAZOLE(PAGE3-182)TECHNETIUH!TC-99HzALBUMINKIT(PAGE3-185)

TALBET;ORALINJECTABLESINJECTION
зищнвтнохдгоьвдышитшнпшт'ээнхш/

‚ /Шwww/Éóóńéтешуттпснин/тлит.17775/

ABHEATHERORUC500m@N66163TECHNETIUMтс99нHSA
MEDI-PHYSICSN/AN17775

SULFAHETHOXAZOLE'TRIHETHOPRIM(PAGE3-103)
TECHNETIUHтс-99нMEORONATEKIT(PAGE3-1861

TABLET;ORAL
COTRIHINJECTABLE;INJECTION

59LEMMON4оопз;вомеиN70034/Hńń'KIT/
COTRIHn.5.TECHHETIUMTc99HHPIMur

A9LEMHON600HG;160HCnN70046
äQLEAEEIEQEBI!

A9PARPHARMACEUTICAL400MG;60nN70022TECHNETIUHTC-99nPENTETATEKIT(PASE3-1661
sULEAHETHORRIH-us

A9PARPHARMACEUTICALBoonC;160nenN70032INJECTABLE;INJECTION
sULFAHETHOXAzOLEaTRIMETHOPRIM>DLT>/OTRÁ'SN'KIT'ÓHELÁTE

A9HEATHERDRUG400MG;BoHCnN16946>OLT>/59/
г‚‚Nid/Nf17255/

A__B600MG;160r1(5nN18946тмин/шиш'SdÁNNINé‘к
suLrAHETHOXAzoLEANOTRIHETHORRIH/ég/L,

‚
/Nfïjßßß/

A9BARRLABORATORIES400HG;60MsnN70006>A00>HRIOTRAKITcHELATE
A9CHELSEALABORATORIES400MC;60MCnN70002>A00>_g"EOI-PHYSICSN¿AN17255
A9000п0;160н0пN70000

>500›suLFATRIH-Ds
>A00>59SUPERPHARM600HC;160HCnN70066TECHNETIUNlTC-99MISULFURCOLLOIOKIT(PACE3-107)
>A00>SULEATRIH-Ss
>500>A9SUPERPHARM400MC;60MGnN70065INJECTABLE;INJECTION

SULFAHETHOXAzOLEANOTRIHETHoRRIHDOUBLESTRENGTH/óińŕŕóńéń'fééńńéŕtúń'99H'TSó
A9BARRLABORATORIES600MC;160MCuN70007

‚/Nfijjáá/
из]

НИМ-0173111?“Ждшцуёмт'имёу
/ÑIjIIddII/

TECHNETIUMTc99HTsc
1L„L

‚‚;п
‚‚‚‚‚AgMEDI-PHYSICS_¿AN17704

/TRIHEfn/suc¢6's/s
III J.

.
.ńŕIŕS/_ëůdń¢;ëóńén/т.77.6.61/

TERBUTALINESULEATE(PAGE3-107)

sULFIsOXAZOLE(PAGE3-1041AEROSOL;INHALATION
BRETHAIRE

TABLET;ORALBNGEICY/CIBA-CEICY0.2MC/INHnN10762
sULFIsOXAzoLEBRICANYL

>A00>BPаORUMMER/RHOENIX500MBN07332BNMERRELLDON/DONCHEM0.2ME/INHnN10000

INJECTABLE;INJECTION
TECHNETIUMTC-99MALBUMINACGREGATEOKIT(PAGE3-105)BRIcANYL

III /íá/7153741.PMAMM515//Qт17.455/

INJECTABLE;INJECTION59MERRELLDoи/DoиCHEMIMC/MLN17466
ALBUMINMICROSPHERES(HUMAN)INSTANTMICROSPHERES

I /HS//ńïÄGNóSUâтрав/винитт.17632/

BS/¢ïg$gëäêäIçëëääëìîóâqáéä4âÄÄ/N17632TERFENAOINE(PAGE3-107)
>0П>.....„.‚ >ш>/HS//¢1N.1‘1¢H£rî//N/Ä/т.17773/тАвьЕт:ORAL

>500>TECHNETIUMTC99HMAAsELDANE
.

>A00>BS"EOI-PHYSICSN/AN17773MERRELLDON/DOHCHEMвенецN10949

DRUGPRODUCTLIST/CUHULATIVESUPPLEMENTNUMBER10/AUGUST'84-JUNE'8526
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TETRACYCLINE HYDROCHLORIDE (PAGE 3-188)

CAPSULE; ORAL
BRISTACYCLINE

/AA/ BRISTOL LABSAB-M /SOOMC/ /Njßß211/
TETRAOYCLINE HCL

AA SUPERPHARM 250MGn N 62540

AB эпопеи N 62540

THEOPHYLLINE (PAGE 3-190)

CAPSULE; ORAL
SOMOPHYLLIN-T

BP FISONS 100MG: N 87155
BP 200Msn N 87155

250MG: N 87155

CAPSULE; CONTROLLED RELEASE; ORAL
ELIXOPHYLLIN SR

BC BERLEX/SCHERING 125MG! N 86826
BC 250MG! N 86826
SLO-BID

BC НILLIAM H RORER 50MG! N 88269
BC 100MG! N 87892

BC 200MG! N 87893
BC 300MGU N 87894
SLO-PHYLLIN

BC NILLIAM H RORER 125MG N 85203
SOMOPHYLLIN-CRT

BC FISONS 50MG! N 87763
BC 200MGl N 88382
BC 300MGl N 88383
THEO-24

BC SEARLE/SEARLE PHARMS 200MG N 87943
BC 300MG N 87944
THEOBID

BC GLAXO 260MGn N 85983
THEOBID JR.

BC GLAXO 130MGI N 87854
THEOCLEAR L .А. --130

BC CENTRAL PHARMS 130MG N 86569
THEOPHYL-SR

BC MCNEIL PHARM 125MG! N 86480
BC 250MG! N 86471
THEOPHYLLINE

BC CENTRAL PHARMS 125MGn N 88654
BC 250MG! N 88689
THEOVENT

BC SCHERING 125MGn N 87010
BC 250MG! N 87910

TABLET; CONTROLLED RELEASE; ORAL
TNEOCHRON

BC FOREST LABORATORIES 100MG! N 88320
BC 200MGI N 88321

THEOPHYLLINE (PAGE 3-190)

TABLET; CONTROLLED RELEASE; ORAL
THEOPHYLLINE

BC FOREST LABORATORIES 100MG!

BC 200MB!

AÈ ëggůâl

THIORIDAZINE HYDROCHLORIDE (PAGE 3-192)

TABLET; ORAL
IEIQB!EAZ!!§.!§L

AB BARR LABORATORIES 150MGn

AB zOOMCn

AB BIOCRAFT LABS .IOMCn

AB IOOMCR

AB CORO LABORATORIES IOOMCn
> AOO > AB OANBURY PHARMACAL 150MGn

AB zOOMCn

AB ROXANE LABORATORIES IOOMCn

TOBRAMYCIN (PAGE 3-194)

SOLUTION/OROPS; OPHTHALMIC
TOBREX
ALCON LABORATORIES 0.322

TOCAINIOE HYOROCHLORIOE (PAGE 3-194)

TABLET; ORAL
TONOCARO
MSaO/MERCK 4OOMCn

6OOMCn

TOLAZAMIOE (PAGE 3-194)

TABLET; ORALЩ
AB ZENITH LABORATORIES IOOMCn

AB 250MCn

AB эпопеи
TOLINASE

AB UPJOHN 100MG

AB 250MB

AB 500MB

TOLAZOLINE HYDROCHLORIDE (PAGE 3-194)

INJECTABLE;
PRISCOLINE
CIBA/CIBA-GEIGY

INJECTION

25MG/MLl

22

2
2
2
2

2
2

2
2

88503
88504
88505

88737
88738
88493
88456
88135
88869
88872
89048

62535

18257

18257

18894
18894
18894

15500
15500
15500

06403
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST 29‘84 - JUNE '85

VERAPAMIL HYDROCHLORIDE (PAGE 3-202)

TABLET; ORAL
саван

AQ SEARLE/SEARLE PHARMS BOMGE
AB 120MCn

ISOPT@
AB KNOLL PHARMACEUTICAL 80

AB 120MG

VINCRISTINE SULFATE (PAGE 3-202)

INJECTABLE; INJECTION

07Í9¥I'”;"Y/ дне/Анн.L
7
. LL.

лапе/Анн
ELI LILLY 1MG/ML

NÀRFARIN SODIUM (PAGE 3-203)

TABLET; ORAL
NARFARIN SODIUM

> ADO > AB COLMEO LABORATORIES ¿Agn

NATER FOR INJECTION; STERILE (PAGE 3-204)

LIQUID; N/A
STERILE RATER FOR INJECTION IN PLASTIC CONTAINER

AE TRAVENOL LABS 1002
STERILE WATER IN PLASTIC CONTAINERMI5/..15 .

N 18817

N 18817

N 18593

N 18593

N 88719

N 18632

т'дзвзг/
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DESI PENDING LIST - 'EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 10 / AUGUST '84 - JUNE '85

DIPYRIDAMOLE (PAGE A04)

TABLET; ORAL
DIPYRIDAMOLE
DANBURY PHARMACAL 25MG

50MG
75MG

PHARM BASICS 50MG
SIDMAK LABORATORIES 25MG

50MG
75MG

дышим: 'OINITRATE/L PAGE A05)
(ALL PRODUCTS - SEE SPECIAL NOTE B.)

/IAATAIA'ARAA/
s .' . fUs

AÉÍÃÉÉÉÍÉÄ/ ШИН

/ÍÄBL'ÉJ‘5'.'SÚB 'INGSJÄL/
Rid ‚ЗИМНИЕ
.'JlÄBńÉÄÍÓÉïÉS/ /ïSfHG/

ggçiïŕńiifń.'ÉÉJIEÄSEÄÍDRÄJI/
'Si'llÄÉФÉÄÍÓÉïI-ÍS//áńńlä/

Ш
Т
‘
'U
LT
T
L

NITROGLYCERLN (PAGE AD7)

/151055915; . ‘СФШ‘ЁФЦÉЙ. 'RÉJIEÄSÉÁ 'ńŕÄJl/
(ALL PRODUCTS - SEE SPECIAL NOTE B.)

шалят;‘памятниками.‘ан/щ
(ALL PRODUCTS - SEE SPECIAL NOTE B.)

PENTAERYTHRITOL TETRANITRATE (PAGE A08)

CAPSULE; CONTROLLED RELEASE; ORAL
PENTAERYTHRITOL TETRANITRATE

а VITARINE/PHOENIX 80MG

Э 80МБ

8 80МБ

N 88945

N 88800

N 87432

N 88822

N 88683

N 88684

N 88685

/Nfájâóá/

т. '575.45/

/ N. '56.4213/

N 86305

N 87529

N 87531
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e

m
a
d
e

e
ff
e
ct
iv
e

fo
r

a

p
e
ri
o
d

o
f

te
n

y
e
a
rs

fr
o
m

th
e

d
a
te

o
f

{
Н
е

a
p
p
ro
v
a
l

o
f

th
e

o
ri
g
in
a
l

a
B
ïT
ic
a
ïio

.



(2
)

(3
)

(4
)

(5
)

А

n
e
w
d
ru
g
a
p
p
lic
a
ti
o
n

a
p
p
ro
v
e
d

a
ft
e
r

S
e
p
te
m
b
e
r

2
4
,
1
9
8
4
,

fo
r

a

d
ru
g
p
ro
d
u
ct

a
ll
a
ct
iv
e

in
g
re
d
ie
n
ts

(i
n
cl
u
d
in
g

a
n
y

e
st
e
r

o
r
sa
lt
o
f
th
e
a
ct
iv
e

in
g
re
d
ie
n
t)

o
f
w
h
ic
h

h
a
d
n
e
v
e
r

b
e
e
n
a
p
p
ro
v
e
d
in
a
n
y
o
th
e
r

n
e
w
d
ru
g
a
p
p
lic
a
ti
o
n
.

G
e
n
e
ra
lly
,

n
o
su
b
se
q
u
e
n
t

A
N
D
A
o
r
p
a
p
e
r
N
D
A
fo
r
th
e
sa
m
e

d
ru
g
m
a
y
b
e
su
b
m
it
te
d

fo
r

a

p
e
ri
o
d
o
f
fi
v
e

y
e
a
rs

fr
o
m
th
e

d
a
te
o
f
a
p
p
ro
v
a
l
o
f
th
e
o
ri
g
in
a
l

a
p
p
lic
a
ti
o
n
,

e
x
ce
p
t
th
a
t

su
ch

a
n
a
p
p
lic
a
ti
o
n

m
a
y
b
e
su
b
m
it
te
d

a
ft
e
r

fo
u
r

e
a
rs
if
it

co
n
ta
in
s

a

ce
rt
if
ic
a
ti
o
n

th
a
t

a

p
a
te
n
t

cl
a
im
in
g

te
ru
g
is

in
v
a
lid

o
r
w
ill

n
o
t
b
e
in
fr
in
g
e
d

b
y
th
e
p
ro
d
u
ct

fo
r
w
h
ic
h

a
p
p
ro
v
a
l
is
so
u
g
h
t.

A

n
e
w
d
ru
g
a
p
p
lic
a
ti
o
n

a
p
p
ro
v
e
d

a
ft
e
r

S
e
p
te
m
b
e
r

2
4
,
1
9
8
4
,

fo
r

a

d
ru
g
p
ro
d
u
ct

in
v
o
lv
in
g

a
n
a
ct
iv
e

in
g
re
d
ie
n
t

(o
r
a
n
y
e
st
e
r

o
r
sa
lt
o
f
th
a
t
a
ct
iv
e

in
g
re
d
ie
n
t)

th
a
t
h
a
s

b
e
e
n
a
p
p
ro
v
e
d
in
a
n
e
a
rl
ie
r

n
e
w
d
ru
g
a
p
p
lic
a
ti
o
n

a
n
d
w
h
ic
h

in
cl
u
d
e
s

re
p
o
rt
s
o
f
n
e
w
cl
in
ic
a
l

in
v
e
st
ig
a
ti
o
n
s

(o
th
e
r

th
a
n

b
io
a
v
a
ila
b
ili
ty

st
u
d
ie
s)
.

S
u
ch

in
v
e
st
ig
a
ti
o
n
s

m
u
st
h
a
v
e

b
e
e
n
co
n
d
u
ct
e
d

o
r
sp
o
n
so
re
d

b
y
th
e
a
p
p
lic
a
n
t

o
r
fo
r
w
h
ic
h

th
e
a
p
p
lic
a
n
t

h
a
d

a

ri
g
h
t
o
f
re
fe
re
n
ce
,

a
n
d
th
e

in
v
e
st
ig
a
ti
o
n
s

m
u
st
h
a
v
e
b
e
e
n
e
ss
e
n
ti
a
l

to
a
p
p
ro
v
a
l
o
f
th
e

a
p
p
lic
a
ti
o
n
.

If
th
e
se

re
q
u
ir
e
m
e
n
ts

a
re
m
e
t,
th
e
a
p
p
ro
v
a
l

o
f

a

su
b
se
q
u
e
n
t

A
N
D
A
o
r
p
a
p
e
r
N
D
A
m
a
y
n
o
t
b
e
m
a
d
e
e
ff
e
ct
iv
e

fo
r
th
e
sa
m
e
d
ru
g
b
e
fo
re

th
e
e
x
p
ir
a
ti
o
n

o
f
th
re
e

y
e
a
rs

fr
o
m

th
e
d
a
te
o
f
a
p
p
ro
v
a
l
o
f
th
e
o
ri
g
in
a
l

a
p
p
lic
a
ti
o
n
.

A

su
p
p
le
m
e
n
t

to
a

n
e
w
d
ru
g
a
p
p
lic
a
ti
o
n

a
p
p
ro
v
e
d

a
ft
e
r

S
e
p
te
m
b
e
r

2
4
,
1
9
8
4
,
w
h
ic
h

co
n
ta
in
s

re
p
o
rt
s
o
f
n
e
w
cl
in
ic
a
l

in
v
e
st
ig
a
ti
o
n
s

(o
th
e
r

th
a
n
b
io
a
v
a
ila
b
ili
ty

st
u
d
ie
s)

e
ss
e
n
ti
a
l

to
th
e
a
p
p
ro
v
a
l
o
f
th
e
su
p
p
le
m
e
n
t

a
n
d
co
n
d
u
ct
e
d

o
r
sp
o
n
so
re
d

b
y
th
e
a
p
p
lic
a
n
t

o
r
to
w
h
ic
h
th
e
a
p
p
lic
a
n
t

h
a
d

a

ri
g
h
t
o
f
re
fe
re
n
ce
.

T
h
e
a
p
p
ro
v
a
l
o
f

a

su
b
se
q
u
e
n
t

a
p
p
lic
a
ti
o
n

fo
r

a

ch
a
n
g
e

a
p
p
ro
v
e
d
in
th
e
su
p
p
le
m
e
n
t

m
a
y
n
o
t

b
e
m
a
d
e
e
ff
e
ct
iv
e

fo
r
th
re
e

y
e
a
rs

fr
o
m
th
e
d
a
te
o
f
a
p
p
ro
v
a
l

o
f
th
e
o
ri
g
in
a
l

su
p
p
le
m
e
n
t.

A

n
e
w
d
ru
g
a
p
p
lic
a
ti
o
n

(o
r
su
p
p
le
m
e
n
t

to

a

n
e
w
d
ru
g

a
p
p
lic
a
ti
o
n
)

a
p
p
ro
v
e
d

d
u
ri
n
g

th
e
p
e
ri
o
d

fr
o
m

Ja
n
u
a
ry

l,

l9
8
2
,
to
S
e
p
te
m
b
e
r

2
4
,
1
9
8
4
,
w
h
ic
h

in
cl
u
d
e
s

a
n

a
ct
iv
e

in
g
re
d
ie
n
t

(i
n
cl
u
d
in
g

a
n
y
e
st
e
r
o
r
sa
lt
o
f
th
e

a
ct
iv
e

in
g
re
d
ie
n
t)

th
a
t
h
a
s
b
e
e
n
a
p
p
ro
v
e
d
in
a
n
o
th
e
r

a
p
p
lic
a
ti
o
n
.

T
h
e
a
p
p
ro
v
a
l
o
f

a

su
b
se
q
u
e
n
t

a
p
p
lic
a
ti
o
n

fo
r

th
e
d
ru
g
o
r

a

si
g
n
if
ic
a
n
t

ch
a
n
g
e
m
a
d
e
in

a

su
p
p
le
m
e
n
t

m
a
y

n
o
t
b
e
m
a
d
e
e
ff
e
ct
iv
e

fo
r
tw
g
y
e
a
rs

fr
o
m
S
e
p
te
m
b
e
r

2
4
,
1
9
8
4
.



T
h
e

A
ct

re
q
u
ir
e
d

a
p
p
ro
v
e
d

n
e
w

d
ru
g

a
p
p
lic
a
ti
o
n
s

to
b
e

su
p
p
le
m
e
n
te
d

w
it
h

th
e

re
q
u
ir
e
d

p
a
te
n
t

in
fo
rm
a
ti
o
n

b
y

O
ct
o
b
e
r

2
4
,

1
9
8
4
.

P
a
te
n
t

in
fo
rm
a
ti
o
n

m
u
st

n
o
w

b
e

fi
le
d

w
it
h

a
ll

n
e
w
ly

su
b
m
it
te
d

d
ru
g

a
p
p
lic
a
ti
o
n
s,

a
n
d

n
o

N
D
A

m
a
y

b
e

a
p
p
ro
v
e
d

a
ft
e
r

S
e
p
te
m
b
e
r

2
4
,

1
9
8
4
,

w
it
h
o
u
t

th
e

p
e
rt
in
e
n
t

p
a
te
n
t

in
fo
rm
a
ti
o
n
.

T
h
e

p
a
te
n
t

n
u
m
b
e
rs

a
n
d

th
e

e
x
p
ir
a
ti
o
n

d
a
te
s

o
f

a
n
y

a
p
p
ro
p
ri
a
te

p
ro
d
u
ct

o
r

u
se

p
a
te
n
t

o
n

a

m
a
rk
e
te
d

d
ru
g

th
a
t

is
th
e

su
b
je
ct

o
f

a
n

a
p
p
ro
v
e
d

N
D
A

w
ill

b
e

p
u
b
lis
h
e
d

in
th
e

A
P
D
P
.

P
a
te
n
t

in
fo
rm
a
ti
o
n

o
n

u
n
a
p
p
ro
v
e
d

a
p
p
lic
a
ti
o
n
s

o
r

o
n

p
a
te
n
ts

b
e
y
o
n
d

th
e

sc
o
p
e

(i
.e
.,

p
ro
ce
ss

o
r

m
a
n
u
fa
ct
u
ri
n
g
)

o
f

th
e

A
ct

w
ill

n
o
t

b
e

p
u
b
lis
h
e
d
.

T
h
e

fo
llo
w
in
g

e
x
p
la
in
s

h
o
w

th
e

A
P
D
P

im
p
le
m
e
n
ts

th
is
.

A
n
ti
b
io
ti
cs
,

In
su
lin

a
n
d

B
io
lo
g
ic
a
ls

T
it
le

I

o
f

th
e

A
ct

h
a
s

b
e
e
n

in
te
rp
re
te
d

b
y

th
e

A
g
e
n
cy

n
o
t

to
in
cl
u
d
e

p
ro
d
u
ct
s

a
p
p
ro
v
e
d

u
n
d
e
r

se
ct
io
n
s

5
0
6

o
r

5
0
7

o
f

th
e

Fe
d
e
ra
l

Fo
o
d
,

D
ru
g

a
n
d

C
o
sm
e
ti
c

A
ct

(a
n
ti
b
io
ti
c

a
n
d

in
su
lin

p
ro
d
u
ct
s)
.

B
e
ca
u
se

o
f

th
is
,

(l
)

a
n
ti
b
io
ti
c

a
n
d

in
su
lin

p
ro
d
u
ct
s

a
re

n
o
t

co
n
si
d
e
re
d

e
lig
ib
le

fo
r

e
x
cl
u
si
v
it
y

p
ro
te
ct
io
n
,

(2
)

h
o
ld
e
rs

o
f

a
p
p
ro
v
e
d

a
p
p
lic
a
ti
o
n
s

fo
r

in
su
lin

a
n
d

a
n
ti
b
io
ti
c

p
ro
d
u
ct
s

n
e
e
d

n
o
t

su
b
m
it

th
e

p
a
te
n
t

in
fo
rm
a
ti
o
n

a
s

re
q
u
ir
e
d

o
f

N
D
A

a
p
p
lic
a
ti
o
n

h
o
ld
e
rs
,

a
n
d

(3
)

A
n
ti
b
io
ti
c

Fo
rm

6

sp
o
n
so
rs

a
re

n
o
t

re
q
u
ir
e
d

to
p
ro
v
id
e

th
e

p
a
te
n
t

ce
rt
if
ic
a
ti
o
n

st
a
te
m
e
n
t

w
h
ic
h

m
u
st

b
e

in
cl
u
d
e
d

in
A
N
D
A
s.

H
o
w
e
v
e
r,

T
it
le

II
,

th
e

p
a
te
n
t

te
rm

re
st
o
ra
ti
o
n

p
o
rt
io
n

o
f

th
e

A
ct
,

sp
e
ci
fi
ca
lly

a
d
d
re
ss
e
s

a
n
ti
b
io
ti
c,

n
o
n
-a
n
ti
b
io
ti
c,

a
n
d

h
u
m
a
n

b
io
lo
g
ic
a
l

p
ro
d
u
ct
s

(a
s

th
o
se

te
rm
s

a
re

u
se
d

in
th
e

Fe
d
e
ra
l

Fo
o
d
,

D
ru
g

a
n
d

C
o
sm
e
ti
c

a
n
d

P
u
b
lic

H
e
a
lt
h

S
e
rv
ic
e

A
ct
s)

in
it
s

p
ro
v
is
io
n
s.

B
io
a
v
a
ila
b
ili
ty
/B
io
e
q
u
iv
a
le
n
ce

R
e
q
u
ir
e
m
e
n
ts

T
h
e

th
e
ra
p
e
u
ti
c

e
q
u
iv
a
le
n
ce

e
v
a
lu
a
ti
o
n

co
d
e
s

in
th
e

A
P
D
P

w
ill

e
n
a
b
le

fi
rm
s

to
d
e
te
rm
in
e

w
h
e
th
e
r

in
v
it
ro

a
n
d
/o
r

jg
v
iv
o

b
io
a
v
a
ila
b
ili
ty
/b
io
e
q
u
iv
a
le
n
ce

st
u
d
y

d
a
ta

m
u
st

b
e

in
cl
u
H
ë
d

w
iïñ

th
e
ir

A
N
D
A

su
E
m
is
si
o
n
s.

C
u
rr
e
n
tl
y
,

d
ru
g
s

a
p
p
ro
v
e
d

p
ri
o
r

to
1
9
6
2

fa
ll

in
to

th
re
e

m
a
jo
r

b
io
p
h
a
rm
a
ce
u
ti
c

cl
a
ss
e
s:

(l
)

th
o
se

w
h
ic
h

p
o
se

a
n

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m
,

a
n
d

fo
r

w
h
ic
h

d
e
m
o
n
st
ra
ti
o
n

o
f

b
io
e
q
u
iv
a
le
n
ce

th
ro
u
g
h

in
v
iv
o

te
st
in
g

a
n
d

a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

p
e
rf
o
rm
a
n
ce

is
n
e
ce
ss
a
ry
;

(2
)

tH
O
së
-W
ñ
ic
h

p
o
se

a
n

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m

b
u
t

fo
r

w
h
ic
h

a
n

in
v
iv
o

st
u
d
y

m
a
y

b
e

w
a
iv
e
d

if
a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

p
e
rf
o
rm
a
n
ce

is
d
e
m
o
n
st
ra
îë
d

(t
H
e

lis
t

o
f

su
ch

d
ru
g
s

is
p
ro
v
id
e
d

u
n
d
e
r

T
A
B
LE

I)
;

a
n
d

(3
)

th
o
se

w
h
ic
h

p
o
se

n
o

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m

a
n
d

fo
r

w
h
ic
h

th
e

o
n
ly

b
io
p
h
a
rm
a
ce
u
ti
c

re
q
u
ir
e
m
e
n
t

is
d
e
m
o
n
st
ra
ti
o
n

o
f

a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

fo
r

so
lid

o
ra
l

d
o
sa
g
e

fo
rm
s.A
ll

fi
rm
s

su
b
m
it
ti
n
g

a
n

a
b
b
re
v
ia
te
d

n
e
w

d
ru
g

a
p
p
lic
a
ti
o
n

fo
r

a

si
n
g
le

so
u
rc
e

d
ru
g

p
ro
d
u
ct

o
r

a

d
ru
g

p
ro
d
u
ct

w
h
ic
h

w
a
s

fi
rs
t

a
p
p
ro
v
e
d

a
ft
e
r

1
9
6
2

w
ill

b
e

re
q
u
ir
e
d

to
d
e
m
o
n
st
ra
te

jg
.v
iv
o

b
io
e
q
u
iv
a
le
n
ce

o
r

e
ls
e

su
b
m
it

in
fo
rm
a
ti
o
n

su
ff
ic
ie
n
t

to
p
e
rm
it

th
e
`Ã
g
e
n
cy

to
w
a
iv
e

d
e
m
o
n
st
ra
ti
o
n

o
f

in
v
iv
o

b
io
e
q
u
iv
a
le
n
ce
.

M
a
n
u
fa
ct
u
re
rs

o
f

d
ru
g

p
ro
d
u
ct
s

fo
rm
u
la
te
d
-T
n

H
o
sa
g
e

fo
rm
s

w
h
ic
h

d
o

n
o
t

p
re
se
n
t

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m
s,

su
ch

a
s

a
n

in
tr
a
v
e
n
o
u
s

so
lu
ti
o
n
,

m
a
y

re
q
u
e
st

th
a
t

th
e

ig
v
iv
o

b
io
e
q
u
iv
a
le
n
ce

re
q
u
ir
e
m
e
n
t

b
e

w
a
iv
e
d
.'

A
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B
e
fo
re

th
e
p
a
ss
a
g
e
o
f
th
e
D
ru
g
P
ri
ce

C
o
m
p
e
ti
ti
o
n

a
n
d
P
a
te
n
t

T
e
rm

R
e
st
o
ra
ti
o
n

A
ct
,
th
e
A
g
e
n
cy

a
p
p
ro
v
e
d

v
a
ri
o
u
s

d
ru
g
s
w
it
h

b
io
a
v
a
ila
b
ili
ty
/b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m
s

a
n
d
d
e
fe
rr
e
d

th
e
in
v
iv
o

te
st
in
g

re
q
u
ir
e
m
e
n
t

fo
r

a

n
u
m
b
e
r
o
f

re
a
so
n
s.

T
h
e
n
e
w
la
w
re
q
u
T
Fe
s

in
fo
rm
a
ti
o
n

to
sh
o
w
th
a
t
th
e
p
ro
p
o
se
d

A
N
D
A
d
ru
g

p
ro
d
u
ct
is
b
io
e
q
u
iv
a
le
n
t

to
th
e
lis
te
d

d
ru
g
.

T
h
e
re
fo
re
,

n
e
w
a
p
p
lic
a
ti
o
n
s

fo
r

d
ru
g
s
su
ch

a
s
a
m
it
ri
p
ty
lin
e

h
y
d
ro
ch
lo
ri
d
e

w
h
ic
h

fo
rm
e
rl
y

m
a
y
h
a
v
e
b
e
e
n

a
p
p
ro
v
e
d

w
it
h
o
u
t

a
n
in
v
iv
o

st
u
d
y
n
o
w
re
q
u
ir
e

a
n
in
.v
iv
o

st
u
d
y
a
s

a
co
n
d
it
io
n

fo
r
a
p
p
ro
v
a
l

u
n
d
e
r
th
e
n
e
w
A
ct
.

T
o
p
ic
a
ls

In
th
e
a
b
se
n
ce
o
f
co
n
tr
a
ry

d
a
ta
,
FD
A
re
g
a
rd
e
d

a
ll
p
h
a
rm
a
ce
u
ti
ca
lly

e
q
u
iv
a
le
n
t

to
p
ic
a
l

p
ro
d
u
ct
s
o
f
re
-l
9
6
2

(D
E
S
I)

d
ru
g
s
to
b
e
th
e
ra
p
e
u
ti
ca
lly

e
q
u
iv
a
le
n
t.
'

H
o
w
e
v
e
r,

th
e
A
g
e
n
cy

re
q
u
ir
e
d

th
a
t
a
p
p
lic
a
n
ts

fo
r
to
p
ic
a
l

d
ru
g
p
ro
d
u
ct
s

in
it
ia
lly

a
p
p
ro
v
e
d

a
ft
e
r

l9
6
2
,

in
cl
u
d
in
g

"p
a
p
e
r
N
D
A
s,
"
e
it
h
e
r

d
e
m
o
n
st
ra
te

th
e

sa
fe
ty

a
n
d
e
ff
ic
a
cy

o
f
th
e
ir

p
ro
d
u
ct
s

th
ro
u
g
h

cl
in
ic
a
l

tr
ia
ls

o
r
th
ro
u
g
h

a

b
io
e
q
u
iv
a
le
n
ce

st
u
d
y
in
o
rd
e
r
to
b
e
a
p
p
ro
v
e
d

a
n
d
e
v
a
lu
a
te
d

a
s
th
e
ra
p
e
u
ti
ca
lly

e
q
u
iv
a
le
n
t.

T
h
e
n
e
w
A
ct
re
q
u
ir
e
s

a
p
p
lic
a
n
ts

to
d
e
m
o
n
st
ra
te

th
e
b
io
e
q
u
iv
a
le
n
ce

o
f
th
e
ir

to
p
ic
a
l

d
ru
g
p
ro
d
u
ct

to
th
e
lis
te
d

d
ru
g
a
s
o
n
e
o
f
th
e
re
q
u
ir
e
m
e
n
ts

fo
r
A
N
D
A

a
p
p
ro
v
a
l.

T
h
is
is
th
e
sa
m
e
p
o
lic
y

th
a
t
is
p
re
se
n
tl
y

b
e
in
g
u
se
d
in
th
e

"p
a
p
e
r
N
D
A
"
a
p
p
ro
v
a
l

p
ro
ce
ss
.

T
h
e
A
g
e
n
cy
is
n
o
w
re
v
ie
w
in
g

th
e
th
e
ra
p
e
u
ti
c

e
q
u
iv
a
le
n
ce

e
v
a
lu
a
ti
o
n

p
o
lic
y

th
a
t
h
a
s
b
e
e
n
m
a
d
e
o
n
th
e
p
re
-l
9
6
2

to
p
ic
a
l

p
ro
d
u
ct
s

to
d
e
te
rm
in
e

w
h
e
th
e
r

a
ch
a
n
g
e
in
th
is

p
o
lic
y
is
w
a
rr
a
n
te
d
.

In
th
e

m
e
a
n
ti
m
e
,

a
n
in
v
iv
o
d
e
m
o
n
st
ra
ti
o
n

o
f
b
io
e
q
u
iv
a
le
n
ce

w
ill

b
e
re
q
u
ir
e
d

fo
r

a
p
p
ro
v
a
l
o
f
a
T
T
to
p
ic
a
l

p
ro
d
u
ct
s

u
n
le
ss

a

w
a
iv
e
r

o
r
jg
v
it
ro

a
lt
e
rn
a
ti
v
e
s

ca
n

b
e
ju
st
if
ie
d

b
y
th
e
a
p
p
lic
a
n
t.

О
Т
С
D
ru
g
P
ro
d
u
ct
s

E
lig
ib
le

fo
r
A
b
b
re
v
ia
te
d

N
e
w
D
ru
g
A
p
p
lic
a
ti
o
n
s

P
re
v
io
u
s

e
d
it
io
n
s

o
f
th
e
A
P
D
P
e
x
cl
u
d
e
d

O
T
C
d
ru
g
p
ro
d
u
ct
s,

b
e
ca
u
se

th
e
m
a
in

p
u
rp
o
se
o
f
th
a
t
p
u
b
lic
a
ti
o
n

w
a
s
to
p
ro
v
id
e

in
fo
rm
a
ti
o
n

to
st
a
te
s

re
g
a
rd
in
g

FD
A
s
re
co
m
m
e
n
d
a
ti
o
n

a
s
to
w
h
ic
h

g
e
n
e
ri
c

p
re
sc
ri
p
ti
o
n

d
ru
g
p
ro
d
u
ct
s

w
e
re

a
cc
e
p
ta
b
le

ca
n
d
id
a
te
s

fo
r
d
ru
g
p
ro
d
u
ct

se
le
ct
io
n
.

w
it
h
th
e
p
a
ss
a
g
e
o
f
th
e

D
ru
g
P
ri
ce

C
o
m
p
e
ti
ti
o
n

a
n
d
P
a
te
n
t

T
e
rm

R
e
st
o
ra
ti
o
n

A
ct
o
f
1
9
8
4
,
th
e
A
g
e
n
cy

n
o
w

h
a
s
th
e
re
sp
o
n
si
b
ili
ty

to
p
u
b
lis
h

a
n
u
p
-t
o
-d
a
te

lis
t
o
f
a
ll
m
a
rk
e
te
d

d
ru
g

p
ro
d
u
ct
s,

О
Т
С
a
s
w
e
ll
a
s
p
re
sc
ri
p
ti
o
n
,

th
a
t
h
a
v
e
b
e
e
n
a
p
p
ro
v
e
d

fo
r
sa
fe
ty

a
n
d

e
ff
ic
a
cy

a
n
d
fo
r
w
h
ic
h

n
e
w
d
ru
g
a
p
p
lic
a
ti
o
n
s

a
re
re
q
u
ir
e
d
.

T
h
e
re

a
re
so
m
e

d
ru
g
s
fo
r
w
h
ic
h

th
e
re

a
re
b
o
th

a
p
p
ro
v
e
d

a
n
d
u
n
a
p
p
ro
v
e
d

О
Т
С
d
ru
g
p
ro
d
u
ct
s
in

th
e
m
a
rk
e
t

p
la
ce
.

T
h
is

si
tu
a
ti
o
n

o
cc
u
rs

a
s

a

re
su
lt
o
f
th
e
A
g
e
n
cy
's

cu
rr
e
n
t

O
T
C
co
m
p
lia
n
ce

p
o
lic
y

w
h
ic
h
a
llo
w
s

th
e
m
a
rk
e
ti
n
g

o
f
v
a
ri
o
u
s

u
n
a
p
p
ro
v
e
d

О
Т
С

d
ru
g
p
ro
d
u
ct
s

p
e
n
d
in
g

th
e
e
ff
e
ct
iv
e

d
a
te
o
f
th
e
a
p
p
lic
a
b
le

fi
n
a
l

О
Т
С

m
o
n
o
g
ra
p
h
.

T
h
e
О
Т
С
p
ro
d
u
ct
s

in
cl
u
d
e
d
in
A
P
D
P
cu
m
u
la
ti
v
e

su
p
p
le
m
e
n
t

T
A
B
LE
II

a
re
lim
it
e
d

to
th
o
se

fo
r
w
h
ic
h

a
p
p
ro
v
e
d

a
p
p
lic
a
ti
o
n
s

a
re
cu
rr
e
n
tl
y

re
q
u
ir
e
d

a
s

a

co
n
d
it
io
n

o
f
m
a
rk
e
ti
n
g
.

A
p
p
ro
p
ri
a
te

p
a
te
n
t

n
u
m
b
e
rs
,

e
x
cl
u
si
v
it
y

in
fo
rm
a
ti
o
n
,

a
n
d
e
x
p
ir
a
ti
o
n

d
a
te
s
a
re
a
ls
o
in
cl
u
d
e
d
.



N
D
A
's

A
p
p
ro
v
e
d

b
y

th
e

O
ff
ic
e

o
f

B
io
lo
g
ic
a
l

R
e
se
a
rc
h

a
n
d

R
e
v
ie
w

N
o
t

P
re
v
io
u
sl
y

P
u
b
lis
h
e
d

in
th
e

A
P
D
P

A
ll

p
ro
d
u
ct
s

a
cc
e
p
te
d

a
n
d

a
p
p
ro
v
e
d

u
n
d
e
r

S
e
ct
io
n

5
0
5

o
f

th
e

A
ct

a
s

N
D
A
s

b
y

th
e

O
ff
ic
e

o
f

B
io
lo
g
ic
a
l

R
e
se
a
rc
h

a
n
d

R
e
v
ie
w

(O
B
R
R
)

w
ill

n
o
w

b
e

p
u
b
lis
h
e
d

in
th
e

A
P
D
P

(s
e
e

T
A
B
LE

II
I)
.

T
h
e

a
p
p
lic
a
ti
o
n

h
o
ld
e
r

sh
o
u
ld

h
a
v
e

su
b
m
it
te
d

re
le
v
a
n
t

p
a
te
n
t

a
n
d

e
x
cl
u
si
v
it
y

in
fo
rm
a
ti
o
n

a
s

fo
r

o
th
e
r

N
D
A

d
ru
g

p
ro
d
u
ct
s.

T
h
e
se

p
ro
d
u
ct
s

w
ill

b
e

lis
te
d

d
ru
g
s

a
n
d

A
N
D
A

a
p
p
lic
a
ti
o
n
s

m
a
y

b
e

su
b
m
it
te
d

fo
r

m
a
rk
e
ti
n
g

o
f

d
ru
g
s

fr
o
m

th
is

g
ro
u
p
.

A
p
p
ro
p
ri
a
te

p
a
te
n
t

n
u
m
b
e
rs
,

e
x
cl
u
si
v
it
y

in
fo
rm
a
ti
o
n
,

a
n
d

e
x
p
ir
a
ti
o
n

d
a
te
s

a
re

a
ls
o

in
cl
u
d
e
d
.

P
a
te
n
t

a
n
d

E
x
cl
u
si
v
it
y

In
fo
rm
a
ti
o
n

It
w
a
s

o
ri
g
in
a
lly

p
la
n
n
e
d

th
a
t

T
A
B
LE

IV
o
f

C
u
m
u
la
ti
v
e

S
u
p
p
le
m
e
n
t

2

to
th
e

A
P
D
P

w
o
u
ld

co
n
ta
in

p
a
te
n
t

a
n
d

e
x
cl
u
si
v
it
y

in
fo
rm
a
ti
o
n
.

B
e
ca
u
se

so
m
e

fi
rm
s

su
b
m
it
te
d

p
a
te
n
t

in
fo
rm
a
ti
o
n

in
e
x
ce
ss

o
f

th
a
t

co
v
e
re
d

b
y

th
e

st
a
tu
te
,

FD
A

h
a
s

re
v
ie
w
e
d

a
ll

o
f

th
e

p
a
te
n
t

in
fo
rm
a
ti
o
n

to
a
ss
u
re

th
a
t

o
n
ly

a
p
p
ro
p
ri
a
te

p
a
te
n
ts

a
re

lis
te
d
.

T
h
e

p
a
te
n
ts

th
a
t

FD
A

re
g
a
rd
s

a
s

co
v
e
re
d

b
y

th
e

st
a
tu
to
ry

p
ro
v
is
io
n
s

fo
r

su
b
m
is
si
o
n

o
f

p
a
te
n
t

in
fo
rm
a
ti
o
n

a
re

th
o
se

th
a
t

cl
a
im

th
e

a
ct
iv
e

in
g
re
d
ie
n
t

o
r

in
g
re
d
ie
n
ts

o
r

th
e

d
ru
g

p
ro
d
u
ct

(e
x
cl
u
d
in
g

p
ro
ce
ss

p
a
te
n
ts
),

o
r

u
se

p
a
te
n
ts

fo
r

a

p
a
rt
ic
u
la
r

in
d
ic
a
ti
o
n

o
r

m
e
th
o
d

o
f

u
si
n
g

th
e

p
ro
d
u
ct
.

T
h
e

A
g
e
n
cy

h
a
s

co
n
cl
u
d
e
d

th
a
t

fo
rm
u
la
ti
o
n
/c
o
m
p
o
si
ti
o
n

p
a
te
n
ts

sh
o
u
ld

b
e

a
d
d
e
d

to
th
e

Li
st
.

A

p
a
te
n
t

th
a
t

cl
a
im
s

a

d
ru
g

(a
s

co
n
tr
a
st
e
d

w
it
h

o
n
e

th
a
t

cl
a
im
s

a
u
se
)

m
u
st

re
fe
r

to
a
n

a
p
p
ro
v
e
d

d
ru
g

p
ro
d
u
ct
.

Т
о

e
n
su
re

th
a
t

o
n
ly

a
p
p
ro
p
ri
a
te

p
a
te
n
ts

a
re

p
u
b
lis
h
e
d
,

th
e

A
g
e
n
cy

h
a
s

a
n

o
b
lig
a
ti
o
n

to
ca
re
fu
lly

sc
re
e
n

th
e

p
a
te
n
t

in
fo
rm
a
ti
o
n

th
a
t

is
su
b
m
it
te
d

b
y

th
e

N
D
A

h
o
ld
e
r.

T
h
e
re
fo
re

th
e

A
g
e
n
cy

is
a
sk
in
g

a
ll

h
o
ld
e
rs

o
f

a
p
p
ro
v
e
d

a
p
p
lic
a
ti
o
n
s

a
n
d

a
p
p
lic
a
n
ts

w
it
h

p
e
n
d
in
g

a
p
p
lic
a
ti
o
n
s,

w
h
e
th
e
r

o
r

n
o
t

th
e
y

p
re
v
io
u
sl
y

su
b
m
it
te
d

in
fo
rm
a
ti
o
n

o
n

co
m
p
o
si
ti
o
n

o
r

fo
rm
u
la
ti
o
n

p
a
te
n
ts
,

to
su
b
m
it

su
ch

in
fo
rm
a
ti
o
n

w
it
h

th
e

fo
llo
w
in
g

ce
rt
if
ic
a
ti
o
n
:

"T
h
e

u
n
d
e
rs
ig
n
e
d

ce
rt
if
ie
s

th
a
t

th
e

d
ru
g

o
r

fo
rm
u
la
ti
o
n

o
r

co
m
p
o
si
ti
o
n

o
f

su
ch

d
ru
g

cl
a
im
e
d

b
y

th
e

fo
llo
w
in
g

p
a
te
n
ts

is
cu
rr
e
n
tl
y

a
p
p
ro
v
e
d

u
n
d
e
r

se
ct
io
n

5
0
5

o
f

th
e

Fe
d
e
ra
l

Fo
o
d
,

D
ru
g

a
n
d

C
o
sm
e
ti
c

A
ct
."

T
h
e

ce
rt
if
ic
a
ti
o
n

m
u
st

b
e

si
g
n
e
d

b
y

th
e

p
a
te
n
t

h
o
ld
e
r

o
r

b
y

th
e

p
e
rs
o
n

re
sp
o
n
si
b
le

fo
r

th
e

N
D
A

su
b
m
is
si
o
n
.

T
h
e

A
g
e
n
cy

in
te
n
d
s

to
p
u
b
lis
h

th
is

a
d
d
it
io
n
a
l

p
a
te
n
t

in
fo
rm
a
ti
o
n

in
it
s

n
e
x
t

su
p
p
le
m
e
n
t

to
th
e

Li
st

a
ft
e
r

th
e

in
fo
rm
a
ti
o
n

w
it
h

th
e

a
b
o
v
e

d
e
sc
ri
b
e
d

ce
rt
if
ic
a
ti
o
n

is
re
ce
iv
e
d
.

T
h
e

A
g
e
n
cy

w
ill

co
n
ti
n
u
e

it
s

p
o
lic
y

o
f

n
o
t

p
u
b
lis
h
in
g

p
ro
ce
ss

o
r

ch
e
m
ic
a
l

in
te
rm
e
d
ia
te

p
a
te
n
ts
.T
h
e

A
g
e
n
cy

is
re
q
u
ir
e
d

b
y

th
e

la
w

to
p
u
b
lis
h

a
ll

u
se

p
a
te
n
ts
,

e
v
e
n

if
th
e

u
se

h
a
s

n
o
t

b
e
e
n

a
p
p
ro
v
e
d

b
y

th
e

A
g
e
n
cy
.

T
h
e
re
fo
re
,

th
e

p
u
b
lic
a
ti
o
n

o
f

a

u
se

p
a
te
n
t

in
T
A
B
LE

IV
in

n
o

w
a
y

co
n
fe
rs

A
g
e
n
cy

a
p
p
ro
v
a
l

o
n

o
r

im
p
lie
s

th
a
t

th
e

in
d
ic
a
ti
o
n

h
a
s

b
e
e
n

a
p
p
ro
v
e
d
.

T
A
B
LE

IV
co
n
ta
in
s

p
a
te
n
t

n
u
m
b
e
rs

a
n
d

e
x
p
ir
a
ti
o
n

d
a
te
s

a
n
d
,

fo
r

d
ru
g

p
ro
d
u
ct
s

a
p
p
ro
v
e
d

a
ft
e
r

1
9
8
1
,

th
e

d
a
te

o
f

a
p
p
ro
v
a
l

a
n
d

a
p
p
lic
a
ti
o
n

n
u
m
b
e
r

a
s

re
q
u
ir
e
d

b
y

th
e

A
ct
.



Fi
rm
s

su
b
m
it
ti
n
g

A
N
D
A
s
a
ft
e
r

S
e
p
te
m
b
e
r

2
4
,
1
9
8
4
,
th
a
t
ce
rt
if
ie
d

th
a
t
n
o
p
a
te
n
t

in
fo
rm
a
ti
o
n

h
a
d
b
e
e
n
fi
le
d

sh
o
u
ld

a
m
e
n
d
th
e
ir

a
p
p
lic
a
ti
o
n
s,

if
p
a
te
n
t

in
fo
rm
a
ti
o
n

n
o
w
a
p
p
e
a
rs
in
th
is

lis
t.

i

T
A
B
LE
S

II
-I
V

n
o
w
id
e
n
ti
fy

a
ll
d
ru
g
s
w
h
ic
h

q
u
a
lif
y

u
n
d
e
r
th
e
n
e
w
st
a
tu
te

fo
r

p
e
ri
o
d
s
o
f
e
x
cl
u
si
v
it
y
.

(S
e
e
p
a
g
e
s
A
-l

&

А
-2
o
f
th
e
A
d
d
e
n
d
u
m

fo
r
a
n

e
x
p
la
n
a
ti
o
n

o
f
e
x
cl
u
si
v
it
y
).

FD
A
h
a
s
fi
n
is
h
e
d

re
v
ie
w
in
g

a
ll
p
a
te
n
t

a
n
d
e
x
cl
u
si
v
it
y

in
fo
rm
a
ti
o
n

re
ce
iv
e
d

in
it
ia
lly

fr
o
m

in
te
re
st
e
d

p
a
rt
ie
s.

T
h
e
A
g
e
n
cy

b
e
lie
v
e
s

T
A
B
LE
S

II
-I
V

n
o
w

co
n
ta
in

a
ll
a
p
p
ro
p
ri
a
te

p
a
te
n
t

a
n
d
e
x
cl
u
si
v
it
y

in
fo
rm
a
ti
o
n

th
a
t
th
e
A
g
e
n
cy

re
g
a
rd
s

a
s
b
e
in
g
co
v
e
re
d
b
y
th
e
n
e
w
st
a
tu
te
.

T
h
is

ta
b
le

w
ill

b
e
u
p
d
a
te
d

m
o
n
th
ly

to
in
cl
u
d
e

a
p
p
ro
p
ri
a
te

p
a
te
n
t

a
n
d
e
x
cl
u
si
v
it
y

in
fo
rm
a
ti
o
n
.

T
h
e

e
x
cl
u
si
v
it
y

in
fo
rm
a
ti
o
n

co
lu
m
n
in
T
A
B
LE
S

II
-I
V

d
e
si
g
n
a
te
s

th
e
d
a
te

o
n
w
h
ic
h

th
e
e
x
cl
u
si
v
it
y

e
n
d
s
a
n
d
th
e
b
a
si
s

fo
r
th
e
e
x
cl
u
si
v
it
y

th
ro
u
g
h

th
e
u
se
o
f

co
d
e
s
a
s
e
x
p
la
in
e
d

o
n
p
a
g
e
s
A
-7
a
n
d
А
-8
.

FD
A
in
v
it
e
s

co
m
m
e
n
ts

fr
o
m
a
ll
in
te
re
st
e
d

p
a
rt
ie
s

o
n
w
h
e
th
e
r
it
h
a
s
e
x
cl
u
d
e
d

a
n
y
p
a
te
n
t

o
r
e
x
cl
u
si
v
it
y

in
fo
rm
a
ti
o
n

th
a
t
sh
o
u
ld

h
a
v
e
b
e
e
n
in
cl
u
d
e
d
,

o
r

in
cl
u
d
e
d

p
a
te
n
t

o
r
e
x
cl
u
si
v
it
y

in
fo
rm
a
ti
o
n

th
a
t
sh
o
u
ld

h
a
v
e
b
e
e
n
e
x
cl
u
d
e
d
.

A
n
y
re
v
is
io
n
s

to
th
e
lis
t
w
ill

b
e
p
u
b
lis
h
e
d

in

su
b
se
q
u
e
n
t

su
p
p
le
m
e
n
ts
.



DO TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMNS OF TABLES I-IV 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 ТО OTC STATUS CHANGE
NS NEW STRENGTH

D NEW DOSING SCHEDULE (SEE REFERENCE, BELOW)
I 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 CHILDRENO
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I-I
|-2
I-3
|-4
I-5
l-6
I-7
I-8
I-9
I-IO
I-II
I-|2
I-I3
I-I4
I-I5
I-I6
I-I7
I-Iö
I-l9
I-2U
I-2|
I-22
I-23
I-24
l-25
I-26
|-27
I-28
|-29
I-30
|-3I
l-32
I-33
I-34
I-35

SEVEREHYPERTENSIONINPEDIATRICSANDNON-MALIGNANTHYPERTENSION
DYSMENORRHEA

TREATMENTOFTINEAVERSICOLOR
SYMPTOMATICGASTROESOPHAGEALREFLUX

NEPHROTOMOGRAPHY

CONTRASTENHANCEMENTINCRANIALCOMPUTEDTOMOGRAPHY

VENOGRAPHYOFLOWEREXTREMITIES
WHOLE-BODYCOMPUTEDTOMOGRAPHY

GATEDCARDIACPOOLIMAGING
POST-MYOCARDIALINFARCTION

COLORECTALSURGERY

NAUSEAANDVOMITINGASSOCIATEDWITHEMETOGENICCANCERCHEMOTHERAPY
CISPLATININDUCEDEMESIS
DIABETICGASTROPARESIS

POST-MYOCARDIALINFARCTION
ACROMEGALY

PITUITARYTUMORS

POSTMENOPAUSALOSTEOPOROSIS
ANTIDOTEFORACETAMINOPHENOVERDOSAGE

CONGESTIVEHEARTFAILUREBIDDOSAGESCHEDULE
ACUTEOTITISMEDIA

EXERCISEINDUCEDBRONCHOSPASMS

MIORSTROKE
COMBINEDUSEWITHNICOTINICACIDTOLOWERCHOLESTEROLLEVEL

BLASTOMYCOSESDERMATITIDES
PEDIATRICSUBARACHNOIDVASCULAR

PETRIELLIDIUMBOYDIIINFECTION
HEREDITARYANGIOEDEMA

INTRACORONARYUSE

PEDIATRICUSE

DIRECTISOTOPICCYSTOGRAPHY
POSTPARTUMHEMORRHAGE

USEINMETHODONEINDUCEDRESPIRATORYDEPRESSION
PROLACTINSECRETINGADENOMAS

SHORTTERMTREATMENTOFGASTRICULCERDISEASE

INDICATIONS



TABLE I. LI Т F DR P D НН1 Н M Т DE N TRATE IN VIV

BI AVAILABILITY NLY IF P D

ACETAMINOPI-EN; ASPIRIN;
BUTAILBITAL;
CAPSIJLE 0R TABLET; ORAL
I60-I65MG; 160-16516; 50m

ACETAMINOPI'EN; ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325MB; 32516; 5046

АсЕтАмшоРв—Ен; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE он TABLET; om.
160-16516; leo-Issue; 50MG; 4oMG

ACETAMINO°HEN3 ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
325МБ; 32516; 5016; 4016

ACETAMINIPHEN; BUTALBITAL
CAPSULE (R TABLET; ORAL
325; 50K;
650; 5016

ACETMINOPtEN; BUTALBITAL;
CAFFE INE

CAPSULE OR TABLET; ORAL
325NIG; 50MG; 4016
650146; 506; 4016

AM I NOPHYLL INE
TABLET; ORAL
IOOMG

ZOOMG

ASPIRIN; BUTALBITAL;
CAPSULE OR TABLET; ORAL
325; 5016
650; 5016

ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE (Ж TABLET; ORAL
325m; 5016; 4OMG;
650MG; 50MG; 4016;

ASPIRIN; CAFFEINE; CARISOPRODOI.
TABLET; ORAL
|6046; 3216; 20016

ASPIRIN; CAFFEINE; CARISOPRODOL;
COOEINE PHOSPHATE
TABLET; ORAL
|6046; 3216; 20016; I6MG

ASPIRIN; CARISOPRœOL
TABLET; (RAL
325M6; 20016

ASPIRIN; CARISIPRODOL; COOEINE
PHOSPHATE
325MG; 20016; 1016

FAIL T A HIEVE ADE ATE DI L TI N

ASPIRIN; AÉPROBAMATE
TABLET; ORAL
32516; 20016

ASPIRIN; IETHOCARBAMCN.
TABLET; (RAL
325M6; 200M6

CHLOROTH I AZ IDE
TABLET; ММ.
25016

ESTROGENS, COIJUGATED; DEPRœAMATE
TABLET; ORAL
0.4M6; 20016
0.4M6; 40046

HYDROXYZINE HYDROCHLORIDE
TABLET; (RAL
|046
25MG

50MG
IOOMG





TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE IN REDIENT 5

БТНЕNБТН1$1

ACETAMINOPHEN
12OMG

ACETAMINOPHEN

650MG

ACETAMINOPHEN
12OMG

ACETAMINOPHEN
T2OMG

ACETAMINOPHEN

650MG

ACETAMINOPHEN

650MG

ACETAMINOPHEN
12OMG

ALUMINUM HYDROXIDE; MAGNESIUM

TRISILICATE
BOMG; 20MG

ALUMINUM HYDROXIDE; MAGNESIUM
TRISILICATE
I6OMG; 40MG

BROMPHENIRAMINE MALEATE
BMG

BROMPHENIRAMINE MALEATE

12MG

BROMPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE
HYDROCHLORIDE
12MG; 75MG

TRADE NAME

(DQSAGE FORM; ROUTE)

NEOPAP
(SUPPOSITORY; RECTAL)

TYLENOL
(SUPPOSITORY; RECTAL)

TYLENOL
ISUPPOSITORY; 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)

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 N
0
.

PATENT N
O
.

APPROVAL DATE EXP. 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

II-T
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TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARXETINQ

ACTIVE INGREDIENT S

STRENGTHIS)

CHLORPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE
HYDROCHLORIDE
BMG; 75MG

CHLORPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE
HYDROCHLORIDE
BMG; 75MG

CHLORPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE
HYDROCHLORIDE
I2MG; 75MG

CHLORPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE

HYDROCHLORIDE
I2MG; 75MG

CHLORPHENIRAMINE MALEATE;

PSEUDDEPHEDRINE SULFATE
BMG; I2OMG

CHLORPHENIRAMINE MALEATE;

PSEUDDEPHEDRINE HYDROCHLORIDE
BMG; 12OMG

CHLORPHENIRAMINE MALEATE;
PSEUDDEPHEDRINE HYDROCHLORIDE
I2MG; 12OMG

CHLORPHENIRAMINE MALEATE;

PSEUDDEPHEDRINE HYDROCHLORIDE
12MG; T20MG

TRADE NAMЕ

IDOSAGE 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 IV
(CAPSULE, CONTROLLED
RELEASE; ORAL)

CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)

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

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

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

APPLICANT NAMЕ

OM GRAHAM LABS

CENTRAL PHARMS

DORSEY LABS/SANDOZ

DM GRAHAM LABS

SCHERING

DM GRAHAM LABS

DM GRAHAM LABS

CENTRAL PHARMS

NDA N
O
.

PATENT NO. EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. 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
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TABLE II . OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENT S

STRENGTH S

INSULIN SUSPENSION, ISOPHANE,
BEEF

TOO 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

TOO UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED BEEF
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
TOO UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
TOO UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

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

INSULIN SUSPENSION, PROTAMINE
ZINC, MIXED BEEF AND PORK;
40 UNITS/ML

TRADE NAMЕ

IDQSAGE 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 NAMЕ

SOUIBB-NOVO

ELI LILLY

LILLY RES LABS DIV

LILLY RES LABS DIV

ELI LILLY

NORDISK

ELI LILLY

SQUIBB-NOVO

NORDISK

ELI LILLY

NDA N
O
.

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

PATENT NO. EXCLUSIVITY



TODUNITS/ML

STRENGTHIS)UIOSAGÍEFORM’.ROUTE)APPR1A1DATEШШ
INSULINSUSPENSION,PROTAMINEPROTAMINE,ZINC0ILETINIELILILLY17-932
ZINC,MIXEDBEEFANDPORK(BEEF-PORK)02-08-77
OOOUNITS/ML(INJECTABLE;INJECTION)

INSULINSUSPENSION,PROTAMINEPROTAMINEZINCINSULINERSOUIBBANDSONS17-928
ZINC,PURIFIEDBEEF(INJECTABLE;INJECTION)02-08-77
40UNITS/ML

INSULINSUSPENSION,PROTAMINEPROTAMINEZINCINSULINERSQUIBBANDSONS17-920
ZINC,PURIFIEDBEEF(INJECTABLE;INJECTION)02-08-77
100UNITS/ML

INSULINSUSPENSION,PROTAMINEPROTAMINEZINCANDELILILLY18-476
ZINC,PURIFIEDBEEF;INSULIN,ILETINII06-12-80

PURIFIEDBEEF(INJECTABLE;INJECTION)
TOOUNITS/ML

INSULINSUSPENSION,PROTAMINEPROTAMINEZINCANDELILILLY18-346
ZINC,PURIFIEDPORK;INSULIN,ILETINII(PORK)

.
12-05-79

PURIFIEDPORK(INJECTABLE;INJECTION)
100UNITS/ML

.

INSULINZINCSUSPENSION,BEEFLENTEINSULINSQUIBB-NOVO17-998
40UNITS/ML(INJECTABLE;INJECTION)02-08-77

INSULINZINCSUSPENSION,BEEFLENTEINSULINSQUIBB-NOVO17-998
TOOUNITS/ML(INJECTABLE;INJECTION)02-08-77

INSULINZINCSUSPENSION,NOVOLINLSOUIBB-NOVO18-777
SEMISYNTHETICPURIFIEDHUMAN(INJECTABLE;INJECTION)08-30-83

100UNITS/ML

INSULINZINCSUSPENSION,ULTRALENTESQUIBB-NOVO18-385
EXTENDED,PURIFIEDBEEF(INJECTABLE;INJECTION)03-17-80

100UNITS/ML

INSULINZINCSUSPENSION,ULTRALENTEINSULINSOUIBB-NOVo17-997
EXTENDED,BEEF(INJECTABLE;INJECTION)02-08-77

100UNITS/ML

INSULINZINCSUSPENSION,PROMPT,SEMILENTEINSULINSQUIBB-NOVo17-996
BEEF(INJECTABLE;INJECTION)02-08-77

LA_BLEII.OTEDRUGPRODUCTS1Н1СНCURRENTLYREQUIREAPPROVEDAPPLICATIONSASACONDITIONOFMARKETING



TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENTISI TRADE NAME APPLICANT NAMЕ NDA N
O
.

PATENT N
O
.

EXCLUSIVITY

STRENGTHIS) )DOSAGE FORM; ROUTE) APPR VAL DATE EXP. DATE EXP. DATE

INSULIN ZINC SUSPENSION, PROMPT, SEMILENTE SQUIBB-NOVO 18-382
PURIFIED PORK (INJECTABLE; INJECTION) 03-17-80
TOO UNITS/ML

INSULIN ZINC SUSPENSION, LENTE ILETIN II ELI LILLY 18-477
PURIFIED BEEF (INJECTABLE; INJECTION) 06-12-80

TOOÃUNITS/ML

INSULIN zINC SUSPENSION, LENTARO SQUIBB-NOVO 18-384
PURIFIED BEEF ANO PORK (INJECTABLE; INJECTION) 03-17-80
TOO UNITS/ML

INSULIN ZINC SUSPENSION, LENTE ILETIN II (PORK) ELI LILLY 18-347
PURIFIED PORK (INJECTABLE; INJECTION) 12-05-79
TOO UNITS/ML

INSULIN iINC SUSPENSION, LENTE .
SQUIBB-NOVo 18-383

PURIFIED PORK (INJECTABLE; INJECTION) 03-17-80
TOO UNITS/ML

INSULIN, SEMISYNTHETIC NOVOLIN R SQUIBB-NOVo 18-778
PURIFIEO HUMAN (INJECTABLE; INJECTION) 08-30-83
100 UNITS/ML

INSULIN, BIOSYNTMETIC HUMAN HUMULIN R ELI LILLY 18-780
TOO UNITS/ML (INJECTABLE; INJECTION) 10-28-82

INSULIN, PORK INSULIN SQUIBB-NOVO 17-926
40 UNITS/ML (INJECTABLE; INJECTION) 02-08-77

INSULIN, PORK INSULIN SQUIBB-NOVO 17-926
TOO UNITS/ML (INJECTABLE; INJECTION) 02-08-77

INSULIN, PURIFIED BEEF REGULAR ILETIN II ELI LILLY 18-478
TOO UNITS/ML (INJECTABLE; INJECTION) 06-12-80

INSULIN, PURIEIEO PORK INSULIN NORDISK QUICK NORDISK INSULIN LABS 18-193
(PORK) 01-16-80100 UNITS/ML
(INJECTABLE;INJECTION)
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TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENTIS)

STRENGTH S

PSEUDDEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE
3OMG/5ML; 1.25MG/5ML

PSEUDDEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
6OMG; 2.5MG

PSEUDDEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE
6OMG; 2.5MG

PSEUDDEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
3OMG/5ML; 1.25MG/5ML

PSEUDDEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE
SOMG/5ML; 1.25MG/5ML

PSEUDDEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
bOMG; 2.5MG

PSEUDDEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
6OMG; 2.5MG

PSEUDDEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE
6OMG; 2.5MG

PSEUDDEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
3OMG/5ML; 1.25MG/5ML

PSEUDDEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE
12OMG; 5MG

PSEUDDEPHEDRINE SULFATE
12OMG

TRADE NAMЕ

IDOSAGE FORM: ROUTE)

ALLERBAN PLUS
(SYRUP; ORAL)

TRI-SUDO
(TABLET; ORAL)

TRIPODRINE
(TABLET; ORAL)

TRIOFED
(SYRUP; ORAL)

TRIPOSED
(SYRUP; ORAL)

TRIPROLIDINE HCL
AND PSEUDDEPHEDRINE HCL
(TABLET; ORAL)

TRIPOSED
(TABLET; ORAL)

TRIPROLIDINE AND
PSEUDDEPHEDRINE
(TABLET; ORAL)

TRIPOSED
(SYRUP; ORAL)

ACTIFED
(CAPSULE, CONTROLLED
RELEASE; ORAL)

AFRINOL
(TABLET, CONTROLLED
RELEASE; ORAL)

APPLICANT NAMЕ

BAY LABORATORIES

MD PHARMACEUTICAL

DANBURY PHARMACAL

NATL PHARM MFG/BARRE

HALSEY DRUG

CHELSEA LABORATORIES

HALSEY DRUG

BOLAR PHARMACEUTICAL

HALSEY DRUG

BURROUGHS WELLCOME

SCHERING

NDA NO.

APPROVAL DATE

88-ll6
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

88-213
05-01-84

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

RTO
09-24-86
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TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEN NOT PREVIOUSLY PUBLISHED

ACTIVE INQREDIENTIS)
STRENQTHIS)

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE ADENINE-T
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
USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

TRADE NAME

(DQSAGE FQRM; RQUTE)

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

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-T

NDA NQ. PATENT NQ. EX L IVITY
APPR VAL DATE EXP. DATE EXP. 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



III-2

AITIVEINQREDIENTISITRADENAMEAPPLIIANTNAMENDANQ.PATENTNO.EXCLUSIVITY
STREN§TH(S)(DQSAQEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

ANTICOAGULANTCITRATEPHOSPHATEADSOLRREDCELLTRAVENOLLABS81-1104
DEXTROSESOLUTIDNUSPWITH:PRESERVATIDNSOLUTIDN5-16-83
AS-l:DEXTROSEUSP2.2GM/100ML,(INJECTABLE;INJECTION)
SODIUMCHLORIDEUSP0.9GM/1OOML,
MANNITOLUSP0.75GM/1OOML,
ADENINE0.27GM/1DOML

ANTICOAGULANTCITRATEPHOSPHATEAS-2NUTRICELADITIVECUTTERBIDL/MILES82-915
DOUBLEDEXTROSESOLUTIDNWITH:SYSTEM9-22-83
А5-2:CITRICACIDUSP(INJECTABLE;INJECTIDN)

0.42GM/100ML,DIBASICSODIUM
PHOSPHATEUSP0.2850M/100ML,
SODIUMCHLORIDEUSP0.718

GM/1OOML,ADENINE0.017GM/1OOML,
DEXTROSEUSP0.396GM/1OOML,
SODIUMCITRATEUSP0.588GM/1OOML

ANTICOAGULANTCITRATEPHOSPHATEAS-3NUTRICELADDITIVECUTTERBIDL/MILES82-915
DOUBLEDEXTROSESOLUTIONWITH:SYSTEMTO-19-84
АЗ-З:CITRICACIDUSP0.042(INJECTABLE;INJECTION)

OM/IODML,MDNOBASICSODIUM
PHOSPHATEUSP0.276GM/100ML,
SODIUMCHLORIDEUSP0.410

GM/IOOML,ADENINE0.30
GM/1OOML,DEXTROSEUSP1.10
GM/TOOML,SDDIUMCITRATEUSP

0.5880M/1OOML

ANTICOAGULANTHEPARINSOLUTIDNNONEDELMED77-822
USP(INJECTABLE;INJECTIDN)5-17-78

ANTICOAGULANTHEPARINSOLUTIDNNONETRAVENOLLABS81-1217
USP(INJECTABLE;INJECTIDN)5-16-83

ANTICOAGULANTSODIUMCITRATENONEALPHATHERAPEUTIC81-416
SOLUTIDNUSP(INJECTABLE;INJECTION)10-12-83

ANTICOAGULANTSODIUMCITRATENONECUTTERBIDL/MILES76-305
SOLUTIDNUSP(INJECTABLE;INJECTION)6-30-78

ANTICOAGULANTSODIUMCITRATENONEDELMED16-702
SOLUTIONUSP(INJECTABLE;INJECTION)12-28-70

ANTICOAGULANTSODIUMCITRATENONETERUMOAMERICA78-1214
SOLUTIDNUSP(INJECTABLE;INJECTIDN)2-8-80

ANTICOAGULANTSODIUMCITRATENONETRAVENOLLABS77-923
SOLUTIONUSP(INJECTABLE;INJECTIDN)T-20-78

TABLEIII.NDA'SAPPROVEDBYTHEOFFICEOTBIOLOGICALRESEARCHANDREVIENNOTPREVIOUSLYPUBLISHED



v

ACTIVE INGREDIENTii)
STRENQTH(§)

DEXTRAN 40, IO%
TOGM/TOOML IN
DEXTROSE 5%
SGM/TOOML

DEXTRAN 40, TO%
TOGM/1OOML IN
SODIUM CHLORIDE

0.9GM/1OOML

DEXTRAN 75, 6%
bGM/TOOML IN
DEXTROSE 5%
5GM/TOOML

DFXTRAN 75, 6%

ÖGM/1OOML IN
SODIUM CHLORIDE

O.9GM/TOOML

DEXTRAN 75, 6%
ÖGM/IOOML IN
SODIUM CHLORIDE
0.9GM/1OOML

DEXTRAN 40, )0%
TOGM/TOOML IN
DEXTROSE 5%

SGM/)00ML

DEXTRAN 40, 10%
IOGM/IOOML IN
SODIUM CHLORIDE
0.9GM/TOOML

DEXTRAN 70, 6%
BGM/)00ML IN
SODIUM CHLORIDE
0.9GM/IOOML

DEXTRAN 40, 10%
TOGM/1OOML IN
DEXTROSE 5%
SGM/IOOML

DEXTRAN 40, 10%
TOGM/IOOML IN
SODIUM CHLORIDE
0.90M/IOOML

.9%

.9%

.9%

.9%

.9%

.9%

ШЕЕ III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL ЩAПСН AND REVIEN NOT PREVIOUSLY PUBLISHED

TRADE NAME

)DQSAQE FQRM; ROUTE)

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

APPLI ANT NAME

ABBOTT LABORATORIE5

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AMERICAN MCGAW

AMERICAN MCGAW

AMERICAN MCGAH

CUTTER BIOL/MILES

CUTTER BIOL/MILES

EXCLUSIVITY
EXP. DATE

NDA NQ. PATENT NQ.
APPR VAL DATE EXP. 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

III-3



дн;

ACTIVEINOREDIENT(§)
TRENTH

DEXTRAN70,6%
OGM/100MLIN
SODIUMCHLORIDE

0.9GM/IOOML

DEXTRAN40,10%

TOGM/TOOMLIN
DEXTROSE5%
5GM/100ML

DEXTRAN40,10%
TOGM/1OOMLIN
SODIUMCHLORIDE

0.9GM/IOOML

DEXTRAN75,6%

OGM/100MLIN
SODIUMCHLORIDE

O.9GM/1OOML

DEXTRAN75,6%
OGM/100MLIN
SODIUMCHLORIDE

0.9GN/1OOML

DEXTRANI
15OMG/MLIN
SODIUMCHLORIDE

OMG/ML

DEXTRAN40,T0%

IOGM/1OOMLIN
DEXTROSE5%

5GM/100ML

DEXTRAN40,10%

TOGM/1OOMLIN
SODIUMCHLORIDE

O.9GM/1OOML

DEXTRAN70,6%
6GM/1OOMLIN
DEXTROSE5%
5GM/100ML

DEXTRAN70,6%

OGM/1OOMLIN
SODIUMCHLORIDE

O.9GM/IOOML

.9%

.9%

.9%

.9%

.6%

.9%

.9%

TRADENAME
(DOSAOEFORM;ROOTE)

NONE

(INJECTABLE;INJECTION)

NONE

(INJECTABLE;INJECTION)

NONE

(INJECTABLE;INJECTION)

NONE

(INJECTABLE;INJECTION)

NONE

(INJECTABLE;INJECTION)

PROMIT

(INJECTABLE;INJECTION)

RHEOMACRODEXR

(INJECTABLE;INJECTION)

RHEOMACRODEXR

(INJECTABLE;INJECTION)

MACRODEXR

(INJECTABLE;INJECTION)

MACRODEXR

(INJECTABLE;INJECTION)

APPLICANTNAME

CUTTERBIOL/MILES

PHARMACHEM

PHARMACHEM

PHARMACHEM

PHARMACHEM

PHARMACIALABS

PHARMACIALABS

PHARMACIALABS

PHARMACIALABS

PHARMACIALABS

III-4

NDANO.PATENTNO.
APPROVALDATEEXP.DATE

8-716
8-11-69

16-836
11-14-70

16-836
Il-14-70

8-564
9-19-52

16-759
8-19-70

83-715
10-30-84

14-716
1-18-67

14-716
1-18-67

6-826
6-8-54

6-826
6-8-54

ЕХLIVITY
EÄBI_QAIE

MILEIII.NDA'SAPPROVEDBYTHEOFFICEOFBIOLOGICALRESEARCHANDВЕЩИNОТPREVIOUSLYPUBLISHED



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

ACTIVE INQREDIENTIS)
STRENGTHIS)

DEXTRAN 40, IO%
IOGM/1OOML IN
DEXTROSE 5%
5GM/1O0ML

DEXTRAN 40, I0%
IUGM/100ML IN
SODIUM CHLORIDE 0.9%

0.9GM/1OOML

DEXTRAN 40. I0%
IOGM/TOOML
DEXTROSE 5%
SGM/IOOML

DEXTRAN 40, IO%
IOGM/1OOML IN
SODIUM CHLORIDE 0.9%

0.9GM/IOOML

DEXTRAN 75, 6%
OGM/1OOML IN
SODIUM CHLORIDE 0.9%
0.9GM/TOOML

DEXTRAN 75, 6%
INVERTED SUGAR TO%
hGM/l00ML;TOGM/1O0ML
IN SODIUM CHLORIDE 0.9%
0.9GM/1OOML

HETASTARCH, 6%
bGM/IOOML IN
SODIUM CHLORIDE 0.9%
O.QGM/TOOML

PROPIDLACTONE 99%
99GM/1OOML

UROKINASE
5000 IU/VIAL

UROKINASE
250,000 IU/VIAL

UROKINASE
250,000 IU/VIAL

TRADE NAME
D A E F RM' R E

GENTRANR 40
(INJECTABLE; INJECTION)

GENTRANR 40
(INJECTABLE; INJECTION)

GENTRANR 40
(INJECTABLE; INJECTION)

GENTRANR 40
(INJECTABLE; INJECTION)

GENTRANR 75
(INJECTABLE; INJECTION)

6% GENTRANR 75 AND
TO% TRAVERTR
(INJECTABLE; INJECTION)

HESPANR
(INJECTABLE; INJECTION)

BETAPRONE
(SOLUTION; CHEMICAL
STERILIZING AGENT)

ABBOKINASE OPEN-CATHETER
(INJECTABLE; INJECTION)

ABBOKINASE
(INJECTABLE; INJECTION)

BREOKINASE
(INJECTABLE; INJECTION)

APPLICANT NAME

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

AM CRITICAL CARE

ONEAL JONES&FELDMAN

ABBOTT LABORATORIES

ABBOTT LABORATORIES

STERLING DRUG

NDA NQ.
APPROVAL DATE

l6-628
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
7-17-72

11-657
9-11-59

76-1021
12-15-83

76-1021
7-31-78

17-873
8-28-79

PATENT NQ. EX L IVITY
EXP. DATE EXP. DATE

3523938
8-11-87

NS
09-24-86

1-29
09-24-86

III-5





TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 ANDNDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACEBUTOLOL HYDROCHLORIDE SECTRAL IVES LABS/AMHO 18-917 3726919 NCE

EO 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 02-19-82

(SOLUTION; URETHRAL)

ACETOHYDROXAMIC ACID LITHOSTAT URO-RESEARCH 18-749 NCE
250MG (TABLET; ORAL) 05-31-83 05-31-93

ACYCLOVIR ZOVIRAX BURROUGHS WELLCOME 18-604 4199574 NCE
5% (OINTMENT; TOPICAL) 03-29-82 04-22-97 03-29-92

ACYCLOVIR ZOVIRAX BURROUGHS WELLCOME 18-828 4199574 NCE
20OMG (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

IV-T
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TAO.E IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INOREDIENTIS) TRADE NAME APPLICANT NAME NDA NO. PATENT N
O
.

EXCLUSIVITY

STRENOTHIS) )OQSAGE TORM; ROUTE) APPROVAL DATE EXP. UATE EXP. UATE

ALLOPURINOL zYLOPRIM BURROUGHS WELLCOME 16-084 3624205
100MG (TABLET; ORAL) 08-19-66 11-30-88

ALLOPURINOL zYLOPRIM BURROUGHS WELLCOME 16-084 3624205

300MG (TABLET; ORAL) 01-14-74 11-30-88

ALLOPURINOL LOPURIN BOOTS PHARMACEUTICAL 18-297 3624205

100MG (TABLET; ORAL) O6-10-80 11-30-88

ALLOPURINOL LOPURIN BOOTS PHARMACEUTICAL 18-297 3624205
300MG (TABLET; ORAL) 06-10-80 11-30-88

ALPRAZOLAM XANAX UPJOHN 18-276 3987052
0.25MG (TABLET; ORAL) 10-16-81 10-19-93

3980789
09-14-93

ALPRAzOLAM XANAX UPJOHN 18-276 3987052
0.5MG (TABLET; ORAL) 10-16-81 10-19-93

3980789
09-14-93

ALPRAZOLAM XANAX UPJOHN 18-276 3987052
1MG (TABLET; ORAL) 10-16-81 10-19-93

3980789
09-14-93

AMCINONIDE CYCLOCORT LEDERLE LABS/AM CYAN 18-116 4158055
0.1% (CREAM; TOPICAL) 10-18-71 O6-12-96

AMCINONIDE CYCLOCORT LEDERLE LABS/AM CYAN 18-498 4158055
0.1% (OINTMENT; TOPICAL) 11-13-81 06-12-96

AMILORIDE HYDROCHLORIDE; MOOURETIC 5/50 MsaO/MERCK 18-201 3781430
HYOROCHLOROTHIAZIDE (TABLET; ORAL) 10-05-81 12-25-90
5MG; 50MG

-

AMINO ACTOS FREAMINE HBC 6.9% AM MCGAW/AM HOSP 16-822 NS
6.9% (INJECTABLE; INJECTION) O5-17-83 09-24-86



IV-4

ACTIVEINGREDIENTIS)

STRENGTHIS)

AMINOACIDS
6.5%

AMINOACIDS
8.5%

AMINOACIDS
11.4%

AMINOACIDS
8%

AMINOACIDS
4%

AMINOACIDS
4%

AMINOACIDS
6.5%

AMINOACIDS
3.5%

AMINOACIDS
3.5%

AMINOACIDS
5.2%

AMINOACIDS
5.5%

TRADENAME

IDOSAGEFORM;ROUTE)

RENAMINW/OELECTROLYTES
(INJECTABLE;INJECTIDN)

NOVAMINE8.5%

(INJECTABLE;INJECTIDN)

NOVAMINE11.4%

(INJECTABLE;INJECTIDN)

HEPATAMINE8%

(INJECTABLE;INJECTIDN)

BRANCHAMIN4%

(INJECTABLE;INJECTIDN)

BRANCHAMIN4%

INPLASTICCONTAINER

(INJECTABLE;INJECTIDN)

NEOPHAM6.5%

(INJECTABLE;INJECTIDN)

AMINOSYN3.5%
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

AMINOSYN3.5%
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

AMINESS5.2%ESSENTIAL
AMINOACIDSW/HISTADINE

(INJECTABLE;INJECTIDN)

TRAVASOL5.5%
W/OELECTROLYTES
INPLASTICCONTAINER

(INJECTABLE;INJECTIDN)

APPLICANTNAME

TRAVENOLLABS

CUTTERLABS/MILES

CUTTERLABS/MILES

AMMCGAW/AMHOSP

TRAVENOLLABS

TRAVENOLLABS

CUTTER-VITRUM

ABBOTTLABORATORIES

ABBOTTLABORATORIES

CUTTER-VITRUM

TRAVENOLLABS

1_1

NDAN
O
.

PATENTN0.EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

17-493Ns
10-15-8209-24-86

17-957
08-09-82

17-957
08-09-82

18-6763950529NS
08-03-8204-13-9309-24-86

18-6784438144NS
09-28-8403-20-0109-28-87

18-6844438144NS
09-28-8403-20-0109-28-87

18-792
‘

NS
01-17-8409-24-86

18-804NS
05-15-8409-24-86

18-875NS
08-08-84ч09-24-86

18-901
04-06-84

18-931NS
08-23-8409-24-86

м)ч)‘

TABLEIV.NDA'SAPPROVEDFROM1-1-82T
06-30-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITVINFORMATION



TABLE IV
.

NDA'S APPROVED FROM 1-1-82 T
O 6-30-85 AND МПA'З NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTHIS)

AMINO ACIDS
8.5%

AMINO ACIDS
10%

AMINO ACIDS
6%

AMINO ACIDS; CALCIUM ACETATE;
GLYCERIN; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
3%; 2óMG/1OOML; BGM/100ML;
54MG/100ML; 41MG/100ML;
I49MG/I00ML; 204MG/100ML;
TI7MG/TOOML

AMINO ACIDS; DEXTROSE
3.5%; 5%

AMINO ACIDS; DEXTROSE
3.5%; 25%

AMINO ACIDS; DEXTROSE
4.25%; 25%

AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIUM CHLORIDE
3.5%; 2IMG/IOOML; 4OMG/TOOML;
T2BMG/TOOML; 234MG/100ML

TRADE NAMЕ

)DOSAGE FORM; ROUTE)

TRAVASOL 8.5%
W/O ELECTROLYTES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

TRAVASOL 10%
W/O ELECTROLYTES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

TROPHAMINE 6%
(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)

AMINOSYN 3.5% M

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLICANT NAMЕ

TRAVENOL LABS

TRAVENOL LABS

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

PATENT NO.

EXP. DATE

NDA N
O
.

APPROVAL DATE

18-931
08-23-84

18-931
08-23-84

19-018
07-20-84

18-582
05-08-82

19-120
T0-11-84

19-118
10-11-84

19-II9
10-11-84

18-804
05-15-84

EXCLUSIVITY

EXP. DATE

NS
09-24-86

NC
09-24-86

NC
09-24-86

IV-5



ACTIVEINGREDIENTSTRADENAMEAPPLICANTNAMENDANO.PATENTNO.EXCLUSIVITY

STRENGTH5LDOSAGEFORM;ROUTETAPPROVALDATEEXP.DATEEXP.DATE

AMINOACIDS;MAGNESIUMACETATE;AMINOSYN3.5%М

ABBOTT

LABORATORIES18-875NC
PHOSPHORICACID;POTASSIUMACETATE;INPLASTICCONTAINER08-08-8409-24-86
SODIUMCHLORIDE(INJECTABLE;INJECTIDN)
3.5%;21MG/1OOML;4OMG/1OOML;

I2BMG/1OOML;234MG/1OOML

AMINOACETICACIDAMINOACETICACID1.5%TRAVENOLLABS18-522
1.5Gм/100м1INPLASTICCONTAINER02-19-82

(SOLUTIDN;IRRIGATIDN)

AMINOCAPROICACIDAMINOCAPROICACIDELKINS-SINN/AHROBINS18-590
250MG/ML(INJECTABLE;INJECTIDN)10-29-82

AMINOGLUTETHIMIDECYTAORENCIBA/CIBA-GEIGY18-2023595960
250MG(TABLET;ORAL)10-29-8007-27-88

3944671
03-16-93

AMINOPHYLLINESOMOPHYLLINFISONS18-232NR
ÄOOMG/5ML(ENEMA;RECTAL)04-02-8209-24-86

AMINOPHYLLINE;SODIUMCHLORIDEAMINOPHYLLINEW/ABBOTTLABORATORIES18-924
lOOMG/1OOML;450MG/1OOMLSODIUMCHLORIDE0.45%12-12-84

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

AMINOPHYLLINE;SODIUMCHLORIDEAMINOPHYLLINEW/ABBOTTLABORATORIES18-924
2OOMG/1OOML;45OMG/TOOMLSODIUMCHLORIDE0.45%12-12-84

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

AMINOPHYLLINE;SODIUMCHLORIDEAMINOPHYLLINEW/ABBOTTLABORATORIES18-924
4OOMG/1OOML;450MG/1OOMLSODIUMCHLORIDE0.45%12-12-84

INPLASTICCONTAINER

(INJECTABLE;INJECTIDN)

AMINOPHYLLINE;SODIUMCHLORIDEAMINOPHYLLINEW/ABBOTTLABORATORIES18-924
5OOMG/1OOML;45OMG/1OONLSODIUMCHLORIDE0.45%12-12-84

INPLASTICCONTAINER

(INJECTABLE;INJECTIDN)

IV-6
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTISI

STRENGTHIS)

AMITRIPTYLINE HYDROCHLORIDE
TOMG

AMITRIPTYLINE HYDROCHLORIDE
25MG

AMITRIPTYLINE HYDROCHLORIDE
50MG

AMITRIPTYLINE HYDROCHLORIDE
75MG

AMITRIPTYLINE HYDROCHLORIDE
100MG

AMITRIPTYLINE HYDROCHLORIDE
I50MG

AMITRIPTYLINE HYDROCHLORIDE
TOMG/ML

AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
12.5MG; 5MG

AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
25MG; TOMG

AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE
TOMG; 4MG

TRADE NAME

DOSA E FORM' R UTE

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)

ETRAFON A
(TABLET; ORAL)

APPLICANT NAME

MSOO/MERCK

MS&O/MERCK

MS&O/MERCK

I

MS&O/MERCK

MS&O/MERCK

MS&O/MERCK

MSaO/MERCK

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

SCHERING

NDA N
O
.

APPROVAL DATE

12-703
04-07-61

12-703
07-05-74

12-703
04-07-61

12;7O3

10-28-76

12-703
10-28-76

12-703
09-17-76

12-704
04-11-61

16-949
12-23-77

16-949
12-23-77

14-713
12-30-65

PATENT N
O
.

EXCLUSIVITY

EXP. DATE . ЕХР. DATE

3428735

02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

4316897
02-23-99

4316897
02-23-99

3428735
02-18-86

IV-7



ACTIVEINGREDIENTTS)TRADENAMEAPPLICANTNAMENDAN0.PATENTN0.EXCLUSIVTTY

STRENGTHS(DOSAGEFORM1EROUTEIAPPROVALDATEEXP.DATEEXP.DATE

AMITRIPTYLINEHYDROCHLORIDE;ETRAFON2-25SCHERING14-7133428735
PERPHENAZINE(TABLET;ORAL)12-30-6502-18-86

25MG;2MG

AMITRIPTYLINEHYDROCHLORIDE;ETRAFON-FORTESCHERING14-7133428735
PERPHENAZINE(TABLET;ORAL)12-30-6502-18-86

25МG;AMG

AMITRIPTYLINEHYDROCHLORIDE;ETRAFON2-TOSCHERING14-7133428735
PERPHENAZINE(TABLET;ORAL)12-30-6502-18-86

TOMG;2MG

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL4-10MS&D/MERCK14-7153428735
PERPHENAZINE(TABLET;ORAL)12-30-6502-18-86

10МG;4MG

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL2-25MS&D/MERCK14-7153428735
PERPHENAZINE(TABLET;ORAL)08-23-6502-18-86

25МG;2МG

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL2-10MS&D/MERCK14-7153428735
PERPHENAZINE(TABLET;ORAL)04-04-6702-18-86

TOMG;2MG

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL4-25MsaD/MERCK14-7153428735
PERPHENAZINE‚(TABLET;ORAL)08-25-6502-18-86

25мG;AMG

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL4-50MS&D/MERCK14-7153428735
PERPHENAZINE(TABLET;ORAL)03-15-7802-18-86

sans;4М6

AMMONIUMLACTATELAC-HYDRINBRISTOL-MYERS19-155NE
EQ12%ACID(LOTION;TOPICAL)04-24-8504-24-88

AMOXAPINEASENDINLEDERLELABS/AMCYAN18-0213546226
25MG(TABLET;ORAL)09-22-8012-08-87

3663696

05-16-89
3681357

08-01-89

IV-8
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TABLE IV. NDA'S APPROVED FROM 1-1—BZ TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA N
0
.

PATENT N0. EXCLUSIVITY

STRENGTHIS) )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

AMOXAPINE ASENDIN LEDERLE LABS/AM CYAN 18-021 3546226
50MG (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

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
150МG (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-DC IVES LABS/AMHO 11-483
DIHYDROCODEINE BITARTRATE (CAPSULE; ORAL) 09-06-83
356.4MG; заме; 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) TO-27-82
770MG; бомб; 50MG

ASPIRIN; CAFFEINE; DARVON COMPOUND ELI ITlLY INDSTRS/PR 10-996
PROPOXYPHENE HYDROCHLORIDE (CAPSULE; ORAL) 03-08-83
389MG; 32.4MG; 32MG

IV-9
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TABLE IV
.

NDA'S APPROVED FROM 1-Т-82 T
O 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH) S
)

ATENOLOL; CHLORTHALIDONE
50MG; 25MG

ATRACURIUM BESYLATE

TOMG/ML

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; 0.5MG

AURANOFIN
3MG

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; 1MG

AZATADINE MALEATE
1MG

AZATADINE MALEATE;

PSEUDDEPHEDRINE SULFATE
1MG; )2OMG

BACLOFEN
10MG

BACLOFEN
20MG

BECLOMETHANSONE DIPROPIONATE
0.042MG/INH

TRADE NAME

D
O

AGE FORM; R
O

Т
Е

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)

Ш
STUART PHARMS/ICI AM

BURROUGHS WELLCOME

MCNEIL LABORATORIES

SK&F LABORATORIES

MCNEIL LABORATORIES

SCHERING

SCHERING

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

GLAXO

NDA N
O
.

PATENT N
O
.

EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-760 3663607 NC
06-08-84 05-16-89 09-24-86

3934032
01-20-93
3836671
09-17-91

18-831 4179507 NCE
11-23-83 12-18-96 11-23-93

17-744 3646207
07-14-78 02-28-89

18-689 3635945 NCE
05-24-85 01-18-89 05-24-90

3708579
01-02-90

17-744 3646207

07-14-78 02-28-89

17-601 3419565
03-29-77 12-31-85

3717647
02-20-90

18-506 3419565 NC
03-23-82 12-31-85 09-24-86

3717647
02-20-90

17-851 3471548

11422-77 10-07-86

17651 зттмз NS
O1-20-82 10-07-86 09-24-86

18-153 4414209
06-24-80 08-23-94

4364923
12-21-99

IV-II



IV-12

ACTIVEINGREDIENT5

SIRENTH

BECLOMETHANSONEDIPROPIONATE
0.042MG/INH

BECLOMETHANSONEDIPROPIONATE
0.042MG/INH

BECLOMETHANSONEDIPROPIONATE
0.042MG/INH

BENDROFLUMETHIAZIDE

2.5MG

BENDROFLUMETHIAZIDE
5MG

BENDROFLUMETHIAZIDE
TOMG

BENDROFLUMETHIAZIDE;NADOLOL

5MG;40H6

BENDROFLUMETHIAZIDE;NADOLOL

5MG;80MG

BENTIROMIDE
500MG/7.5ML

BETAMETHASONE

O.6MG

TRADENAMЕ

(DOSAGEFORM:ROUTE)

VANCERIL
(AEROSOL:INHALATION)

BECONASE

(AEROSOL;INHALATION/NASAL)

VANCENASE

(AEROSOL;INHALATION/NASAL)

NATURETIN-2.5

(TABLET;ORAL)

NATURETIN-5
(TABLET;ORAL)

NATURETIN-TO
(TABLET;ORAL)

CORZIDE

(TABLET;ORAL)

CORZIDE

(TABLET;ORAL)

CHYMEX

CSOLUTION;ORAL)

CELESTONE

(TABLET;ORAL)

APPLICANTNAME

SCHERING

GLAXO

SCHERING

ERSQU188ANDSONS

ERSQU188АNDSONS

ERSQU188АNDSONS

ER900188ANDSoNs

ERSQUIBBANDSONS

ADRIALABORATORIES

SCHERING

NDAN0.PATENTNO.EXCLUSIVITY

APPROVALDATEEXP.DATEEXB¿_DAIE

17-5734414209
05-12-7608-23-94

4364923
10-29-99

18-5844414209
09-30-8108-23-94

4364923
12-21-99

18-5214414209
09-24-8108-23-94

4364923
10-29-99

12-1643392168
12-07-5907-09-85

12-1643392168
12-07-5907-09-85

12-1643392168
03-29-7707-09-85

18-6473982021NC
05-25-8309-21-9309-24-86

3935267
01-27-93

18-6473982021Nc

05-25-8309-21-9309-24-86
3935267
01-27-93

18-3663801562NCE
12-29-8304-02-9112-29-93

3745212
07-10-90

12-6573485854
04-17-6112-23-86

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO6-30-85AN0NDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND
EXCLUSIVITY

INFORMATION

ACTIVE INGREDIENTIS)

STRENGTH) S)

BETAMETHASONE
0.6MG/5ML

BETAMETHASONE
0.2%

BETAMETHASONE ACETATE;
BETAMETHASONE SOOIUM PHOSPHATE
3MG/ML; EO 3MG BASE/ML

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE

EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO O 05% BASE

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO о 05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAHETHASONE DIPROPIONATE
EO 0.1% BASE

TRADE МAMЕ

D AEFRM'R ТЕ

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)

DIPROSONE
(AEROSOL; TOPICAL)

APPLI ANT NAME

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

SCHERING

NDA N
O
.

APPR VAL DATE

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

17-829
05-24-77

РAТЕNТ N
O
.

EXCLUSIVITY

EXP. DATE EXP. DATE

3485854
12-23-86

3485854
12-23-86

3485854
12-23-86

D-l
09-24-86

D-T
09-24-86

0-1
09-24-86

0-1
09-24-86



17-14

ACTIVEINOREDIENTTS)

STRENGTHTS)

BETAMETHASONEDIPROPIONATE;CLOTRIMAZOLE
E00.05%BASE;1%

BETAMETHASONE

EQ0.1%BASE

BETAMETHASONE
EQ0.1%BASE

BETAMETHASONE

E00.1%BASE

BETAMETHASONE
EQ0.1%BASE

BETAMETHASONE

E00.1%BASE

BETAMETHASONE
E00.1%BASE

BETAMETHASONE

EQ0.1%BASE

BETAMETHASONE

EO0.1%BASE

BETAMETHASONE

EQ0.1%BASE

BETAMETHASONE
EQ0.1%BASE

BETAMETHASONE
E00.1%BASE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

TRADENAME

TDOSAOEFORM;ROUTE)

LOTRISONE
(CREAM:TOPICAL)

BETA-VAL
(CREAM;TOPICAL)

BETADERM

(CREAM;TOPICAL)

BETAMETHASONEVALERATE

(CREAM;TOPICAL)

BETAMETHASONEVALERATE

(CREAM;TOPICAL)

BETATREX

(CREAM;TOPICAL)

BETATREX
(OINTMENT;TOPICAL)

BETAMETHASONEVALERATE
(OINTMENT:TOPICAL)

BETAMETHASONEVALERATE

(01NTMENT;TOPICAL)

BETAMETHASONEVALERATE

(LOTION;TOPICAL)

BETATREX

(LOTION;TOPICAL)

BETAMETHASONEVALERATE

(LOTION;TOPICAL)

APPLICANTNAME

SCHERING

LEMMON

TJROACO

PHARMADERM/BYK-GLDN

EFOUGERA/BYK-GLON

SAVAGELABS/BvK-GLDN

SAVAGELABS/BYK-GLDN

PHARMADERM/BYK-GLDN

EFOUGERA/BYK-GLDN

EFOUGERA/BYK-GLDN

SAVAGELABS/BYK-GLDN

PHARMADERM/BYK-GLDN

NDAN
O
.

APPROVALDATE

18-827
07-10-84

18-642
03-24-83

18-839
06-30-83

18-860
08-31-83

18-861
08-31-83

18-862
08-31-83

18-863
08-31-83

18-864
08-31-83

18-865
08-31-83

18-866
08-31-83

18-867
08-31-83

18-870
08-31-83

PATENTN
O
.

EXP.DATEEXP.DATE

3660577NC
05-02-8909-24-86
3705172
12-05-89
4298604
11-03-98
3839573
10-01-91

EXCLUSIVITY

TABLEIV.NDA'SAPPROVEDFROM1-1-82T
O6-30-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION
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ACTIVE INGREDIENTIS)

STRENGTH S

BETHANIDINE SULFATE
TOMG

BETHANIDINE SULFATE
25MG

BITOLTEROL MESYLATE
0.8%

BRETYLIUM TOSYLATE
50MG/ML

BROMOCRIPTINE MESYLATE'PPPPCPP.
EO 2.5MC BASE

BROHOCRIPTINE MESYLATE
EO 5MG BASE

BROMODIPHENHYDRAMINE HYDROCHLORIDE;
CODEINE PHOSPHATE
I2.5MG/5ML; 10MG/5ML

BROMPHENIRAMINE MALEATE;

'CODEINE PHOSPHATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE
2MG/5ML; IOMG/5ML; 12.5MG/5ML

BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE;
PSEUDDEPHEDRINE HYDROCHLORIDE
2MG/5ML; 10MG/5ML; 3OMG/5ML

BROMPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE;

PSEUDDEPHEDRINE HYDROCHLORIDE
2MG/5ML; TOMG/5ML; 3OMG/5ML

TRADE NAME

)DOSAGE FORM; ROUTE)

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)

DIMETANE-DX
(SYRUP; ORAL)

Ш
АН ROBINS

AH ROBINS

WINTHROP-BREON/STERL

AM CRITICAL CARE/AHS

SANDOZ PHARMSÍSANDOZ

SANDOZ PHARMS/SANDOZ

MARION LABORATORIES

AH ROBINS

AH ROBINS

AH ROBINS

NDA NO.

APPROVAL DATE

I7-675
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

19-279
08-24-84

PATENT N
O
.

EXCLUSIVITYШШ
3495013
02-10-87

3495013

02-10-87

4138581 NCE
02-06-96 12-28-89

RE29618
04-29-86

3752888 I-16
08-14-90 12-14-87
3752814 I-34
08-14-90 06-28-88

3752888 1-16
08-14-90 12-14-87
3752814 I-34
08-14-90 06-28-88

IV-15



ACTIVEINGREDIENTISI

STRENGTHTS)

BROMPHENIRAMINEMALEATE;
PHENYLPROPANOLAMINEHYDROCHLORIDE

AMG/5ML;25MG/5ML

BUMETANIDE
1MG

BUMETANIDE
2MG

BUMETANIDE
0.5MG

BUMETANIDE
0.25MG/ML

BUMETANIDE
2MG

BUPIVACAINEHYDROCHLORIDE;DEXTROSE

0.75%;8.25%

BUPIVACAINEHYDROCHLORIDE;
EPINEPHRINEBITARTRATE

0.5%;0.0091MG/ML

BUPIVACAINEHYDROCHLORIDE;
EPINEPHRINEBITARTRATE
0.75%;0.0091MG/ML

BUTORPHANOLTARTRATE
1MG/ML

BUTORPHANOLTARTRATE

2MS/ML

CALCEFEDIOL,ANHYDROUS
0.02MG

TRADENAME

(DOSAOEFORM;ROUTE)

ELIXIRDIMETAPP
(ELIXIR;ORAL)

BUMEX

(TABLET;ORAL)

BUMEX

(TABLET;ORAL)

BUMEX

(TABLET;ORAL)

BUMEX

(INJECTABLE;INJECTION)

BUMEX
(TABLET;ORAL

MARCAINESPINAL

(INJECTABLE;INJECTION)

SENSORCAINE

(INJECTABLE;INJECTION)

SENSURCAINE

(INJECTABLE;INJECTION)

STADOL

(INJECTABLE;INJECTION)

STADOL

(INJECTABLE;INJECTION)

CALDEROL

(CAPSULE;ORAL)

APPLICANTNAME

AHROBINS

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

BREONLABS/STERLING

ASTRAPHARMPRODS

ASTRAPHARMPRODS

BRISTOLLABS/B-M

BRISTOLLABS/B-M

UPJOHN

NDAN0.

APPROVALDATE

13-087
03-29-84

18-225
02-28-83

18-225
06-14-85

18-225
02-28-83

18-226
02-28-83

18-225
06-14-85

18-692
05-04-84

18-304
09-02-83

18-304
09-02-83

17-857
08-22-78

17-857
08-22-78

18-312
08-05-80

PATENTNO.EXCLUSIVITY

EXP.DATEEXP.DATE

3634583NcE
01-11-8902-28-93
3806534
04-23-91

3634583NcE

01-11-8902-28-93
3806534

04-23-91

3634583NCE
01-11-8902-28-93
3806534
04-23-91

3634583NcE
01-11-8902-28-93
3806534
04-23-91

Nc

09-24-86

3819635
06-25-91

3819635
06-25-91

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

А

TABLEIV
.
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TABLE IV. NDA'S APPROVED FROM 1-1-BZ TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

STRENGTHIS)

CALCEFEDIDL, ANHYDROUS
0.05MG

CALCITONIN
200 IU/VIAL

CALCITONIN
400 IU/VIAL

CALCITRIDL
0.25 UGM

CALCITRIDL
0.5 UGM

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE;

ATE
100ML'

SODIUM CHLORIDE; SO M C
34MG/IOOML; 5GM/100 , 30 ,
74MG/100ML; 640MG/100ML; 500MG/100ML;

74MG/100ML

TRADE NAME

)DOSAGE FORM; ROUTE)

CALDEROL
(CAPSULE; ORAL)

CALCIMAR
(INJECTABLE; INJECTION)

CALCIMAR
(INJECTABLE; INJECTION)

ROCALTROL
(CAPSULE; ORAL)

ROCALTROL
(CAPSULE; ORAL)

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

APPLICANT NAME

UPJOHN

ARMOUR PHARM

ARMOUR PHARM

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

AM MCGAW/AM HOSP

NDA N
O
.

PATENT NO. EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-312 3833622
08-05-80 09-03-91

3565924
03-23-86

17-769 -18
12-21-84 -2;_87

17-497 -18
12-21-84 -21-87

18-044 3697559
08-17-78 10-10-89

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

18-044 3697559
08-17-78 10-10-89

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

18-269
01-17-83

IV-17
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 A
N
D

NDA'S NI1Н APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

STRENGTH S

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;

SODIUM LACTATE
25.7MG/100ML; 1.5GM/100ML;
5.08MG/100ML; 538MG/IOOML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;

SOOIUM 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/1OOML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;

SODIUM LACTATE
25.7MG/I00ML; 1.5GM/100ML;
5.08MG/100ML; 538MG/1OOML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;

SODIUM LACTATE
25.7MG/I00ML; 2.5GM/1OOML;
5.08MG/100ML; 538MG/1OOML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;

SODIUM LACTATE
25 ‚ 7MG/100ML; 4 . 256M/100ML; 5 . OBMG/IOOML;
538MG/100ML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;

SODIUM LACTATE
26MG/100ML; 2.5GM/1OOML; 15MG/100ML;

56OMG/TOOML; 390MG/100ML

TRADE NAME

)DOSAGE FORM; ROUTE)

DELFLEX
W/ DEXTROSE 1.5%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DELFLEX
И/ DEXTROSE 2.5%
LOW MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DELFLEX
И/ 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 4.25%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DIALYTE
W/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

APPLICANT NAME

DELMED

DELMED

DELMED

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

NDA N
O
.

APPROVAL 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

PATENT NO.

EXP. DATE

EXCLUSIVITY

EXP. DATE
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TABLE IV
.

NDA'S APPROVED FROM 1-1-82 1
0 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
2OMG/1OOML; 5GM/100ML;
TOSMG/1OOML; 600MG/100ML;

3IOMG/1OOML

CALCIUM CHLORIDE; DEXTROSE;

POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
2OMG/IOOML; 5GM/100ML;
105MG/100ML; 6OOMG/TOOML;

310MG/I00ML

CALCIUM CHLORIDE; DEXTROSE;

POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
2OMG/1OOML; 5GM/100ML;

179MG/1OOML; OOOMG/1OOML;

310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; 5GM/100ML;
179MG/1OOML; 6OOMG/TOOML;

310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
2OMG/1OOML; 5GM/I00ML;
254MG/TOOML; 6OOMG/TOOML;
310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;

POTASSIUM CHLORIDE; SODIUM CHLORIDE
SOOIUM LACTATE
2OMG/1OOML; SGM/100ML;
254MG/TOOML; 6OOMG/1OOML;

3I9H6/IOOML

TRADE NAME

)DOSAGE FORM; ROUTE)

POTASSIUM CHLORIDE

5MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

TOMEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

TOMEQ 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

15MEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

SOMEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLICANT NAME

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

LABS

LABS

LABS

LABS

LABS

LABS

Щ
APPROVAL 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

PATENT N
O
.

EXP. DATE

EXCLUSIVITY

EXP. DATE
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTLS) TRADE NAME APPLICANT NAME NDA N
O
.

PATENT N
O
.

EXCLUSIVITY

STRENGTHIS) (DOSAGE FORM: ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 I-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 I-20
50MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86

D-7
10-12-87

CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 I—20
100MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86

0-7
10-12-87

CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25/15 ER SOUIBB 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 SOUIBB 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 SOUIBB AND SONS TB-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

2OOMG (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



11:24

ACTIVEINGREDIENTTS)

STRENGTHS

CARBIDOPA
25MG

CARBIDOPA;LEVODOPA

TOMG;TOOMG

CARBIDOPA;LEVODOPA

25MG;250MG

CARBIDOPA;LEVODOPA

25MG;TOOMG

CARBOPROST100ME18AM1~E
E00.25M0BASE/M1

CELLuLosE50010MPНOБPНАТЕ

2.5GM/PACKET

CERULETIDEDIETHYLAMINE
0.02MG/ML

TRADENAME

LDOSAGEFORM;ROUTE)

LODOSYN

(TABLET;ORAL)

SINEMET

(TABLET;ORAL)

SINEMET

(TABLET;ORAL)

SINEMET

(TABLET;ORAL)

PROSTIN/15M
(INJECTABLE;INJECTION)

CALCIBIND
(POWDER;ORAL)

TYMTRAN

(INJECTABLE;INJECTION)

Ш
MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

UPJOHN

MISSIONPHARMACAL

ADRIALABORATORIES

8DANO.

APPROVALDATE

17-830
04-25-77

17-555
05-02-75

17-555
05-02-75

17-555
05-02-75

17-989
01-09-79

18-757

12-28-82

18-296
12-24-81

РAТЕNТN
0
.

EXP.DATE

3462536
08-19-86
3830827
08-20-91
3781415
12-25-90

3462536
08-19486
3769424
10-30-90
3781415
12-25-90
3830827

08-20-91
RE29892
10-30-90

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

3462536
08-19-86
3769424

10-30-90
3781415
12-25-90
3830827
08-20-91
RE29892

10-30-90

3728382
04-17-90

3472832
10-14-86

EXCLUSIVITY

Ш

1-32
03-21-88

NCE

12-28-92

TABLEIV.NDA'SAPPROVEDFROM1-1-BZT
O6-30-85ANDNDAISNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



v v
TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTES) TRADE NAME APP I ANT NAM NDA N
Q
.

PATENT NO. EXCLUSIVITY

STRENGTHIS) )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. ATE EXP. DAT

CHENODIOL CHENIX КOWЕЦ. 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

CHLORDIA2EPOXIDE LIBRITABS ROCHE PRODUCTS 13-071 4316897
5MG (TABLET; ORAL) TO-31-66 02-23-99

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

CHLORDIAZEPOXIDE LIBRELEASE HOFFMANN-LA ROCHE 17-813 4316897 NDF
3OMG (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

TOMG (CAPSULE; ORAL) 02-24-60 02-23-99

CHLORDIAZEPOXIDE 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
CLIDINIUM BROMIDE (CAPSULE; ORAL) 05-02-61 02-23-99
5MG; 2.5MG

CHLORDIAZEPOXIDE; E5TROGENS, CONJUGATED MENRIUM 5-2 HOFFMANN-LA ROCHE 14-740 4316897
5MG; 0.2M@ (TABLET; ORAL) 10-27-69 02-23-99

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

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 10-4 HOFFMANN-LA ROCHE 14-740 4316897
IOMG; 0.4MG (TABLET; ORAL) 10-27-69 02-23-99

IV—25



IV—26

CHLOROXINECAPITROLWESTWOODPHARMS17-5943886277
2%(SHAMPOO;TOPICAL)10-19-7605-27-92

CHLORTHALIDONE;CLONIDINEHYDROCHLORIDECOMBIPRESBDEHRINGERINGELHEIM17-5033454701

15MG;0.1MG(TABLET;ORAL)08-22-7407-08-86

CHLORTHALIDONE;CLONIDINEHYDROCHLORIDECOMBIPRESBDEHRINGERINGELHEIM17-5033454701

15МG;0.2MG(TABLET;ORAL)08-22-7407-08-86

CHLORTHALIDONE;CLONIDINEHYDROCHLORIDECOMBIPRESBDEHRINGERINGELHEIM17-5033454701

15MG;0.3MG(TABLET;ORAL)04-10-8407-08-86

CHOLESTYRAMINEQUESTRANMEADJOHNSON/B-M16-019I—23
EQ4GMRESIN/PACKET(POWDER;ORAL)12-06-6609-24-86

CHOLESTYRAMINEQUESTRANMEADJOHNSON/B-M16-6401-23
EQ4GMRESIN/PACKET(POWDER:ORAL)08-03-7309-24-86

CHYMOPAPAINDISCASETRAVENOLLABS18-625NCE
12.500UNITS/VIAL(INJECTABLE;INJECTION)01-18-8411-10-92

CHYMOPAPAINCHYMODIACTINSMITHLABORATORIES18-6634439423NCE

10,000UNITS/VIAL(INJECTABLE;INJECTION)11-10-8203-26-0111-10-92

CHYMOPAPAINCHYMODIACTINSMITHLABORATORIES18-6634439423NCE

4,000UNITS/VIAL(INJECTABLE;INJECTION)08-21-8403-26-01*11-10-92

CICLOPIROXOLAMINELOPROXHDECHST-ROUSSEL18-7483883545NCE
1%(CREAM;TOPICAL)12-30-8205-13-9212-30-92

CIMETIDINETAGAMETSK&FLAB17-9203950333
200М6(TABLET;ORAL)08-16-7704-13-93

4024271
05-17-94

CIMETIDINETAGAMETSK&FLAB17-9203950333
300MG(TABLET;ORAL)08-16-7704-13-93

4024271

05-17-94

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO6-30-85ANDNDA‘SМИНAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA‘S APPROVED FROM 1-1-82 TO 6-30-85 AND\МПA'5 NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

'

AIIIVI INGREDIENTS)
STRENGTH S

CIMETIDINE
40OMG

CIMETIDINE HYDROCHLORIDE
EO 300MG BASE/5ML

CIMETIDINE HYDROCHLORIDE
EO I5OMG BASE/ML

CINOXACIN
250MG

CINOXACIN
500MG

CISPLATIN
O.5MG/ML

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

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

CLEMASTINE FUMARATE
EQ O.5MG BASE/5ML

CLEMASTINE FUMARATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE

EO 1MG BASE; 75MG

CLOMIPHENE CITRATE
50MG

TRADE NAME

)DOSAGE FORM; ROUTE)

TAGAMET
(TABLET; ORAL)

TAGAMET
(SOLUTION; ORAL)

TAGAMET
(INJECTABLE; INJECTION)

CINOBAC
(CAPSULE; ORAL)

CINOBAC
(CAPSULE; ORAL)

PLATINOL-AO
(INJECTABLE; INJECTION)

IRRIGATING SOLUTION G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

UROLOGIC G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

TAVIST
(SYRUP; ORAL)

TAVIST D
(TABLET, CONTROLLED
RELEASE; ORAL)

CLOMIPHENE CITRATE
(TABLET; ORAL)

APPLICANT NAME

SK&F LAB

SK&F LAB

SK&F LAB

ELI LILLY

ELI LILLY

BRISTOL LABS/B-M

TRAVENOL LABS

ABBOTT LABORATORIES

DORSEY LABS/SANDOZ

DORSEY LABS/SANDOZ

PLANTEX/IKAPHARM

NDA N
O
.

PATENT N
O
.

EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP¿_DATE

17-920 3950333 NS
12-14-83 04-13-93 09-24-86

4024271

05-17-94

17-924 3950333
08-16-77 04-13-93

4024271
05-17-94

17-939 3950333
08-16-77 04-13-93

4024271
05-17-94

18-067 3669965
06-13-80 06-13-89

18-067 3669965
06-13-80 06-13-89

18-057 4177263 NDF

07-18-84 12-04-96 09-24-86
4310515
01-12-99

18-519 NC
06-22-82 09-24-86

18-904 NC

05-27-83 09-24-86

18-675 NOF

06-28-85 06-28-88

18-298 3933999 NOP
12-15-82 01-20-93 09-24-86

18-361
03-22-82

IV-27



82-01

18-82-90 91-18-80 (TV80 51318V1) 989 22

9188238 901-11 531801V808V1 11088V 05 303xN081 80IS5V10810 31V83ZV8013

L8-82-90 21-82-90 (TV80 53105873) 9891
9188238 901-11 531801V808V1 11088V 303XNV81 80IS5V10810 31783ZV8013

L8-8Z-9O 21-82-90 (TV80 531058V3) 989'1
9188238 901-11 531801V808V1 11088V 3N3XNV81 80IS5V10810 31V83ZV8013

[8-82-90 21-82-90 (TV80 531058V3) 989L'8
9188238 901-11 531801V808V1 11088V 303XNV81 80IS5V10810 3IV83ZV8013

98-80-[0 61-02-60 (TV80 51318V1) 988 0

1018988 [08-11 813H139N1 839N188308 5388V1V3 30180TH3080A8 3N101NO13

98-80-[0 81-80-60 (TV80 51318V1) 982 0

1018988 [08-11 N13Н139N1 839N188308 53887173 30180183080A8 381018013

98-80-10 81-80-60 (TV80 5131871) 981 0

1018988 [08-11 8138139NI 839NI88308 5388V1V3 30180TH308018 3N101N013

(50030V103838
18-01-01 98-80-[0 88-01-01 535V3138 0311081NO3 ‘8113) 989 1

8N 1018988 168-81 8138139NI 839NI88308 8-511-5388V1V3 . 3NI01NO13

(5003NV103838
[8-01-01 98-80-[0 88-01-01 535V3138 0311081NO3 ‘8113) 989

8N 1018988 168-81 8138139NI 839NI88308 2-511-538871V3 3NI01NO13

(5003NV103838
[8-01-01 98-80-[0 88-01-01 535V3138 0311081N03 ‘8113) 989'Z

8N 1018988 168-81 8138139NI 839N188308 1-511-5388V1V3 3NI01N013

66-82-20 91-80-90 (TV80 51318V1) 982
1689188 889-11 3Н308 V1-NNV83308 NI80NO13 8V83ZVNO13

66-82-20 91-80-90 (TV80 51318V1) 981

1689188 889-11 3Н308 V1-NNV8330Н NI80NO13 8V83ZVNO13

66-82-20 91-80-90 (TV80 513TB111) 989'0
1689188 889-11 3Н308 V1-NNV8330Н NI80NO13 8V83ZVNO13

__._ _"'._' ___ ъ

31VD dXI 31VD dXI 31VD TVAO8ddV T31DOU «N8OB 3OVSOD) S HLDN381S

8OI18М8OINI AIIAISDTOXI D8V IN31Vd 31V18dO8ddV HLIM SIVD8 DNV SB-OE-B OI ZB-L-L NO8I DIAO8ddV SIVD8 ’AI 31BVL



TABLE IV
.

NDA'S APPROVED FROM 1-1-82 T
O 6-30-85 AND-NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTISI

STRENGTH S

CLORAZEPATE DIPOTASSIUM
11.25MG

CLORAZEPATE DIPOTASSIUM
3.75MG

CLORAZEPATE DIPOTASSIUM
7.5MG

CLORAZEPATE DIPOTASSIUM
I5MG

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
100MG

TRADE NAME

)DOSAGE FORM; ROUTE)

TRANXENE SD
(TABLET; ORAL)

TRANXENE
(TABLET; ORAL)

TRANXENE
(TABLET; ORAL)

TRANXENE
(TABLET; ORAL)

LOTRIMIN
(SOLUTION; TOPICAL)

LOTRIMIN
(CREAM; TOPICAL)

GYNE-LOTRIMIN
(CREAM; VAGINAL)

GYNE-LOTRIMIN
(TABLET; VAGINAL)

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ASCHERING

SCHERING

SCHERING

SCHERING

NDA N .

APPROVAL DATE

17-105
08-04-76

17-105
03-10-80

17-105
03-10-80

17-105
03-10-80

17-613
02-03-75

17-619
03-18-75

18-052
11-08-78

17-717
03-24-76

PATENT N
O
.

EXP. DATE

RE28315
06-23-87

RE28315

06-23-87

RE28315
06-23-87

RE28315
06-23-87

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

3660577

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

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

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

_EXCLUSIVITYШ



02-AI

98-02-60
3ON

88-61-80
SN

68-20-90
1190998
68-90-21
2119012
16-10-01
2196282

68-20-90
1190998
68-90-21
2119012
16-10-01
8196888

68-20-90
1190998
68-90-21
2119012
16-10-01
2196288

68-20-90
1190998

68-90-21
2119012
16-10-01
2196288

68-20-90
1190998
68-90-21
2119018
16-10-01
8196888

68-20-90
1190998
68-90-21
2119028
16-10-01
8196888

28-[1-90
211-81

61-91-20
022-81

61-91-10
281-81

98-61-80
690-61

61-[2-20
281-81

61-91-10
181-81

531IN/508VH8

531IN/SN8VH8

531IN/SH80H8

531IN/508VH8

531IN/508VH8

531IN/508VH8

531IN

531IN

531IN

531IN

531IN

531IN

(TV8O 539N3zO1/3H3081)
Х3133АN

(‘181119V11 511V383)
9-Х3133АН

(TV31801 51111380)
Х3133АN

(TVNI9VA 51318VI)
9-Х3Т33АN

(TVNI9VA 51318VII
9-Х3133АN

(TV31601 5NOIln105)
X3133AN

9H01
3TOZVNI81OTJ

%1
3TOZVH181013

%1

3TOZVN18IOTJ

90OOS
31OZVN18IO13

90001

3TOZVN18IOT3

%1
3TOZVN18LOTJ

31VD 'dXI 31VD 'dXI 31VD TVAO8ddV (31DOU :N8OB 3OVSODT ISIHLON38LS
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TABLE IV. NDA'S APPROVED FROMI-1—OZ TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

STRENGTH) S)

CLOTRIMAZOLE
1%

CODEINE PHOSPHATE;

PHENYLEPHRINE HYDROCHLORIDE;

PROMETHAZINE HYDROCHLORIDE
TOMG/5ML; 5MG/5ML; 6.25MG/5ML

CODEINE PHOSPHATE;

PROMETHAZINE HYDROCHLORIDE
10MG/5ML; 6.25MG/5ML

CODEINE PHOSPHATE;

PSEUDDEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE
IOMG/5ML; 30MG/5ML; 1.25MG/5ML

COLESTIPOL HYDROCHLORIDE
5GM/PACKET

COLESTIPOL HYDROCHLORIDE
50OGM/BOT

COPPER

89MG

TRADE NAME

)DOSAGE FORM; ROUTE)

LOTRIMIN
(LOTION; TOPICAL)

PHENERGAN VC W/ C00Е1NЕ
(SYRUP; ORAL)

PHENERGAN W/ CODEINE
(SYRUP; ORAL)

ACTIFED W/ CODEINE
(SYRUP; ORAL)

COLESTID
(GRANULE; ORAL)

COLESTID
(GRANULE; ORAL)

CU-7
(INTRAUTERINE DEVICE;
INTRAUTERINE)

APPLICANT NAMЕ

SCHERING

WYETH LABS/AMHO

WYETH LABS/AMHO

BURROUGHS WELLCOME

UPJOHN

UPJOHN

SEARLE PHARMS

N
D
A
N Ф

APPR VAL 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 N .Ш
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

IxcLuSIvIIYШ

1-24
09-24-86

1-24
09-24-86

IV-3I



18-32

ACTIVEINGREDIENTLSITRADENAMEAPPLICANTNAMENDANO.PATENTNO.EXCLUSIVITY

STRENGTHLSL(DOSAQEFORM;RQUTE)APPROVALDATEEXP.DATEEXP.DATE

COPPERTATUM-TSEARLEPHARMS18-2053563235
120МG'(INTRAUTERINEDEVICE;08-16-7902-16-88

INTRAUTERINE)4040417
08-09-94
3783861
01-08-91
3803308
12-01-87
RE28399
04-29-92

CROMOLYNSDDIUMINTALFISONS16-99036864121-22
20МG(CAPSULE;INHALATION)06-20-7308-22-8909-24-86

3777033
08-22-89
3419578
12-31-85
3957965
05-18-93

CRDMOLYNSODIUMNASALCROMFISONS18-3063686412NDF
4%(SOLUTION;NASAL)03-18-8308-22-8909-24-86

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

CROMDLYNSDDIUMDPTICROMFISONS18-1553686412NDF
4%ISOLUTION;OPHTHALMIC)TO-03-8408-22-8910-03-87

3777033
08-22-89
3419578

12-31-85
3975536
08-17-93
4053628
10-11-94

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO6-30-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



ЩМЕ IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 ANDTNDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

v

ACTIVE INGREDIENT S

STRENGTH S

CROMOLYN SODIUM
TOMG/ML

CVCLOBENZAPRINE HYDROCHLORIDE

5MG

CYCLOBENZAPRINE HYDROCHLORIDE
TOMG

CYCLOPHOSPHAMIDE
IGM/VIAL

CYCLOPHOSPHAMIDE
IGM/VIAL

CYCLOPHOSPHAMIDE
20M/VIAL

CYTARABINE
100MG/VIAL

CYTARABINE
500MG/VIAL

DANTROLENE SODIUM
25MG

DANTROLENE SODIUM
100MG

DANTROLENE SODIUM
50MG

TRADE NAME

DOSAGE FORM; R UTE

INTAL
(SOLUTION; INHALATION)

FLEXERIL
(TABLET; ORAL)

FLEXERIL
(TABLET; ORAL)

CYTOXAN
(INJECTABLE; INJECTION)

NEOSAR
(INJECTABLE; INJECTION)

CYTOXAN
(INJECTABLE; INJECTION)

CYTOSAR-U
(INJECTABLE; INJECTION)

CYTOSAR-U
(INJECTABLE; INJECTION)

DANTRIUM
(CAPSULE; ORAL)

DANTRIUM
(CAPSULE; ORAL)

DANTRIUM
(CAPSULE; ORAL)

Ш
FISONS

MS&D/MERCK

MS&D/MERCK

MEAD JOHNSON/B-M

ADRIA LABORATORIES

MEAD JOHNSON/B-M

UPJOHN

UPJOHN

NORWICH EATON/P&G

NORWICH EATON/P&G

NORWICH EATON/P&G

NDA N
O
.

PATENT N
O
.

EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-596 3686412 I—22
05-28-82 08-22-89 01-19-88

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

17-821 3454643
08-26-77 07-08-86

3882246
05-06-92

17-821 3454643
08-26-77 07-08-86

3882246
05-06-92

12-142 NS
08-30-82 09-24-86

87-442 Ns
07-08-83 09-24-86

12-142 NS

08-30-82 09-24-86

16-793 3444294
O6-17-69 05-13-86

16-793 3444294
06-17-69 05-13-86

17-443 3415821
01-15-74 12-10-85

17-443 3415821
01-15-74 12-10-85

17-443 3415821
10-10-75 12-10-85

IV-33



IV-34

ACTIVEINGREDIENTS

STRENGTH5

DANTROLENESODIUM
2OMG/VIAL

DEFEROXAMINEMESYLATE

500MG/VIAL

DESIPRAMINE
25МG

DESIPRAMINE
50МG

DESIPRAMINE
25MG

DESIPRAMINE
БOMG

DESIPRAMINE
75MG

DESIPRAMINE
IOOMG

DESIPRAMINE
T50MG

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

TRADENAME

(DOSAGEFORM;ROUTE)

DANTRIUM

(INJECTABLE;INJECTION)

DESFERALMESYLATE

(INJECTABLE;INJECTION)

PERTOFRANE

(CAPSULE;ORAL)

PERTOFRANE

(CAPSULE;ORAL)

NORPRAMIN

(TABLET;ORAL)

NORPRAMIN

(TABLET;ORAL)

NORPRAMIN

(TABLET;ORAL)

NORPRAMIN

(TABLET;ORAL)

NORPRAMIN

(TABLET;ORAL)

А

APPLICANTNAME

NORWICHEATON/P&G

CIBA/CIBA-GEIGY

USVLABORATORIES

USVLABORATORIES

MERRELLDOW/DOWCHEM

MERRELLDOW/DOWCHEM

MERRELLDOW/DOWCHEM

MERRELLDOW/DOWCHEM

MERRELLDOW/DOWCHEM

NDANO.

APPROVALDATE

18-264
09-18-79

16-267
04-01-68

13-621
12-18-64

13-621

04-10-68

14-399
11-20-64

14-399
01-09-67

14-399
03-01-77

14-399
03-01-77

14-399
03-01-77

PATENTNO.

EXP.DATE

EXCLOSIVITY

EXP.DATE

3415821
12-10-85

3471476

10-07-86

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

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

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

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

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

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

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

ШIV.NDA'SAPPROVEDFROM1-1-82TO6-30-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA‘S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

DESIPRAMINE HYDROCHLORIDE
IOMG

DESMOPRESSIN ACETATE
0.01%

DESMOPRESSIN ACETATE
0.004MG/ML

DESONIDE

0.05%

DESOXIMETASONE
0.05%

DESOXIMETASONE
0.05%

DESOXIMETASONE
0.25%

DEXAMETHASONE
6MG

DEXAMETHASONE

6MG

DEXAMETHASONE

OMG

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

DEXTROSE
60GM/100ML

DEXTROSE
7OGM/100ML

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 60% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 70% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

APPLICANT NAMЕ

MERRELL DOW/DOW CHEM

ARMOUR PHARM

ARMOUR PHARM

OWEN LABS/DERM PRODS

HDECHST-ROUSSEL

HDECHST-ROUSSEL

HDECHST-ROUSSEL

MS&D/MERCK

PAR PHARMACEUTICAL

ROXANE LABORATORIES

WYETH LABS/AMHO

TRAVENOL LABS

TRAVENOL LABS

NDA N
O
.

PATENT N
O
.

EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

14-399 3454698 NS
02-11-82 07-08-86 09-24-86

3454554
07-08-86

17-922 3497491
02-21-78 02-24-87

18-938 3497491 NOF

03-30-84 02-24-87 09-24-86

19-048
12-14-84

18-586 NOF

03-29-82 09-24-86

18-594 NOF

01-17-85 09-24-86

18—763 NOF
09-30-83 09-24-86

11-664 NS
07-30-82 09-24-86

88-481 NS
11-28-83 09-24-86

88-316 NS

09-15-83 09-24-86

11-265
04-02-84

17-521
03-26-82

17-521
03-26-82

IV-35



‘18436

ACTIVEINGREDIENTLSLTRADENAMEAPPLICANTNAMENDANO.PATENTNO.EXCLUSIVITY

STRENGTH5(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

DEXTROSEDEXTROSE60%ABBOTTLABORATORIES19-346
60GM/TOOMLINPLASTICCONTAINEROT—25-85

(INJECTABLE;INJECTION)

DEXTROSEDEXTROSE30%ABBOTTLABORATORIES19-345
3OGM/100MLINPLASTICCONTAINEROT—26-85

(INJECTABLE;INJECTION)

DEXTROSEDEXTROSE60%INPLASTICAMMCGAW/AMHOSP17-9953729568
ьоем/100м1CONTAINER04-27-7804-24-90

(INJECTABLE;INJECTION)

DEXTROSEDEXTROSE60%AMMCGAW/AMHOSPT7-9953729568
606M/1OOML(INJECTABLE;INJECTION)09-22-8204-24-90

OLxTROSEDEXTROSE70%INPLASTICABBOTTLABORATORIES18-561
7OGM/1OOMLCONTAINER03-23-82

(INJECTABLE;INJECTION)

DEXTROSEDEXTROSE40%INPLASTICABBOTTLABORATORIES18-562
AOGM/1OOMLCONTAINER03-23-82

(INJECTABLE;INJECTION)

DEXTROSEDEXTROSE50%INPLASTICABBOTTLABORATORIES18-563
боем/100818CONTAINER03-23-82

(INJECTABLE;INJECTION)

DEXTROSEDEXTROSE20%INPLASTICABBOTTLABORATORIES18-564
200M/l00MLCONTAINER03-23-82

T='(INJECTABLE;INJECTION)

DEXTROSEDEXTROSE38.5%INPLASTICABBOTTLABORATORIESl8-923
38.56M/1OOMLCONTAINER09-19-84

(INJECTABLE;INJECTION)

DEXTROSEDEXTROSE5%INPLASTICABBOTTLABORATORIES19-222
sOMG/MLCONTAINER07-13-84

(INJECTABLE;INJECTION)

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO6-30-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTHIS)

DEXTROSE; DOPAMINE HYDROCHLORIDE
5GM/100ML; BOMG/1OOML

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

DEXTROSE; DOPAMINE HYDROCHLORIDE
5GM/100ML; BOMG/IOOML

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

TRADE NAME APPLICANT NAME

)DOSAGE FORM; ROUTE)

DOPAMINE HCL
(INJECTABLE; INJECTION)

ABBOTT LABORATORIES

DOPAMINE HCL ABBOTT LABORATORIES
' (INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES
CONTAINER
(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES
CONTAINER
(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES
CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM 1,000 UNITS AM MCGAW/AM HOSP
AND DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM 2,000 UNITS AM MCGAW/AM HOSP
AND DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM 5,000 UNITS AM MCGAW/AM HOSP
AND DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM 20,000 UNITS
AND DEXTROSE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

TRAVENOL LABS

NDA NO. PATENT N
O
.

EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-132 мс

02-04-82 09-24-86

18-132 мс
02-04-82 09-24-86

18-826 NC
09-30-83 09-24-86

18-826 NC
09-30-83 09-24-86

18-826 мс
09-30-83 09-24-86

19-130 NC
12-31-83 09-24-86

19-130 NC
12-31-83 09-24-86

19-130 NC
12-31-83 O9-24-86

18-814 NC
10-31-83 09-24-86

IV-37



IV-38

ACTIVEINQREDIENTLS)

STRENGTHLS)

DEXTROSE;HEPARINSODIUM

5GM/100ML;5,000UNITS/100ML

DEXTROSE;HEPARINSODIUM

5GM/100ML;5.000UNITS/100ML

DEXTROSE;HEPARINSODIUM

5GM/100ML;5,000UNITS/100ML

DEXTROSE;HEPARINSODIUM

5GM/1OOML;5.000UNITS/100ML

DEXTROSE;HEPARINSODIUM

SGM/100ML;10,000UNITS/100ML

DEXTROSE;HEPARINSODIUM

5GM/100ML;10,000UNITS/100ML

DEXTROSE;HEPARINSODIUM

5GM/100ML;10,000UNITS/100ML

TRADENAME

IDOSAGEFORM;ROUTEI

HEPARINSODIUM

12,500UNITS
INDEXTROSE5%

(INJECTABLE;INJECTION)

HEPARINSODIUM

12,500UNITS
INDEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM

25,000UNITS
INDEXTROSE5%
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM
25000UNITS
INDEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM

10,000UNITS
INDEXTROSE5%

(INJECTABLE;INJECTION)

HEPARINSODIUM

10,000UNITS
INDEXTROSE5%
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM

25,000UNITS
INDEXTROSE5%

(INJECTABLE;INJECTION)

Ш
АВВOТТLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

AMMCGAW/AMHOSP

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ЩAPPROVALDATE

18-911
01-30-85

19-339
03-27-85

19-339
03-27-85

19-134
03-29-85

18-911
01-30-85

19-339
03-27-85

18-911
01-30-85

PATENTNO.

EXP.DATE

EXCLUSIVITY

Ш
NDA'SAPPROVEDFROM1-1-82TO6-30-85AМОNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION 11111Iv

.



TABLE TV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

STRENGTHIS)

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; 20OMG/1OOML

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

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

DEXTROSE; MAGNES [НМ CHLOR IDE ;
POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE DIBASIC;
SODIUM ACETATE
5GM/100ML; 31MG/100M.;
130MG/100ML; 26MG/100ML;

320MG/100ML

TRADE NAME

)DOSAGE FORM; 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)

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 N
O
.

APPROVAL 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

PATENT N
O
.

EXCLUSIVITY

EXP. DATE

NS
09-24-86

NS

09-24-86

NS
09-24-86

NS
09-24-86

NS
09-24-86

IV-39



OP-AI

TиoO1/9wozz 51и001/9и021
17и001/9и001 57и001/эи902 ëTNOO1/N9S

(NOI1330NI 5318V133001) 3171301 N01005
88—62—90 830IVIN03 3115V18 NI 91 0N 53018OTН3 NOIO05 53ISVBONON ‘BIVH8SOH8
DVB-BL 58V1 1ON3AV81 31А10813313 ONV %S 35081Х30 N0IS5V108 1301801Н3 NO1557108 5BSOBIXBO

(NOI13HCNI 531BV1330NI)
83NIVIN03 3115V18 NI

ZB—ÖO—LL %8'O 301801Н3 NOIS5V108 TN001/9NO08 5WOO1/N9S
VV1-Bl 85OH NV/MV93N NV ONV %9 35081Х30 301801Н3 N0155V108 535081ХЭO

(N01133CNI 5318V133CNI)
83N181N03 3115V18 NI

28—60—11 %22'0 301801Н3 NOIS5V108 1NO01/9NO22 51NOO1/N9S
VVL—BL 8SOH NV/MV93N NV ONV %S 35081Х30 301801Н3 N0155V1О8 535081Х30

(NOII3BCNI 1B187133811111
83NI81NO3 3115V18 NI

28—60—11 %Sl'0 301801Н3 N0IS5V108 TN001/9NO91 5TN001/NO9
VWL-Bl 85OH NV/MV93N NV ONV %S 35081Х30 301801Н3 N0155V108 535081ХЭO

(NOI1330NI 5318V133CNI)
83NI81N03 3115V18 NI

28-60-ll %SLO'O 301801Н3 N0IS5V108 1NO01/9N91 11NO01/N99
881-81 8SOH NV/MV93N NV ONV %S 35081Х30 301801Н3 NO1557108 535081Х30

(NOI13ЗCNI 53TBVI3ЗCNI)
98—62—80 %9 35081Х30 NI SIINO TN001/11N0 850 2 51NO01/NЭ9
981—61 531801V808V1 11088V 850 02 N13OIAXO NI3OIAXO 53SOBLXJO

(NOI133fNI 5318VI330N1)
98—62—80 %9 35081Х30 NI 5IINO TNOOl/IINO 850 2 51NO01/N99
SBI-6l 531801V808V1 110887 850 01 NI301АХ0 NI301АХ0 535081Х30

(NOI1330NI 531BVI33CN1)
98—62—80 %9 35081Х30 NI 511м0 TN001/11м0 850 1 5TNOO1/N9S
SQL-6l 531801V80871 11088V 850 01 NI301АХ0 N1301АХ0 5BSO81XBO

(NOI133CNI 5ETBV133CN1)
98—62—80 %9 35081Х30 NI SIINO TN001/11N0 850 1 51NOO1/N9S
§Bl—6l 531801V808V1 11088V 850 9 N1301АХ0 N1301АХ0 535081Х30

NOIIVN8OINI AIIAISDTOXI DNV INIIVd IIV18dOHddV HLIM МON DNV S8-OC-9 OI Z8-L-L NOUI DIA08ddV МDN 'AI IW



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTHIS)

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 75MG/100ML; 9OOMG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 9OOMG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 15OMG/1OOML; 900MG/100ML

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/TOOML; 224MG/100ML; 900MG/100ML

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

INDIENNE

(DOSAGE FORM: ROUTE)

POTASSIUM CHLORIDE

5MEO IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

TOMEQ IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

TOMEQ 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 CHLOR IDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

40MEO IN DEXTROSE 5%
ANO SOOIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLICANT NAMЕ

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

NDA N
O
.

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

EXCLUSIVITY

IV-4T
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TABLE IV
.

NDA'S APPROVED FROM 1-1-82 T
O 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTHIS)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 200MG/1OOML

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; 15OMG/TOOML; 330MG/100ML

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/100ML; 150MG/100ML; 33OMG/100ML

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

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

TRADE NAME

IDOSAGE FORM: ROUTE)

DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE

2OMEO 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

5MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE

TOMEO 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

2OMEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE

20MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLICANT NAME

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

LABS

LABS

LABS

LABS

LABS

LABS

LABS

LABS

NDA N
O
.

PATENT N
O
.

APPROVAL DATE 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

IV-43
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' "V -r
TABLE IV

.

NDA'S APPROVED FROM 1-1-82 T
O 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

DEXTROSE; THEOPHYLLINE THEOPHYLLINE IN ABBOTT LABORATORIES 19-211
5GM/100ML; 200MG/100ML DEXTROSE 5% 12-14-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE 0.2% AM MCGAW/AM HOSP 19-212
5GM/100ML; 200MG/100ML AND DEXTROSE 5% 11-07-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE IN ABBOTT LABORATORIES 19-211
5GM/1OOML; 4OOMG/100ML DEXTROSE 5% 12-14-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE 0.4% AM MCGAW/AM HOSP 19-212
SGM/100ML; 400MG/100ML ANO DEXTROSE 5% 11-07-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 400MG/100ML IN PLASTIC CONTAINER 07-26-82

(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 80MG/100ML IN PLASTIC CONTAINER 07-26-82

(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
SGM/100ML; 160MG/100ML IN PLASTIC CONTAINER 07-26-82

(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 200MG/100ML IN PLASTIC CONTAINER 07-26-82

(INJECTABLE; INJECTION)

DEXTROSE; THEOPHYLLINE THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18-649
5GM/100ML; 400MG/100ML IN PLASTIC CONTAINER 07-26-82

(INJECTABLE; INJECTION)

IV-45
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_TABLE IV. NDA’S APPROVED FRON 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT

STREN TH

DICYCLOMINE HYDROCHLORIDE
TOMG/ML

DICYCLOMINE HYDROCHLORIDE
TOMG/5ML

DIFLORASONE DIACETATE
0.05% 5

DIFLORASONE DIACETATE
0.05%

DIFLUNISAL
250MG g

¥.

DlrLunœsAL
' Ч„

500MGL

DIGOXIN
0.2MG

DIGOXIN
0.05MG

DIGOXIN
0.15МG

DIGOXIN
0.1MG

DIHYDRDERGOTAMINE MESYLATE;
HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE
0.5MG/0.5ML; 2500 UNITS/O.5ML;
5.33MG/0.5ML

TRADE МAMЕ

П AETRN’ R TE

BENTYL
(INJECTABLE; INJECTION)

BENTYL
ß(SYRUP; ORAL)

FLORONE
(CREAM; TOPICAL)

1FLORONE
(OINTMENT; TOPICAUÚ

noLoßIn ._
(TABLET; oRAL)

DOLOBID
(TABLET; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

EMBOLEX
(INJECTABLE; INJECTION)

APPLI ANT 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 .

APPROVA! 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

РAТЕNТ N
O
.

EXP. DATE

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

ЕХСШЗМТУ

ЕХР. DATE

NCE
04-19-92

ЁЖ“.
04-19-92

NDF
09-24-86

NDF

09-24-86

N5
09-24-86

NDF
09-24-86

NC
11-30-87

IV-47
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

STRENGTHLS) LDOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

DIVALPRDEX SODIUM DEPAKOTE ABBOTT LABORATORIES 18-723 NE

EQ 500MG BASE (TABLET, ENTERIC COATED; 03-10-83 09-24-86
ORAL)

DOBUTAMINE HYDROCHLORIDE DOBUTREX ELI LILLY T7-820 3987200

EQ 250MG BASE/VIAL (INJECTABLE; INJECTION) 07-18-78 10-19-93

DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES T8-T32
BOMG/ML (INJECTABLE; INJECTION) 07-09-82

DOPAMINE HYDROCHLORIDE DOPAMINE ELKINS-SINN/AHROBINS 18-398
BOMG/ML (INJECTABLEE INJECTION) 03-22-82

DOPAMINE HYDROCHLORIDE DOPAMINE HCL BRISTOL LABS/B-M 18-549 0

40MG/ML (INJECTABLE; INJECTION) 03-11-83 '

DOPAMINE HYDROCHLORIDE DOPAMINE ASTRA PHARM PROOS 18-656
40М8/МЕ (INJECTABLE; INJECTION) 06-28-83

00ХЕPIМ HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851

EQ 25MG BASE (CAPSULE; ORAL) 09-23-69 01-07-86

00ХЕPIМ HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851

EQ 50MG BASE (CAPSULE; ORAL) 09-23-69 01-07-86

DOXEPIN HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851

EQ TOMG BASE (CAPSULE; ORAL) 03-31-75 01-07-86

00ХЕPIМ HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851

EQ 100MG BASE (CAPSULE; ORAL) 03-31-75 01-07-86

00ХЕPIМ HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851

EO 75MG BASE (CAPSULE; ORAL) 06-04-76 01-07-86

00ХЕPIМ HYDROCHLORIDE SINEQUAN PFIZER LABS/PFIZER 16-798 3420851

EQ 15OMG BASE (CAPSULE; ORAL) 03-15-78 01-07-86

00ХЕPIМ HYDROCHLORIDE AOAPIN PENNWALT PHARM 16-987 3420851

EQ TOMG BASE (CAPSULE; ORAL) 01-31-72 01-07-86

IV-49



OS-AI

26—82—21
33N

06-l8-SO
33N

06—lE-SO
33N

06-l8-90
33N

318D °8X3

16—12—90

LVlZlB8
26—12—10

[282988

[8—80—60
8[8[298
98—82—60
[106988

l6-l0-0l
VLS68B8
06—02-20
99OLL28

98—L0—l0
ISBOZV2

98-¿0-10
l98OZV8

9B-10—l0
I98OZV8

9B—L0—l0
L98OZVÉ

98-[0-[0
I98OZV8

318D ’dXI

AIIAISDTOXI 'ON IN31Vd

9L-OE-BO
lSL—LL

Z1-BZ—BO
LBO—LL

28—EZ—ZL
IS1-Bl

98—[8—90

[SQ-Bl

SB-12-SO
199-BL

98-18-90
[99—81

98—[8—90
[S9-Bl

V1-ll-EO
919—Ll

OB-SlVO
L86—9l

¿¿—ZL-Zl
L86-9l

ZL-l2-l0
L86-9l

ZL—LE—IO
L86“9l

318O TVAO8ddV

'ON VDN

SOO88 манна V81SV

308/153nOvNv

TV31IO33008VH8 OHl8O

OBNINO

O3NINO

O30INO

O30INO

83Z138/58VT 83Z138

N8VH8 lTVMNN38

N8VH8 lTVMNN38

N8VH8 lTVMNN38

N8VH8 lTVMNN38

3МVN 18VOITddV

(NOII330NI 531BV133CN1)
153NV80O

(NOIIvTvHNI 5OInOIT)
3Nv8Hl3

(1V318Ol 5NV383)
31OZV1338S

(1V8O 531O58V3)
TONI8VN

(1V8O 5ЗTOS8V3)
TON18VN

(1V8O 53TOS8V31
TON18VN

(1V80 53TOS8V31
TON18VN

(чудо 53Iv8LN33N03)
NvnO3NIS

(чудо 531nS8v3)
NI8vOv

(1V8O 531ÍTS8V31
NI8VOV

(1V8O 531OS8V3)
NI8VOV

(1V8O 531OS8V3)
NI8VOV

TTLDO8 î~N8OI IDVSODT

3МVN IDV8I

%S'0 51H/90SOO'O
3018OTH308OAH 3NIV3OOIlB 53N18H83NI83

%6'66
30V8OT3NB

%l
31V81IN 31OZVNO33

90S'Z
TONIQVNOHO

90OL
TONIBVNO8O

90S
TONIBVNOHO

90S'Z
TONIBVNO8O

Tи/3Sv8 эиоп 03
3018OTН3O8OAH NI83XOO

3Sv8 9и92 O3

3018OTН3O8OAH NI83XOO

3Sv8 9иool O3
3O18OTH3O8OAH N183Х00

3Sv8 Dи09 O3
3018OTH308OAH NI83XOO

3Sv8 визг 03
3018OTH308OAH NI83XOO

TSTHION31IS

TSTINIID38ONI IAIIOV

NOIIVN8OINI AIIAISDTOXI DNV 18IIVd IIV18dOUddV HLIM STVDN DNV S8-OC—9 OI 28-L—L NOUI DIAO8ddV STVDN 'AI ITDVI



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE IN REDIENT S

STRENGTH S

EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE
0.005MG/ML; 1%

EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE
0.005MG/ML; 1.5%

ERGOLOID MESYLATES
1MG

ERGOLOID MESYLATES
1MG

ESTRADIOL
0.01%

ESTROGENS, CONJUGATED
0.9MG

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.15MG

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.15MG

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.05MG
0.04MG; 0.075MG
0.03MG; 0.125MG

TRADE NAME

LDOSAGE 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)

TRIPHASIL-2B
(TABLET; ORAL-28)

APPLI ANT NAME

ASTRA PHARM PROOS

ASTRA PHARM PRODS

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

MEAD JOHNSON/B-M

AYERST LABS/AMHO

WYETH LABS/AMHO

WYETH LABS/AMHO

WYETH LABS/AMHO

A
NDA N . PATENT N

O
.

EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

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

3812147
05-21-91

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

3812147
05-21-91

18-706 4366145 мог

01-18-83 12-28-99 09-24-86

18-418 4138565
01-30-81 02-06-96

86-069 4436738 мог

01-31-84 03-13-01 09-24-86

04-782 Ns
01-26-84 09-24-86

18-668 3666858 мс
05-10-82 05-30-89 09-24-86

3850911
11-26-91
3959322
11-26-91

18-782 3666858 мс
07-21-82 05-30-89 09-24-86

3850911
11-26-91
3959322
11-26-91

19-190 3666858 Ns
11-01-84 05-30-89 11-01-87

3850911
11-26-91
3959322
11-26-91
3957982
05-18-93

IV-51



IV-52

ACTIVEINGREDIENTS

STRENGTHLS)

ETHINYLESTRADIOL;LEVONORGESTREL

0.03MG;0.05MG

0.04MB;0.075MG

0.03MB;0.125MG

ETHINYLESTRADIOL;NORETHINDRONE

0.035M6;0.5MGAND1MG

ETHINYLESTRADIOL;NORETHINDRONE

0.035HG;0.5MGAND1MG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MGAND1MG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MGAND1MG

ETHINYLESTRADIOL;NORETHINDRONE'

0.035MG;0.5MG,0.75MBAND1MG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MG,0.75MGAND1MG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;O.5MGAND1MG

ETHINYLESTRADIOL;NORETHINDRONE

0.035M6;0.5MGAND1MG

ETHINYLESTRADIOL;NORGESTREL

0.05MG;0.5MG

Ш(DOSAGEFORM;ROUTE)

TRIPHASIL-21
(TABLET;ORAL-21)

ORTHO-NOVUM10/11-21

(TABLET;ORAL-21)

ORTHO-NOVUM10/11-28
(TABLET;ORAL-28)

TRI-NORINYL21-DAY
(TABLET;ORAL-21)

TRI-NORINYL28-DAY
(TABLET;ORAL-28)

ORTHO-NOVUM7/7/7-21
(TABLET;ORAL-21)

ORTHO-NOVUM7/7/7-28
(TABLET;ORAL-28)

ORTHO-NOVUM7/14-21

(TABLET;ORAL-21)

ORTHO-NOVUM7/14-28

(TABLET;ORAL-28)

OVRAL

(TABLET;ORAL-21)

APPLICANTNAME

WYETHLABS/AMHO

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

SYNTEX(FP)

SYNTEX(FP)

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

WYETHLABS/AMHO

NDANO.PATENTNO.

APPROVALDATEEXP.DATE

19-1923666858
11-01-8405-30-89

3850911
11-26-91
3959322
11-26-91
3957982
05-18-93

18-354
о1-11-82

18-354
01-11-82

18-9774390531
04-13-8406-28-00

18-9774390531
04-13-8406-28-00

18-985
04-04-84

18-985
04-04-84

19-004
04-04-84

19-004
04-04-84

16-6723666858
04-16-6805-30-89

3850911
11-26-91
3959322

11-26-91

EXCLUSIVITY

EXP.DATE

NS
11-01-87

D-5
09-24-86

D—5
09-24-86

D-6
09-24-86

0-6
09-24-86

D-3
09-24-86

D-3
09-24-86

D-4
09-24-86

0_4
O9—24-86

TABLEIV.NDA'SAPPROVEDFROM1—1—BZT06-30-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT 5

STRENGTH S

ETHINYL ESTRADIDL; NORGESTREL
0.05MG; 0.5MG

ETHINYL ESTRADIDL; NORGESTREL
0.03MG; 0.3MG

‚ .1.:

ETHINYL ESTRADIDL; NORGESTREL
0.03MG; 0.3MG

ETIDOCAINE HYDROCHLORIDE
0.5%

ETIDOCAINE HYDROCHLORIDE
1%

ETIDRONATE DISODIUM
200MG

TRADE NAME

DOSAGE F RM' 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)

APPLICANT NAME

WYETH LABS/AMHO

WYETH LABS/AMHO

WYETH LABS/AMHO

ASTRA PHARM PROOS

ASTRA PHARM PROOS

NORWICH EATON/P8G

NDA N
O
.

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

PATENT N
O
.

EXP. DATE

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

11-26-91

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

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

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

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

4254114

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

EXCLUSIVITY

EXP. DATE

IV-53
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 ANЙDA'З NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

FLUOCINONIDE LIDEX SYNTEX LABS/SYNTEX 18-849 NDF

0.05% (SOLUTION; TOPICAL) 04-06-84 09-24-86

FLUOCINONIDE LIDEX SYNTEX LABS/SYNTEX 16-908 3888995
0.05% (CREAM; TOPICAL) O6-30-71 07-13-88

3592930

07-13-88

FLUOCINONIDE VASODERM K-LINE PHARMS 19-117
0.05% (CREAM; TOPICAL) 06-26-84

FLUOCINONIDE LIDEX SYNTEX LABS/SYNTEX 16-909 4017615
0.05% (OINTMENT; TOPICAL) 09-22-71 04-12з94

FLUPHENAZINE DECANOATE PROLIXIN DECANOATE ER SOUIBB AND SONS 16-727 3394131

25MG/ML (INJECTABLE; INJECTION) 06-20-72 07-23-85

FLUPHENAZINE ENANTHATE PROLIXIN ENANTHATE ER 50UI88 АND SONS 16-110 3394131
25MG/ML (INJECTABLE; INJECTION) 03-15-67 07-23-85

FLURANDRENOLIDE CORDRAN DISTA PROOS/LILLY 16-455 3632740

0.004MG/SO CM (ТАPЕ; TOPICAL) 07-29-69 01-04-89

FLURAZEPAM HYDROCHLORIDE DALMANE ROCHE PRODUCTS 16-721 4316897
I5MG (CAPSULE; ORAL) 04-07-70 02-23-99

FLURAZEPAM HYDROCHLORIDE DALMANE ROCHE PRODUCTS 16-721 4316897
30MG (CAPSULE; ORAL) 04-07-70 02-23-99

FUROSEMIDE FUROSEMIDE CHELSEA LABORATORIES 18-369
20MG (TABLET; ORAL) 05-14-82

FUROSEMIDE FUROSEMIDE CHELSEA LABORATORIES 18-369
¿IOMG (TABLET; ORAL) 05-14-82

FUROSEMIDE FUROSEMIDE SUPERPHARM 18-370
40MG (TABLET; ORAL) 02-10-83

FUROSEMIDE FUROSEMIDE SUPERPHARM 18-370
20MG (TABLET; ORAL) 06-26-84

FUROSEMIDE FUROSEMIDE ZENITH LABORATORIES 18-413
20MG (TABLET; ORAL) 11-30-83

IV-55



L.Iy;56"'

ACTIVEINOREDIENTTS)

STRENOTHTS)

FUROSEMIDE
40MG

FUROSEMIDE
2OMG

FUROSEMIDE

40MG

FUROSEMIDE
BOMG

FUROSEMIDE
20MG

FUROSEMIDE
40MG

FUROSEMIDE
BOMG

FUROSEMIDE
lOMG/ML

FUROSEMIDE
TOMG/ML

FUROSEMIDE

BOMG

FUROSEMIDE
TOMG/ML

FUROSEMIDE
10MG/ML

FUROSEMIDE
TOMG/ML'

FUROSEMIDE

40MG

TRADENAME

(DOSAOEFORM:ROUTE)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(INJECTABLE;INJECTION)

FUROSEMIDE

(INJECTABLE;INJECTION)
'_nî'l
FUROSEMIOE

(TABLET;ORAL)

FUROSEMIDE

(INJECTABLE;INJECTION)

FUROSEMIDE

(INJECTABLE;INJECTION)

FUROSEMIDE

(INJECTABLE;INJECTION)

FUROSEMIDE

(TABLET;ORAL)

APPLICANTNAME

ZENITHLABORATORIES

LEDERLELABS/AMCYAN

LEDERLELABS/AMCYAN

LEDERLELABS/AMCYAN

PARKE-DAVIS/W-L

PARKE-DAVIS/W-L

PARKE-DAVIS/W-L

PARKE-DAVIS/W-L

LYPHOMED

CORDLABORATORIES

NATCON

ABBOTTLABORATORIES

WYETHLABS/AMHO

DRUMMER/PHDENIX

NDANO.

APPROVALDATE

18-413
11-30-83

18-415
O7-27-82

18-415
07-27-82

18-415
11-26-84

18-419
01-31-83

18-419
01-31-83

18-419
11-13-84

18-420
02-26-82

18-507
07-30-82

18-569
08-14-84

18-579
11-30-83

18-667
05-28-82

18-670
07-20-82

18-750
07-30-84

PATENTNO.EXCLUSIVITY

TABLEIV.NDA'SAPPROVEDFROM1-1-BZTO6-30-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE IN REDIENT

STRENETHIS)

FUROSEMIDE
20MG

FUROSEMIDE
40MG

FUROSEMIDE
40MG

FUROSEMIDE

20MG

FUROSEMIDE
40MG

FUROSEMIDE
20MG

FUROSEMIDE
40MG

FUROSEMIDE
2OMG

FUROSEMIDE
40MG

FUROSEMIDE
БOMG

FUROSEMIDE
IOMG/ML

FUROSEMIDE
TOMG/ML

FUROSEMIDE
IOMG/ML

`

FUROSEMIDE
1OMG/ML

TRADE NAME

LDQSAEE FQRM; 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)

APPLI ANT NAME

INTL MEDICATION SYS

INTL MEDICATION SYS

BARR LABORATORIES

ROXANE LABORATORIES

ROXANE LABORATORIES

KALAPHARM

кАЕАPнАпм

HDECHST-ROUSSEL

HOECHST-ROUSSEL

HOECHST-ROUSSEL

HDECHST-ROUSSEL

HOECHST-ROUSSEL

INVENEX LABS/LIFE

INVENEX LABS/LIFE

NDA N
Q
.

APPR V
A

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 N
Q
.

EXP. DATE

4324779
04-13-99

4324779
04-13-99

4324779
04-13-99

4324779
04-13-99

4324779
04-13-99

Е
Х

L 111111Ш
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26-12-80
9966998

68-V0-[0
9888[98
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868—[[
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18-12-21
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'ON VDN
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA N
O
.

PATENT N
O
.

EXCLUSIVITY

STRENGTHLS) TDOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

GLYBURIDE DIABETA HDECHST-ROUSSEL 17-532 3426067 NCЕ
1.25MG (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 HDECHST-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 HDECHST-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 O.1MG BASE/VIAL (INJECTABLE; INJECTION) 09-30-82 03-30-93 09-30-92
4110438
08-29-95

IV-59
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTISL

STRENGTH S

HALOPERIDOL
0.5MG

HALOPERIOOL

1MG

HALOPERIDOL
2MG

HALOPERIDOL
5MG

HALOPERIDOL
TOMG

HALOPERIDOL

20MG

HALOPERIDOL LAcrArE
EQ 2MG BASE/ML

HALUPERIDOL LACTATE

EQ 5MG BASE/ML

HEPARIN SODIUM
10 UNITS/ML

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

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

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

TRADE NAME

)DOSAGE FORM; ROUTE)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(TABLET; ORAL)

HALDOL
(CONCENTRATE; ORAL)

HALDOL
(INJECTABLE; INJECTION)

HEPARIN LOCK FLUSH
(INJECTABLE; INJECTION)

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

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

HEPARIN SODIUM 12,500 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLICANT NAME

MCNEIL

MCNEIL

MCNEIL

MCNEIL

MCNEIL

MCNEIL

MCNEIL

MCNEIL

PHARM

PHARM

PHARM

PHARM

PHARM

PHARM

LABORATORIES

LABORATORIES

INVENEX LABS/LIFE

ABBOTT

ABBOTT

ABBOTT

LABORATORIES

LABORATORIES

LABORATORIES

NDA NO.

APPROVAL DATE

15-921
04-12-67

15-921

04-12-67

15-921
04-12-67

15-921
04-16-74

15-921
04-16-74

15-921
02-02-82

15-922
04-12-67

15-923
05-18-71

17-029
05-06-82

18-911
01-30-85

18-916
01-31-84

18-916
01-31-84

PATENT NO.

EXP. DATE

3438991
04-15-86

3438991

04-15-86

3438991
04-15-86

3438991
04-15-86

3438991
04-15-86

3438991

04-15-86

3438991

04-15-86

3438991
04-15-86

EXCLUSIVITY

EXP. DATE

NS

09-24-86

IV-61
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

STRENGTH S

HEPARIN SODIUM; SODIUM CHLORIDE
500 UNITS/100ML; QOOMG/TOOML

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; sooIuM CHLORIDE
5,000 UNITS/100ML; 900MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
5,000 UNITS/100ML; 900MG/1OOML

Ш
(DOSAGE FORM: ROUTE)

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

HEPARIN SOOIUM 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 SOOIUM 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)

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 N
O
.

APPROVAL DATE

PATENT NO.

EXP. DATE

18-609
04-28-82

18-916
01-31-84

19-042
03-29-85

18-916
01-31-84

19-135
03-29-85

18-916
01-31-84

18-911
01-30-85

18-911
01-30-85

18-911
01-30-85

EXCLUSIVITY

IV-63
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8301VI003 3115VT8 01

%6'0 30180TH3 001005 01
51100 000‘92 001005 018V83H

(31000 :11001 3O15001

INVN 30101

%Z`O
31V831VA 300511803080АН

%l'0
31V8А108 300511803080А0

%l`0
31V8А108 300511803080А0

%Ol
31VI33V 300511803080А0

9NS[ 59NOS
3N3831NV181 530IZV1H10801Н3080А0

9ио1 59092
31V3TV0 1010011 530IZV1H10801Н3080А0

90001 59NOS
31V818VI 1010880130
530IZV1H10801Н3080АН

90001 59NS2
31V818VI 1010880130
530IZVIHlO8OTH308OAH

9009 59NS2
31V818VI 1010880130
5301ZV1H1080TH3080А0

%2
303H8080TH3VХ3H

TN001/90006 51NOO1/SIINO 000‘9
301801Н3 001005 5NOIO05 018V83H

_ (5111O1310

151110103111111 3111OV

N0111М001NI 11101501913 0NV 183110 31118000001 HLIM STVDN 0NV SB-01-9 0
1 ZB-L-L NO8I DIAO8ddV STVDN 'AI 31011



TABLE IV
.

NDA'S APPROVED FROM 1-1-82 1
0 6-30-85 AМD NDА'З NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

HYDROMORPHONE HYDROCHLORIDE
TOMG/ML

HYDROXYUREA
500MG

IBUPROFEN
400MG

IBUPROFEN

300MG

IBUPROFEN
600MG

IBUPROFEN

400MG

IBUPROFEN
600MG

INDAPAMIDE

2.5MG

INDOMETHACIN
50MG

INDOMETHACIN

75MG

INDOMETHACIN
25MG

INDOMETHACIN
50MG

TRADE NAME

)DOSAGE FORM; ROUTE)

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)

INDOCIN SR
(CAPSULE, CONTROLLED
RELEASE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

APPLICANT NAME

KNOLL PHARMACEUTICAL

ER SQUIBB AND SONS

UPJOHN MANUFACTURING

UPJOHN MANUFACTURING

UPJOHN MANUFACTURING

BOOTS PHARMACEUTICAL

BOOTS PHARMACEUTICAL

USV PHARMACEUTICAL

MS&D RES LABS/MERCK

MS&D RES LABS/MERCK

CHELSEA LABORATORIES

CHELSEA LABORATORIES

NDA N
O
.

PATENT N
O
.

EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

19-034 NCE
o1-11-84 o1-11-94

16-295 3968249
12-07-67 07-06-93

17-463 1_2
09-19-74 09-24-86

17-463 1-2
09-19-74 09-24-86

17-463 1-2
03-09-79 09-24-86

18-197 1_2

05-19-81 09-24-86

18-197 1-2
03-05-84 09-24-86

18-538 3565911 NCE

07-06-83 02-23-88 07-06-93

17-814 3644630 мог

08-13-84 02-22-89 09-24-86
3849549
11-19-91

18-185 4173626 мог

02-23-82 11-06-96 09-24-86

18-690
07-31-84

18-690
07-31-84

IV-65



99-A1

68-82-21
330

98-82-60
9-1

98-V2-60
9-1

3110 'dXI

AIIAISDTOXI

V8-82-21
682-81

81-V2-[0
206-[1

81-01-[0
806-[1

98-08-10
8[8-81

V8-82-11
908-81

V8-82-11
908-81

V8-02-V0
898-81

V8-02-80
898-81

V8-81-90
L98-8l

V8-81-90
198-81

V8-90-80
628-81

88-90-80
628-81

V8-80-90
081-81

V8-80-90
081-81

3110 TVAO8ddV

'ON 1DN

53ISАН8-1030

5NO5 0NV 881005 83

SN05 0NV 881005 83

83838/0858

1-8/518V0-388V8

T-M/SIAVO-BNHV8

508VH8 NV1А0

508VH8 NV1А0

NV13 8V/S8VT 3183031

NVА3 NV/S8VT 3183031

TV311033V08VH8 8V8

TV311033V08VH8 8V8

531801V80BV1 011N3Z

531801V808VT Hl1N3Z

3МVN 18VOITddV

(001133001 531BV133CNII
MOTIO8H83N

(N01133C01 5318VI33C01)
99-30A0N38

(N01133C01 5318VI33C01)
810-30A0N38

(001133C01 5318VI33C011
‘A ’I 0130001

(TV80 531058V31
013V01300001

(TV80 531058V31
013V01300001

(TV80 531OS8V3I
013VH1300001

(TV80 531058V3)
013VH1300001

(TV80 531OS8V3)
013VH1300001

(TV80 531058V3)
013VH1300001

(TV80 531058V31
013VH1300001

(TV80 531058V31
013VH1300001

(TV80 531OS8V3I
013VH1300001

(TV80 531058V31
013VH1300001

131008 :N8OI 3OVS001

INVN 30101

TN/1301
821-1

‘001005 31V8088100001

%99
301001930 3010VO01

%V2
301001930 301NV001

TV1A/35V8 901 03
31V80АН181 001005 NI3V813800NI

9009

013VH1300001

9NS2
013V01300001

9009
013VH1300001

9NS2
013VH1300001

9009

013VH1300001

9092
013VH1300001

9NS2
013VH1300001

9009
013VH1300001

9009

013VH1300001

9NS2
013VH1300001

S Н1083015

(511N31031O81 311191

NOIIVN8OINI AIIAISDTDXI DNV 183110 31110000001 HLIM $11DN 0NV SB-OC-9 OI ZB-L-L NO8I DIAO8ddV STVDN 'AI 31011



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

STRENGTH)S)

IDDOXAMATE MEGLUMINE
9.9%

IODOXAMATE MEGLUMINE

40.3%

ISOFLURANE
99.9%

ISOTRETINOIN
TOMG

ISOTRETINOIN
2OMG

ISOTRETINOIN
40MG

KerocoNAzoLE
2UOMG

LABETALOL HYDROCHLORIDE
200MG

TRADE NAME

LDOSAGE FORM: ROUTE)

CHOLOVUE
(INJECTABLE; INJECTION)

CHOLOVUE
(INJECTABLE; INJECTION)

FORANE
(GAS; INHALATION)

ACCUTANE
(CAPSULE; ORAL)

ACCUTANE
(CAPSULE; ORAL)

ACCUTANE
(CAPSULE; ORAL)

NIzoRAL
(TABLET; ORAL)

NORMODYNE
(TABLET; ORAL)

APPLICANT NAME

ER SQUIBB AND SONS

ER 5QU188 АND SONS

ANAQUEST/BOC

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

JANSSEN PHARMA

SCHERING

NDA N
O
.

APPROVAL DATE

18-076
08-14-81

18-077
08-14-81

17-624
12-18-79

18-662
05-07-82

18-662
03-28-83

18-662
05-07-82

18-533
06-12-81

18-687
08-01-84

PATENT N
O
.

EXP. DATE

3654272
04-04-89

3654272

04-04-89

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

4200647

04-29-97
4322438
03-30-99
4464394

08-07-01

4335125
06-15-99

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

EXCLUSIVITYШ

NCE
05-07-92

NCE
05-07-92

мCE

05-07-92

1-25
09-24-86

NCE
08-01-94

IV-67



89-AI

96-80-10
9929900

06-10-80 06-91-80
33N 0002100

96-80-10
9919908

86-10-80 86-91-80
330 VVV2108

96-80-10
9929900

VÓ-lo-BÜ VÓ-Sl—80
330 0002100

96-80-10
9929900

06-10-80 V6-91-80
330 8VV2108

66-V0-90
8128288
96-80-10
9929900

06-10-80 06-91-80
330 VVV2108

96-80-10
9919908

V6-10-80 V6-91-80
330 0002100

96-80-10
9929900

06-10-80 06-91-80
330 8VV2108

3110.'dХ3 3110 'd13

11101501913 'ON 183110

V8-10-80
911-81

V8-10-80
911-81

V8-10-80
911-81

98-V2-90
911-81

V8-10-80
989-81

88-10-80
[89-81

V8-10-80
[89-81

3110 11108001

'ON 1DN

0ХVT9

0ХVT9

0ХV19

0ХVT9

90183H35

90183H35

90183H35

INVN 1NV911001

(TV80 51318VI1
31VONV81

(TV80 51318VI)
31VO8V81

(TV80 51318VI1
31VONV81

(TV80 5131BVII
31VONV81

(N01133C01 5318VI33C011
301000800

(TV80 513TBVI.)
30А000800

(TV80 51318V1)
3N10088DN

131000 :N8OI 3OVS001

3МVN 30101

30180103080АН

30180103080АН

30180103080АН

3018010308010

301801Н3080АН

301801Н3080АН

301801Н3080АН

90008
10TV138V1

90008
101VI38V1

98002
101VI38V1

90001

101V138V1

10/909
10TV138V1

9000V
101VI38V1

90008
101VI38V1

151Н1083115

1511N31031ONI 311111

NOIIVN8OINI 11111501913 0NV 183110 31110008001 HLIM 511DN 0NV SB-OC-9 OI ZB-L-L NO8I D38O8ddV STVDN 'AI 31011



TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTTS)

STRENGTH)S)

LACTULOSE
TOGM/15ML

LEUCOVORIN CALCIUM

EO 5MG BASE

LEUCOVORIN CALCIUM

EQ 25MG BASE

LEUPROLIDE ACETATE
1MG/0.2ML

LITHIUM CARBONATE
45OMG

LITHIUM CARBONATE
300MG

LITHIUM CARBONATE
3OOMG

LOPERAMIDE HYDROCHLORIDE
2MG

TRADE NAME

)DOSAGE FORM; ROUTE)

CEPHULAC
(SYRUP; ORAL)

WELLCOVORIN
(TABLET; ORAL)

WELLCOVORIN
(TABLET; ORAL)

LUPRON
(INJECTABLE; INJECTION)

ESKALITH CR
(TABLET, CONTROLLED
RELEASE; ORAL)

LITHIUM CARBONATE
(TABLET; ORAL)

LITHOBID
(TABLET; CONTROLLED
RELEASE; ORAL)

IMODIUM
(CAPSULE; ORAL)

APPLICANT NAME

MERRELL DOW/DOW CHEM

BURROUGHS WELLCOME

BURROUGHS WELLCOME

TAP PHARMACEUTICALS

SK&F LABORATORIES

ROXANE LABORATORIES

CIBA/CIBA-GEIGY

JANSSEN PHARMA

NDA N
O
.

APPROVAL DATE

17-657
03-25-76

18-342
07-08-83

18-342
07-08-83

19-010
04-09-85

18-152
03-29-82

18-558
01-29-82

18-027
04-27-79

17-694
12-28-76

PATENT N
O
.

EXCLUSIVITY

EXP. DATE EXP. DATE

3461204

08-12-86
3867524

02-18-92
3860708
01-14-92
3860707

01-14-92
3562388
02-09-88
3558774

01-26-88

мог

09-24-86

NDF
09-24-86

NCE
04-09-90

NS

09-24-86

4264573
04-28-98

3714159 1-30
01-30-90 09-24-86

IV-69



OL“AI

98-02-60 08-00-00
3N 900-61

98-82-60 V8-91-90
3N 200-61

88-92-10 69-02-10
6692608 892-91

28-80-21 92-92-20
9229098 929-21

28-80-21 92-92-20
9229098 929-21

28-80-21 92-92-20
9229098 929-21

28-80-21 22-92-01
9229098 929-21

06-02-60
6086000
28-80-21 92-00-90
9229098 899-21

28-80-21 62-92-01
9229098 680-81

06-21-00 08-92-20
9192100 001-81

06-21-00 08-92-20
9192100 001-81

98-02-60 06-08-10 08-18-20
30N 6910128 280-61

3110 'dXI 3110 '0Х3 3110 11000001

11111501913 'O
N

1DNlON IN31Vd

8500 0V/0V930 0V

58V1 1003AV81

18315/58V1 80801NI0

NV13

NV13

0VА3

0V13

0V13

0V13

0V/58V1 3183031

0V/58V1 3183031

0V/58V1 3183031

0V/58V1 3183031

0V/58V1 3183031

0V/58V1 3183031

000V/58V1 01310

000V/58V1 01310

V08V08 03550VC

INVN LNVOITddV

(001133С01 5ETTHV13EICNI)

83NI71003
3115V18 01 V'[ 08 53111051

(001133CN1 53TBV133CN1)
83М1V1003

3115V18 01 99 3111-VN5V18

(1V31801 18V383)
00110V3105

(1V80 fEITOSIIV3)
30V11Х01

(1V80 531058V31
30V11Х01

(1V80 531058V31
3NV11Х01

(1V80 53TOS8V3I
3NV11Х01

(1V80 131V8IN33NO3)
30VI1Х01

(0011330NI 53TBVI33CNI)
30V11Х01

(001133CN1 5318VI33CN11
NVA11V

(001133CN1 5B18V1338NI1
NVA11V

(1V80 5NOILOT05)
0010001

131000 .N8OI 3915001

INVN 30101

10001/9021
5TN001/98009 51NO01/9NO89 51NO01/9NO18
51NO01/9828'0 51NO01/9818 5TN001/9NO8

31V085008 001005
:31V003019 001005 5ЗO18OTH3 001005 531V133V

001005 5315VBONON ‘BlVH8SOH8 00155V108
53O18OTH3 00155V108 5BO18OTH3 0015309V0

10001/98782 5100OL/98821 110001/9828
301801Н3 001005 531V133V

00155V108 5ЗIV8OAHV81BI 31V133V 0015309V0

89/35V8 98SS 03
31VI33V 301033V0

35V8 9NO9 03
31V013305 3NI8VХ01

35V8 9892 03
31VNI3305 3N18VXO1

35V8 9NO1 03

31VМ13305 3М18VХ01

35V8 989 03

31VN13305 3NI8VXO1

TN/35V8 9892 03
301801Н3080АН 3NI8VХ01

10/35V8 9809 03
301801Н3080АН 3М18VХ01

10/907
NV83ZV801

10/982
0V83ZV801

10S/901
30180103080АН 3010V83801

151Н19N3015

1511N31030DN1 301111

NOIIVN8OINI 11111501913 0NV 183110 31110000001 Н111 511DN 0NV SB-OC—9 O
I

ZB-L-L NO8I DIAO8ddV 511DN 'AI 31011



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA N
O
.

PATENT N . EXCLUSIVITY

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIOSOL IN PLASTIC ABBOTT LABORATORIES 17-637 NC
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CONTAINER 07-08-82 09-24-86
GLUCONATE (SOLUTION; IRRIGATION)
3OMG/100ML; 37MG/100ML; 222MG/100ML;

526MG/100ML; 502MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIOSOL IN PLASTIC ABBOTT LABORATORIES 18-406 NC
50010М АCEТАТЕ; 50010М CHLORIDE; SODIUM CONTAINER 07-08-82 09-24-86
GLUCONATE _ (SOLUTION; IRRIGATION)
30MG/100ML; 37MG/100ML; 222MG/100ML;

526MG/100ML; 502MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIOLYTE IN PLASTIC AM MCGAW/AM HOSP 19-024 NC
50010М ACETATE; SODIUM CHLORIDE; SODIUM CONTAINER 06-08-84 09-24-86
GLUCONATE ' (SOLUTION; IRRIGATION)
¿OMG/100ML; 37MG/100ML; 370MG/100ML;
53OMG/100ML; 500MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; SYNOVALYTE TRAVENOL LABS 19-326
SODIUM ACETATE; SODIUM CHLORIDE; IN PLASTIC CONTAINER 01-25-85
SODIUM GLUCONATE (SOLUTION; IRRIGATION)
30MG/100ML; 37MG/100ML; 368MG/100ML;

526MG/100ML; 502MG/100ML

MAGNESIUM SULFATE; POTASSIUM CHLORIDE; TIS-U-SOL TRAVENOL LABS 18-508 NC
POTASSIUM PHOSPHATE, MONOBASIC; SODIUM (SOLUTION; IRRIGATION) 02-19-82 09-24-86
CHLORIDE; SOOIUM PHOSPHATE
20MG/TOOML; 40MG/100ML; 6.25MG/100ML;
800MG/100ML; 8.75MG/100ML

MALATHION PRIODERM PURDUE FREDERICK 18-613 NCE
0.5% (LOTION: TOPICAL) 08-02-82 08-02-92

MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201
25MG (TABLET; ORAL) 12-01-80 08-27-85

MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201.
БOMG (TABLET; ORAL) 12-01-80 08-27-85

IV-71



IV-72

_HGTV5I_O§___._II__IDAGEFORM’RUTEШШШ
MAPROTILINEHYDROCHLORIDELUDIOMILCIBA/CIBA-GEIGY17-5433399201NS

750G(TABLET;ORAL)09-30-8208-27-8509-24-86

MAZINDOLSANOREXSANDOZPHARMS/SANDOZ17-2473763178
1MG(TABLET;ORAL)06-14-7310-02-90

MAZINDOLSANOREXSANDOZPHARMS/SANDOZ17-2473763178
2MG(TABLET;ORAL)06-14-7310-02-90

MAZINDOLMAZANORWYETHLABS/AMHO17-9803763178
20G(TABLET;ORAL)08-28-8010-02-90

MAZINDOLMAZANORWYETHLABS/AMHO17-9803763178
IMG(TABLET;ORAL)02-11-8110-02-90

MEBENDAZOLEVERMOXJANSSENPHARMA17-4813657267
1000G(TABLET,CHEWABLE;ORAL)06-28-74O4-18-89

MEDROXYPROGESTERONEACETATEDEPO-PROVERAUPJOHN12-5414038389
TOOMG/ML(INJECTABLE;INJECTION)01-16-7607-26-94

MEDROXYPROGESTERONEACETATEDEPO-PROVERAUPJOHN12-5414038389
4OOMG/ML(INJECTABLE;INJECTION)01-16-76O7—26-94

MEGLUMINE;METRIZOICACIDISOPAQUE-280HINTHROPLABS/STERL17-5063476802

140.1MG/ML;461.8MG/ML(INJECTABLE;INJECTION)04-30-7411-04-86

METAPROTERENOLSULFATEALUPENTBDEHRINGERINGELHEIM15-8743422196
20МG(TABLET;ORAL)05-13-7401-14-86

METAPROTERENOLSULFATEALUPENTBDEHRINGERINGELHEIM15-8743422196
100G(TABLET;ORAL)08-08-7701-14-86

METAPROTERENOLSULFATEALUPENTBDEHRINGERINGELHEIM16-4023422196
O.65MG/INH(AEROSOL;INHALATION)07-31-7301-14-86

METAPROTERENOLSULFATEALUPENTBDEHRINGERINGELHEIM17-5713422196
TOMO/5ML(SYRUP;ORAL)05-23-7501-14-86

METAPROTERENOLSULFATEALUPENTBDEHRINGERINGELHEIM17-6593422196
5%(50LUTION;INHALATION)09-18-8001-14-86

Ш11.ND1'5APPROVEDFROM1-1-82TO6-30-85ANDNDA'SNITHAPPROPRIATEPATENTANDE_XCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND`NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTTS)

STRENGTH)S)

METAPROTERENOL SULFATE
0.6%

METHYLDOPA
250MG

METHYLDOPA
500MG

METHYLDOPA
250MG/5ML

METHYLPHENIDATE HYDROCHLORIDE
2OMG

METOCLOPRAMIDE

EQ 5MG BASE/5ML

METOCLOPRAMIDE HYDROCHLORIDE

EQ 5MG BASE/ML

ME10610PRAM10E HYDROCHLORIDE

E0 10M@ BASE

METOPROLOL TARTRATE

50MG

METOPROLOL TARTRATE
100MG

MEFOPRÓLOL TARTRATE
1MG/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

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)

APPLICANT NAME

BDEHRINGER 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

Щ
APPROVAL DATE

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 N
O
.

EXCLUSIVITY

EXP. DATE EXP. DATE

3422196
01-14-86

4404193
09-13-00

NDF
09-24-86

NDF
09-24-86

1-12; 1-13;
1-14
09-24-86

1_4

09-24-86

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

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

3876802 NDF
04_08-92 09-24-86
3998790
12-21-93

Ч
’

1
1
|

s‘
ч
л
.

'
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,_
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98OOS
31OZVOINO81BN

9NOSZ
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9NOOS
ETOZVOINO81BN
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTTS)

STRENGTHTS)

METRONIDAZOLE
500MG

METRONIDAZOLE
250MG

METRONIDAZOLE
250MG

METRONIDAZOLE
500MG

METRONIDAZOLE
500MG/100ML

METRONIDAZOLE

500MG/100ML

METRONIDAZOLE
500MG/100ML

METRONIDAZOLE
500MG/100ML

METRONIDAZOLE
500MG/100ML

METRONIDAZOLE
500MG/100ML

METRONIDAZOLE
500MG

METRONIDAZOLE
250MG

TRADE NAME

D SA E 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)

APPLI ANT 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

PATENT N
Q
.

NDA N
O
.

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

EXCLUSIVITY

EXP. DATE

I-11
12-20-87

1-11

12-20-87

IV-75



ACTIVEINOREDIENT5

STRENOTHTS)

METRONIDAZOLE
HYDROCHLORIDE

EQ500MGBASE/VIAL

MICONAZOLE
TOMG/ML

MICONAZOLENITRATE
2%

MICONAZOLENITRATE
2%

MICONAZOLENITRATE
2%

MICONAZOLENITRATE
тромб

I».“f

MICONAZOLENITRATE
2OOMG

MINOXIOIL
215MB

TRADENAME

(DOSAGEFORM;ROUTE)

FLAGYLI.V.
(INJECTABLE;INJECTION)

MONISTAT

(INJECTABLE;INJECTION)

‚инд:

MONISTAT7

(CREAM;VAGINAL)

MONISTAT-DERMI

(CREAM;TOPICAL)

MONISTAT-DERM

(LOTION;TOPICAL)

MONISTAT7

CSUPPOSITORY;VAGINAL)

MONISTAT3

(SUPPOSITORY;VAGINAL)

LONITEN
(TABLET;ORAL)

.':A;_%1@;?6

APPLICANTNAME

SEARLEPHARMS

JANSSENPHARMA

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHO
PHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

UPJOHN

NDAN
O
.

APPROVALDATE

18-353
11-28-80

18-040
10-04-78

17-450
01-30-74

17-494
01-30-74

17-739
12-16-75

18-520
03-15-82

18-888
08-15-84

18-154
10-18-79

PATENTN
O
.

EXP.DATE

3717655

02-20-90
3839574
10-01-91

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

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

3717655
02-2OfOO
3839574
10-01-91

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

3717655

02-20-90
3839574
10-01-91

3461461
08-12-86

EXCLUSIVITY

EXP.DATE

I-IT
12-20-87

1-27
09-24-86

NDF
9-24-86

NS

09-24-86

TABLEIV.NDA'SAPPROVEDFROM1-1-BZT
O6-30-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



v v v
TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

MINOXIDIL LONITEN UPJOHN 18-154 3461461
TOMG (TABLET; ORAL) 10-18-79 08-12-86

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093 .
5MG (TABLET; ORAL) 07-03-74 01-20-87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093
TOMG (TABLET; ORAL) 07-03-74 01-20-87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093

25MG (TABLET; ORAL) 07-03-74 01-20-87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093
БOMG (TABLET; ORAL) 01-05-81 01-20-87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-111 3491093

100MG (TABLET; ORAL) 01-05-81 01-20-87

MOLINDONE HYDROCHLORIDE MOBAN DUPONT PHARMS/DUPONT 17-938 3491093
2OMG/ML (CONCENTRATE; ORAL) 12-28-79 01-20-87

MORPHINE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS 18-565 NR; D-B
O.5MG/ML (INJECTABLE; INJECTION) 09-18-84 O9-24-86

MORPHINE SULFATE DURAMORPH PF ELKINS-SINN/AHROBINS 18-565 NR; 0-8
1MG/ML (INJECTABLE; INJECTION) 09-18-84 09-24-86

NADOLOL CORGARD ER 50UI88 АND SONS 18-063 3982021
4OMG (TABLET; ORAL) 12-10-79 09-21-93

3935267
01-27-93

NADOLOL CORGARD ER SOUIBB AND SONS 18-063 3982021
BOMG (TABLET; ORAL) 12-10-79 09-21-93

3935267
01-27-93

NADOLOL CORGARD ER 50UI88 ANO SONS 18-063 3982021
12OMG (TABLET; ORAL) 12-10-79 09-21-93

3935267
01-27-93

IV-77



8¿-AI

98-02-60
SN

31VD 'dXI

AIIAISDTOXI

88-62-90
9800692

88-62-90
9800692

88-62-90
9200692

98-91-¿0
¿612622

26-¿2-10
¿929262
26-12-60
1202862

26-¿2-10
¿929262
26-12-60
1202862

26-¿2-10
¿929262
26-12-60
1202862

26-¿2-10
¿929262
26-12-60
1202862

26-¿2-10
¿929262
26-12-60
1202862

31VD 'dXI

'ON 18IIVd

V9-90-2O
VL2-VL

V9-90-20
V12-0l

¿9-22-21
V12-01
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020-81

6¿-91-90
VZO-Bl

6¿-Ol-21
V90-81
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090-81
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V90-81
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V90-81

6¿-Ol-21
290-81

31VD TVAO8ddV
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1831S/SBVT 808HlNIM

1831S/58VT 8O8HlNIM

1831S/58VT 8O8HlNIM

IN08OO/508VH8 IN08OO

lN08OO/508VH8 IN08OO

SN05 ому 881005 83

SN05 ому 881005 83

SN05 ому 881005 83

SN05 ому 881005 83

SN05 ому 881005 83

3МVN 18VOITddV

(TV80
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O8V9803

51318VI1
O8V98O3

5I31OVI)
O8V9803

51318VI1
O8V9803

5131BV1)
O8V9803

(IIDO8 :N8OI 30V5001

INVN 30V81

w

N91
0130 31XIOITVN

9N009

0130 31XIOITVN

90092

OI3V 31XIOITVN

TN/90OZ
3018OTН3O8OAH 30IH8OBTVN

TN/90OL
3018OTН3O8OAH 30IH8OSTVN

9N091
TOTOOVN

ONOZL
TOTOOVN

90OB
TOTOOVN

90O8
TOTOOVN

98091
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

NALIOIXIC ACID
250MG/5ML

NALOXONE HYDROCHLORIDE
O.4MG/ML

NALOXONE HYDROCHLORIDE

1MG/ML

NALOXONE HYDROCHLORIDE; PENTAZOCINE

HYDROCHLORIDE
O.5MG; EO 50MG BASE

NALTREXONE HYDROCHLORIDE

50MG

NAPROXEN
125MG

NAPROXEN

250MG

TRADE NAME

DOSA E 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

NDA N .

APPR VAL DATE

N
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 N
O
.

EXCLUSIVITY

EXP. DATE EXP. DATE

3590036
A06-29-88

Ns, 0_9,
D-TO, D-TT,
1_33
09-24-86

NS, 0-9,
D-TO, D-TT
1_33
09-24-86

4105659 мс

08-08-95 09-24-86

NCЕ

11-20-89

3904682 Ns

09-09-92 09-24-86
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

IV-79



08-AI

98-02-60
30N

98-02-60
3GN

68-22-20
2290098

06-81-10
33N

26-01-90
33N

26-60-60
2616000
26-60-60
1081000
86-12-21
9968668

26-60-60
2616000
26-60-60
1081000
86-12-21
9968668

98-02-60 26-60-60
5N 2890068

26-60-60
2616000
26-60-60
1081000

86-12-21
9968668
26-60-60
2890068

31V0 'd83 31VD 'dХ3

AI101583OХ3 'U
N

1N3IVd
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889-81

28-91-90
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28-91-00
189-¿1
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

AEIIVE INGREDIENTS) TRADE NAME APPLICANT NAMЕ NDA N
0
.

РAТЕNТ N
0
.

EXCLUSIVITY

SIRENGIHIS) (DOSAGE PORN; ROUTE) APPROVAL DAТЕ ЕХР. DAТЕ Ш
NITROGLYCERIN NITRO-BID MARION LABORATORIES 18-621 NDF
5MG/ML (INJECTABLE; INJECTION) 01-05-82 09-24-86

NITROGLYCERIN NITRONAL G POHL-BOSKAMP 18-672 NDF
1MG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86

NITROGLYCERIN NITRONAL G POHL-BOSKAMP 18-672 NDF
5MG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86

NITROGLYCERIN NITROL KREMERS-URBAN 18-774 NDF
O.8MG/ML (INJECTABLE; INJECTION) ‚ 01-19-83 09-24-86

NOMIFENSINE MALEATE MERITAL ‚ HDECHST-ROUSSEL 18-224 NCE
25MG (CAPSULE; ORAL) 12-31-84 12-31-89

NOMIFENSINE MALEATE MERITAL HDECHST-ROUSSEL 18-224 NCE
БOMG (CAPSULE; ORAL) 12-31-84 12-31-89

NORETHINDRONE ACETATE AYGESTIN AYERST LABS/AMHO 18-405
5MG (TABLET; ORAL) 04-21-82

NORGESTREL ‘OVRETTE WYETH LABS/AMHO 17-031 3666858
0.075MG (TABLET; ORAL) 10-23-73 05-30-89

3850911

11-26-91
3959322
11-26-91

NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-684 3922305

EQ 10MG BASE (CAPSULE; ORAL) I11-06-64 41-25-92

NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-684 3922305

Е0 25MG BASE (CAPSULE; ORAL) 11-06-64
111-2r5-92

NORTRIPTYLINE HYDROCHLORIDE AVENTYL HCL ELI LILLY 14-685 3922305

ЕО 10MG BASE/5ML (SOLUTION; ORAL) 11-06-64 11-25-92

NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-012 3922305

EQ 10M@ BASE/5ML (SOLUTION; ORAL) 08-01-77 11-25-92

L

IV-81
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TABLE IV. NDA‘S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

PARAMETHASONE ACETATE
2MG

PENTAGASTRIN
0.25MG/ML

PENTAMIDINE ISETHIONATE
300MG/VIAL

PENTAZOCINE LACTATE

EO 3OMG BASE/ML

PENTETATE INDIUM DISODIUM, IN-111
lMCI/ML

PENTOXIFYLLINE
4OOМG

PHENYLEPHRINE HYDROCHLORIDE; PROMETHAZINE

HYDROCHLORIDE
5MG/5ML; 6.25MG/5ML

PILOCARPINE HYDROCHLORIDE
4%

PIMOZIDE
2MG

PINDOLOL
5MG

PINDOLOL
TOMG

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)

APPLICANT NAME

ELI LILLY

AYERST LABS/AMHO

LYPHOMED

WINTHROP LABS/STERL

MEDI-PHYSICS

HDECHST-ROUSSEL

WYETH LABS/AMHO

ALCON LABORATORIES

MCNEIL PHARM

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

NDA N
O
.

APPROVAL DATE

12-772
04-17-61

17-048
07-26-74

19-264
1O-16-84

16-194
O7-24-67

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 N
O
.

EXCLUSIVITYШЁШ
3499016
03-03-87

3896103
07-22-92

4105659
08-08-95

мCE
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 мCE
10-07-86 09-03-92

IV-83



IV-84

ACTIVEINOREDIENT(S)

STRENGTHTS)

PINDOLOL
T5MG

PIROXICAM
)OMG

PIROXICAM
20MG

BNET-.".

POLYETHYLENEGLYCOL3350;
POTASSIUMCHLORIDE;
SOOIUMBICARBONATE;
SOOIUMCHLORIDE;
SOOIUMSULFATE

236GM/80T;
2.97GM/BOT;
6.74GM/801;
5.86G0/801;
22.749M/BOT

TRADENAME

(DOSAGEFORM;ROUTE)

VISKEN
(TABLET;ORAL)

FELDENE

(CAPSULE;ORAL)

FELDENE

(CAPSULE;ORAL)

GOLYTELY

(POWDERFOR

RECONSTITUTION;ORAL)

APPLICANTNAME

SANDOZPHARMS/SANDOZ

PFIZERLABS/PFIZER

PFIZERLABS/PFIZER

BRAINTREELABS

NDAN
O
.

APPROVALDATE

18-285
09-03-82

18-147
04-06-82

18-147
04-06-82

19-011

07-13-84

PATENTN
O
.

EXP.DATE

3471515
10-07-86

3591584
07-06-88
3674876
07-04-89
3862319
01-21-92
4100347
07-11-95
3927002

12-16-92
RE29668
12-10-91

3591584
07-06-88
3674876
07-04-89
3862319
01-23-92
4100347
07-11-95
3927002
12-16-92
RE29668
12-10-91

EXCLUSIVITY

EXP.DATE

NCE
09-03-92

NCE
04-06-92

NCE
04-06-92

NDA'SAPPROVEDFROM1-1-82T
O6-30-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

STRENGTHTS)

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;

SODIUM CHLORIDE;
SODIUM SULFATE
227.1GМ/PАCКЕТ;
2.82GМ/PАCКЕТ;
6.ЗбGМ/PАCКЕТ;
5.53GM/PACKET;
21.56M/PACKET

POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SOOIUM BICARBONATE;

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

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
O.5MG; 1MG

TRADE NAME

IDOSAGE FORM; ROUTE)

COLYTE

(POWDER FOR
RECONSTITUTION; ORAL)

COLYTE

(POWDER FOR
RECONSTITUTION; ORAL)

COLYTE

(POWDER FOR
RECONSTITUTION; ORAL)

MINIZIDE
(CAPSULE; ORAL)

APPLICANT NAME

EDLAW PREPARATIONS

EDLAW PREPARATIONS

EDLAW PREPARATIONS

PFIZER LABS/PFIZER

NDA N
O
.

APPROVAL DATE

18-983
10-26-84

18-983
10-26-84

18-983
10-26-84

17-986
06-13-80

PATENT N
O
.

EXP. DATE

EXCLUSIVITY

EXP. DATE

3511836
05-12-87
3663706

05-16-89
4130647

12-19-95

IV-85
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_ v v
E_ABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

SIREN THS )DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE Ш
POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND AM MCGAW/AM HOSP 18-722
75MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.075% 11-09-82

IN PLASTIC CONTAINER
‚ (INJECTABLE; INJECTION)

‘
P01Ass1uM cHLoRIDE; 50010М CHLOR1DE 50010М CHLORIDE 0.9% AND AM мсеАм/Ам HOSP 18-722

T
150M0/1ooML; 90086/10001 P01Ass10n 68100108 0.15% 11-09-82

z IN PLASTIC CONTAINER

E
(INJECTABLE; INJECTION)

Ё POТА$$10М CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0;9% AND AM MCGAW/AM HOSP 18-722

i
220MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 0.22% 11-09-82

ï
\ůiA IN PLASTIC CONTAINER ¿NLR

1 IINJECIADLE; 1N0Ec110N)
' 1=~f

t
I PoFAssIuM cHLoRIDE; 50010М CHLORIDE 50010М сньопхое.0.9% AND АМ мсеАм/Ам HOSP 18-722
I 300M6/100ML; 900M8/IDDML POTASSIUM cHLoR1DE 0.3% 11-09-82
' IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

PRALIDOXIME CHLORIDE PROTOPAM CHLORIDE AYERST LABS/AMHO 18-799 3629425 NDF
3OOMG/ML (INJECTABLE; INJECTION) 12-13-82 12-21-88 09-24-86

PRALIDOXIME CHLORIDE PRALIDOXIME CHLORIDE SURVIVAL TECHNOLOGY 18-986 NDF
300MG/ML (INJECTABLE; INJECTION) 12-13-82 09-24-86

PRAZEPAM CENTRAX PARKE-DAVIS/W-L 18-144 NS
20M@ (CAPSULE; ORAE) 05-10-82 09-24-86

FRAZIQDANTEL DILFRICIDE MILES PHARMs/MILEs 18-714 4001411 NCE
600MG (TABLET; ORAL) 12-29-82 01-04-94 12-29-92

PRAZOSIN HYDROCHLORIDE MINIPRESS PFIZER LABS/PFIZER 17-442 3511836
5MG (CAPSULE; ORAL) 06-23-76 05-12-87

3663706
05-16-89
4092315

05-30-95
4130647
12-19-95

IV-87
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TABLE IV. NDA‘S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

STRENGTHTS) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NDF
8OMG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86

RELEASE; ORAL)

PROPRANOLOL HYDROCHLORIDE INDERAL AYERST LABS/AMHO '16-418 NS
9OMG (TABLET; ORAL) 10-18-82 09-24-86

1-15
09-24-86

PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NDF
12OMG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86

RELEASE; ORAL)

PROPRANOLOL HYDROCHLORIDE INDERAL LA AYERST LABS/AMHO 18-553 4138475 NОГ

160MG (CAPSULE, CONTROLLED 04-19-83 02-06-96 09-24-86
RELEASE; ORAL)

PROTEIN HYDROLYSATE AMINOSOL 5% ABBOTT LABORATORIES 05-932
5% (INJECTABLE; INJECTION) O1-31-85

PROTAMINE SULFATE PROTAMINE SULFATE UPJOHN 07-413 NS
250MG/VIAL (INJECTABLE; INJECTION) 08-02-84 09-24-86

PROTIRELIN THYPINONE ABBOTT LABORATORIES 17-638 3746697
0.5MG/ML (INJECTABLE; INJECTION) 11-05-76 07-17-90

PROTIRELIN RELEFACT TRH HDECHST-ROUSSEL 18-087 3746697
O.5MG/ML (INJECTABLE; INJECTION) O7-18-78 07-17-90

PYRANTEL PAMOATE
'`

ANTIMINTH RDERIG/PFIZER 16-883 3644624

EO 250MG BASE/5ML (SUSPENSION; ORAL) 12-30-71 02-22-89
3549624
12-22-87

RANITIDINE HYDROCHLORIDE ZANTAC GLAXO 18-703 4128658 NCE

EQ 150MG BASE (TABLET; ORAL) 06-09-83 12-05-95 06-09-93
1-35
06-28-88

RANITIDINE HYDROCHLORIDE ZANTAC GLAXO 19-090 4128658 NCE

Е0 25MG BASE/ML (INJECTABLE; INJECTION) 10-19-84 12-05-95 06-09-93

IV-89
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTHTS)

SINCALIDE
0.005MG/VIAL

SODIUM ACETATE, ANHYDROUS
2MEO/ML

SODIUM CHLORIDE

450MG/100ML

SODIUM CHLORIDE
9MG/ML

SOOIUM CHLORIDE
OMG/ML

SODIUM CHLORIDE

2.5MEQ/ML

SODIUM CHLORIDE
3GM/100ML

SODIUM CHLORIDE
5GM/100ML

SODIUM CHLORIDE
-‘JMG/ML

SODIUM CHLORIDE
9ms/ML

TRADE NAME

)DOSAGE FORM; ROUTE)

KINEVAC
(INJECTABLE; INJECTION)

SODIUM ACETATE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SOOIUM 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% 1N
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

APPLICANT NAME

ER 50UI88 АND SONS

ABBOTT LABORATORIES

TRAVENOL LAB5

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

TRAVENOL LABS

ABBOTT LABORATOR I ES

ABBOTT LABORATORIES

NDA NO.

APPROVAL DATE

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

19-218
07-13-84

PATENT N
O
.

EXCLUSIVITY

EXP. DATE EXP. DATE

3839315
10-01-91

PP

09-24-86

IV-91
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA‘S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

SOYBEAN OIL
20%

SOYBEAN OIL
10%

SOYBEAN OIL
20%

STANOZOLOL
2MG

STREPTOZOCIN

TGM/YIAL

SUCRALFATE
1GМ

SUFENTANIL CITRATE
EQ 0.05MG BASE/ML

SULFAMETHOXAZOLE; TRIMETHOPRIM

4OOМG: ЗOMG

SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG

SULFAMETHOXAZOLE; TRIMETHOPRIM

200MG/5ML; 4ОМБ/ЗИМ

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

SULFAMETHOXAZOLE; TRIMETHOPRIM
80MG/ML; lSMG/ML

TRADE NAME

)DOSAGE FORM; ROUTE)

SOYACAL 20%
(INJECTABLE; INJECTION)

LIPOSYN III 10%
(INJECTABLE; INJECTION)

LIPOSYN III 20%
(INJECTABLE; INJECTION)

WINSTROL
(TABLET; ORAL)

ZANOSAR _ _
(INJECTABLE; INJECTION)

CARAFATE
(TABLET; ORAL)

SUFENTA
.

(INJECTABLE; INJECTION)

BACTRIM
(TABLET; ORAL)

BACTRIM DS
(TABLET; ORAL)

BACTRIM
(SUSPENSION; ORAL)

BACTRIM PEDIATRIC
(SUSPENSION; ORAL)

BACTRIM
(INJECTABLE; INJECTION)

APPLICANT NAME

ALPHA THERAPEUTIC

ABBOTT LABORATORIES

ABBOTT LABORATORIES

WINTHROP LABS/STERL

UPJOHN

MARION LABORATORIES

JANSSEN PHARMA

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

NDA N
O
.

APPROVAL DATE

18-786
06-29-83

18-969
09-24-84

18-970
09-25-84

12-885
11-30-61

17-961
05-07-82

18-333
10-30-81

19-050

05-04-84

17-377
07-30-73

17-377
03-01-78

17-560
04-16-75

17-560
12-10-79

18-374
06-23-81

PATENT N
O
.

EXCLUSIVITY

EXP. DATE EXP. DATE

3704295 1-28
11-28-89 09-24-86

мс6
05-07-92

3432489
03-11-86

3998834 мс6
12_21_93 05-04-94

RE28636
06-02-87

RE28636
06-02-87

RE28636 1-21

06-02-87 09-24-86

RE28636 1-21

06-02-87 09-24-86

3551564
12-29-87
R628636
06-02-87

IV-93



VÖ—AI

L6-VZ-90
ElSóOZV

L6-VZ-90
2lS6OZV

31V0 'dХ3

111А15019Х3 'GN 1831Vd

91—21—20
918-[1

2L—O2—LO
9LE-2l

VB-Ol-QO
9V6-8l

VB-Ol-QO
9V6—8l

88-60-S0
8SS-Sl

88—60—90
298—81

88—01—90

218—81

88—82—10
218—81

E8-LO-lO
Sl9—8l

E8-LO-[O
Sl9—8l

28-61—90
SÖS-Bl

28—61—90
869—81

31VD TV008ddV

'0N VDN

30031130 SH9008808

3003113M SH9008808

9080 83H1V3H

9080 83H1V3H

TV30N80H8 A808NVO

TV30N8VH8 A808NVO

58VT 13083010

58V1 13083010

38808/93N N80H8 11VN

38809/93N N80H8 1lVN

X1N30H8/830N080

X1N30H8/8308080

INV8 1NVOI1ddV

(TV80 51318VI)
50 V81835

(TV80 51318VI)
vul8as

(TV80 513TB01)
и1наон1зи1н1

в 3TOZVXOH130V3105

(TV80 51318VI)
NI880Hl3018l

8 3TOZVXOH13NV3105

(TV80 51318VI)
H19N381S 3TB000 N188OHl3018l

GNV 3TOZVXOH130V3105

(TV80 5131BV1)
NI88OHl30I81

GNV 3TOZVXOH130V31OS

(1080 5NOISN38S05)
3181V1038 8Nl-ZNS

(1V80 îNOISN38sns)
¿иl-zus

(TV80 5NOISN38S05)
N181V31OS

(TV80 5NOISN38S05)
3181V1038 NI81V3105

(TV80 5131BV1)
H19N3815 3TB000 NI880Hl30181

GNV 3TOZVXOH130V3105

(TV80 513TBVI)
и1наон13и1а1

0Nv awozvXoulaиvjwns

(31008 :N803 30V5001

INV8 30V81

9N09l 590008
NI88OHl3018l 53TOZVXOHl30V3105

9H08 59NOOV
NI880H13Н18l 53TOZVXOHl30V3105

эио91 590008
и1на0н1зи1а1 5aïozvXonlaиvjwns

9008 5900011
N1880H13N18l 53TOZVX0H13NV310S

90091 590008
NI880Hl30181 53TOZVX0H13NV310$

9N08 59940011
NI880Hl3018l 53TOZVXOH130V3105

1HE/9NOV 51ИS/90002
NI88OHl30181 53TOZVX0H13HV3105

1NS/9NOV 51MG/991001
NI880Hl3018l 13TOZVX0H130VJ105

1MG/SNOV 5WGS/00002
NI880Hl30181 53TOZVXOH130V310S

1MG/3NOV 51NS/9NOOZ
NI880Hl30181 53TOZVXOH130V3105

90091 5914008
NI880Hl30181 531OZVX0H130V3105

9008 59NOOV
NI88OHl30181 53TOZVXOH130V3105

(51Н1083815

(011831038081 311IOV

8011VN80181 А11А1SD1913 0NV 1831Vd 31V18d08ddV Н118 SIVDN ОNV SB-G2-9 01 2B-1-1 NO83 03А08ddV 51VD8 'NI 338V1



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTTS)

STRENGTHTS)

SULFASALAZINE
500MG

SULFASALAZINE
500MG

SULINDAC
150MG

SULINDAC

2OOMG

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,

N/A

TECHNETIUM,

N/A

TECHNETIUM,
N/A

TECHNETIUM,

N/A

TC-99M,

TC-99M,

TC-99M,

ТC-99М,

DISOFENIN KIT

GLUCEPTATE KIT

MEDRONATE

MEDRONATE

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

TRADE NAME

)DOSAOE FORM; ROOTE)

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)

MPI DMSA KIDNEY REAGENT
(INJECTABLE; INJECTION)

APPLICANT NAME

PHARMACIA/PHARMACIA

BOLAR PHARMACEUTICAL

MS&D/MERCK

MS&D/MERCK

TRAVENOL LABS

ER 500188 AND soNs

MED DIAG/NE NUCLEAR

MED DIAG/NE NUCLEAR

MS&D/MERCK

MED DIAG/NE NUCLEAR

AMERSHAM/RADIOCHEM

MEDI-PHYSICS

NDA NO.

APPR VAL 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

17-944
05-18-82

PATENT N
0
.

Ш

3654349
04-04-89
3725548
04-03-90

3725548
04-03-90
3654349
04-04-89

3409719
11-05-85

4208398

06-17-97
4233285
11-11-97

EXCLUSIVITY

EXP. DATE

NDF
09-24-86

NDF
09-24-86

1-31

09-24-86

NP

09-24-86

NP

09—24-86

IV-95



86—80—80

8921108
86—01—20 18—08—11 (N01133СN1 5318V1330N1) TN/9N1
8881868 119-81 09139—V813/09139 3N1H1388 31V3105 3N1TVl0883l

86—80—80
8921108
86—01—20 91—11—90 (TV80 51312011) 90S
8881868 688—11 09139—V813/09139 3NIH1388 31V3105 3NI1VI08831

V6—80-20

8921108
86—01—20 91—11—90 .(TV80 51318VI) SNS'Z
8881868 688-11 09139—V813/09139 3N1H1388 31V3105 301TV108831

176-80-80
8921108
86—01—20 51—22—80 (TV80 51318V1) 9NG
8881868 Sl9-Ll N3Н3 MOG/MOO 1138830 1АNV3180 31V3105 3NI1VI08831

86—80—80
8921108
86—01—20 91—22—80 (TV80 5131EIVI) 9HS`Z

8881868 819—11 N3Н3 MDD/000 1138830 1АNV3188 31V3105 3NITV108831

86—80—80
8921108
86—01—20 81—92—80 (NO1133CNI 5318VI330N1) 1N/9Nl
8881868 998—11 N3Н3 000/MOG 1138830 TANV3188 31V3105 3NI1VI09831

86—80—80
8921108
86—01—20 98—61—80 (N011VTVHN1 5105O83V) .HNI/90Z'O
8881868 000-8l N3Н3 MOG/MOG 1138830 1АNV3188 31V3105 3N1TVl08831

86—80—80
8921108

98—82-60 86—01—20 88—11—80 (N011VTVHN1 5105O83V) HNI/9NZ'O
30N 8881868 291—81 09139—V813/А9139 381VH1388 31V3105 3N11VI08831

31VD 'dХ3 31V0 'dХ3 31VD TV008ddV 131008 :N801 30V5001 (51Н1083815

01101$019Х3 '0N 1831Vd '0N VDN INV8 1NVOI1ddV INV8 30V81 (511831038081 3111OV

8011VN80381 0110150TOХ3 0NV 1831Vd 31V18d08ddV Н118 51VD8 0NV SB-08-9 01 2B-1-1 NO83 0IA08ddV 51VD8 '01 330V1



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTES)

STRENGTHTS)

TERFENADINE
60MG

THALEDus CHLDRTDE, TL—201

2MC1/ML

THALLOUS CHLORIDE, TL—201
1MCI/ML

THEOPHYLLINE
ЗOOМG

TIMOLOL MALEATE
5MG

TIMOLOL MALEATE
TOMG

TIMOLOL MALEATE
20MG

TIMOLOL MALEATE

E0 0.25% BASE

TIMOLOL MALEATE

EO 0.5% BASE

Ш
(DOSAGE FORM; ROUTE)

SELDANE
(TABLET; ORAL)

THALLOUS CHLORIDE TL 201
(INJECTABLE; INJECTION)

THALLOUS CHLORIDE TL 201
(INJECTABLE; INJECTION)

QUIBRoN-T/SR
(TABLET, coNTRoLLED RELEASE;
ORAL)

BLOCADREN
(TABLET; ORAL)

BLOCADREN
(TABLET; ORAL)

BLOCADREN
(TABLET; ORAL)

TIMOPTIC
(SOLUTION; OPHTHALMIC)

TIMOPTIC
(SOLUTION; OPHTHALMIC)

Ш
MERRELL DOW/DOW CHEM

MEDI-PHYSICS

AMERSHAM/RADIOCHEM

MEAD JOHNSON/B-M

MS&D/MERCK

MS&O/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

NDA N
O
.

APPROVAL DATE

18-949
05-08-85

18-110
02-01-82

18-548
12-30-82

87-563
06-21-83

18-017
11-25-81

18-017
11-25-81

18-017
11-25-81

18-086
08-17-78

18-086
08-17-78

PATENT N
O
.

EXP. DATE

3806526

04-23-91
3878217
04-15-92
3965257
06-22-93
3966949
06-29-93
4254129
03_03-98
4285957
08-25-98

:‚:.'-.

4465660
08-14-01

3655663

04-11-89

3655663
04-11-89

3655663

04-11-89

4195085
03-25-97
3655663
04-11-89

4195085
03-25-97
3655663
04-11-89

EXCLUSIVITY

EXP. DATE

NCE
05-08-90

N5
09-24-86

IV-97



IV-98

ACTIVEINGREDIENTLS)

STRENGTHS

TOCAINIDEHYDROCHLORIDE
40OMG

TOCAINIDEHYDROCHLORIDE
ÖOOMG

TOLAZAMIDE
TOOMG

TOLAZAMIDE
250MG

TOLAZAMIDE
500MG

TOLAZOLINEHYDROCHLORIDE

25MG/ML

TOLMETINSODIUM
EQ2OOMGBASE

ToLMETINSODIUM

£04оомсBASE

TRAZODONEHYDROCHLORIDE
I50MG

TRETINOIN
0.05%

TRETINOIN
0.1%

TRETINOIN
0.05%

TRADENAME

TDOSAGEFORM;ROUTE)

TONOCARD

(TABLET;ORAL)

TONOCARD

(TABLET;ORAL)

TOLAZAMIDE

(TABLET;ORAL)

TOLAZAMIDE

(TABLET;ORAL)

TOLAZAMIDE

(TABLET;ORAL)

PRISCOLINE

(INJECTABLE;INJECTION)

TOLECTIN
(TABLET;ORAL)

TOLECTINDS

(CAPSULE;ORAL)

DESYREL

(TABLET;ORAL)

RETIN-A
(SOLUTION;TOPICAL)

RETIN-A
(CREAM;TOPICAL)

RETIN-A
(CREAM;TOPICAL)

APPLICANTNAME

MS&D/MERCK

MS&D/MERCK

ZENITHLABORATORIES

ZENITHLABORATORIES

ZENITHLABORATORIES

CIBA/CIBA-GEIGY

MCNEILLABORATORIES

MCNEILLABORATORIES

MEADJOHNSON/B-M

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ЩAPPROVALGATE

18-257
11-09-84

18-257
11-09-84

18-894
11-02-84

18-894
11-02-84

18-894
11-02-84

06-403
02-22-85

17-628
03-24-76

18-084
10-30-79

18-207
03-25-85

16-921
10-20-71

17-340
01-26-73

17-522
07-19-74

PATENTNO.

EXP.DATE

4218477
08-19-97
4237068
12-02-97

4218477
08-19-97
4237068
12-02-97

3752826
08-14-90

3752826

08-14-90

3729568
04-24-90

3729568
04-24-90
3906108
09-16-92

3729568

04-24-90
3906108

09-16-92

¿XCLUSIVITY

Ш
NCE

11-09-89

NCE
11-09-89

TABLEIV.NDA'SAPPROVEDTRON1-1-82TO6-30-85080NDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVTTYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

TRETINOIN
0.01%

TRETINOIN
0.025%

TRIAMCINOLONE ACETONIDE
O.25MG/INH

L1. .1.-T107 3

TRIAMCINOLONE ACETONIDE
0.1%

TRIA2OLAM
O.125MG

TRIAZOLAM
0.25MG

TRIAZOLAM
0.5MG

TRILOSTANE
ЗОMG

TRILOSTANE
60МG

TRIMETHOPRIM
2OOMG

TRIMETHOPRIM
2OOМG

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)

APPLICANT NAME

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

WILLIAM H RORER

ER 5QU188 AND soNs

UPJOHN

UPJOHN

UPJOHN

WINTHROP LABS/STERL

WINTHROP LABS/STERL

BURROUGHS WELLCOME

HOFFMANN-LA ROCHE

NDA N
O
.

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 N
O
.

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

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

3897779 NDF
08-05-92 09-24-86
3927806
12-23-92

4048310
09-13-94

3980790 NCE
09-14-93 11-15-92
3987052
10-19-93

3980790 мс6
09-14-93 11-15-92
3987052
10-19-93

3980790 NCE
09-14-93 11-15-92
3987052
10-19-93

мCE
12-21-89

мс6
12-21-89

NS
09-24-86

Ns
09-24-86

IV-99



001-01.

98-VZ-60
8N

98-82-60
нм

98-82-60
нм

98-VZ-60
8N

96-12-01
1981628
16-20-21
9211828

86-08-80 88-90-10
33N 2122992

98-82-60
SN

MTM-3m
0110150TOХ3 'ON 1831Vd

28—08—90

289-81

88—11—10
SÖS-Bl

VB-O2-EO
880—61

88-08-80
926—81

88—01—60
118—81

88—01—60

LLB-8l

28-BO-2O
869—81

28—80—80
869-8[

89-02-80
911-21

28-91-60
261-91

28—08-[0
619-81

31VD 1V008ddV

'ON VDN

5811 10N3AV81

58V1 10N3AV81

508VН8 318V35

508VН8 318V35

508VН8 318735/318V35

508VH8 318V35/318V35

TV311033008VН8 11008

TV311033008VH8 11008

VNOZ8V/00NV980

0НNV/S8V1 53A1

58V1 13V83018

3МV8 1NVOI1ddV

(v/N =010011)
830IVIN03

3115V18 NI 831VM 3118315

(V/0 501OО11)
830IVIN03 3115V18 N1

мо11332м1 803 831VM 3118315

(N01133001 1318V133001)
NVTV3

(N01133001 5318V133C01)

NVTV3

(TV80 5131BVI)
NVTV3

(TV80 51318V1)
NVTV3

(TV80 513TBV1)
м11аоз1

(TV80 51318V1)
м11аоз1

(001133001 5318V133001)
(98—30) 00803800

(TV80 531058V3)
11IN00805

(TV80 51318V1)
NI880Н13NI81

131008 :N803 30V5001

INV8 30V81

2001
3118315 ‘001133C01 803 83170

%001
3118315 ‘001133C01 803 83170

TN/909'2
301801Н308OAН 11NV8V830

1v1/011921

301001Н3000АН 110V8V830

9002!
301801Н308OАН 110V8V83^

9808

301801Н30800Н 11NV8V83A

Ф^ 90021
301801Н3080АН 11NV8V83^

9008
301801Н3080АН 11078783А

TV1A/9001
3010088 0010080330

35V8 90001 03
31V3TV0 301NV881NI81

90001
NI880Н13NI81

(5181083815

1511831038081 31119V

8011VN80381 0110150TOXI 0NV 1831Vd 31V18d08ddV Н118 51VD8 0NV SB—01—9 01 2B—1—1 NO83 03108ddV 51VD8 '01 310V1



TABLE IV. NDA'S APPROVED FROM 1-1-82 10 6-30-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA N
O
.

PATENT N
O
.

EXCLUSIVITY

STRENOTH)S) )DOSAGE PORN; ROUTE) APPROVAL DATE EXP. DATE EXPLOLOEE

WATER FOR INJECTION, STERILE STERILE WATER IN PLASTIC ABBOTT LABORATORIES 18-801
100% CONTAINER 10-27-82

(LIQUID; N/A)

WATER FOR INJECTION, STERILE BACTERIOSTATIC WATER IN ABBOTT LABORATORIES 18-802
100% PLASTIC CONTAINER 10-27-82

(LIQUID: N/A)

WATER FOR INJECTION, STERILE STERILE WATER FOR INJECTION AM MCGAW/AM HOSP 19-077
100% IN PLASTIC CONTAINER O3-02-84

(LIQUID; N/A)

XENON, XE-127 XENON XE 127 MALLINCKRODT 18-536 NCE
5MCI/VIAL (GAS; INHALATION) 10-01-82 10-01-92

XENON, XE-127 XENON XE 127 MALLINCKRODT 18-536 NCE
TOMCI/VIAL (GAS; INHALATION) 10-01-82 10-01-92

XENON, XE-133

E

XENON XE 133 MALLINCKRODT 18-327
TOMCI/VIAL (GAS; INHALATION) 03-09-82

ХЕNON, ХЕ-133 ХЕNON ХЕ 133 MALLINCKRODT 18-327
2OMCI/VIAL (GAS; INHALATION) 03-09-82

IV-TOT
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