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III. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

DESCRIPTION OF REPORT

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

USE OF REPORT

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



REPORT0FCOUNTSFORTHEDRUGPRODUCTLIST

A.COUNTSCUMULATIVEBYQUARTERS
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APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST ‘84 - JULY '85

ACEBUTQLOL HYOROCHLQBIDE (PAGE 3-1)

CAPSULE; ORAL
SECTRAL

ACETAQINOPHEN; CODEINE PHOSPHA|§ (PAGE 3-1)

TABLETI ORAL
AOETAMINOPHEN Hl CODEINE 82

IVES LABS/ANNO EQ говHе BASE! N 18917 AA LEMMON 300MG;15HGI N 88627
EQ 400MG BASEn N 18917 A0ETAMIH0RHEH N/ советы: 95

AA LEMMON 300MG;30MGN N 88628
AOETAMIHORHEN w/ спавшие s4

AGETAMINORHEN; BUTALBITAL LPAGE 3-11 AA LEMMON :00rE;8oMG8 N 88629

/AóETAMINdRHEH'Hŕ'éóńEtHr'á‘.SERZTE'lé
CAPSULE; Ош /Ш 7ZER3TR1ARORAT¢RIESIII dduw /N'ßidóß/
BUTALBITAL AAAÍAGETAHINORHEH

Ag OM GRAHAM LABS 850MG;50MG8 N 88991
RHRENILIH FORTE AcETAMINOPHEN; HYOROCOOONE BITARTRATE (PAGE 3-2)

Ag CARNRIcx/GH CARNRIcR 8soMG;50MGn N 88831
CAPSULE; ORAL

TABLET; ORAL AGETAMINORHEN ANO HYOROOOOONE BITARTRATE
BUTALBITAL ANO AcETAMIHORHEN AA cENTRAL PHARMS 500MG;§A§N N 88898

Ag OANBURY PHARMACAL 325MG;50MG8 N 87550 > AOD > AA OM GRAHAM LABS 500MG;55§8 N 88958
RMRENILIM

AA CARNRIck/GH CARNRIcR 325MG;50MGn N 87811 TABLET; ORAL
AGETAHINORHEN ANO HYDRocouoHE BITARTRATE ‚

/M/ RÉRTRÄL'PHÄRW 7333513 TEU т. ¿7751/
AcETAMINOPHEN; BUTALBITAL; cAFFEINE (PAGE 3-11 00-GEsIc

AA CENTRAL PHARMS 500MG;§__ H 87757
CAPSULE; ORAL HYDROCODONE BITARTRATE Н/ ACETAMINOPHEN
BUTALBITAL, AGETAHIHORHEN, cAFFEINE AA BARR LABORATORIES 500MG;5__N N 88577

Ag 0M GRAHAM LABS 325MG;50MG;4oMG8 N 88743
AA 325MB;50MG;40MG8 N 88758
Ag 325MG;50MG;40MG8 N 88785 AcETAMINoPHEN; oxrcoOONE HYOROcHLoRIOE (PAGE 3-21
Ag 325MG;50MG;40MG8 N 89023
Ag 325Mo;50MG;40MG8 N 89087 CAPSULE; ORAL
Ag 325MG;50MG;40MG8 N 89102 TYLOx
ESGIO McNEIL PHARM 500MG;5MGn N 88790

Ag GILBERT LABORATORIES §25MG;50MG;40MGN N 88825 TYLOx-325
McNEIL PHARM 325MG;5MGN N 88248

TABLET; ORAL
BUTALBITAL ASRIRIN ANO cAFrEINE TABLET; ORAL

AB QUANTUM PHARMIcS 325MG;50 ;40MGn N 88972 /dddddéŕ/
ESGIO OXYCET

Ag GILBERT LABORATORIES 325MG;50MG;4oMGn N 87629 AA HALSEY DRUG 325MG;5A§n N 87483
FIORICET

AB SANOoz PHARMS/SANOoz 325MG;50MG;40MG8 N 88818
варан AGETAMINORHEN; PROPoxYPHENE NAPSTLAT; (PAGE 3-2)

Ag DM GRAHAM LABS 325MG;50M6;40MGI N 87804
TABLET; ORAL
0ARvocET-H 100

AcETAMINOPHEN; cooEINE PHOSPHATE (PAGE 3-1) AA ELI LILLY 850MG;100MG N 17122‘
0ARvocET-N во

TABLET; ORAL AA ELI LILLY 325MG;50MG N 17122
ACETAMINOPHEN AND OOUEINE PHOSPHATE PROPOXYPHENE NAPSYLATE ANO AOETAMINOPHEN

AA zENITH LABORATORIES 300MG;80MG N 87083 AA BARR LABORATORIES 325MG;50MG8 N 70115

AA 850MG;100MGn N 70118

AA MYLAN PHARMS 850MGz100MGn N 70145
PROVOCET 100

AA LEMMON 8soMG;100MGn N 70107
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST '85'84 — JULY

Y IN ° OD CH (PAGE 3-9)

INJECTABLE; INJECTION
AMINOPNYLLINE IN SODIUM GHLORIDE 0.652 IN PLASTIC CONTAINER

A_P ABBOTT LABORATORIES допив/100111;450п8/1оомш

AE 200MG/100ML;450MG/100MLN
‘mons/loom;450rTG/100ML11

и _ l l '500MG/100ML;450MG{100MLN

/ÄNINÓPHÑAAINÉ‚¢„ń52.ïN.SÓRIÚH.¢HAQRIPE.A„NSZÃ
штандарт шVа/588711181;дэтзедшт/

‚Ш “HERRERA 288878828 7,HL i, It H5111 кий
ммншштне'ши‘тм dill ‘1566313! '15.'452/

/Ш /Áéásífi'LÁÉÓRÄÍÓRIÉS//ÉÓÖUC )i 61154! 615611ПЙЫ/

AHITRIPTYLINE HYDROCHLORIDE (PAGE 3-10)

TABLET; ORAL
AHITRIPTYLINE HOL

BP AM THERAPEUTICS 25MG!

BP 50MG!
BP 75H6!
BP IOONGN
BP PAR PHARMACEUTICAL 10H6!
BP ZSNGU
BP SONG.
BP 75H6!
BP IOOHGI
BP lSOMGI
Ag а PUREPAC/KALIPHARMA 10M@
Ag a 25MG

AB э 50MG
A 8 75НG

iäŕ/ a/sTmuR1181001101;AH'00"6/
три /zsnAj/
/sp/ шуты
555; íïigíiëá/
/sr/ шиши
Ag SIUHAK LABORATORIES LQMQI
ЕЁ ЁЁЦЁ“
Ё Ш“
_A2 Щ"
Ag IOOMGI
Ag ISOHGI
BP SUPENPHARM 10H6!
BP ZSMGI

BP БОМБ“
BP 75H6”

BP lOONG!

N 18924

N 18924

N 18924
N 18924

МИМ”
/M5514?!
m3118147/

zz
zz
zz
zz
zz
zz
zz
q
zj
zz
zz
zz
zz
zz
zz
zz
zz
z

V V

V > U D

V > U U

V > D D
U
D
V

V
V
V

Ш (PAGE 3'12)

LOTIONF TOPICAL
LAC-NYDRIN
BRISTOL-MYERS EQ 122 ACID!

AHOXICILLIN (PAGE 3-12)

Agg

CAPSULE; ORA
UTINOX

З PARKE-DAVIS/N-L

Э

L

AEQXICILLINE POTASSIUN CLAVULANATE (PAGE 3-13)

POHDER FOR R

AUGMENTIN
BEECHAM

AUGMENTIN
BEECHAM LABS/BEECHAM 250NG/5ML;EQ 62.5HG ACID/SML!

TABLET; ORAL
AUGMENTIN
BEECHAM
AUGNENTIN
BEECHAM

TABLET» CHEN
AUGMENTIN
BEECHAM LABS/BEECHAM 125MG;EQ 31.25MG ACID!
AUGMENTIN

BEECHAM LABS/BEECHAM ZSOMG;EQ 62.5MG ACIDI

ECONSTITUTION; ORAL
'125'
LABS/BEECHAM 125MG/5ML;

EQ 31.25MG ACID/5ML!
'250'

'250'
LABS/BEECHAM 250MG;EQ 125MG ACID!
'500'
LABS/BEECHAM SOOMG;EQ 125MG ACID!

ABLE; ORAL
'125'

'250'

AMPHETAMINE SULFATE (PAGE 3-13)

TABLET; ORAL
ANPHETAMIN
LANNETT

E SULFATE
5MG!
10H6!

AMPICILLIN SODIUH (PAGE 3-14)

И
;

INJECTABLE; INJECTION
ANPIOILLIN
ELI LILL

SODIUN

Y E 500MG BASE/VIA !

E IGH BASE/VIAL!

N

19155

62107
62107

50575

50575

5056#

50564

50597

50597

83901
83901

62565
62565
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gETAMETHASONE VALERATE (PAGE 3-22) BROMPHENIRAMINE MALEATE; DEXTROMETHORPHAN HYDROBROMIDEI
ß§§UDO§PHEDgIN§ HYDROCHLORIDE (PAGE 3-25)

CREAM; TOPICAL
BETAMETHASOHE VALERAIE SYRUP; ORAL

Ag THAMES PHARMACAL EQ 0.12 BASE! N 70062 BIPHETANE 0X
BETATR AA BAY LABORATORIES 2MB/5ML;IOMGZSML;3OMG/5MLI N 88811

lé!! mßâäïńńá/RßŕßßdN/_á-_M'6112 ‘бы тиши _____впомттвон
Ag SAVAGE LABS/BYK-GLDN EQ 0.12 BASE N 18862 AA NATL PHARM MFG/BARRE 2MG/§ML;10H6/5ML;30MG/5ML! N 88722

VALNAO DIMETANE-DX
Ag NMC LABORATORIES EQ 0.12 БАЗЕ! N 70050 AA AH ROBINS 2MS/5ML;10MG/5ML;30MS/5ML N 11694

AA AMG/5ML;JOMG/SML;SOMG/SML N 19279
LOTION; TOPICALЩ

Ag LEMMON EQ 0.12 БAЗЕ! N 70072 BROMPHENIRAMINE MALEATEìAPHENYLPROPANOLAMINE HYDROCHLORIDE
BETAMETHASONE VALERATE (PAGE 3-25)

> ADD > Ag NATL PHARM MFG/BARRE EQ 0.12 БAЗЕ! N 70052
ELIXIR; ORAL

OINTMENT; TOPICAL BIPHETAP
VALNAO AA BAY LABORATORIES 4MB/5MLä25MG/5MLI N 88687

Ag NMC LABORATORIES EQ 0.12 BASE! N 70051 BROMANATE`
_A NATL PHARM MFG/BARRE 4MG/5ML;25MG/5MLI N 88688

BITOLTEROL MESXLATE (PAGE 3-24)
gQQÈIAAIQE (PAGE 3-25)

AEROSOL; INHALATION
TORNALATE TABLET; ORAL
HINTHROP-BREON/STERL 0.37MG/INHI N 18770 BUMEX

HOFFMANN-LA ROCHE гHев N 18225

BROMODIPHENHYDRAMINE HYDROCHLORIDEi CODEINE PHOSPHATE
LPAGE 3-241 /BURREHORRHIHE'HrdRddHüdRtdE/(PAGE 3-28)

SYIÃIRSÄYORAL
INJERTTRN/

AA "my LABORATORIES дна—гTTG/50u@и n N 88626 мятным/мн /RA'AIAHA'RASUNI/ тиши
AA MARION LABORATORIES 12,5M6/5ML510MG/5ML N 09319

BROMANYL
‘

BUTABARBITAL SODLUM (PAGE 3-26)
AA NATL PHARM MFG/BARRE 12.5MG/5ML;10MG/5MLI N 88343

ELIXIR; ORAL
/sauION'HUTABAAHITAL/

BROMPHENIRAMINE MALEATE; CODEINE PHOSPHATE; BUTABARBITAL SODIUM
PHENYLPROPANOLAMIN§ UYQROCHLORIDg (PAGE 3-25)

TABLET? ORAL
SYRUP; ORAL QUTABARBITAL SODLQM
QIPHETANE DQ AA LEMMON 15H6! N 88632

AA BAY LABORATORIES 2MG/5ML;10MG/5ML; AA ägmg8 N 88631
;2.5MG/5ML8 N 88904

BROMAHATE Oo \
Y

AA NATL PHARM MFG/BARRE ZMG/SMLIIOMG/SML; QALCITONIN¢ SALEQN (PAGE 3-27)
12,5MG/5MLI N 88723

DIMETANE-DO INJECTABLE; INJECTION
M A" ROBIN'

à-_LHG/Sm-_NLm/m CIÈÉÈÉGÈ ‘рикши ша 'RRf'TNHs/R'/ 8111184/aßmßM RIMM ‚ ‚„‚‚‚‚ l „„‚
ММ. икс. mrs/nu /N 1.176,9/

ARMOUR PHARM 200 IU/ML N 17769
400 IU/VIAL N 17497
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST '84 ­ JULY '85 7

CAPTOPRIL;4HYOROCHLOROTHIAzIOE (PAGE 3-31) CEEOTAAIME SQQIOA; SOOIgn ggLggIOE (PAGE 3-331

TABLET; ORAL INJECTABLE; INJECTION
CAPOZIDE 25/15 CLAFORAN IN SOOIUM CHLORIOE 0.92 IN PLASTIC CONTAINER
ER SOUIBB ANO SONS 25MG;15MGn N 18709 HOECHST-ROOSSEL 58 20мG BASE/ML;9MG/MLn N 50598
CAPOzIOE 25/25 58 40H8 B155/Hь;9HG/ньп N 50598
ER 5801B8 ANO SONS 25MG;25MGn N 18709
CAPOzIOE 50/15
ER 5801BB ANO SONS 50MG;15MGN N 18709 CEEOxITIN SOOIUM (PAGE 3-331
CAPOzIOE 50/25
ER 5801BB ANO SONS 50MG;25MGn N 18709 INJECTABLE; INJECTION

MEPOxIN
MSSO/MERCR 58 IOGM BASE/VIALn N 50517

CARBACHOL «PAGE 3-311

/SOLUTION/DROPSÃXOPHTHALMIC/ CgEoxITIN SOOIUM; OExTROSE (PAGE 3-331
INJECTABLE; INJECTION

INJECTABLE; INJECTION
MEEOxIN IN OExTROSE 52 IN PLASTIC CONTAINER

CEEAzOLIN SOOIUM;ŕOExTROSE (PAGE 3-331 MSaO/MERCK 58 20MG BASE/ML;50MG/ML8 N 50581
58 40MG BASE/ML;50MG/MLn N 50581

INJECTABLE; INJECTION
ANCEP IN OExTROSE sz IN PLASTIC CONTAINER
TRAVENOL LABS 58 10MB BASE/ML;50MG/MLn N 50588 CEEOxITIN SOOIUM; SOOIUM CHLORIOE (PAGE 3-331

58 20HG BASE/ML;50MG/ML8 N 50588
INJECTABLE; INJECTION
MEEOxIN IN SOOIUM CHLORIOE 0.92 IN PLASTIC CONTAINER

CEEORANIOE TPAGE 3-331 MSAO/MERCR 58 20MG BASE/ML;9MG/MLx N 50581
58 40MG BASE/ML;9MG/MLn N 50581

INJECTABLE; INJECTION
PRECEP
BRISTOL LABS/B-M 500MG/VIAL8 N 62579 > 100 > CEPTAzIOIMg (PAGE 3-331

IGM/vIAL8 N 62579
геH/01118 N 62579 > 100 > INJECTABLE; INJECTION
IoGM/VIALn N 82579 > ADO > PORTAz
zoGM/VIALn N 62579 > 100 > GLAXO sooMC/VIAL8 N 50578

> 100 > IGM/VIAL8 N 50578
> 100 > eGM/VIAL8 N 50578

QEEQIAXIME ЗООДЩ (PAGE 3-33) > ADD > 66M/VIALII N 50576

INJECTABLE; INJECTION
CLAEORAN ‚ ‚ ‚ ‚ CEFTIzOxIME SOOIUM; OExTRosE (PAGE 3-331
HOECHST-ROUSSEL /EA 566116. PASE/#ml т. 5.65.47/

58 IOGM BAsE/VIAL8 N 50547 INJECTABLE; INJECTION
CEEIzOx IN OExTROsE 52 IN PLASTIC CONTAINER
SK&F LABORATORIES EQ 20MB BASE/ML;SOMG/MLI N 50589

CEEOTAxIME SOOIUM; OExTROSE (PAGE 3-33) 58 40H6 BASE/ML;50MG/MLN N 50589

INJECTABLE; INJECTION
CLAFORAN IN DEXTROSE 52 IN PLASTIC CONTAINER
HOECHST-ROUSSEL EQ ЗОНЕ BASE/ML;SOMG/MLI N 50596

EQ QOMG BASE/ML;SOMG/MLI N 50596
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DRUG PRODUCT LIST / 9CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST '84 ­ JULY '85
CHYMOPAPAIN (PAGE 3-43)

INJECTABLE; INJECTION
CHYMODIACTIN
SMITH LABORATORIES

CISPLATIN (PAGE 3-44)

Iyägiìîsäë;
INJECTION

)RRASTÈATAAs/Afn/ мим/ни

PLATINOL-AQ
BRISTOL LABS/B-M

4,000 UNITS/VIAL!

НИМБ/УМЫ

0.5MG/ML

CLEMASTINE FUMARATE (PAGE 3-44)

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

CLOMIPHENE CITRATE (PAGE 3-45)

TABLET; ORAL

CLONIDINE (PAGE 3-45)

FILM» CONTROLLED RELEASE;
CATAPRES-TTS-I

OLON-.m

MERRELL 'PRH/151511.'SÍHÉN/ 5.6115//1515/
Ag MERRELL DOH/DOH CHEM 50MG
- CLOHIPHEHE CITRATE
/BP/ WHÑÍÉWAPHÃRH/ /5151115/
Ag PLANTEx/IKAPHARM 50MG

PERCUTANEOUS

BOEHRINGER INGELHEIM 2.5MGN
CATAPRES-TTS-2
BOEHRINGER INGELHEIM 5MG!
CATAPRES-TTS-3
BOEHRINGER INGELHEIM 7.5MGN

CLOTRIMAZOLE (PAGE 3-45)

TABLET; VAGINAL
NYOELEX-G
MI LES PHARMS/MI LES 500MG!

N 18663

N 18675

т'мш/
N 16131

/11.733361/
N 18361

N 18891

N 18891

N 18891

N 19069

ODEINE PHOSPHA ' PHENY E
HYDROCHLORIDE (PAGE 3-46)

SYRUP; ORAL
PHENERGAN VC Nl CODEINE

INE YDROCH OR ’
PROMETHAZIN

N 08306AA HYETH LABS/AMHO 10MG/5ML;5MG/5ML;6.25MG/5ML
PROHETH VC Nl CODEINE

AA NATL PHARM MFG/BARRE 10MG/5ML;5MG/5ML;6.25MG/5ML8 N 88764
PROMETHAZINE VC Nl CODEINE

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

CODEINE PHOSPHATE; PROMETHAZINE HIDROCHLORIDE (PAGE 3-46)

SYRUP; ORAL
PNENERGAN H/ CODEINE

AA NYETH LABS/AMHO 10MG/5ML;6.25Q§/5ML N 08306
PROMETH Hl CODEINE

AA NATL PHARM MFG/BARRE 10MG/5ML;6.25MG/5ML8 N 88763
PROMETHAZINE H/ CODEINE

A_ BAY LABORATORIES 10MG/5ML;6.25MG/5MLI N 88875

CODEINE PHOSPHATE; PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE
HYDROCHLORIDE (PAGE 3-46)

SYRUP; ORAL
AOTIFED Nl CODEINE

AA BURROUGHS NELLCOME
PSEUOOOINE c

AA BAY LABORATORIES
TRIAcIH-c

AA

COLCHICINE; PROBENECID (PAGE 3-47)

TABLET; ORAL
PROBENECID AND COLCHICINE

BP ORUMMER/PHOENIX 0.5MG;500MG
OBENECID

/AP/ 'Mmm/233838?"“175.551555188/

CORTICOTROPIN (PAGE 3-47)

INJECTABLE; INJECTION
OORTIOOTROPIN

A2 CARTER-GLOSAU LABS 40 UNITS/VIAL!

QORTISONE ACETATE (PAGE 3-47)

TABLET; ORAL
CORTISONE ACETATE

BP O VITARINE/PHOENIX 25MG

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 88130

швами

N 88772

N 80333
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CRONOLYNSOOIUN(PAGE3-48)

SOLUTION/DROPS;OPHTHALMIC
OPTICROM
FISONS42!

CYCLOPHOSPHAHIDE(PAGE3-50)

INJECTABLE;INJECTION
CYTOXA
и

71111?
ИНЫМ/ВЕН! /ХЗ//11096)110С/

/ХВ//aNäíüláí/
[В]l!)NSJVIAU

/_jт:111.L!
£607.10/

AgBRIsToLLABs/B-N100MB/VIAL
Agzoons/VIAL
Ag500MG/VIAL
AgIGN/VIAL

2Gm/VIAL

TABLET;ORAL
CIAÈÍÉ'IMNsaN/a
1|/ШЩ

''
/s.<|I|¢/

CYTOXAN
BRISTOLLABS/B—"25H6

SONG

CYPROHEPTADINEHYDROCHLORIDE(PAGE3-51)

TABLET;ORAL

cvvRoNEPTAnINENcL
_AANTHERAPEUTICS¿Nga
AаDRUNNERPNoENIxggg
)P

DESERPIDINE;METHYCLOTHIAZIDE(PAGE3-52)

TABLET;ORAL
ENDURONYL

BPABBOTTLABORATORIES0.25HG;5MG
ENDURONYLFORTE

BPABBOTTLABORATORIES0.5MG;SHG
METHYCLOTHIAZIDEANDDESERPIDINE

BPBOLARPHARMACEUTICAL0.25N955NGI
BP0.5HG;5HG!

DESONIDE(PAGE3-53)

CREAM;TOPICAL
DESDHEN

AgOHENLABS/DER"PRODS0.052!
TRIDESILON

AgMILESPHARNS/NILES0.052

N

2
2
2
2

18155

88798
87284

12775

12775

88486
88452

19048

17010

DESOXIMETASONE(PAGE3-53)

OINTMENT;TOPICAL
TOPICORT

HOECHST-ROUSSEL0.052!N18594

DEXAMETHASONE(PAGE3-53)

/¢RÉAHÍII¢É1¢Á£/
/HI/IÉÉÉÉNIIN/ÄKÍISNÄl

/9,515.42//1123355/

DEXAHETHASONEìNEOHYCINSULEATEìEQLYHYXINB§QLFAI§(PAGE3-55)

OINTHENT;OPHTHALHIC
DEXAOIDIN

AICOOPERVISIONPHARMS0.125EQ3.506BASE/6H;
102000UNITS/GMIN62566

SUSPENSION/DROPS;OPHTHALHIC
DEXACIDIN

AICOOPERVISIONPHARMS0.12;E§3.5MBBASE/HL;
102000UNITS/MLUN62544

DEXAMETHASONESODIUNPHOSPHATE(PASE3-55)

SOLUTION/DROPS;OPHTHALMIC

DEXAMETHASONESGDIUNPNDSPNATE
AICARTER-GLOSAULABSEQ0.12PHOSPHATEIN88771

ВЕХAHЕТНA80МЕ80010НPHOSPHATEiNEOHYCINSULFATE(PASE3-56)

SOLUTION/DROPS;OPHTHALMIC

ш AIHS&D/HERCKEQ0.12PHOSPHATE;
EQ3.5MBBASE/HLN50322

NEDMYCINSULFATE-DEXANETHASONESODIUNPNOSPNAT!
AIPHARNAFAIREQ0.12PHOSPHATE;

EQ§.SHGBASE/ML!N62539

МММЙМЫЫЫЫЁ‘МЁЁМЁ‘,'IIÉÈÚIIÓÉMÉIIRÍNÉ'áúiŕÃTÉ/(PAGE3-56)

т'.152'' lIÉÈÉmßHgÉI/V

/5551415111119//218556919!/N'ïáßßäl

DEXTROAMPHETANINESULFATE(PAGE3-56)

TABLET;oRAL
Ш AAaVITARINE/PRoENIx§58N84986

AAa¿onsN85892
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DEXTROMETHORPHAN NYDROBRDMIDE; PROMETNAZINE HYDROCHLORIDE
(PAGE 3-57)

SYRUP; ORAL
PNENERGAN Hl DEXTROMETNORPNAN

AA NYETN LABS/ANNO 15MG/5ML;6,25MG/5ML
PRONETN Nl DEXTRCHETNORPHAN
NATL PHARM MFG/BARRE 15MG/5ML;6.25MG/5ML8
PROMETNAZINE DN

BAY LABORATORIES

I;
I? 15MG/5ML;6.25MG/5ML8

DEXTROSE (PAGE 3-57)

INJECTABLE; INJECTION
DEXTROSE 302 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 3GSM/100ML!
TRAVENOL LABS 3OGM/100ML
DEXTROSE 38.52 IN PLASTIC CONTAINER
ABBOTT LABORATORIES 38.56M/100MLI
DEXTROSE 52 IN PLASTIC CONTAINER

A
g
A
g

...L . —~`

ABBOTT LABORATORIES 50MG/ML
SGM/100ML!

DEXTROSE 602 IN PLASTIC CONTAINER

DEXTROSE; HEPARIN SOOIUM (PAGE 3-58)

INJECTABLE; INJECTION
HEPARIN SOOIUM 109000 UNITS IN DEXTROSE 52
ABBOTT LABORATORIES 5GM/100ML;101000 UNITS/100ML!
HEPARIN SOOIUM 102000 UNITS IN DEXTROSE 52 IN PLASTIC
CONTAINER

AB ABBOTT LABORATORIES SGM/100ML;10|000 UNITS/100ML!
HEPARIN SOOIUM 1000 UNITS AND DEXTROSE 52 IN PLASTIC
CONTAINER

AE AM "СВAИ/AН HOSP 56M/100ML3200 UNITS/100ML!
HEPARIN SOOIUM 12,500 UNITS IN DEXTROSE 52

¿E ABBOTT LABORATORIES 5GM/100NLS5,000 UNITS/100ML!
HEPARIN SOOIUM 12,500 UNITS IN DEXTROSE 52 IN PLASTIC
CONTAINER

A! ABBOTT LABORATORIES SGM/100ML;5,000 UNITS/IOOMLN
HEPARIN SOOIUM 2000 UNITS AND DEXTROSE 52 IN PLASTIC
CONTAINER
AM MCGAN/AM HOSP SGM/100ML;200 UNITS/100ML!
HEPARIN SOOIUM 25A000 UNITS IN DEXTROSE 52
ABBOTT LABORATORIES 5GM/100ML310,000 UNITS/100ML!
HEPARIN SODIUM 25,000 UNITS IN DEXTROSE 52 IN PLASTIC
CONTAINER
ABBOTT LABORATORIES SGM/100ML35,000 UNITS/100ML!

5GM/100ML;10,000 UNITS/100ML!
HEPARIN SCDIUM 25000 UNITS IN DEXTROSE 52 IN PLASTIC
CONTAINER
AM "СВAИ/AН HOSP

i 1
A
g
A
g

Ё
Ё

SGM/100ML;5,000 UNITS/100ML!)

N 11265

N 88762

N 88864

N 19345

N 17521

N 18923

L/ / N. '15367/

N 16367

N 19466

ABBOTT LABORATORIES óOGM/IOOMLI N 19346

N 18911
N 19339

N 19130

N 18911

N 19339

N 19130

N 18911

N 19339

N 19339

N 19134

EXTROSE' NEPARI (PAGE 3-58)

INJECTABLE; INJECTION
HEPARIN SOOIUM 5000 UNITS AND DEXTROSE 52 IN PLASTIC
CONTAINER

AM "СВАИ/АН HOSP SGM/100ML111000 UNITS/100ML! N 19130

DEXTROSE' LIDOCAINE HYDROCNLORIDE (PAGE 3-58)

INJECTABLE; INJECTION
LIDOCAINE NCL Nl DEXTROSE

Ag ABBOTT LABORATORIES 7.5и;53 N 83914
/XÍL¢¢ÄÍNÉ.H¢L.HÍ.PENÍRASÉ7_
xYLOCAINE н/ DEXTROSE
ASTRA PHARM PROOS 7.52;1.52 N 16297
xYLoCAIHE 0/ 8500055

Ag ASTRA PHARM PROOS 7.sx;§¿ N 10498

DEXTROSE’ MAGNESIUM CHLORIOE' POTASSIUM CHLORIDE’ POTASSIUM

PHOSPHATE! DIBASIC; SOOIUM ACETATE (PAGE 3-58)

INJECTABLE; INJECTION
ISOLYTE P N/ DEXTROSE 52 IN PLASTIC CONTAINER
AM "СВAИ/AН HOSP SGM/100ML;31H6/100MLì130MG/100ML;

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

DEXTROSE; OXYTOCIN (PAGE 3-59)

INJECTABLE; INJECTION
OXYTOCIN 10 USP UNITS IN DEXTROSE 52

Ag ABBOTT LABORATORIES 5GM/100ML;1 USP UNIT/IooML8 N 19185
Ag y sGM/100ML;2 USP uNITS/IOOML8 N 19185

QlII2QIE.22J£ëL!!!I§_!!_!!!IBQ§§_§Z
Ag ABBOTT LABORATORIES 5GM/100ML;2 055 иМ1т5/100мь- N 19185

91!12ЕЕЦ_ЕАЁЕЬДЫЕЕЕДЕЬДЕЕЕЕЕЕЬЕЕ
Ag ABBOTT LABORATORIES 5GM/100ML;1 055 им1т/100п1п N 19185

DEXTROSE; POTASSIUM CHLORIOE; SOOIUM CHLORIOE (PAGE 3-60)

INJECTABLE; INJECTION
POTASSIUM CHLORIOE IOMEQÍIN DEXTROSE 52 AND SOOIUM
CHLORIOE 0.92 IN PLASTIC CONTAINER

AB TRAVENOL LABS SGM/100ML5150MG/100ML;
900MG/100MLI N 19308
56M/100ML;75MG/100ML;
900MG/100MLI N 19308

POTASSIUM CHLORIOE ZOMEQ IN DEXTROSE 52 AND SOOIUM
CHLORIOE 0.92 IN PLASTIC CONTAINER

ц TRAVENOL LABS äGM/IOOMLHSOMG/IOOML;
`900MG/100MLN N 19308

AB 56Ml100ML;300MG/100ML;
v

900MG/100MLI N 19308
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DIHYDROERGOTAMINE MESYLATES HEPARIN SOOIUM;
HYDROCHLORIDE (PAGE 3-66)

LIDOCAINE

INJECTABLE;
EMBOLEX

INJECTION

SANDOZ PHARMS/SANDOZ 0.5MG/0.5ML;2,500 UNITS/0.5ML;
5.33MG/0.5MLI
0.5M6/0.7ML;5»000 UNITS/0.7ML;
7.46MG/0.7MLN

DIPHENHYDRAMINE HYDROCHLORIDE (PAGE 3-67)

CAPSULE; ORAL
DIPHEHHYDRAMINE HcL

AA 505555н15м 25мG8

AA sonsn

ELIXIR; ORAL
DIPHENHYDRAHINE HcL

AA NAsKA PHARMACAL 12.5HG/5MLn

DISOPYRAMIDE PHOSPHATE (PAGE 3-68)

CAPSULE; ORAL
DISOPYRAMIDE PHOSPHATE
BIOCRAFT LABS EQ 100MG BASE!

Eg 150МG B1558

59 looms ßAsEn
59 150mB BAsE8
EQ_IQQM§_EA§EN
59 150mB BAsE8

NoRPAcE

SEARLE PHARMS E 100MB BASE

E 150MG BASE

Р
Р
Р
Р
Р

Ш
Ф
Ф
Ф
Ф
Ш DANBURY PHARMACAL

MYLAN PHARMS

lä
ü
ä

DISULFIRAM (PAGE 3-68)

TABLET; ORAL
DISULF IRAM

BX PAR PHARMACEUTICAL 250MB!
BX 500MG!

QLVALPROEX SOOIUM (PAGE 3-69)

TABLET, ENTERIC COATED; ORAL
DEPAKOTE

ABBOTT LABORATORIES EQ 125MG BASE!

N
N

Z
Z

Z
Z
Z
Z
Z
Z

18885

18885

89040
89041

88680

70101
70102
70173
70174
70138
70139

17447
17447

88792
88793

18723

V b U

VV > О

DOPAMINE HYDROCHLORIDE (PAGE 3-69)

INJECTABLE; INJECTION
DDPAMINE HCL

99 INVENEX LABS/LIFE «ons/MLA

99 80мG/H1п

¿E LYPHoMEn 40м8/м1н
Ag зоHе/011

DOXORUBICIN HYDROCHLORIDE (PAGE 3-69)

INJECTABLE;
ADRIAMYCIN
FARMITALIA CARLO ERB ZOMGÍVIALI

INJECTION

DOXYCYCLINE HYCLATE (PAGE 3-70)

CAPSULE; ORAL
DORYX

99 FAULDING EQ 100MB BASE8
DOXY-LEHHON

99 LEMMON EQ 50MG BASEn
DOXYCYCLIHE HYOLATE

99 HALSEY DRUG EQ БОМБ BASEn
99 EQ 100MB BASEn

99 PAR PHARMACEUTICAL EQ БОМG ВAЗЕп

99 SUPERPHARM EQ 50MG BASEn

99 Е9 100MB BASEn

99 ИEST-HARO EQ БОМG БAЗЕ!
99 ZENITH LABORATORIES EQ БОМG BASE8

99 Е 100MB БAЗЕ!

TABLET; ORAL
DOKY-LEMMON

99 LEMMON E 100MG БAЗЕ!
noxYcYcLrnE HYOLATE

99 SUPERPHARM EQ 100MB BASE!

A ZENITH LABORATORIES 99 1ООМG BASE»

QQäILAMIH§_§QQQI!AI§ (PAGE 3-70)

TABLET; ORAL
DECAPRYN

99 MERRELL DON/DON CHEM 25MG
DOXYLAHIHE SUCCIHATE

99 QUANTUM PHARMICS гБМБп

DRONABINOL (PAGE 3-70)

CAPSULE; ORAL
MARINOL
UNIMED 2.5МGn

БHGп
10MB!

Z
Z
Z
Z

Z
Z
Z
Z
Z
Z
Z
Z
Z

Z
Z

Z
Z
Z

70012

70013
70058
70059

50467

50582

62497

62119
62119
62434
62469
62469
62396
62500
62500

62581

62494
62505

06412

88603

18651
18651
18651
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EININYL ESIBAOIOL; NORETHINORONE Ac§1A1§ (PAGE 3-79) ELUORONETHOLONE (PAGE 3-83)

TABLET; ORAL721
SuSPENSION/OROPS; OPHTHALnIc

/LóÉSÍRïN. „5/35/ FnL
LOESTRIN 21 1.5/30 ALLERGAN PHARNS 0.1z8 N 16851

ETHYNOOIOL OIAcETATE; NESTRANOL (PAGE 3-80) ELUOROURAOIL (PAGE 3-83)

TABLET; ORAL-20 INJECTABLE; INJECTION
OVuLEN FLuonouRAcIL

> A00 > а SEARLE/SEARLE PHARnS 1пе;о.1пG N 16029 Ag SOLOPAK LABORATORIES 50MB/NL8 N 88766
Ag sons/NL8 N 88767

ETIDRONATE DISODIUM (PAGE 3-81)
ELUPHENAZINE HYDROCHLORIDE (PAGE 3-84)

TABLET; ORAL
DIDRONEL TABLET; ORAL
NORHICH EATON/P&G 400MGI N 17831 PERMITIL

BP Э SCHERING 2.5MG N 12034

EENTANYL CITRATE (PAGE 3-81)

INJECTABLE; INJECTION
ELUPREDNISOLONE (PAGE 3-84)

FENTANYL CITRATE TABLET; ORAL

AB ABBOTT LABORATORIES EQ 0.05MG BASE/ML! N 19115 ALPHADROL
Э UPJOHN 1.5MG N 12259

FLUNISOLIOE (PAGE 3-82)
/ óllllztóll 'STINÚL'ATINB'MRNONE “мышцами LPAGE 3-85)

AEROSOL; INNALATION
BRONALIOE /INJE¢ÍÄB£E5ÍINJÉ¢ÍI¢N/
SYNTEx LABS/SYNTEx 0.025ns/INH8 N 18340 /PERGONAL/

МНОЮ/КАБЫ /75.'хп/тя:75.'штр/ /Nfißá6/

FLUOCINOLONE ACETONIDE (PAGE 3-82)

CREAM; TOPICAL
EQEOSEMIDE (PAGE 3-86)

ELuocIHoLoNE AOETONIOE TABLET; ORAL
A1 BAY LABORATORIES 0.0128 N 88757 FUROSEMIOE
A; 0.025zn N 88756 Ag CORD LABORATORIES 80MB» N 18569
Ц PHARHAFAIR 0.01%!! N 68499 ¿Q LEDERLE LABS/AH CYAN 80H6!! N 18415

¿1 0.02528 N 88506 AB PARKE-DAVIS/N-L gonsn N 18419
FLuoNIn LASIx

/î
ä

/SÃÉÍÉSTLkÉSÉÃçÈÈÍEgN/c.02578 /S âäâââ/
AB HOEcHST-ROUSSEL 8935 N 16273' tl 12 .'.. .

/ÃÍŕ /_l_¿à¿/ /Nfßńéßä/
SENTANICIN SULFATE (PAGE 3-86)

OINTNENT; TOPICAL
ELUOOINOLONE AcEToNIOE INJECTABLE; INJECTION

AI BAY LABORATORIES 0.02528 N 88742 BENTANIOIN SULFATE
FLuoNIn Ag SOLOPAK LABORATORIES gg 10HG BASE/ML8 N 62507

î; HERBERT'LABS/ALLERBN 0 257x N'87157 Ag Eg «ons BASE/NL8 N 62507

/_/ ПИЩИ ЩОЁЮ‘ОЙБЛ—Ц. '­ /N 5155,13/
OINTNENT; TOPICAL

SOLUTION; TOPICAL BENTABIOIN SULFATE
FLuONIO AI E FOUSERA/BYK-GLON Eg Ins BASE/sn8 N 62533

/éi/ _7HXHÍONILABORATORIES//ó$012/ /Nfßßáßá/ AI PHARMAOERn/BYK-SLON Eg 1MB BASE/GMB N 62534
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V
>ОО
VADD

>ADQ>

HEXACHLOROPHENE (PAGE 3-94)

EHULSION; TOPICAL
TURBEx

91 xTTRIUH LABS 998 N 19055

HOMATROPINE METHYLBROMIDEE HYDROCODONE BITARTRATE (PAGE 3-95)

SYRUP; ORAL
/Hŕńńóóéńóńé/
HYOROOOOONE coMPOUNgш

AA HALSEY ORUG 1.5MG/5HL;5MG/5HL8 N 88066

TABLET; ORAL
NYcooAN

AA DUPONT PHARMS/OUPONT 1.5MG;§8§ N 05213
TUSSIBON

99 OANIELS PNARN 1.5MG;5_§8 N 88508

NYORALAzINE HYOROCHLORIOE (PAGE 3-951

TABLET; ORAL
NYORALAzINE NCL

AA AMIDE PHARMACEUTICAL 25888 N 88560

AA 50MG8 N 88649
99 ASCOT HOSP PNARMS 25HG8 N 88310
AA 50MG8 N 88311
AA BARR LABORATORIES 10MG8 N 88728
AA 100MG8 N 88729
99 CAHALL 10HG8 N 88846
AA 25HG8 N 88847
99 50HG8 N 88848

AA 100MG8 N 88849
AA а ORUMMER/PHOENIX 25HG N 86088

AA SUPERPHARM 10MG8 N 88787

AA 25HG8 N 88788
A 50HG8 N 88789

HYOROCNLOROTHIAZIOE (PAGE 3-961

TABLET; ORAL
NIBROOHLOROTNIAZIOE

99 LEMMON 25HG8 N 88924
99 50HG8 N 88923
99 SUPERP8AR8 25HG8 N 88827
99 50MG8 N 88828
99 100H88 N 88829

V >UC
V >UО

V
V
V
V

V › U o

V > О О

V b U О

V > О О

V > О О

HIDRQQHLQBOTHIAZIDE; EEIQBBQLOL IABlRATE (PAGE 3-98)

TABLET; ORAL
LOPRESSOR HCT 100/25
GEIGY/CIBA-GEIGY 25MG;100MGI N 18303
LOPRESSOR HCT 100/50

v

GEIGY/CIBA-GEIGY 50MG;100MGI N 18303
LOPRESSOR HCT 50/25
GEIGY/CIBA-GEIGY 25MG;50MGI N 18303

HYDROCHLOROTHIAZIDE; PROPRAWLOL HYDROCHLORIDE (PAGE 3-98l

CAPSULE, CONTROLLED RELEASE; ORAL
INDERIDE LA 120/50
AYERST LABS/AHH0 50MG;120MG8 N 19059
INOERIOE LA 16o/50
AYERST LABS/AHH0 50MG;160MG8 N 19059
INBERIOE LA 80/50
AYERST LABS/AHH0 50MG;80H88 N 19059

ТЁЁЗЁЁЬЗЁ?"
/ÄÍERSÍfLÁBS/ÁMHR/ /ZSMGÁÄRMR/ /Ñjißßßi/

/ÉSMGßáßñG/ /N.ïßß31/
INOERIOE-4o/25
AYERST LABS/AHH0 25MG;40MG N 18031

INDERIOE-8o/25
AYERST LABS/AHH0 25HG;80H8 N 18031

HYDROCHLOROTHIAZIDE; RESERPINE (PAGE 3-98)

TABLET; ORAL
HYDROCHLOROTHIAZIDE N/ RESERPINE

/BP/ /ÉÄRRÍLÁBОRÄÍÓRIÉS/ /ÍSMÉÍAÁIÉSMÉ/ /ÑáßßSßń/
/ÉP/ /SHHÉÄP„IÉSMG/ /Ñ.ß§579/
RESERPINE ANO NYOROCHLOROTNIAZIOE

BP BARR LABORATORIES 25HG;0.125MG N 84580
BP 50H6;0.125H8 N 84579

NYOROCHLOROTHIZIOE; SPIRONOLAQTONE (PAGE 3-981

TABLET; ORAL
SPIRONOLACTONE 4 NYOROCNLOROTNIAzInE

99 ASCOT HOSP PNARnS 2588;25HG8 N 88025
SPIRONOLACTONE N/ NYOROCNLORBTNIAzIOE

~

A a PUREPAC/KALIPRARHA 25HG;25HG N 88054

ßYDROCHLOROTHIAZIDEì TIMOLOL MALEATE (PAGE 3-98)

TABLET; ORAL
/Íïńńiïńf/
TIMOLIDE 10-25
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V p U

V b О
V b U
V > О

V

VV

KANAMICIN SULFATE (PAGE 3-112)INDOMEIHACIN (PAGE 3-108)

CAPSULE; ORAL
INDOMETHAO

99 PAR PHARMACEUTICAL 25MG8

99 508G8

99 PARKE-OAVIS/N-L 25HG8

99 50MG8

99 ROxANE LABORATORIES 25MG8

99 50MG8

SUPPOSITORY; RECTAL
INOOCIN
HSan RES LABS/HERCK 50HG8

INDOMETHACIN SOOIUM TRIHYDRATE (PAGE 3-108)

INJECTABLE; INJECTION
INDOCIN I.V.
MSAD/MERCK EQ 1MG BASE/VIAL!

IODOHIPPURATE SOOIUM! I­123 (PAGE 3-109)

INJECTABLE; INJECTION
NEPHROFLON
MEDI-PHYSICS IMCI/MLI

IOPANOIC ACID (PAGE 3-109)

TABLET; ORAL
TELEPAQUE

/HïNIHRОŕfïÄÉS/SÍÉRI//SAAMÉ/
NINTHROP-BREON/STERL 500MG

IQXAGLATE MEGLUMINE; IOXAGLATE SOOIUM (PAGE 3-109)

INJECTABLE; INJECTION
HEXABRIX
MALLINCKRODT 39.32;19.6Z8

ISOETHARINE MESYLATE (PAGE 3-110)

AEROSOL; INHALATION

BRONKOHETER I ‚
/ВЁЕОМ.1дБ$/$1БЁЬ1Ё$//д„61Й/

BN BREON LABS/STERLING 0.34MG/INH
ISOETHARINE HESYLATE

BN NATL PHARM MFG/BARRE 0.34MG/INH8

18829
18829
18806
18806
70353
70354Z

IZ
IZ
IZ
IZ
IZ

N 17814

N 18878

N 18289

/Nfßßßßá/
N 08032

N 18905

/8'12339/

N 12339

N 87858

INJECTABLE; INJECTION
KANAMYOIN SULFATE

A2 CARTER-GLOSAU LABS

KAQIREX
AE BRISTOL LABS/B-M
¿E
Е

EQ IGM BASE/3MLI

E 75MG BASE/2ML!

E 500MG BASE/2ML.
EQ 16M BASE/3MLI

LABETALOL HYDROCHLORIDE (PAGE 3-113)

INJECTABLE; INJECTION
NORMOOYNE
SCHERINB

TABLET; ORAL
NORMOOYNE

99 SCHERING

99

A

TRANOATE

99 sLAxo

99
99

5MG/ML!

LEUPROLIDE ACETATE (PAGE 3-113)

INJECTABLE; INJECTION
LUPRON
TAP PHARMACEUTICALS 1MG/0.2MLI

LEVONORDEFRIN; MEPIVACAINE HYDROCHLORIDE (PAGE 3-114)

INJECTABLE; INJECTION
SCANQQNgST L

99 OEPROCO 0.0588/8 :g8

LEVOTHYROXINE SOOIUM; LIOTHYRONINE SOOIUM (PAGE 3-114)

TABLET; ORAL
THYROLAR-S

Э ARMOUR PHARM

LIDOCAINE (PAGE 3-114)

AEROSOL; ORAL
XYLOCAINE
ASTRA PHARM PROOS

0.25MG;0.065MG

102!

IZ
IZ
IZ
IZ

2
1
2
:2

62520

62564
62564
62564

18686

18687
18687
18687

18716

18716
18716
18716

19010

88388

16807

14394



49299 N

£5999 N

04499 N
69499 N

05221 N

99290 N
99290 N

9' îäf
929.15

09999 N

99¿99'N

01050 N

22299 N
22999 N

99941 N
99941 N

92991 N

nîî

925

122
121

22
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AEPROBAHAI; (59SE 3-123) 9970810559H105 HYOROCHLORIO; (59SE 3-132)

TABLET; ORAL TABLET; ORAL
EPROBAHAT > A00 > OLOPRA

/îá/
Íññ'ñlgîî /20088/ /Njg6ágß/ > ADO > 99 OUANTUH PHARHICS E 10HG BASE8 N 70294

/__/ /91 2/ /п]95229/ > 999 > HETOBLORRAHIOE HOL
> ADO > 99 BIOCRAPT LABS 59 10HG 89558 N 70184
> A00 > 99 COLMEO LABORATORIES 59 108G BASE8 N 70339

HETHICILLIN SOOIUH (5AG5 3-1271 REBLAN
> 909 > 99 9н ROBINS 99 A08G 8959 N 17854

INJECTABLE; INJECTION

/OELBENIN

/îg/ '£ABS/B£E¢HA8/ŕ '90088'EASPIRÍAL/ /Nfńïááj/ gETRONIOAzOLE (5AG5 3-133)

/Б/ Д: 2368 'e шиш /п.‘61493/
'

/__/ /!с:!;4е.:895: 91ъ9/ /н;61493/ INJECTABLE; INJECTION
Лишь, A . шт‘. J; 9/ /9.‚ш99/ ______нтотд2_оъг
/EQ 988, 955/У191/ /N 61493/ 99 INTL HEOICATION SYS 500HG/100HL8 N 70004

99 LYPHOHEO 500HG/100HL8 N 70071ш
HETHOTREXATE SOOIUM (59G5 3-128› 99 LEHHON 500HG/100HL8 N 70042

INJECTABLE; INJECTION TABLET; ORAL
HExATE HETRONIOAzOLE
BRISTOL LABS/B-H EQ 250MG BASE/VIAL8 N 86358 99 HALSEY ORUG 250H88 N 70021
HExATE-Ag 99 PAR PHARHACEUTICAL 250HG8 N 70040

99 BRISTOL CARIB/B-H/PR 59 25HG BASE/8L8 N 88760 99 500HG8 N 70039
99 510м9к LABORATORIES 250H88 N 70027
99 500HG8 N 70033

HETHYCLOIBIAZIOE (59SE 3-129) 99 SUPERPHARH 250MG8 N 70008
99 500MG8 N 70009

TABLET; ORAL HETRYL
HETHYOLOTHIAZIOE щ LEHHON 250MG8 N 70035

99 CHELSEA LABORATORIES 2.5MG8 N 88750 HETRYL 500

99 9998 N 88724 99 LEHHON 500MG8 N 70044

99 COLHEO LABORATORIES 9998 N 88745 SATRIO
>

99 SAVAGE LABS/ALTANA 250MG8 N 70029

HETHYLOOPA (5AG5 3-130) Щ (PAGE 3-134)
TABLET; ORAL
ШЕЕ SUPPOSITORY; VAGINAL

99 мзао/м55ск 125H8 N 13400 HONISTAT 3
HETHYLOOPA ORTHO PHARMACEUTICAL 200HG8 N 18888

99 CHELSEA LABORATORIES 125MG8 N 70260

99 250MG8 N 70261

99 500H88 N 70262 HOLINOONE HYOROCHLORIOE (59G5 3-1351

99 HYLAN PHARMS 250MG8 N 70075

99 500HG8 N 70076 CAPSULE; ORAL
HOBAN
O DUPONT PHARMS/OUPONT 5MG N 17111

HETHYLPREONISOLONE SOOIUM SUCCINATE (5AG5 3-131) 8 10HG N 17111
a 25MG N 17111

INJECTABLE; INJECTION

§0LU-MEDROL
UPJOHN EQ 26M BASE/VIAL! N 11856
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OXYPHENBUTAZONE (PAGE 3-143) EEENDIMETRAZINE'IARTRATE (PAGE 3-149)

TABLET; ORAL CAPSULE; ORAL
OXYPNENBUTAZONE ENENDIMETRAZINE TARTRATE

AQ BOLAR PHARMACEUTICAL 100MB! N 88399 AA à VITARINE/PHOENIX 35MB N 85634
TANDEARIL AA а 35H6 N 85645

> ADD > Ag Э GEIGY/CIBA-GEIGY 100MG N 12542 AA э 35H6 N 85670

TABLET; ORAL

/PÉNETATE ‘0955505 ‘555500505; 'YB-'149 ‘(5985 '3J-145 Ш
AA а 050Hп55/5н05н1х 9999 N 86106

/ïNJŕAfAáiAi'INJŕsfiïRN/ AA э VITARINE/PHOENIX Ш М 85519
/ïïïŕńńim'ińjï6á'ńïŕß/ ‚ ‚ м а ш N 86005

/PIAPNPSIIA #RWM/2891281! т 17519!
PHENTERMINE HYOROCHLORIDE (PAGE 3-151)

EENTAMLDINE ISETNIONATE (PAGE 3-148)
CAPSULE; ORAL

INJECTABLE; INJECTION PHENTERMINE NGL

PENTAM 300 AA CHELSEA LABORATORIES 30MGK N 86740
LYPHOMED 300MG/VIALI N 19264 AA э ORUHHER/PHOENIx 30MG N 87202

AA а 30H8 N 87235

AA PHARM BASICS 30пGn N 88797
PENTETATE CALCIUM TRISODIUM; YB-169 (PAGE 3-148)

TABLET; ORAL
INJECTABLE; INJECTION PHENTERMINE NCL
YTTERBIUM YB 169 DTPA AA Э ORUHHER/PHOENIx ggg N 86453
MEDICAL PRODUCTS/3M 2MCI/ML N 17518 AA O QMQ N 86456

> ADD > AA PHARM BASICS 37.5м8n N 88910
> 900 > AA 37.5HG8 N 88917

PENTOBARBITAL SOOIUM (PAGE 3-149)

CAPSULE; ORAL ENENYLEPHRINE HYDROCHLORIDE; EBOMETNAZINE HYDROCHLORADE
PENTOBARBITAL SOOIUM (PAGE 3-153)

AA Э VITARINE/PHOENIX 100MB N 83284
SYRUP; ORAL

TABLET; ORAL PHENERGAN VO
PENTOBARBITAL SOOIUM AA HYETH LABS/ANNO 5MG/5ML;6.25MG/5ML N 08604

AA Э VITARINE/PHOENIX 100MG N 83285 PROMETN V0 PLAIN

AA NATL PHARM MFG/BARRE 5MG/5ML;6.25MG/5MLI N 88761Ш
PENTOXIFYLLINE (PAGE 3-149) AA BAY LABORATORIES 5MG/5ML;6.25MG/5MLI N 88897

TABLET, CONTROLLED RELEASE; ORAL
TRENTAL PHENYTOIN SOOIUM (PAGE 3-153)
HOECHST-ROUSSEL 400MGI N 18631

INJECTABLE; INJECTIONШ
PHENDIMETRAZINE TARTRATE (PAGE 3-149) AB INVENEX LABS/LIFE 50MG/MLM N 89003

AE SOLOPAK LABORATORIES 50MG/ML! N 88519
CAPSULE; ORAL AE 50MG/MLM N 88520

PHENDIMETRAZINE TARTRATE AB 50MG/MLM N 88521

AA а DRUMMER/PHOENIX 35MB N 86403

AA Э 35MG N 86408
AA Э 35MG N 86410

AA Э 35MG N 87424
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V b o
V > o
V >ОU
V >ОU VV

PROCAINAMIDE HYDROCHLORIDE (PAGE 3-163)

TABLET; CONTROLLED RELEASE; ORAL
PROOAINANIDE HOL

59 BOLAR PHARMACEUTICAL 250HGI

59 sonnen
59 750м6ц

59 COPLEY PHARM 500MG!
PROGAN SR

59 250mB

59 500MG

AВ 750m;

7В;$/ PARKE-DAVxs/u-L ЛЖИ]
lGMn

PROCHLORPERAZINE EDISYLATE (PAGE 3-164)

CONCENTRATE; ORAL
PROCHLORPERAZINE EDISYLATE

AA BAY LABORATORIES EQ 10H6 BASE/HL!

SYRUP; ORAL
PROCHLORPERAZINE EDISYLATE

AA BAY LABORATORIES EQ 5MG BASE/5ML!

PROCHLORPERAZINE NALEAT§ (PAGE 3-164)

CAPSULE» CONTROLLED RELEASE; ORAL
COMPAZINE
Э SK&F LABORATORIES EQ 75H6 BASE

PROHETHAZINE HYDROCHLORIDE (PAGE 3-165)

sYRuP; ORAL
/ńáŕńéfńáiŕńé
PROHETHAZINE PLAIN

PROPOXYPHENE HYDROCHLORIDE (PAGE 3-167)

CAPSULE; ORAL
PROPOXYPHENE HOL

55 Lennon gggg8

PROPRANOLOL HYDROCHLORIDE (PAGE 3-168)

TABLET; ORALM
59 AYERST LABS/Anno lons
59 гоHе

59 доме

59 @ons

PROPRANOLOL HYDROCHLORIDE (PAGE 3-168)

TABLET; ORAL
> ADD > Ш

N 88533 > ADD > 59 CHELSEA LABORATORIES 10H6! N 70140
N 88534 > ADD > 59 гонец N 70141
N 88535 > AOD > 59 40И6д N 70142
N 88974 > ADO > 59 ЗОНG! N 70144

> ADD > 59 LEDERLE LABS/AM CYAN 10H6! N 70125
N 86468 > ADD > 59 гоHец N 70126
N 86065 > ADD > 59 40Н6! N 70127
N 87510 > ADD > 59 80H6! N 70128

т. $6.665/
N 88489

PROTAHINE SULFATE (PAGE 3-168)

INJECTABLE; INJECTION
PROTAMINE SULFATE
UPJOHN 250MG/VIALI N 07413

N 88598
PROTEIN HYDROLYSATE (PAGE 3-168)

INJECTABLE; INJECTION
N 88597 AMINOSOL 52

ABBOTT LABORATORIES 52! N 05932

PSEUDOEPHEDRINE HYDROCHLORIDE; TRIPROLIDINE HYDROCHLORIDE
(PAGE 3-169)

N 11000 SYRUP; ORAL
TRILITRON

AA
/ÍÉÈÈÈBRÈÈISÉASES'ÄÑÜ'ŕs30HG/5HL51.25MG/5HLI

N 88474
. L . JL

.

. ЕПВВЕЕНЪД, „ъ „ ‚

Мё/ /PHÄHHÄFÁIÉ/ /äóńäŕäńläiiáńG/ÉÚLH/ т. M541/
TABLET; ORALШ

55 PRIVATE FORMULATIONS 60NG;2.5MG8 N 88860

QQRPNEO
AA CORD LABORATORIES 60M6;2.5N68 N 88602
TRILITROH

AA NENTRON PHARMS 60 ;2.5HGI N 88515
TRIPROLIDINE HOL AND PSEUDOEPHEORINE HOL

N 88615 AA SUPERPHARM 60H6;2.5MGI N 88578
AA ZENITH LABORATORIES 60N6;2.5N6l N 85273

INIDINE SLUCONATE (PAGE 3-170)

TABLET» CONTROLLED RELEASE; ORAL

N 16418 INIDINE GLUCOHATE

N 16418 59 ASCOT HOSP PHARHS 324MB! N 88582

N 16418

N 16418
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SODIUH NITROPRUSSIDE (PAGE 3-178) §ULEAC§TAHID§ SOOIUM (PAGE 3-181)

INJECTABLE; INJECTION SOLUTION/DROPS; OPHTHALHIC
SOOIUM HITROPRUSSIDE SULFAOETAHIDE SOOIUM

5:3 приемно ¿ons/vnu: н vom АТ PHARnAFAIR 1m н own
lE/ тминным /ìììů/ татя

SULFAIR 10
SOOIUM POLYSTYRENE SULFONATE (PAGE 3-179) 51 PHARMAFAIR Agg! N 87949

POИDER; ORAL» RECTAL
KAYEXALATE SULFAMETHOXAZOLE (PAGE 3-182)

AA BREON LABS/STERLING 453.66H/BOT N 11287
SOOIUM POLYSTYREHE SULFOHATE TABLET; ORAL

55 BAY LABORATORIES 59919995991n N 88786 SULFAHETHOXAZOLE I
/éé/ 7ïli'ïïñì'îifññîß7 МИМ т.шт

SUSPENSION; ORAL, RECTAL 59 HEATHER DRUG 500MG N 86163
SOOIUM POLYSTYRENE SULFOHATE

AA BAY LABORATORIES ISGH/óOMLI N 88717
SULFAMETHOXAZOLE; TRIMETHOPRIH (PAGE 3-183)

SOYBEAN OIL (PAGE 3-180) TABLET; ORAL
COTRIH

INJECTABLE; INJECTION 59 LEHMON 400HG;80 8 N 70034
LIPOSYN III 102 COTRIM 0.5.

59 ABBOTT LABORATORIES 193! N 18969 59 LEMHON 800HG;160MGH N 70048
LIPOSYH III 202 suLFAMETHnPRIn

59 ABBOTT LABORATORIES 929! N 18970 59 PAR PHARMACEUTICAL 400MG;80 n N 70022Ш
59 PAR PHARMACEUTICAL 800MG;160HGI N 70032

SPIRONOLACTONE (PAGE 3-180) SULFAHETHOXAZOLE а TRIHETHOPRIH
59 HEATHER DRUG 400MG;80HGI N 18946

TABLET; ORAL A 800MG;160MGI N 18946

SPIROHOLACTOHE SULFAHETHOXAZOLE AHD TRIHETHOPRIH

59 8 PUREPAC/KALIPHARMA 25 N 88053 59 BARR LABORATORIES 400MG$80MGI N 70006

59 CHELSEA LABORATORIES 400MG;80MGI N 70002

59 800HG$160MGI N 70000

SUCCINYLCHOLINE CHLORIOE (PAGE 3-181) SULFAHETHOXAZOLE AND TRIMEIHOFRIH DOUBLE STRENGTH
59 BARR LABORATORIES 800MG;160MGH N 70007

INJECTABLE; INJECTION SULFATRIM-DS
¿Alim 59 SUPERPHARH mälggßßl N 70066

A2 0 BURROUGHS NELLCOME 5999595 N 08453 995551919:99
SUCCINYLCHOLINE CHLORIOE 59 SUPERPHARM ЗЗЕЦЕЗЁЁЦЕ" N 70065

¿à?
‚ ‚ д /gmmm Щи Hmm/sum'dfsMÉS/áóóńd “ш l т MM]1. L L .L . _____5 ‘й

/fńfMéfn2§uu¢A's/s U I I
щи › . .ШЕ$/__._ёббйёгёбйёп/ 04.шт

SULFABENZAMIDE; SULFACETAMIDE; SULFATHIAZOLE (PAGE 3-181)

TABLET; VAGINAL SULFISOXAZOLE (PAGE 3-184)
SULTRIN

51 ORTHO PHARMACEUTICAL 184MG;143.75MG;172.5HG N 05794 TABLET; ORAL
TRIPLE SULFA SULFISOXAZOLE

51 Е FOUGERA/ALTANA 184MG$143.75MG;172.5HGI N 88463 BP à DRUMMER/PHOENIX 500MG N 87332

51 PHARMADERM/ALTANA 184HG;143.75HG;172.5HGI N 88462
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THEOPHYLLINE (PAGE 3-190)

CAPSULE» CONTROLLED RELEASE; ORAL

BC
BC

BC

BC

BC

BC
BC

BC
BC

BC
BC

ELIXOPHYLLIN SR
BERLEX/SCHERING

SLO-BID
NILLIAM H RORER

SLO-PHYLLIN
HILLIAM H RORER
SOMOPHYLLIN-CRT
FISONS

THEO-24
SEARLE/SEARLE PHARMS

THEOBID
GLAXO
THEOBID JR.
GLAXO
THEOCLEAR L.A.­130
CENTRAL PHARMS
THEOPHYL-SR
MCNEIL PHARM

THEOPHYLLINE
CENTRAL PHARMS

THEOVENT

SCHERING

125MGI
250MG!

50MG!
IOOMG8

гоомец
:cons8

125MG

веHец
zoomen

зромвn

200MG
300MG

ZÓÖMGI

130MGI

130MG

125MG8
гзопэц

125М6!
250MB!

125MG!
250MGII

TABLET» CONTROLLED RELEASE; ORAL

BC

BC

Bc
Bc
59

THEOCHRON
FOREST LABORATORIES

THEOPHYLLINE
FOREST LABORATORIES

100MG!

200MGI

loonsn
гоомеп
гэяпэп

THIAMYLAL SOOIUM (PAGE 3-191)

INJECTABLE; INJECTION
SURITAL
PARKE-DAVIS/H-L SGM/VIAL!

2
2
2
1
2
2
:2

2
1
2
2
:2

2
:2

2
2
2
:
2
:
2
1
2
2
1
2
1
2
2
:
2
1
2
1
2
1
2
2
:2

86826
86826

88269
87892
87893
87894

85203

87763
88382
88383

87943
87944

85983

87854

86569

86480
86471

88654
88689

87010
87910

88320
88321

88503
88504
88505

07600

V > D

V > D

V > D V
V

IHIORIDAZINE HYDROCHLORIDE (PAGE 3-192)

TABLET; ORAL

IUIQBIQAZIE§_!QL
59 BARR LABORATORIES Isons8
59 гоомвп
59 BIocRAFT LABs 1омен

59 loons8
59 CORD LABORATORIES Iconen
59 OANBURY PHARMACAL Isons8
59 гоомвп

59 ROxANE LABORATORIES Iconen
59 SUPERPHARM lonen
59 гвмвц
59 sens8

TOBRAMYCIN (PAGE 3-194)

SOLUTION/DROPS; OPHTHALMIC
TOBREX
AКСОН LABORATORIES 0.32K

TOCAINIDE HYDROCHLORIDE (PAGE 3-194)

TABLET; ORAL
TONOCARD
MSaD/MERCK 400M6n

600MGn

TOLAZAHIDE (PAGE 3-194)

TABLET; ORAL
TOLAZAHIDE

59 ZENITH LABORATORIES 1оомец

59 гвопвц

59 sooMG8

TOLIHASE

59 UPJOHN 100MB

59 250MB

59 soonB

TOLAZOLINE HYDROCHLORIDE (PAGE 3-194)

INJECTABLE; INJECTION
PRISCOLINE
CIBA/CIBA-GEIGY 25MG/ML!

TOLBUTAMIDE (PAGE 3-194)

TABLET; ORAL
TOLBUTAMIDE

A_ PUREPAC/KALIPHARMA 500MG!

A_ SUPERPHARM SOOMGR

2
1
2
1
2
1
2
1
2
1
2
1
2
2
2
2
2
2
1
2

2
1
2
1
2
1
2
1
2
`2

88737
88738
88493
88456
88135
88869
88872
89048
89103
89104
89105

62535

18257
18257

18894
18894
18894

15500
15500
15500

06403

88950
88893
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V D q
V О q
V > О
V > О

V › o V

VV

VERAPAMIL HYDROCHLORIDE (PAGE 3-202)

TABLET; ORAL
GALAN

59 SEARLE/SEARLE PHARMS еомец

AB 120MB!
IsoPTIu

59 KNOLL PHARMACEUTICAL во

59 120пе

VINCRISTINE SULFATE (PAGE 3-202)

INJECTABLE; INJECTION

°7Éq§1"’1"vl инв/АннL .L LL
мир/Анн

ELI LILLY 1MG/ML

NARFARIN SOOIUM (PAGE 3-203)

TABLET; ORAL

COUNADIN'
/ßxl 7Bm. MAAS/ummm
/ßx/ мы
59 DUPONT PHARMS/DUPONT 915;

ш ша.
NARPARIN SOOIUM

59 COLMEO LABORATORIES zug!
_L Щn

NATER FORTINJECTION STERILE (PAGE 3-204)

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

AE TRAVENOL LABS 1002
STERILE WATER IN PLASTIC CONTAINERш . . L -.

N 18817
N 18817

N 18593
N 18593

N 18632

т. '16632/
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DESI PENDING LIST ­ 33'EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 11 / AUGUST

DIPYRIDAMOLE (PAGE AD4)

TABLET; ORAL
DIPYRIDAMOLE
DANBURY PHARMACAL 25MG

50MG
75MG

PHARM BASICS 50MG

SIDMAK LABORATORIES 25MG
50MG
75MG

/Iádädńátńé ‘шиши t PAGE A05 l
(ALL PRoOucTs ­ SEE SPECIAL NOTE в.)

/ÍÄńllŕiífńlf/‘Jî/
$35555#IDÉÍÚINIÍRÁÍÉ/

/1
/

ÁRRÍL'ÄBRRÁÍRRÁÉS/ НЁМ/

/ÍÄBJ-Éf.
/ï

В
'

. RSJÃIÑGÚÄJI/
.áóé ióŕfńiNIÍRÄÍÉ
Лёд .L'ÁÉRRÁÍRRÍÉS// /ïńl-’fß/

/ '

1
‘

'.'ifńńïŕńillŕú'RELÉÁSÉÃÍARÁJI/
. МА.
551451‘.МЁЙЁНОЁЁЁЁ/ИЙНЁ/

О
5

й¿
A

if#

NITROGLYCERIN (PAGE AD7)

/Ifßŕßslñiífsfñńïŕńiiŕń'RÉIÉÄSÉÁ'ISRÄL/
(ALL PRODUCTS ­ SEE SPECIAL NOTE B.)

Л‘АБЁЁЗЁЬ'СФШЁОЦЕЙ.‘ИНЫЕ/655517
(ALL PRODUCTS ­ SEE SPECIAL NOTE B.)

PENTAERYTHRITOL TETRANITRATE (PAGE A08)

CAPSULE; CONTROLLED RELEASE; ORAL
PENTAERYTHRITOL TETRANITRATE

Э VITARINE/PHOENIX 80MG

O 80MG

Э BOMG

N 88945

N 88800

N 87432

N 88822

N 88683

N 88684

N 88685

M3755#

т.ЪЙБЁБ/

ЛГЁМЁЁ/

N 86305

N 87529

N 87531

‘84 — JULY '85
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o
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p
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o
n
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n
t
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u
m
b
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a
n
d
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x
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o
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f
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p
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p
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a
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b
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b
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p
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b
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b
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b
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B
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T
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b
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e
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b
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p
ro
d
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a
p
p
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v
e
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u
n
d
e
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5
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d
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ra
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o
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D
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o
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b
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b
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p
ro
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b
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b
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b
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b
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ra
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b
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b
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b
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ra
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b
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ra
p
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/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
it
ñ

th
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p
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b
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p
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b
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b
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b
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b
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p
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b
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ra
te
d

(t
h
e

lis
t

o
f

su
ch

d
ru
g
s

is
p
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d
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p
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b
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b
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b
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ra
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b
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p
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p
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a
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t

a
p
p
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e
d

a
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b
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n
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o

b
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e
q
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n
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b
m
it

in
fo
rm
a
ti
o
n

su
ff
ic
ie
n
t

to
p
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ra
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b
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q
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n
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a
n
u
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u
re
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B
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d
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o
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h
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p
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n
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b
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e
q
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n
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v
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b
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q
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n
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b
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it
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p
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p
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b
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q
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b
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u
ti
ca
lly

e
q
u
iv
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o
w
e
v
e
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th
e
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a
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p
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g
p
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p
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p
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ra
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p
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b
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n
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b
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a
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ra
p
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q
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b
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p
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b
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p
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p
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ro
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ra
p
e
u
ti
c

e
q
u
iv
a
le
n
ce

e
v
a
lu
a
ti
o
n

o
lic
y

th
a
t
h
a
s
b
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p
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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
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b
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p
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p
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b
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b
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b
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N
e
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D
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P
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u
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n
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Т
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g
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ro
d
u
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b
e
ca
u
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e
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p
u
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o
se
o
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t
p
u
b
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ti
o
n

w
a
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p
ro
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o
n
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g
a
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A
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m
m
e
n
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a
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o
n

a
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w
h
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h

g
e
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p
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p
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o
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d
ru
g
p
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d
u
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e
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b
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n
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p
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R
e
st
o
ra
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b
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a
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p
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d
u
ct
s,

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

th
a
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b
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b
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p
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f
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p
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p
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b
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h
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p
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p
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v
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d
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DUE 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 TO 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

O NARCOTIC OVERDOSE IN CHILDREN

I POSTOPERATIVE NARCOTIC DEPRESSION IN CHILDRENC.)
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I-I
I­2
I­3
I­4
I­5
|­6
I­7
I­8
I­9
I­I0
I-II
I­I2
I­I3
I­I4
|­I5
I­I6
I­I7
|­|8
I­I9
|­20
I­2I
I­22
|­23
I­24
|­25
I­26
I­27
I­28
I­29
I­30
I­3I
I­32
I­33
|­34
|­35

INDICATIONS

SEVEREHYPERTENSIONINPEDIATRICSANDNON-MALIGNANTHYPERTENSION
DYSMENORRHEA

TREATMENTOFTINEAVERSICOLOR
SYMPTOMATICGASTROESOPHAGEALREFLUX

NEPHROTOMOGRAPHY

CONTRASTENHANCEMENTINCRANIALCOMPUTEDTOMOGRAPHY

VENOGRAPHY0FLOWEREXTREMITIES
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



ACETAMINOPHEN; ASPIRIN;
BUTALBITAL;

'

CAPSULE 0R TABLET; ORAL
I60—I65MG; |60'|6516; 5016

ACETAMINOPFEN; ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325М6; 32516; SWG

ACETAMINIPI'EN; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
|60-|6516; |60-|65М6; 506; 4016

АСЕТАМШО’НЕ8; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE 0R TABLET; ORAL
325М6; 32516; 5016; 4016

ACETAMINOPHEN; BUTALBITAL
CAPSULE (R TABLET; ORAL
325; 5016
650; 50m

ACETAMINL'PIEN; BUTALBITAL;
CAFFEINE
CAPSULE OR TABLET; ORAL
325М6; 5016; 4M
65016; 50m; 4016

TABLEI. LIT FDR P D T IIHIHII TDE NTRATEIIIVIV

BI AVAILABILITY NLY IF P D T FAIL Т A HIEVE ADE AТЕ DI L TI N

AM l NOPHYLL INE
TABLET; ORAL
IOOMG

ZOOMG

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

ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE œ TABLET; ORAL
32516; SONG; 40MG;
650MG; 50MG; 4016;

ASPIRIN; CAFFEINE; CARISOPRCDG.
TABLET; ORAL
IÓOMG; 3216; 20016

ASPIRIN; CAFFEINE; CARISOPRODOL;
œDEINE PHOSPHATE
TABLET; ORAL
|6046; 32MG; 2OOMG; I6MG

ASPIRIN; CARISOPRœOL
TABLET; (RAL
325146; 20016

ASPIRIN; CARISIPRODOL; CODEINE
PHOSPHATE
32516; 200146; IOMG

ASPIRIN; MEPROBAMATE
TABLET; ORAL
32516; 2OOМ6

ASPIRIN; IETHOCARBAMOL
TABLET; CRAL
325М6; 200146

CHLOROTH IAZ IDE
TABLET; ORAL
250MG

ESTROGENS, CONJUGATED; IIEPRœAMATE
TABLET; ORAL
O.4MG; 200М6
0.4146; lIOOMG

HYDROXYZINE HYDROCHLORIDE
TABLET; (RAL
IWG
25MG
SWIG
IOOMG





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

ACTIVE INGREDIENTLSI

STREN TH S

ACETAMINOPHEN

120MG

ACETAMINOPHEN

650MG

ACETAMINOPHEN
IZOMG

ACETAMINOPHEN
IZOMG

ACETAMINOPHEN
ÓSOMG

ACEIAMINOPHEN
ÓSOMG

ACETAMINOPHEN
TZOMG

ALUMINUM HYDROXIOE; MAGNESIUM
TRISILICATE
BOMG; ZOMG

ALUMINUM HYDROXIOE; MAGNESIUM

TRISILICATE
IÓOMG; 40M@

BROMPHENIRAMINE MALEATE
BMG

BROMPHENIRAMINE MALEATE

IZMG

BROMPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE
HYDROCHLORIOE
12HG; 75HG

TRADE NAME

(DOSAQE FORM; ROUTE)

NEOPAP
(SUPPOSITORY; RECTAL)

TYLENOL
(SUPPOSITORY; RECTAL)

TYLENOL
(SUPPOSITORY; RECTAL)

ACEPHEN
(SUPPOSITORY; RECTAL)

ACEPHEN
(SUPPOSITORY; RECTAL)

ACETAMINOPHEN
(SUPPOSITORY; RECTAL)

ACETAMINOPHEN
(SUPPOSITORY; RECTAL)

GAVISCON
(TABLET, CHEWABLE; ORAL)

GAVISCON-Z
(TABLET, CHEWABLE; ORAL)

OIMETANE
(TABLET, CONTROLLED
RELEASE; ORAL)

OIMETANE
(TABLET, CONTROLLED
RELEASE; ORAL)

OIMETAPP
(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

II-l

NDA N
O
.

APPROVAL DATE

16-401
11-07-68

17-756
05-26-76

17-756
05-26-76

18-060
02-09-78

18-060
02-09-78

18-337
04-22-80

18-337
09-12-83

18-685
12-09-83

18-685
12-09-83

10-799
06-10-83

10-799
06-10-83

12-436
04-02-84

PATENT N
O
.

EXP. DATE

EXCLUSIVITY

EXP. DATE

NP

09-24-86

NP

09-24-86

RTO
09-24-86

RTO
09-24-86
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TABLE 11. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENTLSI

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

100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED BEEF
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

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

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

Ш
(DOSAGE FORM; ROUTE)

SEMILENTE INSULIN
(INJECTABLE; INJECTION)

HUMULIN N
(INJECTABLE; INJECTION)

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

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

NPH ILETIN II
(INJECTABLE; INJECTION)

INSULIN INSULATARD NPH
NOROISK
(INJECTABLE; INJECTION)

NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)

NPH PURIFIED PORK
ISOPHANE INSULIN
(INJECTABLE; INJECTION)

INSULIN NOROISK MIXTARD
(PORK)
(INJECTABLE; INJECTION)

PROTAMINE, ZINC & ILETIN I
(BEEF-PORK)
(INJECTABLE; INJECTION)

APPLICANT NAME

souIBB-NoVo

ELI LILLY

LILLY RES LABs oIV

LILLY RES LABS oIV

ELI LILLY

NOROISK

ELI LILLY

soulßß-NoVo

NOROISK

ELI LILLY

II­5

NDA N
O
.

PATENT 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

EXCLUSIVITY
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TABLE II. T DR PR D T NHT Н RRENTLY RE IRE APPR VED APPII ATI N A A CONDITION 0F NARKETIN

AQTIVE INQREDIENTLSI TRADE NAME APPLI ANT NAME NDA NO. PATENT N
O
.

EXCLUSIVITY

STRENQTHTS) IDQSAQE EQRH; RQUTE) APPRQVAL DATE EXP. DATE EXP. DATE

INSULIN ZINC SUSPENSION, PROMPT, SEMILENTE SOUIBB-NÜVÜ 18-382
PORIFIEO PORK (INJECTABLE; INJECTION) 03-17-80
100 UNITS/ML

INsOLIN zINC susPENsION, LENIE ILEIIN II ELI LILLY 18-477
PURIEIEO BEEF (INJECTABLE; INJECTION) 06-12-80
100 uNIIs/NL

INsuLIN zINC SUSPENSION, LENIARO sOOIßß-NOVO 18-384
PORIEIEO BEEF ANO PORK (INJECTABLE; INJECTION) 03-17-80
100 UNITS/ML

INSULIN ZINC SUSPENSION, LENTE ILETIN II (PORK) ELI LILLY 18-347
PURIFIED PORK (INJECTABLE; INJECTION) T2­05­79
100 UNITS/ML

INSULIN ZINC SUSPENSION, LENTE SOUIBB-NOVO I8-383
PURIFIED PORK (INJECTABLE; INJECTION) 03-17-80
100 UNITS/ML

INSULIN, SEMISYNTHETIC NOVOLIN R SOUIBB-NOVO 18-778
PURIFIED HUMAN (INJECTABLE; INJECTION) 08-30-83
100 UNITS/ML

INSULIN, BIOSYNTHETIC HUMAN HUMULIN R ELI LILLY 18-780
100 UNITS/ML (INJECTABLE; INJECTION) TO-28-82

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

1 LI ‚ PORK INSULIN SQUIBB-NOVO 17-92

U S/ML (INJECTABLE; INJECTION) 02-08

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

INSULIN, PURIFIED PORK INSULIN NOROISK OUICK NOROISK INSULIN LABS 18-193
100 UNITS/ML (PORK) 01-16-80

(INJECTABLE;INJECTION)
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TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENTLSL

STRENGTHLS)

PSEUDDEPHEDRINE HYDROCHLORIOE;

TRIPROLIOINE HYDROCHLORIOE
3OMG/5ML; 1.25MG/5ML

PSEUDDEPHEORINE HYDROCHLORIOE;
TRIPROLIOINE HYDROCHLORIOE
ÓOMG; 2.5MG

PSEUDDEPHEDRINE HYDROCHLORIOE;

TRIPROLIOINE HYDROCHLORIOE
ÓOMG; 2.5MG

PSEUDDEPHEDRINE HYDROCHLORIOE;

TRIPROLIOINE HYDROCHLORIOE
3OMG/5ML; 1.25MG/5ML

PSEUDDEPHEDRINE HYDROCHLORIDE;
TRIPROLIOINE HYDROCHLORIOE
3OMG/5ML; 1.25MG/5ML

PSEUDDEPHEDRINE HYDROCHLORIOE;

TRIPROLIOINE HYDROCHLORIOE
ÓOMG; 2.5MG

`

PSEUDDEPHEDRINE HYDROCHLORIOE;
TRIPROLIOINE HYDROCHLORIOE
ÓOMG; 2.5MG

PSEUDDEPHEDRINE HYDROCHLORIOE;
TRIPROLIOINE HYDROCHLORIOE
ÓOMG; 2.5MG

PSEUDDEPHEDRINE HYDROCHLORIOE;
TRIPROLIOINE HYDROCHLORIOE
TZOMG; 5MG

PSEUDDEPHEDRINE SULFATE
TZOMG

TRADE МAМЕ

DAEFRNR Н

ALLERBAN PLUS
(SYRUP; ORAL)

TRI-SUDO
(TABLET; ORAL)

TRIPOORINE
(TABLET; ORAL)

TRIOFED
(SYRUP; ORAL)

TRIPOSED
(SYRUP; ORAL)

TRIPROLIOINE HCL
ANO PSEUDDEPHEDRINE HCL
(TABLET; ORAL)

TRIPOSEO
(TABLET; ORAL)

TRIPROLIOINE AND
PSEUDDEPHEDRINE
(TABLET; ORAL)

ACTIFED
(CAPSULE, CONTROLLED
RELEASE; ORAL)

AFRINOL
(TABLET, CONTROLLED
RELEASE; ORAL)

APPLI ANT МAМЕ

BAY LABORATORIES

MD PHARMACEUTICAL

DANBURY PHARMACAL

NATL PHARM MFG/BARRE

HALSEY DRUG

CHELSEA LABORATORIES

HALSEY DRUG

BOLAR PHARMACEUTICAL

BURROUGHS WELLCOME

SCHERING

NDA М0. PATENT М
0
.

APPR VAL DATE EXP. DATE

88-116
03-04-83

85-024
01-10-84

88-112
01-20-83

88-115
03-04-83

88-213
03-30-84

88-118
01-26-84

88-192
05-01-84

88-318
01-13-84

18-996
06-17-85

18-191
10-30-80

EXCLUSIVITY

EXP. DATE

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86
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TABLE III. NDA‘S APPROVED BY THE OFFICE DE BIOLOGICAL RESEARCH AND REVIEN NDT PREVIOUSLY PUBLISHED

ACTIVE INGREDIENT(S)
STRENGTH(S)

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-l
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

(DOSAGE FORM; 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)

APPL NT N

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,
APPR VAL DATE EXP.

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

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

ACTIVE INGREDIENTES) TRADE NAME APPLICANT NAME NQA NQ. PATENT NO. EXCLUSIVITY
SLEENGIHLS) (DOSAGE FORM; ROUTE) APPRQVAL DATE EXP. ДAТЕ EXP. DATE

DEXTRAN 40, 10% NONE ABBOTT LABORATORIES 16-375
1OGM/TOOML IN (INJECTABLE; INJECTION) 7-25-67
DEXTROSE 5%

SGM/100ML­

DEXTRAN 40, 10% NONE ABBOTT LABORATORIES 16-375
TOGM/1OOML IN (INJECTABLE; INJECTION) 7-25-67
SOOIUM CHLORIDE 0.9%
0.9GM/100ML

DEXTRAN 75, 6% NONE ABBOTT LABORATORIES 8-819
6GM/100ML IN (INJECTABLE; INJECTION) 3-31-53
DEXTROSE 5%
SGM/100ML

DEXTRAN 75, 6% NONE ABBOTT LABORATORIES 8-819
6GM/100ML IN (INJECTABLE; INJECTION) 3-31-53
SOOIUM CHLORIDE 0.9%
0.9GM/100ML

DEXTRAN 75, 6% NONE ABBOTT LABORATORIES 18-253
ÖGM/1OOML IN (INJECTABLE; INJECTION) 2-4-83
SOOIUM CHLORIDE 0.9%
0.9GM/1O0ML

DEXTRAN 40, 10% NONE AMERICAN MCGAW 16-767
TOGM/100ML IN (INJECTABLE; INJECTION) 4-6-70
DEXTROSE 5%
SGM/100ML

DEXTRAN 40, 10% NONE AMERICAN MCGAW 16-767
TOGM/100ML IN (INJECTABLE; INJECTION) 4-6-70
SOOIUM CHLORIDE 0.9%
0.9GM/100ML

DEXTRAN 70, 6% NONE AMERICAN MCGAN 9-024
ÓGM/1OOML IN (INJECTABLE; INJECTION) 8-18-69
SOOIUM CHLORIDE 0.9%
0.9GH/1OOML

DEXTRAN 40, 10% NONE CUTTER BIOL/MILES 16-653
TOGM/100ML IN (INJECTABLE; INJECTION) 9-23-69
DEXTROSE 5%
SGM/100ML

DEXTRAN 40, 10% NONE CUTTER BIOL/MILES 16-653
IOGM/100ML IN (INJECTABLE; INJECTION) 9-23-69
SOOIUM CHLORIDE 0.9%
0.9GH/100ML

III-3
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T_A_BLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEN N
O
T

PREVIOOSLY PUBLISHED

ШВЕШЩЩ
SIRENGIIZIIS).

DEXTRAN 40, 10%
TOGM/TOOML IN
DEXTROSE 5%
SGM/100ML

DEXTRAN 40, 10%
10GM/100ML IN
SOOIUM CHLORIDE 0.9%
0.9GM/100ML

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

DEXTRAN 40, 10%
TOGM/100ML IN
SOOIUM CHLORIDE 0.9%
0.9GM/100ML

DEXTRAN 75. 6%
ÓGM/TOOML IN
SOOIUM CHLORIDE 0.9%
0.9GH/100ML

DEXTRAN 75, 6%
INVERTED SUGAR 10%
6GM/100ML;10GM/100ML
IN SOOIUM CHLORIDE 0.9%
0.9GM/100ML

HETASTARCH, 6%
6GM/100ML IN
SOOIUM CHLORIDE 0.9%
0.9GM/100ML

PROPIOLACTONE 99%
99GH/100ML

UROKINASE
5000 IU/VIAL

UROKINASE
250,000 IU/VIAL

UROKINASE
250,000 IU/VIAL

ШШ
GENTRANR 40
(INJECTABLE; INJECTION)

GENTRANR 40
(INJECTABLE; INJECTION)

GENTRANR 40
(INJECTABLE; INJECTION)

GENTRANR 40
(INJECTABLE; INJECTION)

GENTRANR 75
(INJECTABLE; INJECTION)

6% GENTRANR 75 AND

10% TRAVERTR
(INJECTABLE; INJECTION)

HESPANR
(INJECTABLE; INJECTION)

BETAPRONE
(SOLUTION; CHEMICAL
STERILIZING AGENT)

ABBOKINASE OPEN-CATHETER
(INJECTABLE; INJECTION)

ABBOKINASE
(INJECTABLE; INJECTION)

BREOKINASE
(INJECTABLE; INJECTION)

P T NA

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

AM CRITICAL CARE

ONEAL JONES&FELDMAN

ABBOTT LABORATORIES

ABBOTT LABORATORIES

STERLING DRUG

III-5

ЩШ
16-628
11-4-68

16-628
11-4-68

84-619
2-22-85

84-620
2-22-85

16-607
1-26-70

8-788
2-9-53

16-889
7-17-72

11-657
9-11-59

76-T021
12-15-83

76-1021
7-31-78

17-873
8-28-79

PATENT NQ.
EAB, ДАТЕ

3523938
8-11-87

ЕХ L IVITYЩ

NS
09-24-86

I-29
09-24-86





TABLE IV. NDA'S APPROVED FROM T-Т-Bl TO 7'31'85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTI S)

STRENGTH( S)

ACEBUTOLOL HYDROCHLORIOE

EO ZOOMG BASE

ACEBUTOLOL HYDROCHLORIOE

EO 400MG BASE

ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIOE
ÓSOMG; EO 25MG BASE

ACETIC ACIO, GLACIAL
ZSOMG/TOOML

ACETOHYDROXAMIC ACIO
250MG

ACYCLOVIR
5%

ACYCLOVIR
ZOOMG

ACYCLOVIR SOOIUM
EO 500MG BASE/VIAL

ALBUTEROL
0.09MG/INH

ALBUTEROL
0.09MG/INH

TRADE NAME APPLI ANT NAME

IMSAGE FORM; ROUTE)

SECTRAL IVES LABS/AMHO
(CAPSULE; ORAL)

SECTRAL IVES LABS/AMHO
(CAPSULE; ORAL)

TALACEN STERLING DRUG
(TABLET; ORAL)

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

TRAVENOL LABS

LITHOSTAT URO-RESEARCH
(TABLET; ORAL)

ZOVIRAX BURROUGHS HELLCOME
(OINTMENT; TOPICAL)

ZOVIRAX BURROUGHS HELLCOME
(CAPSULE; ORAL)

ZOVIRAX BURROUGHS HELLCOME
(INJECTABLE; INJECTION)

PROVENTIL SCHERING
(AEROSOL; INHALATION)

VENTOLIN GLAXO
(AEROSOL; INHALATION)

NDA.
APPR VAL DAT

18-917
12-28-84

18-917
12-28-84

18-458
09-23-82

18-523
02-19-82

18-749
05-31-83

18-604
03-29-82

18-828
01-25-85

18-603
10-22-82

17-559
05-01-81

18-473
05-01-81

PATENT .Ш
3726919
04-10-90
3857952
12-31-91

3726919
04-10-90
3857952
12-31-91

4105659
08-08-95

4199574
04-22-97

4199574
04-22-97

4199574
04-22-97

3644353
02-22-89
3705233
12-05-89

3644353
02-22-89
3705233
12-05-89

EXL IVITY

EXP. DATE

NCE
12-28-89

NCЕ

12-28-89

NC
09-24-86

NCE

05-31-93

NCE
93-29-92

NCE

03-29-92

NCЕ
03-29-92

I-22
09-24-86

IV-I
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TABLE IV. NDA'S APPROVED FROM 1-1-82 10 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE IN REDIENT

STRENGTHLS)

ALLOPURINOL
TOOMG

ALLOPURINOL
300MG

ALLOPURINOL
TOOMG

ALLOPURINOL
3OOMG

ALPRAZOLAM
0.25MG

ALPRAZOLAM
0.5MG

ALPRAZOLAM
TMG

AMCINONIOE
0.1%

AMCINONIOE
0.1%

AMILORIOE HYDROCHLORIOE;
HYDROCHLOROTHIAZIOE
5MG; 50MG

AMINO ACIOS
6.9%

TRADE NAME

DAEFRMR Н

ZYLOPRIM
(TABLET; ORAL)

ZYLOPRIM
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

CYCLOCORT
(CREAM; TOPICAL)

CYCLOCORT
(OINTMENT; TOPICAL)

MODURETIC 5/50
(TABLET; ORAL)

FREAMINE HBC 6.9%
(INJECTABLE; INJECTION)

APPLICANT NAME

BURROUGHS WELLCOME

BURROUGHS NELLCOME

BOOTS PHARMACEUTICAL

BOOTS PHARMACEUTICAL

UPJOHN

UPJOHN

UPJOHN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

MS&D/MERCK

AM MCGAN/AM HOSP

NDA N
O
.

APPROVAL DATE

16-084
08-19-66

16-084
01-14-74

18-297
06-10-80

18-297
06-10-80

18-276
10-16-81

18-276
10-16-81

18-276
10-16-81

18-116
10-18-71

18-498
11-13-81

18-201
10-05-81

16-822
05-17-83

РAТЕМТ N
0
.

Ш
3624205
11-30-88

3624205
11-30-88

3624205
11-30-88

3624205

11-30-88

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

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

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

4158055
06-12-96

4158055
06-12-96

3781430
12-25-90

EXCLUSIVITY

EXP. DATE

NS

09-24-86

IV-3
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TABLE IV. NDA'S APPROVED FROM 1'1'8110 7'31'85 AND NDA'S VITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

APPLI ANT NAME NDA М
1
1
.

PATENT N
O
.

EXCLUSIVITY

APPR VAL DATE EXP. DATE EXP. DATE

ACTIVE INGREDIENTLS)

STRENGTH( S
)

TRADE NAME

D A E F R
M
'

R UTE

AMINO ACIOS TRAVASOL 8.5% TRAVENOL LABS 18-931
8.5% N/O ELECTROLYTES 08-23-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINO ACIOS TRAVASOL 10% TRAVENOL LABS 18-931
10% N/O ELECTROLYTES 08-23-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINO ACIOS TROPHAMINE 6% AM MCGAN/AM HOSP 19-018 NS
6% (INJECTABLE; INJECTION) 07-20-84 09-24-86

AMINO ACIOS AMINOSYN-HBC 7% ABBOTT LABORATORIES 19-374
7% (INJECTABLE; INJECTION) 07-12-85

AMINO ACIOS; CALCIUM ACETATE; PERIPHRAMINE AM "CВAW/AН HOSP 18-582 NC
GLYCERIN; MAGNESIUM ACETATE; (INJECTABLE; INJECTION) 05-08-82 09-24-86
PHOSPHORIC ACIO; POTASSIUM CHLORIDE;
SOOIUM ACETATE; SOOIUM CHLORIDE
3%; 26MG/100ML; 3GM/100ML;
54MG/1OOML; 4TMG/TOOML;
149MG/100ML; 204MG/100ML;
117MG/1OOML

AMINO ACIOS; DEXTROSE AMINOSYN 3.5% ABBOTT LABORATORIES 19-120
3.5%; 5% v N/ DEXTROSE 5% 10-11-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINO ACIOS; DEXTROSE AMINOSYN 3.5% ABBOTT LABORATORIES 19-118
3.5%; 25% N/ DEXTROSE 25% 10-11-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINO ACIOS; DEXTROSE AMINOSYN 4.25% ABBOTT LABORATORIES 19-119
4.25%; 25% W/ DEXTROSE 25% 10-11-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

IV-5



9­^I

(801133ГNI 5339V133Г81)
83NIV1803 31lSVTd NI

79—Zl—Zl %SU'O 3UI8OT03 ИПIUOS INOOL/SNOS7 f3NUO1/9ИUO7
726—81 531801V808VT 110880 /M 3813TAH80NINV 3U180TH3 N0100S f3NI3IAH80NINV

(801133ГNI 53380133ГN1)
83NIV1803 31lSVï8 NI

78­Zl—Zl %S7'0 3018OT03 NnIOOS 1ИOO1/ЭИOS7 t1ИDOLÍÚNOOZ
926—8l 531801V80801 11089V /М 38113AH80NINV 3018OT03 ИПIUOS 53NITIAH80NINV

(801133Г8I t3180133Г81)
83NIV1803 31lSV38 NI

v8-zl-zl xsv'o 301801нэ wп100$ 1wo01/9w080 Зчwоо1/эwоо1
026-81 531001V80801 110880 /M 3NIIIAH80NINV 301801нэ wп100$ f3N111AH808Iwv

913-02-60 213-20-00 (ND38 fvw3N3) шс/эиооя
им ZEZ-Bl snosrj N111AH8owos змтччжнаом1и0

86-91-80
1190068
88-12-10 08-62-01 (1080 5131801) эиозг
0968688 202-81 Aэ139-081э/081э N380V1A3 зо1и1н1э1пчэом1и0

28-62-01 (801IJЭ881 fзт801эзсм1) чи/эиозг'
ues-81 SNIaouHv/NNIS-SNIXI3 0130 э1оиа0эом1и0 0130 JIoa8vJoNlи0

(8011V91881 58011П105)
28-61-20 изм101моэ 3115018 N1 wwoo1/wûs'l
228-81 5801 10м3A081 %9'l 0130 э11зэ0омlи0 0130 31133008IH0

1и001/9и083 51н001/9и821
21и001/9и07 51и001/эи1г 5%9'Е

(801133Г81 53180133081) 30180103 wnluos
98-02-60 08-80-80 азм101моэ 3115018 NI f31v133v wnlssvlo8 10130 3180н850H8

3N 818-81 531001080801 110880 и %5°е мжзом1w0 13101330 ип1ззмэ0ы 550130 0м1и0

1wo01/9и082 51wo01/9w821
21wo01/9w07 51wo01/9и12 fиз'г

(801133Г81 $3180133081) 3U18OI03 wnloos
98-v2-60 08-81-80 нзм101моэ 3115018 N1 53101330 wп1$$0108 f0130 3180H850H8

3N 008-81 531801V80801 110880 и %§'€ NASONIи0 53101330 wп1зэмэ0и 150130 oNlи0

3110 ‘113 3110 ‘113 3110 IVAGVddV (31001 tNIIOI IGVÈGGI (SIHIUNIVIS

11111 I 13 ‘0
1

113111 ‘0
1

VGN 3111 111 IIddV 3111 30111 (811131031011 301131

10111110311 11101501313 GNV lNIlVd BIVINd06ddV HIIN SIVGN GNV 98'1E'1 O
l

28'1'1 NOVI GIA06ddV SIVGN 'AI 31011



IAOLE IV. NOA'S APPROVED FROM 1'T-82 TO 7-31-85 A
N
O

NDA'S NITH APPROPRIATE PATENT AND EXCLOSIVITV INFORMATION

ACTIVE INOREDIENTLS)

STRENGTHLS)

AMINOPHYLLINE; SOOIUM CHLORIDE
500MG/100ML; 450MG/1OOML

AMITRIPTYLINE HYDROCHLORIOE

TOMG

AMITRIPTYLINE HYDROCHLORIOE

25MG

AMITRIPTYLINE HYDROCHLORIOE

50MG

AMITRIPTYLINE HYDROCHLORIOE

75MG

AMITRIPTYLINE HYDROCHLORIOE
TOOMG

AMITRIPTYLINE HYDROCHLORIOE
150MG

AMITRIPTYLINE HYDROCHLORIOE

lOMG/ML

AMITRIPTYLINE HYDROCHLORIOE;

CHLOROIAZEPOXIOE
12.5MG; 5MG

AMITRIPTYLINE HYDROCHLORIOE;

CHLOROIAZEPOXIOE
25MG; )OMG

TRADE NAME

DAEFRMR Н

AMINOPHYLLINE N/
SOOIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(INJECTABLE; INJECTION)

LIMBITROL
(TABLET; ORAL)

LIMBITROL
(TABLET; ORAL)

APPLI ANT NAME

ABBOTT LABORATORIES

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MSBD/MERCK

MS&D/MERCK

MS&D/MERCK

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

NDA М .

APPR VAL DATE

18-924
12-12-84

12-703
04-07-61

12-703
07-05-74

12-703
04-07-61

12-703
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

PATENT N
O
.

EXP. DATE

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735

02-18-86

4316897
02-23-99

4316897

02-23-99

EXCLOSIVITY

EXP. DATE



IV-8

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO7-31-85ANONDA'SNITHAPPROPRIATEPATENTANOEXQLOSIVITYINFORMATION

AQTIVEINGREDIENTTST

STRENGTHIQ)

AMITRIPTYLINE
PERPHENAZINE

TOMG;4MG

AMITRIPTYLINE
PERPHENAZINE

ZSMG;ZMG

AMITRIPTYLINE
PERPHENAZINE

25HG;4MG

AMITRIPTYLINE
PERPHENAZINE

TOMG;ZMG

AMITRIPTYLINE
PERPHENAZINE

IOMG;4MG

AMITRIPTYLINE
PERPHENAZINE

25HG;ZMG

AMITRIPTYLINE
PERPHENAZINE

TOHG;ZMG

AMITRIPTYLINE
PERPHENAZINE

ZSMG;4MG

AMITRIPTYLINE
PERPHENAZINE

SONG;4MG

HYDROCHLORIOE;

HYDROCHLORIOE;

HYDROCHLORIOE;

HYDROCHLORIOE;

HYDROCHLORIOE;

HYDROCHLORIOE;

HYDROCHLORIOE;

HYDROCHLORIOE;

HYDROCHLORIOE;

AMMONIUMLACTATE

но121ACIO

TRADENAME

DAEFRNRИ

ETRAFONA

(TABLET;ORAL)

ETRAFON2-25

(TABLET;ORAL)

ETRAFON-FORTE

(TABLET;ORAL)

ETRAFON2-10
(TABLET;ORAL)

TRIAVIL4-TO
(TABLET;ORAL)

TRIAVIL2-25
(TABLET;ORAL)

TRIAVIL2-10
(ТABЬЕТ;ORAL)

TRIAVIL4-25
(TABLET;ORAL)

TRIAVIL4-50
(TABLET;ORAL)

LAC-HYDRIN
(LOTION;TOPICAL)

APPLIANTNAME

SCHERING

SCHERING

SCHERING

SCHERING

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

BRISTOL-MYERS

NDA
.
APPRVALDATE

14-713
12-30-65

14-713
12-30-65

14-713
12-30-65

14-713
12-30-65

14-715
12-30-65

14-715
08-23-65

14-715
04-04-57

14-715
08-25-65

14-715
03-15-78

19-155
04-24-85

PATENTN
.

EXP.DATE

3428735
OZ-Tß-BÓ

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

4105783
05-03-94

ЕХLIVITY

EXP.DATE

NE
04-24-88



IAOLE IV. NOAIS APPROVED FROM 1'1'82 TO 7-31-85 ANO NDA'S NITH APPROPRIATE PATENT AND EXCLOSTVITY INFORMATION

ACTIVE INCREDIENTLS) TRADE NAME APPLI ANT NAME NDA М . PATENT N
O
.

EXCLOSIVITY

STRENOTHLS) (OOSAOE FORM; ROOTE) APPR VAL DATE EXP. DATE EXP. DATE

AMOXAPINE AS N LEDERLE LABS/AM CYAN 18-021 3546226
25MG (T T

;

ORAL) 09-22-80 12-08-87'
3663696
05-16-89
3681
08-0

AMOXAPINE ASENOIN 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 ASENOIN LEDERLE LABS/AM CYAN 18-021 3546226
TOOMG (TABLET; ORAL) 09-22-80 12-08-87

3663696
05-16-89
3681357
08-01-89

AMOXAPINE AS N LEDERLE LABS/AM CYAN 18-021 3546226
150MG (T T

;

ORAL) 09-22-80 12-08-87
3663696
05-16-89
3681357
08-01-89

AMRINONE LACTATE INOCOR WINTHROP LABS/STERL 18-70 4072746 NCЕ

EQ 5MG BASE/ML (INJECTABLE; INJECTION) 07-31- 02-07-95 07-31-94

ASPIRIN; CAFFEINE; SYNALGOS-DC IVES LABS/AMHO 11-483
DIHYDROCODEINE BITARTRATE (CAPSULE: ORAL) 09-06-83
356.4MG; 30MG; 16MG

ASPIRIN; CAFFEINE; NORGESIC RIKER LABS/3M 13
ENA NE CITRATE (TABLET; ORAL) 10- - 2

25MGG; G;

ASPIRIN; CAFFEINE; 80 SIC TE RIKER LABS/3M 13-416
10-27-82ORPHENADRINE CITRATE (T ET; L)

770MG; бомб; 50MG
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ШЕЕ 111. NDA'S APPROVED FROM T-HZATO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

STRENGTH) S)

ATENOLOL; CHLORTHALIOONE
50MG; 25MG

ATRACURIUM BESYLATE
TOMG/ML

ATROPINE SULFATE; OIFENOXIN HYDROCHLORIOE
0.025MG; 0.5MG

AURANOFIN
3MG

ATROPINE SULFATE; OIFENOXIN HYDROCHLORIOE
0.025MG; IMG

AZATAOINE MALEATE
1MG

AZATADINE MALEATE;

PSEUDDEPHEDRINE SULFATE
1MG; 120MG

BACLOFEN
TOMG

BACLOFEN

20MG

BECLOMETHANSONE OIPROPIONATE
0.042MG/INH

TRADE NAME

D AEFRM’ R TE

TENORETIC 50
(TABLET; ORAL)

TRACRIUM
(INJECTABLE; INJECTION)

MOTOFEN HALF-STRENGTH
(TABLET; ORAL)

RIOAURA
(CAPSULE; ORAL)

MOTOFEN
(TABLET; ORAL)

OPTIMINE
(TABLET; ORAL)

TRINALIN
(TABLET, CONTROLLED
RELEASE; ORAL)

LIORESAL
(TABLET; ORAL)

LIORESAL DS
(TABLET; ORAL)

BECLOVENT
(AEROSOL; INHALATION)

APPLI AМ1 МAМЕ

STUART PHARMS/ICI AM

BURROUGHS NELLCOME

MCNEIL LABORATORIES

SK&F LABORATORIES

MCNEIL LABORATORIES

SCHERING

SCHERING

GEIGY/CIBA-GEIGY

GEIGY/CIBA—GEIGY

GLAXO

NDAN.

APPR VAL DATE

18-760
06-08-84

18-831
11-23-83

17-744
07-14-78

18-689
05-24-85

17-744
07-14-78

17-601
03-29-77

18-506
03-23-82

17-851
11-22-77

17-851
01-20-82

18-153
06-24-80

Ш
ЕХР. DATE

3663607

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

4179507
12-18-96

3646207
02-28-89

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

3646207

02-28-89

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

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

3471548
10-07-86

3471548

10-07-86

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

EXCL IVITY

EXP. DATE

NC

09-24-86

NCЕ
11-23-93

NCЕ
05-24-90

NC
09-24-86

NS

09-24-86

IV-TT
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31'85 AND NDA'S NITH APPROPRIATE PATENT AМ1] EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS) TRADE NAME APPLI ANT NAME NDA N
O
.

PATENT N . E
X

L IVITY

BETAMETHASONE CELESTONE SCHERING 12-657 3485854
0.6MG (TABLET; ORAL) 04-17-61 12-23-86

BETAMETHASONE CELESTONE SCHERING 14-215 3485854
0.6MG/5ML (SYRUP; ORAL) 04-18-64 12-23-86

BETAMETHASONE CELESTONE SCHERING 14-762 3485854
0.2% ICREAN; TOPICAL) O4-TO-64 )2-23-86

BETAMETHASONE ACETATE; CELESTONE SOLuSPAN SCHERING 14-602 3485854
BETAMETHASONE SOOIUM PHOSPHATE (INJECTABLE; INJECTION) 03-03-65 12-23-86
3MG/NL; E0 3MG BASE/NL

BETANETHASONE OIPROPIONATE OIPROLENE SCHERING )8-741 4070462
EO 0.05% BASE (OINTMENT; TOPICAL) 07-27-83 01-24-95

ВЕ1AHЕ1НASO8Е DIPROPIONATE BETAMETHASONE OIPROPIONATE PHARNADERN/BYK-GLON 19-136
EO 0.05% BASE ICREAM; TOPICAL) 06-26-84

BETANETHASONE OIPROPIONATE BETAMETHASONE OIPROPIONATE E EOuGERA/BYK-GLON )9-)37
EO 0.05% BASE TCREAM; TOPICAL) 00-26-84

BETAMETHASONE OIPROPIONATE ALPHATREx SAVAGE LABS/BYK-GLON )9-)38
E0 0.05% BASE (снеди; TOPICAL) 06-26-84

BETAMETHASONE OIPROPIONATE BETAMETHASONE OIPROPIONATE PHARMADERM/BYK-GLON 19-140
EO 0.05% BASE (OINTNENT; TOPICAL) 09-04-84

BETAMETHASONE OIPROPIONATE BETAMETHASONE OIPROPIONATE E FOUGERA/BYK­GLON 19-141

E0 0.05% BASE IOINTNENT; TOPICAL) 09-04-84

BETANETHASONE OIPROPIONATE ALPHATREx SAVAGE LABS/BYK-GLON 19-)43
E0 0.05% BASE IOINTNENT; TOPICAL) 09-04-84

BETAMETHASONE OIPROPIONATE OIPROSONE SCHERING )7-535 O-T

E0 о 05% BASE ICREAM; TOPICAL) 01-29-75 09-24-86

BETAMETHASONE OIPROPIONATE OIPROSONE SCHERING 17-691 0-1
E0 0.05% BASE IOINTNENT; TOPICAL) 04-T5­76 09-24-86

BETAMETHASONE OIPROPIONATE OIPROSONE SCHERING 17-781 0­T
E0 0.05% BASE (LOTION; TOPICAL) 02-01-77 09-24-86



IV-14

TABLEIV.NDA‘SAPPROVEDFROM1'T-82T07-3T-85AN0NDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION

ACTIVEINGREDIENTLS)

STRENGTH1§L

BETAMETHASONEOIPRОPIONATE
E00.1%BASE

BETAMETHASONEOIPROPIONATE;CLOTRIMAZOLE
EO0.05%BASE;1%

BETAMETHASONEVALERATE
E00.1%BASE

BETAMETHASONEVALERATE

E00.1%BASE

BETAMETHASONEVALERATE
E00.1%BASE

BETAMETHASONEVALERATE
E00.1%BASE

BETAMETHASONEVALERATE
EO0.1%BASE

BETAMEIHASONEVALERATE

E00.1%BASE

BETAMETHASONEVALERATE

E00.1%BASE

BETAMETHASONEVALERATE

EO0.1%BASE

BETAMETHASONEVALERATE
EO0.1%BASE

BETAMETHASONEVALERATE

E00.1%BASE

TRADENAME

(DO§AGEFORM;ROUTE)

OIPROSONE

(AEROSOL;TOPICAL)

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

(OINTMENT;TOPICAL)

BETAMETHASONEVALERATE

(LOTION;TOPICAL)

BETATREX

(LOTION;TOPICAL)

APPLICANTNAME

SCHERING

SCHERING

LEMMON

TJROACO

PHARMADERM/BYK-GLDN

EFOUGERA/BYK-GLDN

SAVAGELABS/BYK-GLDN

SAVAGELABS/BYK-GLDN

PHARMADERM/BYK-GLDN

EFOUGERA/BYK-GLDN

EFOUGERA/BYK-GLDN

SAVAGELABS/BYK-GLDN

NDANO.

APPRVALDATE

17-829
05-24-77

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

PATENT
.

EXP.DATE

3660577
05-02-89
3705172
12-05-89
4298604
11-03-98
3839573
10-01-91

EXLIVITY

EXP.DATE

D-I
09-24-86

NC
09-24-86



TABLE IV
.

NDA'S APPROVED FROM 1'T-82 T
O 7'31fBS AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INOREDIENTLS) TRADE NAME APPLI ANT NAME МDA М . PATENT N
O
.

EXCLUSIVITY

TREN T
H

S D A Е F RM’ R T
E APPR VAL DATE EXP. DATE EXP. DATE

BETANETHASONE VALERATE BETANETHASONE VALERATE PHARMADERM/BYK-GLОN 18-870
EO 0.1% BASE ILOTION; TOPICAL) 08-31-83

BETHANIOINE SULFATE TENATHAN AH ROBINS 17-675 3495013

TOMG (TABLET; ORAL) 05-29-81 02-10-87

ВЕТНA81018Е SULFATE TENATHAN AH ROBINS 17-675 3495013
25MG (TABLET; ORAL) 05-29-81 O2­10­87

BITOLTEROL NESYLATE TORNALATE NINTHROP-BREON/STERL 18-770 4138581 NCЕ
0.8% (AEROSOL; INHALATION) 12-28-84 02-06-96 12-28-89

BRETYLIUM TOSYLATE BRETYLOL AM CRITICAL CARE/AHS 17-954 RE29618
50MG/NL (INJECTABLE; INJECTION) 07-18-78 04-29-86

BROMOCRIPTINE MESYLATE PARLOОEL SANOOZ PHARMS/SANOOZ 17-952 3752888 I­16
EO 2.5NG BASE (TABLET; ORAL) 06-28-78 08-14-90 12-14-87

3752814 I-34
08-14-90 06-28-88

BROMOCRIPTINE MESYLATE PARLODEL SANOOZ PHARMS/SANOOZ 17-962 3752888 I-16
EO SMG BASE (CAPSULE; ORAL) 03-01-82 08-14-90 12-14-87

3752814 I-34
08-14-90 06-28-88

BROMOOIPHENHYDRAMINE HYDROCHLORIOE; AMBENYL MARION LABORATORIES 09-319
CODEINE PHOSPHATE (SYRUP; ORAL) OT-IO-84
12.5NG/5ML; TOMG/SNL _

BROMPHENIRAMINE MALEATE; OIMETANE-DC AH ROBINS 11-694
CODETNE PHOSPHATE; (SYRUP; ORAL) 03-29-84
PHENYLPROPANOLAMINE HYDROCHLORIOE
2MG/5ML; TOMG/5ML; 12 . 5MG/5ML

BRONPHENIRAMINE MALEATE; OIMETANE-OХ AH ROBINS 11-694
ОEXTRONETHORPHAN HYОROBRONIDE; (SYRUP; ORAL) 03-29-84
PSEUDDEPHEDRINE HYDROCHLORIOE
2MG/5ML; TOMG/5ML; 30MG/5ML

IV-15
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IAOLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INOREDIENTIS)

STRENOTHLS)

BUTORPHANOL TARTRATE
2MG/ML

CALCEFEOIOL, ANHYDROUS
0.02MG

CALCEFEOIOL, ANHYDROUS
0.05MG

CALCITONIN
200 IU/VIAL

CALCITONIN
400 IU/VIAL

CALCITRIOL
0.25 UGM

CALCITRIOL
0.5 UGM

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SOOIUM ACETATE;
SOOIUM CHLORIDE; SODIUM CITRATE
34MG/100ML; SGM/100ML; 30MG/100ML;
74MG/100NL; 640MG/100ML; SOOMG/1OOML;
74MG/100ML

TRADE NAME

DAEFRMR И

STADOL
(INJECTABLE; INJECTION)

CALDEROL
(CAPSULE; ORAL)

CALDEROL
(CAPSULE; ORAL)

CALCIMAR
(INJECTABLE; INJECTION)

CALCIMAR
(INJECTABLE; INJECTION)

ROCALTROL
(CAPSULE; ORAL)

ROCALTROL
(CAPSULE; ORAL)

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

APPLI ANT NAME

BRISTOL LABS/B-M

UPJOHN

UPJOHN

ARMOUR PHARM

ARMOUR PHARM

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

AM MCGAN/AM HOSP

NDA .

APPR VAL DATE

17-857
08-22-78

18-312
08-05-80

18-312
08-05-80

17-769
12-21-84

17-497
12-21-84

18-044
08-17-78

18-044
08-17-78

18-269
01-17-83

PATENT .Ш
3819635
06-25-91

3833622

09-03-91
3565924

03-23-86

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

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

3597559
10-10-89
4391802
07-05-00
4341774
07-27-99
4225596
09-30-97

ЕХ L IVITY

EXP. DATE

I-18
12-21-87

1-18
12-21-87

IV-17
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTLSL

STRENGTHLS)

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SOOIUM CHLORIDE;
SOOIUM LACTATE
25.7MG/100ML; 1.5GM/1OOML;
5.08MG/100ML; 538MG/1OOML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SOOIUM CHLORIDE;
SOOIUM LACTATE
25.7MG/100ML; 2.5GM/1OOML;
5.08MG/100ML; 538MG/100ML; 448MG/1OOML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SOOIUM CHLORIDE;
SOOIUM LACTATE
25.7MG/100ML; 4.25GM/100ML;
5.08MG/1O0ML; 538MG/1O0ML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SOOIUM CHLORIDE;
SOOIUM LACTATE
25.7MG/1OOML; 1.5GM/1OOML;
5.08MG/100ML; 538MG/1OOML; 448MG/1OOML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SOOIUM CHLORIDE;
SOOIUM LACTATE
25.7MG/100ML; 2.5GM/100ML;
5.08MG/1OOML; 538MG/1OOML; 448MG/1OOML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SOOIUM CHLORIDE;
SOOIUM LACTATE
25.7MG/100ML; 4.25GM/100ML; 5.08MG/100ML;
538M6/100ML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SOOIUM CHLORIDE;
SOOIUM LACTATE
26MG/100ML; 2.5GM/1OOML; 15MG/1O0ML;
SÓOMG/1OOML; 39OMG/1OOML

TRADE NAME

)DOSAGE FORM; ROOTE)

DELFLEX
N/ DEXTROSE 1.5%
LON MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DELFLEX
N/ DEXTROSE 2.5%
LON MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DELFLEX
N/ DEXTROSE 4.25%
LON MAGNESIUM
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

INPERSOL-LM
N/ DEXTROSE 1.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

INPERSOL-LM
N/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

INPERSOL-LM
N/ DEXTROSE 4.25%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

OIALYTE
N/ DEXTROSE 2.5%
IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

APPLI ANT NAME

DELMED

DELMED

DELMED

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAN/AM HOSP

NDA М .

APPROVAL DATE

PATENT N
O
.

EXP. DATE EXP. DATE

18-883
11-30-84

18-883
11-30-84

18-883
11-30-84

18-379
07-07-82

18-379
07-07-82

18-379
07-07-82

18-460
11-02-83

EXCLUSIVITY

IV-19
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TABLE IV
.

NDA'S APPROVED ЕМШ T-T'OZt T
O 7-31'85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE 1М6МЕП1ЕМ1151

STRENOTHL S
)

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
SOOIUM LACTATE
20MG/1OOML; SGM/100ML;
105MG/100ML; 600MG/100ML;
310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
SOOIUM LACTATE
20MG/100ML; SGM/100ML;
105MG/1OOML; ÓOOMG/TOOML;

310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
SOOIUM LACTATE
20MG/100ML; SGM/100ML;
179MG/100ML; 600MG/TOOML;

310MG/1OOML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
SOOIUM LACTATE
20MG/100ML; 5GM/100ML;
T79MG/1OOML; 6OOMG/IOOML;

310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
SOOIUM LACTATE
ZOMG/1OOML; SGM/100ML;
254MG/100ML; ÓOOMG/TOOML;
3TOMG/1OOML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SOOIUM CHLORIDE
SOOIUM LACTATE
20MG/100ML; SGM/100ML;
254MG/100ML; ÓOOMG/1OOML;
3TOMG/TOOML

TRADE NAME

(DOSAGE FORM: ROUTE)

POTASSIUM CHLORIDE

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

POTASSIUM CHLORIDE

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

POTASSIUM CHLORIDE

TONEO IN DEXTROSE 5%
ANO LACTATEO RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

20MEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

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

POTASSIUM CHLORIDE

3OMEO IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLI ANT NAME

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

LABS

LABS

LABS

LABS

LABS

LABS

NDAN.

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 NO. EXCLUSIVITY

IV-21
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T_A_BLE IV. NDA'S APPROVED FROM T-1-OZ TO 7'31'85 Ш NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

CAPTOPRIL CAPOTEN ER 500IB8 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 SOUIBB AND SONS 18-343 4105776 I­20
50MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86

0-7
10-12-87

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

0-7
10-12-87

CAPTOPRIL; HYDROCHLOROTHIAZIOE CAPOZIOE 25/15 ER 500IB8 AND SONS 18-709 4105776 NC
25MG; TSMG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87

4217347
08-12-97

CAPTOPRIL; HYDROCHLOROTHIAZIOE CAPOZIOE 25/25 ER 500188 AND SONS 18-709 4105776 NC
25MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87

4217347
08-12-97

CAPTOPRIL; HYDROCHLOROTHIAZIOE CAPOZIOE 50/15 ER 500IB8 ANO SONS 18-709 4105776 NC
50MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87

4217347
08-12-97

CAPTOPRIL; HYDROCHLOROTHIAZIOE CAPOZIOE 50/25 ER SOUIBB AND SONS 18-709 4105776 NC
50MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87

4217347
08-12-97

CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 16-608 4409212
200MG (TABLET; ORAL) 03-11-68 10-11-00

CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 18-281 4409212
IOOMG (TABLET, CHENABLE; ORAL) 12-14-81 10-11-00

IV-23
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IAOCEIV. NDA'S APPROVED FROM 1-1-82 10 7-31-85 AND NOA'S NITH APPROPRIATE PATENT ANDЙEXCLUSIVITY INFORMATION

ACTIVE INCREDIENTIS)

STRENOTHLS)

CELLULOSE SOOIUM PHOSPHATE
2.5GH/РАCКЕТ

CERULETIOE OIETHYLAMINE
0.02MG/ML

CHENOOIOL
250MG

CHLOROIAZEPOXIOE
25MG

CHLOROIAZEPOXIOE
5MG

CHLOROIAZEPOXIOE
TOMG

CHLOROIAZEPOXIOE
3OMG

CHLOROIAZEPOXIOE HYDROCHLORIOE
5MG

CHLOROIAZEPOXIOE HYDROCHLORIOE
TOMG

CHLOROIAZEPOXIDE HYDROCHLORIОE
25MG

CHLOROIAZEPOXIOE HYDROCHLORIOE
100MB/AMP

CHLOROIAZEPOXIOE HYDROCHLORIOE;
CLIOINIUM BROMIOE
5MG; 2.5MG

CHLOROIAZEPOXIOE; ESTROGENS, CONJUGATED
5MG; 0.2MG

TRADE NAME

(OOSAOE FORM; ROOTE)

CALCIBIND
(POWDER; ORAL)

TYMTRAN
(INJECTABLE; INJECTION)

CHENIX
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRELEASE
(CAPSULE, CONTROLLED
RELEASE; ORAL)

LIBRIUM
(CAPSULE; ORAL)

LIBRIUM
(CAPSULE; ORAL)

LIBRIUM
(CAPSULE; ORAL)

LIBRIUM
(INJECTABLE; INJECTION)

LIBRAX
(CAPSULE; ORAL)

MENRIUM 5-2
(TABLET; ORAL)

APPLI ANT NAME

MISSION PHARMACAL

ADRIA LABORATORIES

ROWELL LABORATORIES

ROCHE PRODUCTS

ROCHE PRODUCTS

ROCHE PRODUCTS

HOFFMANN-LA ROCHE

ROCHE PRODUCTS

ROCHE PRODUCTS

ROCHE PROОUCTS

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

NDA N
O
.

APPR VAL DATE

18-757
12-28-82

18-296
12-24-81

18-513
07-28-83

13-071

10-31-66

13-071
10-31-66

13-071

10-31-66

17-813
09-12-83

12-249
02-24-60

12-249
02-24-60

12-249
02-24-60

12-301
07-21-61

12-750
05-02-61

14-740
10-27-59

PATENT N .Ш
3472832
10-14-86

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

Е
Х

L IVITY

EXP. DATE

NCE
12-28-92

NCE
07-28-93

NDF
09-24-86

IV-25
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 1-31-85 AМD NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

CIMETIOINE TAGAMET SK&F LAB 17-920 3950333
300MG (TABLET; ORAL) 08-16-77 04-13-93

4024271

05-17-94
CIMETIOINE TAGAMET SK&F LAB 17-920 3950333 NS
400MG (TABLET; ORAL) 12-14-83 04-13-93 09-24-86

4024271

05-17-94

CIMETIOINE HYDROCHLORIOE TAGAMET SK&F LAB 17-924 3950333
Е0 300MG BASE/5ML (SOLUTION; ORAL) 08-16-77 04-13-93

4024271
05-17-94

CIMETIOINE HYDROCHLORIOE TAGAMET SK&F LAB T7­939 3950333
EO 150MG BASE/ML (INJECTABLE; INJECTION) 08-16-77 04-13-93

4024271

05-17-94

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

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

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

4310515

01-12-99

CITRIC ACID; MAGNESIUM OXIDE; IRRIGATING SOLUTION G TRAVENOL LABS 18-519 МС
SOOIUM CARBONATE IN PLASTIC CONTAINER 06-22-82 09-24-86
3.24GM/1OOML; 380MG/100ML; 43OMG/100ML (SOLUTION; IRRIGATION)

CITRIC ACIO; MAGNESIUM OXIOE; UROLOGIC G ABBOTT LABORATORIES 18-904 NC
SO010H CARBONATE IN PLASTIC CONTAINER 05-27-83 09-24-86
3.24GM/100ML; 380MG/100ML; 430MG/100ML (SOLUTION; IRRIGATION)

CLEMASTINE FUMARATE TAVIST DORSEY LABS/SANDOZ 18-675 NDF

EO 0.5MG BASE/5ML (SYRUP; ORAL) 06-28-85 06-28-88

IV-27
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TABLE IV. NDA'S APPROVED FROM T-1'OE TO 7-31-85 AND NOA'S NITH APPROPRIATE PATENT AND EXCLOSIVITY INFORMATION

PATENT N
O
.

EXP. DATE

ACTIVE INGREDIENTLS)

STRENGTH) S
)

CLORAZEPATE OIPOTASSIUM
15MG

CLORAZEPATE OIPOTASSIUM
22.5MG

CLORAZEPATE DIPOTASSIUM
11.25MG

CLORAZEPATE OIPOTASSIUM
3.75MG

CLORAZEPATE OIPOTASSIUM
7.5MG

CLORAZEPATE OIPOTASSIUM
15MG

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
TOOMG

TRADE NAME

)DOSACE FORM; ROOTE )

TRANXENE
(CAPSULE; ORAL)

TRANXENE SD
(TABLET; ORAL)

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

ABBOTT LABORATORIES

ABBOTT LABORATORIES

SCHERING

SCHERING

SCHERING

SCHERING

NA.
APPROVAL DATE

17-105
06-23-72

17-105
03-31-75

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

RE28315
06-23-87

RE28315
06-23-87

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

Х 11111

P
.

T

IV­29



08-A1

98—92-60
3ON

88­6l-70
SN

3110 °dХ3

А11AI$П33Х3

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

68-20-90
1190998

68-90-21
2119018

16-10-01
8196888

68—20—90

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

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

68—20-90

1190998
68—90—21

2119018
16-10-01
8196888

68-20-90
1190998

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

88-11-90
811-81

61-91-20
082-81

61-91-10
881-81

98-61-70
690-61

61-12-20
281-81

61-91-10
181-81

5311И/5И80H8

53`|1И/5И81H8

5311И/9И80HЫ

5331И/5ННVH8

5331N/5N80H8

5331N/508VH8

S31IN

533IN

5331И

$311И

$311И

5311И

(T080 53S03ZO3/30308U
ХЭ3З3AИ

(3VN1ЭV^ tNV3831
9—X3133AN

(GV3180l tN03831
ХЗ1З3AH

(TV81ЭVA f1318013
Э-ХЗ3З3AИ

(TV81Э7A 5131801)
Э-ХЭ3З3AИ

пюшш fьТопгпоз)
ХЗ3З3AИ

9И01
310ZVИ1Н1033

%1

31021И181OT3

ZI
31OZVNIHlOG3

9И009

310ZVИ181OT3

9И001
3102VИ3Н1033

ZI
33021И181013

153Н1ЭМ311$

(511131031911 3А1131

(3INGE fNNOI 391500)

BN11 111313ddV 3111 30111

3110 °dХ3 3110 TVА01661

'G
N

1N31Vd '0N VGN

NGIIVNNOINI А11А1ЁП3313 GNV 1N31Vd ÉlVINd06ddV HLIN SIVGN GNV 98'IE'L G
l

ZG'I'I 1013 03А01661 SIVGN 'NI 33811



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

ACTIVE INGREDIENTIS) TRADE NAME APPLI ANT NAME NDAN . PATENT N . EX L IVITY

STRENGTH)S) D A E F RM' R TE APPR VAL DATE EXP. DATE EXP. DATE

CLOTRIMAZOLE LOTRIMIN SCHERING 18-813 3839573
1% (LOTION; TOPICAL) 02-17-84 10-01-91

3705172

12-05-89
3660577

05-02-89

CODEINE PHOSPHATE; PHENERGAN VC N/ CODEINE NYETH LABS/AMHO 08-306
PHENYLEPHRINE HYDROCHLORIOE; (SYRUP; ORAL) 04-02-84
PROMETHAZINE HYDROCHLORIOE
TOMG/5ML; 5MG/5ML; 6.25MG/5ML

CODEINE PHOSPHATE; PHENERGAN N/ CODEINE NYETH LABS/AMHO 08-306
PROMETHAZINE HYDROCHLORIOE (SYRUP; ORAL) 04-02-84
TOMG/SML; 6.25MG/5ML

CODEINE PHOSPHATE; ACTIFED W/ CODEINE BURROUGHS NELLCOME 12-575
PSEUDDEPHEDRINE HYDROCHLORIOE; (SYRUP; ORAL) 04-04-84
TRIPROLIOINE HYDROCHLORIOE
10MG/5ML; 30MG/5ML; 1.25MG/5ML

COLESTIPOL HYDROCHLORIOE COLESTIO UPJOHN 17-563 3692895 I-24
SGM/PACKET (GRANULE; ORAL) 04-04-77 09-19-89 09-24-86

COLESTIPOL HYDROCHLORIOE COLESTIO UPJOHN 17-563 3692895 I­24
500GM/BOT (GRANULE; ORAL) 04-04-77 09-19-89 09-24-86

COPPER CU­7 SEARLE PHARMS 17-408 3563235

89MG (INTRAUTERINE DEVICE; 02-25-74 02-16-88
INTRAUTERINE) 4040417

08-09-94
3783861
01-08-91
3803308
12-01-87
RE28399

04-29-92

IV-31



IV-32

TAßLEIV.N_GNSAPPRGT@FRGNT-1-ßZT07-31-85ANGNGA'SRITHAPPROPRIATEPATENTANDEXQLUSIVITYINFQRHATIM

ACTIVEINGREDIENTTS)

STRENGTH(51

COPPER
120MG

CROMOLYNSOOIUM

ZOMG

CROMOLYNSOOIUH

4%

CROMOLYNSOOIUH

4Z

TRADENAME

IMAGEFQRH;RQGTET

TATUM-T
(INTRAUTERINEDEVICE;
INTRAUTERINE)

INTAL
(CAPSULE;INHALATION)

NASALCROM

($0LUTION;NASAL)

OPIICROM

(SOLUTION;OPHTHALMIC)

APPIANTNA

SEARLEPHARMS

FISONS

FISONS

FISONS

ЩAPPRVAI.GATE

18-205
08-16-79

16-990
06-20-73

18-306
03-18-83

18-155
10-03-84

PATENTN
G
.

EXP.DAT

3563235
02-16-88
4040417
08-09-94
3783861
01-08-91
3803308
12-01-87
RE28399
04-29-92

3686412
08-22-89
3777033

05-18-93

3686412
08-22-89
3777833
08-22-89
3419578
12-31-85
3975536
08-17-93
4853628
10-11-94

3686412

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

1VTY

P.T

I­22
09-24-86

маг
09-24-86

NDF

10-03-87



TABLE IV. NDA'S APPROVED FROM 1-1'82 TO 7-31'85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLOSIVITY INFORMATION

PATENT O
O
.

EXP. DATE

ACTIVE IN REDI N
T

STRENCTH) S
)

CROMOLYN SOOIUM
TOMG/ML

CYCLOBENZAPRINE HYDROCHLORIOE

5MG

CYCLOBENZAPRINE HYDROCHLORIOE
TOMG

CYCLOPHOSPHAMIOE
IGM/VIAL

CYCLOPHOSPHAMIOE
TGM/VIAL

CYCLOPHOSPHAMIOE

2GM/VIAL

CYTARABINE
TOOMG/VIAL

CYTARABINE
500MG/VIAL

DANTROLENE SOOIUM
25MG

DANTROLENE SOOIUM

TOOMG

DANTROLENE SOOIUM
50MG

TRADE NAME

@SACE FORM; ROOTE)

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)

APPLI ANT NAM

FISONS

MS&D/MERCK

MS&D/MERCK

MEAD JOHNSON/B-M

ADRIA LABORATORIES

MEAD JOHNSON/B-M

UPJOHN

UPJOHN

NORWICH EATON/P&G

NORNICH EATON/P&G

NORWICH EATON/P&G

NIENTE

APPR VAL DAT

18-596
05-28-82

17-821

08-26-77

17-821
08-26-77

12-142
08-30-82

87-442
07-08-83

12-142
08-30-82

16-793
06-17-69

16-793
06-17-69

17-443
01-15-74

17-443
01-15-74

17-443
10-10-75

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

3454643
87-08-86
3882246
05-06-92

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

3444294
05-13-86

3444294
05-13-86

3415821
12-10-85

3415821
12-10-85

3415821
12-10-85

L IVITY

EXP. DATE

I-22
01-19-88

NS
09-24-86

85
09-24-86

85
09-24-86

IV-33



IV-34

МШ1ШШМШМИМММШЩШШШММШШМШШШШМШ

ACTIVEINGREDIENTLS)

STRENGTH1S(

DANTROLENESOOIUM
ZOMG/VIAL

DEFEROXAMINEMESYLATE

500MG/VIAL

DESIPRAMINE
ZSMG

DESIPRAMINE
50MG

DESIPRAMINE
25MG

DESIPRAMINE
SOMG

DESIPRAMINE
75MG

DESIPRAMINE
TOOMG

DESIPRAMINE
TSOMG

HYDROCHLORIOE

HYDROCHLORIDE

HYDROCHLORIOE

HYDROCHLORIOE

HYDROCHLORIOE

HYDROCHLORIOE

HYDROCHLORIOE

TRADEМAМЕ

DGSAGEFORM’RTE

OANTRIUM

(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)

APPLICANTNAME

NORWICHEATON/P&G

CIBA/CIBA-GEIGY

USVLABORATORIES

USVLABORATORIES

MERRELLDON/DONCHEM

MERRELLDON/DOWCHEM

MERRELLDON/DOWCHEM

MERRELLDON/DONCHEM

MERRELLDON/DONCHEM

NDA
.
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

PATENTN
G
.

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

ЕХС11$111Т1

EXP.DATE



TABLE IV. NDA'S APPROVED FROM T-T-BZTTO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

STRENGTH)S)

DESIPRAMINE HYDROCHLORIOE
TOMG

DESMOPRESSIN ACETATE
0.01%

DESMOPRESSIN ACETATE
0.004MG/ML

DESONIOE
0.05%

DESOXIMETASONE

0.05%

DESOXIMETASONE
0.05%

DESOXIMETASONE
0.25%

DEXAMETHASONE
6MG

DEXAMETHASONE
6MG

DEXAMETHASONE

BMG

DEXTROMETHORPHAN HYDROBROMIOE;
PROMETHAZINE HYDROCHLORIOE
15MG/5ML; 6.25MG/5ML

DEXTROSE
SGM/100ML

TRADE NAME

DO AGE F RM' R TE

NORPRAMIN
(TABLET; ORAL)

DDAVP
(SOLUTION; NASAL)

DDAVP
(INJECTABLE; INJECTION)

DESONEN
(CREAM; TOPICAL)

TOPICORT
(GEL; TOPICAL)

TOPICORT
(OINTMENT; TOPICAL)

TOPICORT
(OINTMENT; TOPICAL)

DECADRON
(TABLET; ORAL)

DEXAMETHASONE
(TABLET; ORAL)

DEXAMETHASONE
(TABLET; ORAL)

PHENERGAN N/ DEXTROMETHORPHAN
(SYRUP; ORAL)

DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLICANT NAME

MERRELL DON/DON CHEM

ARMOUR PHARM

ARMOUR PHARM

ONEN LABS/DERM PRODS

HDECHST-ROUSSEL

HOECHST-ROUSSEL

HDECHST-ROUSSEL

MS&D/MERCK

PAR PHARMACEUTICAL

ROXANE LABORATORIES

NYETH LABS/AMHO

ABBOTT LABORATORIES

NDA N
O
.

APPROVAL DATE

14-399
02-11-82

17-922
02-21-78

18-938
03-30-84

19-048
12-14-84

18-586
03-29-82

18-594
01-17-85

18-763
09-30-83

11-664
07-30-82

88-481
11-28-83

88-316
09-15-83

11-265
04-02-84

19-466
07-15-85

PATENT N
O
.

EXP. DATE

3454698
07-08-86
3454554

07-08-86

3497491
02-24-87

3497491
02-24-87

EXCLUSIVITY

vELLO/)T_T

NS

09-24-86

NDF

09-24-86

NDF

09-24-86

NDF

09-24-86

NDF
09-24-86

NS
09-24-86

NS
09-24-86

NS
09-24-86

IV-35
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299-81
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199-81
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AМП NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

STRENGTH)S) )DOSAGE FORM; ROOTE) APPR VAL DATE EXP. DATE EXP. DATE

DEXTROSE DEXTROSE 5% IN PLASTIC ABBOTT LABORATORIES 19-222
50MG/ML CONTAINER 07-13-84

(INJECTABLE; INJECTION)

DEXTROSE; DOPAMINE HYDROCHLORIOE DOPAMINE HCL ABBOTT LABORATORIES 18-132 NC
SGM/100ML; 80MG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-86

DEXTROSE; DOPAMINE HYDROCHLORIOE DOPAMINE HCL ABBOTT LABORATORIES 18-132 NC
SGM/100ML; 160MG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-86

DEXTROSE; DOPAMINE HYDROCHLORIOE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
SGM/100ML; OOMG/100ML CONTAINER 09-30-83 09-24-86

(INJECTABLE; INJECTION)

DEXTROSE; DOPAMINE HYDROCHLORIOE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
SGM/100ML; IÓOMG/100ML CONTAINER 09-30-83 09-24-86

(INJECTABLE; INJECTION)

DEXTROSE; DOPAMINE HYDROCHLORIOE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
SGM/100ML; 320MG/100ML CONTAINER 09-30-83 09-24-86

(INJECTABLE; INJECTION)

DEXTROSE; HEPARIN SOOIUM HEPARIN SO010H 1,000 UNITS AM MCGAN/AM HOSP 19-130 NC
SGM/100ML; 200 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; HEPARIN SOOIUM HEPARIN SOOIUM 2,000 UNITS AM MCGAN/AM HOSP 19-130 NC
SGM/100ML; 200 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; HEPARIN SOOIUM HEPARIN SOOIUM 5,000 UNITS AM MCGAH/AM HOSP 19-130 NC
SGM/100ML; 1,000 UNITS/100ML AND DEXTROSE 5% IN 12-31-83 09-24-86

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; HEPARIN SOOIUM HEPARIN SOOIUM 20,000 UNITS TRAVENOL LABS 18-814 NC
SGM/100ML; 4,000 UNITS/100ML AND DEXTROSE 5% IN 10-31-83 09-24-86

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

IV-37



11-38

TABLEIV.

ACTIVEINOREDIENTIS)

STRENGTHS

DEXTROSE;HEPARINSOOIUM

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

DEXTROSE;HEPARINSOOIUM

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

DEXTROSE;HEPARINSOOIUM

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

DEXTROSE;HEPARINSOOIUM

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

DEXTROSE;HEPARINSOOIUM

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

DEXTROSE;HEPARINSODIUM

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

DEXTROSE;HEPARINSODIUM

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

TRADEМAМЕ

(DOSAGEFORM:ROUTE)

HEPARINSOOIUM

12,500UNITS
INDEXTROSE5%

(INJECTABLE;INJECTION)

HEPARINSOOIUM

12,500UNITS
INDEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM

25,000UNITS
INDEXTROSE5%
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSOOIUM
25000UNITS
INDEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSOOIUM

10,000UNITS
INDEXTROSE5%

(INJECTABLE;INJECTION)

HEPARINSOOIUM

10,000UNITS
INDEXTROSE5%
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM

25,000UNITS
INDEXTROSE5%

(INJECTABLE;INJECTION)

APPLICANTМAМЕ

ABBOТТLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

AMMCGAN/AMHOSP

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ШAPPROVALDATE

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

NDA'SAPPROVEDPROM1-1-82TO7-31-85ANDNGA'SNITMAPPROPRIATEPATENTANDEXELOSTVITYINFORMATION

PATENTN
O
.

EXP.DATE

EXCLUSIVITY

EXP.DATE



TABLE IV
.

NDA'S APPROVED FROM 1'1'82 T
O 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

APPLI ANT NAME NDA N
O
.

PATENT N
O
.

E
X

L IVITY

APPR VAL DATE EXP. DATE EXP. DATE

ACTIVE IN REDIENT

STRENGTHlS)

TRADE NAME

DAEFRMR И

DEXTROSE; HEPARIN SOOIUM HEPARIN SOOIUM ABBOTT LABORATORIES 19-339
SGM/100ML; 10,000 UNITS/100ML 25,000 UNITS 03-27-85

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

DEXTROSE; LIOOCAINE HYDROCHLORIOE LIOOCAINE HCL 0.8% ABBOTT LABORATORIES 18-388 NS
SGM/100ML; 800MG/100ML IN DEXTROSE 5% 11-05-82 09-24-86

18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; LIOOCAINE HYDROCHLORIOE LIOOCAINE HCL 0.8% TRAVENOL LABS 18-461 NS
SGM/100ML; 800MG/100ML AND DEXTROSE 5% 02-22-82 09-24-86

18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; LIOOCAINE HYDROCHLORIOE LIOOCAINE HCL 0.2% AM MCGAN/AM HOSP 18-967 NS
5GM/100ML; 200MG/100ML AND DEXTROSE 5% 03-30-84 09-24-86

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; LIOOCAINE HYDROCHLORIOE LIOOCAINE HCL 0.4% AM MCGAW/AM HOSP 18-967 NS
50M/100ML; 400MG/100ML AND DEXTROSE 5% 03-30-84 09-24-86

18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; LIDOCAINE HYDROCHLORIOE LIOOCAINE HCL 0.8% AM MCGAN/AM HOSP 18-967 NS
SGM/100ML; 800MG/100ML AND DEXTROSE 5% 03-30-84 09-24-86

18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; MAGNESIUM CHLORIDE; ISOLYTE P N/ AM MCGAN/AM HOSP 19-025
POTASSIUM CHLORIDE; DEXTROSE 5% IN 12-27-84
POTASSIUM PHOSPHATE OIBASIC;
SOOIUM ACETATE
SGM/100ML; 31MG/100ML;
130MG/100ML; 26MG/100ML;
320MG/100ML

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

IV-39
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TABLE IV
.

NDA‘S APPROVED FROM 1-1-82 T
O 1-31-85 AМD NDA'S NITH APPROPRIATE PATENT AМD EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT)S)

STRENGTH)S)

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

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

DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/100ML; TSOMG/1OOML; 900MG/100ML

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

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

DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/IOOML; 224MG/100ML; 900MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 900MG/100ML

TRADE NAME

DAEFRMR И

РOТA5510H CHLORIDE

SMEO IN DEXTROSE 5%
ANO SOOIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE;_INJECTION)

POTASSIUM CHLORIDE

TOMEO IN DEXTROSE 5%
AND SO010H CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

TOMEO IN DEXTROSE 5%
AND SOOIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

20MEO IN DEXTROSE 5%
AND SOOIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

20NEO IN DEХTROSE 5%
ANO SOOIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

3ONEO IN DEXTROSE 5%
AND SOOIUM CHLORIOE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

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

APPLI ANT NAME

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

LABS

LABS

LABS

LABS

LABS

LABS

LABS

NDA N
O
.

APPR VAL DATE

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

PATENT N
O
.

EXP. DATE

E
X

L IVITY

EXP. DATE

IV-41
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AМD NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTLSL

STRENGTH)S)

DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/100ML; I5OMG/1OOML; 200MG/1OOML

DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 200MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIDE
SGM/100ML; 75MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIOE
50M/100ML; 150MG/100ML; 33OMG/1OOML

DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIOE
SGM/100ML; 224MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SO010H
CHLORIOE
SGM/100ML; 150MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SOOIUM
CHLORIOE
SGM/100ML; 75MG/100ML; 330MG/100ML

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

TRADE NAME

(DOSAGE FORM: ROUTE)

DEXTROSE 5%, SOOIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE
20HЕ0 18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SO010H CHLORIDE
0.2% AND POTASSIUM CHLORIDE
30MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SO010H CHLORIDE
0.33% AND POTASSIUM CHLORIDE

5MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SO010H CHLORIDE
0.33% AND POTASSIUM CHLORIDE
TOMEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SOOIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
15HЕ0 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SO010H CHLORIDE

0.33% AND POTASSIUM CHLORIDE
20HЕ0 18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

DEXTROSE 5%, SOOIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE

20HЕ0 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



IV-44

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO7-31-85AМ0NDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION

ACTIVEINGREDIENT

STRENGTHIS)

DEXTROSE;POTASSIUMCHLORIOE;SOOIUM
CHLORIDE

SGM/100ML;224MG/100ML;330MG/100ML

DEXTROSE;POTASSIUMCHLORIOE;SOOIUM

CHLORIOE

5GM/100ML;300MG/100ML;330MG/100ML

DEXTROSE;THEOPHYLLINE
SGM/100ML;40MG/1OOML

DEXTROSE;THEOPHYLLINE
SGM/100ML;40MG/100ML

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

DEXTROSE;THEOPHYLLINE
SGM/100ML;BOMG/1OOML

DEXTROSE;THEOPHYLLINE
50M/100ML;160MG/100ML

DEXTROSE;THEOPHYLLINE
SGM/100ML;TÓOMG/1OOML

TRADENAME

MNEFRMRН

DEXTROSE5%,SOOIUMCHLORIOE
0.33%ANDPOTASSIUMCHLORIOE
30MEOINPLASTICCONTAINER

(INJECTABLE;INJECTION)

овхтвозеэх,зоп1имсньон1пв
о.33%ANDP01A55109c910910£
4096019PLASTICCONTAINER

(18ЭЕCТAB1Е;1мзвстхом>

THEOPHYLLINEIN
DEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

THEOPHYLLINE0.04%
ANDDEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

THEOPHYLLINEIN
DEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

THEOPHYLLINE0.08%
ANDDEXTROSE5%
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

THEOPHYLLINEIN
DEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

THEOPHYLLINE0.16%
ANDDEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

APPLICANTNAME

TRAVENOLLABS

TRAVENOLLABS

ABBOTTLABORATORIES

AMMCGAN/AMHOSP

ABBOTTLABORATORIES

AMMCGAN/AMHOSP

ABBOTTLABORATORIES

AMMCGAN/AMHOSP

NDANO.PATENTМ0.

APPROVALDATEEXP.DATE

18-629
03-23-82

18-629
03-23-82

19-211
12-14-84

19-083
11-07-84

19-211
12-14-84

19-083
11-07-84

19-211
12-14-84

19-083
11-07-84

EXCLOSIVITY



TABLE IV. NDA'S APPROVED FROM T-1-OZ TO 7-31'B5 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTLSL

STRENGTH)S)

DEXTROSE; THEOPHYLLINE
50M/100ML; 200MG/100ML

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

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

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

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

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

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

DEXTROSE; THEOPHYLLINE
SGM/100ML; ZOOMG/1OUML

DEXTROSE; THEOPHYLLINE
SGM/100ML; 4OOMG/100ML

TRADE NAME

)DOSAGE FORM; ROUTE)

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

THEOPHYLLINE 0.2%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

THEOPHYLLINE 0.4%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

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

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

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

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

APPLICANT NAME

ABBOTT LABORATORIES

AM MCGAN/AM HOSP

ABBOTT LABORATORIES

AM MCGAN/AM HOSP

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

NDA N
O
.

PATENT N
O
.

APPROVAL DATE EXP. DATE

19-211
12-14-84

19-212
11-07-84

19-211
12-14-84

19-212
11-07-84

18-649
07-26-82

18-649
07-26-82

18-649
07-26-82

18-649
07-26-82

18-649
07-26-82

EXCLOSIVITY

IV-45
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

OICYCLOMINE HYDROCHLORIOE BENTYL MERRELL DON/DON CHEM 08-370
TOMG/ML (INJECTABLE; INJECTION) 10-15-84

OICYCLOMINE HYDROCHLORIOE BENTYL MERRELL DON/DON CHEM 07-961
TOMG/5ML (SYRUP; ORAL) 10-15-84

OIFLORASONE OIACETATE FLORONE UPJOHN 17-741 3980778
0.05% (CREAM; TOPICAL) 09-14-77 09-14-93

OIFLORASONE OIACETATE FLORONE UPJOHN 17-994 3980778
0.05% (OINTMENT; TOPICAL) 03-01-78 09-14-93

OIFLUNISAL DOLOBIO MS&D/MERCK 18-445 3714226 NCЕ
250MG (TABLET; ORAL) 04-19-82 08-01-89 04-19-92

3674870
07-04-89

OIFLUNISAL DOLOBIO MS&D/MERCK 18-445 3714226 NCЕ
500MG (TABLET; ORAL) 04-19-82 08-01-89 04-19-92

3674870

07-04-89

OIGOXIN LANOXICAPS BURROUGHS NELLCOME 18-118 4088750 NDF
0.2MG (CAPSULE; ORAL) 07-26-82 05-09-95 09-24-86

OIGOXIN LANOXICAPS BURROUGHS NELLCOME 18-118 4088750 NDF
0.05MG (CAPSULE; ORAL) 07-26-82 05-09-95 09-24-86

OIGOXIN LANOXICAPS BURROUGHS WELLCOME 18-118 4088750 NS
0.15MG (CAPSULE; ORAL) 09-24-84 05-09-95 09-24-86

OIGOXIN LANOXICAPS BURROUGHS NELLCOME 18-118 4088750 NDF
O. 1MG (CAPSULE; ORAL) 07-26-82 05-09-95 09-24-86

OIHYDRDERGOTAMINE MESYLATE; EMBOLEX SANDOZ PHARMS/SANDOZ 18-885 4451458 NC
HEPARIN SOOIUM; LIOOCAINE HYDROCHLORIOE (INJECTABLE; INJECTION) 11-30-84 05-29-01 11-30-87
0.5MG/0.5ML; 2500 UNITS/0.5ML; 4402949
5.33MG/0.5ML 09-06-00

IV-47
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)AELE IV. 4NOA'S APPROVED FROM 1'T-82 10 7-31'85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLOSIVITY INFORMATION

ACTIVE INOREDIENT)S)

STRENOTH)S)

OIVALPRDEX SOOIUM
EO 500MG BASE

DOBUTAMINE HYDROCHLORIOE

EO 250MG BASE/VIAL

DOPAMINE HYDROCHLORIOE
BOMG/ML

DOPAMINE HYDROCHLORIOE
BOMG/ML

DOPAMINE HYDROCHLORIOE

40MG/ML

DOPAMINE HYОROCHLORIОE
40MG/ML

DOXEPIN HYDROCHLORIOE

EO 25MG BASE

DOXEPIN HYDROCHLORIOE

EO 50MG BASE

OOXEPIN HYDROCHLORIOE

E0 TOMG BASE

DOXEPIN HYDROCHLORIOE

EO IOOMG BASE

DOXEP IN HYDROCHLOR IDE
EO 75MG BASE

OOXEPIN HYDROCHLORIOE

EO 150MG BASE

BOXEPIN HYDROCHLORIOE
EO TOMG BASE

TRADE NAME

)OOSACE FORM; ROOTE)

DEPAKOTE
(TABLET, ENTERIC COATED;
ORAL)

DOBUTREX
(INJECTABLE; INJECTION)

DOPAMINE HCL
(INJECTABLE; INJECTION)

DOPAMINE
(INJECTABLE; INJECTION)

DOPAMINE HCL
(INJECTABLE; INJECTION)

ОOPAMINE
(INJECTABLE; INJECTION)

SINEOUAN
(CAPSULE; ORAL)

SINEOUAN
(CAPSULE; ORAL)

SINEOUAN
(CAPSULE; ORAL)

SINEOUAN
(CAPSULE; ORAL)

SINEOUAN
(CAPSULE; ORAL)

SINEOUAN
(CAPSULE; ORAL)

ADAPIN
(CAPSULE; ORAL)

APPLI ANT NAME

ABBOTT LABORATORIES

ELI LILLY

ABBOTT LABORATORIES

ELKINS-SINN/AHROBINS

BRISTOL LABS/B-M

ASTRA PHARM PRODS

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LAB5/PFIZER

PFIZER LABS/PFIZER

PENNNALT PHARM

МDA N
O
.

APPR VAL DATE

18-723
03-10-83

17-820
07-18-78

18-132
07-09-82

18-398
03-22-82

18-549
03-11-83

18-656
06-28-83

16-798
09-23-69

16-798
09-23-69

16-798
03-31-75

16-798
03-31-75

16-798
06-04-76

16-798
03-15-78

16-987
01-31-72

PATENT N
O
.

ExP. 1111 ExP. DATE

NE

09-24-86

3987200
10-19-93

3420851
01-07-86

3420851
01-07-86

3420851

01-07-86

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

Е
Х

L IVITY

IV-49



09-A1

26-82-21
33N

06-18-90
33N

06-18-90
33N

06-18-90
33N

3110 'dХ3

ÀlIAI 1 13

16-12-90
¿712188
26-12—10

l282988

18-80-60
8181298

98-82-60
l106978

16-10-01
1496888

06—02—20

9996118

98-10-10
lS80278

98-¿0-l0
lS80278

98—¿0-10
19802й8

98-10-10
l580208

98-¿0-l0
l580278

3110 'dХ3

'0
N

1N31Vd

9¿—05—80

l86-L1

21—82—80
¿SO-Ll

28—82—21

lSL-8l

98-l8-90
lSQ-81

98-18-50
l59-81

98-l8-90
lS9-8l

58-l8-90
lS9-8l

7L-ll-SO
919-Ll

08-91-00
186-91

41-21-21
186-91

2¿-18-10
186—91

21-18-10
186—91

3110 11А NddV

'

VGN

SUO88 манна V8lSV

Joa/lsзnovnv

TV31ln33V08VH8 OHl8O

G30INH

G30INÑ

U30INH

U3NINH

83Z138/SQVÍ 832138

N80H8 11VMNN38

H8VH8 l3VMN038

08VH8 1TVMNN38

HHVH8 11VМNN38

BN11 lNV 1TddV

(NOIl33ГNI 53380133ГNI)
lS3NV8nU

(Nollvwvnnl folnOIw)
3NvuH13

(1131801 fwväun)
зwozvlnз8s

(тупо Еэтпзачэ)
1081НVИ

(TV80 f33nS8V3)
3ON18VN

(чине f31ns8v3)
woNIuvw

(1vuo fзwns8vn)
юными

(1vuo f31vu1N33N03)
NvnO3NIS

(1V80 tSTÜS8V31
NI8VUV

(тvпо 131nS8v3)
Nl8vuv

(1V8O fTIÜS803)
NI8VOV

(3V8O 5310S8V3)

NI8VUV

П 6166310
BN1" 30161

NOIlVN6OJNI AllAISn33XÃ GNV 1N31Vd 3111Nd0NddV HLIM ÉÍVGN GNV 98'1E'1 0
1 28'1'1 1066 03А0NddV 5.101 'А1 31811

%9'0 51И/ЭH900°0
30180TH3080AH 301V30O113 t3N18H83NI8EI

%6°66
ЗNV8П338З

%l
31V811N 33OZVNO33

Dws'z
3ONIQVN08G

ЭИ01

TONI80N08O

9ИS
ïON18VN08U

9И9'Z
3ONIGVN08U

1u/35v9 эwо1 b3
зп1иотнэоножн Nl8зХoo

35v9 вwза 03
зохночнэоиожн 81азхоо

35VB Эwool 03
эо1ночнэоножн м1азхоо

3sve эиоз 03
зпгночнэоножн мхазхоа

3sva вwзг 03
за1ночнэоножн Nl8зХoo

151Н191361Ё

1111131036511 3А1151



EAOLE IV
.

NDA‘S APPROVED FROM 1-1-82 T
O 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S TRADE NAME APPLI ANT NAME NDA М
0
.

PATENT N
O
.

EXCLUSIVITY

STRENGTH)S) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

EPINEPHRINE; ETIOOCAINE HYDROCHLORIOE DURANEST ASTRA PHARM PROOS 17-751 3862321
0.005MG/ML; 1% (INJECTABLE; INJECTION) 08-30-76 01-21-92

3812147

05-21-91

EPINEPHRINE; ETIOOCAINE HYDROCHLORIOE DURANEST ASTRA PHARM PROOS 17-751 3862321
0.005MG/ML; 1.5% (INJECTABLE; INJECTION) 08-30-76 01-21-92

3812147
05-21-91

ERGOLOIO MESYLATES HYDERGINE LC SANDOZ PHARMS/SANDOZ 18-706 4366145 NDF

1MG (CAPSULE; ORAL) 01-18-83 12-28-99 O9­24-86

ERGOLOID MESYLATES HYDERGINE SANDOZ PHARMS/SANDOZ 18-418 4138565
1MG/ML (SOLUTION; ORAL) 01-30-81 02-06-96

ESTRADIOL ESTRACE MEAD JOHNSON/B-M 86-069 4436738 NDF
0.01% (CREAM; VAGINAL) 01-31-84 03-13-01 09-24-86

ESTROGENS, CONJUGATED PREMARIN AYERST LABS/AMHO 04-782 NS
0.9MG (TABLET; ORAL) 01-26-84 09-24-86

ETHINYL ESTRAOIOL; LEVONORGESTREL NORDETTE­21 NYETH LABS/AMHO 18-668 3666858 NC
0.03MG; 0.15MG (TABLET; ORAL-21) 05-10-82 05-30-89 09-24-86

3850911

11-26-91
3959322

11-26-91

ETHINYL ESTRAOIOL; LEVONORGESTREL NORDETTE-28 NYETH LABS/AMHO 18-782 3666858 NC
0.03MG; 0.15MG (TABLET; ORAL-28) 07-21-82 05-30-89 09-24-86

385091 1

11-26-91
3959322
11-26-91

IV-51



IV-52

TABLEIV.NDA'SAPPROVEDFROM1-1'82TO7-31-85ANDNDA'SNIIHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION

ACTIVEINREDIENT

§TRENGTHI§I

ETHINYLESTRAOIOL;LEVONORGESTREL

0.03MG;0.05MG

0.04MG;0.075MG
0.03MG;0.125MG

ETHINYLESTRAOIOL;LEVONORGESTREL

0.03MG;0.05MG

0.04MG;0.075MG

0.03MG;0.125MG

ETHINYLESTRAOIOL;NORETHINDRONE

0.035MG;0.5MGANDIMG

ETHINYLESTRAOIOL;NORETHINDRONE

O_O35MG;O.5MGANDTMG

ETHINYLESTRAOIOL;NORETHINDRONE

0.035мс;0.5HGANDIMG

ETHINYLESTRAOIOL;NORETHINDRONE

0.035MG;0.5MGANDIMG

ETHINYLESTRAOIOL;NORETHINDRONE

0.035MG;0.5MG,0.75MGANDTMG

ETHINYLESTRAOIOL;NORETHINDRONE

0.035HG;0.5MG,0.75MGANDTMG

ETHINYLESTRAOIOL;NORETHINDRONE

O_O35MG;O_5MGANDTMG

ETHINYLESTRAOIOL;NORETHINDRONE

0.035MG;0.5MGANDTMG

ETHINYLESTRAOIOL;NORGESTREL

0.05MG;0.5MG

TRADENAME

IDQ§AQEFORM;RQOTEI

TRIPHASIL-28
(TABLET;ORAL-28)

TRIPHASIL-ZI
(TABLET;ORAL-ZI)

ORTHO-NOVUM10/11-21
(TABLET;ORAL-2])

ORTHO-NOVUMTO/IT-28
(TABLET;ORAL-28)

TRI-NORINYL2T-DAY
(TABLET;ORAL-ZI)

TRI-NORINYL28-DAY

(TABLET;ORAL-28)

ORTHO-NOVUM7/7/7-21
(TABLET;ORAL-21)

ORTHO-NOVUM7/7/7-28
(ТAB1ЕТ;ORAL-28)

ORTHO-NOVUM7/14-21
(TABLET;ORAL-21)

ORTHO-NOVUM7/14-28
(TABLET;ORAL-28)

OVRAL

(TABLET;ORAL-ZT)

APPIIANTNAME

NYETHLABS/AMHO

WYETHLABS/AMHO

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

SYNTEX(FP)

SYNTEX(FP)

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

NYETHLABS/AMHO

NDA
.
APPRVALDAT

19-190
11-01-84

19-192
11-01-84

18-354
01-11-82

18-354
01-11-82

18-977
04-13-84

18-977
04-13-84

18-985
04-04-84

18-985
04-04-84

19-004
04-04-84

19-004
04-04-84

16-672
04-16-68

PATENT
.

EXP.DATE

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

11-26-91
3957982
05-18-93

3666858
05-30-89
3850911

11-26-91
3959322
11-26-91
3957982
05-18-93

4390531
06-28-00

4390531

06-28-00

4530839
07-23-02

4530839
07-23-02

3666858
05-30-89
3850911

11-26-91
3959322

11-26-91

EX111111

EXP.DATE

NS
II-DI-87

NS
TT-OT-87

D-5
09-24-86

0-5
09-24-86

D­6
09-24-86

D­6
09-24-86

D-3
09-24-86

0-3
09-24-86

0-4
09-24-86

0-4
09-24-86



ЩШV.ШШШШШИШНМШШЩШШММШШШШШШЩМШ

ACTIVE INCREDIENT)S)

STRENGTH) S)

ETHINYL ESTRAOIOL; NORGESTREL
0.05MG; 0.5MG

ETHINYL ESTRAOIOL; NORGESTREL
0.03MG; 0.3MG

ETHINYL ESTRAOIOL; NORGESTREL
0.03MG; 0.3MG

ETIOOCAINE HYDROCHLORIOE
0.5%

ETIOOCAINE HYDROCHLORIOE
1%

ETIORONATE OISODIUM
ZOOMG

TRADE NAME

DAEFRNR Н

OVRAL­28
(TABLET; ORAL-28)

LO/OVRAL
(TABLET; ORAL-21)

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

DURANEST
(INJECTABLE; INJECTION)

DURANEST
(INJECTABLE; INJECTION)

OIDRONEL
(TABLET; ORAL)

Ш
WYETH LABS/AMHO

NYETH LABS/AMHO

WYETH LABS/AMHO

ASTRA PHARM PROOS

ASTRA PHARM PROOS

NORNICH EATON/P&G

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 .

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

ЕХ LU IVITYШ

IV-53



7S-AI

98-vz-60
301

18-80-80
9106612

88-11-80
1810098

88-11-80
¿870098

88-11-80
¿870098

98-12-60
¿08

86-01-11 18-81-80
зам 1181252

26-10-60
33N

60-80-00
0808898

96-08-10
6081811
16-90-80
1129121

98-12-60 86-80-80
sN vllvszv

3110 ‘d13 3110 ‘d13

11111501013 'ON 11311d

10111160111 AIIAISОIDXI DNV 11311d 31116d06ddV HIIM SIVDN DNV 98'11—1 01 Z8'I'1 1063 03А06ddV 511GN

78-11-80
O7E-8l

69—91—60
648-9l

78-11-10
101-61

98-21-10
SII-6l

9L—9l­€0
011-¿1

08-91-01
109-L1

91-91-80
709-Ll

28-¿2-¿0
819—91

88-01-ll
891-81

28-¿0-60
¿Z2-8l

78­90­LO
lC8-Ll

3110 1110NddV
'
N VDN

ХЗ1815/5801 Х318A5

19139-1813/1813

SNIQ08HV/NNIS-SNIN13

531801V80801 110880

A1111/50088 11510

11111/50088 11510

11111/50088 11510

581808 H1

И-8/5801 1015188

531801V80801 110880

988/80113 H31М808

3111 111311ddV

(NOI1VTVHNI =1050831)
301118088

(1131801 1NV3831
"3180301

(801133Г81 53180133Г81)
11811033

(801133Г81 53180133Г81)
31V8113 TANV1033

(T110 1131801)
103111

(1V80 531058131
002 8031VN

(1080 531058131
103111

(1V80 53513138
0311081803 ‘1318011

81И10808

(NOII33ГNI 53T80I3ЗГNIX
OI5383^

(NOI133ГNI t31QV1D3ГN1)
31101NV

(1080 5131801)
13808010

131006 11603 3018001

3111 30161

HNI/5NSZO'O
30110518П16

%80°0
З1111A18 38051H13ИП13

1И/3518 Suso 0 03
3108113 31111131

1и/3518 эи50°0 03
31V8113 11111131

3518 9и009 03
ИГПЭ'ШЭ N3 JOHAONB 4

3518 эиоог 03
и01331э 0330880833

3518 эиоог 03
ип1эч1э 0330880833

Suo@

301801H308OAH 311и08013133

1И/9И02
301508013

1И/9И2
31101И01З

9ИOO7
ИПIOOSIO 3118080113

S 11013615

1911131036011 3А1131

'AI 31О11



T_A_BLE IV. NDA'S APPROVED FROM T-1'OZL TO 7'31'85 AND N_DA'S NITH APPROPRIATE PATENT AND EXCLOSIVITY INFORMATION

FLUOCINONIOE LIOEX SYNTEX LABS/SYNTEX 18-849 NDF

0.05% (SOLUTION; TOPICAL) 04-06-84 09-24-86

FLUOCINONIOE LIOEX SYNTEX LABS/SYNTEX 16-908 3888995
0.05% (CREAM; TOPICAL) 06-30-71 07-13-88

3592930

07-13-88

1100С180810Е VASODERM K-LINE PHARMS 19-117
0.05% (CREAM; TOPICAL) 06-26-84

FLUOCINONIOE LIOEX SYNTEX LABS/SYNTEX 16-909 4017615
0.05% (OINTMENT; TOPICAL) 09-22-71 04-12-94

FLUPHENAZINE DECANOATE PROLIXIN DECANOATE ER SOUIBB AND SONS 16-727 3394131
25MG/ML (INJECTABLE; INJECTION) 06-20-72 07-23-85

ELUPHENAZINE ENANTHATE PROLIXIN ENANTHATE ER 500IB8 AND SONS 16-110 3394131
25MG/ML (INJECTABLE; INJECTION) 03-15-67 07-23-85

FLURANDRENOLIDE CORDRAN OISTA PROOS/LILLY 16-455 3632740

0.004MG/50 CH (ТAРЕ; TOPICAL) 07-29-69 01-04-89

FLURAZEPAM HYDROCHLORIOE DALMANE ROCHE PRODUCTS 16-721 4316897
15MG (CAPSULE; ORAL) 04-07-70 02-23-99

FLURAZEPAM HYDROCHLORIOE DALMANE ROCHE PRODUCTS 16-721 4316897
ЗOMG (CAPSULE; ORAL) 04-07-70 02-23-99

FUROSEMIOE FUROSEMIOE CHELSEA LABORATORIES 18-369
20MG (TABLET; ORAL) 05-14-82

FUROSEMIDE FUROSEMIOE CHELSEA LABORATORIES 18-369
40MG (TABLET; ORAL) 05-14-82

FUROSEMIOE FUROSEMIOE SUPERPHARM 18-370
40MG (TABLET; ORAL) 02-10-83

FUROSEMIOE FUROSEMIOE SUPERPHARM 18-370
20MG (TABLET; ORAL) 06-26-84

FUROSEMIOE FUROSEMIOE ZENITH LABORATORIES 18-413
20MG (TABLET; ORAL) 11-30-83

IV-55



IV-56

ATIVEINREDIENT

STRENQTHIS)

FUROSEMIOE
4OMG

FUROSEMIOE

ZOMG

FUROSEMIOE
4OMG

FUROSEMIOE

BOMG

FUROSEMIOE
ZOMG

FUROSEMIOE

4OMG

FUROSEMIOE
80MG

FUROSEMIOE

TOMG/ML

FUROSEMIDE
TOMG/ML

FUROSEMIOE

BOMG

FUROSEMIOE
TOMG/ML

FUROSEMIOE
TOMG/ML

FUROSEMIOE
TOMG/ML

FUROSEMIOE

4OMG

TRADENAME

DAEFRMRН

FUROSEMIOE

(TABLET;ORAL)

FUROSEMIOE

(TABLET;ORAL)

FUROSEMIOE

(TABLET;ORAL)

FUROSEMIOE

(TABLET;ORAL)

FUROSEMIOE

(TABLET;ORAL)

FUROSEMIOE

(TABLET;ORAL)

FUROSEMIOE

(TABLET;ORAL)

FUROSEMIOE

(INJECTABLE;INJECTION)

FUROSEMIDE

(INJECTABLE;INJECTION)

FUROSEMIOE

(TABLET;ORAL)

FUROSEMIOE

(INJECTABLE;INJECTION)

FUROSEMIOE

(INJECTABLE;INJECTION)

FUROSEMIOE

(INJECTABLE;INJECTION)

FUROSEMIOE

(TABLET;ORAL)

APPLIANTNAME

ZENITHLABORATORIES

LEDERLELABS/AMCYAN

LEDERLELABS/AMCYAN

LEDERLELABS/AMCYAN

PARKE-DAVIS/N-L

PARKE-DAVIS/W-L

PARKE-DAVIS/N-L

PARKE-DAVIS/W-L

LYPHOMED

COROLABORATORIES

NATCON

ABBOTTLABORATORIES

NYETHLABS/AMHO

DRUMMER/PHOENIX

TABLEIV.NDA'SAPPROVEDFROMT-1-82101-31-85AN0NDA'SNITHAPPROPRIATEPATENTANDEXIIUSIVITYINFORMATION

NDAN
.
APPRVALDATE

18-413
11-30-83

18-415
07-27-82

18-415
07-27-82

18-415
11-26-84

18-419
01-31-83

18-419
01-31-83

18-419
11-13-84

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

PATENTND.EXLIVITY



TABLE IV
.

NDA'S APPROVEO FROM 1-1-BZÍTO TfBT'8S A
N
O

NDA'S NITH APPROPRIATE PATENT ANO_EXCLOSIVITY INFORMATION
A TIVE IN REDIENT

STRENCTH)S)

FUROSEMIOE
20MG

FUROSEMIOE
40MG

FUROSEMIOE
40MG

FUROSEMIOE

20MG

FUROSEMIOE
40MG

FUROSEMIDE
ЗOHG

FUROSEMIOE
40MG

FUROSEMIOE

20MG

FUROSEMIOE

40HG

FUROSEMIOE
BOMG

FUROSEMIDE
10MG/ML

FUROSEMIOE
TOMG/ML

FUROSEMIOE
TOMG/ML

FUROSEMIOE
TOMG/ML

ВАШ
DAEFRMR M

FUROSEMIOE
(TABLET; ORAL)

FUROSEMIOE
(TABLET; ORAL)

FUROSEMIOE
(TABLET; ORAL)

FUROSEMIOE
(TABLET; ORAL)

FUROSEMIOE
(TABLET; ORAL)

FUROSEMIOE
(TABLET; ORAL)

FUROSEMIOE
(TABLET; ORAL)

LASIX
(TABLET; ORAL)

LASIX
(TABLET; ORAL)

LASIX
(TABLET; ORAL)

LASIX
(SOLUTION; ORAL)

LASIX
(INJECTABLE; INJECTION)

FUROSEMIOE
(INJECTABLE; INJECTION)

FUROSEMIOE
(INJECTABLE; INJECTION)

APPLI ANT NAME

INTL MEOICATION SYS

INTL MEOICATION SYS

BARR LABORATORIES

ROXANE LABORATORIES

ROXANE LABORATORIES

KALAPHARM

KALAPHARM

HDECHST-ROUSSEL

HOECHST-ROUSSEL

HOECHST-ROUSSEL

HOECHST-ROUSSEL

HOECHST-ROUSSEL

INVENEX LABS/LIFE

INVENEX LABS/LIFE

NDA N
O
.

APPR VAL 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 .

ЕЩЕ

4324779
04-13-99

4324779
04-13-99

4324779
04-13-99

4324779
04-13-99

4324779
04-13-99

EXCL IVITY

IV-57



TADLE11.МПA'5ЙAРР101ЕDFROM1-T-82107-31-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION

ATIVEINREDIENTTRADENAMEAPPLICANTNAMENDAN
.

PATENTN
Q
.

E
X

LIVITY

TRENT
H

DAEFRM’RT
EAPPRVALDATEEXP¿_DA1EEXP¿_DATE

OEMFLBROZILLOPLOPARKE-DAVls/W-L18-42236748
200мG'(CAPSULE;ORAL)12-21-8107-04

OEMFIBROZILLOPIOPARKE-DAVrs/W-L18-4223674836

300M@<cAPsuLE;ORAL)12-21-8107-04-89

GLIPIZIDEGLUCOTROLROERIG/PFIZER17-7833669966NCЕ
5MG(rAOLer;ORAL)05-08-8404-21-9205-08-94

OLIPLZLDEGLUCOTROLROERIO/PFIZER17-7833669966NOE

)OMG(rAßLer;ORAL)05-08-8404-21-9205-08-94

GLYBURIOEMICRONASEuPJOHN)7-4983426067мсЕ
1.25HG(TABLET;ORAL)05-01-8404-21-9205-01-94

3454635
04-21-92
35079
04-21
35079
04-21

OLYOORLDEMICRONASEUPJOHN17-4963426067NCЕ
2.5мG(TABLET;ORAL)05-01-8404-21­9205-01-94

34546
04-21--

3507954
04-21-92
35079

04-21

G11608106MICRONASEUPJOHN17-4983426067nce
5MG(ТАB1ЕТ;ORAL)05-01-84O4-21-9205-01-94

3454635
04-21-92
35079

04-21
3507961

04-21-92



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

ACTIVE INGREDIENTLS)

STRENGTH)S)

GLYBURIDE
1.25MG

GLYBURIDE
2.5HG

GLYBURIOE
5MG

GONADORELIN HYDROCHLORIOE

EO 0.1MG BASE/VIAL

TRADE NAME

1 OSAGE FORM; ROUTE)D

DIABETA
(TABLET

OIABETA
(TABLET;

OIABETA
(TABLET

FACTREL
(INJECTABLE; INJECTION)

; ORAL)

ORAL)

; ORAL)

APPLICANT NAME

HOECHST-ROUSSEL

HDECHST-ROUSSEL

HDECHST-ROUSSEL

AYERST LABS/AMHO

NDA N
O
.

APPROVAL DATE

17-532
05-01-84

17-532
05-01-84

17-532
05-01-84

18-123
09-30-82

PATENT No.Ш
3426067
04-21-92
3454635
04-21-92
3507961
04-21-92
3507954
04-21-92
4060634
09-07-93

3426067
04-21-92
3454635

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

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

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

NCЕ

05-01-94

NCЕ
05-01-94

NCЕ
09-30-92



09-A1

98-92-20 18-12-60 (1V80 5131801) 9ИO7
vL96zvS 9€L-LL 98183035 NV31х18 NV832111H

98-92-20 18-12-60 (1V80 1131801) 9И02
1186215 QSL-LL ЭNIa30JS И131118 NV832111H

26-62-21 18-91-21 28-62-21 (1V80 5131801) 9И92
33N 1961195 101-81 8H0080 13801AH 3113105 138U18109

26-62-21 18-91-21 28-62-21 (1V80 f12mm) 9И01
33N 1961195 101-81 8H0180 13801AH 3113105 138018109

26-10-60 68-92-10 28-10-60 (1080 5131801) 3518 9ИO 03

338 5668995 ¿Qs-OL 0HNV/5811 HI3AМ 815031AМ 3111331 203818109

26-10-60 68-92-10 28-10-60 (1V80 f131801) 3518 9ИU 03

338 5668995 ¿S9-Sl 0HNV/5801 HIЗAМ 81Б8Э1AМ 3111331 283808109

18-91-20 (801133081 53180133081) 111A/51180 000'91
910-11 5801 019019-831813 818081001809 318O18O03 318018O03 ‘818081001809

18-12-21 (801133Г81 5318013ЗГ81) TVIA/5IINO 000‘2
OLO-¿L 5801 019019-831813 818081001809 318018003 318018003 '818081001809

‘S6-62780
esvOLLv

26-05-60 56-05-50 28-05-60 1801IJЭ081 13180133181) 111^/3518 Эns 0 03
338 6991165 521-81 OHNV/5801 158311 1381313 301801H308OAH 81138001809

516-62-80
8510111

26-05-60 56-05-50 28-05-60 (801133г81 53180133681) 111^/3518 9wZ O 03
33N 6991165 521-81 0HИV/5801 158311 1381313 301801H3080AH 811380U1809

10111160611 111А15011113 011 11311d 3111Nd0NddV HLIM 51101 011 90'11'L 01 811 1061 0310NddV 51101 'AI 31011



TABLE IV
.

NDA'S APPROVED FROM 1-1'82 T
O 1-31'85 AМD NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTISI

STRENGTH) S
)

HALOPERIDOL
0.5MG

HALOPERIOOL

TMG

HALOPERIOOL
2MG

HALOPERIOOL

5MG

HALOPERIOOL
TOMG

HALOPERIOOL
20MB

HALOPERIOOL LACTATE

EO 2MG BASE/ML

HALOPERIOOL LACTATE

EO 5MG BASE/ML

HEPARIN SOOIUM
10 UNITS/ML

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

HEPARIN SOOIUM; SOOIUM CHLORIDE
100 UNIT5/ML; 4.5MG/ML

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

TRADE NAME

D AEFRM’ R T
E

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

HEPARIN SOOIUM 5,000 UNITS
IN SOOIUM CHLORIOE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SOOIUM 12,500 UNITS
IN SOOIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

Ш
MCNEIL PHARM

MCNEIL PHARM

MCNEIL PHARM

MCNEIL PHARM

MCNEIL PHARM

MCNEIL PHARM

MCNEIL LABORATORIES

MCNEIL LABORATORIES

INVENEX LABS/LIFE

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

NDAN.

APPR VAL 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 N
O
.

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

EXCLUSIVITYШ

NS

09-24-86

IV-61
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MNEN.NMBAWNWDNNTJBEWTBNNANNMUNUHNNNNMENRMANENNHWWINNNÚN

STRENGTH)S)

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

HEPARIN SOOIUM; SOOIUM CHLORIDE HEPARIN SOOIUM 5000 UNITS TRAVENOL LABS 18-609
500 UNITS/100ML; 900MG/100ML AND SO010H CHLORIDE 0.9% 04-28-82

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SOOIUM; SOOIUM CHLORIDE HEPARIN SOOIUM 5000 UNITS ABBOTT LABORATORIES 18-916
1,000 UNITS/100ML; 900MG/100ML IN SOOIUM CHLORIDE 0.9% 01-31-84

18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SOOIUM; SOOIUM CHLORIDE HEPARIN SO010H 5000 UNITS AM MCGAN/AM HOSP 19-042
1,000 UNITS/100ML; 900MG/100ML IN SOOIUM CHLORIDE 0.9% 03-29-85

(INJECTABLE; INJECTION)

HEPARIN SOOIUM; SOOIUM CHLORIDE HEPARIN SOOIUM 12,500 UNITS ABBOTT LABORATORIES 18-916
5.000 UNITS/100ML; 900MG/100ML IN SOOIUM CHLORIDE 0.9% 01-31-84

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SOOIUM; SOOIUM CHLORIDE HEPARIN SOOIUM AM MCGAN/AM HOSP 19-135
5,000 UNITS/100ML; 900MG/100ML 25000 UNITS 03-29-85

IN SO010H CHLORIDE 0.9%
(INJECTABLE; INJECTION)

HEPARIN SOOIUM; SO010H CHLORIDE HEPARIN SOOIUM 10,000 UNITS ABBOTT LABORATORIES 18-916
10,000 UNITS/100ML; 900MG/1OOML IN SO010H CHLORIDE 0.9% 01-31-84

18 PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SOOIUM; SO010H CHLORIDE HEPARIN SO010H 10,000 UNITS ABBOTT LABORATORIES 18-911
10,000 UNITS/100ML; 900MG/100ML IN SOOIUM CHLORIDE 0.9% 01-30-85

(INJECTABLE; INJECTION)

HEPARIN SOOIUM; SO010H CHLORIDE HEPARIN SO010H 12,500 UNITS ABBOTT LABORATORIES 18-911
5,000 UNITS/100ML; 900MG/100ML IN SOOIUM CHLORIDE 0.9% 01-30-85

(INJECTABLE; INJECTION)

HEPARIN SOOIUM; SOOIUM CHLORIOE HEPARIN SOOIUM 25,000 UNITS ABBOTT LABORATORIES 18-911
5,000 UNITS/100ML; 900MG/100ML IN SOOIUM CHLORIDE 0.9% 01-30-85

(INJECTABLE; INJECTION)

IV-63
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTES)

SIREN TH

HYDROCORTISONE ACETATE
10%

HYDROCORTISONE BUTYRATE

0.1%

HYDROCORTISONE BUTYRATE
0.1%

HYDROCORTISONE VALERATE

0.2%

HYDROMORPHONE HYDROCHLORIOE
TOMG/ML

HYOROXYUREA

500MG

IBUPROFEN
400MG

IBUPROFEN
300MG

IBUPROFEN
600MG

IBUPROFEN
400MG

IBUPROFEN
600MG

INDAPAMIOE

2.5MG

INDOMETHACIN
50MG

TRADE NAME

DAEFRMR Н

CORTIFOAM
(AEROSOL; RECTAL)

LOCOIO

(CREAM; TOPICAL)

LOCOIO
(OINTMENT; TOPICAL)

WESTCORT
(OINTMENT; TOPICAL)

OILAUOID-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)

APPLI ANT NAME

REED&CARNRICK PHARMS

ONEN LABS/DERM PROOS

ONEN LABS/DERM PROOS

WESTWOOD PHARMS

KNOLL PHARMACEUTICAL

ER SOUIBB AND SONS

UPJOHN MANUFACTURING

UPJOHN MANUFACTURING

UPJOHN MANUFACTURING

BOOTS PHARMACEUTICAL

BOOTS'PHARMACEUTICAL

USV PHARMACEUTICAL

H5&O RES LABS/MERCK

NDA N
O
.

APPR VAL DATE

17-351
02-10-82

18-795
01-07-83

19-106
07-03-84

18-726
08-08-83

19-034
01-11-84

16-295
12-07-67

17-463
09-19-74

17-463
09-19-74

17-463
03-09-79

18-197
05-19-81

18-197
03-05-84

18-538
07-06-83

17-814
08-13-84

PATENT N
O
.

EXP. DATE

3968249
07-06-93

3565911

02-23-88

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

Е
Х

L IVITY

EXP. DATE

NDF
09-24-86

NP

09-24-86

8Р
09-24-86

NDF

09-24-86

NCЕ
01-11-94

1-2
09-24-86

I-2
09-24-86

I-2
09-24-86

I-2
09-24-86

I-2
09-24-86

NCЕ

07-06-93

NDF
09-24-86

IV-65
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TABLE 1V. 4NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTLS)

STRENGTH)S)

IODAMIOE MEGLUMINE
24%

IODAMIOE MEGLUMINE

65%

IOOOHIPPURATE SOOIUM,
1-123
IMCI/ML

IODOXAMATE MEGLUMINE
9.9%

IODOXAMATE MEGLUMINE
40.3%

IOXAGLATE MEGLUMINE;

IOXAGLATE SOOIUM
39.3%; 19.6%

ISOFLURANE

99.9%

ISOTRETINOIN
10MG

ISOTRETINOIN
20MG

TRADE NAME

DAEFRNR E

RENOVUE-OIP
(INJECTABLE;

RENOVUE­65
(INJECTABLE;

NEPHROFLON
(INJECTABLE;

CHOLOVUE
(INJECTABLE;

CHOLOVUE
(INJECTABLE;

HEXABRIX
(INJECTABLE;

FORANE

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

(GAS; INHALATION)

ACCUTANE
(CAPSULE; ORAL)

ACCUTANE
(CAPSULE; ORAL)

APPLI ANT NAME

ER SOUIBB ANО SONS

ER SOUIBB ANO SONS

MEOI-PHYSICS

ER SOUIBB AND SONS

ER 500IB8 AND SONS

MALLINCKRODT

ANAOUEST/BOC

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

NDA N
O
.

APPROVAL DATE

17-903
07-10-78

17-902
07-24-78

18-289
12-28-84

18-076
08-14-81

18-077
08-14-81

18-905
07-26-85

17-624
12-18-79

18-662
05-07-82

18-662
03-28-83

PATENT N
O
.

EXP. DATE

3654272
04-04-89

3654272
04-04-89

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

3535425

01-24-93
3535388
01-24-93

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

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

EXCLUSIVITY

EXP. DATE

I-6
09-24-86

I-6
09-24-86

NCЕ
12-28-89

NCЕ
07-26-90

NCЕ
05-07-92

NCЕ
05-07-92

IV-67
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33N
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7772107
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9929907
76-51-80
7772107
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8128287
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5529907
76-51-80
7772107

96-80-10
5529907
76-91-80
7772107
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5929907
76-51-80
7772107
56-80-10
5529907
76-91-80
7772107

66-51-90
5219887
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7687977
66-08-80
8872287
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2790027

3100 'dX

'ON 1113100
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912-81
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VON

0Х01Э

0Х01Э

9N18303S
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VN80H8 N35SNVГ

30308 V1-NNVN33OH

3000 100111dd0
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3NAOO08ON

(1080 5131801)
3NAOO08ON
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301000808

(1080 5131801)
1000210

(1080 531058031
3001П331
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O
N

MOOI IDVIOOT

31101130001

9И002

301801H3080AH 101013801

9И001
3O18OT0308OAH 101013801

1И/9И5
3O18OT0308OAH 101013801

9И007
3O18OT0308OAH 101013801

9ИOOЕ

301801H3080AH 101013801

9И002

3O18OT0308OAH 101013801

9И002
31020803013Я

9И07
NIONII38IOSI

10101903015
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TABLE IV. NDA'S APPROVED FROM I-1-OZ TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS) TRADE NAME APPLI ANT NAME NDA М . PATENT N
O
.

E
X

L IVITY

STRENGTH)S) D A E F RM' R Т
Е APPR VAL DATE EXP. DATE EXP. DATE

LABETALOL HYDROCHLORIOE TRANDATE GLAXO 18-716 4012444 NCE
300MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94

4066755
01-03-95

LABETALOL HYDROCHLORIOE TRANDATE GLAXO 18-716 4012444 NCЕ
400MG (TABLET; ORAL) 08-01-84 03-15-94 08-01-94

4066755
01-03-95

LACTULOSE CEPHULAC MERRELL DON/DON CHEM 17-657 3461204
TOGM/15ML (SYRUP; ORAL) 03-25-76 08-12-86

3867524
02-18-92
3860708
01-14-92
3860707
01-14-92
3562388
02-09-88
3558774
01-26-88

LEUCOVORIN CALCIUM NELLCOVORIN BURROUGHS NELLCOME 18-342 NDF

Е0 5HG BASE (TABLET; ORAL) 07-08-83 09-24-86

LEUCOVORIN CALCIUM NELLCOVORIN BURROUGHS WELLCOME 18-342 NDF

Е0 25MG BASE (TABLET; ORAL) 07-08-83 09-24-86

LEUPROLIOE ACETATE LUPRON TAP PHARMACEUTICALS 19-010 NCE
1MG/0.2ML (INJECTABLE; INJECTION) 04-09-85 04-09-90

LITHIUM CARBONATE LITHOBIO CIBA/CIBA-GEIGY 18-027 4264573
300HG (TABLET; CONTROLLED 04-27-79 04-28-98

RELEASE; ORAL)

LITHIUM CARBONATE LITHANE MILES PHARMS/MILES 18-833
300MG (TABLE; ORAL) 07-18-85

LITHIUM CARBONATE LITHIUM CARBONATE ROXANE LABORATORIES 18-558
300MG (TABLET; ORAL) 01-29-82

IV-69



(NOI133ГNI 53180133Г811 1И001/9И782 f1ИOO1/9И8ZI t1ИOO1/9ИZÉ
98-02-60 08-51-90 830101009 30100109 001005 f3101390

90 100-61 5801 10031081 3115010 01 95 3111-VN5010 001550100 1310001008131 3101390 0015309VN

88-92-(0 69-02-10 (1091001 2NV389) 09/3508 9058 O3
6651602 291-91 18315/5801 00801010 0011NV3105 3101390 30103100

18-80-21 51-52-20 (1080 53105003) 3508 9005 03
9229758 525-11 0019 NV/5801 3183031 30011х01 310013305 30100х01

18-80-21 51-52-20 (1080 531050031 3508 9052 03
9229798 525-11 0019 NV/5801 3183031 30011х01 310019905 30100Х01

18-80-21 51-52-20 (1080 13105003) 3508 9001 03
9229798 525-11 0019 NV/5801 3183031 30011х01 310019905 30100Х01

18-80-21 11-52-0( (1080 f3105009) 3508 905 03
9229798 SBS-Ll NVAZ) 110/5801 3183031 З8011ХO1 31VNIÍDOS 3NI8VXOT

06-02-60
6086700
18-80-21 91-70-50 (1080 f31081033009) 10/3508 9052 03
9229798 859-11 0019 NV/5801 3183031 30011х01 3018010300010 30100х01

18-80-21 61-92-01 13180133001) 10/3508 9005 03
9229798 680-81 0019 NV/5801 3103031 30011х01 3018010300010 30100х01

76-21-70 08-52-10 (801133081 f3180133081) 10/900
9191107 071-81 00NV/5801 01310 000110 NV0320001

76-21-70 08-52-10 (801133081 53180133081) 10/902
9191100 001-81 00NV/5801 01310 000110 008320001

98-02-60 06-08-10 08-18-10 (1000 500110105) 105/901
300 6917128 180-61 VN8000 0355002 0010001 3018010300010 3010083001

98-02-60 06-08-10 91-82-21 (1080 53105009) 902
08-1 6517118 069-11 VN8000 0355000 0010001 3018010300010 3010083001

(1080 53503130
98-02-60 28-62-80 0311081003 ‘131801) 90050

50 251-81 531001080801 3805 03 01110053 310008809 0010111

___-._n' . \

I

3100 013 3100 0Х3 3100 10100000 (31000 ’RODI 3905001 181Н190301$

NOIIVNNOINI AIIAISOTDXI 000 103100 31010000000 HIIM 51000 000 S8'IE—L OI Z8'L'1 0001 03000000 51000 'AI 31001



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

1111111 N
Q
.

ШACTIVE INGREDIENTISI

STRENGTHTS)

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE, MONOBASIC; SO010H
ACETATE; SO010H CHLORIDE; SO010H GLUCONATE;
SO010H PHOSPHATE
3OMG/TOOML; 37MG/1OOML; 0.82MG/1OOML;
370MG/1OOML; 530MG/1OOML; 500MG/100ML;
TZMG/1OOML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SO010H ACЕТAТЕ; SO010H CHLORIDE; SO010H
GLUCONATE
30MG/IOOML; 37MG/1OOML; ZZZMG/TOOML;
526MG/100HЕ; 502MG/1OOML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SOOIUM ACETATE; SOOIUM CHLORIDE; SO010H
GLUCONATE
3OMG/TOOML; 37MG/1OOML; 222MG/1OOML;
SZÓMG/1OOML; 502MG/1OOML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SOOIUM ACETATE; SOOIUM CHLORIDE; SOOIUM
GLUCONATE
3OMG/1OOML; 37MG/1OOML; 37OMG/1OOML;

530MG/1O0ML; 500MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SO010H ACETATE; SOOIUM CHLORIDE;
SOOIUM GLUCONATE
3OMG/1UOML; 37MG/1OOML; 368MG/1O0ML;
526MG/1OOML; SOZMG/1OOML

MAGNESIUM SULFATE; POTASSIUM CHLORIOE;
POTASSIUM PHOSPHATE, MONOBASIC; SOOIUM
CHLORIOE; SO010H PHOSPHATE
ZOMG/1OOML; AOMG/1OOML; 6.25MG/100ML;
BOOMG/1OOML; 8.75MG/100ML

MALATHION
0.5%

MAPROTILINE HYDROCHLORIOE
25MG

TRADE МAМЕ

D SAGE FORM' R T
E

ISOLYTES PH 7.4 18 PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

PHYSIOSOL IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

PHYSIOLYTE IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

SYNOVALYTE
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

TIS-U-SOL
(SOLUTION; IRRIGATION)

PRIODERM
(LOTION; TOPICAL)

LUOIOMIL
(TABLET; ORAL)

APPLI ANT МAМЕ

AH HCGAН/AH HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM HCGAW/AH HOSP

TRAVENOL LABS

TRAVENOL LABS

PURDUE FREDERICK

CIBA/CIBA-GEIGY

NDA N
O
.

APPROVAL DATE

19-006
04-04-84

17-637
07-08-82

18-406
07-08-82

19-024
06-08-84

19-326
01-25-85

18-508
02-19-82

18-613
08-02-82

17-543
12-01-80

3399201
08-27-85

Е
Х

L IVITY

EXP. DATE

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NC
09-24-86

NCЕ
08-02-92

IV-7T



99­7Z­60
SN

31VD 'dXB

AIIAI TXB

98—71—10

9612278

98—71—10
9612278

98—71—10
9612208

98—71—10

9612208

98—70—11

2089208

76—92—20
6888807

76—92-20

6888807

68—81—70
2922598

06—20—01

8218928

06—20—01
8218928

06—20—01

8218928

06—20—01

8218928

98—22—80

1026688

58—22—80
1026688

BIVD 'dXB
'
N INBIVd

52—82—90

129—21

81—18-40
207—91

22—80—80
7L8-Sl

72—81—50
728—91

72—08—70

909-21

92—91—10
l7S-ZL

92-91-10
T7S-ZL

72—82—90
187—21

18—11—20

086—21

08—82—80
086—21

81-7l­90
L72-Ll

81—71—90

L72-LL

28—08—60

875—21

08—10—21
C7S-Ll

BIVD TVA НddV

‘ПGМ

NI3HT39NI 83DN18H3OB

И13013981 839N18H308

H13H13981 839N18H3O8

NI3013ЭNI 839N18H308

T83lS/5BVT 808HINIM

NHOCdn

NHOГ8П

VN80H8 N35SNVГ

OHNV/580T HI3AМ

OHNV/58VT H13AM

ZOONVS/5N80H8 ZOONVS

ZOONVS/5N80H8 ZOONVS

A9139-V813/V813

A9139-V813/V813

BNVN INV ITddV

(1V80 t8П8AS)
IN3dПTV

(NOI1VTVHNI t3OS083V)
I038OTV

(1080 5131801)
1030010

(3180 5131801)
lN38nTV

(NOI133ГNI 53TBV133Г81)
082-30008051

(NOII33ГNI 53T80133ГNII
V83AO8d-Od30

(NOII33ГNI f3T8V133ГNI)
V83A088—O830

(1080 531800309 ‘131801)
XO083A

(TV8O tl3180D
8ONVZVN

(TV80 tI31QV1T
8ONVZVN

(TV80 flЗT80U
X38ONVS

(1080 fl3'T80IT
X38ONVS

(TV8O tl3T80IT
TIHOIOПT

(TV8O t13380IT
TINOIOПT

31 N 'NN I BV D
BNVN BDVMI

1ИS/9ИO(
3IV3TПS TON383IO8dV13N

HNI/9H59'O
31V3TПS TON3831088V130

9ИOL
31V3105 TON3831088V130

9И02
3103105 TON3831088V130

10/908'190 f10/901'071
0130 910218130 5301001930

10/90000
3101390 3000315390001x00030

TH/9ИOOl

31V1330 3N0831539088AX08030

ЭNOOL
33OZVON383N

9ИT

TOÜNIZVN

9ИZ

TOONTZVN

9ИZ

TOONTZVИ

9ИT
TOONIZVN

9ИSL

3018OT0308OAH 3NITII088VN

9ИOS
3O18OT0308OAH 3NITIl088VN

S HIDNBNIS

ISTINBI03NÉTNI BAII31

NOIIVNMOINI AIIAISOTBXB DNV INBIVd BIVINdONddV HIIM МGМ DNV S8'IE'L OI Z8'L'1 NONI 03AONddV МGМ 'AI BTDVI



LBLE IV. N_DA‘S APPROVED FROM 1-1-82 TO 7-31-85 AМШA'З NITH APPROPRLTE PAÑTENT AND EXOLOOIVITY INFORMATION

ACTIVE INGREDIENTISI

STRENGTH! O 1

METAPROTERENOL SULFATE
5%

METAPROTERENOL SULFATE
0.6%

METHYLDOPA
250MG

METHYLOOPA

500MG

METHYLOOPA

250MG/5ML

METHYLPHENIOATE HYDROCHLORIOE

20MG

METOCLOPRAMIOE

EO 5MG BASE/5ML

METOCLOPRAMIDE HYDROCHLORIOE

EO 5HG BASE/ML

METOCLOPRAMIOE HYDROCHLORIOE

EO 10ме BASE

METOPROLOL TARTRATE

50MG

METOPROLOL TARTRATE
IOOMG

METOPROLOL TARTRATE

TMG/ML

TRADE NAME

D AEFRM’ R TE

ALUPENT
(SOLUTION; INHALATION)

ALUPENT
(SOLUTION; INHALATION)

METHYLDOPA
(TABLET; ORAL)

METHYLOOPA
(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)

APPLI ANT NAME

BOEHRINGER INGELHEIM

BOEHRINGER INGELHEIM

CORD LABORATORIES

CORD LABORATORIES

MS&O/MERCK

CIBA/CIBA-GEIGY

AH ROBINS

AH ROBINS

AH ROBINS

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

NDAN.

APPR VAL DATE

17-659
09-18-80

18-761
06-30-83

18-934
06-29-84

18-934
06-29-84

18-389
08-28-81

18-029
03-30-82

18-821
3-25-83

17-862
02-07-79

17-854
12-30-80

17-963
08-07-78

17-963
08-07-78

18-704
03-30-84

PATENT N .

EXP. DATE

3422196
01-14-86

3422196
01-14-86

4404193
09-13-00

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

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

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

ЕХ1 11111

EXP. DATE

NDF

09-24-86

NDF

09-24-86

1-12; I-13;
I-14
09-24-86

I-4
09-24-86

NDF

09-24-86

IV-73



98­7Z­60
92—1

98—72—60
92—1

3110 '1Х3

AIIAI 3 XB

68—18—01

1221028

68—18—01
1221028

3110 °1Х3

'O
N

INBIVd

88-91-20
818—81

28—02—21
792-81

28-41—60
792—81

28—22—01

072—81

28—22—01
072—81

28—18—80
729—81

88—20—90
029-81

28—70—80

029—81

78—81—20
665—81

28—21—60
669-81

28—90—50
219—81

82—82—80

286—21

82—82—80
286-21

3110 TVA MddV

°

N VDN

531801V80803 8818

TV30И80H8 A8088V0

TV3VN80H8 A8080VП

531801V80803 0803

531801V80803 0803

85OH NV/MVЭ30 NV

Х18ЭOH8/830И080

XIN3OH8/830ИП8O

531801V80803 V3533H3

531801V80803 1353303

531801V80803 H118З2

38315/5803 808HlNIM

38315/5803 808HINIM

3111 111313111

72—A1

(TV80 fl3380IT
3TOZVOIN08130

(TV80 5131801)
31OZVOIN08130

(1080 5131801)
3102001008130

(1080 2131801)
3102001008130

(T080 5133801)
310ZV01008130

(801133Г81 tEVT80133ГN1)
'A'I 08130

(1000 E131801)
005 118130

1TV80 f131801)
3A8130

(TV80 2131801)
3102001008130

(1080 f131801)
3102001008130

(1080 2131801)
3102001008130

(801133001 53180133001)
30008100

(801133001 13180133001)
300081NV

IBIMON `NNOI BOVOODT

BNVN 30111

9И092
310ZV018O813И

9ИOOБ
330ZVО180813И

9И092
31OZVOIN08IBN

9ИOOS

330ZV0180813И

9ИOSZ
310ZV01808130

3И001/9И0OЧ
310ZV01808130

9ИOOS
3302V01808130

ÜNOQÄ

330ZV0180813И

ЭИ0ОЧ
330ZV0180813И

9ИOSZ
3TOZVOIN08I30

9ИOOS
31OZVOIN08130

TV1A/И992'9
301ИV218130

TV1A/И992'8
301ИV21813И

DTH-IWT

NOIIVNNOINI AIIAISO13XB DNV INBIVd 31111101111 HLIM SIVDN DNV S8'LE'L O
I

ZO'l'1 NOMI 03AOMddV SIVDN 'AI BTDVI

TOTINBI03NONI BAIIBV



08-01-00(1V801131801)30052

620-611000110083101»N131020010081303102001008130

88-81-80(10805131801)30005

086-8110311033VN8VH880831020010081303102001008130

(00113300113180133001)
18-02-2118-02-2183010100331150180110001/30005
11-1¿sq-91508VH8318035nia'A'I1130133102001008130

18-02-2118-62-50(00113300153180133001)10001/30005
11-1558-81508VH8318035018'A'I1130133102001008130

08-05-80(00113310113180133001)10001/30005
106-81501808HV/0015-50181331020010081303102001008130

(80113ЗГ0153180133101)
88-62-6083010100310001/30005
006-81850000/0033000311501801‘^'1081303102001008130

(00113310113180133101)
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88-81-80(10801131801)30053
508-8110311033VN8VH880831020010081303102001008130

88-91-20(10805131801)30005
818-81531801V80801880831020010081303102001008130

3110'dX33110TVADNddV13100010003391500115101ЭМ3015

11111501313‘ОМ1131Vd‘ОМ1GNЭМ1МINV31TddVBNVN301011511М310309М1311131
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06-02-20 01-08-10 (1031001 200309) 22
5591118 060-11 10311033008VH0 00180 0830-10151000 3108110 3102000310

16-10-01
0196888
o6-02-20 01-08-10 (1V81ЭVA 2NV389) 22
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TABLE IV. NDA'S APPTNIVED FROM 1-Т-82 TO 7-3Т-85 AND NDA'S NITH APPROPRIATE PATENT AND E_XCLUSIVITY INFORMATION

PATENT N
O
.

EXP. DATE

ACTIVE INGREDI N
T

STRENOTHLO)

MINOXIOIL
TOMG

MOLINDONE HYDROCHLORIOE
5MG

MOLINDONE HYDROCHLORIOE
TOMG

MOLINDONE HYDROCHLORIOE
?5HG

MOLINDONE HYDROCHLORIOE
50MG

MOLINDONE HYDROCHLORIOE

100MG

MOLINDONE HYDROCHLORIOE
ZDMG/ML

MORPHINE SULFATE

0.5MG/ML

MORPHINE SULFATE
TMG/ML

NADOLOL

40MG

0400101
ЗOMG

NADOLOL
|20MG

TRADE NAME

LDOSAOE FORM; ROOTE)

LONITEN
(TABLET; ORAL)

HOBAN
(TABLET; ORAL)

HOBAN
(TABLET; ORAL)

HOBAN
(TABLET; ORAL)

MOBAN
(TABLET; ORAL)

HOBAN
(TABLET; ORAL)

MOBAN
(CONCENTRATE; ORAL)

DURAMORPH PF
(INJECTABLE; INJECTION)

DURAHORPH PF
(INJECTABLE; INJECTION)

CORGARD
(TABLET; ORAL)

CORGARD
(TABLET; ORAL)

CORGARD
(TABLET; ORAL)

APP I ANT МAМ

UPJOHN

DUPONT PHARMS/DUPONT

DUPONT PHARMS/DUPONT

DUPONT PHARMS/DUPONT

DUPONT PHARMS/DUPONT

DUPONT PHARMS/DUPONT

DUPONT PHARMS/DUPONT

ELKINS-SINN/AHROBINS

ELKINS-SINN/AHROBINS

ER SQUIBB AND SO05

En SQUIBB Ano sons

ER 500IB8 AND SONS

NDA .

APPR VAL DATE

18-154
10-18-79

17-111

07-03-74

17-111
07-03-74

17-111

07-03-74

17-111
01-05-81

17-111
01-05-81

17-938
12-28-79

18-565
09-18-84

18-565
09-18-84

18-063
12-10-79

18-063
12-10-79

18-063
12-10-79

3461461
08-12-86

3491093
01-20-87

3491093
01-20-87

3491093
01-20-87

3491093
01-20-87

3491093

01-20-87

3491093
01-20-87

3982021
09-21-93
3935267

01-27-93

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

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

NR; D-8
09-24-86

NR; D­8
09-24-86

IV­77
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDTENTLST

STRENGTHTST

NALIOIXIC ACIO
250MG/5ML

NALOXONE HYDROCHLORIOE

0.4MG/ML

NALOXONE HYDROCHLORIOE
TMG/ML

NALOXONE HYDROCHLORIOE; PENTAZOCINE

HYDROCHLORIOE
0.5MG; EO 50MG BASE

NALTREXONE HYDROCHLORIOE

50MG

NAPROXEN
125MG

NAPROXEN
250MG

TRADE NAME

(DOSAGE FORM; ROOTE)

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

NINTHROP LABS/STERL

DUPONT PHARMS/DUPONT

SYNTEX PR

SYNTEX PR

NDA N
O
.Ш
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
06-29-88

0-9,
0-10, 0-11,
I-33
09-24-86

05, 0-9,
0-10, 0_11
1-33
09-24-86

4105659 Nc

09-09-95 09-24-96

0сЕ
11-20-89

3904682 05
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
09-09­92
4009197
09-09-92

IV-79
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TABLE 11. NDA'S APPROVED FROM 1-T-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT A
N
O

EXCLUSIVITY INFORMATION

NITROGLYCERIN NITRO-BIO MARION LABORATORIES 18-621 NDF
5MG/ML (INJECTABLE; INJECTION) 01-05-82 09-24-86

NITROGLYCERIN NITRONAL G POHL-BOSKAHP 18-672 NDF
TMG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86

NITROGLYCERIN NITRONAL G POHL-BOSKAMP 18-672 8ОF

5MG/ML (INJECTABLE; INJECTION) 08-30-83 09-24-86

NITROGLYCERIN NITROL KREMERS-URBAN 18-774 NDF
0.8MG/H1 (INJECTABLE; INJECTION) 01-19-83 09-24-86

80HIFЕNS18Е MALEATE MERITAL HOECHST-ROUSSEL 18-224 NCE
25MG (CAPSULE; ORAL) 12-31-84 12-31-89

NOMIFLNSINE MALEATE HERITAL HOECHST-ROUSSEL 18­224 NCE

50HG (CAPSULE; ORAL) 12-31-84 12-31-89

NORETHINDRONE ACETATE AYGESTIN AYERST LABS/AMHO 18-405
5HG (TABLET; ORAL) 04-21-82

NORGESTREL OVRETIE NYETH LABS/ANNO 17-031 3666858
0.075МG (TABLET; ORAL) 10-23-73 85-30-89

3850911

11-26-91
3959322
11-26-91

NORTRIPTYLINE HYDROCHLORIOE AVENTYL HCL ELI LILLY 14-684 3922305
EO TOHG BASE (CAPSULE; ORAL) 11-06-64 11-25-92

NORTRIPTYLINE HYDROCHLORIOE AVENTYL HCL ELI LILLY T4-684 3922305
EO 25MG BASE (CAPSULE; ORAL) 11-06-64 11-25-92

NORTRIPTYLINE HYDROCHLORIOE AVENTYL HCL ELI LILLY 14-685 3922305
Е0 TOMG BASE/5ML (SOLUTION; ORAL) 11-06-64 11-25-92

NORTRIPTYLINE HYDROCHLORIOE PAMELOR SANDOZ PHARMS/SANDOZ 18-012 3922305
EO TOMG BASE/5ML (SOLUTION; ORAL) 08-01-77 11-25-92

IV-BI
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TABLE IV. NDA‘S APPROVED FROM T-1-82 TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTLSI

STRENGTHTST

PARAMETHASONE ACETATE

2MG

PENTAGASTRIN
0.25MG/ML

PENTAMIOINE ISETHIONATE
300MG/VIAL

PENTAZOCINE LACTATE

EO ЗOMG BASE/ML

PENTETATE INOIUM OISOOIUM, IN-TIT
)MCI/ML

PENTOXIFYLLINE
400MG

PHENYLEPHRINE HYDROCHLORIOE; PROMETHAZINE

HYDROCHLORIOE
5MG/5ML; 6.25MG/5ML

PILOCARPINE HYDROCHLORIOE
4%

PIMOZIOE
2MG

PINDOLOL
5MG

PINDOLOL
TOMG

TRADE NAME

(DOSAGE FORM: ROUTE)

HALDRONE
(TABLET; ORAL)

PEPTAVLON
(INJECTABLE; INJECTION)

PENTAM 300
(INJECTABLE; INJECTION)

TALWIN
(INJECTABLE; INJECTION)

HР1 1ND10H 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

MEOI-PHYSICS

HDECHST-ROUSSEL

NYETH LABS/AMHO

ALCON LABORATORIES

MCNEIL PHARM

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

NDA NO.

APPROVAL DATE

12-772
04-17-61

17-048
07-26-74

19-264
10-16-84

16-194
07-24-67

17-707
02-18-82

18-631
08-30-84

08-604
04-02-84

18-796
10-01-84

17-473
07-31-84

18-285
09-03-82

18-285
09-03-82

PATENT N
0
.

EXCLUSIVITY

EXP. DATE EXP. DATE

3499016
03-03-97

3896103
о7-22-92

4105659
08-08-95

NCE
02-19-92

3737433 NCЕ

06-05-90 08-30-94
4189469
02-02-97

мог
10-01-87

NCE
07-31-94

3471515 NCE
10-07-86 09-03-92

3471515 NCE
10-07-96 09-03-92

IV-83
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TABLE IV. NDA'S APPROVED FROM T-1-BZ TO 7-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTLSL

STRENGTHTS)

POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SOOIUM BICARBONATE;
SOOIUM CHLORIDE;
SOOIUM SULFATE
12OGM/PACKET;
1.49GM/PACKET;
3.36GM/PACKET;
2.92GM/PACKET;
11.36GM/PACKET

POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SOOIUM BICARBONATE;
SOOIUM CHLORIDE;
SO010H SULFATE
227.TGM/PACKET;
2.826H/РACКЕТ;
6.36GM/PACKET;
5.53GM/PACKET;
21.50M/PACKET

POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SOOIUM BICARBONATE;
SOOIUM CHLORIDE;
SOOIUM SULFATE
360GM/PACKET;
4.4YGM/PACKET;
10.086M/PACKET;
8.7ÓGM/PACKET;
34.08GM/PACKET

POLYTHIAZIOE; PRAZOSIN HYDROCHLORIOE
0.5MG; 1MG

TRADE NAME

(DOSAOE FORM; ROOTE)

COLYTE

(PONDER FOR
RECONSTITUTION; ORAL)

COLYTE

(PONDER FOR
RECONSTITUTION; ORAL)

COLYTE

(PONDER FOR
RECONSTITUTION; ORAL)

MINIZIOE
(CAPSULE; ORAL)

APPLICANT NAME

EDLAW PREPARATIONS

EDLAW PREPARATIONS

EDLAW PREPARATIONS

PFIZER LABS/PFIZER

NDA N .

APPR VAL DATE

18-983
10-26-84

18-983
10-26-84

18-983
10-26-84

17-986
06-13-80

РAТЕМТ М0.Ш EXCLUSIVITY

EXP. DATE

3511836
05-12-87
3663706

05-16-89
4130647
12-19-95

IV-85
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TABLE IV. NDA'S APPROVED FROM T-1-OZ TO T-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

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

POTASSIUM CHLORIDE; SOOIUM CHLORIDE
300MG/100ML; 9OOMG/1OOML

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

POTASSIUM CHLORIDE; SOOIUM CHLORIDE
150MG/100ML; 900MG/1OOML

POTASSIUM CHLORIDE; SOOIUM CHLORIDE
220MG/TOOML; 900MG/100ML

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

PRALIOOXIME CHLORIDE
300MG/ML

PRALIDOXIME CHLORIOE
3OOMG/ML

PRAZEPAM

ZOMG

PRAZIOUANTEL
600MG

TRADE NAME

(DOSAGE FORM; ROUTE)

SOOIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 20HЕ0
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SOOIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 40MEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SOOIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.075%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SOOIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.15%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SOOIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.22%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SOOIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE 0.3%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

PROTOPAM CHLORIDE
(INJECTABLE; INJECTION)

PRALIOOXIME CHLORIDE
(INJECTABLE; INJECTION)

CENTRAX
(CAPSULE; ORAL)

BILTRICIOE
(TABLET; ORAL)

APPLICANT NAME

TRAVENOL LABS

TRAVENOL LABS

AM MCGAN/AM HOSP

AM MCGAN/AM HOSP

AM MCGAN/AM HOSP

AM MCGAN/AM HOSP

AYERST LABS/AMHO

SURVIVAL TECHNOLOGY

PARKE-DAVIS/W-L

MILES PHARMS/MILES

NDA N
O
.

APPROVAL DATE

18-630
02-17-83

18-630
02-17-83

18-722
11-09-82

18-722
11-09-82

18-722
11-09-82

18-722
TT­09­82

18-799
12-13-82

18-986
12-13-82

18-144
05-10-82

18-714
12-29-82

PATENT N
O
.

EXP. DATE

3629425
12-21-88

4001411

01-04-94

111111511111Ш

NDF
09-24-86

NDF

09-24-86

NS
09-24-86

NCE

12-29-92

IV-87



88-^1

98-72-60
91-1

98—72-60
91-1

98-72-60
91-1

3IVG 'dX3

111А1ЁМ13Х3

18-12-10
9260298

26-12-10
2882988
88-12-70
8889198

96-61-21
117908117
96-08-90
9182607
68-91-90
9018998
18-21-90
9881198

96-61-21
1790817
96-08-90
9182607
68-91-90
9018998
18-21-90
9881198

96-61-21
1790817
96-08-90
9182607
68-91-90
9018998
18-21-90
9881198

3IVG 'd13

°О
М

1М3IV0

19-81-11
817-91

71-91-01
817-91

19-81-11
817-91

69-22-10
981-91

11-10-20
989-11

91-82-90
K77-Ll

91-82-90
277-11

91-82-90
277-11

31VG TVА MddV

'Ü
N

VGМ

OHNV/5801 1583AV

OHHV/5801 1583AV

0HNV/5801 1583AV

30308 VT-88VИ33OH

И303 MOU/MOU 1138830

832138/5801 832138

832138/5801 832138

832138/5801 832138

ЭМVМ 1МV5110dV

(1080 5131801)
1V83081

(1080 1131801)
1083081

(1V80 11318V1)
1V83081

(1080 13105803)
3001010И

(1V80 51318V1)
0313801

(1080 53105803)
5538818IH

(1V80 f31058V31
55388181H
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S5388ININ

(31ОО6 3М101 3ЭVSОG)

ЭМVМ 3GVШ

SИO7

301801H3080AH 10108088088
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301801H3080AH 10108V88088

SNO!

30180TH3080AH 10108088088

3508 9И05 03

301801H3080AH 301208803088

9И092

10308088

ЭHZ
301801H3080AH 81502V88

9И1

301801H3080AH 81502V88

9ИS
301801H3080AH "1502V88

S H
L

13113

(Ё11МBIО3НОМ1 3А113V

МОТ1VМ001М1 А11А1$О13Х3 GМV 1М3IV0 31V1NdОНddУ Н11М $1VGМ GМV 98'11'L 0
1 2O'1'1 МОНЭ G3АОНбdV Ё‘VDМ 'AI 318VI



Ш IV. NDA’$ APPROVED FROM T-1-8Z TO 7'31185 AND NDA‘$ NITH APPROPRIATEL PATENT AND EXOLOSIVITY INFORMATION

PATENT Ш.

ЕХР. DATE

ACTIVE INGREDIENT( O)

STRENGTH( S)

PROPRANOLOL HYDROCHLORIOE
60MG

PROPRANOLOL HYDROCHLORIOE
ЗOMG

PROPRANOLOL HYDROCHLORIOE
ЗOMG

PROPRANOLOL HYDROCHLORIOE
9OMG

PROPRANOLOL HYDROCHLORIOE

120MG

PROPRANOLOL HYDROCHLORIOE
160MG

PROTEIN HYDROLYSATE
5%

PROTAMINE SULFATE
250MG/VIAL

PROTIRELIN
0.5MG/ML

PROTIRELIN
0.5MG/ML

PYRANrEL РAHOAТЕ

но 250MG BASE/5ML

TRADE NAME

D A FRM'R TE

INDERAL
(TABLET; ORAL)

INDERAL
(TABLET; ORAL)

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)

INDERAL
(TABLET; ORAL)

INDERAL LA

(CAPSULE, CONTROLLED
RELEASE; ORAL)

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)

AMINOSOL 5%
(INJECTABLE; INJECTION)

PROTAMINE SULFATE
(INJECTABLE; INJECTION)

THYPINONE
(INJECTABLE; INJECTION)

RELEFACT TRH
(INJECTABLE; INJECTION)

ANTIMINTH
(SUSPENSION; ORAL)

APPLI ANT NAME

AYERST

AYERST

AYERST

AYERST

AYERST

AYERST

ABBOTT

UPJOHN

ABBOTT LABORATORIES

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABS/AMHO

LABORATORIES

HDECHST-ROUSSEL

RDERIG/PFIZER

NDA N
O
.

APPR VAL ATE

16-418
10-18-82

16-418
10-16-74

18-553
04-19-83

16-418
10-18-82

18-553
04-19-83

18-553
04-19-83

05-932
01-31-85

07-413
08-02-84

17-638
11-05-76

18-087
07-18-78

16-883
12-30-71

4138475
02-06-96

4138475
02-06-96

4138475
02-06-96

3746697
o7­17­90

3746697
07-17-90

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

09-24-86

NDF
09-24-86

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

NDF

09-24-86

NDF

09-24-86

NS
09-24-86

IV-89



98-02-6 15-11-50 (1091801 5801101/0089v85) %9°2
8-1 986-10 5801 110880 805135 3011105 И0183135
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8002920 (500300109830 53503138
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0681807 018-11 19139-0819/0819 8095-И8305NV81 301И0108095

26-12-50
0819888
86-81-10 18-62-50 (801133081 53180133081) 10/3508 9И9 0 03
0292868 600-81 988/80103 031М808 8183805 3101390 815010805

98-72-60 78-12-80 (NOI 133£`NI 5318V133CNI) 719 fzs
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98-02-60 08-12-80 (801133081 53180133081) %01 f901
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7760108 555-81 50088 И8VH8 V8150 8080101 30180103080AH 391900119

20-00-90
1801250

86-60-90 56-50-21 08-61-01 (801133081 53180133081) 1И/3508 9И52 03
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398 8598210 801-81 0ХVTЭ 301NV2 30180103080AH 30101118V8
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TABLE IV. NDA'S APPROVED FROM Т-Т-82 TO 7-3Т-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTISL

STRENGTHTS)

SILVER SULFAOIAZINE
1%

SILVER SULFADIAZINE
1%

SINCALIOE
0.005MG/VIAL

SODIUM ACETATE, ANHYDROUS
ZMEQ/ML

SODIUM CHLORIOE
450MG/100ML

SODIUM CHLORIOE

9MG/ML

SODIUM CHLORIOE
9MG/ML

SOOIUM CHLORIOE

2.5MEO/ML

SODIUM CHLORIOE
3GM/100ML

SOOIUM CHLORIOE
5GM/100ML

SOOIUM CHLORIOE
9MG/ML

TRADE NAME

(DOSAGE FORM; ROUTET

SILVADENE
(CREAM; TOPICAL)

SSD
(CREAM; TOPICAL)

KINEVAC
(INJECTABLE; INJECTION)

SOOIUM ACETATE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SOOIUM CHLORIOE 0.45%
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

BACTERIOSTATIC SOOIUM
CHLORIOE 0.9% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

SOOIUM CHLORIOE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SOOIUM CHLORIOE IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SOOIUM CHLORIOE 3% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

SOOIUM CHLORIOE 5% IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

APPLICANT NAME

MARION LABORATORIES

TRAVENOL LABS

ER SOUIBB AND SONS

ABBOTT LABORATORIES

TRAVENOL LABS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

TRAVENOL LABS

ABBOTT LABORATORIES

NDA N
O
.

APPROVAL DATE

17-381
11-26-73

18-578
02-25-82

17-697
07-21-76

18-893
05-04-83

18-497
02-19-82

18-800
10-29-82

18-803
10-29-82

18-897
07-20-84

19-022
11-01-83

19-022
11-01-83

19-217
07-13-84

PATENT NO. EXCLUSIVITY

EXP. DATE EXP. DATE

3761590
09-24-90

3939315
10-01-91

РР

09-24-86

IV-91



98­7Z­60
SN
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SN
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88—62—90
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ZlS-8l

S8­lZ­L0
92L-4l
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268—81

28—82—40
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%01 TV30AOS

(NOILVS1881 fNOIUVIOS)
33NIV1NOЭ

31lSVTd NI ZS 10118805

(мо11эзсм1 f319v133291)

2 9193v113SV

(801133ГNI 5310V133ГN1)
83N1V1803 3llSV18 N1
53lVH85OH8 001005

(001133001 53180l338N1)
301$S0880811N 001005

(001133Г01 5310V133ГN1)
83NIVLNO3 3115VTd
81 31V13VT 001005

(“180 t3`10S1:1VÍ))
521 I 301001 001005

(1V80 531099v3)
221 1 301001 901005

(1V8O f31058V31
821 I 301001 001005

(801133001 53180133ГN11
83NIV1803 31lSVT8 NI
%6°0 30180103 001005

(NOI1VB1881 tNÜIIÍHOS)
8381V1803

31lSV18 3118315 NI
%6`0 30180103 001005

(001133Г01 t310V133ГN1)
83NIV1803 31lSV18 NI
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110 N0381OS
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TABLE IV. NDA'S APPMNED FROM Т'1-82 TO 7'3Т-85 AND N_DA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

SOYBEAN OIL TRAVAMULSION 10% TRAVENOL LABS 18-660
10% (INJECTABLE; INJECTION) 02-26-82

SOYBEAN OIL TRAVAMULSION 20% TRAVENOL LABS 18-758
20% (INJECTABLE; INJECTION) 02-15-83

SOYBEAN OIL SOYACAL 20% ALPHA THERAPEUTIC 18-786
20% v(INJECTABLE; INJECTION) 06-29-83

SOYBEAN OIL LIPOSYN III 10% ABBOTT LABORATORIES 18-969
10% (INJECTABLE; INJECTION) 09-24-84

SOYBEAN OIL LIPOSYN III 20% ABBOTT LABORATORIES 18-970
20% (INJECTABLE; INJECTION) 09-25-84

STANOZOLOL WINSTROL WINTHROP LABS/STERL 12-885 3704295 I-28
2MG (TABLET; ORAL) 11-30-61 11-28-89 09-24-86

STREPTOZOCIN ZANOSAR UPJOHN 17-961 NCE
)GM/VIAL (INJECTABLE; INJECTION) 05-07-82 05-07-92

SUCRALFATE CARAFATE MARION LABORATORIES 18-333 3432489
TGM (TABLET; ORAL) 10-30-81 03-11-86

SUFENTANIL CITRATE SUFENTA JANSSEN PHARMA 19-050 3998834 NCE
EO 0.05MG BASE/ML (INJECTABLE; INJECTION) 05-04-84 12-21-93 05-04-94

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 17-377 RE28636
400MG; BOMG (TABLET; ORAL) 07-30-73 06-02-87

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM DS HOFFMANN-LA ROCHE 17-377 RE28636
BOOMG; 160MG (TABLET; ORAL) 03-01-78 06-02-87

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 17-560 RE28636 I-21
2OOMG/5ML; 4OMG/5ML (SUSPENSION; ORAL) 04-16-75 06-02-87 O9-24-86

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM PEOIATRIC HOFFMANN-LA ROCHE 17-560 RE28636 I-21
200MG/5ML; 4OMG/5ML (SUSPENSION; ORAL) 12-10-79 06-02-87 09-24-86

SULFAMETHOXAZOLE; TRIMETHOPRIM BACTRIM HOFFMANN-LA ROCHE 18-374 3551564
OOMG/ML; 16MG/ML (INJECTABLE; INJECTION) 06-23-81 12-29-87

RE28636
06-02-87

IV-93
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TABLE IV
.

NDA‘S APPROVED FROM Т-1'82 Т
О Т'З1-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

AOTIVE INOREDIENT(§)

STRENGTH)S)

SULFASALAZINE
500MG

SULFASALAZINE
500MG

SULINDAC
|50MG

SULINDAC
200MG

SUTIIAINS
82,000 UNITS/GM

TECHNETIUM, TC—99M SOOIUM PERTECHNETATE

GENERATOR
0.22­2.22CI/GENERATOR

TECHNETIUM, TC­99M, ALBUMIN COLLOIO
KIT
N/A

TECHNETIUM, TC­99M, OISOFENIN KIT
N/A

TECHNETIUM, TC­99M, GLUCEPTATE KIT
N/A

TECHNETIUM, TC­99M, MEDRONATE
N/A

TECHNETIUM, TC­99M, MEDRONATE
N/A

Ш
(DOSAGE FORM: ROUTE)

AZULFIOINE
(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)

APPLICANT NAME

PHARMACIA/PHARMACIA

BOLAR PHARMACEUTICAL

MS&D/MERCK

MS&D/MERCK

TRAVENOL LABS

ER SQUIBB AND SONS

MEO OIAG/NE NUCLEAR

MED OIAG/NE NUCLEAR

м5&о/мЕнск

MED OIAG/NE NUCLEAR

AMERSHAM/RAOIOCHEM

NDA NO.

APPR VAL DATE

07-073
O4-06­83

88-052
05-24-83

17-911

09-27-78

17-911
O9­27­78

12-828
06-12-69

17-339
06-03-74

18-263
03-25-83

18-467
03-16-82

18-272
01-27-82

17-972
12-16-77

18-335
08-05-82

PATENT NO. EXCLUSIVITY

EXP. DATE EXP. DATE

мог

09-24-86

мог
09-24-86

3654349
04-04-89
3725549
04-03-90

3725548
04-03-90
3654349

04-04-89

3409719
11-05-85

I-31
09-24-96

NP

09-24-96

IV-95
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1111101110111
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06—80—80
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06—80—80

8921100
86—01-20
8881868

06—80—80

8921100
86—01—20
8881868

06—80—80
8921100
86—01—20

8881868

06—80—80

8921100
86—01—20

8881868

06—80—80

8921100
86—01—20

8881868

16—11—11
9828820
16—11—90
8688020

3110 ‘013

'0
N

113110

18—08—11
119—81

91—11—90

608—11

91—11—90
608—11

91—22—00
819—11

91—22—70
819—11

01—92—80
990—11

98—61—80

DDD-81

08—11—80

291—81

28—81—90
776—11

3110 WA 0ddVт

A9139-0813/19139

19139—0813/A9139

A9139-0813/A9139

0303 МDD/MDD 1138830

0303 MDD/МDD 1138830

0303 MDD/MDU 1138830

0303 МОD/М00 1138830

A9139-0813/A9139

5315A08-1030

3111 111311001

1001133001 =3180133Г81)
30101388

(TV8D 5131801)
30101388

(TV8О tl31UV1)
30101388

(TV8D f131801)
1AN03188

(1080 f131001)
119v3189

(801133ГN1 53180133001)
1AN03188

1001101VH01 t1OSD83V)

1AN03188

1001101VH01 51050830)
381VH1388

(801133001 13180133Г81)
1039038 A30010 0500 180

1311100 .N001 10V§001

BNVN 10V01

3103105

3103105

3103105

3103105

3103105

3103105

3103105

3103105

10/901
30110108831

909

30110108831

909'2
30110108831

909
30110108831

909'2
30110108831

10/901
30110108831

001/902°0
30110108831

001/902'0
30110108831

V/0
110 83013305 ‘066—31 ‘0011300331

001913015

10111110111 111001313 011 113110 31110001001 Н111 5.101 011111111 0
1 2O11 N001 01А00ddV §1VGN 'NI 31011

($11N1I-0100NI 3/11131



TABLE IV. NDA'S APPROVED FROM T-I-BZ ТО 7-31'85 A
N
O

NDA'S NITH APPROPRIATE PATENT AND EXOLOSIVITY INFORMATION

STRENGTH)S) )DOSAOE FORM; ROOTE) APPR VAL DAT XP. DAT XP. ATE

TERFENAOINE
`
SELDANE MERRELL DON/DON CHEM 18-949 3806526 NCE

бомб (TABLET; ORAL) 05-08-85 04-23-91 05-08-90
3878217
04-15-92
3965257
06-22-93
3966949
06-29-93
4254129
03-03-98
4285957
08-25-98

THALLOUS CHLORIOE, TL­201 THALLOUS CHLORIDE TL 201 MEOI-PHYSICS 18-110 NS
ZMCI/ML (INJECTABLE; INJECTION) 02-01-82 09-24-86

THALLOUS CHLORIOE, TL-201 THALLOUS CHLORIOE TL 201 AMERSHAM/RAOIOCHEM 18-548
)MCI/ML (INJECTABLE; INJECTION) 12-30-82

THEOPHYLLINE OUIBRON-T/SR MEAD JOHNSON/B-M 87-563 4465660
300MG (TABLET, CONTROLLED RELEASE; 06-21-83 08-14-01

ORAL)

TIMOLOL MALEATE BLOCADREN MSBD/HERCK 18-017 3655663
5MG (TABLET; ORAL) 11-25-81 04-11-89

TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663
TOMG (TABLET; ORAL) 11-25-81 O4­1T-89

TIMOLOL MALEATE BLOCADREN MS&D/MERCK 18-017 3655663
20MG (TABLET; ORAL) 11-25-81 04-11-89

TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085
EO 0.25% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97

3655663
04-11-89

TIMOLOL MALEATE TIMOPTIC MS&D/MERCK 18-086 4195085
EO 0.5% BASE (SOLUTION; OPHTHALMIC) 08-17-78 03-25-97

3655663
04-11-89



68—60—ll
330

68—60-11
330

3110 'dX3

11111 1 13

26—91—60

8019068

06—02—00
8996218

26—91—60
8019068
06—02—70
8996218

06—02—00

8996218

06-01—80

9282918

06—01—80
9282918

16—20—21

8901820
16—61—80
1108120

16—20—21
8901820
16—61-80

1108120

3110 'dX3
'
1 113110

01—61—10
ZE9-Ll

81—92—10
D7E-41

11—02—01

126—91

98—92—80

LO2-81

61—08—01

080-81

91—02—80
829—11

98—22—20

SD7-90

08—20-11
068-81

08—20—11

068—81

08—20—11
068—81

08—60—11
¿S2-Sl

08—60-11

192.81

3110 11101dd1
'
101

10311033008008 00180

10311033008VH8 00180

10311033VN8VH8 00180

0—8/0050HOГ 0030

531801080801 113030

531801080801 113030

19139-0813/0813

531801080801 011032

531801080801 011032

531801080801 011032

03830/0850

03830/0850

3111 111311dd1

86—A1

(1031001 500383)
v-91139

(1031801 f00383)
0—01138

(1031801 tNOIlП1DS)
0—01138

(1080 5131001)
1391530

(1080 f31099v3)
90 91133101

(TV8D t131801)
01133101

(801133Г81 f3180133ГN1)
3011035188

(1080 tl3180l)
3010020101

(1080 fl31801)
3010020101

(1000 1131001)
3010020101

(1080 tl3180l)
08030801

(1080 tl3180l)
08030801

131101 'N001 10V§001

3111 30111

%90'0
010011381

%1°0
010011381

%90'0
010811381

99091
30180103090AH 390002v91

3SV9 9И000 03
001005 011314101

3500 99002 03
901009 91139101

10/9092
3018010308010 3011020101

90009
301NV20101

90092

301NV20101

90001
301NV20101

90009

3018010308010 301010301

90000
3018010308010 301010301

15111013115

(111131031011 311131

10111110111 11111$113Х3 011 113110 31111001661 1111 51101 011 98'11'1 01 28'1'1 N001 03101dd1 51101 'NI 31011



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

ACTIVE INGREDIENTLS)

STRENGTH)S)

TRETINOIN
0.01%

TRETINOIN
0.025%

TRIAMCINOLONE ACETONIOE
0.25MG/INH

TRIAMCINOLONE ACETONIOE

0.1%

TRIAZOLAM
0.125MG

TRIAZOLAM
0.25MG

TRIAZOLAM
0.5MG

TRILOSTANE
ЗOMG

TRILOSTANE
60MG

TRIMETHOPRIM
200MG

TRIMETHOPRIM
200MG

TRADE NAME

(DOSAGE FORM; ROUTE)

RETIN-A
(GEL; TOPICAL)

RETIN-A
(GEL; TOPICAL)

AZMACORT
(AEROSOL; INHALATION)

KENALOG-H
(CREAM; TOPICAL)

HALCION
(TABLET; ORAL)

HALCION
(TABLET; ORAL)

HALCION
(TABLET; ORAL)

MODRASTANE
(CAPSULE; ORAL)

MODRASTANE
(CAPSULE; ORAL)

PROLOPRIM
(TABLET; ORAL)

TRIMPEX 200
(TABLET; ORAL)

APPLICANT NAME

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

WILLIAM H RORER

ER 500IB8 AN0 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
.

EXCLUSIVITY

EXP. DATE EXP. DATE

3729569
04-24-90
4247547
01-27-98

3729569
04-24-90
4247547
o1­27­98

3997779 мог

08-05-92 09-24-86
3927906
12-23-92

4048310
09-13-94

3980790 NCE
09-14-93 11-15-92
3987052
10-19-93

3980790 NCE
09-14-93 11-15-92
3987052

10-19-93

3980790 NCE
09-14-93 11-15-92
3987052

10-19-93

NCE
12-21-99

псе
12-21-89

NS

09-24-96

NS
09-24-96

IV-99



IV-TOO

TABLEIV.NDA'SAPPROVEDTRON1-1-82TO1-31-85110NDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION

ACTIVEINQREDIENTIS)

STRENTH

TRIMETHOPRIM
TOOMG

TRIMIPRAMINEMALEATE

EOTOOMGBASE

VECURONIUMBROMIOE
TOMG/VIAL

VERAPAMIL
800G

VERAPAMIL
TZOMG

VERAPAMIL
80MG

VERAPAMIL
TZOMG

VERAPAMIL
2.5MG/ML

VERAPAMIL
2.5MG/ML

WATERFOR

100%

WATERFOR

100%

HYDROCHLORIOE

HYDROCHLORIOE

HYDROCHLORIOE

HYDROCHLORIOE

HYDROCHLORIOE

HYDROCHLORIOE

INJECTION,STERILE

INJECTION,STERILE

TRADEМAМЕ

TDOSAQEEQRN;ROUTE)

TRIMETHOPRIM
(TABLET;ORAL)

SURMONTIL

(CAPSULE;ORAL)

NORCURON(NC-45)
(INJECTABLE;INJECTION)

ISOPTIN
(TABLET;ORAL)

ISOPTIN
(TABLET;ORAL)

CALAN

(TABLET;ORAL)

CALAN

(TABLET;ORAL)

CALAN

(INJECTABLE;INJECTION)

CALAN

(INJECTABLE;INJECTION)

STERILEWATERFORINJECTION
INPLASTICCONTAINER

(LIOUIO;N/A)

STERILEwATERINPLASTIC
CONTAINER

(LIOuIn;N/A)

APPLIANTМAМЕ

BIOCRAFTLABS

IVESLABS/AMHO

ORGANON/AKZONA

KNOLLPHARMACEUTICAL

KNOLLPHARMACEUTICAL

SEARLE/SEARLEPHARMS

SEARLE/SEARLEPHARMS

SEARLEPHARMS

SEARLEPHARMS

TRAVENOLLABS

TRAVENOLLABS

NDA
.
APPRVALDATE

18-679
07-30-82

16-792
09-15-82

18-776
04-30-84

18-593
03-08-82

18-593
03-08-82

18-817
09-10-84

18-817
09-10-84

18-925
03-30-84

19-038
03-30-84

18-595
01-17-83

18-632
06-30-82

PATENTNO.EXEIUSIVITY

ENE¿_QAI§EXP.DAT

Ns

09-24-86

3553212мсЕ
01-05-8804-30-94
4237126
12-02-97
4297351
10-27-98

NR
09-24-86

NR
09-24-86

NR
09-24-86

NR
09-24-86



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 7-3Т-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTLS)

STRENGTH 5

WATER FOR INJECTION, STERILE
100%

WATER FOR INJECTION, STERILE
100%

WATER FOR INJECTION, STERILE
100%

XENON, XE-127
SMCI/VIAL

XENON, XE-127
TOMCI/VIAL

XENON, XE-133
TOMCI/VIAL

XENON, XE-133
20MCI/VIAL

TRADE NAME

(DOSAGE FORM: ROUTE)

STERILE WATER IN PLASTIC
CONTAINER

(LIOUIO; N/A)

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

STERILE WATER FOR INJECTION
IN PLASTIC CONTAINER
(LIOUIO; N/A)

XENON XE 127
(GAS; INHALATION)

XENON XE 127
(GAS; INHALATION)

XENON XE 133
(GAS; INHALATION)

XENON XE 133
(GAS; INHALATION)

APPLI AМТ МAМЕ

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAN/AM HOSP

MALLINCKRODT

MALLINCKRODT

MALLINCKRODT

MALLINCKRODT

PATENT NO.

EXP. DATE

NDA М
О
.

APPR VAL DATE

18-801
10-27-82

18-802
10-27-82

19-077
O3­02­84

18-536
10-01-82

18-536
10-01-82

18-327
03-09-82

18-327
03-09-82

EXCLUSIVITY

EXP. DATE

NCE
10-01-92

NCE

10-01-92

IV-101
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