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III. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST
DESCRIPTION OF REPORT

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

USE OF REPORT

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

Drug Product Definition

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

New Molecular Entity

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

Drug Product Count

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



A.COUNTSCUMULATIVEBYQUARTERS

CATEGORIESCOUNTEDJULY'84(BASELINE)OCT'84JAN'85

DRUGPRODUCTSLISTED74|576097746

SINGLESOURCE2005(27.05)2045(2б.9$)2077(26.81)
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DESIEFFECTIVE3

REMARKETEDO

DRUGPRODUCTSREMOVED:28

HITI'IDRAWNAPPROVALO

RXTOOTCSWITCHO
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APPROVED PRESCRIPTION DRUG PRODUCTS 1

CUMULATIVE SUPPLEMENT NUMBER 9 / AUGUST
ACEBUTOLOL HYUROCHLORIDE (PAGE 3-1)

CAPSULES ORAL
SECTRAL
IVES LABS/ANNO

EQ 400MG BASE!

ACETAMINOPHEN; BUTALBITAL (PAGE 3-1)

TABLET; ORAL
BUTALBITAL AND ACETAMINOPHEN
DANBURY PHARMACAL 325MG§50MGH

ACETAMINOPHENì 8UTALBITAL§ CAFFEINE (PAGE 3-1)

CAPSULE; ORAL
DUTALDITALZ AOETAHINDPHENZ CAFFEINE

58 on GRAHAM LABS 325nе;50n8;4onеn

55 325mе;50nе;40mеn

AB згвме;вонз;аомэц
ESSEC -

Ag GILBERT LABORATORIES 325М8;50и8;40n8ц

TABLET; ORAL
Essxc

58 GILBERT LABORATORIES 325MB;50M8;40Nеn
EIORIcET

58 sANOOz PNARns/sANOOz 325n8;50n8;40m8n
REPAN

5_ оn GRAHAn LABS згзМегво гаоМеп

АСЕТАn1N0РНЕН1 CODEINE PHOSPHATE (PAGE 3-1)

TABLET; ORAL
ACETAMINOFHEN AND CCDEINE PHOSPHATE

АА ZENITH LABORATORIES 300HG§60NG
AOETANINOPBEN N/ ccoEINE 82

55 LENNON зоом8;15пеи
AOETANIROPHEN N/ осветив as

55 LENNON зпонз;зомец
АСЕТАМЁКЗРНЕН Nl CODE"NE Sá

55 ьеином дроме;ьомец
/ÁÓÉIÁNÍNQÉNÉN'NÍ'édńÉÍNE'ïìîîgůaïé'äá/

/éá/ /ZÉÑÍÍH-LÁÉßBÄÍÓRÍES//ëâêìáßÉÉQÉ/

EQ 200NG BASE! \:..

DRUG PRODUCT LIST

N 18917
N 18917

N 87550

88758
88765
89067

2

2
1
2
‘:

88825

N 87629

N 88616
N 87804

N 87083

N 88627

N 88628

N 88629

/N/ßŕńŕi/

'84 - HAY '85

ACETANINOPHEN; HYoROcOoONE BITARTRATE (PAGE 3-2)

cAPsULE; ORAL
AOETANINOENEN ANO NYnRoconoNE BITARTRATE

55 CENTRAL PHARns soonе;§n§n N 88898

TABLET; ORAL

ACETAHIHQÉHEN AND HYUROCODONÉ BITARTRATE .
>_DLI_>/ÁÁ/ /ÉÈNÍRÁL.PHÄRNS/ /ÉÉÉÈÉßÉÉÉ/ /N.¢?757/

> ADD > CO-FESIC

> Aon > 55 CENTRAL PHARns soonе;§g§ N 87757
HYDRGSODONE BITARTRATE W/ ACETAMINOPHEN

55 BARR LABORATORIES soonе;§ggn N 88577

ACETANINOPNEN° OxYcOnONE NYDROONLORIOE (PAGE 3-2)

CAPSULE; ORAL
TYLOx
McNEIL PHARM 500п8;5n8п N 88790
TYLOx-325
искать PHARM 325Mo;5nsn N 88246

TABLET; ORAL
/ódńáééf/
oxvcET

55 HALSEY DRUs 325n8;§__n N 87463

ACETIc AcIul GLACIAL (PAGE 3-3)

sOLUTION/OROPS; oTIc
AOETIO Acro

51 THAMEs PHARnACAL ¿2n N 88638

АСЕТ1С ACIO2 GLACIAL; NYOROcORTIsONE (PAGE 3-3)

SOLUTION/OEUFS; DTIC
NYnROccRTIscNE ANO AcETIc AcIu

51 THAMES PHARnAcAL ggiggn N 88759

AcvcLOVIR (PAGE 3-4)

cAPsULE; ORAL
zOVIRAx
BURROUеHs NELLconE zoonen N 18828

ALBUTEROL SULFATE (PAGE 3-5)

SYRUP; ORAL
PROVENTIL
SCHERING EQ ENG BASE/5ML! N 18062



дышишь(из:3-5)ANINOPNYLLINE(PAeE3-6)

TABLET;ORALINJECTABLE;INJECTION
пищатьAMINOPHYLLINE

шBOLARPNARNACEUTICAL100118-N18241>AOO>A_PSOLOPAKLABORATORIES25118/11111N66429
_AB3001181:N16241>Ano>Ag25n6/NLT:N66749
ABCHELSEALABORATORIESIooMCnN16765
цzoons»N16765TABLET;ORAL

gанашуPNARNACALIooNCnN18832ANINOPNYLLINE
I AB300119nN1867?ммтину/ŕńńńxá/т.#Sáßï/

ЁCOROLABORATORIES200118N65261

ANOINOCILLIN(PAeE3-6)
AHINOPHYLLINE;SODIUHCHLORIOE(PAGE3-9)

INJECTABLE;INJECTION
COACTININJECTABLE;INJECTION

NOPFNAm-LAROCHE25ms/VIALnN50565ANIROPHYLLINEIN5101011CHLORIDE0.452
500MG/VIAL!N50565¿EABBOTTLABORATORIES100MB/100MLì450HG/100MLIN88147
16M/VIAL!N50565¿E200ML/100MLì450MG/100HL!N88147

AMINDPHYLLINEINSODIUHCHLORIDE0.452IHPLASTICCONTAINER
A!ABBOTTLABORATORIES100MG/100MLì450MG/100MLHN18924

¿HIKACINSULFATE(PAeE3-6)A2200MG/100HLS450NG/100ML!N18924
QOOHG/lOOHLìQSOMG/lOOMLlN18924

“шиш;www"'
шторм"

118‘в‘652‘хмЁЁЁЁЁЁЁЧЁЁЁЁЁЧЁ‘ЁЁЁ'ЙШNma“
AMIKIN

..
1

...
L.'

BRISTOLLABS/B-nEO50118BASE/Nu:N62562/ÄBBÓÍÍÍLÄBÓRÁÍRÍÉS//SßriÉ/iń-dî'1i.í45ß5NG/ïńßrli//Nfßßïńŕ/
EO250118BASE/Nu:N62562

‚Ш/т6614” „Е‚1‚‚,I-riíE»r1.-I|111‚'
_ /ÁPIITIOPTIYIIL'INE‘0122'IN'5didi'dxLORIO!'61452/

¿NINOACIgS(PAeE3-6)/gg/718111513‘,минимумам-ìНЕМ!dridhódńüáмнил
INJECTABLE;INJECTION
BRANCHAHIN4ZAMITRIPTYLINEHYDROCHLORIDE(PAGE3-10)
TRAVENOLLABS4211N16676
BRANCNANIN42INPLASTICCONTAINERTABLET;ORAL
там/21101.LABS4211N16664ANITRIPTYLINENCL

ТЕМ/АЗЫ.102woELECTROLTTESINPLASTICCONTAINERBPANTHERAPEUTICS2511811N66672
там/51101.LABS10211N18931BP5011811N66673
там/Азы.5.52н/оELECTROLYTESINPLASTICCONTAINERBP7511811N66674
там/51101.LABS5.521:N16931BPIconenN66675
там/11501.8.52шоELECTROLYTESINPLASTICCONTAINERBPPARPHARMACEUTICAL1011811N66697
TRAVENoLLABS6.5mN16931BP2511811N66696

BP5011811N66699
BP7511811N6.67oo

ANINOACIDS;OExTROSE(PACE3-71BP10011811N66701
/ÈÈ/

/sxmw
#mamma/133@/II'ÈÉÃÉÉ

INJECTABLE;INJECTION
‚‚‚,u‚ AMINOSYN3.52wOExTROSE52INPLASTICCONTAINER/BP//áSńIîá//N'Oßßdá/

ABBOTTLABORATORIES3.sz;sswIooNLN19120/Bŕ/[56119]//Nfßßáßá/
ANINOSYN3.52w/OExTROSE252INPLASTICCONTAINER/BP//jSyigáń//Nfddßdé/
ABBOTTLABORATORIES3.52s256N/IoONLN19116/Bŕ/липнут]/Nfóóńńj/
ANINOSYN4.252N/OExTROSE252INPLASTICCONTAINER/Bŕ//ïidń‚7„188888!
ABBOTTLABORATORIES4.252125811/100111.N19119A_BSIONAKLABORATORIES1011811N88883

_A_B2511811N66664
ц5011811N66665
¿B7511811N66666

011118PRMLIITLISTlCWLATIVESUPPLEMENTMER9Íшеизт'84HAY'852



DRUG PRODUCT LIST / CUMULATIVE '84  HAY '85 3SUPPLEMENT NUMBER 9 / AUGUST
AHITRIPTYLINE HYDRDCHLORIDE (PAGE 3-10)

TABLET; ORAL
AMITRIPTYLINE HCL

59 810НАК LABORATORIES 10H6!
AB Ioonеn
AB 150M6n
BP SUPERPHARM юнец
BP гвмец

ВР sоМеп

BP 75Мец

ВР 100MGn

AMHONIUN LACTATE (PAGE 3-12)

LOTION; TOPICAL
ANMONIUM LACTATE
BRISTOL-HEYERS EQ 122 ACID!

AMOXICILLIN; POTASSIUN CLAVULANATE (PAGE 3-13)

POWDER FOR RECONSTITUTION;
AUGHENTIN '125'
BEECHAH LABS/BEECHAH 125MG/5ML;

EQ 31.25NG ACID/5ML!

ORAL

AUGNENTIN '250'
BEECHAM LABS/BEECHAN ZSOMG/SNLìEQ 62.5MG ACID/5ML!

TABLET; ORAL
AUGNENTIN ‘250'

\ BEECHAN LABS/BEECHAM ZSOMGìEQ 125HG ACID!
AUGMENTIN '500'
BEECHAM LABS/BEECHAN SOOMGîEQ 125MB ACIDN

AHPHETAHINE SULFATE (PAGE 3-13)

TABLET; ORAL
AHPHETANINE SULFATE
LANNETT 5MG!

10H6!

AMPICILLIN SODIUH (PAGE 3-14)

INJECTABLE; INJECTION
AMPICILLIN SODIUN
ELI LILLY EQ 500MG BASE/VIAL!

Iâ
(ä

EQ IGH BASE/VIAL!

1
2
1
2
2
2
2
2
А
2
2
2

N

88883
88687
88888
88853
88854
88855
88856

88857

19155

50575

50575

50564

50564

83901
83901

62565
62565

Z  U

Z < U 2

2

А
А

œ
ш

AHPICILLIN/AMPICILLIN TRIHYDRAIE (PAGE 3-16)

CAPSULE; ORAL
AMPIOILLIN

ASPIRIN;

58

ASPIRIN;

2

I”
I”

b
>
>

3
Э

DRUMMER/PHOENIX N 61387

N 61387
EQ 250MB BASE
EQ §00HG BASE

BUTALBITAL; CAFFEINE (PAGE 3-16)

CAPSULE; ORAL
BUTALBITAL N/ ASPIRIN AND CAFFEINE

TABLET;

CHELSEA LABORATORIES 325NG§50MGS40MGI N 86231

ORAL
BUTALBITAL COMPOUND

CAPSULE;

ZENITH LABORATORIES 325HG§50HGî40MGl N 85441

CAFFEINE; PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)

ORAL
PROPOXYPHENE COMPOUND 65

LENMON 389MG;32.4MG;65HGB
ZENITH LABORATORIES 389MG;32.4VG;65MG!

N 89025

N 83077
PROPOXYPHENE HCL Nl ASPIRIN AND CAFFEINE
CHELSEA LABORATORIES 389MG§32.4NG;65MG! N 85732

ASPIRINi HETHOCARBAHOL (PAGE 3-17)

ATROPINE SULFATE;

TABLET; ORAL
/NETNOOARBANOL ‘ш 'ÄÉPIRÍN/
METNOOARBANOL ANB ASPIRIN

TABLET;

OIPHENDXYLATE HYDROCHLORIDE (PAGE 3-18)

ORAL
LOGEN
SUPERPHARH 0.025HGS2.5HGI N 88962

AURANOFIN (PAGE 3-18)

BENZOYL PEROXIDEì

CAPSULE; ORAL
RIDAURA

GEL;

SK&F LABORATORIES ЗМЕЯ N 18689

ERYTHROMYCIN (PAGE 3-21)

TOPICAL
BENZAHYCIN
DERMIK/RORER 52§3Zl N 50557
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CALCIUMCHLORIQE;DEXTROSEîPOTASSIUMCHLORIDEESODIUM

CHLORIDE;SODIUMLACTATE(PAGE3-29)

INJECTABLE;INJECTION
POTASSIUMCNLORIDESMEQINDEXTROSE52AND
LAOTATEDRINGER'SINPLASTICCONTAINER

¿ETRAVENOLLABS20MG/100ML356M/100ML;
105M6/100ML3600M6/100ML5

310MG/100MLIN19367

CALCIUMCHLORIDE;MAGNESIUMCHLORIDE;POTASSIUMCHLORIDEì
SODIUMAC§TATE§SODIUMCHLORIDEiSODIUMLACTATE(PAGE3-29)

INJECTABLE;INJECTION
/PÃÄSNÄÉLÍÍÉÍïNÍPLÄSÍI¢Í¢ÓNÍÄINÉRI

PLASMA-LYTERINPLASTICCONTAINER

CALCIUMGLUCEPTATE(PASE3-30)

INJECTABLE;INJECTION
CALCIUMSLUCEPTATE

/éÉ/ÍÍÑÍL.ÑÉBÍBÃÍÍBÑ.SÍSÍ/É'ÖÚÚÉ'¢ÄÉ¢ÍÚÚÍÉÑÉ/NÍRÍÉSS/

CAPTOPRIL(PASE3-31)
>ADD>

TABLET;ORAL
CAPOTEN>ADD>
ERSQUIBBANDSONS12.5M6lN18343>ADD>

>ADD>
>ADD>

CAPTOPRILEHYDROCHLOROTHIAZIDE(PAGE3-31)

TABLET;ORAL>ADD>
CAPOZIDE25/15
ERSQUIBBANDSONS25MG§15MGIN18709>ADD>

CAPOZIDE25/25>ADD>
ERSQUIBBANDSONS25MG$25MGIN18709>ADD>

CAPOZIDE50/15>ADD>
ERSQUIBBANDSONSSOMGSISMGIN18709

CAPOZIDE50/25
ERSQUIBBANDSONS50MG§25MGIN18709

CARBACHOL(PAGE3-31)

/SóiúïïPNÍDR¢PSÃÍPPHÍHÄLHÍ¢Í

INJECTABLE;INJECTION

CEFAZOLINSODIUHìDEXTROSE(PAGE3-33)

INJECTABLE;INJECTION
ANCEFINDEXTROSESZINPLASTICCONTAINER

TRAVENOLLABSEQ10MBBASE/MLSSOMG/MLI
EQ20MBBASE/MLSSOMS/MLI

CEFORAMIDE(PASE3-33)

INJECTABLE;INJECTION
PRECEF

BRISTOLLABS/B-M500MG/VIAL!
ISM/VIAL!
ZGM/VIALl
I0GM/VIAL!
ZDGMÍVIALI

CEFOTAXIMESODIUM(PAGE3-33)

INJECTABLE;
CLAFORAN

HOECHST-ROUSSEL

INJECTION

/Éá‘535151114.'BASE/PIAN
EQIoeNBASE/VIALn

CEFOTAxINESOOIUN;OExTROSE(PAeE3-331

INJECTABLE;INJECTION
CLAFORANINOExTROSE52INPLASTICCONTAINER

NOECHST-RoUSSELEQ20м8BASE/NLssoNS/NLn
EQ40H6BASE/"LîSONG/NLI

CEFOTAxINESOOIUN;SoOIUNCHLORIOE(PASE3-331

INJECTABLE;INJECTION

N50566
N50566

62579
62579
62579
62579
62579

2
1
2
2
2
2
5
2

/NÍSPSÄÍ/

N50547

N50596

N50596

CLAFORANINSODIUMCHLORIDE0.92INPLASTICCONTAINER

HOECHST-ROUSSELEQ20MSBASE/MLî9MS/ML!
EQ40M6BASE/ML39MG/MLI

CEFOXITINSODIUM(PAGE3-33)

INJECTABLE;
MEFOXIN

MS&D/MERCK

INJECTION

EQI0GMBASE/VIAL!

CEFOXITINSODIUM;DEXTROSE(PAGE3-33)

INJECTABLE;INJECTION
MEFOXININDEXTROSE52INPLASTICCONTAINER

MS&D/MERCKEQ20MGBASE/MLSSOMG/MLI
EQ40MBBASE/MLS50MG/MLI

N50596

N50596

N50517

N50581

N50581

'856 '84MAY NUMBER9/AUGUST DRUGPRODUCTLIST/CUMULATIVESUPPLEMENT



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 9 / AUGUST '84  HAY ‘85
CEFOXITIN SODIUHì SODIUH CHLORIDE (PAGE 3-33)

INJECTABLE; INJECTION
MEFOXIN IN SODIUN CHLORIDE 0.92 IN PLASTIC CONTAINER
MS&D/MERCK EQ 20H6 BASE/MLì9MG/ML! N

EQ 40H6 BASE/ML;9HG/NLI N

I CEFTIZOXIME SDDIUH; DEXTROSE (PAGE 3-33)

INJECTABLE; INJECTION
CEFIZOX IN DEXTROSE 52 IN PLASTIC CONTAINER
SK&F LABORATORIES EQ 20H6 BASE/ML350MG/HLI N

EQ 40M6 BASE/MLES0MG/MLI N

CEFTRIAXONE SODIUM (PAGE 3-33)

INJECTABLE; INJECTION
ROCEPHIN
HOFFnANN-LA ROCHE EQ 250MB BASE/VIALE N

EQ zsone BASE/VIALE N
EQ soone BASE/VIALE N

EQ soone BASE/VIALn N'
EQ Ien BASE/VIALn N

EQ Ien BASE/VIALn N

EQ 26n BASE/VIALn N
EQ 108n BASE/VIALn N

CELLULOSE SOOIUn PHOSPHATE (PAGE 3-34)

гомона; ORAL
CALCIBINO
MISSION PHARnACAL 3ooen/BOTn N

CEPHALOTHIN SOOIUn (PAGE 3-34)

INJECTABLE; INJECTION
> ADD > CEPHALOTHIN
> ADO > Ag INTL mEOICATION SYS Eg len BASE/VIALn N
> AOO > ¿g Eg een BASE/VIALE N
> AOD > Ag EQ 48n BASE/VIALE N
> AOO > EQ вовnе BASE/VIALE N

CHLOROIAzEPOxIOE HYOROCHLORIOE (PASE 3-37)

CAPSULE; ORAL
cHLOROIAzEPOxIOE HOL „

AB LEnnON Sgen N

AB Ionen N
¿g asnen N

AB SUPERPHARH ¿men N
Ag Ionex N

¿B zsnen N

50581

50581

50589
50589

50585
62510
50585
62510
50585
62510IZ
50585
50585

18757

62426
62426
62426

62426

88705
88706
88707
88987
88986
88988 .

> ADD >

/
/

CHLOROTHIAZIDQ (PAGE 3-38)

TABLET; ORAL
CHLOROTHIAZIDE

AQ Э DRUMMER/PHOENIX 250HG

CHLORPROMAZINE HYDROCHLORIDE (PAGE 3-40)

CONCENTRATE; ORAL
OHLORPROMAZINE HOL

¿A _7RBRÃÑÉÍÍÃEPRXTBRIÉSI/Sóńé/ńi

Ã
Ã
I

/îìßñë7ñé/
cHLORPRoHAzrNE HOL :NTENsOL

¿A ROxANE LABORATORIES §gg§¿mL
¿A Ioone/nL

TABLET; ORAL
CHLORPROMAZINE HCL

BP CORD LABORATORIES 10H6
BP 25H6
BP sОnБ
BP 100M@
BP

Миш: E/
am

лещ /Tfam'mammms/ /mmß/
/EP/ /zsmá/
/EP/ шин
/mß/ шути
/PP/ идти

QBLORPROPAMIOE (PAGE 3_42)

TABLET; ORAL
CHLORPROPAMIOE

AB BARR LABORATORIES ¿Oonen
AB esonen
AQ CHELSEA LABORATORIES IOONGI
AQ COLHEO LABORATORIES IOOMGI
AQ QSOMGI
¿B CORO LABORATORIES IOOHGU

AB zsonen
AB OANBURY PHARMACAL IOONGH

A@ BESSER
AB впадина PHARnS Ioonen
AB zsonen
AB LEnmON Ioonen
AQ SIOHAK LABORATORIES IOOMGI
AB zsonen
A@ SUPERPHAR" IOOHGI
Ag гвомец
AQ ZENITH LABORATORIES IOONGI

SLUCAMIOE

A [БИНОN ZSONGI Z
2
5
2
2
2
2
5
2
2
:Z
IZ
IZ
Z
IZ
IZ
Z
IZ
IZ
Z
IZ

85485

88812
88813
86865
88708
88709
88725
88726
88852
88826
88918
88919
88768
88921
88922

88695
88840

88641
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 9 / AUGUST '84  MAY '85 9

CROMOLYN SODIUM (PAGE 3-48)

SOLUTION/DROPS; OPHTHALMIC
OPTICROM

FISONS 42H

CYCLOPHOSPHAMIDE (PASE 3-50)

INJECTABLE; INJECTION
CYTOXAN

Ä# 7ÑEÃBÍJPHNSRNIBFH/
dńéŕvŕAüí.IL
.Häì ITE/
.~.}üŕdL/

I

|2
|<
|<
I<
@
ïìï
ì

'U
‘D
‘U
U

T
ÍÍ
Ñ
Ln
n

ч
a 2F Ц

BRISTOL LABS/B-M
ZOOMG/VIAL
500MG/VIAL

_mL/_OAL
2GM/VIAL

TABLET; ORAL

CIIÈÍÉIJaPRsßA/ß'n/ /zsna/I ' f
/sßaß/

BRISTOL LABS/B-M 25H6

50M@

CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-51)

TABLET; ORAL
CYPROHEPTADINE HCL

AA AM THERAPEUTICS 4MG!

DESERPIDINE; METHYCLOTHIAZIDE (PAGE 3-52)

TABLET; ORAL
ENDURONYL

BP ABBOTT LABORATORIES 0.25MG;5MG

ENDURONYL FORTE
BP ABBOTT LABORATORIES 0.5MG;5MG

METHYCLOTHIAZIDE AND DESERPIDINE
BP BOLAR PHARMACEUTICAL 0.25MG;5MGI
BP 0.5MG;5MG¥

DESONIDE (PAGE 3-53)

CREAM; TOPICAL
DESONEN

AB ONEN LABS/DERM PRODS 0.052!
TRIDESILON

l) MILES PHARMS/MILES 0.052

N
2
Z

Z
2

18155

88798

12775

12775

88486
88452

19048

17010

DESOXIMETASONE (PAGE 3-53)

OINTMENT; TOPICAL
TOPICORT
HOECHST-ROUSSEL 0.052! N 18594

DEXAMETHASONE (PAGE 3-53)

/¢REAA;:T¢P1¢A1/
HEX пр

'/

/¢É¢A§ÈA/AP2¢AA/ M5942/ /N'ïßßńä/

DEXAMETHASONEìANEOMYCIN SULFATEìAPOLYMYXIN B SULFATE (PAGE 3-55)

OINTMENT; OPHTHALMIC
DEXAOIDIN

51 COOPERVISION PHARMS 0.12;EQ 3.5MG BASE/GM;

102000 UNITS/GM! N 62566

SUSPENSION/DROPS; OPHTHALMIC
DEXACIDIN

51 COOPERVISION PHARMS 0.123EQ 3.5MG BASE/ML;

102000 UNITS/MLN N 62544

DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-55)

SOLUTION/DROPS; OPHTHALMIC
DEXAMETHASONE QODIUM PHOSPHATQ

51 CARTER-GLOGÀU LABS EQ 0.12 PHOSPHATEI N 88771

DEXAMETHASONE SODIUM PHOSPHATE; NEOMYCIN SULFATE (PAGE 3-56)

SOLUTION/DROPS; OPHTHALMICBIM
51 MS&D/MERCK EQ 0.12 PHOSPHATE;

EQ 3.5MG BASE/ML
"БОНУС!" SULFATE-DEXÀMETHASONE SODIUM PHOSPHATE

51 PHARMAFAIR EQ 0.12 PHOSPHATE;Щи

N 50322

N 62539

/OÉRBRONRHÉNÍRÁHINÉ'HÁEEÁTÉ"PSÉÚOÓÉRHÉURÍNÉ'SÚEŕáT (PASE 3-56)

/ÍÄBJÃÉÜ'IIRÄI/
/ÚISAPHRAL/ ‚

~

‚

/SIÍHÉRINÉ/ мандаты т
#55.4.4/

OExTROAnPHETAnINE SULFATE (PAeE 3-58)

TABLET; ORAL
OEXTROAHPHETAHINE SULFATE

> AOO > AA a VITARINE/PHoENIx SAQ N 84988
> ABO > AA 8 Ione N 85892
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DRUG PRODUCT LIST / CUMULATIVE 11SUPPLEMENT NUMBER 9 / AUGUST '84  MAY '85
DEXTROSE; POTASSIUM CHLORIDE; SOOIUM CHLORIDE (PAGE 3-60)

INJECTABLE; INJECTION
POTASSIUM CHLORIDE SMEG IN DEXTRCSE 52 AND SODIUM
CHLORIDE 0.92 IN PLASTIC CONTAINER

52 TRAVENOL LABS 5GM/100ML;150MG/100ML;
9OOMG/lOOMLl N 19308

DEXTROSE; THEOPHYLLINE (PAGE 3-62)

INJECTABLE; INJECTION
THEOFHYLLINE AND DEXTROSE 52 IN PLASTIC CONTAINER

52 TRAVENOL LABS SGM/100ML;4OMG/100ML N 18649

52 SGM/100MLì80MG/100ML N 18649

52 SGM/100ML;160MG/IOOML N 18649

52 SGM/100ML;200MG/100ML N 18649

52 SGM/lOOML;4OOMG/100ML N 18649
THEOPNYLLINE IN DEXTRUSE 52 IN PLASTIC CONTAINER

52 ABBOTT LABORATORIES SGM/100MLì4OMG/100ML! N 19211

52 SGM/100ML;80MG/100ML! N 19211

52 5GM/100ML;160MG/100MLB N 19211

52 SGM/100MLì200MG/100MLM N 19211

52 SGM/100ML;400MG/100MLI N 19211
TNEOPHYLLINE 0.042 AND DEXTROSE 52 IN PLASTIC CONTAINER

52 AM MCGAN/AM HOSP SGM/100MLì4OMG/100ML! N 19083
TMEOPHYLLIHE 0.082 AND DEXTROSE 52 IN PLASTIC CONTAINER

52 AM "СВА8/АН HOSP 5GM/100ML;80MG/100MLN N 19083
THEOPHYLLINE 0.162 AND DEXTRCSE 52 IN PLASTIC CONTAINER

52 AM MCGAN/AM HOSP 56N/100MLì160MG/100MLM N 19083
THEOPHYLLINE 0.22 ANO DEXTROSE 52 IN PLASTIC CONTAINER

52 AM MCGAN/AM HOSP SGM/100ML;200MG/100MLB N 19212
THEOPHYLLINE 0.42 AND DEXTROSE 52 IN PLASTIC CONTAINER

52 AM "СВА8/АИ HOSP SGM/100MLî4OOMG/100ML! N 19212

DIATRIZOATE MEGLUMINE (3-62)

INJECTABLE; INJECTION

ш /wMRAP' ‘Аня/шк ‘щи т‘шш. .I . L '
.‚ ../@ /_./ т. хтз/Ш

52 NINTHROP-BREON/STERL §22 N 16403Ш
52 NINTHROP-BREON/STERL 592 N 16403

SOLUTION; URETHRAL
HYPARUE-CYSTO I .

Ш] ïñïñïñäöß.’iA'Ps/sTfRL//w/ т. хшз/
51 NINTHROP-BREON/STERL 592 N 16403

Z ‘ U
Z < D

DIATRIZOATE SQQIUM (PAGE 3-63)

INJECTABLE; INJECTION
UE

/O/ т
@ALTAMIRA/5%

52 NINTHROP-BREON/STERL 502
252

SOLUTION; URETERAL
HYPAQUE

/IUNÍHRPÉ'ïÄßS/SÍÉRA//áßń/
NINTHROP-BREON/STERL 202

DICYCLOMINE HYDROCHLORIDE (PAGE 3-64)

CAPSULE; ORAL
BENTYL
MERRELL DON/DON CHEM 10H6!

INJECTABLE; INJECTION
BENTYL
MERRELL DON/DON CHEM 10MG/MLI

SYRUP; ORAL
BENTYL
MERRELL DOH/DON CHEM 10MG/5MLI

TABLET; ORAL
BENTYL
MERRELL DON/DON CHEM 20M6!

DIETHYLPROPION HYDROCHLORIDE (PAGE 3-65)

TABLET; ORAL
DIETNYLPROPIDN HCL

AA LEnnoN gäggn

‚1699552

(I
I.

'A355517

N 09561

N 09561

m5159551/

N 09561

N 07409

N 08370

N 07961

N 07409

N 88642

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/0.5MLI N 18885
0.5MG/0.7ML;5»000 UNITS/0.7ML;
7.46MG/0.7MLI

DIPHENHYDRAMINE HYDROCHLORIDE (PAGE 3-67)

CAPSULE; ORAL
DIPHENHYDRAMINE MCL

SUPERPHARM
2
2

2
’
>
2

N 18885

N 89040

N 89041
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ERYTHROMYCIN (PAGE 3-73)

OINTMENT; TOPICAL
AKNE-MYCIN
HERMAL PHARM LABS 22N

SOLUTION; TOPICAL
SANSAC

51 ONEN LABS/DERM PRODS 22!

SNAB; TOPICAL
ERYCETTE
ORTHO PHARMACEUTICAL ахи

ERYTHROMYCIN ETHYLSUCCINATE (PAGE 3-74)

SUSPENSION; ORAL
ERYTHROMYOIN ETHYLSUCCIHATE
PHARMAFAIR EQ 200MG BASE/5ML!

EQ QOOMG BASE/SMLHlä
lä

ERYTHROMYCIN LACTOBIONATE (PAGE 3-75)

INJECTABLE; INJECTION
ERYTHRCMYCIN
ELKINS-SINN/AHROBINS EQ 500MG BASE/VIALE

EQ lGM BASE/VIALN
ERYTHROMYCIN LACTOBIONATE
ABBOTT LABORATORIES EQ 500MG BASE/VIAL

EQ 16M BASE/VIAL

lä
lä

Ië
lë

ESTROGENSZ CONJUGATED (PAGE 3-76)

TABLET; ORAL
CONJUGATED ESTROGENS

BS ZENITH LABORATORIES 0.3"9!

ETHINYL ESTRADIOL; ETHYNODIOL DIACETATE (PAGE 378)

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

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

50584

62522

50594

62559
62558

62563
62563

50182
50182

88569

ETHINYL ESTRADIOLE LEVONORGESTREL (PAGE 3-78)

TABLET; ORAL-21
TRIPHASIL-Zl
NYETH LABS/AMHO 0.03MG,0.04MG;0.03MG;

0.05MG,0.075MG,0.125MG! N 19192

TABLET; ORAL-28
TRIPHASIL-28
NYETH LABS/AMHO 0.03MG,0.04MG»0.03MG;

0.05ме‚0.075ме‚0.125неи N 19190

ETHINYL ESTRAOIOL; NORETHINORONE AcETATE (PAGE 3-79)

TABLET; ORALîzl
/LńŕSïRïN.i„5/ßń/
LOEsTRIN 21 1.5/30

ETIDRONATE OTSOOIUM iPAGE 3-81)

TABLET; ORAL
OIORONEL
NORNIOH EATON/Pas 400MB: N 17831

FENTANYL cITRATE (PAGE 3-81)

INJECTABLE; INJECTION
FENTANYL OITRATE

Ag ABBOTT LABORATORIES Eg 0.05nG BAsE/nLn N 19115

ELQElêQLlQE ‘PAGE 3-821

AEROSOL; INHALATION
BRONALIDE
SYNTEX LABS/SYNTEX 0.025MG/INHB N 18340

FLUOCINOLONE ACETONIDE (PAGE 3-82)

CREAM; TOPICAL
FLUOCIHOLONE ACETONIDE

A; BAY LABORATORIES 0.o1xn N 88757
¿I 0.0252и N 88756

¿I PHARNAFAIR 0.01иц N 88499

¿I 0.0252п N 88506
rLuoNro

ё ЖаЁЁЁЁЁТ ‘Aêëäíîâëìëëïf “57” /ï
î Éäìîî/fi . 5‘11 .'.. .

/ÃÍÍ /tf 252/ /Ñfßßáßä/
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NEPARIN SoOIun (PAeE 3-91) NOnATROPINE nBTNYLBROnIOE; NYORocOOoNE BITAgTRATg (PAeE 3-95)

INJECTABLE; INJEcTABLE SYRUP; ORAL
нытик LOOK FLUSN > OLT > /NYOROOOUONE/

Ag LTPNOnEO 100 UNITS/MLU N 17651 > 100 > NYURoooooN: connoUNo
Ag SOLOPAK LABORATORIES 10 UNITS/NLA N 88457
Ag 10 UNITS/nLn N 88580
Ag 100 UNITS/nLn N 88581 HYORALAzINE HYDROCHLORIDE (PASE 3-95)Ш
/áä/

ELKINS-SINN/AHROBINS/20iódó'úńŕŕälńül /Ñfijńßŕ/ TABLET; ORAL

/_/ /d И: 'UMTS/ni/ /N/ijgijj/ тимина NcL
/á .6.1 11‘, nL/ /N'ïŕńßj/ _A_A AMIDE PHARMACEUTICAL еще: n 88560

AA Benen N 88649
AA AScOT HOSP PNARnS 25nen N 88310

HEPARIN SODIUM; SODIUM CHLORIDE (PAGE 3-93) M §0MGII N 88311

AA BARR LABORATORIES Ionen N 88728
INJECTABLE; INJECTION AA Ioonen N 88729
NERARIN SOoIUn 10,000 UNITS IN SOOIUn cNLORIoE 0.92 AA cAnALL Ionen N 88846
ABBOTT LABORATORIES 10,000 UNITS/IoonL; AA

‘
25nen N 88847

900ne/IoonLn N 18911 AA sonen N 88848
NEPARIN зонтик 10,000 UNITS IN SooIUn cNLoRIoE 0.852 AA Ioonen N 88849

Ag ABBOTT LABORATORIES 10,000 UNITS/IoonL; > 100 > AA 8 ORUnnER/PNOENIx gsne N 86088
450ne/100nLn N 18911 AA SUPERPNARn Ionen N 88787

NERARIN Soorun 12,500 UNITS IN SBBIUN OnLoRInE 0.92 AA gsnBn N 88788
Ag ABBOTT LABORATORIES 5,000 UNITS/IoonL; AA Bonen N 88789

ooone/IoonLn N 18911
NEPARIN SooIun 25,000 UNITS IN эпохаМ cNLoRIoE 0.92

Ц ABBOTT LABORATORIES 5,000 UNITS/100ML; ETDROCHLOROTHIAZIDg (PAGE 3-96)
900MG/100MU! N 18911

NEPARIN SooIUn 5000 UNITS IN SODIUM cNLoRIuE 0.452 TABLET; ORAL
A_P ABBOTT LABORATORIES 100 им1т$/т_;4.5ме/м|.и N 18911 HYDROCHLOROTHIAZIDE

AB LEnnON gsnen N 88924
AB 50nen N 88923

NEPARIN SOoIUn; SoOIUn cNLoRIOE  IN PLASTIC (PAeE 3-931 AB SuPERPNARn 25nen N 88827

AB sonen N 88828
INJECTABLE; INJECTION AB Iconen N 88829
NEPARIN зонтоМ 1000 UNITS IN SooIUn ONLORIUE 0.92

Ag An nceA8/An HOSP 200 UNITS/IoonL;9oone/IoonLn N 19042

NEPARIN sooIUn 2000 UNITS IN SoBIUn cNLoRIoE 0.92 HYnROONLOROTHIAZIOE; nETORROLOL TARTRATE (PASE 3-981
Ag An nceAN/An HOSP 200 UNITS/IoonL;9oone/IoonLn N 19042

NERARIN SooIUn 25000 UNITS IN SooIUn cNLoRIoE 0.92 TABLET; ORAL
52 AM MCGAN/AM HOSP 5,000 UNITS/100ML; LOPRESSOR HCT 100/25
52 9oone/IoonLxz N 19135 GEIGY/CIBA-GEIGY 25MG§100I$I N 18303
HEPARIN SODIUM 5000 UNITS IN SODIUM CHLORIDE 0.92 LOPRESSOR HCT 100/50

Ё ABBOTT LABORATORIES 1,000 UNITS/IoonL;9oone/IoonL N 18916 GEIGY/CIBA-GEIGY 50MG$100MG¥1 N 18303

.A_P AM HOGAN/AM HOSP 1,000 UNITS/100ML; LOPRESSOR HCT 50/25
9oone/IoonLn N 19042 eEIeY/cIBA-eEIeY 25ne;50nex N 18303

NExAcNLOROPNENE (PASE 3-94) NYOROcNLORoTNIAzIOE; PROPRANOLOL HYDROCHLORIDE (PAeE 3-98)

EnULSION; TOPICAL TABLET; ORAL

титзЕх. ПНЙЁЮШЦ ‚ ‚ ‚
ц хттгшт LABS l# N 19055 /AYERSI LABS/Amin! штампы т ‚1151531!

штампы м 1:4031/
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1М1РПАН1NЕ HYDRQQHLQRIDE (PAGE 3-107)

TABLET; ORAL

AA mpmmßnmms/
A1010/2 ’

P/ /. /
AQ SK&F LABORATORIES LQHQ
_A_É Щ
BP 50M@

INDOMETHACIN (PAGE 3-108)

CAPSULE; ORAL
INDOMETHAOIN

AB PAR PHARMACEUTICAL гзМэп
AB sonen
AB PARKE-DAVIS/H-L 25nец

AB Боnец

SUPPOSITORY; RECTAL
INDOCIN
MS&D RES LABS/MERCK БОМБ!

INDOMETHACIN SODIUM TRIHYDRATE (PAGE 3-108)

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

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

INJECTABLE; INJECTION
NEPHROFLON
MEDI-PHYSICS 1MCI/MLI

IOPANOIC ACID (PAGE 3-109)

TABLET; ORAL
TELEPAOUE

/NINTHFÓÉ'LABS/SÍERL//Sńńńß/
HINTHROP-BREON/STERL 500MG

ISOETHARINE MESYLATE (PAGE 3-110)

AEROSOL; INHALATION

BRONKOnETER l I
/BRÉ¢NLAHS/SÍÉRLÍÑÉ//AAÁIZ/

BN BREON LABS/STERLING 0.34ne/INH
ISOETNARINE nESYLATE

BN NATL PNARn nFe/BARRE 0.34ne/INNn

18829
18829
18806
1880622

N 17814

N 18878

N 18289

/rl'ńßńßŕ/
N 08032

/Nfïáßßá/
N 12339

N 87858

БАЦ5Ц1С1М SULFAIE (PAGE 34112)

INJECTABLE; INJECTION
KANAMYCIN SULFATE
CARTER-GLOGAU LABS
KANTREX

BRISTOL LABS/B-M

lä E IGM BASE/3MLI

E 75MG BASE/2M и
Е 500MG BASE/2ML!
E IGM БАЗЕ/ВНЕ!|Ё

|$
Р
Ё

LABETALOL HYDROCHLORIDE (PAGE 3-113)

INJECTABLE; INJECTION
NORnOOYNE
ScNERINe вnе/"1n

TABLET; ORAL
NoRnonYNE

AB ScNERINe aoonen
AB _ зооМеп

AB 4oonen
TRANUATE

AB eLAxO aoonen

AB 300nen

AB 4oonen

LEUPROLIDE ACETATE (PAGE 3-113)

INJECTABLE; INJECTION
LUPRON
TAP PHARMACEUTICALS 1MG/0.2MLI

LEVONORDEFRIN; MEPIVACAINE HYDROCHLORIDE (PAGE 3-114)

INJECTABLE; INJECTION
SDANDONEST L

52 DEPROCO 0.05MG/MLì2Zl

LIDOCAINB (PAGE 3-114)

AEROSOL; ORAL

XYLOCAINE
ASTRA PHARM PRODS 102.

LIQOCAINE HYDROCHLORIDE (PAGE 3-115)

INJECTABLE; INJECTION
xTLuoAINB
ASTRA PNARn PROOS /52/

SOLUTION; ORAL
LIDOCAINE HCL

51 ROXANE LABORATORIES 22!

62520

62564
62564
625642

2
2

N 18686

18687
18687
18687

18716
18716
187162

2
2
2

N 19010

N 14394

/Nfïßéńß/

N 88802
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DRUG PRODUCT LIST / CUMULATIVE 19SUPPLEMENT NUMBER 9 / AUGUST '84  MAY '85
METHYCLOTHIAZIDE (PAGE 3-129)

Ё
Ё
Ё
TABLET; ORAL
METHYGLOTHIAZIDE
CHELSEA LABORATORIES 2.5MG!

COLMED LABORATORIES

HETHYLDOPA (PAGE 3-130)

Ё
Ё
TABLET; ORAL
METHYLDOPA
MYLAN PHARMS

<Mеn

впец

METHYLPREDNISOLONE SODIUM SUCCINATE (PAGE 3-131)

METRONIOAZOLE (PAGE 3-133)

Ё
Ё
Ё

Ё
ЁЁ
Ё
Ё
Ё
Ё
Ё

Ё
Ё

INJECTABLE; INJECTION
SOLU-MEDROL

UPJOHN

INJECTABLE; INJECTION
METRCNIDAZOLE
INTL MEDICATION SYS
LYPHOMEO
METRYL IV
LEMMON

TABLET; ORAL
METRONIDAZOLE
HALSEY DRUG
PAR PHARMACEUTICAL

SIDMAK LABORATORIES

SUPERPHARM

METRYL
LEMMON
METRYL 500
LEMMON
SATRIO
SAVAGE LABS/ALTANA

EQ 2GM BASE/VIALK

500MG/100ML!
500MG/100ML!Ш"

MICONAZOLE NITRATE (PAGE 3-134)

SUPPOSITORY; VAGINAL
MONISTAT 3
ORTHO PHARMACEUTICAL 200MG!

b
2
Z

Z
Z
IZ
Z
Z

Z

Z
IZ
IZ
IZ
IZ
Z
Z

MORPHINE SULFATÈ (PAGE 3-135)

INJECTABLE; INJECTION
DURAMORPH PF

88750 ELKINS-SINN/AHROBINS 0.5MG/MLH
88724 IMG/ML!
88745

NAFCILLIN SODIUM (PAGE 3-135)

INJECTABLE; INJECTION
NAFCIL

AE BRISTOL LABS/B-M EQ lOGM BASE/VIAL!
70075 NALLPEN

70076 _E BEECHAM LABS/BEECHAM EQ I0GM BASE/VIAL

NALBUPHINE HYDROCHLORIDE (PAGE 3-136)

INJECTABLE; INJECTION
NUBAIN

11856 DUPONT PHARMS/DUPONT 20MG/MLl

NALTREXONE HYDROCHLORIDE (PAGE 3-136)

TABLET; ORAL
TREXAN

70004 DUPONT PHARMS/DUPONT sОnБ!
70071

70042 NEOMYCIN SULFATE; POLYMYXIN B SULFATE (PAGE 3-137)

SOLUTION/DROPS; OPHTHALMIC
STATROL

70021 ALCON LABORATORIES EQ 3.5MG BASE/ML;
70040 16,250 UNITS/MLU
70039
70027
70033

' NOMIFENSINE MALEATE (PAGE 3-140)
70008
70009 CAPSULE; ORAL

MERITAL
70035 HOECHST-ROUSSEL 25MGI

50H6!
70044

70029 NOREPINEPHRINE BITARTRATE (PAGE 3-140)

INJECTABLE; INJECTION

LEVOPHEO. ‚ I ' I

/BREM изв/штифта ïńíä. #SÉ/HL/
NINTHROP-BREON/STERL EQ IMG BASE/ML

18888

N 18565

N 18565

N 62527

N 61999

N 18024

N 18932

N 62339

N 18224

N 18224

/N'ńîfßïß/

N 07513



16199
09199

50099
61559
90199

01959
59959
95959
01999

90999
20999

12991

59229

99229

91511

99261

2
2
2

2
2
2
2
2

Я (D Z D Ю 531519 881Нd
09N05 531801180911 1B513Н3

1

2

10H 3Н1Ы831Н3Н8

1180 53105d13
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1
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2 A
A

D D < A

/ífISL'J-'ÄN/
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66299
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19229

90929
91509
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21529

2
2
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Z PDU
Z <ОD Z

Z

2’>>

PHENTERMINE HYDROCHLORIDE (PAGE 3-151)

TABLET; ORAL
PHENTERMINE HCL
Э DRUMMER/PHOENIX
Э

PH ENY LEPHRINE HYOROCH LORIDE;
(PAGE 3-153)

PROMETHAZINE HYDROCHLORIDE

SYRUP; ORAL
PHENERGAN VC

AA NYETH LABS/AMHO 5MG/5ML;6.25MG/5ML
PRCMETH V0 PLAIN

A_ NATL PHARM MFG/BARRE 5MG/5ML36.25MG/5ML!
PRCMETHAZIHE 70 PLAIN

AA BAY LABORATORIES 5MG/5ML;6.25MG/5MLI

PHENYTOIN SODIUM (PAGE 3-153)

INJECTABLE; INJECTION
PNENYTOIN scBIUn

Ag INVENEX LABS/LIFE sone/MLN
Ag SOLOPAK LABORATORIES Bone/MLU
Ag зоне/иди
Ag sоте/мкл

PHENYTOIN SODIUM; EXTENDED (PAGE 3-153)

CAPSULE; ORAL
DILANTIN

AB PARKE-DAVIS/N-L 100MG
EXTENDED PHENYTOIN SODIUM

A BOLAR PHARMACEUTICAL IOOMGI

PILOCARPINE HYDROCHLORIDE (PAGE 3-154)

GE L; OPHTHALMIC
PILOPINE HS
ALCON LABORATORIES 4Z

PINDOLOL (PAGE 3-154)

TABLET; ORAL
VISKEN
SANOOz PNARnS/SANOOz/ISHS/

POLYETHYLENE GLYCQL 3350i POTASSIUM CHLORIDE; SODIQM
BICARBONATEE SODIUM CНLORIDE; SODIUM SULFATE (PAGE 3-155)

PONDER FOR RECONSTITUTION; ORAL
N 86453 COLYTE
N 86456 EOLAN PRERARATIONS 120en/PACKET;I.49en/PACKET;

3.ЗЬБН/РАСКЕТ;2.920М/РАСКЕТ:
11.36en/PACKETn N
227.Ien/PACKET;2.82en/PACKET;
6.36en/PACKET;5.53en/PACKET;
21.5en/PACKET;n N
360en/PACKET;4.47en/PACKET;
10.08en/PACKET;8.76en/PACKET;

N 08604 34.088n/PACKETU N

N 88761

POTASSIUn CHLORIOE (PAGE 3-156)
N 88897

INJECTABLE; INJECTION
POTASSIUN cNLoRInE In PLASTIC CONTAINER

Ag INVENEX LABS/LIFE 2nEg/nLn N
Ag 2nEQ/nLn N

N 89003 POTASSIUn CLAVULANATE; TICARCILLIN OISOOIun (PAeE 3-158)
N 88519
N 88520 INJECTABLE; INJECTION
N 88521 TInENTIN

BEECNAn LABS/BEECNAn EQ Ioone ACID/VIAL;
EQ Ben BASE/vIALn N

EQ 200ne ACID/VIAL;
EQ вen BASE/VIALn N

N 84349 PREONISOLONE (PAeE 3-159)

N 88711 TABLET; ORAL
PREONISOLONE

Bx SUPERPHARM snen N

PREDNISOLONE ACETATE'! SULFACETAMIDE SODIlM (PAGE 3-160)

N 18796 OINTnENT; OPNTNALnIC
PREUSULFAIR

A1 PNARnAEAIR o.52;_g¿ N
VASocInIN

A1 COOPERVISION PHARnS QABA;I_ZI N

/NfïßáBS/ PREONISONE lPAeE 3-161)

SOLUTION; ORAL
PREDNISONE
ROXANE LABORATORIES вне/змия N

PREONISONE INTENSOL
ROXANE LABORATORIES виз/"ъn N

18983

18983

18983

88901
88908

50590

50590

88892

88032

88791

88703

88810



21259 N neus'zsäüöö sarao¿va09v1 N¿1Naz ??
91599 N nëüsfîtëuo9 NavHaaaans ??

10N aNIauaNaaoanasa бы? 1an au1011oaara;
51599 N n§ü§?2f§ü09 suavNa NoalnaN ??

ЁЗЁТЁЧЕЁЕ
20999 N nsus'ztsudë saraolva09v1 uaoa ??

üäüìäöö
09999 N nëüîTîsëüöî 9N011v1nuaoa a¿v^1aa ??

0338311?
1vao tla19v¿

/IPS¢?.N/ /9.. (919;: /99 / /dïyäywdyHd/ /îî/795 Р$ ‚ ‚ .
3Hdí¢¢ñä$d.¢NYfÍäH.3NI¢IÍ¢#dïH+/

5N87Hd NO81M3N
N08111181
1780 5d0815

91999 N l1N5/SN5

(691-2 39?а›
aüïaö1n5öaü1n-an1aî1öaaîaI1aüîaöïaaöaüînanîaüaaaaöüñaëa

22650 N H25 531801780971 110997
7.5 'IOSONINV

N01133FN1 SH197133FN1

(991-2 BS7d) 317SÀ10801H N13108d

21910 N l171A/SH052 NHOfdn

317d105 3NIN7108d
N01133FN1 §3197133VN1

(991-2 397d) 317d105 3NIN7108d

51999 N ISN59 NONN31 77
10N 3N3HdAXOd08d
1780 §3105d73

(191-2 BS7d) 301801H30801H 3N3HdAXOdO8d

N171d 3NIZ7H13HO8d

läHîZYH¥äHòY$Í
1vao tanaxs

1591-5 зачав aü19619562619-591219159629

00011 N asva еще; oa
aNIzvauoa

тупо :asva1aa 0a11oa1N00 ‘a1nsavo

(991-2 BS7d) 317317N 3N12783d801H308d

531801780971 £285 е ‹ 007 <

16599 N

96599 N

69999
01519

59999
99099
99999

52599
92599
22599 22

2
2
2
2
2

22599
12599
02599 Z

Z
Z

06699 N

69699 N

29191 N

КИЯ/Ш
29191 N

29191 N

29191 N

19999 N

99999 N

59999 N

l1N5/3579 SM5 53 531801780971 À79 VV
317115103 3N12V83d8019008d

1780 280815

l1H/3579 9N01 53 5B1801780971 179 VV
319115103 3N127838801N008d

1780 231781N33N03

(991-2 ES7d) 3171À$103 3N12783d801H308d

диет __
amaai g!
99052 9v
визга ё?
/¢u¢¢§/ 1-N/51Av0-axavd /59/

äîüîäöäî
näüöîî 9?
пёйббё ё?
näüöäî 1v311naavuavna av109 ё?

îäi-aüînvaîvööaa
чудо tasvaaaa oa1aoa1Noa ‘1a19v1

n1N/9N005 ё
?

ЗПН/ЭИООБ dv
aîü7§üööî sarao¿vaoav1 xvao1os а?

aaa-511929125692
N01133rN1 ta19v¿oarN1

пенсов Ё
?

nsuosz sarao¿va09v1 aNvxoa 9v
10H 301NVN190084
1780 tB1n$d73

(291-2 BS7d) §01801H30801H 301N7N17308d

29 5008d N87Hd 78157
N171d 153N7113

/Z?/
72 e

из с

zt звона NavNa чаще? e

¿saNvlIa
N01133FNI 23197133VN1

(291-2 BS7d) 30180 H30801H 3N1730 8d

ISN02 X9
HSNOI X9
ISHS NH7HdHBdnS X9

3N051N038d
1780 5131971

(191-2 ES7d) 3N051N038d

D D ‘l A

D D < A

р
.
.J D A

D D < A

A
A
A
A
A
A

S
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‹
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A
A
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QUINIDINE SULFATE (PAGE 3-170)

TABLET; ORAL
cIN-QUIN

/AB/ RONELL LABORATORIES /áóóná/
QUINIDINE SULFATE

AB SUPERPHARM 200MG!

RANITIOINE HYDROCHLORIDE (PAGE 3-171)

INJECTABLE; INJECTION
ZANTAC
GLAXO EQ 25MG BASE/ML!

RAUNOLFIA SERPENTINA (PAGE 3-171)

TABLET; ORAL
RAUVERIO

BP FOREST LABORATORIES sons
/55/ /ÓNÉÄL-JÓNÉSAŕÉAńńÁÑ//5óń5/
NOLEINA

BP FOREST LABORATORIES зоnе

лЁЁ/ /AAAA
'
‘допив ‘г: ‘шт/Ёж

/BA/
L' 'L

льёт

RESERPINE (PAGE 3-172)

TABLET; ORAL
RESERPINE

BP LEMMON 0.1MGH
BP 0.25MGn

RITODRINE HYDROCHLORIDE (PAGE 3-173)

INJECTABLE; INJECTION
/RITOORINE'NOL
‚ д .LA / /ióńélńń/

YUTOPAR

/ÄP/ ASTRA PNARn PRODS Ione/nL
15ne/nLn

TABLET; ORAL
/RITOBRINÉ'NCL/
/ i .L / /1555/
YUTOPAR

/AB/ ASTRA PNARn PROOS Ione

/11.57255/
N 88973

N 19090

N'09225т. 55255/
N 09255
N 09255

fóë 55/
ígfńáê55/

N 89020
N 89019

т. '15255/
N 18580
N 18580

/Nfińŕßń/

N 18555

SAFFLONER OIL; SOYBEAN OIL (PAGE 3-174)

INJECTABLE; INJECTION
LIPOSYN II 10X
ABBOTT LABORATORIES 52;5Zn N 18997

LIPOSYN II 202
ABBOTT LABORATORIES 102;102l N 18991

SCOPOLAMINE (PAGE 3-174)

FILM, CONTROLLED RELEASE; PERCUTANEOUS
/ÍRÄÑSÚÉRHÉÑ/
/ÄLÄÁ/ /155ÑÉ/ /ÑÍÍÍÉÍÃ/
TRANSOERn-SCOP
CIBA/CIBA-eEIeY 1.5ne N 17874

SECOBARBITAL SODIUM (PAGE 3-174)

CAPSULE; ORAL
SECOBARBITAL SODIUM

> ADD > AA a DRUnnER/PHOENIX IOOMG N 85898
> ADD > AA Э VITARINE/PHOENIX 100MG N 86273

SOOIUM CHLORIOE (PASE 3-1761

INJECTABLE; INJECTION
BAOTERIOSTATIC SODIUM CHLORIDE 0.92 IN PLASTIC CONTAINER

Ag ABBOTT LABORATORIES 9nе/ML N 18800

Ag INVENEX LABS/LIFE 9ne/nLn N 88909
Ag 9ne/nLn N 88911
sOUIUn CNLORIOE IN PLASTIC CONTAINER ‚

/ÁÉ/ . ï . . На PL /N.17555/
sOOIUn CNLORIOE 0.92 IN PLASTIC CONTAINER

Ag An HOGAN/An HOSP 900ne/100nL N 17464
P INVENEX LABS/LIFE 9ne/nLn N 88912

SLUSH; IRRIGATION

>_ABB_> SOOIUn CHLORIOE 0.92 IN STERILE PLASTIC CONTAINER
> ADD > TRAVENOL LABS 900NG/100NLH N 19519

SOOIUn LACTATE (PAGE 3-178)

INJECTABLE; INJECTION
SODIUM LACTATE IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5MEQ/MLI N 18947

SODIUM NITROPRUSSIDE (PAGE 3-178)

INJECTABLE; INJECTION
SODIUM NITROPRUSSIOE

AB LYPHONED sone/VIAL! N 70031



>
>

SODIlMPOLYSTYRENESULFONATE(PASE3-179)ЗЦЦ‘АМЕТНОХАШЗЬЕ';TRIMETHOPRIM(PAGE3-183)

PONOER;ORAL,RECTALTABLET;ORAL

KAYEXALATE>AOO>OOTRIM

55BREONLABS/STERLING453.69N/B01N11297>AOO>59LENNON4ooNC;Bon
sOOIuNPOLYSTYRENEsULFONATECOTRINn.5.

55BAYLABORATORIES453.6ON/BOTHN9979659LEMNONвооnе;1воМзп
suLEAHETHOPRIH

SUSPENSION;ORAL,RECTAL59PARPHARMACEUTICAL400N9a90n
sOOIuNPOLvsTTRENEsULFONATEsULEAaETHOPRIH-ns

55BAYLABORATORIESISON/6ONLEN9971759PARPHARMACEUTICALBooNC;160NCn
SULFAMETHUXAZOLEаTRIMETHDFRIM

.
’59HEATHERвниз40Nе;BoNCn

SOYBEANOIL(PASE3-199)59.вооме;1ьомеп
suLEAMETHOxAzOLEANOTRINETBOPRIH

INJECTABLE;INJECTION59BARRLABORATORIES400N9;80NBu
LIPOSYNIII10259CHELSEALABORATORIES4ooaе;aonеn

59ABBOTTLABORATORIES¿OgmN1996959воомвз16омец
LIPOSYN111202SULFAHETHOXAZOLEANDTRIMETHOPRIMDOUBLESTRENGTH

_gABBOTTLABORATORIES995nN1997059BARRLABORATORIESвооМе;1вомец
„шин/9555'lí/á

/ë/L..1
.

.ófiïES/áóóbî'âí_i_¿ë=.ïŕń/

SOCCINYLCHOLINECHLORIOE1PA9E3-191)/111191921011A'1/1
Щ‘!L.L.PRXÉS/_flóóńäíáéńäá/

INJECTABLE;INJECTION
succINYLCHOLINECHLORIOE

/ág/ÍÍRÃÑÉÑßLfLÃBgÍÍëdóńálvŕáń/Ná60263/TECHNETIUN,TC-99N,ALBUNINAOGREOATEOKIT(PAGE3-195)
/_/.

/Él-т15.6253/

..-u
INJECTABLE:INJECTION

“.‘9345ALBUMINMICROSPHERES(HUMAN)INSTANTMICROSPHERES

SULFABENZANIOE;SULFACETANIOE;SULFATHIAzOLE(PASE3-1911/BS//úïA¢NOSïï¢fPR¢ńS/3ń//N/A/

..а,
BSMEDICALPRODUCTS/3MN/A

TABLET;VAeINALА;-.f' SULTRIN'
51ORTHOPHARNACEUTICALIB4N9;143.75NO;17z.5MеN05794TECHNETIUNTC-99NALBunINKIT(PAeE3-195)

TRIPLEsULrA
515FOusERA/ALTANA194N9;143.75N0;172.5N9nN99463INJECTABLE;INJECTION
51PHARHAOERM/ALTANA194N9;143.75N9;172.5n9nN99462/¢1N110H£ńfj£¢HNÉïiúńf99ńfHSÄl

/IiïrlfïäñÉń//Ñ/Á/
TECHNETIUMTC99NHSA

SULFACETANIOESODIUM(PAGE3191)MEDI-PHYSICSN/A

SOLUTION/OROPS;OPHTHALNIC

sULPAcETAHIuEsOuIuHTECHNETIUNTC99HMEORONATEKIT(PAGE3-1961
AOO>ATPHARHAEAIRIoznN99947
DLT>/Z_?//PHAMAFAIK//îëäń/тяжамихшвстАвьвзINJECTION
AOD>suLFAIRIO>OLT>/ńńP'Kŕ-ŕ/
AOD>_1PHARNAEAIR¿O2nN97949>AOO>TECHNETIUHTO99NHPIMOP

SuLFANETHOxAzOLE(PAeE3-192)TECHNETIUNтс-99мPENTETATEKIT(PAeE3-1961

TALBET;ORALINJECTABLE;INJECTION
sULFAMETHOxAzOLE

I

/Kŕdúéŕláńáŕń'éóéúńińá'Rif
МЫ711mm/Éóóůd/N15145435/ЩЕЁКЁЁПЁЁХЁЁВЁЗЪ'ЕЁПЦЁЖ

59HEATHERDRUG99999N96163

70034

70048

70022

70032

18946
18946

Z
Z
Z

2
2

2
2

70006
70002
70000

2
1
2

2
N70007

/117.515.615/

/rl'idńńä/

/Ñfïŕéßé/

N17632

/М.'1ГШ5/

N17775

/11111426/

DRUGPRODUCTLIST/CUMULATIVESUPPLEMENTNUMBER9/AUGUST'84MAY'8524
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TECHNETIUM, TC-99M, SULFUR COLLOID KIT (PAGE 3-187)

INJECTABLE; INJECTION
/CINTICNÉN'TÉOÉNETIÚN'99N'Téó/

/Ш /515115555/ /M/
TECNNETIUN Tc 99n TSC

Ag nEOI-PHYSICS B¿A

TERBUTALINE SULFATE (PAGE 3-187)

AEROSOL; INHALATION
BRETHAIRE

BN GEIGY/CIBA-GEIGY
BRICANYL

BN MERRELL DON/DON CHEM 0.2MG/INHN

0.2MG/INH!

INJECTABLE; INJECTION
BRICANYL

>_Dl_T_>/&/ 7331133. Pri/(55.55.65# /ińá/ńll/
> ADO > A2 MERRELL DON/DON CHEM IMG/ML

> ADD > TERFENADINE (PAGE 3-187)

> ADD > TABLET; ORAL
> ADD > SELDANE
> ADD > MERRELL DON/DON CHEM 60M6!

TETRACYCLINE HYDROCHLORIDE (PAGE 3-188)

CAPSULE; ORAL
BRISTACYCLINE

/AB/ BRISTOL LABS/B-n /SOONS/
TETRACYCLINE NCL

AB SUPERPHARn азоте:
AB soonen

THEOPHYLLINE (PAeE 3-190)

CAPSULE; ORAL
SOnOPHYLLIN-T

BP FISONS Ioonen
BP zoonen

250nen

CAPSULE; CONTROLLED RELEASE; ORAL
ELIXOPHYLLIN SR

BC BERLEX/SCHERING 125MGI

BC 250MG!

SLO-BID
BC NILLIAM H RORER sОМБ!

BC 100MG!

BC 200MG!

BC 300MGI

/N '17?55/
N

N

N

/11.17.455/
N

N

МЫШИ

2
1
2
2
2

Z
Z
Z
2
2
1
2

17784

18762

18000

17466

18949

62540
62540

87155
87155
87155

86826

86826

88269
87892
87893
87894

Z ‘ U
Z Ь D Z

Z

lZ
l’lZ
А
А
А
А

Ф
Ф
Ф
Ф
(U
U
l
Ф

THEOPHYLLINE (PAGE 3-190)

CAPSULE; CONTROLLED RELEASE; ORAL

BC

BC

BC

BC

BC
BC

BC

BC

BC

BC
BC

BC
BC

BC
BC

SLO-PHYLLIN
NILLIAM Н RORER

SOMOPHYLLIN-CRT
FISONS

THEO-24
SEARLE/SEARLE PHARMS

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

THEOPHYLLINE
CENTRAL PHARMS

THEOVENT

SCHERING

125MG

50H81:

гооМеи
300nen

200MG

300MG

260MG!

130MGI

130MG

125MGN
250MB!

125MG!
250MB!

125MGI
250MG!

TABLET; CONTROLLED RELEASE; ORAL

BC
BC

TH

THEBCHRON
FOREST LABORATORIES

IEEQEEELLEEE
FOREST LABORATORIES

IORIDAZINE HYDROCHLORIDE

TABLET; ORALш
BARR LABORATORIES

BIOCRAFT LABS

CORD LABORATORIES
DANBURY PHARMACAL
ROXANE LABORATORIES

TOBRAMYCIN (PAGE 3-194)

100MGB
200MG!

100MG!
200MG!
300MGI

(PAGE 3-192)

SOLUTION/DROPS; OPHTHALMIC
TOBREX

ALCON LABORATORIES 0.32!

2
2
2
2
2

2
2
2
2
2
:2
2
2
2
2
Z
Z
Z
Z
2

2
2
2
2
2
2
2
:2

85203

87763
88382
88383

87943
87944

85983

87854

86569

86480
86471

88654
88689

87010
87910

88320
88321

88503
88504
88505

88737
88738
88493
88456
88135
88872
89048

62535



IQQAINIOEHYOROCНLORIDE(PAeE3-194)

TABLET;ORAL
ToNocARn

Msan/MERCK«consn
sonnen

ToLAzAnIuE(р5953-194)

TABLET;oRAL
ToLAzAnrnE

59ZENITHLABoRAToRIEs100м9n
59asonsn
59sonnen

ToLzuAsE
59UPJOHN100и9
59250М9
59saone

TOLAZOLINEHYDROCHLORIDE(PAGE3-194)

INJECTABLE;INJECTION
PRISCOLINE

CIBA/CIBA-GEIGY25Me/HLn

TOLBUTANIDE(PAGE3-194)

TABLET;ORAL
TOLBUTAMIDE

¿QSUPERPHARH500MG!

TOLMETINSODIUM(PASE3194)

CAPSULE;ORAL
TOLECTINМЫШЦ‘ЁЁВОЁАЭ‘ОЁХЁН/ЁА'АМНЁ.‘БАБЫ

McNEILPHARMEQ400n9BASE

TABLET:oRAL
ToLEcTIq'.

II /IEÑÉILMMA'fMiÉS//Éâ¿MMÉÁSÉ/

ncNEILPHARMEQzoonsBASE

IgAzonoNEHYDRocHLoRInE(PAGE3-194)

TABLET;oRAL
OESYREL

MEADJOHNSON/B-H150n9ц

N18257
N18257

18894
18894
18894

15500
15500
15500 2

zi
zi

2
2

2

N06403

N88893

/r1‘ШИЛ

N18084

/rl'ijóáá/

N17628

N18207

TRIAHCINOLONEACETONIDE(PAGE3-195)

51
¿I
AT

lil
:

Ш
:

E
l:

Ш
:

TOPICAL
ARISTOCORTА

LEDERLELABS/AHCYAN0.0252!
0.12K
0.52!

LOTION;TOPICAL
TRIAMCINOLONEAOETONIOE

BAYLABORATORIES0.0252!
0.12!

01NТНЕNТ$TOPICAL
ARISTOUORTA

LEDERLELABS/AMCYAN0.1K!
0.52!

TRIAMCINOLONEACETONIDE
PHARMADERH/BYK-GLDN0.0252!

0.12!
TRYHEX
SAVAGELABS/BYK-GLDN0.025%!

0.12!

TRIFLUOPERAZINEHYDROCHLORIDE(PAGE3-198)

Iâ
lâ
l5
Iâ

TABLET;ORAL
TRIFLUOPERAZINEHOL

DURAMEDPHARMS591MBBAsEn
Щ‘59_5Ц9_5555п

510М9BASEn

TRIAZOLAN(PAGE3-197)

TABLET;ORAL

HALCION
UPJOHN0.125MGI

TRILOSTANE(PAGE3-199)

CAPSULESORAL
MODRASTANE
NINTHROPLABS/STERLзамен

ьомец

TRIMEPRAZINETARTRATE(PASE3-199)

55

ORAL
TRIMEPRAZINETARTRATE

BAYLABORATORIESEQ2.5HGBASE/SML!

Z
2
2

2
2

2
:2

2
2

2
2
2
2

88818
88819
88820

88450
88451

88780
88781

88692
88690

88693
88691

88967
88968
88969
88970

17892

18719
18719

88285

SUPPLEMENTNUMBER9lAUGUST‘84-HAY'8526 URLSPRODUCTLIST/CWLATIVE
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TRIPROLIDINE HYDROCHLORIDE (PAGE 3-200)

SYRUP; ORAL
TRIPROLIDINE NGL

AA HALSEY DRUG I.§5MG/5MLI

TRISULFAPYRIMIOINES (PAeE 3-200)

SUSPENSION; ORAL
тешь: 'SUIZPOIU I

[Щ L „ „L/ ДЫМ/“Ц

vECURoNIlm BRONIOE (вдев 3-202;

INJECTABLE;I INJIECTION
/NSSRSÍÚNSSN.(115.1455/
NORCURON

VERAPAnIL HYDROCHLORIDE (PAeE 3-202)

TABLET; ORAL
CALAN

AB SEARLE/SEARLE PHARnS венец

AB 120nen
ISOPTIN

AB KNOLL PHARMACEUTICAL 80

AB 120ne

VINCRISTINE SULFATE (PAGE 3-202)

INJECTABLE; INJECTION

75918/ MAA/Anw> OLT > L . .L LL. .
>ш > /snA/Amß/
> ADD > ELI LILLY 1MB/ML
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o
n

a
n
d
w
h
ic
h

in
cl
u
d
e
s

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

in
v
e
st
ig
a
ti
o
n
s

(o
th
e
r

th
a
n

b
io
a
v
a
ila
b
ili
ty

st
u
d
ie
s)
.

S
u
ch

in
v
e
st
ig
a
ti
o
n
s

m
u
st
h
a
v
e

b
e
e
n
co
n
d
u
ct
e
d

o
r
sp
o
n
so
re
d

b
y
th
e
a
p
p
lic
a
n
t

o
r
fo
r
w
h
ic
h

th
e
a
p
p
lic
a
n
t

h
a
d

a

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

a
n
d
th
e

in
v
e
st
ig
a
ti
o
n
s

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

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

a
p
p
lic
a
ti
o
n
.

If
th
e
se

re
q
u
ir
e
m
e
n
ts

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

o
f

a

su
b
se
q
u
e
n
t

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

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

th
e
e
x
p
ir
a
ti
o
n

o
f
th
re
e

y
e
a
rs

fr
o
m

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

a
p
p
lic
a
ti
o

.

A

su
p
p
le
m
e
n
t

to

a

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

a
p
p
ro
v
e
d

a
ft
e
r

S
e
p
te
m
b
e
r

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

co
n
ta
in
s

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

in
v
e
st
ig
a
ti
o
n
s

(o
th
e
r

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

st
u
d
ie
s)

e
ss
e
n
ti
a
l

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

a
n
d
co
n
d
u
ct
e
d

o
r
sp
o
n
so
re
d

b
y
th
e
a
p
p
lic
a
n
t

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

h
a
d
a

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

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

a

su
b
se
q
u
e
n
t

a
p
p
lic
a
ti
o
n

fo
r

a

ch
a
n
g
e

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

m
a
y
n
o
t

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

fo
r
th
re
e

y
e
a
rs

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

o
f
th
e
o
ri
g
in
a
l

su
p
p
le
m
e
n
t.

A

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

(o
r
su
p
p
le
m
e
n
t

to

a

n
e
w
d
ru
g

a
p
p
lic
a
ti
o
n
)

a
p
p
ro
v
e
d

d
u
ri
n
g

th
e
p
e
ri
o
d

fr
o
m

Ja
n
u
a
ry

l,

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
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

e

p
u
b
lis
h
e
d
.

T
h
e

fo
llo
w
in
g

e
x
p
la
in
s

h
o
w

th
e

A
P
D
P

im
p
le
m
e
n
ts

th
is
.

A
n
ti
b
io
ti
cs
,

In
su
lin

a
n
d

B
io
lo
g
ic
a
ls

T
it
le

I

o
f

th
e

A
ct

h
a
s

b
e
e
n

in
te
rp
re
te
d

b
y

th
e

A
g
e
n
cy

n
o
t

to
in
cl
u
d
e

p
ro
d
u
ct
s

a
p
p
ro
v
e
d

u
n
d
e
r

se
ct
io
n
s

5
0
6

o
r

5
0
7

o
f

th
e

Fe
d
e
ra
l

Fo
o
d
,

D
ru
g

a
n
d

C
o
sm
e
ti
c

A
ct

(a
n
ti
b
io
ti
c

a
n
d

in
su
lin

p
ro
d
u
ct
s)
.

B
e
ca
u
se

o
f

th
is
,

(l
)

a
n
ti
b
io
ti
c

a
n
d

in
su
lin

p
ro
d
u
ct
s

a
re

n
o
t

co
n
si
d
e
re
d

e
lig
ib
le

fo
r

e
x
cl
u
si
v
it
y

p
ro
te
ct
io
n
,

(2
)

h
o
ld
e
rs

o
f

a
p
p
ro
v
e
d

a
p
p
lic
a
ti
o
n
s

fo
r

in
su
lin

a
n
d

a
n
ti
b
io
ti
c

p
ro
d
u
ct
s

n
e
e
d

n
o
t

su
b
m
it

th
e

p
a
te
n
t

in
fo
rm
a
ti
o
n

a
s

re
q
u
ir
e
d

o
f

N
D
A

a
p
p
lic
a
ti
o
n

h
o
ld
e
rs
,

a
n
d

(3
)

A
n
ti
b
io
ti
c

Fo
rm

6

sp
o
n
so
rs

a
re

n
o
t

re
q
u
ir
e
d

to
p
ro
v
id
e

th
e

p
a
te
n
t

ce
rt
if
ic
a
ti
o
n

st
a
te
m
e
n
t

w
h
ic
h

m
u
st

b
e

in
cl
u
d
e
d

in
A
N
D
A
S
.

H
o
w
e
v
e
r,

T
it
le

II
,

th
e

p
a
te
n
t

te
rm

re
st
o
ra
ti
o
n

p
o
rt
io
n

o
f

th
e

A
ct
,

sp
e
ci
fi
ca
lly

a
d
d
re
ss
e
s

a
n
ti
b
io
ti
c,

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

a
n
d

h
u
m
a
n

b
io
lo
g
ic
a
l

p
ro
d
u
ct
s

(a
s

th
o
se

te
rm
s

a
re

u
se
d

in
th
e

Fe
d
e
ra
l

Fo
o
d
,

D
ru
g

a
n
d

C
o
sm
e
ti
c

a
n
d

P
u
b
lic

H
e
a
lt
h

S
e
rv
ic
e

A
ct
s)

in
it
s

p
ro
v
is
io
n
s.

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

R
e
q
u
ir
e
m
e
n
ts

T
h
e

th
e
ra
p
e
u
ti
c

e
q
u
iv
a
le
n
ce

e
v
a
lu
a
ti
o
n

co
d
e
s

in
th
e

A
P
D
P

w
ill

e
n
a
b
le

fi
rm
s

to
d
e
te
rm
in
e

w
h
e
th
e
r

in
v
it
ro

a
n
d
/o
r

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
ä
ë
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
së
-W
ñ
ic
h

p
o
se

a
n

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m

b
u
t

fo
r

w
h
ic
h

a
n
ig

v
iv
o

st
u
d
y

m
a
y

b
e

w
a
iv
e
d

if
a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

p
e
rf
o
rm
a
n
ce

is
d
e
m
o
n
st
ra
te
d

(t
ñ
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
T
n

H
o
sa
g
e

fo
rm
s

w
h
ic
h

d
o

n
o
t

p
re
se
n
t

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m
s,

su
ch

a
s

a
n

in
tr
a
v
e
n
o
u
s

so
lu
ti
o
n
,

m
a
y

re
q
u
e
st

th
a
t

th
e
jg

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
3

1
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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

А
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
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DO TO SPACE LIMITATIONS IN THE EXCLUSIVITY COLUMNS OF TABLES I-IV THE
FOLLOWING ABBREVIATIONS HAVE BEEN DEVELOPED. PLEASE REFER BACK T0 THIS PAGE
FOR AN EXPLANATION OF THE EXCLUSIVITY ABBREVIATIONS FOUND IN THE TABLES.

ABBREVIATIONS

NC NEW COMBINATION
NCE NEW CHEMICAL ENTITY
NDF NEW DOSAGE FORM

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

NR NEN ROUTE

PP PARENTERAL IN PLASTIC CONTAINER
RTO PRESCRIPTION TO OTC STATUS CHANGE
NS NEN STRENGTH

D NEN DOSING SCHEDULE (SEE REFERENCE, BELOW)
l NEN INDICATION (SEE REFERENCE, BELOW)

REFERENCES

NEN DOSING SCHEDULE

ONCE A DAY APPLICATION
ONCE DAILY DOSING
SEVEN DAYS/SEVEN DAYS/SEVEN DAYS DOSING SCHEDULE
SEVEN DAYS/FOURTEEN DAYS DOSING SCHEDULE
TEN DAYS/ELEVEN DAYS DOSING SCHEDULE
SEVEN DAYS/NINE DAYS/FIVE DAYS DOSING SCHEDULE
BID DOSING
INTRAVENOUS, EPIDURAL AND INTRATHECAL DOSING
NARCOTIC OVERDOSE IN ADULTS
NARCOTIC OVERDOSE IN CHILDREN

POSTOPERATIVE NARCOTIC DEPRESSION IN CHILDREND
U
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U
U
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U
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U
U
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|No|cAT|oNs

I-ISEVEREHYPERTENSIONINPEDIATRICSANDNON-MALIGNANTHYPERTENSION
I2DYSMENORRHEA

I-BTREATMENT0FTINEAVERSICOLOR
I4SYMPTOMATICGASTROESOPHAGEALREFLUX
l5NEPHROTOMOGRAPHY

I~6CONTRASTENHANCEMENTINCRANIALCOMPUTEDTOMOGRAPHY

I7VENOGRAPHYOFLOWEREXTREMITIES
I-BWHOLE-BODYCOMPUTEDTOMOGRAPHY

I9GATEDCARDIACPOOLIMAGING
I-IOPOST-MYOCARDIALINFARCTION
IIICOLORECTALSURGERY
II2NAUSEAANDVOMITINGASSOCIATEDWITHEMETOGENICCANCERCHEMOTHERAPY
II3CISPLATININDUCEDEMESIS
II4DIABETICGASTROPARESIS
II5POST-MYOCARDIALINFARCTION
II6ACROMEGALY
II7PITUITARYTUMORS

II8POSTMENOPAUSALOSTEOPOROSIS
II9ANTIDOTEFORACETAMINOPHENOVERDOSAGE

I-2OCONGESTIYEHEARTFAILUREBIDDOSAGESCHEDULE
I2IACUTEOTITISMEDIA
I22EXERCISEINDUCEDBRONCHOSPASMS

|23MIORSTROKE
I24COMBINEDUSEWITHNICOTINICACIDTOLOWERCHOLESTEROLLEVEL
I25BLASTOMYCOSESDERMATITIDES
|26PEDIATRICSUBARACHNOIDVASCULAR
I27PETRIELLIDIUMBOYDIIINFECTION
I28HEREDITARYANGIOEDEMA

I29INTRACORONARYUSE

I3OPEDIATRICUSEj I3IDIRECTISOTOPICCYSTOGRAPHY
I32POSTPARTUMHEMORRHAGE

|33USEINMETHODONEINDUCEDRESPIRATORYDEPRESSION
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BIUAVAILABILITY ONLY IF PRODUCT FAILS T0 ACHIEVE ADEOUATE DISSOLUIIUN

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL;
CAPSULE OR TABLET; ORAL
I60|65MG; |60I65IVG; SOMG

ACETPMINOPHEN; ASPIRIN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325М6; 325М6; 50М6

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
|60|65MG; I60I65MG; SOI/G; 4OMG

ACETAMINOPHEN; ASPIRIN;
BUTALBITAL; CAFFEINE
CAPSULE OR TABLET; ORAL
325М6; 325М6; 50М6; 40W:`

ACETAMINOPHEN; BUTALBITAL
CAPSULE OR TABLET; ORAL
325; 50M;
650; 50h/G

ACETAMINOPHEN; BUTALBITAL;
CAFFEINE
CAPSULE OR TABLET; ORAL
325М6; 50i/IG; 4OMG
6SOMG; 5OМ6; lIOMG

AM INOPHYLL INE
TABLET; ORAL
IOOMG
200MG

ASPIRIN; BUTALBITAL;
CAPSULE OR TABLET; ORAL
325; 50146
650; 50М6

ASPIRIN; BUTALBITAL, CAFFEINE
CAPSULE (Ж TABLET; ORAL
3251Z6; 50М6; 4OMG;
65OMG; 5OMG; 4OMG;

ASPIRIN; CAFFEINE; CARISOPRODOL
TABLET; ORAL
I6OMG; 32MG; 200MG

ASPIRIN; CAFFEINE; CARISOPRODOL;
CODEINE PHOSPHATE
TABLET; ORAL
I6OMG; 32М6; 200М6; |бМ6

ASPIRIN; CARISOPRCDOL
TABLET; ORAL
325MG; 200MG

ASPIRIN; CARISOPRODOL; CODEINE

PHOSPHATE
325М6; 200М6; IOMG

ASPIRIN; IfPRœAMATE
TABLET; ORAL
325m; 200MG

ASPIRIN; BETHOCARBAMG..
TABLET; (RAL
525MB; 200MG

CHLOROTH IAZ IDE
TABLET; (RAL
250K;

ESTROGENS, CONJUGATED; BEPRCBAMATE
TABLET; ORAL
O.4MG; 200MG
OAMC; “IOOMG

HYDROXYZINE HYDROCHLORIDE
TABLET; ORAL
IIMG
25H6
SWIG

IOOMG





TABLE II. O
T
C

DRU@ PRODUCTS NHICH CURRENTLY REQUIRE APPROVED APPLICATIONS A
S A CONDITION O
F

HARKlINß

ACETAMINOPHEN NEOPAP WEBCON PHARMS/ALCON 16-4OT
120MG (SUPPOSITORY; RECTAL) I1-07-68

ACETAMINOPHEN TYLENOL MCNEIL LABORATORIES 17756
650MG (SUPPOSITORY; RECTAL) 05-26-76

ACETAMINOPHEN TYLENOL MCNEIL LABORATORIES 17-756
120MG (SUPPOSITORY; RECTAL) 05-26-76

ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18-060
IZ0MG (SUPPOSITORY; RECTAL) 02-09-78

ACETAMINOPHEN ACEPHEN G AND W LABORATORIES 18-060
650MG (SUPPOSITORY; RECTAL) 02-09-78

ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS I8-337
650MG (SUPPOSITORY; RECTAL) 04-22-80

ACETAMINOPHEN ACETAMINOPHEN UPSHER-SMITH LABS 18-337
120MG (SUPPOSITORY; RECTAL) 09-I2-83

ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON MARION LABORATORIES 18-685 NP

TRISILICATE (TABLET, CHENABLE; ORAL) 12-09-83 09-24-86
B0MG; 20MG

ALUMINUM HYDROXIDE; MAGNESIUM GAVISCON-2 MARION LABORATORIES 18-685 NP

TRISILICATE (TABLET, CHENABLE; ORAL) 12-09-83 09-24-86
160MG; 40MG

BR0MPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO
BMG (TABLET , coNTRoLLED 06-10-83 09-24.36

RELEASE; ORAL)

BR0MPHENIRAMINE MALEATE DIMETANE AH ROBINS 10-799 RTO

I2MG (TABLET, CONTROLLED 06-10-83 09-24-86
RELEASE; ORAL)

BR0MPHENIRAMINE MALEATE; DIMETAPP AH ROBINS 12-436
PHENYLPROPANOLAMINE (TABLET, CONTROLLED 04-02-84
HYDROCHLORIDE RELEASE; ORAL)
T2MG; 75MG
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TABLE II
.

OTC DRUG PRODUCTS NHICH CURRENTLY REOUIRE APPROVED APPLICATIONS A
S A CONDITION O
T

MARKETING

APPLI N
T

NAME NDA N
O
.

PATENT N
0
.

E
X

L IVITY

APPR VAL DATE EXP. DATE EXP. DATE

ACTIVE INQREDIENTIS) TRADE NАМЕ

$ТВЕNЕТН151 (DOSAQE FORM; ROUTE)

CHLORPHENIRAMINE MALEATE; COLD CAPSULE V DM GRAHAM LABS TB-794
PHENYLPROPANOLAMINE (CAPSULE, CONTROLLED 04-23-85
HYDROCHLORIDE RELEASE; ORAL)
BMG; 75MB

CHLORPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE HCL CENTRAL PHARMS l8-809
PHENYLPROPANOLAMINE W/ CHLORPHENIRAMINE 05-07-84
HYDROCHLORIDE MALEATE
BMG; 75MG (CAPSULE, CONTROLLED

RELEASE; ORAL)

CHLORPHENIRAMINE MALEATE; TRIAMINIC-IZ DORSEY LABS/SANDOZ 18-115
PHENYLPROPANOLAMINE (TABLET, CONTROLLED 07-23-81
HYDROCHLORIDE RELEASE; ORAL)
l2MG; 75MG

CHLORPHENIRAMINE MALEATE; COLD CAPSULE IV DM GRAHAM LABS 18-793
PHENYLPROPANOLAMINE (CAPSULE, CONTROLLED 04-25-85
HYDROCHLORIDE RELEASE; ORAL)
T2MG; 75MG

CHLORPHENIRAMINE MALEATE; CHLOR-TRIMETON SCHERING l8-397
PSEUDOEPHEDRINE SULFATE (TABLET, CONTROLLED 03-31-81
8MS; l20MG RELEASE; ORAL)

CHLORPHENIRAMINE MALEATE; PSEUDOEPHEDRINE HCL/ DM GRAHAM LABS 18-844
PSEUDOEPHEDRINE HYDROCHLORIDE CHLORPHENIRAMINE 03-20-85
внG; 120MB MALEATE

(CAPSULE, CONTROLLED ‘
RELEASE; 0RAL)

CHLORPHENIRAMINE MALEATE; PSEUDOEPHEDRINE HCL/ DM GRAHAM LABS 18-843
PSEUDOEPHEDRINE HYDROCHLORIDE CHLORPHENIRAMINE 03-l8-85
I2MG; 120МG MALEATE

(CAPSULE, CONTROLLED
RELEASE; ORAL)

CHLORPHENIRAMINE MALEATE; CODIMALL.A. 12 CENTRAL PHARMS 18-935
PSEUDOEPHEDRINE HYDROCHLORIDE (CAPSULE, CONTROLLED 04-15-85
T2MG; I20MG RELEASE; ORAL)

I1-3
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TABLE II. OTC DRUG PRODUCTS NHICM CURRENTLY REOUIRE APPROVED APPLICATIONS AS A CONDITION OP MARKETING

ACTIVE IN REDIENT

STREN TH

INSULIN SUSPENSION, ISOPHANE,
BIOSYNTHETIC HUMAN
T00 UNITS/ML

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

INSULIN SUSPENSION, ISOPHANE,
MIXED BEEF AND PORK

100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED BEEF
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
10O UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
10O UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
PURIFIED PORK
100 UNITS/ML

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

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

INSULIN SUSPENSION, PROTAMINE
ZINC, MIXED BEEF AND PORK
T00 UNITS/ML

TRADE NAME

DAEFRMR R

HUMULIN N
(INJECTABLE; INJECTION)

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

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

NPH ILETIN II
(INJECTABLE; INJECTION)

INSULIN INSULATARD NPH
NORDISK
(INJECTABLE; INJECTION)

NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)

NPH PURIFIED PORK
ISOPHANE INSULIN
(INJECTABLE; INJECTION)

INSULIN NORDISK MIXTARD
(PORK)
(INJECTABLE; INJECTION)

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

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

APPLICANT NAME

ELI LILLY

LILLY вез LABS nlV

LILLY REs LABS pIV

ELI LILLY

NoRoIsK

ELI LILLY

SQUIBß-Novo

NORDISK

ELI LILLY

ELI LILLY

NDA NO.

APPR VAL DATE

PATENT NO.

EXP. DATE

EXCLUSIVITY

EXP. DATE

18-781
10-28-82

17-936
02-08-77

17-936
02-08-77

18-479
06-12-80

18-194
01-16-80

18-345
12-05-79

18-623
07-30-81

18-195
01-16-80

17-932
02-08-77

17-932
02-08-77



I1-6

ACTIVEINREDIENT

SIRENTHS

INSULINSUSPENSION,PROTAMINE

ZINC,PURIFIEDBEEF
40UNITS/ML

INSULINSUSPENSION,PROTAMINE

ZINC,PURIFIEDBEEF
100UNITS/ML

INSULINSUSPENSION,PROTAMINE

ZINC,PURIFIEDBEEF;INSULIN,
PURIFIEDBEEF

100UNITS/ML

INSULINSUSPENSION,PROTAMINE

ZINC,PURIFIEDPORK;INSULIN,
PURIFIEDPORK

100UNITS/ML

INSULINZINCSUSPENSION,BEEF
40UNITS/ML

INSULINZINCSUSPENSION,BEEF
100UNITS/ML

INSULINZINCSUSPENSION,
SEMISYNTHETICPURIFIEDHUMAN

100UNITS/ML

INSULINZINCSUSPENSION,
EXTENDED,PURIFIEDBEEF

100UNITS/ML

INSULINZINCSUSPENSION,
EXTENDED,BEEF

T00UNITS/ML

INSULINZINCSUSPENSION,PR0MPT,
BEEF

100UNITS/ML

TRADENAME

(DQSAQEFORM;RQUTE)

PROTAMINEZINCINSULIN
(INJECTABLE;INJECTION)

PROTAMINEZINCINSULIN
(INJECTABLE;INJECTION)

PROTAMINEZINCAND
ILETINII

(INJECTABLE;INJECTION)

PROTAMINEZINCAND
ILETINII(PORK)

(INJECTABLE;INJECTION)

LENTEINSULIN
(INJECTABLE;INJECTION)

LENTEINSULIN
(INJECTABLE;INJECTION)

NOVOLINL

(INJECTABLE;INJECTION)

ULTRALENTE

(INJECTABLE;INJECTION)

ULTRALENTEINSULIN
(INJECTABLE;INJECTION)

SEMILENTEINSULIN
(INJECTABLE;INJECTION)

APPLICANTNAME

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ELILILLY

ELILILLY

SQUIBB-NoVo

SQUIBB-Novo

SQUIBB-NoVo

SQUIBB-NoVo

SQUIBB-NoVo

SQUIBB-NoVo

NDAN.

APPRVALDATE

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

17-998
02-08-77

18-777
08-30-83

18-385
03-17-80

17-997
02-08-77

17-996
02-08-77

ЕХLIVITY

TABLEII.OTCDRUGPRODUCTSNHICHCURRENTLYREQUIREAPPRQVEDAPPLICATIONSASACQNDITIONQFMARKETINQ



TABLE II. T DR PR D CT NHT Н RRENTLY RE IRE APPR VEO APPLI ATI N A A NDITI N OF MARXETIN

STRENGTHIS) D A E F RM’ R TE APPR VAL DATE EXP. DATE EXP. DATE

INSULIN ZINC SUSPENSION, PR0MPT, SEMILENTE SQUIBB-NOVO 18-382
PURIFIED PORK (INJECTABLE; INJECTION) 03-Т7-80
100 UNITS/ML

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

INSULIN ZINC SUSPENSION, LENTARD SQUIBB-NOVO 18-384
PURIFIED BEEF AND PORK (INJECTABLE; INJECTION) 03-17-80
100 UNITS/ML

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

INSULIN ZINC SUSPENSION, LENTE SQUIBB-NOVO 18-383
PURIFIED PORK (INJECTABLE; INJECTION) O3-17-80
T00 UNITS/ML

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

INSULIN, BIOSYNTHETIC HUMAN HUMULIN R ELI LILLY 18-780
T00 UNITS/ML (INJECTABLE; INJECTION) 10-28-82

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

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

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

INSULIN, PURIFIED PORK INSULIN NORDISK QUICK NORDISK INSULIN LABS 18-193
T00 UNITS/ML (PORK) 0T16-80

(INJECTABLE;INJECTION)
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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
30MG/SML; I.25MG/5ML

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE
ÓOMG; Z.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
GOMG; 2.5MG

PSEUDDEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
3OMG/5ML; T.25MG/5ML

PSEUDOEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
3ONG/SML; I.25MG/5ML

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE
bOMG; 2.5MG

PSEUDDEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
боМб; 2.5MG

PSEUDDEPHEDRINE HYDROCHLORIDE;
TRIPROLIDINE HYDROCHLORIDE
Ó0MG; 2.5MG

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

PSEUDDEPHEDRINE SULFATE
T20MG

TRADE NAME

(DOSAGE FORM; ROUTE)

ALLERBAN PLUS
(SYRUP; ORAL)

TR1-SUDO
(TABLET; ORAL)

TRIPODRINE
(TABLET; ORAL)

TRIOFED
(SYRUP; ORAL)

TRIPOSED
(SYRUP; ORAL)

TRIPROLIDINE HCL
AND PSEUDOEPHEDRINE HCL
(TABLET; ORAL)

TRIPOSED
(TABLET; ORAL)

TRIPROLIDINE AND
PSEUDOEPHEDRINE
(TABLET; ORAL)

TRIPOSED
(SYRUP; ORAL)

AFRINOL
(TABLET, CONTROLLED
RELEASE; ORAL)

APPLICANT NAME

BAY LABORATORIES

MD PHARMACEUTICAL

DANBURY PHARMACAL

NATL PHARM MFG/BARRE

HALSEY DRUG

CHELSEA LABORATORIES

HALSEY DRUG

BOLAR PHARMACEUTICAL

HALSEY DRUG

SCHERING

NDA N
O
.

PATENT N
O
.

APPROVAL DATE EXP. DATE

88-ll6
03-04-83

85-024
01-10-84

88-112
01-20-83

88-115
03-04-83

88-213
03-30-84

88-118
01-26-84

88-192
05-01-84

88-318
01-13-84

88-213
05-01-84

lBT9T
T0-30-80

EXCLUSIVIIYШ
RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

RTO

09-24-86

RTO
09-24-86

RTO
09-24-86

RTO
09-24-86

I1-9



I1-10

ACTIVEINGREDIENTLS)

STRENGTHlS)

TIOCONAZOLE
1%

TRIPROLIDINEHYDROCHLORIDE
2.5MG

TRIPROLIDINEHYDROCHLORIDE
2.5MG

TRIPROLIDINEHYDROCHLORIDE
2.5MG

TRIPROLIDINEHYDROCHLORIDE
2.5MG

TRIPROLIDINEHYDROCHLORIDE

1.25MG/5ML

TRIPROLIDINEHYDROCHLORIDE
l.25MG/5ML

TRIPROLIDINEHYDROCHLORIDE
l.25MG/5ML

TRIPROLIDINEHYDROCHLORIDE
1.25MG/5ML

TRADENAME

DAETRM’RTE

TROSYD

(CREAM;TOPICAL)

ACTIDIL
(TABLET;ORAL)

TRIPROLIDINEHCL

(TABLET;ORAL)

TRIPROLIDINEHCL

(TABLET;ORAL)

TRIPROLIDINEHCL

(TABLET;ORAL)

ACTIDIL
(SYRUP;ORAL)

BAYIDYL
(SYRUP;ORAL)

TRIPROLIDINEHCL

(SYRUP;ORAL)

TRIPROLIDINEHCL

(SYRUP;ORAL)

APPLICANTNAME

PFIZERCENRES/PFIZR

BURROUGHSWELLC0ME

BOLARPHARMACEUTICAL

DANBURYPHARMACAL

DRUMMER/PHOENIX

BURROUGHSWELLC0ME

BAYLABORATORIES

NATLPHARMMFG/BARRE

PHARMSASSOC/BEACH

NDAN
O
.

Ш
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

ШШ
4062966

12-13-94

EXCLUSIVITY

Ш
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

TABLEII.OTCDRUGPRODUCTSNHICHCURRENTLYREQUIREAPPROVEDAPPLICATIONSA
S

ACONDITIONQ
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MARKETINQ



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

ACTIVE INGREDIENT(S)
STRENQTHIS)

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE
SOLUTION USP

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE ADENINE-T
SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION

USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE
DEXTROSE SOLUTION USP

TRADE NAME

(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)

APPLI ANT NAME

CUTTER BIOL/MILES

DELMED

TRAVENOL LABS

TRAVENOL LABS

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

CUTTER BIOL/MILES

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

TRAVENOL LABS

III-T

EXCLUSIVITY
EXP. DATE

NDA NQ. PATENT NO.
APPR VA DATE EXP. DATE

TO-TOZ
TZ-T4-ôl

TT912
9-2-59

TO-855
06-TT-59

16-918
31778

80-77
TT-6-80

78-5T9
4-23-80

82-528
TT-3-82

77-420
5-12-78

T6-527
6-22-70

80-222
8-23-82

T6-907
5-15-73

78-T2Tl
6T08T

17-4OT
12-6-77

Bl-TOTZ
6-2883



III-2

ACTIVEINQREDIENT§SI
STRENQTH(S)

ANTICOAGULANTCITRATEPHOSPHATE
DEXTROSESOLUTIONUSPWITH:
AS-I:DEXTROSEUSP2.2GM/100ML,
SODIUMCHLORIDEUSP0.9GM/100ML,
MANNITOLUSP0.7SGM/100ML,
ADENINE0.27GM/100ML

ANTICOAGULANTCITRATEPHOSPHATE
DOUBLEDEXTROSESOLUTIONWITH:
AS-Z:CITRICACIDUSP

0.4ZGM/100ML,DIBASICSODIUM

PHOSPHATEUSP0.28SGM/100ML,
SODIUMCHLORIDEUSP0.718

GM/1O0ML,ADENINE0.017GM/100ML,
DEXTROSEUSP0.396GM/100ML,
SODIUMCITRATEUSP0.588GM/100ML

ANTICOAGULANTCITRATEPHOSPHATE
DOUBLEDEXTROSESOLUTIONWITH:
AS-3:CITRICACIDUSP0.042

GM/1OOML,MONOBASICSODIUM
PHOSPHATEUSP0.2766M/100ML,
SODIUMCHLORIDEUSP0.410

GM/IOOML,ADENINE0.30
GM/T00ML,DEXTROSEUSP1.10
GM/'IOOML,SODIUMCITRATEUSP

0.588GM/100ML

ANTICOAGULANTHEPARINSOLUTION
USP

ANTICOAGULANTHEPARINSOLUTION
USP

ANTICOAGULANTSODIUMCITRATE
SOLUTIONUSP

ANTICOAGULANTSODIUMCITRATE
SOLUTIONUSP

ANTICOAGULANTSODIUMCITRATE
SOLUTIONUSP

ANTICOAGULANTSODIUMCITRATE
SOLUTIONUSP

ANTICOAGULANTSODIUMCITRATE
SOLUTIONUSP

TRADENAME
(QQSAGEFORM;ROUTE)

AosoLRREDcELL
PRESERVATIONsoLUTIoN
(INJECTABLE;INJECTION)

AS-2NUTRICELADITIVE
SYSTEM

(INJECTABLE;INJECTION)

AS-3NUTRICELADDITIVE
SYSTEM

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

APPLICANTNAME

TRAVENOLLABS

CUTTERBIOL/MILES

CUTTERBIOL/MILES

DELMED

TRAVENOLLABS

ALPHATHERAPEUTIC

CUTTERBIOL/MILES

DELMED

TERUMOAMERICA

TRAVENOLLABS

NOANQ.PATENTNQ.

APPRVALDATEEXP.DATE

811104
516-83

82-915
9-22-83

82-915
10-19-84

77-822
5-17-78

81-1217
516-83

81-416
101283

76305
630-78

16-702
12-28-70

78-1214
2-8-80

77-923
1-2078

EXQLUSIVITY
EXP.DATE

NDA'SAPPROVEDBYTHEOFFICEOFBIOLOGICALRESEARCHANDREVIEWNOTPREVIOUSLYPUBLISHED TABLEIII.



TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEN NDT PREVIOUSLY PUBLISHED

ACTIVE INGREDIENTIS)
STRENGTHIS)

DEXTRAN 40. T0%
TOGM/100ML IN
DEXTROSE 5%

SGM/100ML

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

0.9GМ/100ML

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

SGM/100ML

DEXTRAN 75. 6%
BGM/1O0ML IN
SODIUM CHLORIDE

0.9GM/TO0ML

DEXTRAN 75, 6%
ôGM/1OOML IN
SODIUM CHLORIDE

0.9GM/1O0ML

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

SGM/100ML

DEXTRAN 40, I0%
lOGM/1O0ML IN
SODIUM CHLORIDE
O.9GM/100ML

DEXTRAN 7o , 6x
óGM/IO0ML IN
SODIUM CHLORIDE

0.9GM/100ML

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

SGM/1O0ML

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

0.96M/1O0ML

0.9%

0.9%

0.9%

0.9%

0.9%

0.9%

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;

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AMERICAN MCGAN

AMERICAN MCGAN

AMERICAN MCGAW

CUTTER BIOL/MILES

CUTTER BIOL/MILES

EX L IVITY
EXP. DATE

NDA NQ.
APP VA AT

PATENT NQ.
EXP. DATE

16-375
7-25-67

16-375
7-25-67

a-eie
3-31-53

I

8-819
3-31-53

18253
2-4-83

16-767
4-6-70

16767
4-6-70

9-024
8-T8-69

16-653
9-2369

16-653
9-23-69

III-3
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TABLE III. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEN NOT PREVIOUSLY PUBLISHED

ACTIVE INQREDIENT(§)
STRENQTHISI

DEXTRAN 40, 10%
TOGM/TOOML IN
DEXTROSE 5%

SGM/TOOML

DEXTRAN 40, T0%
I0GM/100ML IN
SODIUM CHLORIDE 0.9%

O.9GM/TO0ML

DEXTRAN 40, 10%
lOGM/TOOML
DEXTROSE 5%

SGM/TOOML

DEXTRAN 40, 10%
lOGM/TOOML IN
SODIUM CHLORIDE 0.9%

O.9GM/TOOML

DEXTRAN 75, 6%
ôGM/TOOML IN
SODIUM CHLORIDE 0.9%

O.9GM/TOOML

DEXTRAN 75, 6%
INVERTED SUGAR l0%
GGM/TOOML;lOGM/IOOML

IN SODIUM CHLORIDE 0.9%
0.9GM/TOOML

HETASTARCH, 6%

6GM/TO0ML IN
SODIUM CHLORIDE 0.9%

0.9GM/TOOML

PROPIOLACTONE 99%

99GM/IOOML

UROKINASE
5000 IU/VIAL

UROKINASE
250,000 IU/VIAL

UROKINASE

250.000 IU/VIAL

TRADE NAME

(DOSAGE РЕЗКИ; НЩПЫ

GENTRANR 40
(INJECTABLE; INJECTION)

GENTRANR 40
(INJECTABLE; INJECTION)

GENTRANR 40
(INJECTABLE; INJECTION)

GENTRANR 40
(INJECTABLE; INJECTION)

GENTRANR 75
(INJECTABLE; INJECTION)

6% GENTRANR 75 ANO
10% TRAVERTR
(INJECTABLE; INJECTION)

HESPANR
(INJECTABLE; INJECTION)

BETAPRONE
(SOLUTION; CHEMICAL
STERILIZING AGENT)

ABBOKINASE OPEN-CATHETER
(INJECTABLE; INJECTION)

ABBOKINASE
(INJECTABLE; INJECTION)

BREOKINASE
(INJECTABLE; INJECTION)

APPLICANT NAME

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

AM CRITICAL CARE

ONEAL JONESBFELDMAN

ABBOTT LABORATORIES

ABBOTT LABORATORIES

STERLING DRUG

NDA N . PATENT N .
APPR VAL DATE EXP. DATE

16-628
TT-4-68

16-628
TT-4-68

84-619
2-22-85

84-620
2-2285

16-889 3523938
7-17-72 8-11-87

TT-657
9-TT-59

76-102)
12-15-83

76-T021
73I78

17-873
8-28-79

EX L IVITY
EXP. DATE

NS
09-24-86

I-29
09-24-86

III-5





TABLE IV. NDA'S APPROVED FROM 1-I-BZ TO 5-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTHIS)

ACEBUTOLOL HYDROCHLORIDE

EQ 200MG BASE

ACEBUTOLOL HYDROCHLORIDE

EQ A00MG BASE

ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE
650MG; EQ 25MG BASE

ACETIC ACID, GLACIAL
2S0MG/1O0ML

ACETOHYDROXAMIC ACID
2S0MG

ACYCLOVIR
5%

ACYCLOVIR
200MG

ACYCLOVIR SODIUM
EQ 500MG BASE/VIAL

ALBUTEROL
0.09MG/INH

ALBUTEROL
0.09MG/INH

TRADE NAME APPLICANT NAME

DOSAGE FORM' ROUTE

SECTRAL IVEs LABS/AMHo
(CAPSULE; ORAL)

SECTRAL IVES LABS/AMHO
(CAPSULE; ORAL) .

TALACEN
(TABLET; ORAL)

STERLING DRUG

ACETIC ACID 0.25% TRAVENOL LABS
IN PLASTIC CONTAINER
(SOLUTION; URETHRAL)

LITHOSTAT URO-RESEARCH
(TABLET; ORAL)

ZOVIRAX BURROUGHS WELLC0ME
(OINTMENT; TOPICAL)

ZOVIRAX BURROUGHS WELLC0ME
(CAPSULE; ORAL)

ZOVIRAX BURROUGHS WELLC0ME
(INJECTABLE; INJECTION)

PROVENTIL SCHERING
(AEROSOL; INHALATION)

VENTOLIN GLAXO
(AEROSOL; INHALATION)

NDA N
O
.

PATENT N
O
.

EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

15-917 3726919 NcE
12-28-84 04-10-90 12428-89

3857952
12-31-91

18-917 3725919 NCЕ

12-28-84 04-10-90 12-28-89
3857952

12-31-91

18-458 4105659 NC
09-23-82 08-08-95 09-24-86

1в-523
02-19-82

18-749 NCЕ

05-31-83 05-31-93

18-504 4199574 NCЕ
03-29-82 04-22-97 03-29-92

18-828 4199574 NCE
01-25-85 04-22-97 03-29-92

18-503 4199574 NCЕ
10-22-82 04-22-97 03-29-92

17-559 3544353 . 1-22
05-01-81 02-22-89 09-24-86

3705233

12-05-89

18-473 3644353
05-01-81 02-22-89

3705233
12-05-89

IV-I
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE IN REDIENT S

STRENGTHIS)

TRADE NAME

DAEFRM'R TE

ALLOPURINOL
100MG

ALLOPURINOL
300MG

ALLOPURINOL
I00MG

ALLOPURINOL
300MG

ALPRAZOLAM

0.25MG

ALPRAZOLAM

0.5MG

ALPRAZOLAM
IMG

AMCINONIDE

0.1%

AMCINONIDE
0.1%

AMILORIOE HYDROCHLORIDE;
HYDROCHLOROTHIAZIDE
5MG; 50MG

AMINO ACIDS
6.9%

ZYLOPRIM
(TABLET; ORAL)

ZYLOPRIM
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

LOPURIN
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

XANAX
(TABLET; ORAL)

CYCLOCORT
(CREAM; TOPICAL)

CYCLOCORT
(01NTMENT; TOPICAL)

MODURETIC 5/50
(TABLET; ORAL)

FREAMINE HBC 6.9%

(INJECTABLE; INJECTION)

APPLICANT NAME

BURROUGHS WELLC0ME

BURROUGHS WELLC0ME

BODTS PHARMACEUTICAL

BOOTS PHARMACEUTICAL

UPJOHN

UPJOHN

UPJOHN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

MSBD/MERCK

AM MCGAN/AM HOSP

NDAN.

APPR VAL DATE

16-084
08-19-66

16-084
01-14-74

18-297
06-10-80

18-297
06-10-80

18-276
10-16-81

18-276
10-16-81

18-276
10-16-81

18-116
10-18-71

18-498
11-13-81

1в_201
10-05-81

16-822
05-17-83

PATENT NO.

EXP. DATE

3624205
11-30-88

3624205

11-30-88

3624205
11-30-88

3624205
11-30-88

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

3987052

10-19-93
3980789
09-14-93

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

4158055
06-12-96

4158055
06-12-96

3781430

12-25-90

EXCLUSIVITY

EXP. DATE

NS

09-24-86

IV-3



IV-4

ACTIVEINGREDIENTS

STRENGTHTST

AMINOACIDS
6.5%

AMINOACIDS
8.5%

AMINOACIDS
11.4%

AMINOACIDS
8%

AMINOACIDS
4%

AMINOACIDS
4%

AMINOACIDS
6.5%

AMINOACIDS
3.5%

AMINOACIDS
3.5%

AMINOACIDS
5.2%

AMINOACIDS
5.5%

TRADENAME

(DQSAGEFORM;ROUTE)

RENAMINW/OELECTROLYTES
(INJECTABLE;INJECTION)

NOVAMINE8.5%
(INJECTABLE;INJECTION)

NOVAMINE11.4%

(INJECTABLE;INJECTION)

HEPATAMINE8%

(INJECTABLE;INJECTION)

BRANCHAMIN4%

(INJECTABLE;INJECTION)

BRANCHAMIN4%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

NEOPHAM6.5%

(INJECTABLE;INJECTION)

AMINOSYN3.5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

AMINOSYN3.5%
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

AMINESS5.2%ESSENTIAL
AMINOACIDSW/HISTADINE

(INJECTABLE;INJECTION)

TRAVASOL5.5%
W/OELECTROLYTES
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

APPLICANTNAME

TRAVENOLLABS

CUTTERLABS/MILES

CUTTERLABS/MILES

AMMCGAN/AMHOSP

TRAVENOLLABS

TRAVENOLLABS

CUTTER-VITRUM

ABBOTTLABORATORIES

ABBOTTLABORATORIES

CUTTER-VITRUM

TRAVENOLLABS

NDANO.PATENTN
O
.

EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

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

17-957
08-09-82

17-957
08-09-82

18-676395052985
08-03-8204-13-9309-24-86

18-6784438144N5
09-28-8403-20-0109-24-86

18-6844438144NS
09-28-8403-20-0109-24-86

18-792N5
01-17-8409-24-86

18-804N5
05-15-8409-24-86

18-875N5
08-08-8409-24-86

18-901
04-06-84

18-931N5
08-23-8409-24-86

ЩIV.NDA'SAPPROVEFROM1-1-82105-31-85ANDN_DA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 AND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE IN REDIENT S

STRENGTH S

AMINO ACIDS
8.5%

AMINO ACIDS
10%

AMINO ACIDS
6%

AMINO ACIDS; CALCIUM ACETATE;
GLYCERIN; MAGNESIUM ACETATE;
PHOSPHORIC ACID; POTASSIUM CHLORIDE;
SODIUM ACETATE; SODIUM CHLORIDE
3%; 26MG/100ML; SGM/T00MLI
54MG/1O0ML; 41MG/100ML;
I49MG/100ML; 204MG/1O0ML;
T17MG/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/1O0ML; 40MG/1O0ML;
l28MG/1O0ML; 234MG/1O0ML

TRADE NAME

DOSAGE FORM' ROUTE

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

TRAVASOL l0%

N/O ELECTROLYTES
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

TROPHAMINE 6%
(INJECTABLE; INJECTION)

PERIPHRAMINE
(INJECTABLE; INJECTION)

AMINOSYN 3.5%
W/ DEXTROSE 5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINOSYN 3.5%
N/ 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)

APPLICANT NAME

TRAVENOL LABS

TRAVENOL LABS

AM MCGAN/AM HOSP

AM MCGAN/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

NDA N
O
.

PATENT N
O
.

APPROVAL DATE EXP. DATE

18-931
08-23-84

18-931
08-23-84

19-018
07-20-84

18-582
05-08-82

19-120
10-11-84

EXCLUSIVITY

EXP. DATE

NS
09-24-86

NC

09-24-86

NC
09-24-86

IV-5
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88-12-10
0969698
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3N

BIVD ’0XB BIVD 'dXB
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ZOZ8I
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SL8-8l
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`ОN VDN
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TABLE IV
.

NDA'S APPROVED FROM 1-1-82 T
O 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

AMITRIPTYLINE
IOMG

AMITRIPTYLINE
25MG

AMITRIPTYLINE
БOMG

AMITRIPTYLINE
75MG

AMITRIPTYLINE
IOOMG

AMITRIPTYLINE
TSOMG

AMITRIPTYLINE
IOMG/ML

AMITRIPTYLINE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE;
CHLORDIAZEPOXIDE
12.5MG; 5MG

AMITRIPTYLINE HYDROCHLORIDE;
CHLORDIAZEPOXIDE
25MG; 10MG

AMITRIPTYLINEАHYDROCHLORIDE;
PERPHENAZINE
10MG; 4MG

TRADE NAME

)DOSAGE FORM; ROUTE)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(TABLET; ORAL)

ELAVIL
(INJECTABLE; INJECTION)

LIMBITROL
(TABLET; ORAL)

LIMBITROL
(TABLET; ORAL)

ETRAFON A

(TABLET; ORAL)

APPLICANT NAME

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

SCHERING

NDA N .

APPROVAL DATE

12-703
04-07-61

12-703
07-05-74

12-703
04-07-61

12-703
10-28-76

12-703
10-28-76

12-703
09-17-76

12-704
O4-11-61

16-949
12-23-77

16-949
12-23-77

14-713
12-30-65

РАТЕNТ N
O
.

EXP. DATE

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

3428735
02-18-86

4316897
02-23-99

4316897
02-23-99

3428735
02-18-86

EXCLUSIVITY

EXP. DATE



1V-8

ACTIVEINGREDIENTTS)

AMITRIPTYLINEHYDROCHLORIDE;ETRAFON2-25SCHERING14-7133428735

PERPHENAZINE(TABLET;ORAL)12-30-6502-18-86
ZSMG;2MG

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

2SMG;4MG

AMITRIPTYLINEHYDROCHLORIDE;ETRAFON2-10SCHERING14-7133428735
PERPHENAZINE(TABLET;ORAL)12-30-6502-18-86

T0MG;2MG

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL4-10M58D/MERCK14-7153428735
PERPHENAZINE(TABLET;ORAL)12-30-6502-18-86

T0MG;4MG

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

25MG;2MG'

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL2-10n5&0/МЕRCК14-7153428735
PERPHENAZINE(TABLET;ORAL)04-04-6702-18-86

T0MG;2MG

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL4-25MS&D/MERCK14-7153428735
PERPHENAZINE(TABLET;ORAL)08-25-6502-18-86

25MG;4MG

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

S0MG;4MG

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

AMOXAPINEASENDINLEDERLELABS/AMCYAN18-0213546226
2SMG(TABLET;ORAL)09-22-8012-08-87

3663696

05-16-89
3681357

08-01-89

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO5-31-85А
N
0

NDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH)§)

AMOXAPINE
БОMG

AMOXAPINE
IO0MG

AMOXAPINE
150MG

AMRINONE LACTATE

EQ 5MG BASE/ML

ASPIRIN; CAFFEINE;
OIHYOROCODEINE BITARTRATE
355.4MG; зоМе; 16MG

ASPIRIN; CAFFEINE;
ORPHENADRINE CITRATE
385MG; 30MG; 25MG

ASPIRIN; CAFFEINE;
ORPHENADRINE CITRATE
770MG; боМб; 50МG

ASPIRIN; CAFFEINE;
PROPOXYPHENE HYDROCHLORIDE
389MG; 32.4MG; 32MG

TRADE NAME

)DOSAGE FORM; ROUTE)

ASENDIN
(TABLET; ORAL)

ASENDIN
(TABLET; ORAL)

ASENDIN
(TABLET; ORAL)

INOCOR
(INJECTABLE; INJECTION)

SYNALGOS-DC
(CAPSULE; ORAL)

NORGESIC
(TABLET; ORAL)

NORGESIC FORTE
(TABLET; ORAL)

DARVON C0MPOUND
(CAPSULE; ORAL)

APPLICANT NAME

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

WINTHROP LABS/STERL

IVES LABS/AMHO

RIKER LABS/3M

RIKER LABS/3M

ELI LILLY INDSTRS/PR

NDA N
O
.

PATENT N
O
.

E
X

LU IVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-021 3546226
09-22-80 12-08-87

3663696

05-16-89
3681357
08-01-89

18-021 3546226
09-22-80 12-08-87

3663696
05-16-89
3681357

08-01-89

18-021 3546226
09-22-80 12-08-87

3663696

05-16-89
3681357

08-01-89

18-700 4072746 NCE.
07-31-84 02-07-95 07-31-94

11-483
09-06-83

13-416
10-27-82

13-416
10-27-82

10-996
03-08-83

IV-9



01-AI

16-11-60
1199585
56-02-10
2507565

98-72-60 68-91-90
3N 1095995

16-11-60
l199585
56-02-10
2507565
68-91-50
1095995

16-11-60
l199585
56-02-10
2507865
68-91-50
1095995

96-80-80
659901?

B1V0 'dXB

'O
N

INBIV0

B1V0 `0XB

ALIAISOTTXB
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OVZ-Ql
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TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

ATENOLOL; CHLORTHALIDONE
50MG; 25MG

ATRACURIUM BESYLATE
T0MG/ML

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; 0.5MG

AURANOFIN
3MG

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE
0.025MG; TMG

AZATADINE MALEATE
TMG

AZATADINE MALEATE;

PSEUDOEPHEDRINE SULFATE
IMG; 120MG

BACLOFEN
T0MG

BACLOFEN
20MG

BECL0METHANSONE DIPROPIONATE
0.042MG/INH

BECL0METHANSONE DIPROPIONATE
0.042MG/INH

TRADE NAME

)DOSAGE FORM; ROUTE)

TENORETIC 50
(TABLET; ORAL)

TRACRIUM
(INJECTABLE; INJECTION)

MOTOFEN HALF-STRENGTH
(TABLET; ORAL)

RIDAURA
(CAPSULE; ORAL)

\
MOTOFEN
(TABLET; ORAL)

OPTIMINE
(TABLET; ORAL)

TRINALIN
(TABLET, CONTROLLED
RELEASE; ORAL)

LIORESAL
(TABLET; ORAL)

LIORESAL DS
(TABLET; ORAL)

BECLOVENT
(AEROSOL; INHALATION)

VANCERIL
(AEROSOL; INHALATION)

APPLICANT NAME

STUART PHARMS/ICI AM

BURROUGHS WELLC0ME

MCNEIL LABORATORIES

SK&F LABORATORIES

MCNEIL LABORATORIES

SCHERING

SCHERING

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

GLAXO

SCHERING

18-831
11-23-83

17-744
07-14-78

18-689
05-24-85

17-744
07-14-78

17-601
03-29-77

18-506
03-23-82

17-851
11-22-77

17-851
01-20-82

18-153
06-24-80

17-573
05-12-76

PATENT N
O
.

EXP. DATE

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

4179507
12-18-96

3646207

02-28-89

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

3646207

02-28-89

3419565
12-31-85
3717647

02-20-90

3419565

12-31-85
3717647
02-20-90

3471548
10-07-86

3471548
10-07-86

4414209
11-08-00

4414209
11-08-00

EXCLUSIVITY

EXP. DATE

NC
09-24-86

NCE
11-23-93

NCЕ
05-24-90

NC

09-24-86

NS
09-24-86

IV-IT



ACTIVEINGREDIENT

STRENTHS

BECL0METHANSONEDIPROPIONATE
0.042MG/1NH

BECL0METHANSONEDIPROPIONATE
0.042MG/1NH

BENDROFLUMETHIAZIDE
2.5MG

BENDROFLUMETHIAZIDE
5MG

BENDROFLUMETHIAZIDE
I0MG

BENDROFLUMETHIAZIDE;NADOLOL

5MG;40MG

BENDROFLUMETHIAZIDE;NADOLOL

5MG;B0MG

BENTIRoMIDE
500MG/7.5ML

BETAMETHASONE
0.6MG

BETAMETHASONE
0.6MG/5ML

BETAMETHASONE
0.2%

TRADENAME

DOSAGEFORM'ROUTE

BECONASE

(AEROSOL;INHALATION/NASAL)

VANCENASE

(AEROSOL;INHALATION/NASAL)

NATURET1N-2.5
(TABLET;ORAL)

NATURETIN-S
(TABLET;ORAL)

NATURETIN-10

(TABLET;ORAL)

CORZIDE

(TABLET;ORAL)

CORZIDE

(TABLET;ORAL)

CHYMEX

(SOLUTION;ORAL)

CELESTONE

(TABLET;ORAL)

CELESTONE

(SYRUP;ORAL)

CELESTONE

(CREAM;TOPICAL)

APPLICANTNAME

GLAXO

SCHERING

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ERSQUIBBANDsoNs

ADRIALABORATORIES

SCHERING

SCHERING

SCHERING

NDANO.

APPROVALDATE

18-584
09-30-81

18-521
09-24-81

12-164
12-07-59

12-164
12-07-59

12-164
03-29-77

18-647
05-25-83

18-647
05-25-83

18-366
12-29-83

12-657
04-17-61

14-215
04-18-64

14-762
04-10-64

PATENTN
O
.

EXP.DATE

4414209

11-08-00

4414209
11-08-00

3392168
07-09-85

3392168
07-09-85

3392168

07-09-85

3982021

09-21-93
3935267
01-27-93

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

3801562

04-02-91
3745212
07-10-90

3485854
12-23-86

3485854
12-23-86

3485854
12-23-86

EXCLUSIVITY

EXP.DATE

NC
09-24-86

NC
09-24-86

NCE

12-29-93

TABLEIV.NDA'SAPPROVEDFROM1-1-82T
O5-31-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТD 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

STRENGTHIS)

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

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE

EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE

EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.05% BASE

BETAMETHASONE DIPROPIONATE
E0 0.05% BASE

BETAMETHASONE DIPROPIONATE
EQ 0.1% BASE

TRADE NAME

DOSAGE FORM' ROUTE

CELESTONE SOLUSPAN
(INJECTABLE; INJECTION)

DIPROLENE
(OINTMENT; TOPICAL)

BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)

ALPHATREX
(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)

BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)

ALPHATREX
(OINTMENT; TOPICAL)

DIPROSONE
(CREAM; TOPICAL)

DIPROSONE
(OINTMENT; TOPICAL)

DIPROSONE

(LOTION: TOPICAL)

DIPROSONE
(AEROSOL; TOPICAL)

APPLICANT NAME

SCHERING

SCHERING

PHARMADERM/BYK-GLDN

E FOUGERA/BYK-GLDN

SAVAGE LABS/BYK-GLDN

PHARMADERM/BYK-GLDN

E FOUGERA/BYK-GLDN

SAVAGE LABS/BYK-GLDN

SCHERING

SCHERING

SCHERING

SCHERING

Щ
APPROVAL DATE

14-602
03-03-65

18-741
07-27-83

19-136
06-26-84

19-137
06-26-84

19-138
06-26-84

19-140
09-04-84

19-141

09-04-84

19-143
09-04-84

17-536
01-29-75

17-691
04-15-76

17-781

02-01-77

17-829
05-24-77

РАТЕNТ N
O
.

EXP. DATE EXP. DATE

3485854
12-23-86

EXCLUSIVITY

0-l
09-24-86

0-1
09-24-86

0-1
09-24-86

0-1
09-24-86



1V-14

ACTIVE_INGREDIENT(ST

STRENGTHTS)

BETAMETHASONEDIPROPIONATE;CLOTRIMAZOLE
EQ0.05%BASE;1%

BETAMETHASONE

Е00.1%BASE

BETAMETHASONE
Eo0.1%BASE

BETAMETHASONE

Е00.1%BASE

BETAMETHASONE
E00.1%BASE

BETAMETHASONE
Е00.1%BASE

BETAMETHASONE
EQ0.1%BASE

BETAMETHASONE

EQ0.1%BASE

BETAMETHASONE
Е00.1%BASE

BETAMETHASONE

Е00.1%BASE

BETAMETHASONE
EQ0.1%BASE

BETAMETHASONE

EQ0.1%BASE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

TRADENAME

(DOSAGEFORM;ROUTE)

LOTRISONE

(CREAM;TOPICAL)

BETA-VAL
(CREAM;TOPICAL)

BETADERM

(CREAM;TOPICAL)

BETAMETHASONEVALERATE

(CREAM;TOPICAL)

BETAMETHASONEVALERATE

(CREAM;TOPICAL)

BETATREX

(CREAM;TOPICAL)

BETATREX

(OINTMENT;TOPICAL)

BETAMETHASONEVALERATE

(OINTMENT;TOPICAL)

BETAMETHASONEVALERATE

(OINTMENT;TOPICAL)

BETAMETHASONEVALERATE

(LOTION;TOPICAL)

BETATREX

(LOTION;TOPICAL)

BETAMETHASONEVALERATE

(LOTION;TOPICAL)

APPLICANTNAME

SCHERING

LEMMON

TJROACO

PHARMADERM/BYK-GLDN

EFOUGERA/BYK-GLDN

SAVAGELABS/BYK-GLDN

SAVAGELABS/BYK-GLDN

PHARMADERM/BYK-GLDN

EFOUGERA/BYK-GLDN

EFOUGERA/BYK-GLDN

SAVAGELABS/BYK-GLDN

PHARMADERM/BYK-GLDN

NDANo

APPRVALDATE

18-827
07-10-84

18-642
03-24-83

18-839
06-30-83

18-860
08-31-83

18-861
08-31-83

18-862
08-31-83

18-863
08-31-83

18-864
08-31-83

18-865
08-31-83

18-866
08-31-83

18-867
08-31-83

18-870
08-31-83

PATENTNO.

EXP.DATE

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

EXLIVITY

EXP.DATE

NC
09-24-86

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO5-31-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

STRENGTH)§)

BETHANIDINE SULFATE
T0MG

BETHANIDINE SULFATE
25MG

BITOLTEROL MESYLATE
0.8%

BRETYLIUM TOSYLATE

50MB/ML

BR0MOCRIPTINE MESYLATE
EQ 2.5M@ BASE

BROMOCRIPTINE MESYLATE
EQ 5MG BASE

BR0MODIPHENHYDRAMINE HYDROCHLORIDE;

CODEINE PHOSPHATE
12.5MG/5ML; T0MG/5ML

BR0MPHENIRAMINE MALEATE;

CODEINE PHOSPHATE;

PHENYLPROPANOLAMINE HYDROCHLORIDE
2MG/5ML; T0MG/5ML; 12.5MG/5ML

BR0MPHENIRAMINE MALEATE;
DEXTROMETHORPHAN HYDROBROMIDE;

PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/SML; I0MG/SML; 30MG/5ML

BR0MPHENIRAMINE MALEATE;
DEXTR0METHORPHAN HYDROBR0MIDE;

PSEUDOEPHEDRINE HYDROCHLORIDE
2MG/5ML; T0MG/SML; 30MG/5ML

TRADE NAME

)DOSAGE FURM; ROUTE)

TENATHAN
(TABLET; ORAL)

TENATHAN
(TABLET; ORAL)

TORNALATE
(AEROSOL; INHALATION)

BRETYLOL
(INJECTABLE; INJECTION)

PARLODEL
(TABLET; ORAL)

PARLODELl
(CAPSULE; ORAL)

AMBENYL
(SYRUP; ORAL)

DIMETANE-DC
(SYRUP; ORAL)

DIMETANE-DX
(SYRUP; ORAL)

DIMETANE-DX
(SYRUP; ORAL)

APPLI ANT NAME

AH ROBINS

AH ROBINS

NINTHROP-BREON/STERL

AM CRITICAL CARE/AHS

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

MARION LABORATORIES

AH ROBINS

AH ROBINS

AH ROBINS

NDA N
О
.

APPROVAL DATE

17-675
05-29-81

17-675
05-29-81

18-770
12-28-84

17-954
07-18-78

17-962
06-28-78

17-962
03-01-82

09-319
01-10-84

11-694
03-29-84

11-694
03-29-84

19-279
08-24-84

РАТЕNТ NO.Ш
3495013
02-10-87

3495013
02-10-87

4138581
02-06-96

RE29618

04-29-86

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

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

EXCLUSIVITYШ

NCЕ
12-28-89

1-16
12-14-87

1-16
12-14-87

IV-15



1V-16

ACTIVEINGREDIENIS

STRENGTHTS)

BR0MPHENIRAMINEMALEATE;
PHENYLPROPANOLAMINEHYDROCHLORIDE

4MG/5ML;25MG/5ML

BUMETANIDE
1MG

BUMETANIDE
0.5MG

BUMETANIDE
0.25MG/ML

BUPIVACAINEHYDROCHLORIDE;DEXTROSE

0.75%;8.25%

BUPIVACAINEHYDROCHLORIDE;
EPINEPHRINEBITARTRATE

0.5%:O.OO91MG/ML

BUPIVACAINEHYDROCHLORIDE;
EPINEPHRINEBITARTRATE
0.75%;0.0091MG/ML

BUTORPHANOLTARTRATE
1MG/ML

BUTORPHANOLTARTRATE

2MG/ML

CALCEFEDIOL,ANHYDROUS
0.02MG

ШМЕ
DOSAGEFORM'ROUTE

ELIXIRDIMETAPP
(ELIXIR;ORAL)

BUMEX

(TABLET;ORAL)

BUMEX

(TABLET;ORAL)

BUMEX

(INJECTABLE;INJECTION)

MARCAINESPINAL
(INJECTABLE;INJECTION)

SENSORCAINE

(INJECTABLE;INJECTION)

SENSORCAINE

(INJECTABLE;INJECTION)

STADOL

(INJECTABLE;INJECTION)

STADOL

(INJECTABLE;INJECTION)

CALDEROL

(CAPSULE;ORAL)

APPLICANTNAME

AHROBINS

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

BREONLABS/STERLING

ASTRAPHARMPRODS

ASTRAPHARMPRODS

BRISTOLLABS/B-M

BRISTOLLABS/B-M

UPJOHN

NDANO.PATENTNO.

APPROVALDATEEXP.DATE

13-087
03-29-84

18-2253634583
02-28-8301-11-89

3806534
04-23-91

18-2253634583
02-28-8301-11-89

3806534
04-23-91

18-2263634583
02-28-83Olll89

3806534
o4-23-91

18-692
05-04-84

18-304
09-02-83

18-304
09-02-83

17-8573819635
08-22-7806-25-91

17-8573819635
08-22-7806-25-91

18-3123833622
08-05-8009-03-91

3565924
03-23-86

EXCLUSIVITY

EXP.DATE

NCE
02-28-93

NCЕ

02-28-93

NCЕ
02-28-93

NC
09-24-86

HMH.MSNM@MMTWWHMMNWSWMMMWHMMMÜMWWHmmm



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

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; 30MG/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

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

AM MEGAN/AM HOSP

NDA NO.

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

РАТЕNТ NO.Ш
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

434177435
07-27-99
4225596
09-30-97

EXCLUSIVITY

EXP. DATE

1-18
12-21-87

1-18
12-21-87

IV-17
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TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/T00ML; 1.5GM/T00ML;
5.08MG/100ML; 538MG/T00ML; 448MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/T00ML; 2.5GM/10OML;
5.08MG/T00ML; 538MG/100ML; 448MG/TOOML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHIORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/T00ML; 4.25GM/T00ML;
5.08MG/T00ML; 538MG/T00ML; 448MG/10OML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/T00ML; 1.5GM/IOOML;
5.08MG/T00ML; 538MG/TOOML; 448MG/10OML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/T00ML; 2.5GM/T00ML;
5.08MG/100ML; 538MG/100ML; 448MG/10OML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
25.7MG/100ML; 4 25GM/100ML; 5.08MG/100ML;
538MG/T00ML; 448MG/T00ML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE; SODIUM CHLORIDE;
SODIUM LACTATE
26MG/10OML; 2.SGM/IOOML; I5MG/T00ML;
560MG/100ML; 390MG/100ML

TRADE NAME

)DOSAGE FORM; ROUTE)

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

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

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

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

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

APPLICANT NAME

DELMED

DELMED

DELMED

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAN/AM HOSP

NDA N
O
.

APPROVAL DATE

18-883
11-30-84

18-883
11-30-84

18-883
11-30-84

18-379
07-07-82

18-379
07-07-82

18-379
07-07-82

18-460
11-02-83

РАТЕNТ N
O
.

EXP. DATE

EXCLUSIVITY

EXP. DATE

IV-19



OZ-AI

(N011330N1 531071330N1) TN001/9NO98 tTW001/9808 51H001/9888
28-60-11 83NI71N03 3115918 NI 301801Н3 8010OS
lZ¿-8l 850Н N7/M7D3N N7 S1839N18 53018O1Н3 801557108 5301801Н3 801317Э

(NO11330NI 531871330NI) 3NO01/эио99 t1NO01/9NO8 51NO01/9и88
58-10-20 83NI71N03 3115918 NI 301801Н3 N01UOS
8v981 5871 10N3А781 NOI1330NI $839N18 5301801Н3 ип1559108 5301801Н3 ип13193

(N0117D1881 Емо11п3оз) 1NO01/DNO98 tTw00l/98O2 tiw00l/982E
28-61-20 83NI71N03 3115918 NI 301801Н3 wnloos
S6v8l 5871 10N3А981 5.833NI8 5301801Н3 801557108 5301801Н3 w0131v3

3NO01/эNO09
(NOI1330NI 531871330NI) tl800l/98088 ÉTN00l/DNOS tTNO01/DNOZ

28-62-11 83м191м03 31159i8 NI 30180iн3 wnIoos :3171339 801OOS
SEL-81 d50Н и9/м9D3и Nv 5.83DNI8 03171339 5301801Н3 и01559108 5301801Н3 ип13173

 TN00l/988v9 518001/985'611
(3910873 ‘N01503838 tTN00l/98E'SZE t3NO01/эи9'11

5N01101OS) 301801Н3 801005
98-92-60 28-92-20 83NI71N03 3115918 NI 5301801Н3 8п1557108

3N 809-81 531801980871 110887 1OS19318 5301801Н3 801STND78 5301801Н3 ип13193

TN00l/987L 11NO01/98005 tiw00l/98OPQ
tTwD01/98PL 51NO01/9808 51NO01/9855

(NO11330NI 531871330N1) 3178113 8010OS 5301803Н3 HHIUOS
88l801 83NI71N03 3115918 NI 53171339 80IOO5 53OI8O1Н3 801557108
668-81 850Н 87/87938 N7 3 31A10SI 5301801Н3 80153ND98 5301801Н3 801317Э

3и/эи1 91 tiw/Bwlzl
51N/989'7L ¿TN/987'SZ tTR/98S 91

(NOI1330NI t31B71D30N1) 301801Н3 wnIOos
987Z60 v8-OZ-¿0 8TNI71NO3 3115918 NI 53171339 ип100$ 5301801н3 нп1$57108

3N S688l 531801780871 110887 531А10813313 N8l 53GI8O1Н3 NnIS3N97N 5301801Н3 8013173

T8001/98098 tT8001/98DE
(N0I1330NI t31B71J30N1) tT800l/NDS îTN00l/982E

88-¿0-20 8TNI71NO3 3115918 NI 301801Н3 8010OS $301801Н3 801557108
S898l 5871 10N3А981 5.83DNI8 0N7 %S 35081Х30 535081Х30 5301801Н3 w0131v3

B1VD ’dXB B1VD ’dXB B1VD 3VAO0ddV BL 1 ‘11 T T V D (STHIDNT0IS

XIIAISO13XB ‘0N INBLVd ‘0N VDN TVVN INVTITddV TVVN BD111 (STINTIDT0DNI TAILTV

NOILVHDOTNI AIIAISOITXB DNV INBLVd BLVIDdODddV HIIM STVDN DNV SB-LC-S OL ZB-I-I NODT DTAODddV STVDN 'AI BTOVI



TABLE IV. NDA'S APPROVED FROM I-I-BZkTO 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT

STRENGTH) S)

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
Z0MG/100ML; SGM/100ML;

105MG/100ML; 600MG/100ML;

310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML;
105MG/100ML; 600MG/100ML;

310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE

Z0MG/100ML; 5GM/100ML;

179MG/100ML; 600MG/100ML;
3l0MG/100ML

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

310MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML;
254MG/100ML; 600MG/100ML;
BT0MG/100ML

CALCIUM CHLORIDE; DEXTROSE;
POTASSIUM CHLORIDE; SODIUM CHLORIDE
SODIUM LACTATE
20MG/100ML; SGM/100ML; .

254MG/100ML; 600MG/100ML;

310MG/100ML

TRADE NAME

)DOSAGE FORM; ROUTE)

POTASSIUM CHLORIDE

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

POTASSIUM CHLORIDE

T0MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

T0MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

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

POTASSIUM CHLORIDE

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

POTASSIUM CHLORIDE

30MEQ IN DEXTROSE 5%
AND LACTATED RINGER'S
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLICANT NAME

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

PATENT N
O
.

EXP. DATE

EXCLUSIVITY

EXP. DATE

NDA N
O
.

APPROVAL DATE

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85

19-367
04-05-85

IV-2T
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Ш IV. N_DA'S APPROVE_D FROM 1-1-82 10 5-3T-85 АND NDA'S NITH APPROPRIATE PATENT AND EXELUSIVITY INFORMATION

ACTIVE IN REDIENT S TRADE NAME APPLICANT NAME NDA N . PATENT N . EXOLUSIVTTY

STRENGTHIS) D AE F RM' R TE APPR VAL DATE EXP. DATE EXP. DATE

CAPTOPRIL CAPOTEN ER 50UIBB AND SONS 18-343 4105776 I20
25MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86

0-7
10-12-87

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

0-7
10-12-87

CAPTOPRIL CAPOTEN ER SQUIBB AND SONS 18-343 4105776 I-20
lO0MG (TABLET; ORAL) 04-06-81 08-08-95 09-24-86

0-7-
10-12-87

CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 25/15 ER SQUIBB AND SONS 18-709 4105776 NC
25MG; 15MG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87

4217347
08-12-97

CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/15 ER 50UIBB AND SONS 18-709 4105776 NC
50MG; TSMG (TABLET; ORAL) 10-12-84 08-08-95 10-12-87

4217347
08-12-97

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

4217347
08-12-97

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

CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 18-281 4409212

I00MG (TABLET, CHENABLE; ORAL) 12-14-81 10-11-00

CARBIDOPA LODOSYN MS&D/MERCK 17-830 3462536

25MG (TABLET; ORAL) 04-25-77 08-19-86
3830827
08-20-91
3781415
12-25-90



1V-24

ACTIVEINREDIENTTRADENAMEAPPLICANTNAMENDA
.

PATENTN
.

EXCLUSIVITY

STRENGTHIS)(DOOAOEFORM:ROOTETAPPALDATEXP.DATEEXP.DATE

CARBIDOPA;LEVoDOPAsINEMETМ580/MERCK17-5553462536
10MG;100MG(TABLET;0RAL105-02-7508-19-86

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

CARBIDOPA;LEVODOPÀSINEMETTIS&U/MERCI(17-5553462536

25MG;250МG(TABLET;0RAL105-02-7508-19-86

.
3769424
10-30-90
3781415
12-25-90
3830827

08-20-91
R829892
10-30-90

CARBIDOPA;LEVoDOPASINEМЕTМ580/MERCK17-553536

ZSMG;100m(TABLET;ORAL)05-02-O-9-86
3769424

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

CARBOPROSTIR0METI'IAMINEPROSTIN/1SMUPJOHN17-98937283821-32
Е00.25MGBASE/МL(INJECTABLE;INJECTIDN)01-09-7904-17-9003-21-88

CELLULosE500IUМPHOSPHATECALCIBINDМ15SI0NPHARMACAL18-757NCE
2.5GМ/PACKE1(Романа;oRAL)12-28-8212-28-92

CERuLETIDEDIETNYLAMINETYMTRANADRIALABORATORIES18-2963472832
002МG/МL(INJECTABLE;INJECTION)12-24-8110-14-86

Ш11.N_DA'SAPPROVEDFROM1-1-82TO5-31-85АМЦВА'ШПНAPPROPRIATEPAT,E_NIANDEXOLOSIVIIYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1182 TO 5-31285 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

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

CHENODIOL CHENIX ROWELL LABORATORIES 18-513 NCЕ

2S0MG (TABLET; ORAL) 07-28-83 07-28-93

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

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

CHLORDIAZEPOXIDE LIBRITABS ROCHE PRODUCTS l3-071 4316897

T0MG (TABLET; ORAL) 10-31-66 02-23-99

CHLORDIAZEPOXIDEА LIBRELEASE HOFFMANN-LA ROCHE 17-813 4316897 NDF

зонG (CAPSULE, CONTROLLED 09-12-83 02-23-99 09-24-86
RELEASE; ORAL)

CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897

5MG (CAPSULE; ORAL) 02-24-60 02-23-99

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

CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897
25MG (CAPSULE; ORAL) 02-24-60 02-23-99

CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM HOFFMANN-LA ROCHE 12-301 4316897
T00MG/AMP (INJECTABLE; INJECTION) 07-21-61 02-23-99

CHLORDIAZEPOXIDE HYDROCHLORIDE; LIBRAX HOFFMANN-LA ROCHE 12-750 4316897
CLIDINIUM BR0MIDE (CAPSULE; ORAL) 05-02-61 02-23-99
5MG; 2.5MG

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

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

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 10-4 HOFFMANN-LA ROCHE 14-740 4316897
I0MG; O.4MG (TABLET; ORAL) 10-27-69 02-23-99

IV-25



IV-26

CHLOROXINECAPITROLWESTNODDPHARMS17-5943886277
2%(SHAMPOD;TOPICAL)ID-19-7605-27-92

CHLORTHALIDONE;CLONIDINEHYDROCHLORIDEC0MBIPRESBOEHRINGERINGELHEIM17-5033454701

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

CHLDRTHALIDDNE;CLONIDINEHYDROCHLORIDEC0MBIPRESBOEHRINGERINGELHEIM17-5033454701

15MG;O.2MG(TABLET;ORAL)08-22-7407-08-86

CHLORTHALIDDNE;CLONIDINEHYDROCHLORIDEC0MBIPRESBOEHRINGERINGELHEIM17-5033454701

TSMG;О.3MG(TABLET;ORAL)D4-IО-8407-08-86

CHOLESTYRAMINEQUESTRANMEADJDHNSDN/B-M16-0191-23
EQ4GMRESIN/PACKET(POWDER;ORAL)12-06-66D9-24-86

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

CHYMOPAPAINDISCASETRAVENOLLABS18-625NCE

12,500UNITS/VIAL(INJECTABLE;INJECTION)01-18-8411-10-92

CHYMOPAPAINCHYMDDIACTINSMITHLABORATORIES18-6634439423NCE

10,000UNITS/VIAL(INJECTABLE;INJECTION)II-ID-8203-26-01II-IO-92

CHYMOPAPAINCHYMDDIACTINSMITHLABORATORIES18-6634439423NCE

4,000UNITS/VIAL(INJECTABLE;INJECTION)08-21-8403-26-0111-10-92

CICLOPIROXDLAMINELDPRDXHDECHST-RDUSSEL18-7483883545NCE
1%(CREAM;TOPICAL)12-30-8205-13-9212-30-92

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

4024271
05-17-94

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

4024271

05-17-94

TABLEIV.NDA'SAPPROVEDFROM1-1-8210531-85АNDNDA'SHITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV
.

NDA'S APPROVED FROM 1-1-82 Т
О 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTISI

STRENGTH S

CIMETIDINE
400MG

CIMETIDINE HYDROCHLORIDE
EQ 3ooMG BASE/5ML

CIMETIDINE HYDROCHLORIDE

EQ 150MG BASE/ML

CINOXACIN
250MG

CINOXACIN
500MG

CISPLATIN
0.5MG/ML

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

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

CLEMASTINE FUMARATE;
PHENYLPROPANOLAMINE HYDROCHLORIDE

EQ 1MG BASE; 75MG

CL0MIPHENE CITRATE
S0MG

TRADE NAME

DAEFRMR Н

ТАGАМЕТ
(TABLET; ORAL)

TAGAMET
(SOLUTION; ORAL)

TAGAMET
(INJECTABLE; INJECTION)

CINOBAC
(CAPSULE; ORAL)

CINOBAC
(CAPSULE; ORAL)

PLATINOL-AQ

IRRIGATING SOLUTION G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

UROLOGIC G

IN PLASTIC CONTAINER
(SOLUTION: IRRIGATION)

TAVIST D

(TABLET, CONTROLLED
RELEASE; ORAL)

CL0MIPHENE CITRATE
(TABLET; ORAL)

APPLICANT NAME

SK&F LAB

SK&F LAB

SKBIF LAB

ELI LILLY

ELI LILLY

BRISTOL LABS/B-M

TRAVENOL LABS

ABBOTT LABORATORIES

DORSEY LABS/SANDOZ

PLANTEX/I KAPHARM

NDA N о

APPR VAL DATE

17-920
12-14-83

17-924
08-16-77

17-939
08-16-77

18-067
06-13-80

18-067
06-13-80

18-057
07-18-84

18-519
06-22-82

18-904
05-27-83

18-298
12-15-82

18-361

03-22-82

РАТЕNТ NO.

EXP. DATE

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

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

3950333

04-13-93
4024271
05-17-94

3669965
06-13-89

3669965

06-13-89

4177263
12-04-96
4310515
01-12-99

3933999
01-20-93

EXCLUSIVITY

EXP. DATE

NS
09-24-86

NDF

09-24-86

NC
09-24-86

NC

09-24-86

NDF

09-24-86

IV-27
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 АND NDА'З NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

CLORAZEPATE DIPOTASSIUM
11.25MG

CLORAZEPATE DIPOTASSIUM
3.75MG

CLORAZEPATE DIPOTASSIUM
7.5MG

CLORAZEPATE DIPOTASSIUM
15MG

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
1%

CLOTRIMAZOLE
100MG

TRADE NAME

)DOSAGE FORM; ROUTE)

TRANXENE SD
(TABLET; ORAL)

TRANXENE
(TABLET; ORAL)

TRANXENE
(TABLET; ORAL)

TRANXENE
(TABLET; ORAL)

LOTRIMIN
(SOLUTION; TOPICAL)

LOTRIMIN
(CREAM; TOPICAL)

GYNE-LOTRIMIN
(CREAM; VAGINAL)

GYNE-LOTRIMIN
(TABLET; VAGINAL)

APPLICANT NАМЕ

48BOТТ LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

SCHERING

SCHERING

SCHERING

SCHERING

NDA N
О
.

APPROVAL DATE

17-105
08-04-76

17-105
03-10-80

1.7-105
03-10-80

17-105
03-10-80

17-613
02-03-75

17-619
03-18-75

18-052
11-08-78

17-717
03-24-76

РАТЕNТ N
O
.

EXP. DATE

RE28315
06-23-87

RE28315
06-23-87

RE28315
06-23-87

RE28315
06-23-87

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

3660577
05-02-89
3705172

12-05-89
3839573
10-01-91

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

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

EXCLUSIVITY

EXP. DATE
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TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

CLOTRIMAZOLE
1%

CODEINE PHOSPHATE;

PHENYLEPHRINE HYDROCHLORIDE;
PR0METHAZINE HYDROCHLORIDE
T0MG/5ML; 5MG/5ML; 6.25MG/5ML

CODEINE PHOSPHATE;

PR0METHAZINE HYDROCHLORIDE
T0MG/5ML; 6.25MG/5ML

CODEINE PHOSPHATE;

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE
T0MG/5ML; 30MG/5ML; 1.25MG/5ML

COLESTIPOL HYDROCHLORIDE
SGM/PACKET

COLESTIPOL HYDROCHLORIDE
S00GM/BOT

COPPER
89MG

Ш
)DOSAGE FORM; ROUTE)

LOTRIMIN
(LOTION; TOPICAL)

PHENERGAN VC N/ CODEINE

OßYRUP; ORAL)

PHENERGAN N/ CODEINE
(SYRUP; ORAL)

ACTIFED N/ CODEINE
(SYRUP; ORAL)

COLESTID
(GRANULE; ORAL)

COLESTID
(GRANULE; ORAL)

CU7
(INTRAUTERINE DEVICE;
INTRAUTERINE)

APPLICANT NAME

SCHERING

NYETH LABS/AMHO

NYETH LABS/AMHO

BURROUGHS WELLC0ME

UPJOHN

UPJOHN

SEARLE PHARMS

NDA N
O
.

APPR VAL DATE

18-813
02-17-84

08-306
04-02-84

08-306
04-02-84

12-575
04-04-84

17-563
04-04-77

17-563
04-04-77

17-408
02-25-74

РАТЕNТ N
O
.

EXP. DATE EXP. DATE

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

05-02-89

3692895 1-24
09-19-89 09-24-86

3692895 1-24
09-19-89 09-24-86

3563235

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

EXCLUSIVITY

IV-31



ACTIVEINREDIENT

STRENGTHISI

COPPER
120MG

cRoMoLYNsonIUM
2оме

CR0MOLYNSODIUM
4%

CR0MOLYNSODIUM
4%

TRADENАМЕ

LDOSAGEFORM;ROUTE!

TATUM-T
(INTRAUTERINEDEVICE;
INTRAUTERINE)

INTAL
(CAPSULE;INHALATION)

NASALCR0M

(SOLUTION;NASAL)

OPTICR0M

($0LUTION;OPHTHALMIC)

APPLICANTNAME

SEARLEPHARMS

FISONS

FISONS

FISONS

NDANO.

APPROVALDATE

18-205
08-16-79

16-990
06-20-73

18-306
03-18-83

18-155
10-03-84

PATENTNO.

EXP.DATE

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

3686412

08-22-89
3777033
08-22-89
3419578
12-31-85

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

1-22
09-24-86

NDF
09-24-86

NDF
10-03-87

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO5-31-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE TV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NTTH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTISI

STRENGTHIS)

CR0MOLYN SODIUM
T0MG/ML

CYCLOBENZAPRINE HYDROCHLORIDE
5MG

CYCLOBENZAPRINE HYDROCHLORIDE
T0MG

CYCLOPHOSPHAMIDE
TGM/VIAL

CYCLOPHOSPHAMIDE
TGM/VIAL

CYCLOPHOSPHAMIDE

2GM/VIAL

CYTARABINE
100MG/VIAL

CYTARABINE
500MG/VIAL

DANTROLENE SODIUM
25MG

DANTROLENE SODIUM

T00MG

DANTROLENE SODIUM
50MG

DANTROLENE SODIUM
20MG/VIAL

TRADE NAME

)DOSAGE FORM; ROUTE)

INTAL
(SOLUTION; INHALATION)

FLEXERIL
(TABLET; ORAL)

FLEXERIL
(TABLET; ORAL)

CYTOXAN
(INJECTABLE; INJECTION)

NEOSAR
(INJECTABLE; INJECTION)

CYTOXAN
(INJECTABLE; INJECTION)

CYTOSAR-U
(INJECTABLE; INJECTION)

CYTOSAR-U
(INJECTABLE; INJECTION)

DANTRIUM
(CAPSULE; ORAL)

DANTRIUM
(CAPSULE; ORAL)

DANTRIUM
(CAPSULE; ORAL)

DANTRIUM .
(INJECTABLE; INJECTION)

APPLICANT NAME

FISONS

MS&D/MERCK

MS&D/MERCK

MEAD JOHNSON/B-M

ADRIA LABORATORIES

MEAD JOHNSON/B-M

UPJOHN

UPJOHN

NORNICH EATON/P&G

NORNICH EATON/P&G

NORNICH EATON/P&G

NORNICH EATON/P&G

NDA N
O
.

APPROVAL DATE

18-596
05-28-82

17-821
08-26-77

17-821
08-26-77

12-142
08-30-82

87-442
07-08-83

12-142
08-30-82

16-793
06-17-69

16-793
06-17-69

17-443
01-15-74

17-443
01-15-74

17-443
10-10-75

18-264
09-18-79

РАТЕNТ N
O
.

EXP. DATE

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

3444294
05-13-86

3444294

05-13-86

3415821
12-10-85

3415821
12-10-85

3415821
12-10-85

3415821
12-10-85

EXCLUSIVITY

EXP. DATE

I-22
01-19-88

NS
09-24-86

N5
09-24-86

NS
09-24-86

IV-33
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TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT АND EXCLUSIVITY INFORMATION

ACTIVE IN REDIENT

STRENGTHIS)

DESMOPRESSIN ACETATE

0.01%

DESMOPRESSIN ACETATE

0.004MG/ML

DESONIDE
0.05%

DESOXIMETASONE
0.05%

DESOXIMETASONE
0.05%

DESOXIMETASONE
0.25%

DEXAMETHASONE
6MG

DEXAMETHASONE

6MG

DEXAMETHASONE
6MG

DEXTR0METHORPHAN HYDROBR0MIDE;

PR0METHAZINE HYDROCHLORIDE
15MG/5ML; 6.25MG/5ML

DEXTROSE

60GM/100ML

DEXTROSE
7OGМ/100ML

TRADE NAME

)DOSAGE FORM; ROUTE)

DDAVP
(SOLUTION; NASAL)

DDAVP
(INJECTABLE; INJECTION)

DESONEN
(CREAM; TOPICAL)

TOPICORT
(GEL; TOPICAL)

TOPICORT
(OINTMENT; TOPICAL)

TOPICORT
(OINTMENT; TOPICAL)

DECADRON
(TABLET; ORAL)

DEXAMETHASONE
(TABLET; ORAL)

DEXAMETHASONE
(TABLET; ORAL)

PHENERGAN N/ DEXTROMETHORPHAN
(SYRUP; ORAL)

DEXTROSE 60% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 70% IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

APPLI ANT NAME

ARMOUR PHARM

ARMOUR PHARM

OWEN LABS/DERM PRODS

HOECHST-ROUSSEL

HOECHST-ROUSSEL

HOECHST-ROUSSEL

MS&D/MERCK

PAR PHARMACEUTICAL

ROXANE LABORATORIES

NYETH LABS/AMHO

TRAVENOL LABS

TRAVENOL LABS

NDA N .

APPROVAL DATE

17-922
02-21-78

18-938
03-30-84

19-048
12-14-84

18-586
03-29-82

18-594
01-17-85

18-763
09-30-83

11-664
07-30-82

88-481
11-28-83

88-316
09-15-83

11-265
04-02-84

17-521

03-26-82

17-521
03-26-82

PATENT NО.

ЕХР. DАТЕ

3497491
02-24-87

3497491

02-24-87

EXCL IVITY

EXP. DATE

NDF

09-24-86

NDF
09-24-86

NDF

09-24-86

NOF

09-24-86

NS
09-24-86

NS
09-24-86

NS
09-24-86

111435



IV-36

ACTIVEINGREDIENTS

STRENGTH5

DEXTROSE
6OGM/1O0ML

DEXTROSE
3OGM/100ML

DEXTROSE
6OGM/100ML

DEXTROSE
6OGM/T00ML

DEXTROSE
7OGM/100ML

DEXTROSE

4OGM/100ML

DEXTROSE
SOGH/TOOML

DEXTROSE
20GM/100ML

DEXTROSE

38.5GM/100ML

DEXTROSE
50MG/ML

TRADENAME

DOAGEFRM'ROUTE

DEXTROSE60%
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE30%
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE60%INPLASTIC
CONTAINER

(INJECTABLE;INJECTION)

DEXTROSE60%

(INJECTABLE;INJECTION)

DEXTROSE70%INPLASTIC
CONTAINER

(INJECTABLE;INJECTION)

DEXTROSE40%INPLASTIC
CONTAINER

(INJECTABLE;INJECTION)

DEXTROSE50%INPLASTIC
CONTAINER

(INJECTABLE;INJECTION)

DEXTROSE20%INPLASTIC
CONTAINER

(INJECTABLE;INJECTION)

DEXTROSE38.5%INPLASTIC
CONTAINER

(INJECTABLE;INJECTION)

DEXTROSE5%INPLASTIC
CONTAINER

(INJECTABLE;INJECTION)

APPLICANTNAME

ABBOTTLABORATORIES

ABBOTTLABORATORIES

AMMCGAN/AMHOSP

AMMCGAN/AMHOSP

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

NDA0
0
.

APPROVALDATE

19-346
01-25-85

19-345
01-26-85

17-995
04-27-78

17-995
09-22-82

18-561
03-23-82

18-562
03-23-82

18-563
03-2382

18-564
03-23-82

18-923
09-19-84

19-222
07-13-84

PATENTNO.

EXP.DATE

3729568
04-24-90

3729568
04-24-90

EXCLUSIVITY

EXP.DATE

TADLEIV.NDA'SAPPROVEDFROM1T82T
O5-31-85А0DNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S TRADE NAME APPLICANT NAME NDA N
О
.

PATENT N
D
.

EXCLUSIVITY

STRENGTH S DOSAGE FORM' ROUTE APPROVAL DATE EXP. DATE EXP. DATE

DEXTROSE; BOPANINE HYDROCHLORIDE DOPANINE HCL ABBOTT LABORATORIES 18-132 NC
55N/100ML; BOMG/100ML (INJECTABLE; INJECTION) 02-04-82 09-24-55

DEXTROSE; BOPAМINE HYDROCHLORIDE BOPANINE HCL ABBOTT LABORATORIES 18-132 NC
SGM/T00ML; 150MG/T00ML (INJECTABLE; INJECTION) 02-04-82 09-24-86

DEXTROSE; DOPANINE HYDROCHLORIDE DOPANINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
5GN/T00ML; BOMG/T00ML CONTAINER 09-30-83 09-24-86

(INJECTABLE; INJECTION)

DEXTROSE; BOPAМINE HYDROCHLORIDE DOPANINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
sGM/T00ML; 150MG/100ML CONTAINER 09-30-83 09-24-86

(INJECTABLE; INJECTION)

DEXTROSE; DOPAМINE HYDROCHLORIDE DOPANINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826 NC
SGM/100ML; 320MG/100ML CONTAINER 09-30-53 09-24-86

` (INJECTABLE; INJECTION)

DEXTROSE; HEPARIN SODIUM HEPARIN SOBIUN 1,000 UNITS Аn MCGAN/AM HOSP 19-130 NC
SGM/100ML; 200 UNITS/100ML ANB DEXTROSE 5B IN 12-31-B3 09-24-86

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE; HEPARIN soDIuM HEPARIN SODIUM 20,000 UNITS TRAVENOL LABS 18-814 NC
SGM/100ML; 4,000 UNITS/100ML AND DEXTROSE 5% IN lO-3l-83 09-24-86

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

IV-37



IV-38

ACTIVEINQREDIENTISTTRADENAMEAPPLICANTNAMENDA00.PATENTNO.EXCLUSIVITY

SIRENTHIDQSAQEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

DEXTROSE;HEPARINSODIUMHEPARINSODIUMABBOTTLABORATORIES18-911

SGM/100ML;5,000uNITS/T00ML12,500UNITSO1-30-85
INOExTROSEэх

(INJECTABLE;INJECTION)

OEХTROSE;HEPARINSOOIUMHEPARINSODIUM-ABBOTTLABORATORIEST9-339
SGM/100ML;5,000UNITS/100ML12,500UNITS03-27-85

INDExTROSE5%
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

DExTROSE;HEPARINSODIUМHEPARINSODIUMABBOTTLABORATORIES19-339
SGМ/100ML;5,000UNITS/100ML25,000UNITS03-27-85

INOExTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

OExTROSE;HEPARINSOOIUMHEPARINSODIUMANMCGAN/AМHOSP19-134
SGM/1ODML;5,000UNITS/l00ML25000UNITS03-29-85

INOExTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE;HEPARINSODIUMHEPARINSODIUMABBOTTLABORATORIES18-911
SGM/10OML;10,000UNITS/l00ML10,000UNITSOT30-85

INDExTROSE5%

(INJECTABLE;INJECTION)

OEХTROSE;HEPARINSODIUMHEPARINSODIUMABBOTTLABORATORIES19-339
SGM/100ML;l0,000UNITS/100MLl0,000UNITS03-27-85

INOExTROSEэх
INPLASTICCONTAINER

(INJECTABLE;INJECTION)

OEХTROSE;HEPARINSODIUMHEPARINSODIUMABBOTTLABORATORIES18-911

SGM/100ML;10,000UNITS/100ML25,000UNITS01-30-85
INDEXTROSE5%

(INJECTABLE;INJECTION)

TABLEIV.NDA'SAPPROVEDFROMT-1fOZTO5-31-85АNDNDA'SNITHAPPROPRIATEPATENTA
N
D

EXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

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

DEXTROSE; LIDOCAINE HYDROCHLORIDE
5GM/100ML; BOOMG/TOOML

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

DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; 200MG/100ML

DEXTROSE; LIDOCAINE HYDROCHLORIDE
SGM/100ML; 400MG/100ML

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

DEXTROSE; MAGNESIUM CHLORIDE;
POTASSIUM CHLORIDE;
POTASSIUM PHOSPHATE DIBASIC;
SODIUM ACETATE
SGM/100ML; 3TMG/100ML;
T30MG/100ML; 26MG/100ML;
320MG/100ML

TRADE NAME

)DOSAGE FORM; ROUTE)

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

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

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

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

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

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

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

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

AM nCGАW/АМ HOSP

AM МCGАW/АМ HOSP

AM MCGAN/AM
HOSP

AM MCGAN/AM HOSP

NDA N
О
.

APPROVAL DATE

PATENT NО.

EXP. DATE

19-339
03-27-85

18-388
11-05-82

18-461
02-22-82

18-967
03-30-84

18-967
03-30-84

18-967
03-30-84

19-025А
12-27-84

EXCLUSIVITY

EXP. DATE

NS
09-24-86

NS
09-24-86

NS
09-24-86

N5
09-24-86

NS
09-24-86

1v-39



IV-4O

ACTIVEINOREDIENTIS)

STRENGTH5

DEXTROSE;OXYTOCIN

SGM/100ML;1USPUNIT/100ML

DEXTROSE;OXYTOCIN

SGM/100ML;1USPUNIT/100ML

DEXTROSE;OXYTOCIN

SGM/100ML;2USPUNIT/100ML

DEXTROSE;OXYTOCIN

SGM/100ML;2USPUNIT/100ML

DEXTROSE;POTASSIUMCHLORIDE

SGM/100ML;75MG/100ML

DEXTROSE;POTASSIUMCHLORIDE

SGM/100ML;TS0MG/100ML

DEXTROSE;POTASSIUMCHLORIDE

SGM/100ML;220MG/100ML

DEXTROSE;POTASSIUMCHLORIDE

SGM/100ML;300MG/100ML

DEXTROSE;POTASSIUMCHLORIDE;POTASSIUM

PHOSPHATE,MONOBASIC;SODIUMCHLORIDE;
SODIUMLACTATE

SGM/100ML;205MG/100ML;100MG/100ML;

120MG/100ML;220MG/100ML

ШTOOSAGEFORM;ROUTE)

OXYTOCIN5USP
UNITSINDEXTROSE5%

(INJECTABLE;INJECTION)

OXYTOCIN10USP
UNITSINDEXTROSE5%

(INJECTABLE;INJECTION)

OXYTOCIN10USP
UNITSINDEXTROSE5%

(INJECTABLE;INJECTION)

OXYTOCIN20USP
UNITSINDEXTROSE5%

(INJECTABLE;INJECTION)

DEXTROSE5%AND
POTASSIUMCHLORIDE0.075%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE5%AND
POTASSIUMCHLORIDE0.15%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE5%AND
POTASSIUMCHLORIDE0.22%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE5%AND
POTASSIUMCHLORIDE0.3%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE5%ANDELECTROLYTE
NO75INPLASTICCONTAINER

(INJECTABLE;INJECTION)

APPLICANTNAME

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

AMMCGAW/AMHOSP

AMMCGAN/AMHOSP

AMMCGAN/AMHOSP

AMMEGAN/AMHOSP

TRAVENOLLABS

NDA0

.

PATENTN
O
.

APPROVALDATEEXP.DATE

19-185
03-29-85

19-185
03-29-85

19-185
03-29-85

19-185
03-29-85

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

EXCLUSIVITY

TABLEIV.NDA'SAPPROVEDFROM1-1-82T
O5-3185АNDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV
.

NDA’S APPROVED FROM 1-1-82 Т
О 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

SIREN T
H

S

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; TS0MG/1O0ML; Q00MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 75MG/100ML; Q00MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
5GM/IO0ML; TS0MG/1OOML; 9O0MG/1ODML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; TS0MG/1D0ML; 900MG/100ML

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

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 3O0MG/100ML; Q00MG/100ML

TRADE NAME

)DOSAGE FORM; ROUTE)

POTASSIUM CHLORIDE

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

POTASSIUM CHLORIDE

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

POTASSIUM CHLORIDE

10MEQ IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

20МЕ0 IN DEXTROSE 5%
AND SODIUM CHLORIDE

0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

20MЕ0 IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE

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

POTASSIUM CHLORIDE

40MЕ0 IN DEXTROSE 5%
AND SODIUM CHLORIDE
0.9% IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLICANT NAME

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

LABS

LABS

LABS

LABS

LABS

LABS

LABS

NDA N
О
.

APPROVAL DATE

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

19-308
04-05-85

РАТЕNТ N
O
.

EXP. DATE

EXCLUSIVITY

EXP. DATE

IV-4T



27-А1

XLIAISOT3XB

88-91-20
199-81

88-91-20
199-81

88-01-20
999-81

88-01-20
999-81

88-01-20
999-81

88-01-20
999-81

88-01-20
999-81

88-01-20
999-81

B1VD 3100D0dV
'
N 1ON

5871

5871

5871

5871

5871

5871

5871

5871

10N3А781

10N3^781

i0N3А781

10N3А781

30N3А781

30N3А781

30N3А781

10N3А781

B01N LN13110dV

(N011330NI t31971330NI›
83NI71N03 3115718 N1 03851
301801Н3 801557108 0N7 12'0
301801Н3 801005 ‘%S 35081Х30

(N011330NI 531871330NI)
83NI71N03 3115718 NI 03801
301801Н3 801557108 0N7 %2'0
301801Н3 8010OS ‘2S 35081Х30

(N011330NI t31871330NI›
83NI71N03 3115718 NI 03807
301801Н3 801557108 0N7 xSP 0
301801Н3 801005 ‘%5 35001X30

(N011330NI 531871330NI)
83NI71N03 3115718 NI 03805
301801Н3 801557108 0N7 BSP 0
301801Н3 8010OS ‘%5 35081Х30

(N011330NI 531871330NI)
83NI71N03 3115718 NI 03802
301801Н3 801557108 0N7 %97`0
301801Н3 8010OS ‘%S 35081Х30

(N011330NI t31871330NI)
83NI71N03 3115718 NI 03802
301801Н3 801557108 0N7 %57‘0
301801Н3 8010OS ‘%5 35081Х30

(N011330NI 531871330NI)
83NI71N03 3115718 NI 03851
301801Н3 801557108 0N7 %57'0
301801Н3 8010OS ‘%5 35081Х30

(N011330NI 531871330NI)
83NI71N03 3115718 NI 03801
301801Н3 801557108 0N7 %57'0
301801Н3 8010OS ‘из 35081Х30

1B1000 -0D03 B9100O1

B0VN BD1D1

TN001/98002 5TN001/98722 tT800l/8DS
301801Н3

8010OS =301801Н3 801557108 t350UIX3O

TN001/98002 t3N00l/98OSl =TN001/899
301801Н3

8010OS 5301801Н3 801557108 t3508IX3O

TN001/98057 5TN001/98008 518001/899
301801Н3

001005 530180i83 001557100 535001X30

TN001/98097 i'WOD1/987Z? t‘M00l/NDS
301801Н3

8010OS tETOICTO3Н3 801557108 535081X3O

18001/98057 118001/98051 t18001/895
301801Н3

8010OS 5301801Н3 801557108 535081Х30

TN001/D8057 tT0001/98005 tT0001/895
301801Н3

8'10OS 5301801Н3 801557108 535081Х30

TN001/98057 t3N001/987ZZ t'M00l/NDS
301801Н3

8010OS t3O18O3Н3 801557108 535081Х30

TN001/08057 tTN001/98051 tTN00l/HDS
301801Н3

8010OS 5301801Н3 801557108 535081Х30

S HLDNBNLS

LNB1DBD NI BAIL3V

NOILVNDO3NI ALIAIBOT3XB DNV LNBLVd B11IDdOD0dV HLIM STVDN DNV SB-LC-S OL ZB-L‘L 00D3 DBA0D0dV STVDN 'AI BT011



MENNWHWMNWNHUNMäMMMWWMWMMMMMWMMMWMWWW

ACTIVE INGREDIENT S

SIREN TH S

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; IS0MG/100ML; 200MG/100ML

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 75MG/1O0ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; TS0MG/100ML; 330MG/100ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 224MG/100ML; 330MG/1O0ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; IS0MG/100ML; 330MG/1O0ML

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 75мс/1оомь; ззомв/1оомь

DEXTROSE; POTASSIUM CHLORIDE; SODIUM
CHLORIDE
SGM/100ML; 300MG/100ML; 330MG/1O0ML

TRADE NАМЕ

LDQSAGE FORM; ROUTE)

DEXTROSE 5%, SODIUM CHLORIDE
0.2% AND POTASSIUM CHLORIDE

20MЕ0 1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE

0.2% AND POTASSIUM CHLORIDE

30MEQ IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
5nЕ0 1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE

0.33% AND POTASSIUM CHLORIDE
10МЕ0 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
15МЕ0 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE

0.33% AND POTASSIUM CHLORIDE
20MЕ0 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE
0.33% AND POTASSIUM CHLORIDE
10МЕ0 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM CHLORIDE

0.33% AND POTASSIUM CHLORIDE
20MЕ0 IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLI АNТ NАМЕ

TRAVENOL

TRAVENOL

l’

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

LABS

LABS

LABS

LABS

LABS

LABS

LABS

LABS

PATENT N
О
.

ШNDA N
O
.

APPROVAL DATE

18-567
02-16-83

18-567
02-16-83

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82

EXCLUSIVITY

IV-43



77-А1

ALIAISNT3XB

78-10-11
880-61

78-71-21
112-61

78-10-11
880-61

78-71-21
112-61

78-10-11
EBО-6l

78-71-21
112-61

28-82-80
629-81

28-82-80
629-81

B1VD 'dXB B11D 3VA0D0dV

'O
N

LNBLVd

’

N VDN

850Н 89/87938 87

531801780871 110887

850Н 89/87938 87

531801780871 110887

850Н 89/87938 87

531801780871 110887

5871 30N3А781

5871 i0N3А781

BNV0 LN13130dV

(N011330NI 531871330NI1
83NI71N03 3115718 NI

%9 35081Х30 0N7

%9l'0 3NI33АН8O3Н1

(N011330NI t31871330NI)
83NI71N03 3115718 NI

%S 35081Х30
NI 3NI33АН8OЗН1

(N011330NI 531871330NI)
83NI71N03 3115718 NI

%S 35081Х30 0N7

%80°0 3N133АН803Н1

(N011330NI t31871330NI1
83NI71N03 3115718 NI

%S 35081Х30
NI 3NI33АН803Н1

(N011330NI 531871330NI)
83NI71N03 3115718 NI

%9 35081Х30 0N7

%70'0 3NI33АН803Н1

(N011330NI 531871330NI)
83NI71N03 3115718 NI

%S 35081Х30
NI 3NI33АН803Н1

(N011330NI З31871330NI)
83NI71N03 3115718 NI 03807
301801Н3 801557108 0N7 155'0
301801Н3 8010OS ‘15 35081Х30

(N011330NI 531871330NI1
83N171N03 3115718 N1 03808
301801Н3 801557108 0N7 %88`0
301801Н3 8010OS ‘%S 35081Х30

(BL00D 10D03 BDVSODT

BNVN BO1D1

TN001/98091 t3N00l/8DS
3NI33АН803Н1 t35O81XÍBO

TN001/98091 t3N00l/8DS
3NI33АН803Н1 tЗ5081X3O

TN001/0808 1TN001/899
3N133АН803Н1 t35081Х30

TN001/9808 tTN001/NDS
3NI33АН803Н1 535081Х30

TN001/9807 t'WOOl/NOS
3NI33АН803Н1 535081Х30

TN001/9807 1TN001/899
3NI33АН803Н1 t35O81X3O

TN001/98088 tTN001/98008 5TN001/899
301801Н3

8010OS 53OI8O3Н3 801557108 535081Х30

TN001/98088 tTN00l/98'VZZ tTN00l/NOS
301801Н3

8010OS 5301801Н3 801557108 535081Х30

_

S 09N1115

(30NB1DB00 B111131

N011VND03NI 111015OT31B DN1 INB1Vd B111DdO0001 HLIM ST1DN DN1 SB-LC-S O
L

ZB-L-L 00D3 OBA0D0dV ST1DN 'AI BTBVL



TADLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-3185 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

DEXTROSE; THEOPHYLLINE
SGM/T00ML; 200MG/100ML

DEXTROSE; THEOPHYLLINE
5GM/10OML; 200MG/10OML

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

DEXTROSE; THEOPHYLLINE
5GM/10OML; 400MG/100MЕ

DEXTROSE; THEOPHYLLINE
SGM/T00ML; 400MG/100МЕ

DEXTROSE; THEOPHYLLINE
50M/T00ML; BOMG/100ML

DEXTROSE; THEOPHYLLINE
SGM/T00ML; TóOMG/10OML

DEXTROSE; THEOPHYLLINE
SGM/T00ML; 200MG/T00ML

DEXTROSE; THEOPHYLLINE
SGM/10OML; 400MG/T00МЕ

TRADE NAME

(DOSAGE FORM; ROUTE)

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

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

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

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

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

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

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

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

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

APPLICANT NAME

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

AM MCGAN/AM HOSP

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

NDA NO. PATENT NO.

APPROVAL DATE EXP. DATE

19-211
12-14-84

19-212
11-07-84

19-211
12-14-84

19-212
11-07-84

18-649
07-26-82

18-649
07-26-82

18-649
07-26-82

18-649
07-26-82

18-649
07-26-82

EXCLUSIVITY

IV-45



97-А1

98-72-60
1-1

98-72-60
9-1

98-72-60
8-1

98-72-60
8-1 t£I

BLVD 'dXB

ALIAI 1 XB

66-EZ-ZD
1689187

66-82-20
1689187

66-82-20
1689187

66-82-20
1689187

66-82-20
1689187

B1VD 'dXB

'ON LNBLVd

78-91-01
607-10

78-91-01
607-10

81-22-10
966-91

18-21-80
611-81

99-72-80
¿BO-gl

89-91-11
892-81

89-91-11
892-81

89-91-11
892-81

21-12-01
О7O-01

71-62-80
D7O-01

09-80-10
070-01

B1VD 1100D001
`
N VDN

(1780 53105893)
83Н3 800/800 1138838 111N30

(1780 531058931
83Н3 M00/MDO 3i38838 3А1N38

(N011330NI 531871330NI)
9NI83Н35 1715838АН

(1780 53573138
0311081N03 ‘3105873)

3н300 71-мм703300 3573138170

(N011330NI 531871330NI)
3Н308 71-NN78330Н 80117А

(1780 t131871)
3Н308 71-NN78330Н 80117А

(1780 t1318711
3Н308 71-NN78330Н 80117А

(1780 iI3T87I)
3Н308 71-NN78330Н 80117А

(N011330NI 531871330NI)
5NOS 0N7 881005 83 91-NI37890N38

(N011330NI 131871330NI)
SN05 0N7 881005 83 09-NI378D0N38

(N011330NI t31071D30N1)
SNOS 0N7 881005 83 81080N38

(B1000 -0003 B0150DI

B0VN LN13110dV B0VN BD1D1

9802

301801Н3080АН 3NI8013А310

9801
301801Н3080АН 3NI8013А310

TN/9NS1
301х0Z710

9891

8783Z710.

TN/9NS
8983Z710

9801
8983Z710

9NS
8783Z710

982
89832710

%01 t%99
8010OS 3170ZI81710

53NIN01D3N 3170ZI81710

из t%25
8010OS 3170Z181710

53NI801938 3170ZI01710

%08
3NI803938
3170ZI81710

HL NBNLS

LNB1DBD NI BA1131

N011VND03NI 111015OT313 DN1 LNB1Vd B111DdOD0dV HLIM STVDN DN1 SB-LC-S OL ZB-L-L 00D3 DBA0D0dV STVDN 'AI BTBVL



TABLE IV. NDA'S APPROVED FROM Т-Т-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENOTHTS)

DICYCLOMINE HYDROCHLORIDE
10MG/ML

DICYCLOMINE HYDROCHLORIDE
10MG/5ML

DIFLORASONE DIACETATE
0.05%

DIFLORASONE DIACETATE
0.05%

DIFLUNISAL
250MБ

DIFLUNISAL
500MG

DIGOXIN
0.2MG

DIGOXIN
0.05MG

DIGOXIN
O.T5MG

DIGOXIN
O.TMG

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

TRADE NAME

)DOSAGE FORM; ROUTE)

BENTYL
(INJECTABLE; INJECTION)

BENTYL
(SYRUP; ORAL)

FLORONE
(CREAM; TOPICAL)

FLORONE
(OINTMENT; TOPICAL)

DOLOBID
(TABLET; ORAL)

DOLOBID
(TABLET; ORAL)

LANOXICAPS

(CAPSULE;TORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS

(CAPSULE: ORAL)

EMBOLEX
(INJECTABLE; INJECTION)

Ш
MERRELL DON/DON CHEM

MERRELL DON/DON CHEM

UPJOHN

UPJOHN

MS&D/MERCK

MS&D/MERCK

BURROUGHS NELLCOME

BURROUGHS NELLCOME

BURROUGHS WELLCOME

BURROUGHS WELLCOME

SANDOZ PHARMS/SANDOZ

NDА N
O
.

PATENT N
O
.

EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

08-370
10-15-84

07-951
10-15-84

17-741 3980778
09-14-77 09-14-93

17-994 3980778
03-01-78 09-14_93

1е_445 3714225 NCЕ
04-19-82 08-01-89 04-19-92

3674870
07-04-89

18-445 3714225 NCE

04-19-82 08-01-89 04-19-92
3574870
07-04-89

18-118 NDF
07-26-82 09-24-85

18-118 NDF
07-26-82 09-24-85

18-118 Ns
09-24-84 09-24-85

18-118 мог

07-25-82 09-24-85

18-885 4451458 мс
11-30-84 05-29-01 11-30-87

4402949
09-05-00



IV-48

STRENGTHSLDOSAGEFORM:ROUTE)ШШШ
DIHYDROERGOTAMINEMESYLATE;EMBOLEXSANDOZPHARMS/SANDOZ18-8854451458NC

HEPARINSODIUM;LIDOCAINEHYDROCHLORIDE(INJECTABLE;INJECTION)11-30-8405-29-0111-30-87
0.5MG/0.7ML;5000UNITS/0.7ML;4402949
7.46MG/0.7MLO9-O6-00

DILTIAZEMHYDROCHLORIDECARDIZEMMARIONLABORATORIES18-6023562257NCE
30MG(TABLET;ORAL)11-05-8202-09-8811-05-92

DILTIAZEMHYDROCHLORIDECARDIZEMMARIONLABORATORIES18-6023562257NCE
60MG(TABLET;ORAL)11-05-8202-09-8811-05-92

DIMETHYLSULFOXIDERIMSO-SORESEARCHINDUSTRIES17-7883549770
50%(SOLUTION;URETHRAL)04-04-7812-22-87

DINOPROSTTR0METHAMINEPROSTINF2ALPHAUPJOHN17-4343657327
EQ5MGBASE/ML(INJECTABLE;INJECTION)11-26-73O4-18-87

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

DINOPROSTONEPROSTINE2UPJOHN17-8103899587
20MG(SUPPOSITORY;VAGINAL)08-23-7708-12-92

3598858
08-10-88

DIPIVEFRINHYDROCHLORIDEPROPINEALLERGANPHARMS18-2393839584

0.1%(SOLUTION;OPHTHALMIC)05-02-8010-01-91
3809714

05-07-91

DISOPYRAMIDEPHOSPHATENORPACECRSEARLE/SEARLEPHARMS18-655NDF
EQT00MGBASE(CAPSULE,CONTROLLED07-20-8209-24-86

RELEASE;ORAL)

DISOPYRAMIDEPHOSPHATENORPACECRSEARLE/SEARLEPHARMS18-655NDF
EQ150MGBASE(CAPSULE,CONTROLLED07-20-8209-24-86

RELEASE;ORAL)

DIVALPROEXSODIUMDEPAKOTEABBOTTLABORATORIES18-723NE
EQ250MGBASE(TABLET,ENTERICCOATED;03-10-8309-24-86

ORAL)

TABLEIV.NDA'SAPPROVEDFROM1-182TO5-31-85АNDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



ШЦМЮЩЩМШМНЫШШМШЩЩШМММШШШШШЩШШШШШ_ŕ

ACTIVE INOREDIENT)S)

STRENOTH)S)

BIVALPRoEХ SoBIUМ
EQ 500MG BASE

DOBUTAMINE HYDROCHLORIDE

EQ 250MG BASE/VIAL

DOPAMINE HYDROCHLORIDE
B0MG/ML

DOPAMINE HYDROCHLORIDE

S0MG/ML

DOPAMINE HYDROCHLORIDE
¿T0MG/ML

DOPAMINE HYDROCHLORIDE
AOMG/ML

DOXEPIN HYDROCHLORIDE

EQ 25MG BASE

DOXEPIN HYDROCHLORIDE

EQ 50MG BASE

DOXEPIN HYDROCHLORIDE

EQ 10MG BASE

DOXEPIN HYDROCHLORIDE

но 100MG BASE

DOXEPIN HYDR0CHLORIDE
EQ 75M@ BASE

DOXEPIN HYDROCHLORIDE

EQ 150MG BASE

DOXEPIN HYDROCHLORIDE

EQ T0MG BASE

TRADE NAME

)DOSAGE FORM; ROUTE)

DEPAKOTE
(TABLET, ENTERIC COATED;
ORAL)

DOBUTREX
(INJECTABLE; INJECTION)

DOPAMINE HCL
(INJECTABLE; INJECTION)

DOPAMINE
(INJECTABLE; INJECTION)

DOPAMINE HCL
(INJECTABLE; INJECTION)

DOPAMINE
(INJECTABLE; INJECTION)

SIМЕ0UАN
(CAPSULE; oRAL)

SINEQUAN
(CAPSULE; ORAL)

SINЕ00АN
(CAPSULE; oRAL)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE; ORAL)

SINEQUAN
(CAPSULE; ORAL)

ADAPIN
(CAPSULE; ORAL)

APPLICANT NAME

ABBOTT LABORATORIES

ELI LILLY

ABBOTT LABORATORIES

ELKINS-SINN/AHROBINS

BRISTOL LABS/B-M

ASTRA PHARM PRODS

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PENNWALT PHARM

NDA NO. PATENT NO. EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-723 NЕ
03-10-83 09-24-86

17-820 3987200
07-18-78 10-19-93

18-132
07-09-82

18-398
03-22-82

18-549
03-11-83

18-655
06-28-83

16-798 3420851
09-23-59 01-07-86

16-798 3420851
09-23-59 01-07-86

15-798 3420851
03-31-75 01-07-86

16-798 3420851
03-31-75 01-07-86

16-798 3420851
05_04_75 01-07-86

16-798 3420851
03-15-78 01-07-85

16-987 3420851
01-31-72 01-07-86

IV-49



09-А1

26-82-21
33N

06-18-90
33N

06-18-90
33N

06-18-90
33N

B1VD 'dXB

111015OTTXB

16-12-90
1712188
26-12-10
1282988

18-80-60
8181298
98-82-60
l106978

16-10-01
7196888
06-02-20
9991118

98-10-10
l980278

98-10-10
l980278

98-10-10
1980278

98-10-10
1980278

98-10-10
1980278

B1VD 'dXB

'ON LNBLVd

91-08-80
191-£l

21-82-80
180-11

28-82-21
191-81

98-18-90
199-81

98-18-90
lS9-Bl

98-18-90
199-8l

98-18-90
199-81

71-11-80
919-11

08-91-70
186-91

11-21-21
186-91

21-18-10
186-91

21-18-10
186-91

B1VD 1100D0dV

'ON VDN

S0088 887Н8 78157

309/153007N7

173110339887Н8 OНl80

038180

0381N0

0381N0

0381N0

83Z138/5871 832138

887Н8 1178NN38

887Н8 1178NN38

887Н8 1178NN38

887Н8 1178NN38

BNV0 LN13110dV

(N011330NI 131871330NI)
153N7800

(N011717НNI t010011)
3N78Н13

(1731801 587383)
310Z713385

(1780 tTI0S873)
1001070

(1780 531058v3)
10NI078

(1780 531088931
10NI878

(1780 53105893)
10NI078

(1780 531781N33N03)
N7003N15

(1780 53105893)
NI8707

(1780 53`|Í1S893I
N187O7

(1780 t310S873)
NI8707

(1780 531038931
NI0707

(BLOOD ~NDO3 BOVSODI

BNVN BD1D1

%S'0 t'1N/98900'0
301801Н3080АН 3N19300113 53NI8Н83NI83

%6'66
3N780i3N3

%l
31781IN 310Z7N033

989'2
1001970000

9801

10NI87N080

9NS
10NI87N080

9NS'2
30NI87N080

TN/3570 9801 03
301801Н3080АН NI03х00

3570 9851 03

301801Н3080Ан NI83X00

3579 98001 03
301801Н3080АН NI83х00

3579 9805 03
301801Н3080Ан NI03X00

3570 9852 03
301801Н3080АН NI83х00

5 HI0NTD15

5 LNB1DBD0NI BA1131

N011VND03NI ALIAISOT3XB DNV LNB1Vd B11IDdOD0dV HLIM ST1DN DNV SB-LC-S OL ZB-L-L 00D3 DBA0D0dV ST1DN 'AI BTBVL



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

SIREN TH S

EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE
0.005MG/ML; 1%

EPINEPHRINE; ETIDOCAINE HYDROCHLORIDE
0.005MG/ML; 1.5%

ERGOLOID MESYLATES

TMG

ERGOL01D MESYLATES
TMG

ESTRADIOL
0.01%

ESTROGENS, CONJUGATED
0.9MG

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.15MG

ETHINYL ESTRADIOL; LEVONORGESTREL
0.03MG; 0.15MG

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

TRADE NAME

)DOSAGE FORM; ROUTE)

DURANEST
(INJECTABLE; INJECTION)

DURANEST
(INJECTABLE; INJECTION)

HYDERGINE LC
(CAPSULE; ORAL)

HYDERGINE
(SOLUTION; ORAL)

ESTRACE
(CREAM; VAGINAL)

PREMARIN
(TABLET; ORAL)

NORDETTE-21
(TABLET; ORAL-21)

NORDETTE-ZB
(TABLET; ORAL-28)

TRIPHASIL-28
(TABLET; ORAL-28)

APPLICANT NАМЕ

ASTRA PHARM PRODS

ASTRA PHARM PRODS

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

MEAD JOHNSON/B-M

AYERST LABS/AMHO

NYETH LABS/AMHO

NYETH LABS/AMHO

WYETH LABS/AMHO

NDA N
О
.

APPROVAL DATE

17-751

08-30-76

17-751
08-30-76

18-706
01-18-83

18-418
01-30-81

86-069
01-31-84

04-782
01-26-84

18-668
05-10-82

18-782
07-21-82

19-190
11-01-84

РАТЕNТ NO.

EXP. DATE

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

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

4366145

12-28-99

4138565
02-06-96

4436738
03-13-01

3666858

05-30-89
3850911

11-26-91
3959322
11-26-91

3666858
05-30-89
3850911

1 1 -26-91
3959322
11-26-91

3666858
05-30-89
3850911

11-26-91
3959322

11-26-91
3957982
05-18-93

EXCLUSIVITY

EXP. DATE

NDF

09-24-86

NDF

09-24-86

NS
09-24-86

NC

09-24-86

NC
09-24-86

NS

11-01-87

IV-51



IV-52

ACTIVEINGREDIENTS

STRENGTHTST

ETHINYLESTRADIOL;LEVONORGESTREL

0.03MB;0.05MG

0.04MB;0.075MG

0.03MG;0.125MG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MGANDTMG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MGANDTMG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MGANDTMG

ETHINYLESTRADIOL;NORETHINDRONE

0.035МG;0.5MGANDTMG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MG,O.75MGANDTMG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MG,0.75MGANDTMG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MGANDTMG

ETHINYLESTRADIOL;NORETHINDRONE

0.035MG;0.5MGANDTMG

ETHINYLESTRADIOL;NORGESTREL

0.05MG;0.5MG

ШTDOSAGEFORM;ROUTE)

TRIPHASIL-21
(TABLET;ORAL-21)

ORTHO-NOVUM10/11-21

(TABLET;ORAL-21)

ORTHO-NOVUM10/11-28

(TABLET;ORAL-28)

TR1-NORINYL21-DAY

(TABLET;ORAL-21)

TR1-NORINYL28-DAY
(TABLET;ORAL-28)

ORTHD-N0VUM7/7/7-21
(TABLET;ORAL-21)

ORTHO-NOVUM7/7/7-28
(TABLET;ORAL-28)

ORTHO-NOVUM7/14-21

(TABLET;ORAL-21)

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

OVRAL

(TABLET;ORAL-21)

APPLICANTNAME

NYETHLABS/AMHO

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

SYNTEX(FP)

SYNTEX(FP)

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

WYETHLABS/AMHО

NDAN0.PATENTNO.EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

19-1923666858NS
11-01-8405-30-8911-01-87

3850911
11-26-91
3959322
11-26-91
3957982
05-18-93

18-3540-5
01-11-8209-24-86

18-3540-5
01-11-8209-24-86

18-97743905310-6
04-13-8406-28-0009-24-86

18-97743905310-6
04-13-8406-28-0009-24-86.

18-9850-3
04-04-8409-24-86

18-9850-3
04-04-8409-24-86

19-0040-4
04-04-8409-24-86

19-0040-4
04-04-8409-24-86

16-6723666858
04-16-6805-30-89

3850911
11-26-91
3959322
11-26-91

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO5-31-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT АND EXCLUSIVITY INFORMATION

ACTIVE TNOREDIENTTS)

STRENCTHIS)

ETHINYL ESTRADIOL; NORGESTREL
0.05MG; O.5MG

ETHINYL ESTRADIOL; NORGESTREL
0.03MB; 0.3MG

ETHINYL ESTRADIOL; NORGESTREL
0.03MG; 0.3MG

ETIDOCAINE HYDROCHLORIDE
0.5%

ETIDOCAINE HYDROCHLORIDE
1%

ETIDRONATE DISODIUM
200MG

TRADE NAME

)DOSAGE FORM; ROUTE)

OVRAL-28
(TABLET; ORAL-28)

LO/OVRAL
(TABLET; ORAL-21)

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

DURANEST
(INJECTABLE; INJECTION)

DURANEST
(INJECTABLE; INJECTION)

DIDRONEL

(TABLET: ORAL)

APPLICANT МАМЕ

WYЕТН LABS/AMHO

NYETH LABS/AMHO

NYETH LABS/AMHO

ASTRA PHARM PRODS

ASTRA PHARM PRODS

NORWICH EATON/P&G

NDA NO.

APPROVAL DATE

16-806
11-26-68

17-612
03-17-75

17-802
03-16-76

17-751

08-30-76

17-751
08-30-76

17-831

09-01-77

РАТЕNТ NO.

EXP. DATE

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

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

11-26-91

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

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

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

4254114

03-03-98
4216211

08-05-97
4137309
01-30-95
3683080
08-08-89

EXCLUSIVITY

EXP. DATE

IV-53



IV-54

ACTIVEINGREDIENTS

STRENGTHISI

ETIDRONATEDISODIUM
400MG

ET0MIDATE
2MG/ML

ETOPOSIDE
20MG/ML

FENFLURAMINEHYDROCHLORIDE

60MG

FENOPROFENCALCIUM

EQ300MGBASE

FENOPROFENCALCIUM
EQ200MGBASE

FENOPROFENCALCIUM
EQ600MGBASE

FENTANYLCITRATE
Е00.05MGBASE/ML

FENTANYLCITRATE
Е00.05MGBASE/ML

FLUMETHASONEPIVALATE
0.03%

FLUNISOLIDE
0.025MG/INH

Ш(DOSAGEFORM:ROUTE)

DIDRONEL

(TABLET;ORAL)

AMIDATE

(INJECTABLE;INJECTION)

VEPESID
(INJECTABLE;INJECTION)

PONDIMIN

(TABLET,CONTROLLED

RELEASE;ORAL)

NALFON

(CAPSULE;ORAL)

NALFON200

(CAPSULE;ORAL)

NALFON

(TABLET;ORAL)

FENTANYLCITRATE
(INJECTABLE;INJECTION)

FENTANYL

(INJECTABLE;INJECTION)

LOCORTEN

(CREAM;TOPICAL)

BRONALIDE

(AEROSOL;INHALATION)

APPLICANTNAME

NORWICHEATON/P&G

ABBOTTLABORATORIES

BRISTOLLABS/B-M

AHROBINS

DISTAPRODS/LILLY

DISTAPRODS/LILLY

DISTAPRODS/LILLY

ABBOTTLABORATORIES

ELKINS-SINN/AHROBINS

CIBA/CIBA-GEIGY

SYNTEXLABS/SYNTEX

NDANO.

APPROVALDATE

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

19-115
01-12-85

19-101
O7-11-84

16-379
09-16-69

18-340
08-17-84

PATENTNO.EXCLUSIVITY

EXP.DATEEXP.DATE

4254114NS
03-03-9809-24-86
4216211
08-05-97
4137309
01-30-96
3683080
08-08-89

NCЕ
09-07-92

3524844NCE
08-1848711-10-93

NDF
09-24-86

3600437
08-17-88

3600437
08-17-88

3600437
08-17-88

3499016
03-03-87

мог

09-24-86

TABLEIV.NDA'SAPPROVEDFROMT-1-BZTO5-31-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NIIH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

FLUOCINONIDE
0.05%

FLUOCINONIDE
0.05%

FLUPHENAZINE DECANOATE
25MG/ML

FLUPHENAZINE ENANTHATE

25MG/ML

FLURANDRENOLIDE

0.004MG/50 СМ

FLURAZEPAM HYDROCHLORIDE

15MG

FLURAZEPAM HYDROCHLORIDE
ЗОMG

FUROSEMIDE
20МG

FUROSEMIDE

40MG

FUROSEMIDE

40MG

FUROSEMIDE
2OMG

FUROSEMIDE
20MG

FUROSEMIDE
40MG

FUROSEMIDE

20MG

TRADE NAME

)DOSAGE FORM; ROUTE)

LIDEX
(SOLUTION; TOPICAL)

VASODERM
(CREAM; TOPICAL)

PROLIXIN DECANOATE
(INJECTABLE; INJECTION)

PROLIXIN ENANTHATE
(INJECTABLE; INJECTION)

CORDRAN
(TAPE; TOPICAL)

DALMANE
(CAPSULE; ORAL)

DALMANE
(CAPSULE; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

APPLICANT NAME

SYNTEX LABS/SYNTEX

K-LINE PHARMS

ER 50UIBB AND SONS

ER 50UIBB ANB SONS

0151A PRODS/LILLY

ROCHE PRODUCTS

ROCHE PRODUCTS

CHELSEA LABORATORIES

CHELSEA LABORATORIES

SUPERPHARM

SUPERPHARM

ZENITH LABORATORIES

ZENITH LABORATORIES

LEDERLE LABS/AM CYAN

NDA N
O
.

APPROVAL DATE

18.849
04-05-84

19-117
06-26-84

16-727
06-20-72

16-110
03-15-67

16-455
07-29-69

16-721

04-07-70

16-721
04-07-70

18-369
05-14-82

18-369
05-14-82

18-370
02-10-83

18-370
06-26-84

18-413
11-30-83

18-413
11-30-83

18-415
07-27-82

РАТЕNТ N
O
.

EXP. DATE EXP. DATE

NDF

09-24-86

3394131
07-23-85

3394131

07-23-85

3632740
01-04-89

4316897
02-23-99

4316897
02-23-99

EXCLUSIVITY

IV-55



IV-56

ACTIVE.INGREDIENTLSI

STRENGTHfST

FUROSEMIDE
40MG

FUROSEMIDE
80MG

FUROSEMIDE
20MG

FUROSEMIDE
40MG

FUROSEMIDE
ЗОНЕ

FUROSEMIDE

10MG/ML

FUROSEMIDE
10MG/ML

FUROSEMIDE
B0MG

FUROSEMIDE
10MG/ML

FUROSEMIDE
T0MG/ML

FUROSEMIDE
T0MG/ML

FUROSEMIDE
40MG

FUROSEMIDE
20MG

FUROSEMIDE

40MG

TRADENAME

TDOSAGEFORM;ROUTE)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(INJECTABLE;INJECTION)

FUROSEMIDE

(INJECTABLE;INJECTION)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(INJECTABLE;INJECTION)

FUROSEMIDE

(INJECTABLE;INJECTION)

FUROSEMIDE

(INJECTABLE;INJECTION)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

APPLICANTNAME

LEDERLELABS/AMCYAN

LEDERLELABS/AMCYAN

PARKE-DAVIS/W-L

PARKE-DAVIS/W-L

PARKE-DAVIS/W-L

PARKE-DAVIS/W-L

LYPH0MED

CORDLABORATORIES

NATCON

ABBOTTLABORATORIES

WYETHLABS/AMHO

DRUMMER/PHOENIX

INTLMEDICATIONSYS

INTLMEDICATIONSYS

NDANO.

APPROVALDATE

18-415
07-27-82

18-415
11-26-84

18-419
01-31-83

18-419
01-31-83

18-419
11-13-84

18-420
02-26-82

18-507
07-30-82

18-569
08-14-84

18-579
11-30-83

18-667
05-28-82

18-670
07-20-82

18-750
07-30-84

18-753
02-28-84

18-753
02-28-84

PATENTNO.EXCLUSIVITY

TABLEIV.NDA'SAPPROVEDFROMT-1-BZTO5-31-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTTS)

STRENGTH S

FUROSEMIDE

40MG

FUROSEMIDE

20MG

FUROSEMIDE
40MG

FUROSEMIDE
20MG

FUROSEMIDE
40MG

FUROSEMIDE
I0MG/ML

FUROSEMIDE
T0MG/ML

GEMFIBROZIL
200MG

GEMFIBROZIL
3O0MG

GLIPIZIDE
5MG

GLIPIZIDE
T0MG

GLYBURIDE
1.25MG

TRADE NAME

)DOSAGE FORM; ROUTE)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(INJECTABLE; INJECTION)

FUROSEMIDE
(INJECTABLE; INJECTION)

LOPID
(CAPSULE; ORAL)

LOPID
(CAPSULE; ORAL)

GLUCOTROL
(TABLET; ORAL)

GLUCOTROL
(TABLET; ORAL)

MICRONASE
(TABLET; ORAL)

APPLICANT NAME

BARR LABORATORIES

ROXANE LABORATORIES

ROXANE LABORATORIES

KALAPHARM

KALAPHARM

INVENEX LABS/LIFE

INVENEX LABS/LIFE

PARKE-DAVIS/N-L

PARKE-DAVIS/W-L

ROERIG/PFIZER

ROERIG/PFIZER

UPJOHN

NDA N
О
.

РАТЕNТ N
O
.

EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP¿_DATE

18-790
11-29-83

18-823
11-10-83

18-823
11-10-83

18-868
06-28-83

18-868
06-28-83

18-902
05-22-84

19-036
08-13-84

18-422 3674836

12-21-81 07-04-89

18-422 3674836

12-21-81 07-04-89

17-783 3669966 NCЕ

05-08-84 04-21-92 05-08-94

17-783 3669966 NCЕ

05-08-84 04-21-92 05-08-94

17-498 3426067 NСЕ

05-01-84 04-21-92 05-01-94
3454635
04-21-92
3507954
04-21-92
3507961
04-21-92



IV-58

ACTIVEINGREDIENTSTRADENAMEAPPLICANTNAMENDАN
O
.

PATENTN
O
.

EXCLUSIVITY

STRENGTHIST(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

GLYBURIDEMICRONASEUPJOHN17-4983426067NCE
2.5MG(TABLET;ORAL)05-01-8404-21-9205-01-94

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

GLYBURIDEMICRONASEUPJOHN17-4983426067NCE

5MG(TABLET;ORAL)05-01-8404-21-9205-01-94
3454635

04-21-92
3507954

04-21-92
3507961

04-21-92

GLYBURIDEDIABETAHOECHST-ROUSSEL17-5323426067NCE
1.25MG(TABLET;ORAL)05-01-8404-21-9205-01-94

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

GLYBURIDEDIABETAHOECHST-ROUSSEL17-5323426067NCE

2.5MG(TABLET;ORAL)05-01-8404-21-9205-01-94
3454635

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

TABLEIV.NDA'SAPPROVEDFROM1-1-BZT
OB-31-BSANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



EAEEEEIV. NDA'S APPROVED FROM T-IÈBEETO 5-31-85 АND NDA'S VITH APPROPRIATE PATENT АND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT

SIREN TH

GLYBURIDE
5MG

GONADORELIN HYDROCHLORIDE

EQ 0.1MG BASE/VIAL

GONADORELIN HYDROCHLORIDE

EQ 0.5МG BASE/VIAL

GONADOTROPIN, CHORIONIC
2,000 UNITS/VIAL

GONADOTROPIN, CHORIONIC
15,000 UNITS/VIAL

GuANABENZ ACETATE

EQ 4MG BASE

GUANABENZ ACETATE

EQ BMG BASE

GUANADREL SULFATE
T0MG

GUANADREL SULFATE
25MG

111D1 NAME

0 11 11111- R 11

DIABETA
(TABLET; ORAL)

FACTREL
(INJECTABLE; INJECTION)

FACTREL
(INJECTABLE; INJECTION)

CHORIONIC GONADOTROPIN
(INJECTABLE; INJECTION)

CHORIONIC GONADOTROPIN
(INJECTABLE; INJECTION)

NYTENSIN
(TABLET; ORAL)

NYTENSIN
(TABLET; ORAL)

HYLOREL
(TABLET; ORAL)

HYLOREL
(TABLET; ORAL)

APPLICANT NAME

HOECHST-ROUSSEL

AYERST LABS/AMHO

AYERST LABS/AMHO

CARTER-GLOGAU LABS

CARTER-GLOGAU LABS

WYETH LABS/AMHO

NYETH LABS/AMHO

UPJOHN

UPJOHN

NDA NФ

APPR VAL DATE

17-532
05-01-84

18-123
09-30-82

18-123
09-30-82

17-016
12-27-84

17-016
02-15-84

18-587
09-07-82

18-587
09-07-82

18-104
12-29-82

18-104
12-29-82

РАТЕNТ N .

ЕХР. DАТЕ

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

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

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

3658993
04-25-89

3658993
04-25-89

3547951
12-15-87

3547951
12-15-87

EXCLUSIVITY

EXP. DATE

NCE
05-01-94

NCЕ
09-30-92

NCЕ
09-30-92

NCЕ

09-07-92

NCЕ
09-07-92

NCЕ
12-29-92

NCЕ
12-29-92

IV-59



09AI

98Slb0
I66BE78

9BSlb0
I66BE78

98-73-60 98-91-70
SN I668872

98-91-70
1668878

98-91-P0
l668878

98-91-70
1668878

98-91-70
1668878

98-91-70
1668878

98-52-20
7186278

98-52-20
7186278

S8-OE-IO
ll6-0l

ZB-90-S0
620-¿1

l£8150
EZ6-SI

¿9-Zl-70
ZZ6-Sl

28-20-20
l26-91

7£9l70
lZ6-Sl

7L-9l-70
lZö-Sl

£9-Zl-70
IZ6-SI

¿9-Zl-70
IE6-Sl

£9Zl-7O
l26-91

l8-72-60
9E££l

l8-7Z-60
9E££l

BLVD 'dXB BLVD 'dXB

ALIAISDT3XB 'ON LNBLVd

BLVD TVAODddV

ION VDN

(NOI1330NI t31O71D30N1)
%S7'0 301801Н3 N0100S NI

S318O178087T 110887 SLIN0 000'9 H0100S N18983Н

(N0II330NI t31B71330N1)
331T/587T X3N3АNI НS01B 8301 N18983Н

(NOII330NI t31O71J30N1)
531801780871 113N3N 10O17Н

(1780 531781N33N03)
531801780871 11змэи 10O17Н

(1780 1131871)
N87Н8 113N3N 1001vН

(1780 5131871)
и87н8 11змэи 10017н

(1780 t131871)
N87Н8 113N38 T0017Н

(1780 t131B71I
N87Н8 TI3N38 10O17Н

(1780 tI31071)
N87Н8 TI3N3N 10O17Н

(1780 5131871)
N87Н8 TI3N3N 10O17Н

(1780 t131B71I
DNIN3НJS Nv8Ixv8

(1780 5131871)
эм183нэ$ Nv8Ixv8

(BLOOD ÍNDO3 BDVSODI

BNVN LNV3ITddV BNVN BDVDL

TN/9HS'7 tTN/SIIN0 001
301801Н3 H01DOS tH0100S N18983Н

T8/5IIN0 01
N01ODS N18983Н

1N/asv0 DNS 03
3171371 1001838017н

1N/3570 98Z 03
31713v1 1оп1838017н

98OZ
TOG18B8017Н

98OI
10O18З8017Н

98S
10O1838017Н

98Z
10O1838017Н

98I
10O1838017Н

98S'O
10O183801VН

98O7
N983Z71VН

98OZ
N983Z71VН

LSIHLDNBDLS

S LNBIDBDDNI BAIL3V

NOILVNDO3NI ALIAISOT3XB DNV LNBLVd BLVIDdODddV HLIM STVDN DNV SB-LC-S OL ZB-L-L МО03 DBAODddV STVDN 'AI BTBVI



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTHIS)

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

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

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

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML

HEPARIN SODIUM; SODIUM CHLORIDE
10,000 UNITS/100ML; 450MG/100ML

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

HEPARIN SODIUM; SODIUM CHLORIDE
200 UNITS/100ML; 900MG/l00ML

TRADE NАМЕ

)DOSAGE FORM; ROUTE)

HEPARIN SODIUM 5,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.45%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 10,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.45%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

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

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAN/AM HOSP

TRAVENOL LABS

NDA N
О
.

APPROVAL DATE

PATENT NO.

EXP. DATE

18-916
01-31-84

18-916
01-31-84

18-916
01-31-84

18-911

01-30-85

18-916
01-31-84

18-916
01-31-84

19-042
03-29-85

18-609
04-28-82

EXCLUSIVITY

IV-61



29AI

XLIAISOT3XB 'ON LNBLVd

58-08-10
116-81

78-l8-10
916-81

58-62-80
SEl-6l

78l€l0
916-81

58-62-80
270-61

78-18-10
916-81

28-82-70
609-01

28-82-70
609-81

58-62-80
2706l

BLVD TVAODddV

'ON VDN

BLVD 'dXB

531801780971 110897

531801780871 110887

850Н 89/87938 N7

53 1801780871 110887

850Н 89/87938 N7

S31HO178087T 110887

5871 10N3А781

5971 10N3А781

850Н 89/87938 N7

BNVN 1NV3ITddV

(NOI1330NI t31B7D30NII
%6'0 301801Н3 80I00S NI
SIIN0 000'01 80100$ NI8983Н

(N011330NI 531871330NI)
83NI71N03 311571d NI

%6'0 301801Н3 NnI00S N1
SIINn 000'01 wnIOoS NI8983Н

(N011330NI t31B71330NII
%6'0 301801Н3 8010OS NI

SIIN0 00052
N0100S N18983Н

(NOI1330NI t31871J30N1)
83NI71N03 3115718 NI

%6'0 301801Н3 801005 NI
SIINn oos‘zl wnIoos NIuvdaH

(NOII330NI t318713З0NII
%6'0 301801Н3 8010OS NI
SIIN0 0005 H0100S N18983Н

(N0I133PNI 53T071D30N1)
83NI71NO3 3115718 NI

%6`0 301801Н3 8010OS NI
SIINO 0005 N0100S N18983Н

(NOII330NI t31B71D30N1)
83NI71N0J 3115718 NI

%6'0 301801Н3 H01ODS ON7
SlINn 0005 80100S N18983Н

(N0II330NI tÉI1871D30NII
83NI71NO3 3115718 NI

%6`0 301801Н3 N0100S DN7
SIIN0 0002 8010OS NI8983Н

(N011330NI 531871330NI)
%6'0 301801Н3 N01UOS NI
SIINn 0002 N0100S N18983Н

1LO01 11111 19750D

_TNT111711

18001/98006 tT800l/5IINn 000‘01
301801Н3 80100$ 18010OS NI898ЭН

1NO01/9NO06 tTNO01/5IIN0 000'01
301801Н3 N01DOS t80IDOS N1878äН

1NO01/DNO06 tTN00l/SIIN0 000‘S
301801Н3 8010OS =8010OS NI8983Н

18001/ЭИ006 tTH0DT/SlINTT 000‘S
301801Н3 8П1005 =ипшоз NIH7d3H

TN00l/98006 tTN00l/5IIN0 000‘l
301801Н3 801ПO5 58010OS N18783Н

TN001/98006 5TN001/SIIN0 000‘1

301801н3.80100$ 18010OS NI8983Н

1NO01/D8006 tTN00l/5IIN0 005
301801Н3 8010OS 580100$ NI8983Н

1NO01/98006 tTNO01/SIIN0 002
301801Н3 8010OS tN01DOS N18983Н

T8001/9800G tTN001/SIIN0 002
301801Н3 8010OS =11010OS NI8983Н

TSIHLBNBDLS

S LNBIDBDDNI BAIL3V

NOILVNDO3NI ALIAISD13XB DNV LNBLVd BLVIDdODddV HLIM STVDN DNV SB-LC-S OL ZB-L-L NОU3 DBAODddV STVDN 'AI BTBVL



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTHTS)

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

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

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

HEXACHLOROPHENE
3%

HYDROCHLOROTHIAZIDE;

METOPROLOL TARTRATE
25MG; 50MG

HYDROCHLOROTHIAZIDE;

METOPROLOL TARTRATE

25MG; 100MG

HYDROCHLOROTHIAZIDE;

METOPROLOL TARTRATE
50MG; 100MG

HYDROCHLOROTHIAZIDE; TIMOLOL MALEATE
25MG; I0MG

HYDROCHLOROTHIAZIDE; TRIAMTERENE
50MG; 75МG

TRADE NАМЕ

)DOSAGE FORM; ROUTE)

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

6
HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.9%
(INJECTABLE; INJECTION)

HEPARIN SODIUM 25,000 UNITS
IN SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

TURGEX
(SOLUTION; TOPICAL)

LOPRESSOR НCТ 50/25
(TABLET; ORAL)

LOPRESSOR HCT 100/25
(TABLET; ORAL)

LOPRESSOR HCT 100/50
(TABLET; ORAL)

TIMOLIDE
(TABLET; ORAL)

MAXZIDE
(TABLET; ORAL)

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

XTTRIUM LABS

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

MS&D/MERCK

MYLAN PHARMS

NDА N
O
.

APPROVAL DATE

18-911
01-30-85

18-911
01-30-85

18-916
01-31-84

19-055
11-30-84

18-303
12-31-84

18-303
12-31-84

РАТЕNТ N
O
.

EXP. DATE

3876802

04-08-92
3998790
12-21-93

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

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

3655663
04-11-89
4238485
12-09-97

4444769
04-24-01

EXCLUSIVITYШ

NC

12-31-87

NC
12-31-87

NC
12-31-87

NS
10-22-87

IV-63



IV-64

ACTIVEINGREDIENTTSI

STRENGTHTST

HYDROCORTISONEACETATE
10%

HYDROCORTISONEBUTYRATE

0.1%

HYDROCORTISONEBUTYRATE
0.1%

HYDROCORTISONEVALERATE
0.2%

HYDR0MORPHONEHYDROCHLORIDE
1OMG/ML

HYDROXYUREA
500MG

IBUPROFEN
400MG

IBUPROFEN
300MG

IBUPROFEN
600MG

IBUPROFEN
400MG

IBUPROFEN
600MG

INDAPAMIDE

2.5MG

IND0METHACIN
БОMG

TRADENAME

DOSAGEFORM'ROTE

CORTIFOAM

(AEROSOL;RECTAL)

LOCOID

(CREAM;TOPICAL)

LOCOID

(OINTMENT;TOPICAL)

WESTCORT

(OINTMENT;TOPICAL)

OILAUDID-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)

Ш
REED8CARNRICKPHARMS

OWENLABS/DERMPRODS

OWENLABS/DERMPRODS

WESTNOODPHARMS

KNOLLPHARMACEUTICAL

ERSQUIBBANDSONS

UPJOHNMANUFACTURING

UPJOHNMANUFACTURING

UPJOHNMANUFACTURING

BOOTSPHARMACEUTICAL

BODTSPHARMACEUTICAL

USVPHARMACEUTICAL

.MS&DRESLABS/MERCK

NDANO.

APPRVALDATE

17-351
02-10-82

18-795
01-07-83

19-106
07-03-84

18-726
08-08-83

19-034
01-11-84

16-295
12-07-67

17-463
09-19-74

17-463
09-19-74

17-463
03-09-79

18-197
05-19-81

18-197
03-05-84

18-538
07-06-83

17-814
08-13-84

PATENTNО.

Ш

3968249
07-06-93

3565911

02-23-88

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

EXCLUSIVITY

EXP.DATE

NDF
09-24-86

NP
09-24-86

NP
09-24-86

NDF
09-24-86

NCE
01-11-94

1-2
09-24-86

1-2
09-24-86

1-2
09-24-86

1-2
09-24-86

1-2
09-24-86

NCЕ

07-06-93

NDF
09-24-86

TABLEIV.NDA'SAPPROVEDFROM1-1-82105-31-85АNDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 531-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

SIREN TH

IND0METHACIN
75MG

IND0METHACIN
25MG

IND0METHACIN

50MG

IND0METHACIN
25MG

IND0METHACIN

50МБ

IN00МЕТНАCIМ
50MG

IND0METHACIN
25MG

IND0METHACIN
25MG

IND0METHACIN

50MG

IND0METHACIN

25MG

IND0METHACIN

SOМG

IND0METHACIN
25MG

IND0METHACIN
SOMG

TRADE NAME

)DOSAGE FORM; ROUTE)

INDOCIN SR
(CAPSULE, CONTROLLED
RELEASE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

IND0METHACIN

(CAPSULE: ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

APPLICANT NAME

MS&D RES LABS/MERCK

CHELSEA LABORATORIES

CHELSEA LABORATORIES

ZENITH LABORATORIES

ZENITH LABORATORIES

PAR PHARMACEUTICAL

PAR PHARMACEUTICAL

LEDERLE LABS/AM CYAN

LEDERLE LABS/AM CYAN

MYLAN PHARMS

MYLAN PHARMS

PARKE-DAVIS/N-L

PARKE-DAVIS/W-L

NDA N
О
.

APPR VAL DATE

18-185
02-23-82

18-690
07-31-84

18-690
07-31-84

18-730
05-04-84

18-730
05-04-84

18-829
08-06-84

18-829
08-06-84

18-851
05-18-84

18-851

05-18-84

18-858
04-20-84

18-858
04-20-84

18-806
11-23-84

18-806
11-23-84

111111 No.Ш
4173626
11-06-96

EXCLUSIVITY

EXP. DATE

NDF

09-24-86

IV-65



IV-66

ACTIVEINGREDIENTS

STRENGTHS

INDOMETHACINSODIUMTRIHYDRATE
EQTMGBASE/VIAL

IODAMIDEMEGLUMINE
24%

IODAMIDEMEGLUMINE
65%

IODOHIPPURATESODIUM,
I-123
TMCI/ML

IODOXAMATEMEGLUMINE

9.9%

IODOXAMATEMEGLUMINE
40.3%

ISOFLURANE

99.9%

ISOTRETINOIN
TOMG

ISOTRETINOIN
20MG

TRADENAME

)DOSAGEFORM;ROUTE)

INDOCINI.V.
(INJECTABLE;INJECTION)

RENOVUE-DIP
(INJECTABLE;INJECTION)

RENOVUE-65

(INJECTABLE;INJECTION)

NEPHRDFLON

(INJECTABLE;INJECTION)

CHOLOVUE

(INJECTABLE;INJECTION)

CHOLOVUE

(INJECTABLE;INJECTION)

FORANE

(GAS;INHALATION)

ACCUTANE

(CAPSULE;ORAL)

ACCUTANE

(CAPSULE;ORAL)

APPLICANTNAME

МS&O/МЕRCK

ERSQUIBBANOSONS

ERSQUIBBANOSONS

MEDI-PHYSICS

ERSQUIBBANDSONS

ERSQUIBBANOSONS

ANAQUEST/BOC

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

NDAN
O
.

APPROVALDATE

18-878
01-30-85

17-903
07-10-78

17-902
07-24-78

18-289
12-28-84

18-076
08-14-81

18-077
08-14-81

17-624
12-18-79

18662
05-07-82

18-662
03-28-83

PATENTN
O
.

EXCLUSIVITY

ШШ
1-6

09-24-86

1-6
09-24-86

NCE
12-28-89

3654272

04-04-89

3654272
040489

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

4200647NCE
04-29-9705-07-92
4322438
03-30-99
4464394
08-07-01

4200647NCE

04-29-9705-07-92
4322438

03-30-99
4464394
08-07-01

NDA'SAPPROVEDFROM1-1-821
05-31-85АNDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 АND NDA'S MITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTH S

ISOTRETINOIN
40MG

KETOCONAZOLE
200MG

LABETALOL HYDROCHLORIDE

200MG

LABETALOL HYDROCHLORIDE

300MG

LABETALOL HYDROCHLORIDE

400MG

LABETALOL HYDROCHLORIDE

5MG/ML

LABETALOL HYDROCHLORIDE
200MG

LABETALOL HYDROCHLORIDE
3OOMG

TRADE NAME

)DOSAGE FORM; ROUTE)

ACCUTANE
(CAPSULE; ORAL)

NIZORAL
(TABLET; ORAL)

NORMODYNE
(TABLET; ORAL)

NORMODYNE
(TABLET; ORAL)

NORMODYNE
(TABLET; ORAL)

NORMODYNE
(INJECTABLE; INJECTION)

TRANDATE
(TABLET; ORAL)

TRANDATE
(TABLET; ORAL)

APPLI АNТ NАМЕ

HOFFMANN-LA ROCHE

JANSSEN PHARMA

SCHERING

SCHERING

SCHERING

SCHERING

GLAXO

GLAXO

NDA N
O
.

APPR VAL DATE

18-662
05-07-82

18-533
06-12-81

18-687
08-01-84

18-687
08-01-84

18-687
08-01-84

18-686
08-01-84

18-716
08-0184

18-716
08-01-84

РАТЕNТ N
O
.

EXP. DATE

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

4335125

06-15-99

4012444
03-15-94
4006755
01-03-95

4012444
03-15-94
4006755

01-03-95

4012444
03-15-94
4006755

01-03-95

4012444
03-15-94
4006755
01-03-95
4328213

05-04-99

4012444
0315-94
4006755
01-03-95

4012444
03-15-94
4006755
01-03-95

EXCLUSIVITY

EXP. DATE

NCE
05-07-92

1-25
09-24-86

NCЕ
08-01-94

NCЕ
08-01-94

NCЕ

08-01-94

NCЕ
08-01-94

NCЕ
0801-94

NCЕ

08-01-94
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98-72-60
08-1

98-72-60
SN

06-60-70
33N

98-72-60
3ON

98-72-60
3ON

76-10-80
33N

BLVD 'dXB

ALIAISOT3XB

06-08-10
6517118

86-82-70
8157927

88-92-10
7118558
88-60-20
8882958
26-71-10
1010988
26-71-10
8010988
26-81-20
7251988
98-21-80
7021978

56-80-10
5519007

76-51-80
7772107

BLVD 'dXB
'
N LNBLVd

9¿-82-21
769-11

61-12-70
L20-81

28-62-10
899-81

28-62-80
251-81

58-60-70
01O-61

88-80-10
278-81

88-80-10
ZV8-81

91-52-80
159-11

78-10-80
911-81

BLVD TVA DddV

'ON VDN

7N87Н8 N35SN70

А9139-7813/7813

531801780871 ЗN7х08

531801780871 ¿BHS

5193110339887Н8 891

3И03113М 5НDПО8808

38031138 5Н9008808

83Н3 MOO/M00 1138838

0Х719

BNVN LNVìlTOOV

(1780 53105873)
8010081

(1780 53573138
0311081N03 1131871)

0180Н111

(1780 tB1871)
317NO0873 H01HIIT

(1780 53573138
O311081NO3 '131Э71)

83 Н1117853

(N011330NI E31H71330N1)
NO88nT

(1780 5131871)
N18OAO333BM

(1780 5131871)
NI80А031138

(1780 t8n8AS)
371ПН833

(1780 1131871)
3170N781

TBLNOD NDO3 BOVSODI

BNVN BDVDL

982
301801Н3080АН 30IN783801

D8008
317N08893 801Н111

98008

317N08893 801Н111

98057
317N08893 80IНIIT

TN2'O/98l
3171339 3011088031

3570 D852 03

8013193 NI80А03031

3570 98S 03
8013193 NI80А03031

T8Sl/ND01
350101371

9NO07
301801Н3080АН 101713871

Н1 NBDLS

TSILNBIDBDONI BAIL3V

NOILVNDO3NI XLIAISOT3XB DNV LNBLVd BLVIDdODddV HLIM STVDN DNV SB-LC-S OL BB-L-L NO03 DBAODddV STVDN 'AI BTB 1



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

STRENGTH S (DOSAGE FORM; ROUTE) AEEROVAE_DAIE EXE¿_DAEE EXE¿_DAEE

LOPERAMIDE HYDROCHLORIDE IMODIUM JANSSEN PHARMA 19-037 3714159 NDF

IMG/5ML (SOLUTION; ORAL) 07-31-84 01-30-90 09-24-86

LOXAPINE HYDROCHLORIDE LOXITANE LEDERLE LABS/AM CYAN 18-039 3546226

EQ S0MG BASE/ML (INJECTABLE; INJECTION) 10-26-79 12-08-87

LOXAPINE HYDROCHLORIDE LOXITANE LEDERLE LABS/AM CYAN 17-658 3546226

Е0 25MG BASE/ML (CONCENTRATE; ORAL) 05-04-76 12-08-87
4049809
09-20-94

LOXAPINE SUCCINATE LOXITANE LEDERLE LABS/AM CYAN 17-525 3546226

Е0 5MG BASE (CAPSULE; ORAL) 10-25-77 12-08-87

LOXAPINE SUCCINATE LOXITANE LEDERLE LABS/AM CYAN 17-525 3546226

Е0 I0MG BASE (CAPSULE; ORAL) 02-25-75 12-08-87

LOXAPINE SUCCINATE LOXITANE LEDERLE LABS/AM CYAN 17-525 3546226

EQ 25MG BASE (CAPSULE; ORAL) 02-25-75 12-08-87

LOXAPINE SUCCINATE LOXITANE LEDERLE LABS/AM CYAN 17-525 3546226

Е0 БОMG BASE (CAPSULE; ORAL) 02-25-75 12-08-87

MAFENIDE ACETATE SULFAMYLON NINTHROP LABS/STERL 16-763 3497599

Е0 85MG BASE/GM (CREAM; TOPICAL) 01-24-69 01-26-88

nАGNЕSI0М АCЕТАТЕ TETRAHYDRATE; POTASSIUM PLASMA-LYTE 56 IN PLASTIC TRAVENOL LABS 19-047 NC

АCЕТАТЕ; 500IUn CHLORIDE CONTAINER 06-15-84 09-24-86
32MG/100ML; 128MG/100ML; 234MG/100ML (INJECTABLE; INJECTION)

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; ISOLYTES PH 7.4 IN PLASTIC AM MCGAN/AM HOSP 19-006 NC

POTASSIUM PHOSPHATE, MONOBASIC; SODIUM CONTAINER 04-04-84 09-24-86
АCЕТАТЕ; 500IUn CHLORIDE; SODIUM GLUCONATE; (INJECTABLE; INJECTION)
SODIUM PHOSPHATE
30MG/100ML; 37MG/100ML; 0.82MG/100ML;
370MG/100ML; 530MG/1O0ML; 500MG/100ML;

12MG/100ML

IV-69



26-20-80
33N

98-72-60
3N
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30
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831830383 300808
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101М LN1Э110dV
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(1780 5131871)
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88300188
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3lA17AONAS

(N011791881 tNOIl01O5)'
83NI71N03

3115718 NI 31А1015АН8

(N011791881 1N01101OS)
83NI71N03

3115718 NI 1OS015АН8

(N011791881 tNOIIÍT105)
83NI71N03

3115718 NI 10SDISАН8

TBLOOD ~NDO3 BOVSODI

BNVN BDV0L

9805
301801Н3080АН 3NI11108898

9852
301801Н3080АН 3NI11108878

%9'0
N01Н17178

TN001/9851'8 5TN001/98008
518001/9852‘9 518001/9807 51N001/9802

317Н850Н8 8010OS =30180183
8010OS t315700N08 ‘317Н850Н8 801557108
530180183 801557108 53171105 801538978

18001/98205 tTN00l/98929
11N001/98898 51N001/9815 ЁTN001/9808

317N03019 8010OS
5301801Н3 8010OS 53171337 8010OS

t301801Н3 801557108 5301801Н3 801530978

18001/98005 tTNOD1/98OES
=18001/98018 5TN001/9818 tTN00l/98OE

317N03019

8010OS t3111801Н3 8010OS t3I71B39 8010OS
53O18O1Н3 801557108 t3O1801H3 80153N978

18001/98205 tT8001/98929
5TN001/98222 tTN00l/9HLE tTN001/DHOE

317N03019
8010OS 53O18O1Н3 8010OS 53171337 8010OS
tEO18O1Н3 801557108 5301801Н3 80153N978

18001/98205 5TN001/9N925
1TN001/98222 iTN00l/98LE tTN001/98OE

317N03019
8010OS t3D1801H3 8010OS 53171337 8010OS
t3O18O1НD 80155710d 5301801Н3 80153N978

ISIHLDNBDLS

S LNBIDBDONI BAIL3V

NOILVNDO3NI ALIAISOT3XB DNV LNBLVd BLVIDdODddV HLIM STVDN DNV SB-LC-S OL ZB-L-L NOD3 DBAODddV STVDN 'AI BTDVI



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S VITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

HAPROTILINE HYDROCHLORIDE LOOIOМIL CIBA/CIBA-GEIGY 17-543 3399201 NS

75MG (TABLET; ORAL) 09-30-82 08-27-85 09-24-86

М4Z1NDOL 54м0REх 54ND0Z Pн4RМS/54ND0Z 17-247 3763178
TMG (TABLET; ORAL) 06-14-73 10-02-90

М4Z1NDOL 54м0R5х sANOOz PHARMS/SANDOZ 17-247 3763178
2МE (TABLET; ORAL) 06-14-73 10-02-90

М4Z1NDOL М4Z4м0R WYETH LABS/AMHO 17-980 3763178

2MG (148LE1; ORAL) 08-28-80 10-02-90

М4Z1NDOL NAZANOR WYETH LABS/AHHO 17-980 3763178
TMG (TABLET; ORAL) 02-02-82 10-02-90

HEBENOAZOLE VERMOX JANSSEN PHARMA 17-481 3557267

100M5 (148LE1, CHEWABLE; ORAL) O6-28-74 O4-18-89

HEBROXYPROBESIERONE ACETATE DEPO-PROVERA UPJOHN 12-541 4038389
100MG/ML (INJECTABLE; INJECTION) O1-16-76 O7-26-94

МEOROXYPROGESTERONE ACETATE OEPO-PROVERA UPJOHN 12-541 4038389
400M5/ML (INJECTABLE; INJECTION) 01-16-76 O7-26-94

М551UМ1м5; МЕ1R1Z0IC 4C10 150РА0UЕ-280 NINTHROP 148S/51ER1 17-505 3475802
140.1MG/ML; 461.8nG/М1 (INJECTABLE; INJECTION) 04-30-74 11-04-86

МЕ1APR01ER5мOL SULFATE ALUPENT BOEHRINGER INGELHEIH 15-874 3422196

20MG (TABLET; ORAL) 05-13-74 01-14-86

МЕ1APR015RENOL SULFATE ALUPENT BOEHRINGER INGELHEIМ 15-874 3422196
T0MG (TABLET; ORAL) 08-08-77 01-14-86

METAPROTERENOL SULFATE ALUPENT BDEHRINGER INGELHEIM 16-402 3422196
0.55MG/1мн (4ER05OL; INHALATION) 07-31-73 01-14-86

МЕ1APRот5REмOL SULFATE ALUPENT BOEHRINGER INGELHEIH 17-571 3422195
10MG/5ML (SYRUP; ORAL) 05-23-75 01-14-86

МЕTAPROTERENOL SULFATE ALUPENT BOEHRINGER INGELHEIМ 17-659 3422196
5% (SOLUTION; INHALATION) 09-18-80 01-14-86

МЕ1APR01ER5мOL 5UL5415 ALUPENT BOEHRINGER INGELHEIМ 18-761 3422196
0.6% (SOLUTION; INHALATION) 06-30-83 O1-14-86

IV-71
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TSIHLONBDLS

TSILNBIDBDDNI BAILIV

NOILVNDO3NI ALIAISOT3XB DNV LNBLVd BLVIDdODddV HLIM STVDN DNV SB-LC-S O
L

ZB-L-L NOD3 DBAODddV STVDN 'AI BTBVL



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТD 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

STRENGTHIS)

METRIZAMIDE
3.75GM/VIAL

METRIZAMIDE
6.7SGM/VIAL

METRONIDAZOLE
500MG

METRONIDAZOLE

250MG

METRONIDAZOLE
500MG

METRONIDAZOLE

250MG

METRONIDAZOLE
500MG

METRONIDAZOLE
500MG/T00ML

METRONIDAZOLE
250MG

METRONIDAZOLE

500MG

METRONIDAZOLE
250МБ

METRONIDAZOLE

500MG

METRONIDAZOLE
250MG

TRADE NAME

)DOSAGE FORM; ROUTE)

ANIPAQOE
(INJECTABLE; INJECTION)

ANIPAQOE
(INJECTABLE; INJECTION)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

METRYL
(TABLET; ORAL)

METRYL 500
(TABLET; ORAL)

METRO I.V.
(INJECTABLE; INJECTION)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

APPLICANT NAME

NINTHROP LABS/STERL

WINTHROP LABS/STERL

ZENITH LABORATORIES

CHELSEA LABORATORIES

CHELSEA LABORATORIES

DRUMMER/PHOENIX

DRUMMER/PHOENIX

AM MCGAN/AM HOSP

CORD LABORATORIES

CORD LABORATORIES

DANBURY PHARMACAL

DANBURY PHARMACAL

BARR LABORATORIES

NDA N
O
.

APPROVAL DATE

17-982
08-23-78

17-982
08-23-78

18-517
05-05-82

18-599
09-17-82

18-599
02-13-84

18-620
03-04-82

18-620
06-02-83

18-674
08-31-82

18-740
10-22-82

18-740
10-22-82

18-764
09-17-82

18764
12-20-82

18-818
02-16-83

PATENT NO. EXCLUSIVITYШШ
3701771 1-26
10-31-89 09-24-86

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

IV-73
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S TRADE NAME APPLICANT NАМЕ NDА N
O
.

PATENT N
О
.

EXCLUSIVITY

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

METRONIDAZOLE ELAGYL I.V. SEARLE PHARMS 18-353 1-11
HYDROCHLORIDE (INJECTABLE; INJECTION) 11-28-80 12-20-87
50 500MG BASE/VIAL

MICONAzOLE MONISTAT JANSSEN PHARMA 18-040 3717655 1-27
10MG/ML (INJECTABLE; INJECTION) 10-04-78 02-20-90 09-24-86

3839574
10-01-91

MICONAZOLE NITRATE MONISTAT 7 ORTHO PHARMACEUTICAL 17-450 3717655
2% (CREAM; VAGINAL) 01-30-74 02-20-90

. 3839574
10-01-91

MICONAZOLE NITRATE MONISTAT-DERM ORTHO PHARMACEUTICAL 17-494 3717655
2% (CREAM; TOPICAL) 01-30-74 02-20-90

3839574
10-01-91

МIC0NA2OL5 NITRATE MONIsTAT-DERM ORTHO PHARMACEUTICAL 17-739 3717655
2% (10110м; TOPICAL) 12-16-75 02-20-90

3839574

10-01-91

МIC0NAZOL5 NITRATE MONISTAT 7 ORTHO PHARMACEUTICAL 18-520 3717655 мог
T00MG (SUPPOSITORY; VAGINAL) O3-15-82 02-20-90 9-24-86

- 3839574
10-01-91

MICONAZOLE NITRATE MONISTAT 3 ORTHO PHARMACEUTICAL 18-888 3717655 Ns
200MG (SUPPOSITORY; VAGINAL) 08-15-84 02-20-90 09-24-85

3839574
10-01_91

MINOXIDIL LONITEN UPJOHN 18-154 3461461
2.5MG (TABLET; ORAL) 10-18-79 08-12-86

;°IZ IZ
- "'f А IZ

IV-75
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8-0 tHN 999-91 SNIGOHH7/NNIS-SNINTB 38 088007800 3173105 301013800

98-72-60 78-81-60 (N011330NI 531871330N1) TN/585'0
8-0 tuN 595-81 SN1008Нv/NNIS-SNI8T3 38 Н88087800 3171105 3NIН8808

18-02-10 61-82-21 (1780 531781N33N03) TN/9802
5601675 886-11 1N0800/5887Н8 1N0800 N7008 301801Н3080АН 3N00NI108

¿8-02-10 18-50-10 (1780 5131871) 98001
5601675 111-¿1 1N0800/5887Н8 1N0800 N7008 3O18O1Н3O8OАН 3N00N1108

¿8-02-10 18-50-10 (1780 5131871) 9805
5601675 111-¿1 1N0800/5887Н8 1N0800 N7008 301801Н3080АН 3N00NI108

18-02-10 7¿80¿0 (1780 1131871) 9852
8601678 111-¿1 1N0800/5887Н8 1N0800 N7008 301801Н3080АН 3N00NI108

18-02-10 7¿80¿0 (1780 1131871) 9801
5601675 111-¿1 1N0800/5887Н8 1N0800 N7008 301801Н3080АН 3N00NI108

18-02-10 7¿80¿0 (1780 =1310711 505
8601678 111-¿1 1N0800/5887Н8 1N0800 N7008 301801Н3080АН 3N00NI108

98-21-80 61-81-01 (1780 5131871) 5801
1971978 751-81 NNO0dn N31IN01 1101х0NI8

_._ '__-T'- _—_ I

BLVD dXB BLVD dXB BLVD TVAODddV - (BLOOD ~NDO3 BDVSOD) TSTHLONBDLS

NOILVNDO3NI ALIAISOTOXB DNV LNBLVd BLVIDdODddV HLIM STVDN DNV SB-LS-S OL ZB-L-L NOD3 DBAODddV STVDN 'AI BTBVL



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTTS) TRADE NAME APPLICANT NAME NDA N
O
.

PATENT N
O
.

EXCLUSIVITY

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

NADOLOL CORGARD ER SQUIBB AND SONS 18-063 3982021

150M8 (Т481ЕТ; ORAL) 12-10-79 09-21-93
3935267
01-27-93

NADOLOL CORGARD ER 50UIBB AND SONS 18-064 3982021

40MG (Т481ЕТ; ORAL) 12-10-79 09-21-93
3935267

01-27-93

NADOLOL CORGARD ER SQUIBB AND SONS 18-064 3982021
80MG (TABLET; ORAL) 12-10-79 09-21-93

3935267
01-27-93

NADOLOL CORGARD ER SQUIBB AND SONS 18-064 3982021
120MG (TABLET; ORAL) 12-10-79 09-21-93

3935267
01-27-93

NADOLOL CORGARD ER SQUIBB AND SONS 18064 3982021
Tó0MG (TABLET; ORAL) 12-10-79 09-21-93

3935267
01-27-93

NA18UРн1м5 HYDROCHLORIDE NUBAIN DUPONT PHARMS/DUPONT 18-024 3393197
T0MG/ML (INJECTABLE; INJECTION) 05-15-79 07-16-85

NALBUPHINE HYDROCHLORIDE NUBAIN DUPONT PHARMS/DUPONT 18-024 NS
Z0MG/ML (INJECTABLE; INJECTION) 05-27-82 09-24-86

NALIDIXIC ACID NEGGRAM NINTHROP LABS/STERL 14-214 3590036
250MG (148151; ORAL) 12-27-67 05-29-88

NALIDIXIC ACID NEGGRAM NINTHROP LABS/STERL 14-214 3590036
500MG (TABLET; ORAL) 03-06-64 06-29-88

NALIDIXIC ACID NEGGRAN NINTHROP LABS/STERL 14-214 3590036
TGM (TABLET; ORAL) 03-06-64 06-29-88

IV-77
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10£l007
26-lZZl
9968668
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¿616007
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1081000
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Ш IV. N~DA'S APPROVED FROM 1-1-82 ТО 5-3T-85 АND NDA'S NITH APPROPRIATE РАТЕNТ АND EXCLUSIVITY INFORMATION

TRADE NAME APPLICANT NAME NDA N
O
.

PATENT NO. EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

ACTIVE INGREDIENTIS)

STRENGIH)§) )DOSAGE FORM; ROUTE)

NAPROXEN NAPROSYN SYNTEX PR 17-581 3904682
375MG (TABLET; ORAL) 07-18-80 09-09-92

3998966
12-21-93
4001301
09-09-92
4009197
09-09-92

NAPROXEN NAPROSYN SYNTEX PR 17-581 3904682 NS
500MG (TABLET; ORAL) 04-15-82 09-09-92 09-24-86

3998966
12-21-93
4001301

09-09-92
4009197
09-09-92

NAPROXEN SODIUM 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 NCЕ
500MG (TABLET, CHEWABLE; ORAL) 05-14-82 05-14-92

NICOTINE RESIN C0MPLEX NICORETTE MERRELL DON/DON CHEM 18-612 NCE

EQ 2MG BASE (GUM, CHENING; ORAL) 01-13-84 01-13-94

NIFEDIPINE PROCARDIA PFIZER LABS/PFIZER 18-482 3644627
TOMG (CAPSULE; ORAL) 12-31-81 02-22-89

NITROGLYCERIN TRIDIL AM CRITICAL CARE/AHS 18-537 NDF
0.5MG/ML (INJECTABLE; INJECTION) 06-16-83 09-24-86

NITROGLYCERIN NITROSTAT PARKE-DAVIS/W-L 18-588 NDF
5MG/ML (INJECTABLE; INJECTION) 12-23-83 09-24-86
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TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305

EQ T0MG BASE (CAPSULE; ORAL) 08-01-77 11-25-92

NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305

EQ 25MG BASE (CAPSULE; ORAL) 08-01-77 11-25-92

NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305

EQ 75MG BASE (CAPSULE; ORAL) 06-14-79 11-25-92

NORTRIPTYLINE HYDROCHLORIDE PAMELOR SANDOZ PHARMS/SANDOZ 18-013 3922305

EQ БОMG BASE (CAPSULE; ORAL) 06-14-79 11-25-92

OXAMNIQUINE VANSIL PFIZER LABS/PFIZER 18-069 3903283
250MG (CAPSULE; ORAL) 07-23-80 09-02-92

3821228
06-28-91
3925391

12-09-92

OXPRENOLOL HYDROCHLORIDE TRASICOR CIBA/CIBA-GEIGY 18-166 3483221 NCЕ
2OMG (CAPSULE; ORAL) 12-28-83 12-09-86 12-28-93

OXPRENOLOL HYDROCHLORIDE TRASICOR CIBA/CIBA-GEIGY 18-166 3483221 NCЕ
40MG (CАР501Е; ORAL) 12-28-83 12-09-86 12-28-93

OXPRENOLOL HYDROCHLORIDE TRASICOR CIBA/CIBA-GEIGY 18-166 3483221 NCЕ

80MG (CAPSULE; ORAL) 12-28-83 12-09-86 12-28-93

OXPRENOLOL HYDROCHLORIDE TRASICOR CIBA/CIBA-GEIGY 18-166 3483221 NCЕ

160MG (CAPSULE; ORAL) 12-28-83 12-09-86 12-28-93

PANCURONIUM BR0MIDE PAVULON ORGANON/AKZONA 17-015 355321Z
2м6/м1 (INJECTABLE; INJECTION) 10-24-72 01-05-88

PANCURONIUM BR0MIDE PAVULON ORGANON/AKZONA 17-015 3553212
TMG/ML (INJECTABLE; INJECTION) 09-14-73 01-05-88

PARAMETHASONE ACETATE HALDRONE ELI LILLY 12-772 3499016

TNG (TABLET; ORAL) 04-17-61 03-03-87

IV-81



IV_82

ACTIVEINGREDIENTTSTTRADENAMEAPPLICANTNAMENDAN0.PATENTN0.EXCLUSIVITY

STRENGTH5(DOSAGETORMZROUTE)APPROVALDATEEXP.DATEEXP.DATE

PARAМЕTHASONEACETATEHALORONEELILILLY12-7723499016
2MG(TABLET;ORAL)04-17-6103-03-87

PENTAGASTRINPEPTAVLONAvERsTLABS/ANNO17-0483896103
0.25МG/ML(INJECTABLE;INJECTION)07-26-7407-22-92

PENTAMIDINEIsETHIONATEPENTAM300LYRH0MEO19-264
300MG/VIAL(INJECTABLE;INJECTION)10-16-84

PENTAZOCINELACTATETALNINNINTHROPLAßS/sTERL16-1944105659
Е030MGBASE/ML(INJECTABLE;INJECTION)07-24-6708-08-95

PENTETATEINOIUMDISODIUM,IN-111MPIINOIUMOTPAIN111MED1-PHYSICS17-707NCE
1MCI/ML(INJECTABLE;INJECTION)02-18-8202-18-92

RENTOXIEYLLINETRENTALHOECHST-RoUssEL18-6313737433NCЕ
400MG(TABLET,CONTROLLEO06-30-8406-05-9008-30-94

RELEASE;ORAL)

PNENYLERHRINEHYDROCHLORIDE;PR0METHAzINEPHENERGANVCNYETHLABS/AМNO08-604
HYDROCHLORIDE(SYRUP;ORAL)04-02-64

5MG/5ML;6.25Ме/5ML

PILOCARPINEHYDROCHLORIDEPILOPINEHSALCUNLABORATORIES18-796NDF
4%(GEL:OPHTHALMIC)30-03-8430-01-87

PIMOZIDEORAPMCNEILPHARM17-473NCE
2MG(TABLET;ORAL)07-31-8407-31-94

PINDOLOLVIsKENsANOOZPHARMS/SANDOZ18-2853471515NCЕ
5MG(TABLET;ORAL)09-03-8210-07-8609-03-92

TABLEIV.NDA'SAPPROVEDГНОМ1-1-82TO5-31-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT 5 TRADE NAME APPLICANT NAME NDA N
O
.

PATENT N
O
.

EXCLUSIVITY

STRENOTH)§) (DOSAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

PINDOLOL VISKEN 54ND0Z Pн4RМS/54ND0Z 18-285 3471515 NCE

T0MG (148151; 0R41) 09-03-82 10-07-86 09-03-92

P1NDOLOL VIsKEN 54ND0Z Pн4RМS/54ND0Z 18-285 3471515 NC5
15МG (148LE1; 0R41) 09-03-82 10-07-86 09-03-92

PIROXICAM 55105м5 P51ZER 148S/PF1ZER 18-147 3591584 NCE
10MG (CAP5UL5; ORAL) 04-06-82 07-06-88 04-06-92

3674876
07-04-89
3862319
01-21-92
4100347
07-11-95
3927002
12-16-92
R529558
12-10-91

P1R0XIC4М 55105м5 P51ZER LABS/PFIZER 18-147 3591584 NC5
20M5 (CAPSULE; ORAL) 04-06-82 07-06-88 O406-92

3674876
07-04-89
3862319

01-21-92
4100347
07-11-95
3927002
12-16-92
RE29558

12-10-91

POLYETHYLENE GLYCOL 3350; GOLYTELY BRAINTREE LABS 19-011
POTASSIUM CHLORIDE; (P000ER 50R 07-13-84
SODIUM BICARBONATE; RECONSTITUTION; ORAL)
SODIUM CHLORIDE;
SODIUM SULFATE
236Gn/80Т;
2.97GM/BOT;
6.74GM/BOT;
5.86GM/BOT;
22.74GM/BOT

IV-83



7Q-AI

96-61-21
1090219
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TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

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

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE MINIZIDE PFIZER LABS/PFIZER 17-986 3511836
0.5MG; 2MG (CAPSULE; ORAL) 06-13-80 05-12-87

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

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE MINIZIDE PFIZER LABS/PFIZER 17-986 3511836
0.5MG; 5MG (CAPSULE; ORAL) 06-13-80 05-12-87

3663706

05-16-89
4130647
12-19-95

POTASSIUM ACETATE POTASSIUM ACETATE IN ABBOTT LABORATORIES 18-896 NDF

2М50/М1 PLASTIC CONTAINER 07-20-84 09-24-86
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE KLOTRIX MEAD JOHNSON/B-M 17-850 4140756

10MЕ0 (TABLET, CONTROLLED 05-22-80 02-20-96
RELEASE; ORAL)

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
150MG/100ML; 900MG/100M1 POTASSIUM CHLORIDE 10MЕ0 02-17-83

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
300MG/100ML; 900MG/100ML POTASSIUM CHLORIDE 20MЕ0 02-17-83

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% ANO TRAVENOL LABS 18-630
150M8/100ML; 900МG/100ML POTASSIUM CHLORIDE 20MЕ0 02-17-83

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

POTASSIUM CHLORIDE; SODIUM CHLORIDE SODIUM CHLORIDE 0.9% AND TRAVENOL LABS 18-630
300MG/100ML; QO0MG/100ML POTASSIUM CHLORIDE 40MЕ0 02-17-83

1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)

IV-85
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TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTTS)

STRENGTH S

PRAZOSIN HYDROCHLORIDE
TMG

PRAZOSIN HYDROCHLORIDE
2MG

PROBUCOL
250MG

PROCARBAZINE HYDROCHLORIDE

EQ 50MG BASE

PROPRANOLOL HYDROCHLORIDE

T0MG

PROPRANOLOL HYDROCHLORIDE

20MG .

PROPRANOLOL НYDROCНLORIDE
40MG

PROPRANOLOL HYDROCHLORIDE
60MG

PROPRANOLOL HYDROCHLORIDE
80MG

TRADE NАМЕ

)DOSAGE FORM; ROUTE)

MINIPRESS
(CAPSULE; ORAL)

MINIPRESS
(CAPSULE; ORAL)

LORELCO
(TABLET; ORAL)

MATULANE
(CAPSULE; ORAL)

INDERAL
(TABLET; ORAL)

INDERAL

(TABLET; ORAL)

INDERAL
(TABLET; ORAL)

INDERAL
(TABLET; ORAL)

INDERAL
(TABLET; ORAL)

APPLICANT NAME

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

MERRELL DOW/DOW CHEM

HOFFMANN-LA ROCHE

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHO

NDA N
О
.

APPROVAL DATE

17-442
06-23-76

17-442
06-23-76

17-535
02-01-77

16-785
07-22-69

16-418
11-13-67

16-418
10-16-74

16-418
11-13-67

16-418
10-18-82

16-418
10-16-74

РАТЕNТ N
О
.

ЕХР. DАТЕ

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

3520926
07-21-87

EXCLUSIVITY

EXP. DATE

1-15
09-24-86

1-15
09-24-86

1-15
O924B6

NS
09-24-86

1-15
09-24-86

IV-87



26-60-90 96-90-21 98-61-01
33N 8998219 060-61

96-60-90 96-90-21 99-60-90
33N 9999217 201-81

18-22-21
9296992
68-22-20 11-02-21
9299992 288-91

06-11-10 81-81-10
1699912 180-81

06-11-10 91-90-11
L6QQ7LÉ QÉQ-Ll

99-02-60 98-20-80
SN 2l7-L0

SS-lE-lO
Z£6§0

99-7Z60 ÉQ-6l-7Ü
ION 999-91

99-02-60 99-61-70
3ON 999-91

99-02-60 29-91-01
sN 819-91

98-92-60 99-61-70
30N 299-81

B110 'ONT B110 'OMR B110 3VA01001

1110150391B ION 11B110 '0N 101

0Х719

OХ71D

83Z138/918308

3355008-15Н330Н

531801780873 110887

NНO08n

531801980893 110887

OН89/5873 1$83А9

0Н89/5873 1583А9

0Н89/5071 1$83А9

OН87/5873 1583А9

B111 1119130dV

(N011330NI t3187133CNI)
371N9Z

(1780 t13187l)
371N9Z

(1780 tN019N38509)
Н1NI811N9

(N011330NI 531871330NI)
НNI 13933138

(N011330NI tÈH87l33DN1)
3NON18AНl

(N011330NI 531871330NI)
3193109 381871088

(N011330NI 531871330N1)
’AS 1050NIN7

(1780 535173138
0311081N03 ‘31058931

71 37830NI

(1980 53593138
0311081N03 ‘3105893)

71 37830NI

(1780 t131971)
37830NI

(1780 53973138
0311081N03 13105893)

9i i7830NI

(BLO01 -1103 BDV50D1

B111 BD111

1N/3998 9NS2 03
301801Н3080АН 3NI011IN98

3578 98091 03

301801Н3080АН 3NI0111N78

1NS/3578 98052 03
3170898 331N98А8

TN/9NS'0
8113811088

3N/9NS'0
NI33811088

171А/98OS2
3193i05 381871088

ZS
3175А1080АН NI31088

98091

301801Н3080АН 3010N788088

98021
301803Н3080АН 3010N788088

9806
301801Н3080АН 3010N788088

98OB
301801Н3080АН i010N788088

5 Н19Nì115

5 1Nì1DB1911 BA1191

10111110311 111015033XB 011 11B110 B1111001001 1111 51101 011 58-12-5 01 28-1-1 1013 0B001001 51101 'AI B3011



TABLE IV
.

NDA'S APPROVED FROM 1-1-82 Т
О 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE IN REDIENT S

STRENGTH

RITODRINE HYDROCHLORIDE
T0MG

RITODRINE HYDROCHLORIDE
T0MG/ML

RITODRINE HYDROCHLORIDE
TSMG/ML

IZ

5455100ER OIL; SOYBEAN OIL
10%; 10%

SAFFLOWER OIL; SOYBEAN 01L
5%; 5%

SARALASIN ACETATE
EQ 0.6МG BASE/ML

SCOPOLAMINE
1.5MG

SELENIUM SULFIDE
2.5%

SILVER SULFADIAZINE
1%

SILVER SULFADIAZINE
1%

TRADE NАМЕ

)DOSAGE FORM; ROUTE)

YUTOPAR
(TABLET; ORAL)

YUTOPAR
(INJECTABLE; INJECTION)

YUTOPAR
(INJECTABLE; INJECTION)

L I POSYN I I 20%
(INJECTABLE; INJECTION)

LIPOSYN II 10%
(INJECTABLE; INJECTION)

SARENIN
(INJECTABLE; INJECTION)

TRANSDERM-SCOP
(FILM, CONTROLLED
REEEASE; PERCUTANEOUS)

SELSUN
(SHAMPOO/LOTION; TOPICAL)

SILVADENE
(CREAM; TOPICAL)

SSD
(CREAM; TOPICAL)

Ш
ASTRA PHARM PRODS

ASTRA PHARM PRODS

ASTRA PHARM PRODS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

NORNICH EATON/P&G

CIBA/CIBA-GEIGY

ABBOTT LABS

MARION LABORATORIES

TRAVENOL LABS

NDA N
О
.

APPROVAL DATE

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

07-936
05-17-51

17-381
11-26-73

18-578
02-25-82

РАТЕNТ N
О
.

ЕХР. DАТЕ

3410944
11-12-85

3410944
11-12-85

3410944

11-12-85

3932624

01-13-93
3886134
05-27-92

4031894
06-28-94
4262003
04-14-98
4436741
04-14-98

3761590
09-24-90

EXCLUSIVITY

EXP. DATE

NP

09-24-86

NP
09-24-86

1-3
09-24-86

IV-89



19-90

ACTIVEINGREDIENTTSITRADENAMEAPPLICANTNAMENDAN
O
.

PATENTNO.EXCLUSIVITY

STRENGTH5)DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

SINCALIDEKINEVACERSQUIBBANDSONS17-6973839315
0.005MG/VIAL(INJECTABLE;INJECTION)07-21-7610-01-91

SODIUMACETATE,ANHYDROUSSODIUMACETATEINABBOTTLABORATORIES18-893РР
2МЕ0/MLPLASTICCONTAINER05-04-8309-24-86

(INJECTABLE;INJECTION)

SODIUMCHLORIDESODIUMCHLORIDE0.45%TRAVENOLLABS18-497
450MG/100MLINPLASTICCONTAINER02-19-82

(SOLUTION;IRRIGATION)

SODIUMCHLORIDEBACTERIOSTATICSODIUMABBOTTLABORATORIES18-800
9ms/MLCHLORIDE0.9%INPLASTIC10-29-82

CONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDESODIUMCHLORIDE0.9%ABBOTTLABORATORIES18-803
9MG/MLINPLASTICCONTAINER10-29-82

(INJECTABLE;INJECTION)

SODIUMCHLORIDESODIUMCHLORIDEINABBOTTLABORATORIES18-897
2.5MEQ/MLPLASTICCONTAINER07-20-84

(INJECTABLE;INJECTION)

SODIUMCHLORIDESODIUMCHLORIDE3%18TRAVENOLLABS19-022
3GM/T00MLPLASTICCONTAINER11-01-83

(INJECTABLE;INJECTION)

SODIUMCHLORIDESODIUMCHLORIDE5%INTRAVENOLLABS19-022
SGM/100MLPLASTICCONTAINER11-01-83

(INJECTABLE;INJECTION)

SODIUMCHLORIDESODIUMCHLORIDE0.9%INABBOTTLABORATORIES19-217
9MG/MLPLASTICCONTAINER07-13-84

(INJECTABLE;INJECTION)

SODIUMCHLORIDESODIUMCHLORIDE0.9%ABBOTTLABORATORIES19-218
9MG/MLINPLASTICCONTAINER07-13-84

(INJECTABLE;INJECTION)

TABLEIV.NDA'SAPPROVEDFROMT-1-BZT
O5-31-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

SODIUM CHLORIDE SODIUM CHLORIDE 0.9% TRAVENOL LABS 19-319
900MG/100ML IN STERILE PLASTIC 05-17-85

CONTAINER
(SOLUTION; IRRIGATION)

SODIUM IODIDE, 1-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671
100 UCI (CAPSULE; ORAL) 05-27-82

SODIUM IODIDE, 1-123 SODIUM IODIDE I 123 BENEDICT NUCLR PHARM 18-671
200 UCI (CAPSULE; ORAL) 05-27-82

SODIUM IODIDE, 1-123 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

5MEQ/ML PLASTIC CONTAINER 09-05-84 09-24-86
(INJECTABLE; INJECTION)

SODIUM NITROPRUSSIDE SODIUM NITROPRUSSIDE 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)

S0MATROPIN 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
BGM/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

SOYBEAN OIL TRAVAMULSION 20% TRAVENOL LABS 18-758
20% (INJECTABLE; INJECTION) 02-15-83

IV-91



IV-92

ACTIVEINGREDIENTTS)

STRENGTH5

SOYBEANOIL
20%

SOYBEANOIL
10%

SOYBEANOIL
20%

STANOZOLOL
2М6

STREPTOZOCIN
TGM/VIAL

SUCRALFATE
TGM

SUFENTANILCITRATE
EQ0.05MGBASE/ML

SULFAMETHOXAZOLE;TRIMETHOPRIM
400MG;80MG

SULFAMETHOXAZOLE;TRIMETHOPRIM
BO0MG;160MG

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

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

SULFAMETHOXAZOLE;TRIMETHOPRIM
B0MG/ML;16MG/ML

TRADENAME

(DOSAGEFORM:ROUTE)

SOYACAL20%

(INJECTABLE;INJECTION)

LIPOSYNIII10%

(INJECTABLE;INJECTION)

LIPOSYNIII20%

(INJECTABLE;INJECTION)

WINSTROL

(TABLET;ORAL)

ZANOSAR

(INJECTABLE;INJECTION)

CARAFATE

(TABLET;ORAL)

SUFENTA

(INJECTABLE;INJECTION)

BACTRIM

(TABLET;ORAL)

BACTRIMDS

(TABLET;ORAL)

BACTRIM

(SUSPENSION;ORAL)

BACTRIMPEDIATRIC
(SUSPENSION;ORAL)

BACTRIM

(INJECTABLE;INJECTION)

APPLICANTNAME

ALPHATHERAPEUTIC

ABBOTTLABORATORIES

ABBOTTLABORATORIES

WINTHROPLABS/STERL

UPJOHN

MARIONLABORATORIES

JANSSENPHARMA

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

NDANO.PATENTNO.EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

18-786
06-29-83

18-969
09-24-84

18-970
09-25-84

12-88537042951-28
11-30-6111-28-8909-24-86

17-961NCE
05-07-8205-07-92

18-3333432489
10-30-8103-11-86

19-0503998834NCE
05-04-8412-21-9305-04-94

17-377R928636
07-30-7306-02-87

17-377R928636
03-01-7806-02-87

17-56082286361-21

O4-16-7506-02-8709-24-86

17-560RE28636I-21
12-10-7906-02-8709-24-86

18-3743551564

06-23-8112-29-87
RE28636

06-02-87

NDА'5APPROVEDFROM1-1-82TO5-31-85АNDNDА'5NITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

STRENGTH 5

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; 80MG

SULFAMETHOXAZOLE; TRIMETHOPRIM
BOOMG: 160MG

SULFASALAZINE
500MG

TRADE NАМЕ

(DOSAGE FORM; ROUTE)

SULFAMETHOXAZOLE AND
TRIMETHOPRIM
(TABLET; ORAL)

SULFAMETHOXAZOLE AND
TRIMETHOPRIM DOUBLE STRENGTH
(TABLET; ORAL)

SULFATRIM PEDIATRIC
(SUSPENSION; ORAL)

SULFATRIM
(SUSPENSION; ORAL)

SMZ-TMP
(SUSPENSION; ORAL)

SMZ-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/PHOENIX

DRUMMER/PHOENIX

NATL PHARM MFG/BARRE

NATL PHARM MFG/BARRE

BIOCRAFT LABS

BIOCRAFT LABS

DANBURY PHARMACAL

DANBURY PHARMACAL

HEATHER DRUG

HEATHER DRUG

PHARMACIA/PHARMACIA

NDA N
О
.

РАТЕNТ N
О
.

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

EXCLUSIVITYШ

NDF
09-24-86

IV-93



19-94

ACTIVEINGREDIENTTS)

STRENGTH5

SULFASALAZINE
500MG

SULINDAC
IS0MG

SULINDAC

200MG

SUTILAINS
82,000UNITS/GM

TECHNETIUM,TC-99MSODIUMPERTECHNETATE
GENERATOR

0.22-2.22CI/GENERATOR

TECHNETIUM,TC-99M,ALBUMINCOLL01D

KIT
N/A

TECHNETIUM,TC-99M,DISOFENINKIT
N/A

TECHNETIUM,TC-99M,GLUCEPTATEKIT
N/A

TECHNETIUM,TC-99M,MEDRONATE

N/A

TECHNETIUM,TC-99M,MEDRONATE

N/A

TECHNETIUM,TC-99M,SUCCIMERKIT
N/A

TRADENAME

)DOSAGEFORM;ROUTE)

SULFASALAZINE
(TABLET,ENTERICCOATED;
ORAL)

CLINORIL
(TABLET;ORAL)

CLINORIL

(TABLET;ORAL)

TRAVASE

(01NTMENT;TOPICAL)

MINITEC
(SOLUTION;INTRAVENOUSl
ORAL)

MICROLITE

(INJECTABLE;INJECTION)

HEPATOLITE
(INJECTABLE;INJECTION)

TECHNESCANGLUCEPTATE

(INJECTABLE;INJECTION)

OSTEOLITE
(INJECTABLE;INJECTION)

AMERSCAN

(INJECTABLE;INJECTION)

MPIDMSAKIDNEYREAGENT

(INJECTABLE;INJECTION)

APPLICANTNAME

BOLARPHARMACEUTICAL

MS&D/MERCK

MS&D/MERCK

TRAVENOLLABS

ERSQUIBBANDSONS

MEDDIAG/NENUCLEAR

MEDDIAG/NENUCLEAR

MS&D/MERCK

MEDDIAG/NENUCLEAR

AMERSHAM/RADIOCHEM

MED1-PHYSICS

NDANO.PATENTN
O
.

EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

88-052NOE
05-24-8309-24-86

17-9113654349
09-27-7804-04-89

3725548
04-03-90

17-9113725548

09-27-7804-03-90
3654349
04-04-89

12-8283409719
06-12-6911-05-85

17-3391-31
06-03-7409-24-86

18-263
03-25-83

18-467NP

03-16-8209-24-86

18-272
01-27-82

17-972
12-16-77

18-335
08-05-82

17-9444208398NP
05-18-8206-17-9709-24-86

4233285
11-11-97

шиш.05000тм+щюмщмшшъшмттшпшшшышшшштшт



TABLE IV. NDA'S APPROVED FROM 1-1-82 IO 5-31-85 АND NDA'S MITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENT S

SIREN TH

TERBUTALINE
0.2MG/INH

TERBUTALINE
0.2MG/INH

TERBUTALINE
TMG/ML

TERBUTALINE
2.5MG

TERBUTALINE
5MG

TERBUTALINE
2.5MG

TERBUTALINE
5MG

TERBUTALINE
TMG/ML

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

SULFATE

TRADE NAME

)DOSAGE FORM; ROUTE)

BRETHAIRE
(AEROSOL; INHALATION)

BRICANYL
(4ER050L; INHALATION)

BRICANYL
(INJECTABLE; INJECTION)

BRICANYL
(TABLET; ORAL)

BRICANYL
(TABLET; ORAL)

BRETHINE
(TABLET; ORAL)

BRETHINE
(TABLET; ORAL)

BRETHINE
(INJECTABLE; INJECTION)

Ш
GEIGY/CIBA-GEIGY

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

MERRELL DON/DON CHEM

MERRELL DON/DOW CHEM

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

NDA N
O
.

APPROVAL DATE

18-762
08-17-84

18-000
03-19-85

17-466
03-25-74

17-618
04-22-75

17-618
04-22-75

17-849
05-17-76

17-849
05-17-76

18-571
11-30-81

РАТЕNТ N
О
.

ЕХР. DАТЕ

3937838
02-10-93
4011258
03-08-94

3937838
02-10-93
4011258
03-08-94

3937838

02-10-93
4011258
03-08-94

3937838
02-10-93
4011258 

03-08-94

3937838
02-10-93
4011258
03-08-94

3937838
02-10-93
4011258
03-08-94

3937838

02-10-93
4011258
03-08-94

3937838
02-10-93
4011258
03-08-94

EXCLUSIVITY

EXP. DATE

NDF
09-24-86

IV-95



IV-96

ACTIVEINGREDIENT(SI

STRENGTHS

TERFENADINE
60MG

THALLOUSCHLORIDE,TL-ZOT
2MCI/ML

THALLOUSCHLORIDE,TL-201
lMCI/ML

TIMOLOLMALEATE
5MG

TIMOLOLMALEATE
TOMG

TIMOLOLMALEATE
20MG

TIMOLOLMALEATE
EQ0.25%BASE

TIMOLOLMALEATE
EQ0.5%BASE

TOCAINIDEHYDROCHLORIDE
400MG

TRADENAME

)DOSAGEFORM;ROUTE)

SELDANE

(TABLET;ORAL)

THALLOUSCHLORIDETL201

(INJECTABLE;INJECTION)

THALLOUSCHLORIDETL201

(INJECTABLE;INJECTION)

BLOCADREN
„
(TABLET;ORAL)

BLOCADREN

(TABLET;ORAL)

BLOCADREN

(TABLET;ORAL)

TIMOPTIC
(SOLUTION;OPHTHALMIC)

TIMOPTIC
(SOLUTION;OPHTHALMIC)

TONOCARD

(TABLET;ORAL)

APPLICANTNAME

MERRELLDOW/DOWCHEM

MED1-PHYSICS

AMERSHAM/RADIOCHEM

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK

MS&D/MERCK
.

MS&D/MERCK

MS&D/MERCK

NDANO.PATENTNO.EXCLUSIVITY

APPROVALDATEEXP.DATEEXP¿_DATE

18-9493806526NCE
05-08-8504-23-9105-08-90

3878217

04-15-92
3965257
06-22-93
3966949
06-29-93
4254129
O3O398
4285957
08-25-98

18-110NS
02-01-8209-24-86

18-548
12-30-82

18-0173655663

11-25-8104-11-89

18-0173655663
TT-ZS-BT04-11-89

18-0173655663

11-25-8104-11-89

18-0864195085
08-17-7803-25-97

3655663
04-11-89

18-0864195085
08-17-78o3-25-97

3655663

04-11-89

18-2574218477NCE
11-09-8408-19-9711-09-89

4237068
120297

TABLEIV.NDA'SAPPROVEDFROMT-1-BZTO5-31-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТО 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTIS)

STRENGTH S

TOCAINIDE HYDROCHLORIDE
600MG

TOLAZAMIDE

100MG

TOLAZAMIDE
250MG

TOLAZAMIDE
500MG

TOLAZOLINE HYDROCHLORIDE
25MG/ML

TOLMETIN 5001UМ

50 200MG BASE

TOLMETIN SODIUM

EQ 400MG BASE

TRAZODONE HYDROCHLORIDE

150MG

TRETINOIN
0.05%

TRETINOIN
0.1%

TRETIN01N
0.05%

TRADE NAME

(DOSAGE FORM: ROUTE)

TONOCARD
(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

TOLAZAMIDE
(TABLET; ORAL)

PRISCOLINE
(INJECTABLE; INJECTION)

TOLECTIN
(TABLET; ORAL)

TOLECTIN DS
(CAPSULE; ORAL)

DESYREL
(TABLET; ORAL)

RETIN-A
(SOLUTION; TOPICAL)

RETIN-A
(CREAM; TOPICAL)

RETIN-A
(CREAM; TOPICAL)

Ш
MS&D/MERCK

ZENITH LABORATORIES

ZENITH LABORATORIES

ZENITH LABORATORIES

CIBA/CIBA-GEIGY

MCNEIL LABORATORIES

MCNEIL LABORATORIES

MEAD JOHNSON/B-M

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

Щ
APPROVAL DATE

18-257
11-09-84

18-894
11-02-84

18-894
11-02-84

18-894
11-02-84

06-403
02-22-85

17-628
03-24-76

18-084
10-30-79

18-207
03-25-85

16-921
10-20-71

17-340
01-26-73

17-522
07-19-74

РАТЕNТ N
O
.

EXP. DATE

4218477
08-19-97
4237068
12-02-97

3752826

08-14-90

3752826

08-14-90

3729568
04-24-90

3729568

04-24-90
3906108
09-16-92

3729568
04-24-90
3906108
09-16-92

EXCLUSIVITY

EXP. DATE

NCE
11-09-89

IV-97



IV-9B

ACTIVEINGREDIENTIS)

STRENGTH)§)

TRETINOIN
0.01%

TRETINOIN
0.025%

TRIAMCINOLONEACETONIDE
0.25MG/INH

TRIAZOLAM
0.125MG

TRIAZOLAM
0.25MG

TRIAZOLAM
0.5MG

TRILOSTANE
30MG

TRILOSTANE
60MG

TRIMETHOPRIM
200MG

TRIMETHOPRIM

200MG

TRADENAME

)DOSAGEFORM;ROUTE)

RETIN-A
(GEL;TOPICAL)

RETIN-A
(GEL;TOPICAL)

AZMACORT

(AEROSOL;INHALATION)

HALCION

(TABLET;ORAL)

HALCION

(TABLET;ORAL)

HALCION

(TABLET;ORAL)

MODRASTANE

(CAPSULE;ORAL)

MODRASTANE

(CAPSULE;ORAL)

PROLOPRIM

(TABLET;ORAL)

TRIMPEX200

(TABLET;ORAL)

APPLICANTNAME

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

WILLIAMHRORER

UPJOHN

UPJOHN

UPJOHN

NINTHROPLABS/STERL

WINTHROPLABS/STERL

BURROUGHSWELLC0ME

HOFFMANN-LAROCHE

NDAN
O
.

APPROVALDATE

17-955
10-05-78

17-579
04-18-75

18-117
04-23-83

17-892
04-26-85

17-892
11-15-82

17-892
11-15-82

18-719
12-21-84

18-719
12-21-84

17-943
07-14-82

17952
IT09-82

PATENTN

.

Ш
3729568
04-24-90
4247547
01-27-98

3729568
04-24-90
4247547

01-27-98

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

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

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

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

EXCLSIVITY

EXP.DATE

NDF
09-24-86

NCЕ
11-15-92

NCE
T1-TS-92

NCE
11-15-92

NCE
12-21-89

NCE
12-21-89

NS
09-24-86

NS
09-24-86

TABLEIV.NDA'SAPPROVEDFROMT-1-BZT
O5-31-85ANDNDA'SNITHAPPROPRIATEPATENTANDEXCLUSIVITYINFORMATION



TABLE IV
.

NDA'S APPROVED FROM 1-1-82 Т
О 5-31-85 АND NDA'S NITH APPROPRIATE PATENT AND EXCLUSIVITY INFORMATION

ACTIVE INGREDIENTTS)

STRENGTH S

TRIMETHOPRIM
100MG

TRIMIPRAMINE MALEATE
EQ T00MG BASE

VECURONIUM BR0MIDE
T0MG/VIAL

VERAPAMIL HYDROCHLORIDE
80MG

VERAPAMIL HYDROCHLORIDE
120MG

VERAPAMIL HYDROCHLORIDE
80MG

VERAPAMIL HYDROCHLORIDE
T20MG

VERAPAMIL HYDROCHLORIDE
2.5MG/ML

VERAPAMIL HYDROCHLORIDE
2.5MG/ML

WATER FOR INJECTION, STERILE
100%

WATER FOR INJECTION, STERILE
100%

TRADE NАМЕ

(DOSAGE FORM; ROUTE)

TRIMETHOPRIM
(TABLET; ORAL)

SURMONTIL
(CAPSULE; ORAL)

NORCURON (МC-45)
(INJECTABLE; INJECTION)

ISOPTIN
(TABLET; ORAL)

ISOPTIN
(TABLET; ORAL)

CALAN
(TABLET; ORAL)

CALAN
(TABLET; ORAL)

CALAN
(INJECTABLE; INJECTION)

CALAN
(INJECTABLE; INJECTION)

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

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

APPLICANT NАМЕ

BIOCRAFT LABS

IVES LABS/AMHO

ORGANON/AKZONA

KNOLL PHARMACEUTICAL

KNOLL PHARMACEUTICAL

SEARLE/SEARLE PHARMS

SEARLE/SEARLE PHARMS

SEARLE PHARMS

SEARLE PHARMS

TRAVENOL LABS

TRAVENOL LABS

NDА N
О
.

РАТENТ N
О
.

EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-679
07-30-82

16-792 Ns
09-15-82 09-24-86

18-776 3553212 NC5
04-30-84 01-05-88 04-30-94

4237126
12-02-97
4297351
10-27-98

18-593 NR

03-08-82 09-24-86

18-593 мR

03-08-82 09-24-86

18-817 мR

09-10-84 09-24-86

18-817 NR
09-10-84 09-24-86

18-925
03-30-84

19-038
03-30-84

18-595
01-17-83

18-632
06-30-82

IV-99



U
N
IV
E
R
S
IT
Y
O
F
M
LC
H
IG
A
N

NT

3
9
0
1
5
0
7
2
9
3
1
6
1
4

26-10-01
33N

26-10-01
33N

TIVD 'dXI

ZB-ÓO-8O

¿ZC-Bl

ZB-BO-CO
¿Z8-Bl

ZB-lO-Ol
989-81

28-10-01
999-91

7B-ZO-8O
¿LO-Bl

ZBLZ-0l
208-81

ZB-LZ-Ol
l08-Bl

TIVD 'dXI TIVO TVAODddV

AIIAISRTBXT 'ON INTIVd 'ON VDN

IOOHNJNI117N

IOOHNJNI117N

IOOHN3NI117N

IOOHNJNI117N

dSOH H7/M7OUN HV

SSIBOI7BOB71 IIOBB7

S3IHOI7BOB71 IIOBB7

BNVN INVBITddV

(NOIIv1vHNI fSvO)
991 3x NON3X

(NOII717HNI tS7O)
88l 3Х МОМЗХ

(NOII7T7HNI tSvO)
¿21 3Х N0N3x

(NOII7I7HNI ÍS7O)
¿21 3x N0N3x

(7/N tOI0OI1)
B3NI7INOU JIIS71d NI

NOIIU3CNI 803 831УМ 3318315

(v/N 5010011)
83NI7IN03 JIISvTd

NI 8310A 311v1501831309

(v/N îOInOIT)
B3NI7INOJ

JIIS71d NI B3I7M 3318315

IIOOM -NMOI IBVSOD

BNVN IDVMI

17IA/IJNOZ
E8l-3X ‘NON3X

17IA/IJNOl
88l-3X кМОМЗХ

17IA/IJNOI
¿ZI-HX INONBX

17IA/IJNS
¿Zl-3X ‘NON3X

%00l
3318315 ‘NOIIJ3CNI 803 831УМ

%001
3318315 ‘NOIIJ3CNI 803 831УМ

%001
3318315 ‘NOIIJ3CNI 803 831УМ

TSTHIONIMIS

TSTINIIDTMONI IAII3V

îïIIIA

NOIIVNMOINI XIIAISO33XI DМУ INTIVd IIVIMdOMddV HIIM STVON DNУ S8-LE'S O
L

Z8-I-L NOMI DIAOMddV STVDN 'AI BTBVL
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