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DESCRIPTIONOFREPORT

ThefollowingreportprovidessummarycountsderivedfromproductinformationintheDrugProductListandthe
currentcumulativesupplement.Thecountsappearintwosections.SectionA.referstotheproductsinthe
ListandSectionB.toproductsinthecurrentcumulativesupplement.Anewcolumnofdatawillappearinl

SectionA.eachthree-monthperiodfollowingJuly'84.SectionA.thereforewillprovidebaselineandquarterlyl
datawhileSectionB.providesmonthlyactivity.

USEOFREPORT

FromthedatapresentedunderSectionB.,usersshouldbeabletoobservesuchthingsas(l)newlyapproved,
DESIeffectiveandremarketeddrugproductswhichareaddedtotheList;(2)productsthatarebeingremoved

fromtheListastheresultofwithdrawalofapproval,changesfromprescriptiontoover-the-counterstatusand
discontinuedmarketingofproducts;and,(3)trendsinapprovalofproductsaseithermultisourceorsingle

sourceduringeachmonthwithinthequarter.Thereportdoesnotreflectcategorychangesfrommultisourceto
singlesourceandviceversa.However,thenetgainthatresultsfromalladditions,deletionsandcategory
changesisreflectedinthequarterlycountsformultisourceandsinglesourceproducts.

DrugProductDefinition

Forthisreport,adrugproductistherepresentationintheDrugProductListofanactivemoiety(includes
molecularentityanditssalts,estersandderivatives)eitherasasingleentityorasacombination

pPOdUCÈ,providedinaSpecificdosageformandstrengthforagivenrouteofadministrationmarketedbya
firmunderaparticulargenericortradename.

NewMolecularEntity

Theactivemoietyhasnotpreviouslybeenapproved(eitherastheparentcompoundorasasalt,esteror
derivativeoftheparentcompound)intheUnitedStatesforuseinadrugproducteitherasasingle
ingredientorpartofacombination.

DrugProductCount

Thisreportprovidescountsinseveralcategoriesfromthelistcomposedofdomesticallymarketeddrug
productsapprovedforbothsafetyandeffectivenessundersections505and507oftheFederalFood,Drug,

andCosmeticAct.CountsofproductsstillpendingintheDESIreviewarenotprovided.Excludedalsoare
thoseapproveddrugproductsmarketedbydistributors;thosemarketedsolelyabroad;andproductsnow

regardedasmedicaldevices,biologicsorfoods.

iv

III.REPORTOFCOUNTSFORTHEDRUGPRODUCTLIST
L



REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

A. COUNTS CUMULATIVE BY QUARTERS

CATEGORIES COUNTED JULY '84 (BASELINE)

DRUG PRODUCTS LISTED 74|5
SINGLE soURcE 2005 (27.01)
MULTIsoURoEI" 54|o (72.95)
THERAPEUTICALLY EoulvALENT 4393 (59.21)
мот THERAPEUTICALLY EQUIVALENT 999 (|3.4z)
ExcEPTloNsIZ) |8 ‹ 0.3%)

NEW MOLECULAR ENTITIES APPROVED —

NUMBER OF APPLICANTS 295

2045 (26.9%)
(73.|$)

4497 (59.11)
IO32 (I3.5$)
26 ( O.31)

'85

7746
2077 (26.81)
5669 (73.25)

3O4

В. ACTIVITY FOR SUPPLEMENT NUMBER 7

i'éFEB '85

DRUG PRODUCTS ADDED: 44

NEWLY APPROVED 43

DESI EFFECTIVE I

REMARKETED O

DRUG PRODUCTS REMOVED: I

WITHDRAWN APPROVAL O

RX ТО OTC SWITCH I

DISCONTINUED MARKETING O

NET GAIN IN DRUG PRODUCTS 43

SINGLE SOURCE PRODUCTS APPROVED 6

MULTISOURCE DRUG PRODUCTS APPROVED 38

NEW MOLECULAR ENTITIES APPROVED: О

AS THE ENTITY 0

AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY O

MAR '85

53

53

О

O

I

O

O

I

52

9

44

O

О

O

4598 (59.41)
|O38 (I3.4$)
23 ( O.3%)

9

CUMULATIVE

97

96

I

О

2

O

I

I

95

I5
82

О

O

O

(I) THERAPEUTIC EOUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (I.e., AVAILABLE
FROM MORE THAN ONE APPLICANT)

(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE
/

I—5 OF THE LIST)





APPROVED PRESCRIPTION DRUG PRODUCTS

_DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST '84 — MARCH ‘85

ACEBUTOLOL HYDROCHLORIDE (PAGE 3-1) ACETAMINOPHENì HYDROCODONE BITARTRATE (PAGE 3-2)

CAPSULE; ORAL
SECTRAL
IVES LABS/AMHO`

TABLET: ORAL
HYnROOnnONE BITARTRATE wf AOETAMINOPHEH

EQ гооме BASEn N 18917 ¿A BARR LABORATORIES sooM§;§M§n
EQ 400MB БАЗЕ! N 18917

ACETAMINOPHENE OXYCODONE HYDROCHLORID§ (PAGE 3-2)

CAPSULE; ORAL
ACETAMINOPHEN; BUTALBITAL (PAGE 3-1)

TABLET; ORAL TYLOX
BUTALBITAL AND ACETAMINOPHEN » MCNEIL PHARM S00MGISMGI
DANBURY PHARMACAL 325MG§50MGI N 87550 TYLOX—325

MCNEIL PHARM 325MG§5MGI

ACETAMINOPHEN; BUTALBITALî CAFFEINE (PAGE 3-1) TABLET; ORAL
/dddáééŕ/

CAPSULE; ORAL
`
OxYOET

> ADO > BUTALBITAL, AOETAHINOPHEN, OAFPEINE AA HALSEY DRUG 325MG;§_§H
> ADD > AB DM GRAHAM LABS 325MB;50HG;40MGH N 88758
> Ann > AB 325MG;50MG;S0MGn N 88765

55559 ACETIC ACID2 GLACIAL (PAGE 3-3)
› ADD > AB GILBERT LABORATORIES 325MG;50MG;60MGH N 88825

soLUTION/DROPS; OTIC
TABLET; ORAL ACETIC АСЕ!)
ggglg ¿I THAMES PHARMACAL 22u

AQ GILBERT LABORATORIES 325MG;50MG;40MGH N 87629
FIORIOET

Ag SANOOz PHARMS/SANOOZ 325ме;50мз;40мвп N 88616 ACETIC ACID2 GLACIALì HYDROCORTISONE (PAGE 3-3)
REPAH

¿_ DM GRAHAM LABS 325MB;50MG;40MGH N 87804 SOLUTION/DROPS; OTIC
> ADO > HYOROOORTISOHE AMD AOETIC ACID
> ADO > AI THAMES PHARMACAL 2¿;1¿n

ACETAMINOPHEN; COOEINE PHOSPHATE (PAGE 3-1)

TABLET; ORAL ACYCLOvIR (PAGE 3-4)
ACETAHIHGPHEH AND CODEIPE PHUSPHATE

¿A ZENITH LABORATORIES 300M8;60MG N 87083 CAPSULE; ORAL
ACETAHIHOPHEN w/ CGOEINE 92 ZOVIRAX

> ADO > ¿A LEMMON 3ooMG;15MGn N 88627 BURROUGHS NELLCOME zooMGn
> Aon > ACETAMINOPHEH N/ GOBEINE 83
> Aon > ¿A LEMMON SAoMs;soMGn N 88628

AOETAHINOPHEN H/ OOOEIHE an ALLOPURINOL (PAGE 3-5)
> AOD > ¿A LEMMON ggoMG;6oMGn N 88629

/ÁOETÁHIHQQHEN'NÍ'OOUEINE Sëñäïá'áá/ l
TABLET; ORAL

/Aé/ шиш. IÁSPRAIISRIES//IMLIE;6.61115/ т. 87.693/ шорников
AQ BOLAR PHARMACEUTICAL IooMGn
AQ зоонеи

ACETAMINOPHEN; HYOROCODONE BITARTRATg (PAGE 3-2) AQ CHELSEA LABORATORIES IooMGu
AB

' зоомец
CAPSULE; ORAL _ Ag DANBURY PHARMACAL IooMGu

> AOB > AGETAMIHOPHEH AHB HYOROCOBONE BITARTRATE AQ 3ooMGu
> ADD > A CENTRAL PHARMS B0oMG;§M§n N 88898

2
2
2
2
2
2

88577

88790

88246

87463

88638

88759

18828

18241
18241
18785
18785
18832
18877



54505

54505

45999
95999
55999
95999
25999
99999
49999
99999

59999
99999
29999
20499
10499
00499
66999
96999
46999
54999
94999
24999
24999
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST '84 — MARCH '85
AMOXICILLINì EOTASSIUM CLAVQLANATE (PAGE 3-13)

‘ TABLET; ORAL
г и `AUGMENTIN '250'

"
BEECHAM LABS/BEECHAM 250MG§EQ 125MG ACID! N 50564
AUGMENTIN '500'
BEECHAM LABS/BEECHAM S00MG§EQ 125MG ACID! N 50564

AMPHETAMINE SULFATE (PAGE 3-13)

TABLET; ORAL
AMPHETAMINE SULFATE
LANNETT 5MG! N 83901

10HG! N 83901

ASPIRIN; BUTALBITAL; CAFFEINE (PAGE 3-16)

CAPSULE; ORAL>
> ADD > . BUTALBITAL N/ ASPIRIN AND CAFFEINE

> CHELSEA LABORATORIES 325MG§50MG§40MGH N 86231

TABLET; ORAL
BUTALBITAL coHPouHu

Ag ZENITH LABORATORIES 325MG;5oMG;aoMGu N 85441

ASPIRINì CAFFEINEì PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)

CAPSULE; ORAL
PROPOXYPHENE COHPOUND 65

> ADD > A_ LEMMON 389MG;32.4MG;65MGB ` N 89025
_A ZENITH LABORATORIES 389MG§32.4MG;65MG! N 83077

PRDPOXYPHENE HCL Nl ASPIRIH АН“ CAFFEINE
AA CHELSEA LABORATORIES 389NG§32.4MG365MGU N 85732

ASPIRIN; METHOCARBAMOL (PAGE 3-17)

TABLET; ORAL
/MÉÍHÓCÃRÉÁHÓE'NI'ÁSPÍRÍN/
METHOCARBAHOL AND ASPIRIH

BENZOYL PEROXIDEì ERYTHROMYCIN (PAGE 3-21)

GEL; TOPICAL

_BENZAMYCIN
DERMIK/RORER 5и;зип N 50557

/ÉÉNÍÍHÍÁÍÍÚÉf'RÉÉÉRPfNÉ/(PAGE 3-21)

/ÍАBLÉÍÁÍPRÄL/ _

/ÉINÉÈNÉBÍÑS/ /Sńñéíßßïááńél /Nfiáóáï/

BETAMETHASONE DIPROPIONATE (PAGE 3-22)

OINTMENT; TOPICAL
ALPHATREX

AQ SAVAGE LABS/BYK-GLDN EQ 0.052 BASE!
_ BETAMETHASOME DIPROPIOHATE

AQ E FOUGERA/BYK-GLDN EQ 0.05% BASE!
AQ PHARHADERM/BYK-GLDN EQ 0.052 BASE!
DIPROLENE

BX SCHERING EQ 0.052 BASE!
DIPROSOHE

AQ SCHERING EQ 0.052 BASE!

BETAMETHASONE VALERATE (PAGE 3-22)

CREAM; TOPICAL
BETATREx

/ÁÉ/ 7ÉÄÑÃEÉÍÄÄPS/PYKÉÉLÚN/ÉQLÉLIR'ááéé/
AQ SAVAGE LABS/BYK-GLDN EQ 0.12 BASE
!£L!ê9

AQ NMC LABORATORIES EQ 0.12 BASE!

OINTMENT; TOPICAL
XAEEAQ

AQ NMC LABORATORIES EQ 0.1Z BASE!

BITOLTEROL MESYLATE (PAGE 3-24)

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

BROMODIPHENHYDRAMINE HYDROCH ORIDE’ CODEINE PHOSPHATE
(PAGE 3-24)

SYRUPS ORAL
АМБА?

AA BAY LABORATORIES 12.5MG/5MLI10MG/5MLI
AMBENYLI;
BROMAHYL

l»

BROMPHENIRAMINE MALEATE; CODEINE PHOSPHATE;

PHENYLPROPANOLAMINE HYDROCHLORIDE (PAGE 3-25)

SYRUP; ORAL
BIPHETANE D0

AA BAY LABORATORIES 2MG/5ML§10MG/5MLI
1215п925ц1к

BROMANATE nc
AA NATL PHARM MFG/BARRE 2MG/5ML§10MG/5ML§

lêàäüëáâüè“

MARION LABORATORIES 12.5MG/5ML§10MG/5ML

NATL PHARM MFG/BARRE 12.5MG/5ML§10MG/5MLI

N 19143

N 19141

N 19140

N 18741

N 17691

/N'ïéóßá/
N 18862

N 70050

N 70051

N 18770

N 88626

N 09319

N 88343

N 88904

N 88723



60¿91 N

60491 N

60491 N

60491 N

292916

/$$5СЯХН/

29991 N

SNOS GNV 991005 63
52/05 30120613

SNOS GNV 991005 63'
51/05 30120673

5605 GNV 991005 63
52/52 30IZOdVD

SNOS GNV 991005 63
51/52 301206V3
1V80 51319Vl

(12-2 3S'd) 3012V1Н10601НЭО601Н 3116601613

neuszseuos

aeustseuos

neuszseusz

ISN5129H52

я9и$‘гт SNOS GNV 991005 63
N310dV3

1V80 51319V1

(1i-2 3SVd) 1Idd01dv0йа/БНШ ЛГУ/
l 31V1633019 K0101V0

Н01133ГN1 53199133ГМ1

(02-2 3SV6) 31V163301Э "0131V3

п1N001/SN999
21N001/SН92521Н001/SN90‘5
г'пббт7пёёётбгТпббт7ёпг*ёё uawiau I?

ääìïîîüüâ ärlsüîi"ïüîìñîsäüävn m01 zsz'üiâscaxxaA Íñ'îäïîiäi
feest N :inout/Suso»

`

:îüöñt7oüeëësiüddî7sueo‘s
:inset/wes'zfiuoot/eu¿'§z aauiao I?

aaurvauoo oxasv1a н: nnxsauavw M01 as' asoaaxan н xa1d1au
29991 N nïüööî7§ü§5$

sïüööï7§ü§î§fîüññï7ëü§öf§
:iüööï7üëïfîfïüööï7ëü27§î oauiao ïï

ääuröakoä'bzlsv1&"kí'únïsaüavü'üöì zs‘t"asòäîìäi'7h x3151ad
soest N птпббт7ёпёгё

21ПööТ75П26Ё2Тпббт7ёпё*ёт
2ТпббТ7Пёёё*Б:ТйббТ7ёПЁ*Ёё ази1зо IV
ääüîîîüöä'öîïäöïi_Ñî'îîîïî'îëöäîîîüîñ'ïäïîîäì

scoot N nïüööî7ëüëäî_
:ïüîöï7ëüîöîsïüööî7§üîf§î
sïüóöï7ü5§fîfîüööî7§üîf§î oauiau I?‘
Еёйхётйбё'бт1ёЭТё'НЁ'йЁ*ёззоа1йза 7u xa1äìäü

29991 N птпббт7ёпёгё
:îüootìëüîöî:îüööt/euz‘st
:1Nout/uss'triuooI/eu4‘sz oauiaa I?
aauzvinoo oxxsv1d'nr zä't'àsödïìsüm/n"xäia1ad

1vaNolIaadva1NI :Noхanios

` (92-2 3SVd) §1V13V1 NOIGOS 5301601НЭ
WÍIÑS 330160135 541115369“! 535061Х30 5301ш135 "0131113

191А/01 ooo
'

‘Е
/

/iu/s ’m2333111 '305/
"md mom

. . 1 . . 9?

/Éwîrfu/ /iu/sxrmximwz/ таз/шарит
8VNIO1VO

NOILDBFNI 2318V133FNI

(42-2‘3SVdl NIN01131V3

"01005 191196999109

/3У+Ё$#7?7#0$.$П$РР$/
1760 261Х113

(92-2 BSVd) NOIOOS 1V1198V9V109

#www #msnm-'inval 15тыщу1‘ншт/
/xsmma/

_ /mrmmt'säiwxmmr/

(93“2 îevdlläßîëpîHîpäpêß.FNIHPPPHîPPDPÍ

шт. w
тягач?“ . /surgggïägŕw'
тис. #siam ummm :mam

. ,j .

I.шт u/ nus/:fusa els/auw ¿15%, _
99999 н niü§7§ü§îsiü§7§üî aveva/eau наука iIvN v

ELVHVNOöU __
¿9999 N п1N5/SN5251N5/5N9 531601160971 AVQ VV

dVlBHdIG
1V80 261Х113

` (5z-2 BSVd)
3016013306013 äNINV1ONV808d1AN3Hd EBLVB3VN 3NINV8IN3HdN089

64261 N ihâVëüîï5ïüëPéuïî:ïü§7§üî Íî

96911 N ius/suoisiws/ewotfius/euz sNIeoa ну v

îü=îüîïäñîì __
zz4ee N :ius/euoi:Tüsìëüîîfius/ouz Beuve/eau нитка 11vN vv

üh"äîîütûöää
1vuo sdnaxs

isz-2 зева) îüîäöîüîöäüîñ'îñïäüîñäîöbñîsä
faoхuoaeouoan Nvnaaonlauoalxaa falvaivu anхuvalnauauoaa

96911 N iu§7§ü§Fäî __
îü§7§üöîfïü§7§üî sNIeou ну vv

00'3NV13N10
1V80 5d08АS

(52-2 3SV6) 301601Н306013 3NINV10NVd08d1AN3Hd
IâLVHdSOHd BNIEOOO 531У31УН BNINV8IN3HdN089

' О ‹ '

'' D '
D ' '

D '< ''

9 59. 1N3N31dd0$ 3A11V10N03 / 1511 1300066 S060H38VH - 99. 150S01 / 4 639N0N



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST '84 — MARCH '85 5

CARBACHOL (PAGE 3-31) cEFTRIAxoNE SODIUM (PAGE 3-33)

машин/881555.‘пришиты INJECTABLE: INJECTION
INJECTABLE; INJECTION ROCEPHIN

HOFFMANN-LA ROCHE EQ 250MG BASE/VIALE N 50585
> ADD > EQ 250MG BASE/VIAL: N 62510

CEPORANIBE (PAGE 3-33) EQ 500MG BASE/VIALE N 50585
> A00 > EQ 500MG BASE/vIALn N 62510

INJECTABLE; INJECTION EQ IGM BASE/vIALn N 50585
PRECEF > A00 > EQ IGM BASE/VIALE N 62510
BRISTOL LABS/B-M 500MG/vIALu N 62579, EQ ген BASE/VIALE N 50585

1GM/vIALu N 62579 E0 I0GM BASE/vIALn N 50585
aGM/vIALn N 62579
loGM/vIALn N 62579
zoGM/vIALn N 62579 CELLULOSE SOOIUM PHOSPHATE (PAGE 3-34)

Романа; ORAL
cEPOxITIN SOOIUM (PAGE 3-33) CALCIBINO

MISSION PHARMACAL зовем/вот: N 18757
INJECTABLE; INJECTION
MEPOxIN

> A00 > мзда/папок EQ I0GM BASE/vIALn N 50517 CHLORDIAzEPOxIOE HYOROCHLORIOE (PAGE 3-371

CAPSULE; ORAL
cEPOxITIN зонтом; BEXTROSE (PAGE 3-33) OuLOnnzAzEPOxInE HCL

AB LEMMON ggg“ N 88705
INJECTABLE; INJECTION AQ Ionen N 88706
MEFOxIN IN DExTROSE 52 IN PLASTIC CONTAINER Ag 25H8: N 88707
мзда/игрек EQ гоне BASE/ML;50MG/MLu N 50581

EQ 40MG BASE/MLssoMG/MLB N 50581
'

CHLORPROMAzINE HYDROCHLORIDE (PAGE 3-40)

CEFOxITIN SODIUMì SODIUM CHLORIDE (PAGE 3-33) CONCENTRATE; ORAL
cHLoRPROMAzINE HOL l

INJECTABLE; INJECTION > OLT
>/îî/

_ ‚ IES//AANA/NE /NISBISj/
MEFOxIN IN sOOIuM CHLORIOE 0.92 IN PLASTIC CONTAINER > OLT >/__/ / Ia Е/ /Njßßisß/
MsaD/MERCK EQ гоне вАзв/м1;9не/м1н N 50581 > AOD > cHLoRPROMAzIHE HOL :NTENSOL

EQ 40MG BASE/ML;9MG/MLn N 50581 > A00 > AA ROxANE LABORATORIES 30MG/ML N 88157
> доп › AA 100MG/Hh N 88158

CEFTIZOXIHE SODIUN; DEXTROSE (PAGE 3-33) TABLET; ORAL
> DLT > ММ INE! ‚

хшЕстАвьЕ: INJECTION >_DLT > /PP/ шиш. IAAARAIARIAS/ /ïsirifâ/ /N 9,643.4/
CEFIzOx IN OEXTROSE sz IN PLASTIC CONTAINER > DLT > /BP/ /ZSMG/ /Nf80439/
SKaF LABORATORIES EQ гоне BASE/ML;50MG/MLM N 50589 > DLT > /BP/ /SOMG/ /Njßdájá/

EQ 40Ms BASE/ML;50MG/MLn N 50589 > OLT > /BP/ /IOOMG/ /Náßßńjé/
>щ> /ńŕ/ ШИНЫ т. 59.439/

CHLORPROMAZINE HCL
> AOD > BP CORD LABORATORIES. 10MB N 80439
> ADD > BP 25MG N 80439
> ADO > BP 50M@ N 80439
> A00 > BP 100MG N 80439
› ADD > BP 200MG N 80439
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9931150ТНОЕ1Ы (PAGE 3-47)

lINJECTABLES INJECTION

QORIEOOTROPIN
AB CARTER~GLOGAU LABS 40 UNIT§ÍVIALI

QROMOLYN SODIUM (PAGE 3-48)

SOLUTION/DROPS; OPHTHALMIC
OPTICROM
FISONS 428

l

CYCLOPHOSPHAMIDE (PAGE 3-50)

INJECTABLE; INJECTION

в т°х^ЁЁшнн$пшт› OLT
>/â3/

/Idóŕclvŕdú/
> DLT
>/z3/

/z d CÍUIÃE/
> DLT

>/ZB/
/ECOTEÍPIAL/

> OLT >/__/ /ICH/(ÍAE/
> оп › шиши
› A00 > Ag BRISTOL LABS/B-M 100MB/VIA;
> AOO > Ag zoons/VIAL
> A00 > Ag 500MG/VIAL
> ADD > Ag IGM/VIAL
> доп › ` ZGM/VIAL

TABLET; ORAL

CTTOXAN ‚
>_E_LT_> INEM. ‚Шт/ЁЖ /AAAA/
>_P_L_I_> НМ!
>_¿gg_> BRISTOL LABS/B-H 25H6`
> AOD > 50MB

QYPROHEPTADINE HYDROCHLORIDE (PAGE 3-51)

TABLET; ORAL
SIEESEEEIAEENE_UCL

I

¿A
‘
AM THERAPEUTICS щи

SERP NE’ METHY LOTHIA ID (PAGE 3-52)

TABLET; ORAL
ENDURONYL

BP ABBOTT LABORATORIES 0.25MGS5MG
ENDURONYL FORTE

BP ABBOTT LABORATORIES 0.5MGî5MG
METHYCLOTHIAZIDE AND DESERPIDINE

BP BOLAR PHARMACEUTICAL 0.25MG55MGI
BP 0.5MGS5MGI

N 88772

N 18155

N 88798

N 12775

N 12775

N 88486
N 88452

9559519; (PAGE 3-53)

CREAMS TOPICAL
BEGIN-:EN

AQ ONEM LABs/DERM PRODS o,osxx N 19048
TRIOESILON _

A8 MILES PHARMS/MILES 0.0 и N 17010

DESOXIMETASONE (PAGE 3-53)

OINTMENT; TOPICAL
TOPICORT
HOECHST-ROUSSEL 0.052! N 18594

DEXAMETHASONEE NEOMYCIN SULFATEi POLYMYXIN Е SULFAT§ (PAGE 3-55)

OINTMENT; OPHTHALMIC
DEXACIDIH

AI COOPERVISION PHARMS 0.122EQ 3.5M@ BASE/GM;

191000 UNITS/GMI N 62566

SUSPENSION/DROPS; OPHTHALMIC
DEXACIDIN

AI COOPERVISION PHARMS 0.12îEQ 3.5MG BASE/ML;
10.000 UNITS/MLB N 62544

DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-55)

SOLUTION/DROPS; OPHTHALMIC
‘
DEXAMETMASOME SODIUM PHOSPHATE

AI CARTER-SLOGAU LABS EQ 0.12 PHOSPHATE! N 88771

ВЕХАМЕТНАЗОМЕ SODIUM PHOSPHATEi NEOMYCIN SULFATE (PAGE 3-56)

sOLUTION/DROPS; OPHTHALMIC
NEOUECADRON

A1 мзда/нарек Eg 0.12 PHOSPHATE;
Eg 3.5MG BASE/ML N 50322

NEOMYOIH SULPATE-OEXAMETHASBNE ввозим PHOsPHATE
AI PHARMAFAIR §9_9112_gBQ§EBAI§§

EQ 3.5MG BASE/MLB N 62539

/UÉXBROMPHÉNÍRÃHÍNÉ'HÄÉÉÄTÉ{fŕáédńdéŕńédńŕńé'SUEPÄTÉ/(PAGE 3-56)

ПАВЕЛ/МАЛ

987886 /211145'£15119/ тххгш/
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DRUG PRODUCT LIST Í CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST ‘84 - MARCH '85
DICYCLOMINE HYDROCHLORIDE (PAGE 3-64)

SYRUP; ORAL
BENTYL
MERRELL DON/DON CHEM 10MG/5MLn

TABLET; ORAL
BENTYL
MERRELL DON/DON CHEM 20MG!

DIETHYLPROPION HYDROCHLORIDE (PAGE 3-65)

TABLET; ORAL
DIETMYLPROPION MOL

AA LEMMON 25MG!

DIHYDROERGOTAMINE MESYLATE; HEPARIN SODIUM; LIDOCAINE
HYDROCHLORIDE (PAGE 3-66)

INJECTABLE; INJECTION
EMBOLEX
SANDOZ PHARMS/SANDOZ 0.5MG/0.5ML;2;500 UNITS/0.5ML;

5.33MG/0.5MLn
0.5MG/0.7ML;5;000 UNITS/0.7ML;
7.46MG/0.7MLn

DISOPYRAMIDE PHOSPHATE (PAGE 3-68)

CAPSULE; ORAL
DISOPYRAMIDE PHOSPHATE

AQ BIOCRAFT LABS EQ I0OMG BASE!
AB EQ ISOMG BASE!

NORPAOE

AQ SEARLE PHARMS E 100MG BASE

AQ E 150MG BASE

DISULFIRAM (PAGE 3-68)
TABLET; ORAL
DISULFIRAM

BX PAR PHARMACEUTICAL 250MG!

BX 500MG!

DIVALPROEX SODIUM (PAGE 3-69)

TABLET; ENTERIC COATED; ORAL
DEPAKOTE
ABBOTT LABORATORIES EQ 125MG BASE!

N

N

22

22

07961

07409

88642

18885

18885

70101
70102

17447
17447

88792
88793

18723

A
A

A
V

>
>

D)A‘O

A о
с:
A

DLT
ADD

v
v

A
>
I>
‘

A

>
>

DOPAMINE HYDROCHLORIDE (PAGE 3-69)

INJECTABLE; INJECTION
DOPAMIME HCL
LYPHOMED 40MG/MLn

З0НЕ/MВ!

DOXYCYCLINE HYCLATE (PAGE 3-70)

Iâ

B

B
E
R
G
E
R

lä
U
ä

CAPSULE; ORAL
DOXY-LEMMON

LEMMON
DOXYCYCLIHE HYCLATE

EQ Б0MБ BASE!

PAR PHARMACEUTICAL E Б0МБ BASE!
SUPERPHARM EQ 50HG BASE!Щи
NEST-NARD EQ Б0МБ BASE!
ZENITH LABORATORIES EQ Б0MБ BASE!

EQ 100MG BASE!

TABLET; ORAL
DOXY—LEMMON
LEMMON EQ I00MG BASE!
DOXYOYCLIHE MYOLATE
SUPERPHARM EQ I0OMG BASE!
ZENITH LABORATORIES EQ 100MG BASE!

DOXYLAMINE SUCCINATE (PAGE 3-70)

I;

)l

TABLET; ORAL
DEOAPRYH
MERRELL DON/DON CHEM 25MG
DOXYLAMINE SUCCINATE
QUANTUM PHARMICS 25MG!

N 70058

N 70059

62497

62434
62469
62469
62396
62500
62500zz

zz
zz

2

N 62581

62494
625052

2
N 06412

N 88603

EPINEPHRINE BITARTRATE; LIDOCAINE HYDROCHLORIDE (PAGE 3-72)

INJECTABLE; INJECTION
LIGNOSPAN FORTE
DEPROCO EQ 0.02MG BASE/ML;2Z!
LIGNOSPAN STANDARD
DEPROCO EQ 0.01MG BASE/ML;2Z!

ERGOCALCIFEROL (PAGE 3-72)

AA
AA

CAPSULE; ORAL
ORISDOL _

7PINIHRPPÍIÄÉÉ/SIÉRI//ÉÉÁÉÚÚ'ŕü/
NINTHROP-BREON/STERL 502000 IU

N 88389

N 88390

/Nfßßéáń/

N 03444
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A > О
A > U A

HYDROCORTISONE (PAGE 3-99)

POWDER; FDR RX COMPOUNDING

и

щ/ тшмхшпнмшм/ш
AA TORCH LABORATORIES 1002

HYDROCORTISONE ACETATE (PAGE 3-102)

/Äŕifńßńlls'fïfńŕïffßï/

и;äëgâgà/ÍАRMIIÍK. ‘МАМЫ171!

HYDROCORTISONE ACETATES PRAMDXINE HYDROCHLDRIDE (PAGE 3-103)

AEROSOL; TOPICAL
EPIFOAM
REED&CARNRICK PHARMS 12512

HYDROFLUMETHIAZIDE (PAGE 3-104)

TABLET§_ORAL
HYDROFLUMETHIAZIDE

AQ CHELSEA LABORATORIES Б0МБ!

НУОРОРЪЦМЕТНЕА21ОЕ; RESERPINE (PAGE 3-104)

TABLET; ORAL
RESERPINE AND HYDROFLUMETHIAZIDE

BP ZENITH LABORATORIES 50MG§0.125MGI

HYDROXYZINE HYDROCHLORIDE (PAGE 3-105)

TABLET; ORAL
HYDROXYZINE HCL

¿g PUREPAC/KALIPHARMA домен
¿ë ZSNGN

¿Q вомеи
¿g SUPERPHARM 10HG!

AQ _ 25MG!

¿Q зоне:

HYDROXYZINE PAMOATE (PAGE 3-106)

CAPSULE; ORAL
HY-PAM "25"

AQ LEMMON EQ 25MG HCLn

IBUPRDFEN (PAGE 3.106)

TABLET; ORAL
висни

/Nfßjßáá/ ¿8 воотз PHARMACEUTICAL аоонэи
N 87834 ¿g воомец

IMIPRAMINE HYDROCHLORIDE (PAGE 3-107)

TABLET; ORAL

. SK-PRÀMINE
/ll 55‚457/ 7W. ÍÃEÓÉÄÍÓFÍÉSÍ

511W;«J'b
7%1/6/ т /
¿E sKaF LABORATORIES Ions
¿g 25ms
8P sons

N 88457
INnoNETHAcIN (PAGE 3-108)

CAPSULE; ORAL
:umONETNAOIN

¿g PAR PHARNAcEuTICAL e5nsn
¿g _ sonsu

N 88528 Ag PARRE-OAvIs/N-L гвмеи
¿g зоне:

suPPOsIToRY; REcTAL
INnocIN
Nsan паз LABS/MERCK замен

N 88932 ,

INDONETHACIN soOIuN TRIHYORATE (PAGE 3-1081

INJEOTABLE; INJECTION
'

INOOOIN I.v.
NSAO/NEROK EQ ING BASE/vIALx

N 88120 _
N 38121 Щ (PAGE 3109)
N 88122
N 88794 INJEOTABLE; INJECTION
N 8879s NEPHROELON
N 88798 MEDI-PHYSICS INEI/NLE

IsoETHARINE NEsYLATE (PAGE 3-110)

AEROSOL; INHALATION

BRONKONETER ‚ ‚
N 88713 /Éffŕßlî MáS/5.*ÉÉLÍÑÉ/Í55.45175/

BN BREON LABS/STERLING 0.3QMG/INH
ISOETHARINE MESYLATE _

BN NATL PHARM MFG/BARRE 0.34MG/INHI

N 70083
N 70088

18829
18829

18806
188062

2
2
1
2
1
2

N 17814

N 18878

N 18289

/N/#ßßß/
'N 12339

N 87858
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MEPIVACAINE HYDROCHLORI‘E (PAGE 3-123)

INJECTABLE§ INJECTION
gARBOcAINE

¿g вагон LABS/STERLING 2g
HEPIvACAIHE HCL

¿E CARTER-GLOGAU LABS ¿gn

AE ¿zu
POLOCAINE

Ag ASTRA PHARM PROOS ¿zu
SOANOOHEST PLAIN

Ag OEPROCO ¿gn

MEPROBAMATE (PAGE 3-123)

TABLET; ORAL
MEPROBAMATE

/âá/
Íññfñßgï? /áódŕń/

/__/ /Zóf á/

METHICILLIN SODIUM (PAGE 3-127)

INJECTABLE; INJECTION

A#
/óéüäéńiń

"A Ed'éóóäá'dá E/úŕá'/

è?
н. L
Iss/mmm „и; ` шмыг,Ы ¿BARBARA-A;
жужжит

METHOTREXATE SODIUM (PAGE 3-128)

INJECTABLE; INJECTION

EEXBIE
BRISTOL LABS/B-M EQ 250MG BASE/VIALE
MExATE-Ag к

¿g BRISTOL CARIB/B-M/PR Eg 25ms BASE/MLn

METHYCLOTHIAZIDE (PAGE 3-129)

TABLET; ORAL
METHYCLOTHIAZIDE

A_ CHELSEA LABORATORIES 2.5MGH

AB EME“

AQ COLMED LABORATORIES 5 Gl

METHYLPREDNISOLONE SODIUM SUCCINATE (PAGE 3-131)

INJECTABLE; INJECTION
SOLU-MEDROL
UPJOHN EQ 2GM BASE/VIAL!

METRONIDAZOLE (PAGE 3-133)

INJECTABLE; INJECTION
METRUNIDAZOLE

N 12250 ¿E LYPHOMED 500MG/100ML:
METRYL Iv

N 88769 Ag LEMMON 5ooMG/IooMLn
N 88770

TABLET; ORAL
N 88853 METRONInAzOLE

AB PAR PHARMACEUTICAL e5oMGn
N 88387 ¿g S0OmGn

AB SIOMAK LABORATORIES asomCn

AB 50oMGn

AB SUPERPHARM a5omen
¿g Soomsn

HETRYL

¿B LEmmoN e5omsn

/Nfóßááá/ METRYL'59Q
/Nfóóááá/ AB ` LEMMON эпопеи

› Ano > SATRIC
> Aon > AB SAvACE LABS/ALTANA a5oman

MICONAzOLE NITRATE (PAGE 3-134)

/Ñ'ŕïáäß/ SUPFOSITORY; vAsINAL
/Nfŕïááß/ MONISTAT 3

;Ё:ЁЁЁЁЁ;
ORTHO PHARMACEUTICAL zoomen

/Nfŕïńäß/
MORPHINE SULEATE (PAGE 3-1351

INJECTABLE; INJECTION
DURAMORPH PF

ELKINS-SINN/AHROBINS 0.5mG/mLn
IMG/MLn

N 86358

N 88760 NAECILLIN SODIUM (PAGE 3-1351

INJECTAB LE i INJECTION
NAPOIL

¿g BRISTOL LABS/B-M Eg 108m BASE/vIALn
NALLPEH

¿L BEECHAM LABS/BEECHAM Eg 108m BASE/VIAL
N 88750
N 88724
N 88745 NALBUPHINE HYOROCHLORIOE (PAGE 3-136)

INJECTABLE; INJECTION
NUBAIN
DUPONT PHARMS/OUPONT aoMG/mLn

N 11856

‘2

2

ZZ

ZZ

Z
H
Z
IZ
T
Z
2
2

70071

70042

70040
70039
70027
70033
70008
70009

70035

70044

70029

18888

18565
18565

62527

61999

18024



12599
02599
61599

46999

19499

90990

46499
09499

12991

=99261

29521

66299

zz
z

nïü7§üö§ @
i
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PHENYTOIN SODIUM! EXTENDED (PAGE 3-153)

CAPSULE; ORAL
DILAHTIN

AB PARKE-DAVIS/N'L 100MG
EXTENDED PHEHYTOIN SODIUM
BOLAR PHARMACEUTICAL 100MGI>

PILOCARPINE HYDROCHLORIDE (PAGE 3-154)

GEL; OPHTHALMIC
PILOPINE HS
ALCON LABORATORIES 4Z

POLYETHYLENE GLYCOL 33505 POTASSIUM CHLORIDES SODIUM
BICARBONATE; SODIUM CHLORIDE; SODIUM SULFATE (PAGE 3-155)

POWDER FOR RECONSTITUTION; ORAL
COLYTE
EDLAN PREPARATIONS IZ0GM/PACKET;1.49GM/PACKET;

3.36GM/PACKET;2.92GM/PACKET;
11.3óGM/PACKETH
227.IGM/PACKETîZ.82GM/PACKET;
6.3óGM/PACKET$5.53GM/PACKET;
21.5GM/PACKETîl
3608M/PACKET;4.47GM/PACKET5
10.08GM/PACKET;8.76GM/PACKET;
34.08GM/PACKETI

POTASSIUM CHLORIQE (PAGE 3-156)

INJECTABLE; INJECTION
POTASSIUM OHLORIOE IN PLASTIC CONTAINER

Ag INvENEx LABS/LIFE 2MEg/MLn

Ag
'

2MEg/MLn

RREONISOLONE (PAGE 3-159)

TAB LET § ORAL
PREONISOLONE

Bx SUPERPHARM змеи

'PREDNISOLONE ACETATEì SULFACETAMIDE SODIUM (PAGE 3-160)

OINTMENT; OPHTHALMIC
PREDSULFAIR

AI PHARMAFAIR 0.52î102
VASOCIDIN
COOPERVISION PHARMS 0.5%;>_g

84349

88711

18796

18983

18983

18983

88901
88908

88892

88032

88791

V > О

AA
A D ‘
A ß ‘

PREDNI§ON§ (PAGE 3-161)

SOLUTION; ORAL
PREDNISONE

ROXANE LABORATORIES 5MG/5MLn
PREDNISONE INTENSOL
ROXANE LABORATORIES 5MG/MLN

TABLET; ORAL
`PREDNISONE

BX SUPERPHARM 5MG!
BX 10MG!
BX гонец

PROCAINAMIDE HYDROCHLORIDE (PAGE 3-163)

INJECTABLE; INJECTION
PROCAINAMIDE HCL

Ag SOLOPAK LABORATORIES 100MG/MLB
Ag 500MG/NLR
Ag 500MG/ML:

TABLET» CONTROLLED,RELEASE§ ORAL
PROOAIHAMIDE HCL
BOLAR PHARMACEUTICAL 250MG!

500MG!
TS0MGI

/Éßßńß/
500MB
250MG
750MG
1GMB

п
_п
_,
`‚
Ё
8
1
8
1
8

\

PROGAN SR

PARKE-DAVIS/N-L

PROCHLORPERAZINE EDISYLATE (PAGE 3-164)

CONCENTRATE; ORAL '

PROCHLORPERAZINE EDISYLATE
AA BAY LABORATORIES EQ 10MG BASE/MLn

SYRUPS ORAL

PROCHLORPERAZINE EDISYLATE

AA BAY LABORATORIES EQ 5MG BASE/5ML!

PROMETHAZINE HYDROCHLORIDE (PAGE 3-165)

SYRUP; ORAL
/BATMETHAIINE/
PROMETHAZIHE PLAIN

2
:2
:2
:

2
2
2

2
2
2
2
2

2
2
2

88703

88810

88865
88866

88867

88530
88531
88532

88533
88534
88535

86468
86068
86465
87510
88489

88598

88597
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 7 / AUGUST ‘84 — MARCH '85 19

§QQI!!_§ëLQBI!§ tPAGE 3-176’

INJECTABLE; INJECTION
BACTERIOSTATIC SODIUM CHLORIDE 0.92 IH PLASTIC CONTAINER

AE ABBOTT LABORATORIES 9MG/ML

AB INVENEX LABS/LIFE 9MG/MLH

AP QMS/MLM

SODIUM CHLORIDE IN PLASTIC CONTAINER
/éŕ/ 73H НЕЁХЙ7ХЙ’НБЗР7 7ЁЕЁЕЁЕЁЕЁЕЁ7

SODIUM CHL0RIOE 0.92 IN PLASTIC COHTAINER
Ag AM MCGAN/AM HOSP

AB INVENEX LABS/LIFE
900MG/100ML
9MG/MLH

SODIUM LACTATE (PAGE 3-178)

INJECTABLE; INJECTION
SODIUM LACTATE IN PLASTIC CONTAINER`
ABBOTT LABORATORIES 5MEQ/MLI

SODIUM NITROPRUSSIDE (PAGE 3—178)_

INJECTABLE; INJECTION
SODIUM NITROPRUSSIDE

AE LYPHOMED 50MG/VIAL!

SODIUM POLYSTYRENE SULFONATE (PAGE 3-179)

POWDER; ORAL» RECTAL

EBIEKALQIE
AA BREON LABS/STERLING 453.8sM/BOT

SODIUM POLYSTYREHE выгони:`
AA BAY LABORATORIES 453.88M/B0Tu

SUSPENSION; ORAL» RECTAL
SODIUM POLYSTYRENE SULFDNATE

AA BAY LABORATORIES 15GM/60MLI

SOYBEAN 015 (PAGE 3-180)

INJECTABLE; INJECTION
LIPOSYN III 102

A2 ABBOTT LABORATORIES 102!
LIPCSYN III 202

P ABBOTT LABORATORIES 02!

SUCCINYLCHOLINE CHLORIDE (PAGE 3-181)

INJECTABLE; INJECTION
SUCCINYLCHOLINE виконтов

AP 7îñxììñß"""xß§7———'—î7§AoREJJIA'
533;

L'L
/ïëE L

L

N

N

N

/ń

N
N

N

N

N

N

18800

88909
88911

IMA”
17464
88912

18947

70031

11287

88786

88717

18969

18970

ЗОЬРАВЕМ2АМ1ВЕ5 SULFACETAMIDE; SULFATHIAZOLE (PAGE 3-181)

TABLET; VAGINAL
SULTRIN

AI _ ORTHO PHARMACEUTICAL 184MG;143.75MG;172.5MG
IBIELE_§ÈLEA

AI E FOUGERA/ALTANA

A1 PHARMADERM/ALTANA
184M65143.75M6;172.5N6l
184MO;143.75MG;172.5Msn

SULFACETAMIDE SODIUM (PAGE 3-181)

SOLUTION/DROPS; OPHTHALMIC
›щт› ншмимммъмшщ
› ADD > SULFAIR 10

SULFAMETHOXAZOLE; TRIMETHOPRIM (PAGE 3-183)

TABLET; ORAL
>то> шшщьь
› ADO > AB [БИНОN 800MG;180MGB

SULFAMETHOPRIM
Ag PAR PHARMACEUTICAL 400MGì80MGl

SULFAMETHOPRIM-DS

AQ PAR PHARMACEUTICAL 800M6§160HGI
SULFAMETHOXA20L§_A TRIMETHOPRIM

AQ HEATHER DRUG 400MG§80MGH

AQ 800MG§160MGH
SULFAMETHOXAZOLE AND TRIMETHOPRIM

AQ BARR LABORATORIES 400NG§80HGn
> ADD > AQ CHELSEA LABORATORIES Q00HG§B0MGn
> ADD > AQ 800HG;160MGn

SULFAMETHOXAZOLE AND TRIMETHOPRIM DOUBLE STRENGTH
AQ BARR LABORATORIES 800NG§ló0MGu

> OLT

>/éé/ /TAIHETHIEULPA'dfgßńïÉS/gggg;,ïgggg l> DLT > îëñìßëìîfßläöñìï _____5 й
› OLT > /TRIHETH/SOLPA'SIS
› OLT >/ L ,L 'ORIES/doónáfsóńáa/

TECHNETIUM TC—99M PENTETATE KIT (PAGE 3-186)

INJECTABLE; INJECTION
> вьт › /RIONEYIBRAIH'SOANNINB'RIT
>_OLI_>/é£/ A. . __é/

TERBUTALINE SULFATE (PAGE 3-187)

AEROSOL; INHALATION
BRETHAIRE

> ADO > BN‘ GEIGY/CIBA-SEIGY 0.2MG/INHB
> AOD > BRICANYL
> ADO > BN MERRELL DON/DON CHEM 0.2MG/1NHu

N 05794

N 88463
N 88462

70048

70022

70032

18946
18946

70006
70002
700002

2
1
2
2
2
2
2
2

N 70007

„ГИМН

/ÑÍÍAÓAÉ/

` т'шгв/

N 18762

N 18000
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TOLMETIN SODIUM (PAGE 3-194) VECURONIUM BROMIDE (PAGE 3-202)

/éé/

CAPSULE; ORAL
TOLECTIN OS

/Ñ#ÑÉÍiÍiÄÉÓÉÄÍÓÉIES//ÉQÍÁAOÚÉÍÉÄSÉ/
MCNEIL PHARM EQ 400MG BASE

TABLET; ORAL

TOLECTIN.' I l
/Ñ¢ÑÉIL.LÄÉÓÉÁÍÓÉIES//ÉR'áAANG'BÁSÉ/
MCNEIL PHARM EQ 200MG BASE

TRIAMCINOLONE ACETONIDE (PAGE 3-1951

CREAM; TOPICAL
ARISTOCCRT A

AI LEDERLE LABS/AM CYAN 0.0252!

AI 0.12ц
A1 o 57u

OINTMENT; TOPICAL
ARISTCCDRT А
LEDERLE LABS/AM CYAN 0.1Xl

.52!
TRIAMCINOLOHE ACETONIDE

IE
H
Z

0

AI PHARMAOERM/BYK-OLON o_oa5xn

A1 0.12n
TRYHgA

A1 SAvAeE LABS/BTK-eLON 0.025иц

т 0.1zn

TRILOSTANE (PAGE 3-199)

CAPSULE; ORAL
MOORASTANE
NINTHROP LABS/STERL 3omen

8omen

TRIPROLIDINE HYDROCHLORIDE (PAGE 3-200)

SYRUP; ORAL
TRIPROLIDIHE HCL

AA HALSEY DRUG 1.25MG/5MLR

TRISULFAPYRIMIDINES (PAGE 3-200)

SUSPENSION; ORAL
/TRIPL'E

'SUL'POÉOÃ/7_931.2. ВНЕШ Jl/ ишемии

/Nfïáßéä/

N

/Nfïŕŕéé/

N
2
2
2

2
2

2
2

2
2

/Ñ/ßßióŕ/

18084

17628

88818
88819
88820

88780
88781

88692
88690

88693
88691

18719
18719

88735

INJECTABLE; INJECTION
/NOB¢ÚBDNÍIN¢ÉÄSÃ/
NORCURON

VERAPAMIL HYDROCHLORIDE (PAGE 3~2021

TABLET; ORAL
EAL-AL'

Ag SEARLE/SEARLE PHARMS Oomen
AB Щ
;§OPTIN _

AB KNOLL PHARMACEUTICAL 80g@
Ag 120Me

N 18817

N 18817

N 18593

N 18593
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re
e

y
e
a
rs

fr
o
m

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

a
p
p
lic
a
ti
o

.

'

А

su
p
p
le
m
e
n
t

to

a

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

a
p
p
ro
v
e
d

a
ft
e
r

S
e
p
te
m
b
e
r

2
4
,
1
9
8
4
,
w
h
ic
h
co
n
ta
in
s

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

in
v
e
st
ig
a
ti
o
n
s

(o
th
e
r

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

st
u
d
ie
s)

e
ss
e
n
ti
a
l

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

a
n
d
co
n
d
u
ct
e
d

o
r
sp
o
n
so
re
d

b
y
th
e
a
p
p
lic
a
n
t

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

h
a
d

a

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

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

a

su
b
se
q
u
e
n
t

a
p
p
lic
a
ti
o
n

fo
r

a

ch
a
n
g
e

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

m
a
y
n
o
t

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

fo
r
th
re
e

y
e
a
rs

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

o
f
th
e
o
ri
g
in
a
l

su
p
p
le
m
e
n
t.

A

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

(o
r
su
p
p
le
m
e
n
t
to

a

n
e
w
d
ru
g

a
p
p
lic
a
ti
o
n
)

a
p
p
ro
v
e
d

d
u
ri
n
g

th
e
p
e
ri
o
d

fr
o
m

Ja
n
u
a
ry

1,

1
9
8
2
,
to
S
e
p
te
m
b
e
r

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

in
cl
u
d
e
s

a
n

a
ct
iv
e

in
g
re
d
ie
n
t

(i
n
cl
u
d
in
g

a
n
y
e
st
e
r

o
r
sa
lt
o
f
th
e

a
ct
iv
e

in
g
re
d
ie
n
t)

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

a
p
p
lic
a
ti
o
n
.

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

a

su
b
se
q
u
e
n
t

a
p
p
lic
a
ti
o
n

fo
r

th
e
d
ru
g
o
r

a

si
g
n
if
ic
a
n
t

ch
a
n
g
e
m
a
d
e
in

a

su
p
p
le
m
e
n
t

m
a
y

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

fo
r
tw
g
y
e
a
rs
fr
o
m

S
e
p
te
m
b
e
r

2
4
,
1
9
8
4
.



T
h
e

A
ct

re
q
u
ir
e
d

a
p
p
ro
v
e
d

n
e
w

d
ru
g

a
p
p
lic
a
ti
o
n
s

to
b
e

su
p
p
le
m
e
n
te
d

w
it
h

th
e

re
q
u
ir
e
d

p
a
te
n
t

in
fo
rm
a
ti
o
n

b
y

O
ct
o
b
e
r

2
4
,

1
9
8
4
.

P
a
te
n
t

in
fo
rm
a
ti
o
n

m
u
st

n
o
w

b
e

fi
le
d

w
it
h

a
ll

n
e
w
ly

su
b
m
it
te
d

d
ru
g

a
p
p
lic
a
ti
o
n
s,

a
n
d

n
o

N
D
A

m
a
y

b
e

a
p
p
ro
v
e
d

a
ft
e
r

S
e
p
te
m
b
e
r

2
4
,

l9
8
4
,

w
it
h
o
u
t

th
e

p
e
rt
in
e
n
t

p
a
te
n
t

in
fo
rm
a
ti
o
n
.

T
h
e

p
a
te
n
t

n
u
m
b
e
rs

a
n
d

th
e

e
x
p
ir
a
ti
o
n

d
a
te
s

o
f

a
n
y

a
p
p
ro
p
ri
a
te

p
ro
d
u
ct

o
r

u
se

p
a
te
n
t

o
n

a

m
a
rk
e
te
d

d
ru
g

th
a
t

is
th
e

su
b
je
ct

o
f

a
n

a
p
p
ro
v
e
d

N
D
A

w
ill

b
e

p
u
b
lis
h
e
d

in
th
e

A
P
D
P
.

P
a
te
n
t

in
fo
rm
a
ti
o
n

o
n

u
n
a
p
p
ro
v
e
d

a
p
p
lic
a
ti
o
n
s

o
r

o
n

p
a
te
n
ts

b
e
y
o
n
d

th
e

sc
o
p
e

(i
.e
.,

p
ro
ce
ss

o
r

m
a
n
u
fa
ct
u
ri
n
g
)

o
f

th
e

A
ct

w
ill

n
o
t

b
e

p
u
b
lis
h
e
d
.

T
h
e

fo
llo
w
in
g

e
x
p
la
in
s

h
o
w

th
e

A
P
D
P

im
p
le
m
e
n
ts

th
is
.

A
n
ti
b
io
ti
cs
,

In
su
lin

a
n
d

B
io
lo
g
jc
a
ls

T
it
le

I

o
f

th
e

A
ct

h
a
s

b
e
e
n

in
te
rp
re
te
d

b
y

th
e

A
g
e
n
cy

n
o
t

to
in
cl
u
d
e

p
ro
d
u
ct
s

a
p
p
ro
v
e
d

u
n
d
e
r

se
ct
io
n
s

5
0
6

o
r

5
0
7

o
f

th
e

Fe
d
e
ra
l

Fo
o
d
,

D
ru
g

a
n
d

C
o
sm
e
ti
c

A
ct

(a
n
ti
b
io
ti
c

a
n
d

in
su
lin

p
ro
d
u
ct
s)
.

B
e
ca
u
se

o
f

th
is
,

(1
)

a
n
ti
b
io
ti
c

a
n
d

in
su
lin

p
ro
d
u
ct
s

a
re

n
o
t

co
n
si
d
e
re
d

e
lig
ib
le

fo
r

e
x
cl
u
si
v
it
y

p
ro
te
ct
io
n
,

(2
)

h
o
ld
e
rs

o
f

a
p
p
ro
v
e
d

a
p
p
lic
a
ti
o
n
s

fo
r

in
su
lin

a
n
d

a
n
ti
b
io
ti
c

p
ro
d
u
ct
s

n
e
e
d

n
o
t

su
b
m
it

th
e

p
a
te
n
t

in
fo
rm
a
ti
o
n

a
s

re
q
u
ir
e
d

o
f

N
D
A

a
p
p
lic
a
ti
o
n

h
o
ld
e
rs
,

a
n
d

(3
)

A
n
ti
b
io
ti
c

Fo
rm

6

sp
o
n
so
rs

a
re

n
o
t

re
q
u
ir
e
d

to
p
ro
v
id
e

th
e

p
a
te
n
t

ce
rt
if
ic
a
ti
o
n

st
a
te
m
e
n
t

w
h
ic
h

m
u
st

b
e

in
cl
u
d
e
d

in
A
N
D
A
s.

H
o
w
e
v
e
r,

T
it
le

II
,

th
e

p
a
te
n
t

te
rm

re
st
o
ra
ti
o
n

p
o
rt
io
n

o
f

th
e

A
ct
,

sp
e
ci
fi
ca
lly

a
d
d
re
ss
e
s

a
n
ti
b
io
ti
c,

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

a
n
d

h
u
m
a
n

b
io
lo
g
ic
a
l

p
ro
d
u
ct
s

(a
s

th
o
se

te
rm
s

a
re

u
se
d

in
th
e

Fe
d
e
ra
l

Fo
o
d
,

D
ru
g

a
n
d

C
o
sm
e
ti
c

a
n
d

P
u
b
lic

H
e
a
lt
h

S
e
rv
ic
e

A
ct
s)

in
it
s

p
ro
v
is
io
n
s.

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

R
e
q
u
ir
e
m
e
n
ts

T
h
e

th
e
ra
p
e
u
ti
c

e
q
u
iv
a
le
n
ce

e
v
a
lu
a
ti
o
n

co
d
e
s

in
A
p
p
e
n
d
ix

D

o
f

th
e

A
P
D
P

w
ill

e
n
a
b
le

fi
rm
s

to
d
e
te
rm
in
e

w
h
e
th
e
r

in
v
it
ro

a
n
d
/o
r

in
v
iv
o

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

st
u
d
y

d
a
ta

m
u
st

b
e

in
cl
u
d
e
d

w
it
h

th
e
ir

A
N
D
A

su
b
m
is
si
o
n
s.

C
u
rr
e
n
tl
y
,

d
ru
g
s

a
p
p
ro
v
e
d

p
ri
o
r

to
1
9
6
2

fa
ll

in
to

th
re
e

m
a
jo
r

b
io
p
h
a
rm
a
ce
u
ti
c

cl
a
ss
e
s:

(l
)

th
o
se

w
h
ic
h

p
o
se

a
n

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m
,

a
n
d

fo
r

w
h
ic
h

d
e
m
o
n
st
ra
ti
o
n

o
f

b
io
e
q
u
iv
a
le
n
ce

th
ro
u
g
h

in
v
iv
o

te
st
in
g

a
n
d

a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

p
e
rf
o
rm
a
n
ce

is
n
e
ce
ss
a
ry
;

(2
)

th
o
se
-W
h
ic
h

p
o
se

a
n

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m

b
u
t

fo
r

w
h
ic
h

a
n

in
v
iv
o

st
u
d
y

m
a
y

b
e

w
a
iv
e
d

if
a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

e
rf
o
rm
a
n
ce

is
d
e
m
o
n
st
ra
ïe
d

(t
h
e

lis
t

o
f

su
ch

d
ru
g
s

is
p
ro
v
id
e
d

u
n
d
e
r

T
A
B
LE

I;

a
n
d

(3
)

th
o
se

w
h
ic
h

p
o
se

n
o

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m

a
n
d

fo
r

w
h
ic
h

th
e

o
n
ly

b
io
p
h
a
rm
a
ce
u
ti
c

re
q
u
ir
e
m
e
n
t

is
d
e
m
o
n
st
ra
ti
o
n

o
f

a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

fo
r

so
lid

o
ra
l

d
o
sa
g
e

fo
rm
s.A
ll

fi
rm
s

su
b
m
it
ti
n
g

a
n

a
b
b
re
v
ia
te
d

n
e
w

d
ru
g

a
p
p
lic
a
ti
o
n

fo
r

a

si
n
g
le

so
u
rc
e

d
ru
g

p
ro
d
u
ct

o
r

a

d
ru
g

p
ro
d
u
ct

w
h
ic
h

w
a
s

fi
rs
t

a
p
p
ro
v
e
d

a
ft
e
r

1
9
6
2

w
ill

b
e

re
q
u
ir
e
d

to
d
e
m
o
n
st
ra
te

in
v
iv
o

b
io
e
q
u
iv
a
le
n
ce

o
r

e
ls
e

su
b
m
it

in
fo
rm
a
ti
o
n

su
ff
ic
ie
n
t

to
p
e
rm
it

th
e
-A
g
e
n
cy

to
w
a
iv
e

d
e
m
o
n
st
ra
ti
o
n

o
f

in

v
iv
o

b
io
e
q
u
iv
a
le
n
ce
.

M
a
n
u
fa
ct
u
re
rs

o
f

d
ru
g

p
ro
d
u
ct
s

fo
rm
u
la
te
d
-T
n

d
o
sa
g
e

fo
rm
s

w
h
ic
h

d
o

n
o
t

p
re
se
n
t

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m
s,

su
ch

a
s

a
n

in
tr
a
v
e
n
o
u
s

so
lu
ti
o
n
,

m
a
y

re
q
u
e
st

th
a
t

th
e

in
v
iv
o

b
io
e
q
u
iv
a
le
n
ce

re
q
u
ir
e
m
e
n
t

b
e

w
a
iv
e
d
.

A
—
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B
e
fo
re

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

C
o
m
p
e
ti
ti
o
n

a
n
d
P
a
te
n
t

T
e
rm

R
e
st
o
ra
ti
o
n

A
ct
,
th
e
A
g
e
n
cy

a
p
p
ro
v
e
d

v
a
ri
o
u
s

d
ru
g
s
w
it
h

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

p
ro
b
le
m
s

a
n
d
d
e
fe
rr
e
d

th
e
in
v
iv
o

te
st
in
g

re
q
u
ir
e
m
e
n
t

fo
r

a

n
u
m
b
e
r
o
f

re
a
so
n
s.

T
h
e
n
e
w
la
w
re
q
u
ïïe
s

in
fo
rm
a
ti
o
n

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

A
N
D
A
d
ru
g

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

to
th
e
lis
te
d

d
ru
g
.

T
h
e
re
fo
re
,

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

fo
r

d
ru
g
s
su
ch

a
s
a
m
it
ri
p
ty
lin
e

h
y
d
ro
ch
lo
ri
d
e

w
h
ic
h
fo
rm
e
rl
y

m
a
y
h
a
v
e
b
e
e
n

a
p
p
ro
v
e
d

w
it
h
o
u
t

a
n
in
v
iv
o

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

a
n
in
v
iv
o

st
u
d
y
a
s

a

co
n
d
it
io
n

fo
r
a
p
p
ro
v
a
l

u
n
d
e
r
th
ë
n
e
w
A
ct
.

'

T
o
p
ic
a
ls

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

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

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

e
q
u
iv
a
le
n
t

to
p
ic
a
l

p
ro
d
u
ct
s
o
f
re
—
1
9
6
2

(D
E
S
I)

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

e
q
u
iv
a
le
n
t.

H
o
w
e
v
e
r,

th
e
A
g
e
n
cy

re
q
u
ir
e
d

th
a
t
a
p
p
lic
a
n
ts

fo
r
to
p
ic
a
l

d
ru
g
p
ro
d
u
ct
s

in
it
ia
lly

a
p
p
ro
v
e
d

a
ft
e
r

1
9
6
2
,
in
cl
u
d
in
g

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

d
e
m
o
n
st
ra
te

th
e

sa
fe
ty

a
n
d
e
ff
ic
a
cy

o
f
th
e
ir

p
ro
d
u
ct
s

th
ro
u
g
h

cl
in
ic
a
l

tr
ia
ls

o
r
th
ro
u
g
h

a

b
io
e
q
u
iv
a
le
n
ce

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

a
n
d
e
v
a
lu
a
te
d

a
s
th
e
ra
p
e
u
ti
ca
lly

e
q
u
iv
a
le
n
t.

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

a
p
p
lic
a
n
ts

to
d
e
m
o
n
st
ra
te

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

o
f
th
e
ir

to
p
ic
a
l

d
ru
g
p
ro
d
u
ct

to
th
e
lis
te
d

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

fo
r
A
N
D
A

a
p
p
ro
v
a
l.

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

th
a
t
is
p
re
se
n
tl
y

b
e
in
g
u
se
d
in
th
e

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

p
ro
ce
ss
.

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

th
e
th
e
ra
p
e
u
ti
c

e
q
u
iv
a
le
n
ce

e
v
a
lu
a
ti
o
n

p
o
lic
y

th
a
t
h
a
s
b
e
e
n
m
a
d
e
o
n
th
e
p
re
-1
9
6
2

to
p
ic
a
l

p
ro
d
u
ct
s

to
d
e
te
rm
in
e

w
h
e
th
e
r

a

ch
a
n
g
e
in
th
is

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

In
th
e

m
e
a
n
ti
m
e
,

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

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

w
ill

b
e
re
q
u
ir
e
d

fo
r

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

p
ro
d
u
ct
s

u
n
le
ss

a

w
a
iv
e
r

o
r
in
v
it
ro

a
lt
e
rn
a
ti
v
e
s

ca
n

b
e
ju
st
if
ie
d

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

О
Т
С
D
ru
g
P
ro
d
u
ct
s

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

ACTIVE INQREDIENTISI

STRENQTHISI

ACETAMINOPHEN
120MG

ACETAMINOPHEN

6S0MG

ACETAMINOPHEN
120MG

ACETAMINOPHEN
120MG

ACETAMINOPHEN
650MG

ACETAMINOPHEN
650MG

ACETAMINOPHEN
120MG

ALUMINUM HYDROXIDE; MAGNESIUM

TRISILICATE
BOMG; 20MG

ALUMINUM HYDROXIDE; MAGNESIUM
TRISILICATE
160MG; 40MG

BROMPHENIRAMINE MALEATE
BMG

BROMPHENIRAMINE MALEATE

12MG

CHLORHEXIDINE GLUCONATE
0.5%

CHLORHEXIOINE GLUCONATE
0.5%

Ш
IDOSAGE FORM; R0UTE)

NEOPAP

(SUPPOSITORY: RECTAL)

TYLENOL
(SUPPOSITORY; RECTAL)

TYLENOL
(SUPPOSITORY; RECTAL)

ACEPHEN
(SUPPOSITORY; RECTAL)

ACEPHEN

(SUPPOSITORY: RECTAL)

ACETAMINOPHEN
(SUPPOSITORY; RECTAL)

ACETAMINOPHEN
(SUPPOSITORY; RECTAL)

GAVISCON
(TABLET, CHEWABLE; ORAL)

GAVISCON-2
(TABLET, CHEWABLE; ORAL)

DIMETANE
(TABLET. CONTROLLED
RELEASE; ORAL)

DIMETANE
(TABLET, CONTROLLED
RELEASE; ORAL)

HIBITANE
(TINCTURE: TOPICAL)

HIBISTAT
(SOLUTION: TOPICAL)

APPLI ANT NAME

WEBCON PHARMS/ALCON

MCNEIL LABORATORIES

MCNEIL LABORATORIES

G AND И LABORATORIES

G AND N LABORATORIES

UPSHER-SMITH LABS

UPSHER-SMITH LABS

MARION LABORATORIES

MARION LABORATORIES

AH ROBINS

AH ROBINS

ICI AMERICAS

ICI AMERICAS

NDA N . PATENT N
O
.

АРР VAL DATE EXP. DATE

16-401
11-07-68

17-756
05-26-76

17-756
05-26-76

18-060
02-09-78

18-060
02-09-78

18-337
04-22-80

18-337
09-12-83

18-685
12-09-83

18-685
12-09-83

10-799
06-10-83

10-799
06-10-83

18-049
12-18-78

18-300
05-23-80

EXCLUSIVITY

EXP. DATE

NP
09-24-86

NP

09-24-86

RTO
09-24-86

RTO
09-24-86

II-l



2-II

3HS2 2ow»
(1V8O 53SV3138 3018O1H3O801Н

98-Ь2-60 Ь8-01-90 0311O81NO3 ‘1319V11 3NI8V1ONV8O8811N3Hd
SN 9S9-91 9NI83Н35 NIZVH30 131V31VH 3NIHV8IN3Hd8O1H3

91194 291121

(1V8O 235V3138 3018O1H3O801Н
l8—82-40 0311O81NO3 ‘1318V11 3NIНV1ONV0O801АN3Hd
Slt-sl ZOONV5/59V1 A3S800 21-31NI8V181 531VB1VN 3NI8V8IN3Н88O1H3

31194 53119

(1V8O 535V3138 3018O1Н3O801Н
09-#0-20 0311O81NO3 ‘31058V31 3NINV1ONV8O8811N3Hd
eso-sl 385/53NV0 e A31N3w 3V1NO3 531V31VN 3NIHV8IN3Hd8O1H3

(1V8O 53SV3138
94-91-01 0311O81NO3 ‘1319V1) 9H21
989-40 3NI83Н35 NO13NI81-8O1Н3 31V31VH 3NIHV8IN3Н88O1H3

(1V8O 53SV3138
94-91-01 0311081N021 ‘1318V11 9H8
859-40 9NI83Н35 NO13NI81-8O1H3 31V31VH 3NIH18IN3Н8801H3

(1V8O 13SV3138
94-11-90 0311O81NO3 '3105dV3) 9H21
698-4l sxs/Sawvr 9 131N3H N180131 31V31VH 3N1NV81N3Н88O1Н3

(1V8O 53SV3138
84-11-90 0311O81NO3 ‘31058V3) 9N8
695-41 385/53NV0 s A31N3w NI80131 31V31VH 3NIH181N3Н88O1H3

18-42-90 (1V3Id01 133NO85) xv
82#-91 SV3183NV 131 5N313191Н 31VNO3019 3NI01Х3Н801H3

94-41-60 (1V3IdO1 2NO1101O5) ze
894-41 SV3183NV 131 5N313191Н 31VNO3019 3NI01Х3Н8O1H3

18-02-21 (1V3IdO1 51O5O03V) z0
421-61 59V1 H01811Х 3NI01Х3 31VNO3019 3NI01Х3Н8O1H3

#8-#2-21 (1V3IdO1 5NO1101O5) xv
S21-61 59V1 H01811х 3N101Х3 31VNO3019 3N101Х3Н8O1Н3

111310111 1 10111GN03 1 S1 N ILVÍIIlddV GIA 0dd1 301 30 111NI0011O НOIНМ Sl Il(
)

0
0

5110G 3
1 'II 31811



'IIIIOUL ONILINUVNI0N0ILION0OUSVSNOILVOIlddUOIA0UddVIUIOOIUIILNIUUOOHOIHMSLOOOOUdOOUOOLO

98-02-60
3ON

98-Ь2-60
OLd

98-#2-60
OIM

98-02-60
Ol8

98-02-60
3ON

TIVO'dХ3

AIIAISOIOХ3

28—80—01
8S9—8l

28-E1-G0
88b8l

28—E1-60
явь-21

09-80-90
#SE-2l

18—b0-10
090-8l

S8-02-S0
#t8-8l

S8'8l-E0
S08-8l

l8-18-80
4BS-8l

Ь8-¿0-90
608-8l

TIVO'dX3TIVOlVAO00dV

'NLМ3LVd'0NVON

N8VHdITVMNNBd

SNI8BHSS

9N1838SS

SN1838SS

N8VHdITVMNNBd

S8VTNVHV89NO

S8VTNVHV89NО

9N1838SS

SN8VHdTV8INBS

INVNLNVIlddV

(TVUO53SVB138

0311081NO3‘NOISN385nS)
NASTBO

(TV8O5BSVBTB8

OETTOU1NOS‘1318V1)
lO8HdOSIO

(TV8O535VB138

0311081NO3‘IBTBVI)
TV8OXI8U

(TV8O5IBIBVJ.)
TO8HdOSIO

(ivuofdnuAS)
NAS8OS

(TV8O5BSVBTB8

OBT1O81NOS‘BT0SdVS)
BIVSTVN
BNINV8INBHd8OTHS

/TSHBNIUOSHdBOOOBSd

(TV8O5BSVBTB8

OBTTOHINOS‘BTOSdVSI
BIVBTVN
BNINVUINBHd8O1HS

/TSHENIUOBHdSOODBSd

(TV8O535VB138

0311081NОS‘1318V1)
NOlBNI8l-UO1HS

(TVUO5BSVBTB8

GBTIO8INOS‘310SdV3)
BIVBTVN
BNINV8INBHd8O1HS/M

ISHSNINVIONVdOUdTANBHd

IILOOUÍMUOIIOVSOOI

INVNIOVUL

1NS/8BH9N0E03

XBTdNOSNISB8NVHd8OHIBNO8IXBO

9N0ZL29NQ

B1VjTDSBNI8OSHdBOODBSd
5BIVBTVNSNINV8INBHdNO8BXBO

SN0ZLfSN9

BIViT0SBNI8OBHdBOO0SSd
5BIVBTVNBNINVUINBHdNOUBXBO

9N0959N2

EIV3TOSBNI8OBHdBOO0SSd
5BIVBTVNBNINVUINBHdNONBXBO

TNS/TSH9NS'4S03
ÍTHS/BIVBTVN9Nb03

Х3811$1106BNINV1ONVdO8dIANBHd
5XBHIlSI1OdBNINVUINBHdHO1HS

SN02I29HO

BO18O1HSO8OAH3N18038d30O035d
531V33VN3NINV8IN38d8O1HS

9N02L59H2L

30I8O1HSO80AH3N18O38d30O03Sd
531V31VN3NINV81N3H88O1HS

9N02129N8

31VjT0Sзмхназназоапэза
531VB1VN3NINV8IN3888O1HS

9HS429H8

30I8O1HSO8OAH
3NIN13ONVdO8dTAN3Hd

531VB1VN3NINV8IN3888O1HS

SHLONIULS

SLNIIOIUONIIAILOI



#-11

98—b2-60

5N

98-02-60
SN

31VG '0X3

11IAISRTOX3

98-82-90
9889888

98-82-90
9889888

31VG '0Х3

'0
N

1N3110

08-91-10
161-81

08-21-90
Sl0-81

44-Q0-20
986-4l

¿4'80-20
986-4l

zs-sz-ol
L8£-8l

44-80-20
626-4l

44-80-2U
626-¿1

b8-8l-S0
210-61

18-81-90
686-81

84-90-01
990-81

18-¿0-80
#IS-90

31VG lVA 0dd1

'0
N

VG1

85108ON

A1111 I13

AIG 58V1 538 A1111

AI0 58V1 538 A1111

A11I1 I13

OAON-881005

0AON-881005

3NI8013130NV8 NНO080

OHNV/58V1 11VH311НM

832138

1-М/5IA10-38818

3111 111O13dd1

(NO11330NI 5318V1330NI)
85108ON

HdN 08V11105NI NI105NI

(N011330NI 5318V1330NI)
II NI1311 HdN

(N011330NI 531811330NI)
(88O8-3338) NI1311 HdN

(NO11330N1 5318V1330NI)
(88O8-3338) NI1311 HdN

(u011330NI 531811330NI)

N NI10H0Н

(N011330NI 5318V1330NI)
N1105N1 31N31IN35

(NO11330NI 5318V1330NI)
NI105NI 31N311H35

(1V8O 5.1.318V1)
N1880N

(1V8D fIaTavI)
TIAov

(1V8O 51318V1)
HO5IN0

(1V8O 580815)
N111N38

(31100 ›1003 301000)

3111 3G101

1N/51IN0 001
88O8 03131808

13NVHdO51 ‘NO15N38505 NI105NI

1N/51IN0 001
3338'03131808

‘3NVHdO51 ‘NO15N38505 NI105NI

1N/51IN0 001
8808 ON1 3338 03Х1H

‘3NVHdO51 ‘NO15N38505 NI105NI

1N/511N0 0b
88O8 ON1 3338 03Х1H

‘3NVHdO51 ‘NO15N38505 NI105NI

1N/511u0 001
NV80Н 3113Н18А5O18

‘3NVHd051 ‘N015N38505 NI105NI

1N/51IN0 001
3338

‘3NV88O51 ‘NO15N38505 N1105N1

1H/511N0 08
3338

‘3NVHdO51 ‘NO15N38505 NI105NI

9N002

N33O88081

9N002
N33O88081

9H92
311NI3305 3NINV1АХ00

1N9/9H9'21
3018O1H3O80AH 3NI8V80AHN3Hd10

S 11013015

S 1NI1G3N011 311LO1

011131N11 3
0

10111GN0O 1 5
1

010111U11001 G310Nd01 3010030 131NI000O 1OI11 5LO0G0Nd 000G O10 'II 31011



МШП.ШМшШЩВШШШШШЕШЫШШШШЩШШМАШШШЩМШШЕ

ACTIVE INGREDIENTIS)

STRENQTHIS)

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANEl
PURIFIED PORK
100 UNITS/ML

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

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

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

INSULIN SUSPENSION. PROTAMINE
ZINC, PURIFIED BEEF
40 UNITS/ML

INSULIN SUSPENSION, PROTAMINE
ZINC» PURIFIED BEEF
100 UNITS/ML

INSULIN SUSPENSION. PROTAMINE
ZINC, PURIFIED BEEF; INSULIN,
PURIFIED BEEF
100 UNITS/ML

INSULIN SUSPENSION, PROTAMINE
ZINC, PURIFIED PORK; INSULIN,
PURIFIED PORK
100 UNITS/ML

INSULIN ZINC SUSPENSION. BEEF
40 UNITS/ML

TRADE NAME

IDOSAGE F0RM; ROUTE)

NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)

PROTAPHANE `
(INJECTABLE; INJECTION)

INSULIN NORDISK MIXTARD
(PORK)
(INJECTABLE: INJECTION)

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

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

PROTAMINE ZINC INSULIN
(INJECTABLE: INJECTION)

PROTAMINE ZINC INSULIN
(INJECTABLE: INJECTION)

PROTAMINE ZINC AND
ILETIN 11
(INJECTABLE: INJECTION)

PROTAMINE ZINC AND
ILETIN II(PORK)
(INJECTABLE: INJECTION)

LENTE INSULIN
(INJECTABLE: INJECTION)

APPLI ANT NAME

ELI LILLY

SOUIBB-NOVO

NORDISK

ELI LILLY

ELI LILLY

ER SQUIBB AND SONS

ER SOUIBB AND SONS

ELI LILLY

ELI LILLY

SOUIBB-NOVO`

NDA N
O
.

PATENT N
O
.

APPROVAL DATE EXP. DATE

EXCLUSIVITY

EXP. DATE

18-345
12-05-79

18-623
07-30-81

18-195
01-16-80

17-932
02-08-77

17-932
02-08-77

17-928
02-08-77

17-928
02-08-77

18-476
06-12-80

18-346
12-05-79

17-998
02-08-77

11-5
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TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENTLS)

$TRENGTH)§)

INSULIN, BIOSYNTHETIC HUMAN
100 UNITS/ML

INSULIN, PORK
40 UNITS/ML

INSULIN, PORK
100 UNITS/ML

INSULIN, PURIFIED BEEF
100 UNITS/ML

INSULIN, PURIFIED PORK
100 UNITS/ML

INSULIN, PURIFIED PORK
100 UNITS/ML

INSULIN, PURIFIED PORK
100 UNITS/ML

INSULIN SUSPENSION.
ISOPHANE, PURIFIED HUMAN
100 UNITS/ML

NONOXYNOL-9
IGM

POTASSIUM IODIDE
laoMG

POTASSIUM IODIDE
TGM/ML

POTASSIUM IODIDE
l30MG

PSEUDOEPHEDRINE HYDROCHLORIDE

120MG

TRADE NAME .

)DQSAGE FORM; ROUTE)

HUMULIN R
(INJECTABLE; INJECTION)

INSULIN
(INJECTABLE; INJECTION)

INSULIN
(INJECTABLE; INJECTION)

REGULAR ILETIN II
(INJECTABLE; INJECTION)

INSULIN NORDISK OUICK
(PORK)
(INJECTABLE;INJECTION)

REGULAR ILETIN II (PORK)
(INJECTABLE; INJECTION)

ACTRAPID
(INJECTABLE; INJECTION)

NOVOLIN N
(INJECTABLE; INJECTION)

TODAY

(SPONGE: VAGINAL)

THYRO-BLOCK
(TABLET: ORAL)

POTASSIUM IODIDE
(SOLUTION: ORAL)

IOSAT
(TABLET: ORAL)

SUDAFED S.A.
(CAPSULE, CONTROLLED
RELEASE; ORAL)

APPLI ANT NAME

ELI LILLY

SOUIBB-NOVO

SOUIBB-NOVO

ELI LILLY

NORDISK INSULIN LABS

ELI LILLY

SOUIBB-NOVO

NOVO INDUSTRI A/S

VLI CORPORATION

WALLACE LABS/C-N

ROXANE LABORATORIES

ANBEX

BURROUGHS WELLCOME

NDA N
O
.

PATENT N
O
.

APPROVAL DATE EXP. DATE

EXCLUSIVITY

EXP. DATE

18-780
10-28-82

17-926
02-08-77

17-926
02-08-77

18-478
06-12-80

18-193
01-16-80

18-344
12-05-79

18-381
03-17-80

19-065
01-23-85

18-683 NDF
04-01-83 09-24-86

18-307
11-09-79

18-551 NDF
02-19-82 09-24-86

18-664
10-14-82

17-941

01-15-79

II-7
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TABLE II. OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENT S

STRENGTH S

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE
60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE
30MG/5ML; 1. 25MG/5ML

PSEUDOEPHEDRINE SULFATE
120MG

TIOCONAZOLE
1%

TRIPROLIDINE
2.5MG

TRIPROLIDINE
2.5MG

TRIPROLIDINE
2.5MG

TRIPROLIDINE
2.5MG

TRIPROLIDINE
1.25MG/5ML

TRIPRoLIoINE
1.25MG/5ML

TRIPROLIDINE
1.25MG/5ML

TRIPROLIDINE
1.25MG/5ML

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

TRADE NAME

)D0SAGE F0RM; R0UTE)

TRIPROLIDINE AND
PSEUDOEPHEDRINE
(TABLET; ORAL)

TRIPOSED
(SYRUP; ORAL)

. AFRINOL
(TABLET, CONTROLLED
RELEASE; ORAL)

TROSYD
(CREAM; TOPICAL)

ACTIOIL
(TABLET; ORAL)

TRIPROLIDINE HCL
(TABLET; ORAL)

TRIPROLIDINE HCL
(TABLET; ORAL)

TRIPROLIDINE HCL
(TABLET: ORAL)

ACTIOIL
(SYRUP; ORAL)

BAYxoYL
(SYRUP; ORAL)

TRIPROLIDINE HCL
(SYRUP; ORAL)

TRIPROLIDINE HCL
(SYRUP; ORAL)

APPLICANT NAME

BOLAR PHARMACEUTICAL

HALSEY DRUG

SCHERING

PFIZER CEN RES/PFIZR

BURROUGHS WELLCOME

BOLAR PHARMACEUTICAL

DANBURY PHARMACAL

DRUMMER/PHOENIX

BURROUGHS WELLCOME

BAY LABORATORIES

NATL PHARM MFG/BARRE

PHARMS ASSOC/BEACH

NDA N0.

APPROVAL DATE

88-318
01-13-84

88-213
05-01-84

18-191
10-30-80

18-682
02-18-83

11-110
04-14-58

84-453
02-06-76

85-094
02-07-77

85-610
03-21-78

11-496
07-24-58

87-963
01-18-83

85-940
07-13-79

87-514
02-10-82

PATENT NO.

EXP. DATE

4062966
12-13-94

EXCLUSIVITY

EXP. DATE

RTO
09-24-86

RTO
09-24-86

NCE
02-18-93

RTO
09-24-86

RTO
09-24-86

RTO

09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO _
09-24-86

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

ACTIVE INCREDIENT)§)

STRENCTH)§)

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-1
SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION
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; ROUTE)

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

NONE
(INJECTABLE;

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

APPLICANT NAME

CUTTER BIOL/MILES

DELMED

TRAVENOL LABS

TRAVENOL LABS

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

CUTTER BIOL/MILES

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

TRAVENOL LABS

NDAN- Щ
АРР VAL DATE EXP. DATE

EXCLUSIVITY

EXP. DATE

10-102
12-14-61

11-912
9-2-59

10-855
06-11-59

16-918
3-17-78

80-77
11-6-80

78-519
4-23-80

82-528
11-3-82

77-420
5-12-78

16-527
6-22-70

80-222
8-23-82

16-907
5-15-73

78-1211
6-10-81

17-401

12-6-77

81-1012
6-28-83
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TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEN NOT PREVIOUSLY PUBLISHED

ACTIVE INGREDIENTIS)

STREN TH S

ANTICOAGULANT SODIUM CITRATE
SOLUTION USP

ANTICOAGULANT SODIUM CITRATE
SOLUTION USP

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

SGM/100ML

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

0.9GM/100ML

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

5GM/100ML

DEXTRAN 75, 6%
ôGM/1O0ML IN .,
SODIUM CHLORIDE 0.9% ‘ц

'

0.9GM/100ML

DEXTRAN 25.'6%
вам/топик 1w
SODIUM CHLORIDE 0.9%
0,9GM/iooML _

DEXTRAN 40,`10% `

ioGM/looML IN `

DEXTROSE 5%

SGM/100ML

DEXTRAN 40, 10%
10GM/1O0ML IN
SODIUM CHLORIDE 0.9%

0.9GM/100ML

TRADE NAME

)DOSAGE FORM; ROUTE)

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)

APPLICANT NAME

TERUMO AMERICA

TRAVENOL LABS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AMERICAN MCGAN

AMERICAN MCGAN

NDA NO. PATENT NO.

APPROVAL DATE EXP. DATE

EXCLUSIVITY

EXP. DATE

78-1214
2-8-80

77-923
1-20-78

16-375
7-25-67

16-375
7-25-67

8-819
3-31-53

8-819
3-31-53

18-253
2-4-83

16-767
4-6-70

16-767
4-6-70
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NDA'S APPRUVED BY THE UFFICE UF BIULUCICAL RESEARCH AND REVIEM NUI PREVIOUSLY PUBLISHED

ACTIVE INGREDIENTISI

STRENGTH S

DEXTRAN l

IS0MG/ML IN
SODIUM CHLORIDE
6MG/ML

DEXTRAN 40, 10%
10GM/1O0ML IN
DEXTROSE 5%

SGM/100ML

DEXTRAN 40, 10%
10GM/100ML IN
SODIUM CHLORIDE

0.9GM/100ML

DEXTRAN 40, 10%
10GM/1O0ML IN
SODIUM CHLORIDE

0_QGM/100ML

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

SGM/100ML

DEXTRAN 70, 6%
6GM/I00ML IN
DEXTROSE 5%

5GM/100ML

DEXTRAN 70. 6x
6CM/100ML IN
SODIUM CHLORIOE
0.9GM/100ML

DEXTRAN 70, 6%
6GM/100ML IN
SODIUM CHLORIDE

0.9GM/100ML

0.6%

0.9%

0.9%

0.9%

0.9%

TRADE NAME

)DOSAGE FORM; ROUTE)

PROMIT
(INJECTABLE;INJECTION)

RHEOMACRODEXR
(INJECTABLE; INJECTION)

RHEOMACROOEXR
(INJECTABLE; INJECTION)

RwEOMACRODEXR_ Q
(INJECTABLE; INJECTION)

RHEOMACRODEXR
(INJECTABLE; INJECTION)

MACRODEXR
(INJECTABLE; INJECTION)

0ACRODExR
(INJECTABLE; INJECTION)

MACRODEXR
(INJECTABLE; INJECTION)

ШМЕ—

PHARMACIA

PHARMACIA

PHARMACIA

PHARMACIA

PHARMACIA

PHARMACIA

PHARMACIA

PHARMACIA

NAME

LABS

LABS

LABS

LABS"

LABS

LABS

LABS

LABS

NDA N .

APP VAL DATE

PATENT NO.

EXP. DATE

EXCLUSIVITY

EXP. DATE

NCE
10-30-89
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ACTIVE INGREDIENTISI

STRENGTH)S)

PROPIOLACTONE 99%

99GM/100ML

UROKINASE
5000 IU/VIAL

UROKINASE

250.000 IU/VIAL

UROKINASE
250,000 IU/VIAL

TRADE NAME

)DOSAGE FORM; ROUTE)

BETAPRONE

(SOLUTIONI CHEMICAL
STERILIZING AGENT)

ABBOKINASE OPEN-CATHETER
(INJECTABLE; INJECTION)

ABBOKINASE
(INJECTABLE; INJECTION)

BREOKINASE
(INJECTABLE; INJECTION)

APPLI ANT NAME

ONEAL JONES&FELOMAN

ABBOTT LABORATORIES

ABBOTT LABORATORIES

STERLING DRUG

NDA N . PATENT No.

АРР vAL ВАТЕ ЕХР. DATE

11-657
9-11-59

76-1021
12-15-83

76-1021
7-31-78

17-873
8-28-79

EXCLUSIVITY

EXP. DATE

NS
09-24-86

1-29
09-24-86

III-7





Ill-_- ‘I 0 ' гоп-ш I'IIIU "Url J "Ь!!! ПГГПЧГПЦ'НБ I'HIJLÍITI HITU LIIkl-UJLYLII М‘ГНППРНЪ!“

ACTIVE IN REDIENT Щ APPLI ANT NAME NDA N . P_AI_E_N_T__N_OL EX LUSIVITY

STRENGTH 5 DU А Е F RU’ R0 15 Ш Ш im
ACEBUTOLOL HYDROCHLORIDE SECTRAL IVES LABS/AMHO 18-917 3726919 NCE

EO 200MG BASE (CAPSULE; ORAL) 12-28-84 04-10-90 12-28-89
3857952
12-31-91

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

EO 300MG BASE (CAPSULE: ORAL) 12-28-84 04-10-90 12-28-89
3857952
12-31-91

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

EO 400MG BASE (CAPSULE; ORAL) 12-28-84 04-10-90 12-28-89
3857952

12-31-91

ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE TALACEN STERLING DRUG 18-458 4105659 NC
625MG; EO 25MG BASE (TABLET: ORAL) 09-23-82 08-08-95 09-24-86

АCEТ1C ACID, GLACIAL ACETIC ACID 0.25% TRAVENOL LABS 18-523
250MG/100ML IN PLASTIC CONTAINER 02-19-82

(SOLUTION; URETHRAL)

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

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

ACYCLOVIR ZOVIRAX BURROUGHS WELLCOME 18-828 4199574 NCE n
200MG (CAPSULE: ORAL) 01-25-85 04-22-97 03-29-92

ACYCLOVIR SODIUM ZOVIRAX BURROUGHS WELLCOME 18-603 4199574 NCE

EO 500MG BASE/VIAL (INJECTABLE; INJECTION) 10-22-82 04-22-97 03-29-92

ALBUTEROL PROVENTIL SCHERING 17-559 3644353 1-22
0.09MG/INH (AEROSOL: INHALATION) 05-01-81 02-22-89 09-24-86

3705233
12-05-89

ALBUTEROL VENTOLIN GLAXO 18-473 3644353 \`
0.09MG/INH (AEROSOL: INHALATION) 05-01-81 02-22-89

3705233

12-05-89
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ACTIVE INGREDIENT S
’
TRADE NAME APPLICANT NAME NDA N . PATENT N

O
.

EXCLUSIVITY

STRENGTH S DOSAGE FORM- ROUTE APP VAL DATE Ш Ш
ALLOPURINOL LOPURIN BOOTS PHARMACEUTICAL 18-297 3624205
300MG (TABLET; ORAL) 06-10-80 11-30-88

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

3980789
09-14-93

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

3980789
09-14-93

ALPRAZOLAM XANAX UPJOHN 18-276 3987052

TMG (TABLET; ORAL) 10-16-81 10-19-93
3980789

09-14-93

AMCINONIDE CYCLOCORT LEDERLE LABS/AM CYAN 18-116 4158055
0.1% (CREAM; TOPICAL) 10-18-71 06-12-96

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

AMILORIDE HYDROCHLORIDE; MODURETIC 5/50 MS&D/MERCK 18-201 3781430
HYDROCHLOROTHIAZIDE (TABLET; ORAL) 10-05-81 12-25-90
5MG; 50MG

AMINO ACIDS FREAMINE HBC 6.9% AM MCGAN/AM HOSP 16-822 NS
6.9% (INJECTABLE; INJECTION) 05-17-83 09-24-86

AMINO ACIDS RENAMIN W/O ELECTROLYTES TRAVENOL LABS 17-493 NS
6.5% (INJECTABLE; INJECTION) 10-15-82 09-24-86

AMINO ACIDS NOVAMINE 8.5% CUTTER LABS/MILES 17-957 \
8.5% (INJECTABLE; INJECTION) 08-09-82 §\

AMINO ACIDS NOVAMINE 11.4% CUTTER LABS/MILES 17-957
11.4% (INJECTABLE; INJECTION) 08-09-82

AMINO ACIDS HEPATAMINE 8% AM MCGAN/AM HOSP 18-676 \" 3950529 NS к
8% (INJECTABLE; INJECTION) 08-03-82 04-13-93 09-24-86

\.
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ACTIVE INGREDIENT S

STREN TH S

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

117MG/100ML

AMINO ACIDS; DEXTROSE
3.5%; 5%

AMINO ACIDS; DEXTROSE
3.5%; 25%

AMINO ACIDS; DEXTROSE
4.25%; 25%

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

AMINO ACIDS; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM ACETATE;
SODIUM CHLORIDE
3 . 5%: 21MG/100ML: 40MG/100ML;
128MG/100ML; 234MG/100ML

AMINOACETIC ACID
1.5GM/100ML

Ш
)DOSAGE FORM; ROUTE)

PERIPHRAMINE
(INJECTABLE; INJECTION)

AMINOSYN 3.5%

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

AMINOSYN 3.5%

Н/ DEXTROSE 25%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINOSYN 4.25%
N/ DEXTROSE 25%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

AMINOSYN 3.5% M

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINOACETIC ACID 1.5%
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

APPLICANT NAME

AM MCGAN/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

NDA NO.

APPROVAL DATE

18-582
05-08-82

19-120
10-11-84

19-118
10-11-84

19-119
10-11-84

18-804
05-15-84

18-875
08-08-84

18-522
02-19-82

PATENT NO.

EXP. DATE

EXCLUSIVITY

EXP. DATE

NC
09-24-86

NC
09-24-86

NC
09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATIUN

ACTIVE INGREDIENTISI

STRENGTH S

AMITRIPTYLINE HYDROCHLORIDE
50MG

AMITRIPTYLINE HYDROCHLORIDE
75MG

AMITRIPTYLINE HYDROCHLORIDE
100MG

AMITRIPTYLINE HYDROCHLORIDE
150MG

AMITRIPTYLINE HYDROCHLORIDE
l0MG/ML

AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
12.5MG; 5MG

AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
25MG; 10MG

AMITRIPTYLINE HYDROCHLORIDE;
PERPHENAZINE
10MG; 4MG

TRADE NAME

)DOOACE FORM; RUOTE)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(INJECTABLE; INJECTION)

LIMBITROL
(TABLET; ORAL)

LIMBITROL
(TABLET; ORAL)

ETRAFON A
(TABLET; ORAL)

APPLICANT NAME

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

SCHERING

NDA N .

APP VAL DATE

12-703
04-07-61

12-703
10-28-76

12-703
10-28-76

IFI
12-703
09-17-76

12-704
04-11-61

16-949
12-23-77

16-949
12-23-77

14-713
12-30-65

PATENT NO.

EXP. DATE

3384663
05-21-85
3428735
02-18-86

3384663
05-21-85
3428735
02-18-86

3384663
05-21-85
3428735
02-18-86

3384663

05-21-85
3428735
02-18-86

3384663
05-21-85
3428735
02-18-86

3384663

05-21-85
4316897

02-23-99

3384663
05-21-85
4316897
02-23-99

3384663

05-21-85
3428735
02-18-86

EXCLUSIVITY

EXP. DATE

IV-7
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ACTIVEINREDIENT3

STRENGTH)ST

AMITRIPTYLINE
PERPHENAZINE

25MG;2MG

AMITRIPTYLINE
PERPHENAZINE

25MG;4MG

AMITRIPTYLINE
PERPHENAZINE

I0MG;2MG

AMITRIPTYLINE
PERPHENAZINE

T0MG§4MG

AMITRIPTYLINE
PERPHENAZINE

25MG;2MG

AMITRIPTYLINE
PERPHENAZINE

10MG;2MG

AMITRIPTYLINE
PERPHENAZINE

25MG;4MG

AMITRIPTYLINE
PERPHENAZINE

50MG;4MG

HYDROCHLORIDE;

HYDROCHLORIDE;

HYDROCHLORIDE;

HYDROCHLORIDE;

HYDROCHLORIDE;

HYDROCHLORIDE;

HYDROCHLORIDE;

HYDROCHLORIDE;

TRADEМАМЕ

(005АЕЕFORM;R0UTE)

ETRAFON2-25
(TABLET:ORAL)

ETRAFON-FORTE
(TABLET:ORAL)

ETRAFON2-10
(TABLET;ORAL)

TRIAVIL4-10
(TABLET:ORAL)

TRIAVIL2-25
(TABLET;ORAL)

TRIAVIL2-10
(TABLET:ORAL)

TRIAVIL4-25
(TABLET;ORAL)

TRIAVIL4-50
(TABLET:ORAL)

APPLICANTМАМЕ

SCHERING

SCHERING

SCHERING

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

NGAN0.PATENTN0.EXCLUSIVITV

APPROVALDATEEXP.DATEEXP.DATE

14-7133384663
12-30-6505-21-85

3428735
02-18-86

14-7133384663
12-30-6505-21-85

3428735
02-18-86

14-7133384663
12-30-6505-21-85

3428735
о2-18-86

14-7153384663
12-30-6505-21-85

3428735

02-18-86

14-7153384663
08-23-6505-21-85

3428735
(12-18-86

14-ЭЬЬЁ:3384663

04-04-6705-21-85
3428735

02-18-86

14-7153384663
08-25-6505-21-85

3428735
02-18-86

14-7153384663
03-15-7805-21-85

3428735
02-18-86

TABLEIV.NDA'SAPPROVEDГНОМ1-1-82T03-31-85АNDNGA'SNITHAPPR0PRIATEPATENTАМDEXCLUSIVITYINFGRMATIGN
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ACTIVE INGREOIENTISI TRAOE NAME APPLI АМТ МАМЕ МПА М . PATENT М . EXCLUSIVITY

STREN TH S )OOSACE FORM; ROUTE) APPR VAL DATE EXP. DATE EXP. OATE

A0OXAPINE AsENOIN LEDERLE LABs/AM CYAN 18-021 3546226
25MG (TABLET; ORAL) 09-22-80 12-08-87

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

AMOXAPINE AsENOIN LEDERLE LABS/AM CYAN 18-021 3546226
зоне (TABLET; ORAL) о9-22-во 12-08-87

3663696

05-16-89
3681357
08-01-89

AMOXAPINE AsENOIN '
LEDERLE LABS/AM CYAN 18-021 3546226

1ооме (TABLET; ORAL) o9-22-so 12-oa-87
3663696
05-16-39
3681357
08-01-89

AMOXAPINE AsENOIN LEDERLE LABS/AM CYAN 18-021 3546226
150MG (TABLET; ORAL) 09-22-80 12-08-87

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

AMRINONE LACTATE INOCOR wINTwROP LABs/STERL 18-700 4072746 NCE
EO 5MG BASE/ML (INJECTABLE; INJECTION) o7-31-84 02-07-95 07-31-94

AsPIRIN; CAFFEINE; sYNALGOs-OC IvEs LABS/AMHO 11-483
OIHYDROCODEINE OITARTRATE ICAPSULE; ORAL) 09-06-83
356.4MG: зоне: 16MG

AsPIRIN; CAFFEINE; NOROESIC RIKER LABS/JM 13-416
ORPHENAORINE CITRATE (TABLET; ORAL) 10-27-82
385MG; З0НЕ; 25MG

IV-9
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101Н10МIN1$
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(HOLL IV» “UH д НГГПЧМЕU ГПЧП I—IOL IU J'JI'OJ HMV "UH J WLIH HTTNUTNAHIL THILHI HHU LACLUJLVIII IHTUDHMIIUH

ACTIVE INGREDIENT S

STRENGTH S

ATENOLOL; CHLORTHALIDONE
100MG; 25MG

ATENOLOL; CHLORTHALIDONE
зоме; 25MG

ATRACURIUM BESYLATE
l0MG/ML

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; 0.5MG

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; 1MG

AZATADINE MALEATE
1MG

AZATADINE MALEATE;

PSEUDOEPHEDRINE SULFATE
1MG; 120MG

BACLOFEN
10MG

BACLOFEN
20MG

TRADE NAME APPLICANT NAME

DOSAGE FORM' ROUTE

TENORETIC )0O
(TABLET; ORAL)

STUART PHARMS/ICI AM

TENORETIC 50 STUART PHARMS/ICI AM
(TABLET; ORAL)

TRACRIUM
(INJECTABLE; INJECTION)

BURROUGHS WELLCOME

MOTOFEN HALF-STRENGTH
(TABLET; ORAL)

MCNEIL LABORATORIES

MOTOFEN MCNEIL LABORATORIES
(TABLET; ORAL)

OPTIMINE SCHERING
(TABLET; ORAL)

TRINALIN SCHERING
(TABLET, CONTROLLED
RELEASE; ORAL)

LIORESAL
(TABLET; ORAL)

GEIGY/CIBA-GEIGY

LIORESAL DS
(TABLET; ORAL)

GEIGY/CIBA-GEIGY

МПА N
O
.

APPR0VAL DATE

18-760
06-08-84

18-760
06-08-84

18-831
11-23-83

17-744
07-14-78

17-744
о7-14-7в

17-601
03-29-77

18-506
03-23-82

17-851
11-22-77

17-851

01-20-82

PATENT N
O
.

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

3663607
05-16-89
3934032
01-20-93
3836671

09-17-91

4179507
12-18-96

3646207
02-28-89

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

EXCLUSIVITY

EXP. DATE

NC
09-24-86

NC
09-24-86

NCE
11-23-93

NC
09-24-86

NS
09-24-86

IV-11
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TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 АМП NDA'S MITH APPROPRIATE PATENT АМП EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTISI

STRENCTH)§)

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
E0 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
EO 0.1% BASE

BETAMETHASONE DIPROPIONATE; CLOTRIMAZOLE
EO 0.05% BASE; 1%

IBAOE_UBUE

DOSAGE FORM' RO TE

BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)

ALPHATREX
(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)

BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)

ALPHATREX
(OINTMENT; TOPICAL)

DIPROSONE
(CREAM; TOPICAL)

DIPROSONE
(OINTMENT; TOPICAL)

DIPROSONE

(LOTION: TOPICAL)

DIPROSONE
(AEROSOL; TOPICAL)

LOTRISONE
(CREAM; TOPICAL)

APPLICANT NAME

PHARMADERM/BYK-GLDN

E FOUGERA/BYK-GLDN

SAVAGE LABS/BYK-GLDN

PHARMADERM/BYK-GLDN

E FOUGERA/BYK-GLDN

SAVAGE LABS/BYK-GLDN

SCHERING

SCHERING

SCHERING

SCHERING

SCHERING

NDA NO.

APPROVAL DATE

19-136
06-26-84

19-137
06-26-84

19-138
06-26-84

19-140
09-04-84

19-141
09-04-84

19-143
09-04-84

17-536
01-29-75

17-691

04-15-76

17-781
02-01-77

17-829
05-24-77

18-827
07-10-84

PATENT NO. EXCLUSIVITY

EXP. DATE EXP. DATE

D-l
09-24-86

D-1

09-24-86

0-1
09-24-86

0-1
09-24-86

3660577 NC
05-02-89 09-24-86
3705172

1Ё62263°
11-03-98
3839573
10-01-91

IV-13



.
_IV114.

ACTIVEINGREDIENT)ST

STRENGTH)5)

BETAMETHASONE
EO0.1%BASE

BETAMETHASONE
E00.1%BASE

BETAMETHASONE
E00.1%BASE

BETAMETHASONE
EO0.1%BASE

BETAMETHASONE
EQ0.1%BASE

BETAMETHASONE

EO0.1%BASE

BETAMETHASONE
EO0.1%BASE

BETAMETHASONE
EO0.1%BASE

BETAMETHASONE
EO0.1%BASE

BETAMETHASONE

EO0.1%BASE

BETAMETHASONE

EO0.1%BASE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

BETHANIOINESULFATE
10MG

BETHANIDINESULFATE
25MG

TRADENAME

(DOSAGEFORM;ROUTE)

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)

BETAMETHASONEVALERATE
(LOTION:TOPICAL)

TENATHAN
(TABLET:ORAL)

TENATHAN
(TABLET:ORAL)

APPLICANTNAME

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

PHARMADERM/BYK-GLDN

AHROBINS

AHROBINS

NDAN.

APPVALDATE

18-642
03-24-83

18-839
06-30-83

18-860
08-31-83

18-861
08-31-83

18-862
08-31-83

18-863
08-31-83

18-864
08-31-83

18-865
08-31-83

18-866
08-31-83

18-867
08-31-83

18-870
08-31-83

17-675
05-29-81

17-675
05-29-81

PAТЕМТ00.

ЕХР.DATE

3495013
02-10-87

3495013
02-10-87

EXCLUSIVITY

EXP.DATE

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO3-31-85А00NDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 АМП NDA'S MITH APPROPRIATE PATENT AND EXCLUSIVITY INFURMATIUN

STREN TH 5 )OOOAOE FORM; ROOTE) APP VAL OATE EXP. OATE EXP. OATE

BITOLTEROL 0EsYLATE TORNALATE wINTHROP-BREON/STERL 18-77o 4138581 NCE
0.8% (AEROsOL; INHALATION) 12-28-84 02-06-96 12-28-89

BRETYLIUM TOsYLATE BRETYLOL Ам CRITICAL CARE/AHS 17-954 RE29618

500G/ML (INJECTABLE; INJECTION) о7-18-78 04-29-86

OROMOCRIPTINE MEsYLATE PARLODEL sANOOz PHARMs/sANOOz 17-962 3752888 1-16
EO 2.5MG BASE (TABLET; ORAL) 66-28-78 08-14-90 12-14-87

3752814

68-14-90

BROMOCRIPTINE 0EsYLATE PARLODEL sANOOz PwARMs/sANOOz 17-962 3752888 1-16
EO 5MG BASE (CAPsuLE; ORAL) оз-о1-82 08-14-90 12-14-87

3752814
08-14-90

BROMOOIPHENHYORAMINE HYDROCHLORIDE; AMEENYL MARION LABORATORIES 09-319
CODEINE PHOSPHATE (SYRUP; ORAL) o1-1o-84
12.5MG/5ML; 1o0G/5ML

EROMPHENIRAMINE MALEATE; OIMETANE-OC АН ROBINS 11-694
CODEINE PHOSPHATE; (SYRUP; ORAL) 03-29-84
PHENYLPROPANOLAMINE HYDROCHLORIDE
2MG/5ML; 1oMG/5ML; 12.50G/50L

OROMPHENIRAMINE MALEATE; OIMETANE-OX АН ROBINS 11-694
DExTROMETHORPHAN HYOROOROMIDE; (SYRUP; ORAL) o3-29-84
PSEUDDEPHEDRINE HYDROCHLORIDE
2me/5ML; 1oMO/50L; sone/S0L

BROMPHENIRAMINE MALEATE; OIMETANE-OX АН ROBINS 19-279
DEXTROMETHORPHAN HYDROOROMIDE; (SYRUP; ORAL) 08-24-84
PSEUDOEPHEDRINE HYDROCHLORIDE
ZMS/SML; TOMS/SML; зоне/5011.

BRO0PHENIRAMINE MALEATE; OI0ETAPP Ан ROBINS 12-436
PHENYLPROPANOLAMINE HYDROCHLORIDE (TABLET, CONTROLLEO o4-o2-84
12MG; 75MG RELEASE; ORAL)

IV-15
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TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE IN REDIENT S

STRENCTH)§)

CALCEFEDIOL. ANHYDROUS
0.05MG

CALCITONIN
200 IU/VIAL

CALCITONIN
400 IU/VIAL

CALCITRIOL
0.25 UGM

CALCITRIOL
0.5 UGM

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM CITRATE
34MG/100ML; SGM/100ML; S0NG/100ML;

74MG/100ML; 640MG/100ML; 500MG/100ML;

74MG/100ML

TRADE NAME

)DOSAGE FORM; ROUTE)

CALDEROL
(CAPSULE; ORAL)

CALCIMAR
(INJECTABLE; INJECTION)

CALCIMAR
(INJECTABLE; INJECTION)

ROCALTROL
(CAPSULE; ORAL)

ROCALTROL
(CAPSULE; ORAL)

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

APPLICANT NAME

UPJOHN

ARMOUR PHARM

ARMOUR PHARM

HOFFMANNLA ROCHE

HOFFMANN-LA ROCHE

AM MCGAN/AM HOSP

NDA М0.

APPROVAL DATE

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 NO.

EXP. DATE

3833622

09-03-91
3565924
03-23-86

3697559
10-10-89
4391802
07-05-00
4341774

07-27-99
4225596

09-30-97

3697559

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

EXCLUSIVITY

EXP. DATE

I-18
12-21-87

I-18
12-21-87

IV-17
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT АМП EXCLUSIVITY INFORMATION

ACTIVE INCREDIENT)C)

STRENGTH)§)

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

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

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 4.25GM/100ML;
5.08MG/100ML; 538MG/100ML; 448MG/100ML
15.2MG/100ML; 567MG/100ML; 392MG/100ML

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

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

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

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
26MG/100ML; 2.5GM/100ML; 15MG/100ML;
560MG/100ML; 390MG/100ML

TRADE NAME

П АЕРШ' ТЕ

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

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

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

DIALYTE
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

МПА NO.

APP VAL 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

PATENT NO. EXCLUSIVITY
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT АМП EXCLUSIVITY INF0RMATI0N

ACTIVE INGREDIENT S

STRENGTH)S)

CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
20MG/100ML; 30MG/100ML;
600MG/100ML; 310MG/100ML

CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
20MG/100ML; 30MG/100ML;

600MG/100ML; 310MG/100ML

CALCIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM CHLORIDE; SODIUM LACTATE
20MG/100ML; 30MG/100ML;
600MG/100ML; 310MG/100ML

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

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

CAPTOPRIL
12.5MG

CAPTOPRIL
25MG

CAPTOPRIL
500G

CAPTOPRIL
100MG

TRADE NAME

)DOSAGE FORM; ROUTE)

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

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

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

ISOPAOUE 440
(INJECTABLE; INJECTION)

ISOPAOUE 280
(INJECTABLE; INJECTION)

CAPOTEN
(TABLET; ORAL)

CAPOTEN
(TABLET; ORAL)

CAPOTEN
(TABLET; ORAL)

CAPOTEN
(TABLET; ORAL)

APPLICANT NAME

TRAVENOL LABS

AM MCGAN/AM HOSP

TRAVENOL LABS

WINTHROP LABS/STERL

NINTHROP LABS/STERL

ER SOUIBB AND SONS

ER SOUIBB AND SONS

ER SOUIBB AND SONS

ER SOUIBB AND SONS

МПА М . PATENT N
O
.

EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-494
02-19-82

18-681

12-27-82

18-921
04-03-84

16-847 3476802
11-17-73 11-04-86

17-506 3476802
04-30-74 11-04-86

18-343 4105776 I-2o
01-17-85 08-08-95 09-24-86

O-7
10-12-87

18-343 4105776 I-2o
04-06-81 08-08-95 o9-24-86

0-7
10-12-87

18-343 4105776 I-20
04-06-81 08-08-95 09-24-86

п-7
10-12-87

18-343 4105776 1-20
04-06-81 08-08-95 09-24-86

0-7
10-12-67

IV—21
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT АМП EXCLUSIVITY LNFUNMAIIUN

ACTIVE INGREDIENTTS)

STREN TH S

CARBIDOPA; LEVODOPA
25MG; 250MG

CARBIDOPA; LEVODOPA
25MG; 100MG

CARBOPROST TROMETHAMINE

EO 0.25MG BASE/ML

CELLULOSE SODIUM PHOSPHATE

2.5GM/PACKET

CERULETIDE DIETHYLAMINE
0.02MG/ML

CHENODIOL
250MG

CHLORDIAZEPOXIDE
25MG

CHLORDIAZEPOXIDE

5MG

CHLORDIAZEPOXIDE
10MG

TRADE NAME

)DOSAGE FORM; R0OTE)

SINEMET
(TABLET; ORAL)

SINEMET
(TABLET; ORAL)

PROSTIN/TSM
(INJECTABLE; INJECTION)

CALCIBIND
(POWDER: ORAL)

TYMTRAN
(INJECTABLE; INJECTION)

CHENIX
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

LIBRITABS ,
(TABLET; ORAL)

LIBRITABS
(TABLET; ORAL)

APPLICANT NAME

MS&D/MERCK

MS&D/MERCK

UPJOHN

MISSION PHARMACAL

ADRIA LABORATORIES

ROWELL LABORATORIES

ROCHE PRODUCTS

ROCHE PRODUCTS

ROCHE PRODUCTS

NDA N .

APP VAL DATE

17-555
05-02-75

17-555
05-02-75

17-989
01-09-79

18-757
12-28-82

18-296
12-24-81

18-513
07-28-83

13-071
10-31-66

13-071

10-31-66

13-071
10-31-66

PATENT N
O
.

EXP. DATE

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

3462536
08-19-86
3769424

10-30-90
3781415

12-25-90
3830827
08-20-91
RE29892

10-30-90

3728382
04-17-90

3472832
10-14-86

4316897
02-23-99

4316897
02-23-99

4316897
02-23-99

EXCLUSIVITY

EXP. DATE

I-32
03-21-88

NCE
12-28-92

NCE
07-28-93

IV—23
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TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INCREDIENT)S)

§TRENCTH)§)

CHOLESTYRAMINE

EO 4GM RESIN/PACKET

CHOLESTYRAMINE

EO 4GM RESIN/PACKET

CHYMOPAPAIN
12,500 UNITS/VIAL

CHYMOPAPAIN
10,000 UNITS/VIAL

CHYMOPAPAIN
4,000 UNITS/VIAL

CICLOPIROX OLAMINE
1%

CIMETIDINE
200MG

CIMETIDINE
300MG

CIMETIDINE
400MG

CIMETIDINE HYDROCHLORIDE
EO 300MG BASE/5ML

TRADE NAME

D A E F RM' TE

OUESTRAN
(ренина; ORAL)

QUESTRAN
(POWDER; ORAL)

DISCASE
(INJECTABLE; INJECTION)

CHYMODIACTIN
(INJECTABLE; INJECTION)

CHYMODIACTIN
(INJECTABLE; INJECTION)

LOPROX
(CREAM; TOPICAL)

TAGAMET
(TABLET; ORAL)

TAGAMET
(TABLET; ORAL)

TAGAMET
(TABLET; ORAL)

TAGAMET
(SOLUTION; ORAL)

APPLI ANT NAME

MEAD JOHNSON/B-M

MEAD JOHNSON/B-M

TRAVENOL LABS

SMITH LABORATORIES

SMITH LABORATORIES

HOECHST-ROUSSEL

SK&F LAB

SK&F LAB

SK&F LAB

SKBF LAB

NDA NO.

APPROVAL DATE

16-019
12-06-66

16-640
08-03-73

18-625
01-18-84

18-663
11-10-82

18-663
08-21-84

18-748
12-30-82

17-920
08-16-77

17-920
08-16-77

17-920
12-14-83

17-924
08-16-77

PAТЕМТ М .

EXP. DATE

3383281
05-18-85

3383281
05-18-85

4439423
03-26-01

4439423

03-26-01

3883545
05-13-92

3950333

04-13-93
4024271
05-17-94

3950333
04-13-93
4024271
05-17-94

3950333

04-13-93
4024271
05-17-94

3950333
04-13-93
4024271
05-17-94

EXCLOSIVITY

EXP. DATE

1-23
09-24-86

1-23
09-24-86

NCE
11-10-92

NCE
11-10-92

NCE

11-10-92

NCE
12-30-92

NS
09-24-86

IV-25
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TABLE IV. NDA'S APPROVED FR0M I-I-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTISI

STRENGTH S

CLONIDINE
5MG

CLONIDINE
7.5MG

CLONIDINE HYDROCHLORIDE
0.1MG

CLONIDINE HYDROCHLORIDE
0.2MG

CLONIDINE HYDROCHLORIDE
0.3MG

CLORAZEPATE
3.75MG

CLORAZEPATE

7.5MG

CLORAZEPATE
15MG

CLORAZEPATE
22.5MG

CLORAZEPATE
11.25MG

CLORAZEPATE
3.75MG

CLORAZEPATE

7.5MG

CLORAZEPATE
15MG

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

DIPOTASSIUM

TRADE NAME

)DOSACE FORM; ROUTE)

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

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

CATAPRES
(TABLET; ORAL)

CATAPRES
(TABLET; ORAL)

CATAPRES
(TABLET; ORAL)

TRANXENE
(CAPSULE; ORAL)

TRANXENE
(CAPSULE; ORAL)

TRANXENE
(CAPSULE; ORAL)

TRANXENE SD
(TABLET; ORAL)

TRANXENE SD
(TABLET; ORAL)

TRANXENE
(TABLET; ORAL)

TRANXENE
(TABLET; ORAL)

TRANXENE
(TABLET; ORAL)

APPLICANT NAME

BOEHRINGER INGELHEIM

BOEHRINGER INGELHEIM

BDEHRINGER INGELHEIM

BDEHRINGER INGELHEIM

BDEHRINGER INGELHEIM

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

МПА М .

APPR VAL DATE

18-891
10-10-84

18-891
10-10-84

17-407
09-03-74

17-407
09-03-74

17-407
09-20-79

17-105
06-23-72

17-105
06-23-72

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

PATENT N .

EXP. DATE

3454701
07-08-86

3454701
07-08-86

3454701
07-08-86

3454701
07-08-86

3454701
07-08-86

RE28315
06-23-87

RE28315
06-23-87

RE28315
06-23-87

RE28315
06-23-87

RE28315

06-23-87

RE28315
06-23-87

RE28315
06-23-87

RE28315
06-23-87

EXCLOSIVITY

EXP. DATE

NR
10-10-87

NR

10-10-87

IV-27



82-A1

68-20-90
4490998

6890-21
2419048
16-10-01 64-42-20 (1VNIQVA 51318V1) 9N001
8496888 281-81 53TIN/SN8VHd 531IN 9-Х3133AN 31OZVNI8IO13

68-20-90
4490998
68-90-21
2419048
16-10-01 64-91-10 (1V316O1 5NO110105) %l
8496888 181-81 S3TIN/SN8VHd 531IN Х3133AN 31OZVN18IO13

68-20-90
4490998
68-90-21
2419048
16-10-01 94-02-80 (1VNIQVA 51318V1) 9N001
8496888 ¿l4-¿l 9N18383S NIN18LO1-3NA9 3TOZVNI81O13

68-20-90
4490998

68-90-21
2419048
16-10-01 84-80-11 (1VNI9VA 5NV383) %L
8496888 290-81 9NI83H3S NIN181O1-3NA9 31OZVN181013

16-10-01
8496888
68-90-21
2419048
68-20-90 94-81-80 (1V3IdO1 5NV383) %l
4490998 619-41 9NI83835 NIИ18lO1 31OZVN18lO13

16-10-01
8496888
68-90-21
2419048
68-20-90 94-80-20 (1V316O1 5NOI10'lOS) %l
4490998 _ 819-41 9NI83Н3$ NIH18lO1 3102VNI8lO13

3LV0 ‘0Х3 3LV0 '0Х3 3LV0 TVA ddV (ILOON -NNOì IDVSOGT S HLGNINLS

ALIAISOTDX1
'
М LN3LV0

'
М VGМ ÈNVМ LNV3ITddV 31VN IGVNL (STLNIIGINGNI IAILOV

NOILVNNOINI ALIAISOTOХ3 GNV LN3LV0 3LV10001ddV Н11М STVGN GNV S8'LC'C 01 28'1'1 NONI GIAONddV STVGN 'AI IT0VL



[ACCC IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 АМП NDA'S HITH APPROPRIATE PATENT AМП EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
T0MG

CLOTRIMAZOLE

1%

CODEINE PHOSPHATE;
PHENYLEPHRINE HYDROCHLORIDE;
PROMETHAZINE HYDROCHLORIDE
T0MG/5ML; 5MG/5ML; 6.25MG/5ML

COOEINE PHOSPHATE;

PROMETHAZINE HYDROCHLORIDE
T0MG/SML; 6.25MG/5ML

CODEINE PHOSPHATE;

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE
l0MG/SML; 30MG/5ML; 1.25MG/5ML

f"

TRADE NAME

DOSAGE FORM' ROUTE

MYCELEX
(CREAM; TOPICAL)

MYCELEX-G
(CREAM; VAGINAL)

MYCELEX
(TROCHE/LOZENGE; ORAL)

LOTRIMIN
(LOTION; TOPICAL)

PHENERGAN VC N/ CODEINE
(SYRUP; ORAL)

PHENERGAN w/ COOEINE
(SYRUP; ORAL)

ACTIFED N/ CODEINE
(SYRUP; ORAL)

APPLICANT NAME

MILES PHARMS/MILES

MILES PHARMS/MILES

MILES PHARMS/MILES

SCHERING

NYETH LABS/AMHO

HYETH LABS/AMHO

BURROUGHS WELLCOME

МПА N
O
.

APPROVAL DATE

18-183
01-15-79

18-230
02-16-79

18-713
06-17-83

18-813
02-17-84

08-306
04-02-84

08-306
04-02-84

12-575
04-04-84

PATENT N
0
.

EXP. DATE

3839573

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

3839573
10-01-91
3705172

12-05-89
3660577

05-02-89

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

3839573

10-01-91
3705172

12-05-89
3660577

05-02-89

1
V

EXCLUSIVITYШ

NDF
09-24-86

IV—29



08-A1

98-02-60
22-1

98-02-60
02-1

98-02-60
02-1

98-18-21
8496108

68-22-80
8804448
68-22-80
2109898

26-62-00
6688238
48-10-21
8088088
16-80-10
1988848
06-60-80
4100000
88-91-20
9828998

26-62-00
6688238
48-10-21
8088088

16-80-10
1988848
06-60-80
4100000
88-91-20
9828998

68-61-60
9682698

68-61—60
9682698

84-02-90
066-91

64-91-80
902-81

04-92-20
800-41

44-00-00
899-41

44-00-00
899-41

3LV0 TVA ddV
'
N VGN

5NOS13

5N8VHd 318V35

SN8VHd 318V35

NHO0dn

NHO0dn

INVN LNVOITddV

(NOI1V1VHNI f31nSdV3)
1V1NI

(3NI831nV81NI
5331A30 3NI8310V81NI)

1-H01V1

(ЭNI8310181N1

(1V8O

(‘1V6O 5

5331/(30 3NI8310V81NI)
4-03

f310NV89)
011531O3

310NV89)
011531O3

(ILMON -NNG1 IDVSOGT

3NVМ 30V111

9H02
N0IOOS NA1ON083

9H021
8388O3

9H68
8388O3

lO8/N3009
3OI8O1Н3O801H 1O811531O3

1383V8/N99
3018O1H3O80^Н 1O811531O3

Н1 NINLS

(STLNIIGINDNI IAIL3V

101LVN003М1 ALIAIS0T3Х3 GNV LN3LV0 ILVINdONddV HLIM STVGN GNV S8'LC'C 01 Z8'l'l NONI GIAONddV STVGN 'AI IT0-VT



TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT АМП EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

STRENGTH S

CROMOLYN SODIUM
4%

CROMOLYN SODIUM

4%

CROMOLYN SODIUM
T0MG/ML

CYCLOBENZAPRINE HYDROCHLORIDE
5MG

CYCLOBENZAPRINE HYDROCHLORIDE
T0MG

TRADE NAME

(DOSAGE FORM; ROUTE)

NASALCROM
(SOLUTION; NASAL)

OPTICROM
(SOLUTION; OPHTHALMIC)

INTAL
(SOLUTION; INHALATION)

FLEXERIL
(TABLET; ORAL)

FLEXERIL
(TABLET; ORAL)

APPLI ANT NAME

FISONS

FISONS

FISONS

MS&D/MERCK

MS&D/MERCK

NDA NO.

APP VAL DATE

18-306
03-18-83

18-155
10-03-84

18-596
05-28-82

17-821

08-26-77

17-821
08-26-77

PATENT NO.

EXP. DATE

3686412

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

3686412
08-22-89
3777033

08-22-89
3419578

12-31-85
3975536

08-17-93
4053628
10-11-94

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

3454643

07-08-86
3882246

05-06-92

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

NDF
10-03-87

1-22
01-19-88

IV-31



28-A1

98-02-60
SN

98-02-60
SN

98-02-60
SN

3LV0 `0Х3

11111 1 X3

98-80-40
0990908

98-80-40
8690908

98-80-40
0990908
98-80-40
8690908

98-80-40
0990908
98-80-40
8690908

98-40-01
9401408

98-01-21
1289108

98-01-21
1289108

98-01-21
1289108

98-01-21
1289108

31VG '0Х3

’O
N

1М3LV0

09-02-11
668-01

89-01-00
129-81

09-81-21
129-81

89-10-00
492-91

64-81-60
092-81

94-01-01
800-41

04-91-10
800-41

04-91-10
800-41

28-08-80
211-21

88-80-40
210-48

28-08-80
211-21

3LV0 TVA0NddVт

N383 MOO/MOO 113883N

5318O1V8O8V1 AS0

531801V8O8V1 AS0

A9139-VE13/V013

988/NO1V3 Н31М8ON

988/NO1V3 831M8ON

388/NO1V3 Н31M8ON

988/NO1V3 Н31M8ON

N-B/NOSNHO0 0V3N

531801V808V1 VI80V

N-8/NOSNHO0 0V3N

31VМ LNVO1100V

(1V80 51318V1)
NINV888ON

(1V8O 531058V3)
3NV83O1838

(118O 53105dV3)
3uv0301030

(NOI1330NI 2318V1330NI)
31V1A53N 11833530

(NO11330NI 5318V1330NI)
N0181NV0

(1V80 53105dV3)
N0181NVO

(1V8O 53105dV31
NnI81NVO

(1V8O 5310SdV3)
N0181NVO

(NOI1330NI f318V133CNI)
NVXOIA3

(NOII33CNI 5318V133CNI)
8V503N

(NOIl33CNI 5318V133CNI)
NVXOlAÜ

(3100N 5N6О3 IDVSOGT

31VМ 30V01

9H92
3018O1Н3O801H 3NINV88I53O

3N09

3018O1H3O80^Н 3NINV88I530

9NS2
BOIUO'IHDOUUAH BNIHVUdISBO

1VIA/9N009
31V1A53N 3NINVXO83330

1VIA/9H02
N0IOOS 3N31O81NVO

SN0S
N0IOOS 3N31081NVO

9N001

N010OS 3N31O81NVO

9H92

N0IOOS 3N31O81NVO

1VIA/N92
3OINVH85OHdO13A3

1VIA/N9l
30INVHd5OH8013А3

1VIA/N91
301NVHd5OH8O13А3

(STLNTIGINDNI IAILGV

NDILVNNDINI AIIAISOTOХ3 GNV LN3LV0 31VINdONddV HLIM STVGN GNV SO'LC'C 0
1 28'1'1 00N3 GIAONddV STVGN 'AI 3T0VL



_T_T-COLEIV. NDA'S APPROVED FROM I-I-DZ IO 3—3I-Ub AND NDA'S 111111APPRUPRIAII'. PAIENI AND EXCLUSIVITY INFURMAIION

ACTIVE INGREDIENT TRADE МАМЕ APPLICANT МАМЕ МПА NO. PATENT NO. EXCLUSIVITY

STRENGTH)§) )DOSAGE FORM; ROOTE) APPROVAL DATE EXP. DATE EXP. DATE

DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DoW/Dow CHEM 14-399 3454698

soMG (TABLET; ORAL) 01-09-67 07-08-86
3454554
07-08-86

DEsIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL пои/пои CНEM 14-399 3454698

75MG (TABLET; ORAL) 03-01-77 07-08-86
3454554

07-08-86

DESIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL DOw/Dow CHEM 14-399 3454698

100MG (TABLET; ORAL) 03-01-77 07-08-86
3454554

07-08-86

DEsIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL пои/пои CHEM 14-399 3454698

150MG (TABLET; ORAL) 03-01-77 07-08-86
3454554
07-08-86

DEsIPRAMINE HYDROCHLORIDE NORPRAMIN MERRELL пои/пои CHEM 14-399 3454698 Ns

10M@ (TABLET; ORAL) 02-11-82 07-08-86 09-24-86
3454554
07-08-86

DESMOPRESSIN ACETATE OOAvP ARMOUR PHARM 17-922 3497491

0.01% (SOLUTION; NASAL) 02-21-78 02-24-87

DEsMOPRESsIN ACETATE OOAvP ARMOUR PHARM 18-938 3497491 мог

0.004MG/ML (INJECTABLE; INJECTION) 03-30-84 02-24-87 09-24-86

DEsONIDE вазонам OwEN LABS/DERM PROOs 19-048
0.05% (CREAM; TOPICAL) 12-14-84

DEsOXIMETAsONE TOPICORT HOECHST-ROussEL 18-586 NOF

0.05% (GEL: TOPICAL) 03-29-82 09-24-86

DEsOXIMETAsONE TOPICORT HOECHST-ROussEL 18-594 NOP

0.05% (OINTMENT; TOPICAL) 01-17-85 09-24-86

IV-33



ACTIVEINGREDIENT($)

STRENGTH)S)

DESOXIMETASONE
0.25%

DEXAMETHASONE
6MG

DEXAMETHASONE
6MG

DEXAMETHASONE
6MG

DEXTROMETHORPHANHYDROBROMIDE;
PROMETHAZINEHYOROCHLORIDE

TSMG/SML;6.25MG/5ML

DEXTROSE
60GM/100ML

DEXTROSE
70GM/100ML

DEXTROSE
ó0GM/100ML

DEXTROSE
30GM/100ML

DEXTROSE
60GM/100ML

TRADENAME

DOSAEFORM’ROUTE

TOPICORT
(OINTMENT:TOPICAL)

DECADRON
(TABLET:ORAL)

DEXAMETHASONE
(TABLET:ORAL)

DEXAMETHASONE
(TABLET:ORAL)

PHEuERGAuw/DEXTROMETHORPHAN
(SYRUP:ORAL)

DEXTROSE60%INPLASTIC
CONTAINER
(INJECTABLE:INJECTION)

DEXTROSE70%INPLASTIC
CONTAINER
(INJECTABLE:INJECTION)

DEXTROSE60%

INPLASTICCONTAINER
(INJECTABLE:INJECTION)

DEXTROSE30%
INPLASTICCONTAINER

(INJECTABLE:INJECTION)

DEXTROSE60%INPLASTIC
CONTAINER

(INJECTABLE:INJECTION)

j¿¿``
18-31

АРР11АМТNAME

HDECHST-ROUSSEL

MS&O/MERCK

PARPHARMACEUTICAL

ROXANELABORATORIES

WYETHLABS/AMHO

TRAVENOLLABS

TRAVENOLLABS

ABBOTTLABORATORIES

ABBOTTLABORATORIES

AMMCGAN/AMHOSP

NDAМ
.
АРРVALDATE

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

17-521
03-26-82

17-521
03-26-82

19-346
01-25-85

19-345
01-26-85

17-995
04-27-78

PATENTNO.

EXP.DATE

3729568
04-24-90

EXCLUSIVITY

EXP.DATE

NDF
09-24-86

NS

09-24-86

NS
09-24-86

NS
09-24-86

TABLEIV.NDA'SAPPROVEDFROMT-T-82TO3-31-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



IADLI'. 111. NUA'J AI'I'IIUVLU I'NUI'I I'l'OL IU J'JI'OY'J ANU 111111‘)NIIIT AI'I'ITUI'NIAII'. I'AILIII 111111LACLUJIVIII INI'UITI'IAIIUN

ACTIVE INGREDIENTTSI TRADE МАМЕ APPLICANT NAME NDA М . PATENT NO. EXCLOSIVITY

STRENGTH 5 )DOSAOE FORM; ROOTE) APP VAL DATE EXP. DATE EXP. DATE

DEXTROSE DEXTROSE 60% AM MCGAN/AM HOSP 17-995 3729568

60GM/100ML (INJECTABLE; INJECTION) 09-22-82 04-24-90

DEXTROsE DEXTROsE 70% IN PLASTIC ABBOTT LABORATORIES 18-561

7oGM/100ML CONTAINER 03-23-82
(INJECTABLE; INJECTION)

DEXTROsE DExTROsE 40% IN PLASTIC ABBOTT LABORATORIES 18-562
4oGM/100ML CONTAINER 03-23-82

(INJECTABLE; INJECTION)

DEXTRosE DEXTRosE 50% IN PLASTIC ABBOTT LABORATORIES 18-563
50GM/100ML CONTAINER 03-23-82

(INJECTABLE; INJECTION)

DEXTROsE DEXTROsE 20% IN PLASTIC ABBOTT LABORATORIES 18-564
20GM/100ML CONTAINER 03-23-82

(INJECTABLE; INJECTION)

DExTRosE DExTROsE 38.5% IN PLASTIC ABBOTT LABORATORIES 18-923
38.SGM/100ML CONTAINER 09-19-84

(INJECTABLE; INJECTION)

DEXTRosE DEXTRosE 5% IN PLASTIC ABBOTT LABORATORIES 19-222
S0NG/ML CONTAINER 07-13-84

(INJECTABLE; INJECTION)

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

DEXTROsE; OOPAMINE HYDROCHLORIDE OOPAMINE HCL ABBOTT LABORATORIES 18-132 NC
seM/1ooML; 160MG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-86

DEXTROSE; DOPAMINE HYDROCHLORIDE OOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
sGM/100ML; 80MG/100ML CONTAINER 09-30-83 09-24-86

(INJECTABLE; INJECTION)

DEXTROsE; OOPAMINE HYDROCHLORIDE OOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
sEM/100ML; 160MG/100ML CONTAINER 09-30-83 09-24-86

(INJECTABLE; INJECTION)

IV-35



IV—36

ACTIVEINGREDIENTLS)

STRENGTHS

DEXTROSE;DOPAMINEHYDROCHLORIDE
SGM/100ML:320MG/100ML

DEXTROSE;HEPARINSODIUM

SGM/100ML;200UNITS/100ML

DEXTROSE;HEPARINSODIUM

SGM/100ML;200UNITS/100ML

DEXTROSE;HEPARIN
SGM/100ML;1,000

DEXTROSE;HEPARIN

SGM/100ML;4,000

DEXTROSE;HEPARIN
SGM/100ML:5,000

DEXTROSE;HEPARIN
SGM/100ML;5,000

DEXTROSE;HEPARIN

SGM/100ML;5,000

SODIUM
UNITS/100ML

SODIUM

UNITS/100ML

SODIUM
UNITS/100ML

SODIUM

UNITS/100ML

SODIUM
UNITS/100ML

TRADENAME

)DOSAGEFORM;ROUTE)

DOPAMINEHCLINPLASTIC
CONTAINER
(INJECTABLE:INJECTION)

HEPARINSODIUM1,000UNITS
ANODEXTROSE5%IN

PLASTICCONTAINER
(INJECTABLE:INJECTION)

HEPARINSODIUM2,000UNITS
ANODEXTROSE5%IN

PLASTICCONTAINER

(INJECTABLE:INJECTION)

HEPARINSODIUM5,000UNITS
ANDDEXTROSE5%IN

PLASTICCONTAINER
(INJECTABLE:INJECTION)

HEPARINSODIUM20,000UNITS
ANDDEXTROSE5%IN

PLASTICCONTAINER
(INJECTABLE:INJECTION)

HEPARINSODIUM

12.500UNITS
INDEXTROSE5%

(INJECTABLE:INJECTION)

HEPARINSODIUM

12,500UNITS
INDEXTROSE5%

INPLASTICCONTAINER
(INJECTABLE:INJECTION)

HEPARINSODIUM

25,000UNITS
INDEXTROSE5%

INPLASTICCONTAINER
(INJECTABLE:INJECTION)

APPLICANTNAME

ABBOTTLABORATORIES

AMMCGAN/AMHOSP

AMMCGAN/AMHOSP

AMMCGAN/AMHOSP

TRAVENOLLABS

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

NDAМ
.

PAТЕМТN0.EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

18-826uc
09-30-8309-24-86

19-130uc
12-31-8309-24-86

19-130uc
12-31-8309-24-86

19-130uc
12-31-8309-24-86

18-814uc
10-31-8309-24-86

18-911
01-30-85

19-339
03-27-85

19-339
03-27-85

TABLEIV.NDA'SAPPROVEDFROMT-T-82TO3-31-85АМDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



IAULL 1V. NUI'I'J FII'I'IIUVLU I'IKUI'I I'I'IIÁ IU J'JI'OO ANU IIUI'I'J NIITI AI'I'IIUI'NIAIL I'AILIII I'IIIU НИШИ/1.11 шгимптшм

ACTIVE 1М611ЕП1ЕМТ151

STRENGTH) C)

DEXTROSE; HEPARIN SODIUM
SGM/100ML; 5,000 UNITS/100ML

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

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

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

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

DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; 800MG/100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; B00MG/1O0ML

TRADE NAME

)DOSACE FORM; ROOTE)

HEPARIN SODIUM
25000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM
10,000 UNITS
IN DEXTROSE 5%
(INJECTABLE; INJECTION)

HEPARIN SODIUM
10,000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%
(INJECTABLE; INJECTION)

HEPARIN SODIUM
25,000 UNITS
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%
IN DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

LIDOCAINE HCL 0.8%
AND DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLICANT NAME

AM MCGAN/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

Щ
APPROVAL DATE

19-134
03-29-85

18-911
01-30-85

19-339
03-27-85

18-911
01-30-85

19-339
03-27-85

18-388
11-05-82

18-461
02-22-82

EXCLUSIVITY

EXP. DATE

NS
09-24-86

NS
09-24-86

IV-37



IV-38

ACTIVEINGREDIENTTRADENAMEAPPLICANTNAMENDAN
.

PATENTND.EXCLUSIVITY

STRENGTHS)DOSAGEFORM;ROUTE)APPVALDATEEXP.DATEEXP.DATE

DEXTROSE;LIOOCAIuEHYDROCHLORIDELIOOCAIuEHCL0.2%AMMCGAW/AMHOSP18-967us

зам/100ML;2U0MG/100MLAuODEXTROSE5%03-30-8409-24-86
IuPLASTICCouTAIuER

(IuJECTABLE;INJECTION)

DEXTRosE;LIOOCAIuEHYOROCHLORIDELIOOCAIuE0810.4%AMM6GAu/AMHOSP18-967us

SGM/100ML;400MG/100M1AunDEXTROSE5%03-30-8409-24-86
1uPLASTICCouTAIuER

(INJECTABLE:INJECTION)

DExTROsE;LIOOCAIuEHYOROCHLORIOELIOOCAIuEHCL0.8%АмMCGAW/AM8O5P18-967us
вен/100ML;800MG/100M11N0DEXTROSE5%03-30-8409-24-86

IuPLASTICCONTAINER
(INJECTABLE:INJECTION)

DExTRosE;MAGuESIuMCHLORIDE;ISOLYTEPW/AMMCGAW/AMHOSP19-025
POTASSIOMC8LORIDE;DEXTROSE5%1812-27-84
POTASSIOMPHOSPHATEOIBASIC;PLASTICCOuTAIuER
5O010MACETATE11uoECTABLE;IuJECTIOu)

5GM/100ML;31MG/100ML;

130MG/100ML;26MG/100ML;
320MG/100M1

DEXTROSE:OXYTOCINOXYTOCIN5USPABBOTTLABORATORIES19-185
56N/100M1;,1,OSPLuuIT/100MLuuITs1uDEXTROSE5%

_.T.
03-29-85

’''”'‘"'(IuJECTABLE;IuoECTIOu)

DEXTROSE;OXYTOCINOXvTocIu10uSPABBOTTLABORATORIES19-185
SGM/100ML;1usPuuIT/100M10N1т51NDEXTROsEэх03-29-85

(INJEC118LE;IuJECTIOu)
_

DEXTROSE;0XYToCIuOXvTOCIu10uSPABBOTTLABORATORIES19-185
вен/100ML;2USPuuIT/100M1uuITsIuDEXTROsE5%03-29-85

(INJECTABLE:IuJECTIOu)

DEXTROSE;OXYTOCINOxYTOCIu20USPABBOTTLABORATORIES19-185
SGM/100ML;2USPUNIT/100M1uuITs1uDExTROSEэх03-29-85

(INJECTABLE:INJECTION)

TABLEIV.NDA'SAPPROVEDFROMT-T-82TO3-31-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION
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ACTIVE INGREDIENT(S)

STRENGTH S

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

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

DEXTROSE; POTASSIUM CHLORIDE
SGM/100ML; 220MG/100ML

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

DEXTROSE; POTASSIUM CHLORIDE; POTASSIUM
PHOSPHATE, MONOBASIC; SODIUM CHLORIDE;
SODIUM LACTATE
SGM/100ML; 205MG/100ML; 100MG/100ML;
120MG/100ML; 220MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 450MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 450MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 450MG/100ML

TRADE NAME APPLICANT NAME

)DOSAGE FORM; ROUTE)

DEXTROSE 5% AND

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

AM MCGAW/AM HOSP

DEXTROSE 5% AND AM MCGAN/AM HOSP

POTASSIUM CHLORIDE 0.15%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5% AND AM MCGAN/AM HOSP
POTASSIUM CHLORIDE 0.22%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5% AND

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

AM MCGAW/AM HOSP

DEXTROSE 5% AND ELECTROLYTE TRAVENOL LABS
NO 75 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.45% AND POTASSIUM CHLORIDE

I0MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.45% AND POTASSIUM CHLORIDE

ISMEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%. SODIUM CHLORIDE
0.45% AND POTASSIUM CHLORIDE

20MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

TRAVENOL LABS

PAТЕМТ NO.

EXP. DATE

NDA NO.

APPR VAL DATE

EXCLUSIVITY

EXP. DATE

18-744
11-09-82

18-744
11-09-82

18-744
11-09-82

18-744
11-09-82

18-840
06-29-83

18-566
02-10-83

18-566
02-10-83

18-566
02-10-83

IV-39



00-A1

28-82-80
629-81

88-91-20
499-81

88-91-20
499-81

88-91-20
499-81

88-91-20
499-81

88-01-20
999-81

88-01-20
999-81

88-01-20
999-81

3LV0 -dX3 31V0 ‘0Х3 31V0 TVAONddV

ALIAISOTOХ3 '0N LNILVd IO
N

VGN

58V1

58V1

58V1

58V1

58V1

58V1

58V1

58V1

1ON3AV81

10N3AV81

1ON3AV81

1ON3AV81

1ON3AV81

1ON3AV81

1ON3AV81

1ON3AV81

INVN LNVOITddV

(NO113ЭCNI 5318V1330NI)
83NIV1NO3 311SV16 NI 03NS

3010O1H3 N0155v1O0 ouv %88'0
301001H3 N010O5 ‘z9 35O01X30

(NOI1330NI 5318V1330NI)
83NIV1NO3 3115V18 NI 03N08
301801H3 N0155V108 ONV %2‘0
301801H3 N01005 ‘%9 35081Х30

(NOII33CNI 5318V1330NI)
83NIV1NO3 3115V18 NI 03N02
3018O1Н3 H0155V1O8 ONV %2'0
3018O1H3 N0IOOS ‘%9 35O81Х30

(NO11330NI 1318V1330NI)
63NIV1NO3 3115V16 NI 03N91
3O10O1H3 N0155v1O0 ouv 22'0
301001H3 N01005 ‘%9 35O61Х30

(NO1133CNI 5318V1330NI)
83NIV1МO3 311SV18 NI 03N01
301801H3 N01SSV108 ONV %2'0
3018O1H3 H010O5 ‘%9 35081Х30

(NOII33CNI f318V1330NI)
83NIV1N03 3115V18 NI 03N0#
3018O1H3 N0ISSVlOd ONV %9b'0
301801H3 N010O5 '%9 35O81Х30

(NOI1330NI 5318V1330NI)
83NIV1NO3 3115V18 NI 03N08
301801H3 N015SV1O8 ONV %9#'0
3018O1H3 N010O5 ‘%9 35081Х30

(NOII33CNI 5318V1330NI)
83NIV1М03 3115V18 NI 03N02
3018O1H3 N01SSV108 ONV %9#‘0
301801H3 N010O5 '%9 35O81Х30

(31000 -NNOI IOVSOGT

3NVМ IGVNL

1N001/9N088 51N001/9H94 51N001/N99
3018O1H3

N0IOOS 53018O1H3 N0ISSVlOd 535O81Х3O

1N001/9H002 11N001/9H022 51N001/H99
3018O1H3

N010O5 53OI8O1Н3 N0ISSVlOd 535O81Х30

1N001/9H002 51N001/9N091 51N0U1/N9S
3018O1H3

N010O5 53018O1H3 N015SV1O8 535O81Х30

1N001/9N002 51N001/9N#22 51N001/N99
3018O1H3

N0IOOS 53018O1Н3 N0ISSV1Od 535O81Х30

1N001/9H002 51N001/9H09l 51N001/N99
3018О1H3

N010O5 =3018O1H3 N01SSV1O8 535O81Х30

1N001/9N09# 51N001/9N008 51N001/N99
301801H3

N0IOOS 53018O1H3 N01SSVlOd 535O81Х30

1N001/9N09# 51N001/9H022 51N001/N99
3018O1H3

N010O5 53018O1H3 H015SVlO8 535O81Х30

1N001/9H090 51N001/9N091 51N001/N99
3018O1Н3

N0IOOS 53OI8O1Н3 N0ISSVlOd 535O8IХ3O

S H
l

NINL

(STLNIIG30BNI IAIL3V

NOILVNNOINI ALIAISOTOХ3 GNV 1М31V0 ITVINd000dV HLIM STVGN GNV S8'LCC O
L ZO'L'L N061 GBA0NddV STVGN 'AI ITBVI
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A TIVE IN REDIENT S

STRENGTHIS)

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 150MG/100ML; 330MG/100ML

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 330MG/100ML

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

TRADE NAME

D AGE F RM' UTE

Ш
DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE

T0MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE

ISMEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE

20MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE

10MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE

20MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

TRAVENOL LABS

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE

30MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS
0.33% AND POTASSIUM CHLORIDE

40MEO IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

ABBOTT LABORATORIES

Щ
APPROVAL DATE

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

18-629
03-23-82

19-211
12-14-84

PATENT NO.

EXP. DATE

EXCLUSIVITY

EXP. DATE

IV-41



IV-42

ACTIVEINGREDIENTLS)

STREN§TH)§)

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

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

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

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

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

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

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

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

TRADENAME

(DOSAGEFORM;ROUTE)

THEOPHYLLINE0.04%
ANDDEXTROSE5%

INPLASTICCONTAINER
(INJECTABLE:INJECTION)

THEOPHYLLINEIN
DEXTROSE5%

INPLASTICCONTAINER
(INJECTABLE:INJECTION)

THEOPHYLLINE0.08%
ANDDEXTROSE5%

INPLASTICCONTAINER
(INJECTABLE:INJECTION)

THEOPHYLLINEIN
DEXTROSE5%

INPLASTICCONTAINER
(INJECTABLE:INJECTION)

THEOPHYLLINE0.16%
ANODEXTROSE5%
INPLASTICCONTAINER

(INJECTABLE:INJECTION)

THEOPHYLLINEIN
DEXTROSE5%

INPLASTICCONTAINER
(INJECTABLE:INJECTION)

THEOPHYLLINE0.2%
ANODEXTROSE5%

INPLASTICCONTAINER
(INJECTABLE:INJECTION)

THEOPHYLLINEIN
DEXTROSE5%

INPLASTICCONTAINER
(INJECTABLE:INJECTION)

APPLICANTNAME

AMMCGAN/AMHOSP

ABBOTTLABORATORIES

AMMCGAN/AMHOSP

ABBOTTLABORATORIES

AMMCGAN/AMHOSP

ABBOTTLABORATORIES

AMMCGAN/AMHOSP

ABBOTTLABORATORIES

NDAN
.
APPROVALDATE

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

19-211
12-14-84

19-212
11-07-84

19-211
12-14-84

EXCLUSIVITY

TABLEIV.NDA‘SAPPROVEDFROMT-T-82TO3-31-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION
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ACTIVE INGREDIENT S

STRENGTH S

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

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

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

DEXTROSE;_THEOPHYLLINE
15GM/100ML; 160MG/100ML

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

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

DIATRIZOATE
MEGLUMINE
30%

DIATRIZOATE MEGLUMINE;
DIATRIZOATE SODIUM
52%; 8%

DIATRIZOATE MEGLUMINE;
DIATRIZOATE SODIUM
66%; 10%

DIAZEPAM

2MG

TRADE NAME

DOSAGE FORM' ROUTE

THEOPHYLLINE 0.4%
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)

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

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

RENO-M-DIP
(INJECTABLE; INJECTION)

RENOGRAFIN-60
(INJECTABLE; INJECTION)

RENOGRAFIN-76
(INJECTABLE; INJECTION)

VALIUM
(TABLET; ORAL)

APPLI АМТ МАМЕ

AM MCGAN/AM HOSP

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

¿¿_

TRAVENOL LABS

TRAVENOL LABS

ER SOUIBB ANO SONS

ER SOUIBB AND SONS

ER SOUIBB AND SONS

HOFFMANN-LA ROCHE

МПА N
O
.

APPR0VAL DATE

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

10-040
01-08-60

10-040
08-29-74

10-040
10-27-72

13-263
11-15-63

PAТЕМТ N
O
.

EXCLUSIVITY

EXP. DATE EXP. DATE

I-7; I—8
09-24-86

1-8
09-24-86

09524-86

4316897
02-23-99

IV-43
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3H3O8 V1-NNVN33OH
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(1V8O 5310SdV3)
1A1N38
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N0I1VA
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9N092
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TABLE IV. NDA'S APPROVED FROM I-1-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT АМП EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTISI

STRENGTH S

DIFLUNISAL
500MG

DIGOXIN
0.2MG

DIGOXIN
0.05MG

DIGOXIN
0.1MG

DIHYDROERGOTAMINE MESYLATE;
HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE
0.5MG/0.5ML; 2500 UNITS/0.5ML;
5.33MG/0.5ML

DIHYDROERGOTAMINE MESYLATE;
HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE
0.5MG/0.7ML; 5000 UNITS/0.7ML;
7.46MG/0.7ML

DILTIAZEM HYDROCHLORIDE
30MG

DILTIAZEM HYDROCHLORIDE
60MG

DINOPROST TROMETHAMINE

EO 5MG BASE/ML

DINOPROSTONE
20MG

TRADE NAME

(DOSAGE FORM; ROUTE)

DOLOBID
(TABLET; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

EMBOLEX
(INJECTABLE; INJECTION)

EMBOLEX
(INJECTABLE; INJECTION)

CARDIZEM
(TABLET; ORAL)

CARDIZEM
(TABLET; ORAL)

PROSTIN F2 ALPHA
(INJECTABLE; INJECTION)

PROSTIN E2
(SUPPOSITORY; VAGINAL)

APPLICANT NAME

MS&D/MERCK

BURROUGHS WELLCOME

BURROUGHS WELLCOME

BURROUGHS WELLCOME

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

MARION LABORATORIES

MARION LABORATORIES

UPJOHN

UPJOHN

NDA N
O
.

APPROVAL DATE

18-445
04-19-82

18-118
07-26-82

18-118
07-26-82

18-118
07-26-82

18-885
11-30-84

18-885
11-30-84

18-602
11-05-82

18-602
11-05-82

17-434
11-26-73

17-810
08-23-77

PAТЕМТ N
0
.

EXCLUSIVITY

EXP. DATE EXP. DATE

3714226 NCE
08-01-89 04-19-92
3674870
07-04-89

NDF
09-24-86

NDF
09-24-86

NDF
09-24-86

4451458 NC
05-29-01 11-30-87

4451458 NC
05-29-01 11-30-87

3562257 NCE
02-09-88 11-05-92

3562257 NCE
02-09-88 11-05-92

3706789
12-19-89
3778506
12-11-90

3899587

08-12-92
3598858
08-10-88

IV-45
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT АМП EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTTS)

§TRENGTH)S)

DOXEPIN HYDROCHLORIDE

EO T0MG BASE

DOXEPIN HYDROCHLORIDE

EO 100MG BASE

DOXEPIN HYDROCHLORIDE

EO 75MG BASE

DOXEPIN HYDROCHLORIDE

EO 150MG BASE

DOXEPIN HYDROCHLORIDE

EO l0MG BASE

DOXEPIN HYDROCHLORIDE

EO 25MG BASE

DOXEPIN HYDROCHLORIDE

50 50MG BASE

DOXEPIN HYDROCHLORIDE

EO 100MG BASE

DOXEPIN HYDROCHLORIDE

EO 75MG BASE

DOXEPIN HYDROCHLORIDE

50 10MG BASE/ML

ECONAZOLE NITRATE
1%

ENFLURANE
99.9%

TRADE NAME APPLICANT NAME

)DOSACE FORM; ROUTE)

SINEOUAN PFIZER LABS/PFIZER
(CAPSULE; ORAL)

SINEOUAN PFIZER LABS/PFIZER
(CAPSULE; ORAL)

SINEOUAN PFIZER LABS/PFIZER
(CAPSULE; ORAL)

SINEOUAN PFIZER LABS/PFIZER
(CAPSULE; ORAL)

ADAPIN PENNWALT PHARM
(CAPSULE; ORAL)

ADAPIN PENNWALT PHARM
(CAPSULE; ORAL)

ADAPIN PENNWALT PHARM
(CAPSULE; ORAL)

ADAPIN PENNWALT PHARM
(CAPSULE; ORAL)

ADAPIN PENNWALT PHARM
(CAPSULE; ORAL)

SINEOUAN PFIZER LABS/PFIZER
(CONCENTRATE: ORAL)

SPECTAZOLE ORTHO PHARMACEUTICAL
(CREAM; TOPICAL)

ETHRANE ANAOUEST/BOC
(LIOUID: INHALATION)

Щ
АРР VAL DATE

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

16-987
01-31-72

16-987
01-31-72

16-987
12-12-77

16-987
04-15-80

17-516
03-11-74

18-751
12-23-82

17-087
08-28-72

PAТЕМТ М .

ЕХР. ПАТЕ

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

3420851
01-07-86

3420851
01-07-86

3420851
01-07-86

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

3469011
09-23-86
3527813

09-08-87

EXCLOSIVITY

EXP. DATE

NCE
12-23-92

IV-47
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Ш IV. NDA'S APPROVJED FROM 1-1-82 TD 3-31-85 АМП NDA'S IIITH APPROPRIATE PATENT АМП EXCLUSIVITY INFORMATION

A TIVE IN REDIENT S

§TRENGTH)§)

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.05MG
0.04MG; 0.075MG
0.03MG; 0.125MG

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.05MG
0.04MG; 0.075MG
0.03MG; 0.125MG

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

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

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

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

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

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

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

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

TRADE NAME

)DOSAGE FORM; ROUTE)

TRIPHASIL-28
(TABLET; ORAL-28)

TRIPHASIL-2I
(TABLET; ORAL-21)

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

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

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

TRI-NORINYL 28-DAY
(TABLET; ORAL-28)

пятно-мочим 7/7/7-21
(TABLET; ORAL-21)

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

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

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

APPLICANT NAME

NYETH LABS/AMHO

WYETH LABS/AMHO

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

SYNTEX (FP)

SYNTEX (FP)

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

МПА М .

АРР VAL DATE

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

PATENT NO.

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

EXCLUSIVITY

EXP. DATE

NS
11-01-87

NS
11-01-87

0-5
09-24-86

0-5
09-24-86

0-6
09-24-86

0-6
09-24-86

0-3
09-24-86

D-3
09-24-86

0-4
o9-24-86

0_4
09424-86

IV-49
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26-12-10
128298S

16-12-90
¿#12188
26-12-10
1282988

16-92-11
2286968
16-92-11
1160982
68-08-90
8989998

16-92-11
2286968
16-92-11
1160988
68-08-90
8989998

16-92-11
2226962
16-92-11
1160988
68-08-90
8989998

16-92-11
2286968

16-92-11
1160988
68-08-90
8989998

94-08-80
Lвд-¿1

9£-08-80
L5Д-¿М

94-91-S0
208-¿1

94-£1-80
219-¿1

89-92-11
908-91
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IAOLE IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT(SI

STRENGTH)§)

ETIDRONATE DISODIUM

200MG

ETIDRONATE DISODIUM

400MG

ETOMIDATE
2MG/ML

ETOPOSIDE

20MG/ML

FENFLURAMINE HYDROCHLORIDE
60MG

FENOPROFEN CALCIUM

EO 300MG.BASE

FENOPROFEN CALCIUM
EO z0OMG BASE

FENOPROFEN CALCIUM

EO 600MG BASE

TRADE NAME

D AEFH’ TE

DIDRONEL
(TABLET; ORAL)

DIDRONEL
(TABLET; ORAL)

AMIDATE
(INJECTABLE; INJECTION)

VEPESID
(INJECTABLE; INJECTION)

PONDIMIN
(TABLET, CONTROLLED
RELEASE; ORAL)

NALFON
(CAPSULE; ORAL)

NALFON 200
(CAPSULE; ORAL)

NALFON
(TABLET; ORAL)

APPLI ANT NAME

NORWICH EATON/P&G

NORWICH EATON/P8G

ABBOTT LABORATORIES

BRISTOL LABS/B-M

AH ROBINS

DISTA PRODS/LILLY

DISTA PRODS/LILLY

DISTA PRODS/LILLY

NDA N .

APP VAL DATE

17-831
09-01-77

17-831

07-06-84

18-227
09-07-82

18-768
11-10-83

16-618
07-27-82

17-604
03-16-76

17-604
10-15-80

17-710
03-16-76

PAТЕМТ М .

EXP. DATE

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

4254114
03-03-98
4216211
08-05-97
4137309

01-30-96
3683080
08-08-89

3524844

08-18-87

3600437
08-17-88

3600437
08-17-88

3600437
08-17-88

ЕХ 1 IVITY

EXP. DATE

NS
09-24-86

NCE
09-07-92

NCE

11-10-93

NDF
09-24-86

IV-Sl



29-AI

66-82-20
¿68918#

66-82-20
¿68918#

68-#0-10
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(1V80 51318V1)
30IN35O803
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

TRADE NAME APPLI ANT NAME NDA NO. PATENT NO. EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

ACTIVE INGREDIENTTSI

STRENGTH)S) )D0SACE FORM; ROOTE)

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

FUROSEMIDE FUROSEMIDE ZENITH LABORATORIES 18-413
20MG (TABLET; ORAL) 1)-30-83

FUROSEMIDE FUROSEMIDE ZENITH LABORATORIES 18-413
40MG (TABLET; ORAL) 11-30-83

FUROSEMIDE FUROSEMIDE LEDERLE LABS/AM CYAN 18-415
20MG (TABLET; ORAL) 07-27-82

FUROSEMIDE FUROSEMIDE LEDERLE LABS/AM CYAN 18-415
40MG (TABLET; ORAL) 07-27-82

FUROSEMIDE FUROSEMIDE LEDERLE LABS/AM CYAN 18-415
80MG (TABLET; ORAL) 11-26-84

FUROSEMIDE FUROSEMIDE PARKE-OAVIS/w-L 18-419
20MG (TABLET; ORAL) 01-31-83

FUROSEMIDE FUROSEMIDE PARKE-DAVIS/w-L 18-419
40MG (TABLET; ORAL) 01-31-83

FUROSEMIDE FUROSEMIDE PARKE-DAVIS/w-L 18-419
B0MG (TABLET; ORAL) ll-13-84

FUROSEMIDE FUROSEMIDE PARKE-DAVIS/w-L 18-420
)0MG/ML (INJECTABLE; INJECTION) 02-26-82

FUROSEMIDE FUROSEMIDE LYPHOMED 18-507
l0MG/ML (INJECTABLE; INJECTION) 07-30-82

FUROSEMIDE FUROSEMIDE CORO LABORATORIES 16-569
80Mе (TABLET; ORAL) 08-14-84

FUROSEMIDE FUROSEMIDE NATCON 18-579
)0MG/ML (INJECTABLE; INJECTION) 11-30-83

IV-53
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TABLE IV. NDA‘S APPROVED FROM 1-1-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT АМП EXCLUSIVITY INFORMATION

APPLICANT NAME NDA N . PATENT NO. EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

ACTIVE INGREDIENT(S) TRADE NAME

STRENGTH S )DOSACE FORM; ROOTE)

GLIPIZIDE
5MG

GLIPIZIDE
I0MG

GLYBURIDE
1.25MG

GLYBURIDE
2.5MG

GLYBURIDE
5MG

GLYBURIDE
1.25MG

GLUCOTROL
(TABLET; ORAL)

GLUCOTROL
(TABLET; ORAL)

MICRONASE
(TABLET; ORAL)

MICRONASE
(TABLET; ORAL)

MICRONASE
(TABLET; ORAL)

DIABETA
(TABLET; ORAL)

ROERIG/PFIZER

RDERIG/PFIZER

UPJOHN

UPJOHN

UPJOHN

HDECHST-ROUSSEL

17-783
05-08-84

17-783
05-08-84

17-498
05-01-84

17-498
05-01-84

17-498
05-01-84

17-532
05-01-84

3669966
04-21-92

3669966

04-21-92

3426067

04-21-92
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92

3426067

04-21-92
3454635

04-21-92
3507954

04-21-92
3507961

04-21-92

3426067
04-21-92
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92

3426067
04-21-92
3454635
04-21-92
3507961

04-21-92
3507954

04-21-92
4060634
09-07-93

NCE
05-08-94

NCE
05-08-94

NCE
05-01-94

NCE
05-01-94

NCE
05-01-94

NCE
05-01-94
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TABLE IV. NDA'S APPROVED FROM I-T-BZ TO 3-3T-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

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

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

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

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

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

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

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

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

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

TRADE NAME

)DOSAGE FORM; ROUTE)

HEPARIN SODIUM 1000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM 2000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 2000 UNITS
AND SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

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

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

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

HEPARIN SODIUM
25000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

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

APPLICANT NAME

TRAVENOL LABS

AM MCGAN/AM HOSP

TRAVENOL LABS

TRAVENOL LABS

ABBOTT LABORATORIES

AM MCGAN/AM HOSP

ABBOTT LABORATORIES

AM MCGAN/AM HOSP

ABBOTT LABORATORIES

NDA N
O
.

APPROVAL DATE

18-609
04-28-82

19-042
03-29-85

18-609
04-28-82

18-609
04-28-82

18-916
01-31-84

19-042
03-29-85

18-916
01-31-84

19-135
03-29-85

18-916
01-31-84

PATENT N
O
.

EXCLUSIVITY

EXP. DATE EXP. DATE

IV-59



IV-60

ACTIVEINREDIENT

STRENGTH)S)

HEPARINSODIUM;SODIUMCHLORIDE

10,000UNITS/100ML:900MG/100ML

HEPARINSODIUM:SODIUMCHLORIDE

5,000UNITS/100ML;900MG/100ML

HEPARINSODIUM:SODIUMCHLORIDE

5,000UNITS/100ML;900MG/100ML

HEPARINSODIUM;SODIUMCHLORIDE

5,000UNITS/100ML:900MG/100ML

HEXACHLOROPHENE
3%

HYDROCHLOROTHIAZIDE;
METOPROLOLTARTRATE

25MG:500G

HYDROCHLOROTHIAZIDE;
METOPROLOLTARTRATE

2SMG:100MG

HYDROCHLOROTHIAZIDE;
METOPROLOLTARTRATE

50MG;100MG

HYDROCHLOROTHIAZIDE;TIMOLOLMALEATE
25MG:10MG

HYDROCHLOROTHIAZIDE;TRIAMTERENE
50MG:75MG

TRADENAME

(DOSAGEFORM:ROUTE)

HEPARINSODIUM10,000UNITS
INSODIUMCHLORIDE0.9%

(INJECTABLE:INJECTION)

HEPARINSODIUM12,500UNITS
INSODIUMCHLORIDE0.9%

(INJECTABLE:INJECTION)

HEPARINSODIUM25,000UNITS
INSODIUMCHLORIDE0.9%

(INJECTABLE:INJECTION)

HEPARINSODIUM25,000UNITS
INSODIUMCHLORIDE0.9%
INPLASTICCONTAINER

(INJECTABLE:INJECTION)

TURGEX
(SOLUTION:TOPICAL)

LOPRESSORHCT50/25
(TABLET:ORAL)

LOPRESSORHCT100/25
(TABLET:ORAL)

LOPRESSORHCT100/50
(TABLET:ORAL)

TIMOLIDE
(TABLET:ORAL)

MAXZIDE
(TABLET:ORAL)

APPLICANTNAME

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

XTTRIUMLABS

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

MS&D/MERCK

MYLANPHARMS

NDAN0.PATENTN0.EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

\_\
18-911
01-30-85

18-911
01-30-85

18-911
01-30-85

18-916
01-31-84

19-055
11-30-84

18-3033876802мс
12-31-8404-08-9212-31-87

3998790
12-21-93

18-3033876802NC
12-31-8404-08-9212-31-87

3998790

12-21-93

18-3033876802NC
12-31-8404—08—9212-31-87

3998790
12-21-93

18-0613656663
12-11-8104-11-89

4238485
12-09-97

19-1294444769Ns
10-22-8404-24-0110-22-87

TABLEIV.NGA'SAPPROVEDFROM1-1-82ТО3-31-85ANDNDA'SNITHAPPROPRIATEPATENTANOEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-3T-85 AND NDA'S MITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTTSI

STRENGTH)S)

HYDROCORTISONE ACETATE
10%

HYDROCORTISONE BUTYRATE
0.1%

HYDROCORTISONE BUTYRATE
0.1%

HYDROCORTISONE VALERATE
0.2%

HYDROMORPHONE HYDROCHLORIDE

I0MG/ML

HYDROXYUREA

500MG

IBUPROFEN
400MG

IBUPROFEN
300MG

IBUPROFEN
600MG

IBUPROFEN

400MG

IBUPROFEN
600MG

INOAPAMIOE

2.5MG

INDOMETHACIN
50MG

INDOMETHACIN
75MG

TRADE NAME

)DOSAGE FORM; ROUTE)

CORTIFDAM

(AEROSOL: RECTAL)

LOCOID
(CREAM; TOPICAL)

LOCOID
(OINTMENT; TOPICAL)

WESTCORT
(OINTMENT; TOPICAL)

DILAUDID-HP
(INJECTABLE; INJECTION)

HYDREA
(CAPSULE; ORAL)

MOTRIN
(TABLET; ORAL)

MOTRIN
(TABLET; ORAL)

MOTRIN
(TABLET; ORAL)

RUFEN
(TABLET; ORAL)

RUFEN
(TABLET; ORAL)

LOzOL
(TABLET; ORAL)

INDOCIN
(SUPPOSITORY; RECTAL)

INDOCIN SR
(CAPSULE, CONTROLLED
RELEASE; ORAL)

APPLICANT NAME

REED&CARNRICK PHARMS

OWEN LABS/DERM PRODS

OWEN LABS/DERM PRODS

WESTWOOD PHARMS

KNOLL PHARMACEUTICAL

ER SOUIBB AND SONS

UPJOHN MANUFACTURING

UPJOHN MANUFACTURING

UPJOHN MANUFACTURING

BOOTS PHARMACEUTICAL

BOOTS PHARMACEUTICAL

USV PHARMACEUTICAL

MS&D RES LABS/MERCK

MS&D/MERCK

NDA NO.

APPROVAL DATE

17-351
02-10-82

18-795
01-07-83

19-106
07-03-84

18-726
08-08-83

19-034
01-11-84

16-295
12-07-67

17-463
09-19-74

17-463
09-19-74

17-463
03-09-79

18-197
05-19-81

18-197
03-05-84

16-536
07-06-83

17-814
08-13-84

18-185
02-23-82

PATENT NO. EXCLUSIVITY

EXP. DATE EXP. DATE

NDF
09-24-86

NP

09-24-86

NP
09-24-86

NDF
09-24-86

NCE
01-11-94

3968249

07-06-93

3385886 I-2
05-28-85 09-24-86

3385886 I-2
05-28-85 09-24-86

3385886 I-2
05-28-85 09-24-86

3385886 I-2
05-28-85 09-24-86

3385886 1-2
05-28-85 09-24-86

3565911 NCE
02-23-88 07-06-93

NDF
09-24-86

NDF
09-24-86

IV—61
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NOILVN6OINI ALIAISOTЭХ3 GNV LNILVd TLVI00ONddV HLIM STVGN GNV SO'LC'C Ol 28'1'1 NONI GIAO00dV §|VGN



‚и-.. li. „OA J ппппчпьи )nvm T'I'OL 1C «'01'UU пни nun J nL|u nllnulnInlL IHILHI Нпи LACLUJIYLII IHIUNHHIIUH

ACTIVEINGREDIENHS)

STRENGTH s

IODAMIDE MEGLUMINE
65%

IODDHIPPURATE SODIUM,
1-123
lMCI/ML

IODOXAMATE MEGLUMINE

9.9%

IODOXAMATE MEGLUMINE
40.3%

ISOFLURANE
99.9%

ISOTRETINOIN
T0MG

ISOTRETINOIN
20MG

ISOTRETINOIN
40M@

KETOCONAZOLE
200MG

TRADE NAME

DOSAGE FORM' ROUTE

RENOVUE-65
(INJECTABLE; INJECTION)

NEPHROFLOW
(INJECTABLE; INJECTION)

CHOLOVUE
(INJECTABLE; INJECTION)

CHOLOVUE
(INJECTABLE; INJECTION)

FORANE
(GAS; INHALATION)

ACCUTANE
(CAPSULE; ORAL)

ACCUTANE
(CAPSULE; ORAL)

ACCUTANE

(CAPSULE: ORAL)

NIZORAL
(TABLET; ORAL)

APPLICANT NAME

ER SOUIBB AND SONS

MEDI-PHYSICS

ER SOUIBB AND SONS

ER SOUIBB AND SONS

ANAOUEST/BOC

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

JANSSEN PHARMA

NDA N .

APPROVAL DATE

17-902
07-24-78

18-289
12-28-84

18-076
08-14-81

18-077
08-14-81

17-624
12-18-79

18-662
05-07-82

18-662
03-28-83

18-662
05-07-82

18-533
06-12-81

PATENT NO. EXCLUSIVITYШШ
I-6
09-24-86

NCE
12-28-89

3654272

o4-04—89

3654272
04-04-89

3535425
01-24-93
3535388

01-24-93

4200647 NCE
04-29-97 05-07-92
4322438
03-30-99
4464394
08-07A01

4200647 NCE
O4-29-97 05-07-92
4322438

03-30-99
4464394
08-07-01

4200647 NCE
04-29-97 05-07-92
4322438
03-30-99
4464394
08-07-01

4335125 1-25
06-15-99 09-24-86



S6-80-10
SS4900#

#6-10-80 #6-91-80
33N b00210#

96'80'10
992900#

#6-10-80 #6-91-80
33N ###210#

96-80-10
9S4900#

#6-10-80 #6-91-80
33N ###210#

66-#0-90
8128280
96-80-10
SS4900#

#6-10-80 #6-91-80
33N ###210#

96'80-10
994900#

#6-10-80 #6-91-80
33N b00210#

96-80-10
994900#

#6-10-80 #6-S1-80
33N b00210#

96-80'10
994900#

#6-10-80 #6-91-80
33N b00210#

ILVG 'dХ3 ILVG 'dХ3

ALIAISOTGХ3 'ON LNILVd

#8-10-80
914-8l

#8-10-80
914-81

#8-10-80
914-8l

#8-10-80
¿89-81

#8-10-80
989-81

#8-10-80
989-81

#8-10-80
989-81

ILVG TVAO00dV
'
N VGN

OXV19

OXV19

OXV19

9NI83Н35

9NI83H35

9NI83Н35

9NI83835

3NVМ LNVOITddV

(1V8O 5.1.3181111
31VONV8I

(1V8O 51318111)
31VONV81

(1V8O 51313111)
31VONV8I

(NOII330NI f318V133CNI)
3NAOON8ON

(1V8O 51318V1)
3NAOON8ON

(1V8O 51318Vl)
3NAOON8ON

(1V8O 51318111)
3NAOON8ON

(TLGON ЕNNОЗ 3ЭУЗО0)

3NVМ 30101

9H00b
3018O1H3О8018 101V138V1

9N008
3018O1H3О8018 1O1V138V1

9N002
3OI8O1H3O8OAH 1O1V138V1

1N/9H9
3018O1H3О8018 101V138V1

9H00#
3018O1H3O8018 1O1V138V1

9H00S

3018O1H3O8018 1O1V138V1

9N002
3018O1H3О8018 1O1V138V1

H1 NINLS

TÈTIМ3IG30ONI IAILOV

NOILVNNOINI ALIAISOTOXT GNV LМ3LVd ILVINdO00dV HLIM STVGN GNV 98'1C'1 OL 18'1'1 NONI GIAO00dV STVGN 'AI ITGVL



"И" n||n чьи In п 1'1'чЬ IU «TOI-UU пни щуп а “âTM п1нпцгпьп1ь ГП|ЬП| HHU LABLYiLTLII AHTYNHHIAUH

ACTIVE INCREDIENT)§)

§TRENCTH)S)

LACTULDSE

IUGM/15ML

LEUCOVORIN CALCIUM

EO 5MG BASE

LEUCOVORIN CALCIUM

EO 25MG BASE

LITHIUM CARBONATE
450MG

LITHIUM CARBONATE
300MG

LOPERAMIDE HYDROCHLORIDE
2MG

LOPERAMIDE HYDROCHLORIDE

1MG/5ML

LOXAPINE HYDROCHLORIDE
EO Б0MБ BASE/ML

LOXAPINE HYDROCHLORIDE
EO 25MG BASE/ML

TRADE NAME

D A E F RM’ TE

CEPHULAC
(SYRUP; ORAL)

WELLCOVORIN
(TABLET; ORAL)

WELLCOVORIN
(TABLET; ORAL)

ESKALITH CR
(TABLET. CONTROLLED
RELEASE; ORAL)

LITHIUM CARBONATE
(TABLET; ORAL)

IMDDIUM
(CAPSULE; ORAL)

IMDDIUM
(SOLUTION; ORAL)

LOXITANE
(INJECTABLE; INJECTION)

LOXITANE
(CONCENTRATE: ORAL)

APPLI ANT NAME

MERRELL DOW/DOW CHEM

BURROUGHS WELLCOME

BURROUGHS WELLCOME

SK&F LABORATORIES

ROXANE LABORATORIES

JANSSEN PHARMA

JANSSEN PHARMA

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

NDA N .

APP VAL DATE

17-657
03-25-76

18-342
07-08-83

18-342
07-08-83

18-152
03-29-82

18-558
01-29-82

17-694
12-28-76

19-037
07-31-84

18-039
10-26-79

17-658
05-04-76

PATENT М
О
.

EXCLUSIVITY

EXP. DATE EXP. DATE

3461204

_08-12-86
3867524
02-18-92
3860708
61-14-92
3660707
01-14-92
3562388
02-09-88
3558774
01-26-88

NOP

09-24-86

NOP

09-24-86

Ns
09-24-86

3714159 1-30
01-30-90 09—24—86

3714159 NOP

01-30-90 09-24-86

3546226
12-08-87

3546226
12-08-87
4049809
09-20-94

IV-65



98-#2-60
3N

98-#2-60
3N

98-#2-60
3N

98-#2-60
3N

88-92-10
66546#8

48-80-21
9229b98

48-80-21
9229b98

48-80-21
9229b98

48-80-21
9229b98

31VG ’0X3 3LV0 'dX3

AIIAISOT3X3 'ON LN3LVd

28-80-40
90#-81

28-80-40
4S9-¿1

#8-#0-#0
900-61

#8-91-90
4#0-61

69-#2-10
894-91

S4-S2-20
S2S-4l

94-S2-2U
S2S-4l

S4-S2-2U
S2S-41

44-S2-UL
S2S-41

3LVG TVA ddV

'ON VGN

53I8OIV8O8V1 1lO88V

53I8O1V8O8V1 11O88V

dSOH NV/MV93N NV

S8V1 1ON3AV81

1831S/58V1 dO8H1NIM

NVA3 NV/58V1 3183031

NVA3 NV/58V1 3183031

NVAO NV/58V1 3183031

NVA3 NV/58V1 3183031

31VN LNVOITddV

'Tí `99¥Ar

(NOI1V9I88I 5NO1101O5)
83NIV1NO3

3115V18 NI 1OSOISAHd

(NOIIVSI881 5NOIln1OS)
83NIV1NO3

3115V38 NI 1OSOISAHd

(NO11330NI 5318V1330NI)
83NIV1NO3

3115V18 NI #'4 Hd 531A1OSI

(N011330NI 5318V133CNI)
83NIV1NO3

3115V18 NI 99 31A1-VNSV38

(1V31dOl 5NV383)
NO1ANV310S

(1V8O f31nSdV3)
3NVlIXO1

(1V8O 531|1SdV3)
3NVlIXO1

(1V8O 5311158113)
3NVlIXO1

(1vuo 231nsdvû)
3Nv11xO1

MO0'N033VG
31VN IGVN1

1N001/9H209 51N001/9N92S
51N001/9H222 511mm/9N4S 51N001/9N08

31VNO3019
N0IOOS T3OI8O1Н3 N0IOOS 531V133V N0IOOS
f301801Н3 N0ISSVlOd 53018O1H3 N0I53N9VN

1N001/9N209 51N001/9H92S
51N001/9N222 51N001/SN48 51N001/9H08

31VNO3019
N0IOOS 53018O183 N0IOOS 531V133V N0IOOS

53018O1113 NnISSVlOd 53018O1113 N0I53N9VN

1N001/9N21
Щипок/914009 Ртом/зное; Нивы/аноде
51N001/9H28'0 51N001/9N4S 51N001/9H08

31VH85OHd N0IOOS
531VNO31119 N0IOOS 53OI8O1H3 N0IOOS 531V133V

N0IGOS 531SV8ONON ‘31VH85OHd N0ISSV1Od
5301801H3 N01SSVlOd 53018O1113 N0I53N9VN

1N001/9H082 51N001/9H821 51N001/5N2S
3018O1H3 H010OS 53.L111331!

NnISSVlOd 531V801HV8131 31V133V N0I53N9VN

N9/35V8
31V133V

35V8

31VN1330S

35V8
31VN1330S

35VB
31VN1330S

9H98 03
3OIN33VN

9N0S 03

3NIdVXO1

9H92 03
3NIdVXO1

9R01 03
3NIdVXO1

3SV8 9NS 03
31VN1330S 3NIdVXO1

H1 N3NL

(3)1N3IG3NONI IA113V

NOILVNN0INI ALIAISOTЭX3 GNV LN3LVd 3LVINd000dV HLIM STVGN GNV 58'1C'1 01 Z8'L'L 0О03 GIAO00dV SIVGN 'AI 3TOV1



Inv.. 6v. пип y ппнпууьи ппчп ITI-vh 1y u-u»‘vu nnu nun J пьпп ппппуппьппь 1п1ьп1 ппи LAULUJLTLII ¿nlvnunlLyn

ACTIVE INCREDIENT)§)

§TRENGTH)S)

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE; SODIUM
GLUCONATE
30MG/100ML; 37MG/100ML; 370MG/100ML;
530MG/100ML; 500MG/100ML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE;
SODIUM GLUCONATE
30MG/100ML; 37MG/100ML; 368MG/100ML;
526MG/1O0ML; 502MG/100ML

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

MALATHION
0.5%

MAPROTILINE HYDROCHLORIDE
25MG

MAPROTILINE HYDROCHLORIDE
50MG

MAPROTILINE HYDROCHLORIDE
75MG

MAZINDOL
1MG

MAZINDOL
2MG

MAZINDOL
2MG

MAZINDOL

1MG

TRADE NAME APPLI ANT NAME

D AGE F RM’ TE

PHYSI'LYTE IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

SYNOVALYTE TRAVENOL LABS
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

TIS-U-SOL TRAVENOL LABS
(SOLUTION; IRRIGATION)

PRIODERM
(LOTION;

LUDIOMIL
(TABLET;

LUDIOMIL
(TABLET;

LUDIOMIL
(TABLET;

SANOREX
(TABLET;

SANOREX
(TABLET;

MAZANOR
(TABLET;

MAZANOR
(TABLET;

PURDUE FREDERICK

TOPICAL)

CIBA/CIBA-GEIGY
ORAL)

CIBA/CIBA-GEIGY
ORAL)

CIBA/CIBA-GEIGY
ORAL)

SANDOZ PHARMS/SANDOZ
ORAL)

SANDOZ PHARMS/SANDOZ
ORAL)

WYETH LABS/AMHO
ORAL)

WYETH LABS/AMHO

ORAL)

АМ MCGAN/AM HOSP

МПА М .

АРР VAL DATE

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

17-543
12-01-80

17-543
09-30-82

17-247
06-14-73

17-247
06-14-73

17—980
08-28-80

17-980
02-02-82

PATENT N
O
.

EXCLUSIVITY

EXP. DATE EXP. DATE

NC
09-24-86

NC
09-24-86

NCE
08-02-92

3399201

08-27-85

3399201
08-27-85

3399201 NS
08-27-85 09-24-86

3763178
10-02-90

3763178
10-02-90

3763178
10-02-90

3763178
10-02-90

IV-67



89-AI

98-#2-60
30N

3LVG 'dX3

ALIAISOTOX3

98-#1-10
9612208

98-#1-10
9612208

98-#1-10
9612208

98-#1-10
9612208

98-#1-10
9612208

98-#1-10
9612208

98-#0-11
2089408

98-60-#0
b984488

98-60-#0
b984488

68-81-#0
4924998

3LVG 'dX3

'ON LN3LVd

28-08-80
620-81

#8-62-90
#S6-8l

#8-62-90
#S6-81

88-08-90
194-81

08-81-60
699-4l

S4-S2-SD
149-41

84-L8-40
20#-91

44-80-80
#48-Sl

b4-81-90
#48-Sl

#4-08-#0
909-4l

94-91-10
10S-21

94-91-10
l#S-21

#4-82-90
l8#-41

3LVG TVAO00dV

'ON VGN

A9139-V813/V813

531801V808V1 0803

531801V808V1 0803

N13H139NI 839NI8H3O8

NI3H139NI 839NI8H3O8

NI3H139NI 839NI8H3OB

NI38139NI 833NI8H3OH

NI3H139NI 839NI8H3OB

NI3H139NI 833NI8H308

18315/58V1 dO8H1NIM

NHO0dn

NHOCdn

VN8VHd N35SNVC

31VN LNVOITddV

(1V8O 53SV3138
0311081N03 ‘1318V1)

8S-NI1VlI8

(1V8O 51318V1)
Vd001AH13N

(1V8O f1318v1)
vdoo1AH13и

(NOIIV1VHNI 5NO1101O5)
1N3801V

(NО11V108NI 5NO1101O5)
1N3801V

(1V8O 5dF18AS)
1N38n1V

(NOI1V1VHNI 51OSO83V)
1N3801V

(1V8O 5.L31811.L1
1N3801V

(1V80 51318V1)
1N38n1v

(NO11330NI 5318V1330NI)
082-3n0VdOSI

(NOI1330NI 2318V1330NI)
V83AO88-OdB0

(NOI1330NI 5318V1330NI)
V83AO88-OdB0

(1V8O 5з1аумзнэ '1318V1)
ХОN83A

131008 ÍNN03 3OVSOG)

31VN IGVN1

9N02
3018O1H3O8018 31V01N3881AH13N

9N009
Vd001АН13N

9N092
Vd001А813N

%9'0
31V310S 1ON3831O88V13N

%S
31V310S 10N3831O88V13N

1NS/9N0L

31V310S 1ON3831O88V13N

HNI/9HS9'0
31V3105 1ON3831O88V13N

9NUL
31V310S 1ON3831O88V13N

9N02
31V3105 10N383lO88V13N

1N/9N8'19# 51N/9N1'0#1
013V 31O21813N 53NIN0193N

1N/9N00#
31V133V 3NO831S39O88AXO803N

1N/9H001

31V133V 3NO83I539O88AXO803N

9N001
31OZVON383N

TSTHLON381$

(5)1N3IGINONI IAIL3V

NOILVNN0INI ALIA15GTOX3 GNV lN3LVd 3LVINdO00dV HLIM STVGN GNV 98'lC'1 01 ZO'L'l 0О0] GIAO00dV STVGN 'AI 3TGV1



TABLE IV. NDA'S APPR0VED FROM T-T-82 TO 3-3T-85 АМП NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT)S)

STRENGTH S

METOCLOPRAMIDE

EO 5MG BASE/5ML

METOCLOPRAMIDE HYDROCHLORIDE

EO 5MG BASE/ML

METOCLOPRAMIDE HYDROCHLORIDE

EO T0MG BASE

METOPROLOL TARTRATE

50MG

METOPROLOL TARTRATE

100MG

METOPROLOL TARTRATE

1MG/ML

METRIZAMIDE
3.75GM/VIAL

METRIZAMIDE
6.75GM/VIAL

METRONIDAZOLE
500MG

METRONIDAZOLE
250MG

METRONIDAZOLE

500MG

METRONIDAZOLE
250MG

METRONIDAZOLE
500MG

TRADE NAME

DOSAGE F0RMl ROUTE

REGLAN
(SYRUP; ORAL)

REGLAN
(INJECTABLE; INJECTION)

REGLAN
(TABLET; ORAL)

LOPRESSOR
(TABLET; ORAL)

LOPRESSOR
(TABLET; ORAL)

LOPRESSDR
(INJECTABLE; INJECTION)

AMIPAOUE
(INJECTABLE; INJECTION)

AMIPAOUE
(INJECTABLE; INJECTION)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

METRYL
(TABLET; ORAL)

METRYL 500
(TABLET; ORAL)

APPLICANT NAME

AH ROBINS

AH ROBINS

AH ROBINS

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

WINTHROP LABS/STERL

WINTHROP LABS/STERL

ZENITH LABORATORIES

CHELSEA LABORATORIES

CHELSEA LABORATORIES

DRUMMER/PHDENIX

DRUMMER/PHOENIX

МПА NO.

APPROVAL DATE

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

17-982
08-23-78

17-982
08-23-78

18-517
05-05-82

18-599
09-17-82

16-599
02-13-84

18-620
03-04-82

18-620
06-02-83

PATENT NO. EXCLUSIVITY

EXP. DATE EXP. DATE

NDF
09-24-86

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

I-4
09-24-86

3998790
12-21-93

3998790
12-21-93

3998790 NDF
12-21-93 09-24-86

3701771 1-26
10-31-89 09-24-86

3701771 I-26
10-31-89 09-24-86

IV-69



04-AI

ALIAISGT3X3

88-62-60
006-81

88-81-11
068-81

88-81-11
688-81

88'20-80
148-81

88'20'80
L48-81

88-81-80
S#8-81

88-91-20
818-81

88-91-20
818-81

28-02-21
#94-81

28-¿1-60
#94-8l

28-22-01
0#4-81

28-22-01
0#4-8l

28-18'80
#49-81

3LVG TVA ddV
'
М У0М

85OH NV/MV93N NV

5318O1V8O8V1 1lO88V

5318O1V8O8V1 1lO88V

1V311033VN8VH8 O818O

1V311033VN8VН8 0Н180

1V311033VN8VHd 8Vd

531801V8O8V1 88V8

5318O1V8O8V1 88V8

1V3VN8VHd А808NV0

1V3VN8VHd А808NV0

5318O1V8O8V1 08O3

5318O1V8O8V1 08O3

85OH NV/MV93N NV

31VN LNVGITddV

(NO11330NI 5318V1330NI)
83NIV1NO3

3115V18 NI ‘A‘1 O813N

(NO11330NI 5318V1330NI)
83NIV1NO3

3115V18 NI 31O2V01NO813N

(NO11330NI 2318V1330NI)
31O2V0INO813N

(1V8O 51318111)

1V15OlO88

(1V8O 51318V1)
1V1501088

(1V8O 21318V1)

31O2V0INO813N

(1V8O 21318V1)
31O2V0INO813N

(1V8O 51318Vl)
31O2V01NO813N

(1V8O 51318V1)
31O2V0INO813N

(1V0O 21318111)

31O2v01NO813N

(1V8O 51318V1)
31O2V0INO813N

(1V8O 51.310111.)

31O2V0INO813N

(NO11330NI 5310V1330NI)
’A'I O813N

1311100 .NN03 3OVSOGT

INVN 3GV01

1N001/9N009

31O2V01NO813N

1N001/9N009
31OZV01NO813N

1N001/9N009
31O2V01NO813N

9N009
31O2V0INO813N

9N092
3102001мои1зи

9N092
31O2V0INO813N

9N009
3102V01NO813N

9N092
3102V01N0813N

9N009
31O2V01NO813N

9N092

31OZV0INO813N

9N009
31O2V01NO813N

9N092
31OZV01NO813N

1N001/9N009
31O2V01NO813N

шт
TSTLN3IG3NONI 3AILOV

NOILVNN03NI ALIAISOTOX3 GNV 1N3LVd 31У1000Ndd11 HLIM М0М GNV S11'1H 01 28'1'1 N0N3 GIA000dV STVGN 'AI 31m



IAOLL IV. NUA'D APPROVED IRUN I-I-OZ IU 5—5|—Ob ANU NUA'O NIIH APPRUPRIAIE PAIENI ANU EACLOOIVIIY INIUHMAIIUN

ACTIVE INGREDIENTISI

STRENGTH)S)

METRONIDAZOLE

500MG/100ML

METRONIDAZOLE

500MG/100ML

METRONIDAZOLE

500MG/100ML

METRONIDAZOLE
500MG

METRONIDAZOLE

250MB

METRONIDAZOLE
HYDROCHLORIDE

EO 500MG BASE/VIAL

MICONAZOLE

T0MG/ML

MICONAZOLE NITRATE
2%

MICONAZOLE NITRATE
2%

MICONAZOLE NITRATE
2%

TRADE NAME

(DOSAGE FORM; ROUTE)

METRONIDAZOLE
(INJECTABLE; INJECTION)

FLAGYL I.V. RTU
(INJECTABLE; INJECTION)

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

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

FLAGYL I.V.
(INJECTABLE; INJECTION)

MONISTAT
(INJECTABLE; INJECTION)

MONISTAT 7
(CREAM; VAGINAL)

MONISTAT-DERM
(CREAM; TOPICAL)

MONISTAT-OERM

(LOTION: TOPICAL)

APPLICANT NAME

ELKINS-SINN/AHROBINS

SEARLE PHARMS

SEARLE PHARMS

PAR PHARMACEUTICAL

LNK INTERNATIONAL

SEARLE PHARMS

JANSSEN PHARMA

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

МПА NO.

APPROVAL DATE

18-907
03-30-84

18-353
05-29-81

18-657
12-24-81

18-930
08-18-83

19-029
04-10-84

18-353
11-28-80

18-040
10-04-78

17-450
01-30-74

17-494
01-30-74

17-739
12-16-75

PATENT NO.

EXP. DATE

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

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

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

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

EXCLUSIVITY

EXP. DATE

I-11
12-20-87

1-11
12-20-87

I-11
12-20-87

1-27
09-24-86

IV-71



24-A1

98-#2-60
8-0 58N

98-#2-60
8-0 28N

98-#2-60
SN

98-#2-6
30N

3LVG 'dX3

AIIAISGTOX3

48-02-10
8601608

48-02-10
8601608

48-02-10
8601608

48-02-10
86016b8

48-02-10
8601б88

48-02-10
86016b8

98-21-80
1981988

98-21-80
19b19b8

16-10-01
b496888
06-02-20
9994148

16-10-01
#£96888

06-02-20
9994148

3LVG 'dX3

'0N 1N31Vd

#8-81-60
999-81

#8-81-60
999-81

64-82-21
886-41

18-90-10
111-41

18-90-10
111-41

b4-80-40
111-41

84-80-40
111-41

?4-80-40
111-41

64-81-01
b91-81

64-81-01
#Sl-81

#8-51-80
888-81

28-91-80
029-81

3LVG TVA Nd0V
'
М VGN

5NI8O8НV/NNI5

5NI0O8НV/NNI5

1N0800/5N8VHd

1NO800/5N8VH8

1NO800/5N8VHd

100800/5N8V88

100800/5N8V08

1NO800/5N8VHd

5NI813

5NI813

1N0800

1N0800

1NO800

100800

1NO800

1NO800

NHO080

NH0080

1V311033VN8VHd OHl8O

1V311033VN8VHd OHl8O

3NVN LNVOITddV

(NO11330NI 5318V1330NI)
38 Hd8ONV800

(NO1133CN1 5318V1330NI)
38 Hd8ONV800

(1V8O 531V01м33м00)
Nvaoи

(1V8O =1318111)
8V80N

(1V8O 51318V1)

NV8ON

(1V8O 51310V1)
NV80N

(1V8O 51.318111)
NV80N

(1V8O 21318111)
Nvaow

(1V8O 51318V1)
N311NO1

(1V8O 51318V1)
N31INO1

(1VNI9VA 5180115O8805)
8 1V15INON

(1VNI9VA 518O115O8805)
4 1V15IN0N

131008 -N803 3OVSOG)

31VN 30VN1

1N/9H1

31V3105 3N1Hd8ON

1N/9H9'0
31V3105 3NIHd80N

1N/9N02
301801H3O80АН 3NO0NI1ON

9N001
3018O1H308018 3NO0NI10N

9N09

3018O183O8018 3NO0N11ON

9H92
301801H3080АН 3NO0NI100

9N01
301801H308018 3N00NI10N

9NS
3018O1H308018 3N00NI10N

9N01

1101ХONI0

9N9'2
1101Х0NI0

9N002
31V81IN 31O2VNO3IN

9N001
31V81IN 31O2VNO3IN

S H1 N301

S LN3IGI0ONI IAILOV

NOILVNN0INI ALIAISRTOX3 GNV 1N3LVd 3LVI00O00dV HLIM SIVGN GNV 98'18'C 01 Z8'L'L 10N3 GIAO00dV STVGN 'AI 3TOV1



86-¿2-10
¿929868
86-12-6064-01-21(1V8051318Vl)
1202868b90-SlSNOSGNV88100583О8VЭ8ОЭ

86'[2—10
¿929868
86-12-6064-01-21(1V8051318V1)

1202868190-81SNOSGNV88100583О8VЭ8ОS

86-¿2-10
¿929868
86-12-6064-01-21(1V8O51318V1)

1202868b90—8lSNOSGNV88100583О8VЭ803

86-¿2-10
4929868
86-12-6064-01-21(1V8O51318V1)

1202868b90—8lSNOSGNV88100583О8VЭ8ОS

86-¿2-10
¿929868
86-12-6064-01-21(1V80fl318Vl)
1202868890-81SNOSОNV88100583О8VЭ8ОS

86-¿2-10
4929868

86-12-6064-01-21(1V805.L3`I8Vl)

1202868890-81SNOSОNV88100583О8VЭ8ОS

86-¿2-10
4925868
86-12-6064-01-21(1V8051318V1)

120286889o-GlSNOSОNV88100583О8V98ОS

86-¿2-10
4929868
86-12-6064-01-21(1У8051318У1)

1202868S90-BlSNOSGNV88100583G8VS803

3lV0'dX33lV0'dX33lV0TV006dd031ПО0-N0ОЗ3ЭVSОО

А1101$0TOХ3‘ОМLN3110'NУ0М3NVМLNVITddV31УМЗОУ01

ПЛ‘!|U1|\|^IllТ|1ТАТ!'^'!’\\/'1PHIL]l\|'\|\_llЧIUT“If\\|lIUIII'I'UPUñllЛИUВП_10_!`А!ЧП_1_||l^\|lЛЧААП|IUfUH“‘АТЧЧПЦ|

9N091
ЧОЧООVN

9N021
3О3ООVN

9N0S

1О1ООVN

9N0#
1O1ООVN

9N091

1O1ООУN

9N021
ТО3ООVN

9N08
1O1ООVN

SN0#

1o1ouvN

SН1OМ3015

S1М310З0ЭМ13А1LOУ

84-A1



#4-AI

z6-60-60
289606:
z6-60-60
1081000

z6-60-60
¿616000

98-0z-60 86-lz—zl
SN 9968668

68-0z-ll
ээн

98-#2-60 96-80-80
oм 659901»

98-vz-60
sn

88-62-90
9800698

88-6z-90
980069:

88-62-90
9800698

88-62-90
9800698

98-»2-60
su

98-91-¿0
дешева:

3LVG 'dХ3 3LVG 'dХ3

AIIAISGTOX3 'ON LN3LV0

94-11-80
18S-[1

#8-02-11
286-81

28-91-21
ES4-81

28-#1-90
989-91

84-¿1-#0
080-¿1

#9-90-80
#1l-#1

#9-90-80
#12-#l

4B-[2-21
#12-#l

28-[2-90
#20-81

64-S1-S0
#20-81

31VG TVAONd0V

'ON VGN

88 Х31NAS

1NOdnO/5N8VHd INOdnO

18315/SSV1 dO8H1NIM

1NOdnO/SN8VHd 1NOdnO

1831S/58V1 dO8H1NIM

1831S/50V1 dO8H1NIM

1831S/S8V1 dO8H1NIM

1831S/58V1 dO8H1NIM

1NOdnO/5N8VHd 1NOd0G

1NOd0O/5N8VHd 1NOdnO

31VN lNVOITddV

(1V8O 51318V1)

NASO88VN

(1V8O 51318Vl)
NVХ381

(ТVПО f1310Vl)
XN NIM1V1

(NOI1330NI 5318V1330NI)
NV38VN

(1V8O 5NOISN385nS)
NV8933N

(1V8O 51318111)
NV8993N

(1V8O 51318111)
NV8993N

(1V8O 5.L31011.L1
NV8993N

(NOI1330NI 5318V1330NI)
NIV80N

(NOI1330NI 5318111330NI)
NIVB0N

T310O0 'NN03 3OVTOGT

3NVN 3GV01

9NS2L

N3XO88VN

9N0S
3OI8O1H3O801H 3NOХ3811VN

3SV8 SN0S O3 59NS'0
3OI8O1H3O8OAH

3N13OZV1N38 53OI8O1H3O8OAH 3NOX01VN

1N/9N1
3OI8O1H3O801H 3NOXO1VN

1NS/9N0S2

013V 31XIGI1VN

N91
013V 31XIOI1VN

9H009
013V 31XIOI1VN

9N0S2
013V OIXIOI1VN

1N/9N02
3OI8O1H3O801H 3NIHdn81VN

1N/9N01
3018O1H3O801H 3NIHd081VN

H1 N30LS

1511N3IGI09NI IAILOV

NOILVNN03NI ALIAISOTOX3 GNV LN3LVd 3LVI00O00dV HLIM SIVGN GNV 58'1C'1 OL Z8'l'L ИО6í GIAO00dV S|VGN 'AI 3T0V1



IAbLE 1V. МПА‘) AFPKUVLU гкип |—I—ö£ IU J-ól-oa ANU МПА‘) и11п Аггкигк1н|с гн|пп| нпи ЕАЬЬОО1М11| LHFUAHHILUH

ACTIVE INGREDIENTÍS) TRADE NAME APPLI ANT NAME NDA М . PAТЕМТ ND. EXCLUSIVITY

STRENGTH 5 АПОЗАЁЕ F0RM; RQUTE, APPR VAL DATE EXP. DATE EXP. DATE

8APROXE8 NAPROsYN sv8TEX PR 17-581 3998966
250MG (TABLET; ORAL) 03-11-76 12-21-93

4009197
09-09-92
4001301
09-09-92
3904682
09-09-92

NAPROXEM MAPROSYN SYNTEX PR 17-581 3998966
375MG (TABLET; ORAL) 07-18-80 12-21-93

4009197
09-09-92
4001301
09-09-92
3904682
09-09-92

NAPROXEN NAPROSYN SYNTEX PR 17-581 3998966 NS

500MG (TABLET; ORAL) 04-15-82 12-21-93 09-24-86
4009197
09-09-92
4001301
09-09-92
3904682
09-09-92

NAPROXEN SOOIuM ANAPROX SYNTEX PR 18-164 3998966

275MG (TABLET; ORAL) 09-04-80 12-21-93
4001301

09-09-92
4009197

09-09-92

NICLOSAMIDE NICLOCIDE MILES PHARMS/MILES 18-669 NCE
500MG (TABLET, CMEWABLE; ORAL) 05-14-82 05-14-92

MICOTINE RESIN COMPLEX NICORETTE MERRELL DOW/DOw CHEM 18-612 NCE

EO zMG BASE (GUM, CMEWIMG; ORAL) 01-13-84 01-13-94

IV—75



94-AI

26-S2-11
9082268

16-92-11
2286S68
16-92-11
1160988
68-08-90
8989998

68-l8-21
33N

68-18-21
33N

98-#2-60
ЗОN

98-#2-60
ЗОN

98-#2-60
30N

98-#2-60
30N

98-#2-60
30N

98-#2-60
30N

68-22-20
[29##98

3LVG 'dX3 3LVG 'dX3

ALIAISOTOX3 '0N 1N3LVd

#9-90-11
#89-#1

84-82-01
180-¿1

28-12-#0
A 90#-81

#8-18-21
#22-81

#8-18-21
#22-8l

88-61-10
#44-81

88-08-80
249-8l

88-08-80
249-81

28-90-10
129-81

88-82-21
889-81

88-91-90
489-81

18-18-21
28#-81

3LVG TVA Nd0V

'ON VGN

A1111 I13

OHNV/58V1 H131M

OHNV/S8V1 iS831V

135SnO8-15Н33OH

135S0O8-15Н33OH

NV88n-S83N388

dNV8SOB-1HOd 9

dNV8SO8-1HOd 9

53I8O1V8O8V1 NOI8VN

1-M/SIAVO-388Vd

SHV/38V3 1V31lI83 NV

83ZI3d/58V1 83213d

31VN LNVOITddV

(1V8O 531FTSdV3)

13н 1A1N3AV

(1V8O 51318Vl)
31138AO

(1V8O 51318V1)

NI1539AV

(1V8O 5311158113)
1VlI83N

(1V8O 531nSdV3)
1V1I83N

(NOI1330NI 5318V1330NI)
10811N

(NOI1330NI 5318V1330NI)
1VNO81IN

(NOI1330NI 5318V133CNI)
1VNO8lIN

(NOI1330NI 5318V1330NI)
018-O811"

(NO11330NI 5318VI33CNI)
1V15O81IN

(NOIIS30NI 5318V1330NI)
110181

(1V8O 53105dV3)
VI08V3088

13100N -NN03 3OVSOGT

31VN IGV01

3SV8 9R01 03
3OI8O1H3O801H 3NI1Al81818ON

9NS40'0
13815398ON

9HS
31V133V 3NO80NIH138ON

UN0S
31V31VN 3NISN33INON

9H92
31V31VN 3NISN33INON

1N/9N8'0
NI833A190811N

1N/9NS

NI833A19O8IIN

1N/9N1
NI833A19O8IIN

1N/9H9

NI833A19O8LIN

1N/9N9

NI833A19O8IIN

1N/9NS'0
NI833A19O8IIN

ÚN0L
3NI81O33IN

(sT-141813115

(511131031011 311m

NOILVNN0INI ALIAISOTOX3 GNV LN3LVd 3LVI00O00dV H1IM STVGN GNV S8'LC-C 01 Z8'l'1 ИО63 GIAO00dV S|VGN 'AI 3T0V1



TABLE IV. NDA'S APPROVED FROM T-T-82 ТО 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT АМП EXLLUDIVIIT INrunnnllun

ACTIVE INGREDIENTTS) TRADE МАМЕ EXCLUSIVITY

TREN TH 5 ТППЗАЕЕ FORM; ROUTE)

NORTRIPTYLINE HYDROCHLORIDE
EQ 25MG BASE

NORTRIPTYLINE HYDROCHLORIDE
EO T0MG BASE/5ML

NORTRIPTYLINE HYDROCHLORIDE
EQ 10MG BASE/5ML

NORTRIPTYLINE HYDROCHLORIDE
EO 10MG BASE

NORTRIPTYLINE HYDROCHLORIDE
EO 25MG BASE

NORTRIPTYLINE HYDROCHLORIDE
E0 75MG BASE

NORTRIPTYLINE HYDROCHLORIDE
EO 50MG BASE

OXAMNIOUINE
2S0MG

OXPRENOLOL HYDROCHLORIDE
20MG

OXPRENOLOL HYDROCHLORIDE
40МБ

OXPRENOLOL HYDROCHLORIDE
80MG

OXPRENOLOL HYDROCHLORIDE
160MG

AVENTYL HCL
(CAPSULE; ORAL)

AVENTYL HCL
(SOLUTION; ORAL)

PAMELOR
(SOLUTION; ORAL)

PAMELOR
(CAPSULE; ORAL)

PAMELOR
(CAPSULE; ORAL)

PAMELOR
(CAPSULE; ORAL)

PAMELOR
(CAPSULE; ORAL)

VANSIL
(CAPSULE; ORAL)

TRASICOR
(CAPSULE; ORAL)

TRASICOR
(CAPSULE; ORAL)

TRASICOR
(CAPSULE; ORAL)

TRASICOR
(CAPSULE: ORAL)

ELI LILLY 14-684 3922305
11-06-64 11-25-92

ELI LILLY 14-685 3922305

11-06-64 11-25-92

SANDOZ PHARMS/SANDOZ 18-012 3922305
08-01-77 11-25-92

SANDOZ PHARMS/SANDOZ 18-013 3922305
08-01-77 11-25-92

SANDOZ PHARMS/SANDOZ 18-013 3922305
08-01-77 11-25-92

SANDOZ PHARMS/SANDOZ 18-013 3922305
06-14-79 11-25-92

SANDOZ PHARMS/SANDOZ 18-013 3922305
06-14-79 11-25-92

PFIZER LABS/PFIZER 18-069 3903283

07-23-80 09-02-92
3821228
06-28-91
3925391
12-09-92

CIBA/CIBA-GEIGY 18-166 3483221
12-28-83 12-09-86

CIBA/CIBA-GEIGY 18-166 3483221

12-28-83 12-09-86

CIBA/CIBA-GEIGY 18-166 3483221
12-28-83 12-09-86

CIBA/CIBA-GEIGY 18-166 3483221
12-28-83 12-09-86

NCE
12-28-93

NCE
12-28-93

NCE
12-28-93

NCE
12-28-93

IV-77



84-AI

48-10-01
ЗОN

#6-08-80
33N

26-81-20
33N

3LVG 'dX3

86-80-90
829168

86-80-90
829168

06-90-90
8804848

S6-80-80
6999010

26-22-40
8019688

48-80-80
91066#8

48-80-80
91066#8

88-90-10
2128998

88-90-10
2128998

3LVG 'dX3

11101$0TOХ3 'ON 1NI1Vd

#8-10-01
964-81

24-62-40
8#9-¿1

#4-62-40
180-¿1

#8-20-#0
#09-80

#8-08-80
189-81

28-81-20
204-4l

49-#2-¿0
#61-91

#8-91-01
#92-61

#4-92-¿0
8#0-¿1

19-¿1-#0
244-21

19-¿1-#0
244-21

84-#1-60
910-¿1

24-#2-01
910-¿1

3LVG TVA d01
'
N VGN

53I8O1V8O8V1 NO31V

VZ1V

VZ1V

OHNV/58V1 H131M

135S0O8-15Н33OH

S31SAHd-IO3N

1831S/58V1 dO8H1NIM

03NOHdA1

OHNV/S8V1 15831V

A1111 I13

A1111 I13

VNOZ8V/NONV98O

VNOZ8V/NONV98O

31VN 111G13d01

(31N1VH1HdO 5139)

SH 3NIdO1Id

(31N1VHIHdO 535V3138

0311O81NO3 'l835NI)
0#-O1Id 183503O

(31N1VH1HdO 53SV3138
0311O81мO3 '1835м1)
02-O1Id 18з5пэо

(1V8O 5df18AS)
3A NV983N38d

(1V80 535V3338
0311O81NO3 '1318V11

1V1N381

(NOI1330NI 5318V1330NI)
111 NI Vd10 N0IONI IdN

(NOI1330NI 5318VI330NI)
NIM1V1

(NOI1330NI f318V.L330NI)
008 NV1N38

(NOI1330NI 5318V1330NI)
NO1AVldBd

(1V8O 51318V1)
3NO801VH

(1V8O 51318V1)
3NO801VH

(NOIL33CNI 5318V1330NI)
NO1nAVd

(NOIL330NI 5318V1330NI)
NO1nAVd

T31008 51101 3015001

3111 IGVN1

%#
3018O1Н3O801H 3NI88V3O1Id

9N11
3NI88V3O1Id

9NS
3NI88V3O1Id

1NS/9N92'9 51NS/9NS
3018O1H3O801H

3NIZVH13NO88 530I8O1H3O801H 3NI8HdB1AN38d

9H00#
3N111^91x01u38

1N/13N1
111-N1 'N0IOOSIO N0IONI 31Vl31N38

1N/35V8 9H08 03
3111311 3N13OZV1N38

1VIA/9N008
31VNOIH135I 3NIOINV1N38

1N/9H92'0
NI815V9V1N38

9N2

3111331 3NOSVHl3NV8Vd

9Nl
3111331 3NOSVH13NV8Vd

1N/9H1
30INO88 N0INO803NVd

1N/9N2
3OINO88 NOINO803NVd

5 110NI115

(STLN3IGINONI 311131

10111160311 1111IS03OХ3 GN1 1NI11d 3LVI00O00dV HLIM 5TV01 GN1 98'1C'1 01 28'1'1 1061 GIAO00dV 5TV01 'AI 3TOV1



TABLE IV. NDA'S APPROVED FROM T-T-82 T0 3-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLOSIVITY INFURMATIUN

APPLI ANT NAME NDA NO. PATENT 10. EXCLUSIVITYACTIVE INGREDIENTTS) TRADE NAME

STRENGTHTS) D A E F RM' TE

PIMOZIDE ORAP
2MG (TABLET;

PINDOLOL VISKEN
5MG (TABLET;

PINDOLOL VISKEN
10MG (TABLET;

PINDOLOL VISKEN
15MG (TABLET;

PIROXICAM FELDENE

T0MG

PIROXICAM FELDENE

20MБ

(CAPSULE; ORAL)

(CAPSULE; ORAL)

MCNEIL PHARM

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

APPROVAL DATE EXP. DATE EXP. DATE

17-473
07-31-84

18-285
09-03-82

18-285
09-03-82

18-285
09-03-82

18-147
04-06-82

18-147
04-06-82

3471515
10-07-86

3471515
10-07-86

3471515
10-07-86

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

3591584

07-06-88
3674876

07-04-89
3862319

01-21-92
4100347
07-11-95
3927002

12-16-92
R229668
12-10-91

NCE
07-31-94

NCE
09-03-92

NCE
09-03-92

NCE
09-03-92

NCE
04-06-92

NCE
04-06-92

IV—79
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT АМП EXCLUSIVITY INFORMATION

A TIVE IN REDIENT S

STRENGTH

POLYETHYLENE GLYCOL 3350;
POTASSIUM CHLORIDE;
SODIUM BICARBONATE;

SODIUM CHLORIDE;
SODIUM SULFATE
360GM/PACKET;
4.47GM/PACKET;
10.08GM/PACKET;
8.76GM/PACKET;
34.08GМ/РАCКEТ

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; 1MG

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; 2MG

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE
0.5MG; 5MG

POTASSIUM ACETATE

2MEO/ML

POTASSIUM CHLORIDE

10ME0

TRADE NAME

DAEFRNR H

COLYTE
(POWDER FOR
RECONSTITUTION; ORAL)

MINIZIDE
(CAPSULE; ORAL)

MINIZIDE
(CAPSULE; ORAL)

MINIZIDE
(CAPSULE; ORAL)

POTASSIUM ACETATE 1N
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

KLOTRIX
(TABLET, CONTROLLED
RELEASE; ORAL)

APPLICANT NAME

EDLAN PREPARATIONS

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

ABBOTT LABORATORIES

MEAD JOHNSON/B-M

МПА N
O
.

PATENT N
O
.

EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-983
10-26-84

17-986 3511836

06-13-80 05-12-87
3663706

05-16-89
4130647
12-19-95

17-986 3511836
06-13-80 05-12-87

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

17-986 3511836

06-13-80 05-12-87
3663706

05-16-89
4130647
12-19-95

18-896 NDF
07-20-84 09-24-86

17-850 4140756
05-22-80 02-20-96

1V-81
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TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-3T-85 AND NDA‘S NITH APPROPRIATE PATENT АМП EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTTS)

STRENGTH 5

PRALIDOXIME CHLORIDE
300MG/ML

PRAZEPAM

20MG

PRAZIOUANTEL
600MG

PRAZOSIN HYDROCHLORIDE
5MG

PRAZOSIN HYDROCHLORIDE
1MG

PRAZOSIN HYDROCHLORIDE
2MG

PROBUCOL
250MG

TRADE МАМЕ

(D95151100; ROUTE)

PRALIDOXIME CHLORIDE
(INJECTABLE; INJECTION)

CENTRAX
(CAPSULE; ORAL)

BILTRICIDE
(TABLET; ORAL)

MINIPRESS
(CAPSULE; ORAL)

MINIPRESS
(CAPSULE; ORAL)

MINIPRESS
(CAPSULE; ORAL)

LORELCO
(TABLET; ORAL)

APPLI ANT NAME

SURVIVAL TECHNOLOGY

PARKE-DAVIS/W-L

MILES PHARMS/MILES

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

MERRELL DOW/DOW CHEM

МПЩ
АРР VAL DATE

18-986
12-13-82

18-144
05-10-82

18-714
12-29-82

17-442
06-23-76

17-442
06-23-76

17-442
06-23-76

17-535
02-01-77

РАТЕМТ N
Q
.

EXP. DATE

4001411
01-04-94

3511836

05-12-87
3663706
05-16-89
4092315

05-30-95
4130647

12-19-95

3511836
05-12-87
3663706
05-16-89
4092315
05-30-95
4130647
12-19-95

3511836
05-12-87
3663706

05-16-89
4092315

05-30-95
4130647
12-19-95

3576883
04-27-88
3862332
01-21-92

EXCLUSIVITY

EXP. DATE

NDF
09-24-86

NS
09-24-86

NCE
12-29-92

IV-83
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TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTTS)

STRENGTH 5

PROTIRELIN
0.5MG/ML

PROTIRELIN
0.5MG/ML

PYRANTEL PAMOATE

EO 250MG BASE/5ML

RANITIDINE HYDROCHLORIDE
EO 150MG BASE

RANITIDINE HYDROCHLORIDE
EO 25MG BASE/ML

RITODRINE HYDROCHLORIDE
10MG

RITODRINE HYDROCHLORIDE
10MG/ML

RITODRINE HYDROCHLORIDE
15MG/ML

SAFFLOWER OIL; SOYBEAN OIL
10%; 10%

SAFFLOWER OIL; SOYBEAN OIL
5%; 5%

SARALASIN ACETATE
EO 0.6MG BASE/ML

SCOPOLAMINE
1.5MG

TRADE NAME

(DOSAGE FORM; ROUTE)

THYPINONE
(INJECTABLE; INJECTION)

RELEFACT TRH
(INJECTABLE; INJECTION)

ANTIMINTH
(SUSPENSION; ORAL)

ZANTAC
(TABLET; ORAL)

ZANTAC
(INJECTABLE; INJECTION)

YUTOPAR
(TABLET; ORAL)

YUTOPAR
(INJECTABLE; INJECTION)

YUTOPAR
(INJECTABLE; INJECTION)

LIPOSYN 11 20%
(INJECTABLE; INJECTION)

LIPOSYN II 10%
(INJECTABLE; INJECTION)

SARENIN
(INJECTABLE; INJECTION)

TRANSDERM-SCOP
(FILM, CONTROLLED
RELEASE; PERCUTANEOUS)

APPLICANT NAME

ABBOTT LABORATORIES

HDECHST-ROUSSEL

ROERIG/PFIZER

GLAXO

GLAXO

ASTRA PHARM PRODS

ASTRA PHARM PRODS

ASTRA PHARM PRODS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

NORNICH EATON/P&G

CIBA/CIBA-GEIGY

МПА N
O
.

APPROVAL DATE

17-638
11-05-76

18-087
07-18-78

16-883
12-30-71

18-703
06-09-83

19-090
10-19-84

18-555
12-12-80

18-580
12-12-80

18-580
09-27-84

18-991
08-27-84

18-997
08-27-84

18-009
05-29-81

17-874
12-31-79

PAТЕМТ NO.

EXP. DATE

3746697
07-17-90

3746697
07-17-90

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

4128658
12-05-95

4128658
12-05-95

3410944
11-12-85

3410944

11-12-85

3410944

11-12-85

3932624
о1-13-93
3886134
05-27-92

4031894

06-28-94
4262003

04-14-98

EXCLUSIVITY

EXP. DATE

NCE
06-09-93

NCE
06-09-93

NР
09-24-86

NP

09—24—86

IV-85
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TABLE IV. NDA'S APPROVED FR0M T-T-82 T0 3-31-85 AND NDA'S NITH APPROPRIATE PATENT ANDÁEXCLUSIVITY INFORMATION

ACTIVE INGREOIENTTS) TRAOE NAME APPLICANT NAME NDA NO PATENT N0 EXCLUSIVITVl l |

SODIUM CHLORIDE SODIUM CHLORIDE 0.9% IN ABBOTT LABORATORIES 19-217
9MG/ML PLASTIC CONTAINER 07-13-84

(INJECTABLE; INJECTION)

SODIUM CHLORIDE SODIUM CHLORIDE 0.9% ABBOTT LABORATORIES 19-218
9MG/ML IN PLASTIC CONTAINER 07-13-84

(INJECTABLE; INJECTION)

SODIUM IODIDE, I-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671
100 UCI (CAPSULE; ORAL) 05-27-82

SODIUM IODIDE, I-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671

200 UCI (CAPSULE; ORAL) 05-27-82

SODIUM IODIDE, I-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671
400 UCI (CAPSULE; ORAL) 05-27-82

SODIUM LACTATE SODIUM LACTATE IN ABBOTT LABORATORIES 18-947 NS

SMEG/ML PLASTIC CONTAINER 09-05-84 09-24-86
(INJECTABLE; INJECTION)

SODIUM NITROPRUSSIDE SODIUM NITROPRUSSIOE ELKINS-SINN/AHROBINS 18-581

S0MG/VIAL (INJECTABLE; INJECTION) 07-28-82

SODIUM PHOSPHATE, DIBASIC; SODIUM SODIUM PHOSPHATES ABBOTT LABORATORIES 18-892 NP
PHOSPHATE, MONOBASIC IN PLASTIC CONTAINER 05-10-83 09-24-86
142MG/ML; 276MG/ML (INJECTABLE; INJECTION)

SOMATROPIN ASELLACRIN 2 SERONO LABS 17-726 NS
2 IU/VIAL (INJECTABLE; INJECTION) 07-21-83 09-24-86

SORBITOL SORBITOL 3% IN PLASTIC TRAVENOL LABS 18-512
SGM/100ML CONTAINER 05-27-82

(SOLUTION; IRRIGATION)

SOYBEAN OIL SOYACAL 10% ALPHA THERAPEUTIC 18-465
10% (INJECTABLE; INJECTION) 06-29-83

SOYBEAN OIL TRAVAMULSION 10% TRAVENOL LABS 18-660
10% (INJECTABLE; INJECTION) 02-26-82

1У-87
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TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 AND NDA'S MITH APPROPRIATE PATENT АМП EXCLUSIVITY INF0RMATION

ACTIVE INGREDIENT S

STRENGTH S

SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG

SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG

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

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

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

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

SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; 80MG

SULFAMETHOXAZOLE; TRIMETHOPRIM
800MG; 160MG

SULFAMETHOXAZOLE; TRIMETHOPRIM
400MG; B0MG

SULFAMETHOXAZOLE: TRIMETHOPRIM
800MG; 160MG

SULFASALAZINE
500MG

TRADE NAME

DOSAGE FORM' ROUTE

SULFAMETHOXAZOLE AND

TRIMETHOPRIM
(TABLET; ORAL)

SULFAMETHOXAZOLE AND

TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)

SULFATRIM PEDIATRIC
(SUSPENSION: ORAL)

SULFATRIM
(SUSPENSION; ORAL)

5MZ-TMP
(SUSPENSION; ORAL)

SM2-TMP PEDIATRIC
(SUSPENSION; ORAL)

SULFAMETHOXAZOLE AND

TRIMETHOPRIM
(TABLET; ORAL)

SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)

SULFAMETHOXAZOLE 8
TRIMETHOPRIM
(TABLET; ORAL)

SULFAMETHOXAZOLE &
TRIMETHOPRIM
(TABLET; ORAL)

AZULFIDINE
(TABLET, ENTERIC COATED;
ORAL)

APPLICANT NAME

DRUMMER/PHDENIX

DRUMMER/PHOENIX

NATL PHARM MFG/BARRE

NATL PHARM MFG/BARRE

BIOCRAFT LABS

BIOCRAFT LABS

DANBURY PHARMACAL

DANBURY PHARMACAL

HEATHER DRUG

HEATHER DRUG

PHARMACIA/PHARMACIA

МПА NO. PATENT N
0
.

APPROVAL DATE EXP. DATE

18-598
05-19-82

18-598
05-19-82

18-615
01-07-83

18-615
01-07-83

18-812
01-28-83

18-812
06-10-83

18-852
05-09-83

18-854
05-09-83

18-946
08-10-84

18-946
08-10-84

07-073
04-06-83

EXCLUSIVITY

EXP. DATE

NDF
09-24-86

IV-B9



06-A1

28-90-80 (NО11330NI f318V1330NI) V/N
988-81 N3Н3O10V8/NVHS83NV NV3S83NV 31VNO803N ‘NS6-01 ‘N0113NH031

44-91-21 (NО11330NI 5318V1330NI) V/N
246-41 813130N 3N/9V10 03N 3111O315O 31VNO803N ‘N66-31 ‘N0113NН331

28-42-10 (NО11330NI f318V1330NI) V/N
242-81 8383N/085N 31VldB3019 NV353NН331 LI8 31V1dB3019 ‘N6S-31 ‘N0113NH331

V/N
98-02-60 94-02-01 (NO11330NI 2318V1330NI) 112 31VH85OHdO8Ad
6-1 089-41 SNOS GNV 881005 83 33lOH85OHd 'N66 31 ‘N0113NН331

98-02-60 28-91-80 (NО11330NI f318V1030NI) V/N
dN 49#-81 8131301 3N/9V10 03N 3111O1Vd38 118 NIN33OS10 ‘N66-31 ‘N0113NН331

V/N
88-92-80 (NО11330NI f318V1330NI) 118
892-81 8V31301 3N/9V10 03N 3111O831N 01O11O3 NIN081V ‘NSG-31 'N0113NН331

(1V8O 8O1V83N39/1322'2-22'0
98-02-60 14-80-90 'SnON3AV81NI 5NO1.L01OS) 8O1V83N39
18-1 688-41 SNOS GNV 881005 83 3311NIN 31V13NН331838 N0IGOS N66—31 ‘N0113NН331

98-90-11 69-21-90 (1V310O1 51N3N1NIO) H9/51Iu0 000'28
61460#8 828-21 58V1 1ON3AV81 35VAV81 SNIV1IlnS _

68-00-00
6080998
06-80-00 84-42-60 (1V8O f1318V1) 9N002
8099248 116-41 8383N/ОЭ8N 118ONI13 3VONI1nS

06-80-00
8#99248

68-00-00 84-42-60 (1V8O s.L318V.L) 9N091
6080998 116-41 8383N/085N 118ON113 3VONI105

(1V8O
98-02-60 88-02-90 50311O3 31831N3 ‘1318V1) 9N009

30N 290-88 1V31ln33VN8VHd 8V1O8 3NIZV1VSV310S 3NIZV1VSV3105

31VG '0Х3 31VG '0Х3 31VG 11100dd1 131000 51003 30150G1 5 119NI015

111115 1 Х3 '0N 113110 '0N VG1 3111 111311dd1 3111 30101 (511131030511 311LO1

10111110311 11101$0TOХ3 GN1 1NI110 31110000dd1 1111 5TV01 GN1 90'1C'8 01 28'1'1 1001 G3100dd1 5TV01 'AI 33011



[МЁДЕ IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH(S)

TECHNETIUM,
N/A

TERBUTALINE
0.2MG/INH

TERBUTALINE
0.2MG/INH

TERBUTALINE
1MG/ML

TERBUTALINE
2.5MG

TERBUTALINE
5MG

TERBUTALINE
2.5MG

TERBUTALINE
5MG

TC—99M, SUCCIMER KIT

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

TRADE NAME

(DOSAGE FORM; ROUTE)

MPI DMSA KIDNEY REAGENT
(INJECTABLE;

BRETHAIRE

INJECTION)

(AEROSOL; INHALATION)

BRICANYL
(AEROSOL; INHALATION)

BRICANYL
(INJECTABLE;

BRICANYL

INJECTION)

(TABLET; ORAL)

BRICANYL
(TABLET; ORAL)

BRETHINE
(TABLET; ORAL)

BRETHINE
(TABLET; ORAL)

APPLICANT NAME

MEDI-PHYSICS

GEIGY/CIBA-GEIGY

MERRELL DOW/DOW CHEM

MERRELL DON/DON CHEM

MERRELL DON/DOW CHEM

MERRELL DOW/DOW CHEM

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

МПА NO. PATENT NO. EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

17-944 4208398 NP
05-18-82 06-17-97 09-24-86

4233285
11-11-97

18-762 3937838 NDF
08-17-84 02-10-93 09-24-86

4011258
03-08-94

18-000 3937838
03-19-85 02-10-93

4011258

03-08-94

17-466 3937838

03-25-74 02-10-93
4011258

03-08-94

17-618 3937838
04-22-75 02-10-93

4011258
03-08-94

17-618 3937838

04-22-75 02-10-93
4011258

03-08-94

17-849 3937838
05-17-76 02-10-93

4011258
03-08-94

17-849 3937838
05-17-76 02-10-93

4011258
03-08-94

IV-91
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68-60-11
33N
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8904821
46-61-80
4418121

46-20-21
8904821
46-61-80
4418121

68-11-00
8999998
46-92-80
9809611

68-11-00
8999998
46-92-80
9809611

68-11-00
8999998

68-11-00
8999998

68-11-00
8999998

16-80-80
892110#

86-01-20
8884868

31VG '0Х3

'0N 113110

18-60-11
492-81

18-60-11
492-81

84-41-80
980-81

84-41-80
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410-81
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TABLE IV. NDA'S APPROVED FROM T-T-82 T0 3-31-85 АМП МПА'З М1ТН APPROPRIATE PATENT АМП EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTTS)

STRENGTH(S)

TOLAZAMIDE
100MG

TOLAZAMIDE
250MG

TOLAZAMIDE
500MG

TOLAZOLINE HYDROCHLORIDE
25MG/ML

TOLMETIN SODIUM

EO 200MG BASE

TOLMETIN SODIUM

EO 400MG BASE

TRAZODONE HYDROCHLORIDE
50MG

TRAZODONE HYDROCHLORIDE
100MG

TRETINOIN
0.05%

TRETINOIN
0.1%

TRETINOIN
0.05%

TRETINOIN
0.01%

TRETINOIN
0.025%

TRADE NAME

(D0SAGE FORM; ROUTE)

TOLAZAMIDE
(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

PRISCOLINE
(INJECTABLE; INJECTION)

TOLECTIN
(TABLET; ORAL)

TOLECTIN DS
(CAPSULE; ORAL)

DESYREL
(TABLET; ORAL)

DESYREL
(TABLET; ORAL)

RETIN-A
(SOLUTION; TOPICAL)

RETIN-A
(CREAM; TOPICAL)

RETIN-A
(CREAM; TOPICAL)

RETIN-A
(GEL: TOPICAL)

RETIN-A
(GEL: TOPICAL)

APPLICANT NAME

ZENITH LABORATORIES

ZENITH LABORATORIES

ZENITH LABORATORIES

CIBA/CIBA-GEIGY

MCNEIL LABORATORIES

MCNEIL LABORATORIES

MEAD JOHNSON/B-M

MEAD JOHNSON/B-M

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

МПА NO.

APPR0VAL DATE

18-894
11-02-84

18-894
11-02-84

18-894
11-02-84

06-403
02-22-85

17-628
03-24-76

18-084
10-30-79

18-207
12-24-81

18-207
12-24-81

16-921

10-20-71

17-340
01-26-73

17-522
07-19-74

17-955
10-05-78

17-579
04-18-75

PAТЕМТ NO.

EXP. DATE

3752826
08-14-90

3752826
08-14-90

3381009
04-30-85

3381009
04-30-85

3729568

04-24-90

3729568

04-24-90

3729568
04-24-90

3729568
04-24-90

3729568
04-24-90

EXCLUSIVITY

IV-93
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TABLE IV. NDA'S APPROVED FROM T-T-82 TO 3-31-85 АМП NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE ING

STRENGTH S

VERAPAMIL
80MG

VERAPAMIL
120MG

VERAPAMIL
80MG

VERAPAMIL
120MG

VERAPAMIL
2.5MG/ML

VERAPAMIL

2.5MG/ML

WATER FOR
100%

WATER FOR
100%

WATER FOR
100%

WATER FOR
100%

WATER FOR
100%

XENON, XE

SMCI/VIAL

REDIENTTS)

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

INJECTION, STERILE

INJECTION, STERILE

INJECTION, STERILE

INJECTION, STERILE

INJECTION, STERILE

127

TRADE NAME

(DOSAGE FORM; ROUTE)

ISOPTIN
(TABLET; ORAL)

ISOPTIN
(TABLET; ORAL)

CALAN
(TABLET; ORAL)

CALAN
(TABLET; ORAL)

CALAN
(INJECTABLE; INJECTION)

CALAN
(INJECTABLE; INJECTION)

STERILE WATER FOR INJECTION
1N PLASTIC CONTAINER
(110010; N/А)

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

STERILE WATER IN PLASTIC
CONTAINER
(110010; N/A)

BACTERIOSTATIC WATER IN
PLASTIC CONTAINER
(110010; N/А)

STERILE WATER FOR INJECTION
IN PLASTIC CONTAINER
(LIQUID: N/A)

XENON XE 127

(GAS: INHALATION)

APPLICANT NAME

KNOLL PHARMACEUTICAL

KNOLL PHARMACEUTICAL

SEARLE/SEARLE PHARMS

SEARLE/SEARLE PHARMS

SEARLE PHARMS

SEARLE PHARMS

TRAVENOL LABS

TRAVENOL LABS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAN/AM HOSP

MALLINCKRODT

МПА N
O
.

APPROVAL DATE EXP. DATE

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

18-801
10-27-82

18-802
10-27-82

19-077
03-02-84

18-536
10-01-82

РАТЕМТ N
0
.

EXCLUSIVITY

EXP. DATE

NR
09-24-86

NR
09-24-86

NR
09-24-86

NR

09-24-86

NCE
"`

10-01-92

IV-95
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