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DESCRIPTIONOFREPORT

ThefollowingreportprovidessummarycountsderivedfromproductinformationintheDrugProductListandthe
currentcumulativesupplement.Thecountsappearintwosections.SectionA.referstotheproductsinthe
ListandSectionB.toproductsinthecurrentcumulativesupplement.Anewcolumnofdatawillappearin
SectionA.eachthree-monthperiodfollowingJuly‘84.SectionA.thereforewillprovidebaselineandquarterly
datawhileSectionB.providesmonthlyactivity.

USEOFREPORT

FromthedatapresentedunderSectionB.,usersshouldbeabletoobservesuchthingsas(l)newlyapproved,
DESIeffectiveandremarketeddrugproductswhichareaddedtotheList;(2)productsthatarebeingremoved
fromtheListastheresultofwithdrawalofapproval,changesfromprescriptiontoover-the-counterstatusand

discontinuedmarketingofproducts;and,(3)trendsinapprovalofproductsaseithermultisourceorsingle
sourceduringeachmonthwithinthequarter.Thereportdoesnotreflectcategorychangesfrommultisourceto
singlesourceandviceversa.However,thenetgainthatresultsfromalladditions,deletionsandcategory
changesisreflectedinthequarterlycountsformultisourceandsinglesourceproducts.

DrugProductDefinition

Forthisreport,adrugproductistherepresentationintheDrugProductListofanactivemoiety(includes
molecularentityanditssalts,estersandderivatives)eitherasasingleentityorasacombination
product,providedinaspecificdosageformandstrengthforagivenrouteofadministrationmarketedbya
firmunderaparticulargenericortradename.

NewMolecularEntity

Theactivemoietyhasnotpreviouslybeenapproved(eitherastheparentcompoundorasasalt,esteror
derivativeoftheparentcompound)intheUnitedStatesforuseinadrugproducteitherasasingle
ingredientorpartofacombination.

DrugProductCount

Thisreportprovidescountsinseveralcategoriesfromthelistcomposedofdomesticallymarketeddrug
productsapprovedforbothsafetyandeffectivenessundersections505and507oftheFeberalFood,Drug,
andCosmeticAct.CountsofproductsstillpendingintheDESIreviewarenotprovided./Excludedalsoare
thoseapproveddrugproductsmarketedbydistributors;thosemarketedsolelyabroad;andproductsnow

,regardedasmedicaldevices,biologicsorfoods.

iv

III.REPORTOFCOUNTSFORTHEDRUGPRODUCTLIST



REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

A. COUNTS CUMULATIVE BY QUARTERS

OATEGORIES COUNTED IULY '84 (BASELINE) ост '84

DRUG PRODUCTS LISTED 7415 7609
SINGLE SOURCE 2005 (27.0%) 2045 (26.9%)
NULT1SOURCE(1) 541o (72.9%) 5564 (73.1%)
THERAPEUTICALLY EQUIvALENT 4393 (59.2%) 4497 ‹59.1%›
NOT THERAPEUTIOALLY EQUIvALENT 999 |13.4$) 1032 ‹13.5$›
EХСEPТ10N$(2) 18 ‹ 0.35) 26 I 0.3%)

NEW MOLECULAR ENTITIES APPROVED ­ 4

NUMBER OP APPLICANTS 295 300

В. ACTIVITY FOR SUPPLEMENT NUMBER 4

Nov '84 DEC '84 CUMULATIVE

DRUG PRODUCTS ADDED: 65 68 133

NEwLY APPROVED 65 68 133

DES1 EPEECTlvE о O O

REMARKETED о о o

DRUG PRODUCTS REMOVED: 1 о 1

WITHDRAWN APPROVAL о O о

Rx To отс SwITCH о o о

DISCONTINUED NARKET1NG I 0 1

NET GAIN IN DRUG PRODUCTS 64 68 132

SINGLE SOURCE PRODUCTS APPROVED I6 26 42

MULT1SOURCE DRUG PRODUCTS APPROVED 49 42 91

NEW MOLECULAR ENTITIES APPROVED: 2 7 9

AS THE ENTITY O 2 2

AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY 2 5 7

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

(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE 1­5 OF THE LIST)





APPROVED PRESCRIPTION DRUG PRODUCTS

CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST
> ADD > ACEBUTOLOL HYDROCHLORIDE (PAGE 3-1)

> ADD > CAPSULE; ORAL
> AOD > SECTRAL
> ADD > IVES LABS/AMRO EQ ZOOMG BASE!
> ADD > EQ 400MB BASE!

ACETAMINOPHEN; BUTALBITAL (PAGE 3-1)

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

ACETAMINOPHEN; BUTALBITAL; CAFFEINE (PAGE 3j1)

> ADD > CAPSULE; ORAL
> ADD > ESGIC
> ADD > GILBERT LABORATORIES 325MG;50MG;40MGn

TABLET; ORAL
ESGIC

gg GILBERT LABORATORIES 525M5350M5340H3n
FIORICET

A“ SANDOZ PHARMS/SANDOZ SZEHG$5OHG§QDMSn

ACETAMINOPHEN; HYDROCODONE BITARTRATE (PAGE 3-2)

TABLET; ORAL
> ADD > HYDROCCDDHE BITARTRATE ц/ Асвтдншнегнвн
> ADD > AQ BARR LABORATORIES Б0ЕНЗЗЁЁЁV

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 3-2)

CAPSULE; ORAL
> ADD › TYLOX
> ADD > MCNEIL PHARM 500MG§5MGn

TYLOX-325
HCNEIL PHARM 325NS;5MSn

TABLET; ORAL
МЫШЬ!“
OXYCET

A5 HALSEY DRUG 525863583X

DRUG PRODUCT LIST

N 18917
N 18917

N 87550

N 88825

> ADD >
> ADD )

N 87629 > ADD >
> ADD >

H 88616 > ADD >

H 88577

N 88790

N 88246

H 87663

‘84 ­ DECEMBER ‘84

АСEТ1С ACID: GLACIAL (PAGE 3-3)

AI

SOLUTION/DROPS; OTIC

THANES PHARMACAL

ALLOPURINOL (PAGE 3-5)

I”
ID
I2>
1”
I’
1”

Ш
Ш
Ш

Ш
Ш
Ш

AMIKACIN SULFATE (PAGE 3-6)

TABLET; ORAL
ALLPFURIHSL
BOLAR PHARMACEUTICAL

CHELSEA LABORATORIES

DANDURY PHARMACAL

> ADD > AMDINOCILLIN (PAGE 3-6)

INJECTABLE; INJECTION
COACTIN
HOFFMANN-LA ROCHE

INJECTABLE; INJECTION
AMIKIN
BRISTOL LABS/B-M

AMINO ACIDS (PAGE 3-6)

INJECTABLE; INJECTION
BRANCHAMIN QZ
TRVvENoL LVBS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

ZSOMG/VIALI
SOOMG/VIALH
IGM/VIALä

EQ 50МG BASE/MLH

EQ 250MG BASE/MLN

42u
BRANCHAMIN 4Z IN PLASTIC CONTAINER

42и

TRAVASOL 102 N/O ELECTROLYTES IN PLASTIC CONTAINER
102H

TRAVASOL 5.52 N/O ELECTROLYTES IN PLASTIC CONTAINER
5.5%n

TRAVASOL 8.52 И/O ELECTROLYTES IN PLASTIC CONTAINER
8.52д

AMINO ACIDS; DEXTROSE (PAGE 3-7)

INJECTABLE; INJECTION
AMINOSYN 3.52 N/ DEXTROSE 5X IN PLASTIC CONTAINER
ABBOTT LABORATORIES 3.5255GM/189ML

2
2
2
2
2
2

Z
V
V

88658

18241
18241
18785
18785
1З°32
18877

50565
50565
50565

62562
62562

18678

18684

18931

18931

18931

19120
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TV3IdD1 fT3S
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19958 N RSNDÜÍSNDSfSNSIE S3IHD1VHDQVT HlIN3Z ё?
0NÑ06N00 TV1IQTV1ÜE
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L5999 N ESNOO1 69
95999 N RSNSL 39
55999 N #SM05 69

95999 N KSNS2 69
£5999 N BSNO1 HHVHdH3dПS dQ
99999 N KSNOS1 69
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99999 N KSHSL 69
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LñTSS N HTKQÜ1/¿ÄDSÖÍTZEO1/SHJO1 S3IHO1VHDQVT 110B97 a? ‹ DDV ‹
259‘0 361С01Н4 KÑIHJS NI Z1'D ENITTÁHdDNIHV

92691 N KTNOO1/SNOSÜfTHOO1/SNOOS ‹ DDV ‹
92691 N RTNOO1/SHOSÜfTNOO1/SHOOÜ ‹ DDV ‹
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NDI13ЗFNI f31QV133FNI

(6_5 3976) 301601N3 HHIDDS ÍЗNITTAHHDNINY

61161 N TNOO1/HS52fZ52'9 S3IHD1VHDBVT 110997
63N171N03 3I1SVTd NI 252 38061Х30 /M 252'9 NASDNINV

91161 N TNOO1/NSS2fZS'î S3IHD1VHDQVT 110997
H3NIV1ND3 3I1SVTd NI 252 3$061Х30 /M ZS'î NАSDNIHV
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT '84 ­ DECEMBER '84 3NUMBER 4 / AUGUST
BETAMETHASONE DIPROPIONATE (PAGE 3-22)

OINTMENT; TOPICAL
BETAMETHASONE DIPROPIONATE

QQ E FOUGERA/BYK-GLDN EQ 0.052 БАЗЕ!
QQ PHARMADERN/BYK-GLDN EQ 0.052 BASE!

DIPROLENE
BX SCHERING EQ 0.052
DIPROSONE

AQ SCHERING E 0.052

BETAMETHASONE VALERATE (PAGE 3-22)

CREAM;

BETATREX

/ÁÉ/ _73ÃRAÈEfIÄÉS/ÉYKÉÉLUÑ/Éáfß512'ÉÁÉÉ/

TOPICAL

Aё SAVAGE LABS/BYK-GLDN EQ 0.12 BASE
VALHAG

AQ MC LABORATORIES EQ 0.12 BASE!

OINTMENT; TOPICAL
VALHAC

AB NMC LABORATORIES EQ 0.12 BASE!

> AOD > BITOLTEROL MESYLATE (PAGE 3-24)

V DOD AEROSOL; INHALATION
TORNALATE
NINTHROP-BREON/STERL 0.37MG/INHBV 2VV VV

BROMODIPHENHYDRAMINE HYDROCHLORIDE;

(PAGE 3-24!
CODEINE PHOSPHATE

SYRUP;
АННА?

BAY LABORATORIES
APIBEIIYL

MARION LABORATORIES 12.5HG/FMLîlDMG/EHL
BRUIIVNYL
NATL PHARM MFG/BARRE 12.5HG/5HL310MG/5MLI

ORAL

lâ 12.5MG/5ML310MG/5MLI

Iâ

I?

BROMPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE
HYDROCHLORIDE (PAGE 3-25)

ELIXIR; ORAL
BIPHETAP

/ÉLÈQÉЁLÈÉSÈAÃÈÈÍES

4nG/5nL;25nG/5MLn

/ÄHfRÖÉIÑS/ /äÑG/SNLÃÉSNG/SNL/

H 191Q1
N 19140

N 18741

N 17691

/ÑfïóßéÉ/
N 18862

N 70050

N 70051

V D 4

V »C D
-I

V
V
V
V

V > D

N 18770

N 88626

H 09519

N 88545

N 88687

/Ñfïßńßŕ/

BROMPHENIRAMINE MALEATE; PHENYLPROPANOLAMINE
HYDROCHLORIDE (PAGE 3-25)

T"1‘," i " " s"

'

/.

1113153“
ROLLER. RÉLÉÁSE. . ÜRÁL/

/NII 12.
мм. A45ï8/ штаммы т. 12.436/

/IIÚPRÉIIÖRPHÍIIÉ 'HVÚFIóóHIÍORÍII ÉÍ( PAGE 3-26)

‘лишим

/IURIUOI EATOÑ/Nw /ER 1
1
.

im; BÄSH/RU Mïó48/

BUTABÀRBITÀL SOOIUM (PAGE 3-26)

ELIXIR;
ORAL ‚

/ÉÖÚÍÚII ÉÚTÄ'ÉARBÍTÄL/

CÀLCITONIN (PAGE 3-27)

INJECTABLE; INJECTION

Cî/'IÉIÉÍÈÈ ‘15H11117 /zdd ‘мс 'murs/)4 '/ /R 'ï184/II. .‚ ..„-..„ . I ‚ .‚.. .
/ÄRIIIIUR P4441/ мм. III-Id. INïTS/.vïm /Aшт
ARNOUR PHARM 200 IU/NL' N 17769

400 IU/VIAL N 17497

CALCIUM CHLORIDE; OEXTROSE; MAGNESIUM CHLORIOE; SOOIUH
CHLORIDE ' SOI-)ILM LACTÀTE I PAGE 3_'28I

SOLUTION; INTRAPERITONEAL
DELFLEX И] DEXTROSE 1.52 I" PLASTIC CONTAINER

Ц D E LHED zli'Lq-L;
15.2H5/100NL;567H5/100HL;
392NG/100NLH N 18883

DELFLEX N/ DEXTROSE 2.52 IN PLÀÉTIC CONTAINER
AI DELMED 25,ïyO/LOCHLSZ.ER"/1ÑCHL:

15.2HE/100MLI567MS/100HL;
392HG/100MLÃ N 16883

DELFLEX И, DEXTROSE “.252 IN PLÃSTIC COHTÀÍPEQ
QI DELNED 25.TÜÉ/lCCML;Q.ZFPU/1CÈÜL;

15.ZÜG/IODNLîS6TMG/IOONL;
392NS/100MLn N 18883

DELFLEX Nl DEXTROSE 1.52 LCN HCPNEFTUN IN PLASTIC CONTAINER
AI DELMEO 25.TNÈ/IOSNL;I.ÈPU/ICSNL;

5.0ВИЭ/1OOМL;538К6/1OOМL;
448ИЗ/100МLЦ N 18883

DELFLEX wl DEXTROSE 2.52 LCN MAGNEÈIUM IN PLASTIC CONTÀINER
el ВEШEВ

5.08H6/100MLS538HG/100ML;
QQBMG/IOOMLH N 18883
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST ‘84 ­ DECEMBER '84

V b U
> р 2 V

CHYMDPAPAIN (PAGE 3-43)

INJECTABLE; INJECTION
CHYNO3IACTIN
SMITH LABORATORIES 4,000 UNITS/VIAL! N 18663

CISPLATIN (PAGE 3-44)

INJECTABLE; INJECTION

тмином „ ‚ ‚ ‚
/ЁЁïSЁШL.LÁЁ5ЙЁ:Й/ #IMG/m, дышумат/ты т. ï15.65?
PLATINOL-AQ
BRISTOL LABS/B-M 0.5MG/ML N 18057

CLONIDINE (PAGE 3-45)

FILM, CONTROLLED RELEASE; PERCUTANEDUS
CATAPRES-TTS-l
BOEHRINGER INGELHEIM 2.5MGH N 18891

CATAPRES-TTS-Z
BOEHRINGER INGELHEIM SMG! N 18891
CATAPRES-TTS-3
BOEHRINGER INGELHEIM 7.5MGB N 18891

CODEINE PHDSPHATE; PHENYLEPHRINE HYDROCHLORIDEÃ
PROMETHAZINE HYDROCHLORIDE (PAGE 3-46)

SYRUP; ORAL
PHENERGAH VC И! CCDEINE

QA NYETH LABS/AMHO 10M6/5ML35MG/5ML§6.ZEER/SML N 08306
PRGHETH VC И! CODEINE
NATL PHARM MFG/BARRE 10MG/EHL35MG/5ML§6.2EME/SML! N 88764lâ

CODEINE PHOSPHATE; PROMETHAZINE HYDROCHLORIDE (PAGE 3-46)

SYRUP; ORAL
PHEHERGAN Nl CGNEINE

QQ NYETH LVBS/ANNO 10ME/5ML;6.25NG/5HL N 08306
PRCHETH Hl CPDEIHE

QQ NATL PHARM MFG/BARRE 10H3/5HL56.2§MG/5MLK N 83765
РКСНЕТНА21ПЕ И! CCDEIHE

AQ BAY LABORATORIES 10HÉ/5HLz6.2EYS/5HLH N 88375

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

SYRUP; ORAL
ACTIFFD Ы! CODEINE

AA BURROUGHS NELLCOME ICMS/EMLÉBQHS/5ML;1.2ENG/5ML N 12575
PSEUDCDIHE C

QQ BAY LABORATORIES IOHQ/SHLÄSDNS/EïL3l.ZEM$/5MLH_N 88333

V

V > 2 V

>
>
о
о
>
>

CORTICOTROPIN (PAGE 3-47)

INJECTABLE; INJECTION
OORTIOOTROPIN

A! CARTER-GLOSAU LABS ¿Q_ggglggygggn N

CROMOLYN sOnIUM (PAGE 3-48)

sOLuTION/OROPS; OPHTHALMIC
OPTICROM
FIsONs «zu N

DESERRIOINE; METHYCLOTHIAZIDE (PAGE 3-52)

TABLET; ORAL
ENDURONYL

BP ABBOTT LABORATORIES o.25MG;5Me N
ENDURONYL FORTE

BP ABBOTT LABORATORIES o.5Ms;5MG N
METHYCLOTHIAZIDE ANO OESERPIOINE

BP BOLAR PHARMACEUTICAL o.25Ms;5Msn N
BP o.5MG;5Msn N

DEsONIDE (PAGE 3-53)

CREAM; TOPICAL
впгчшпп

gg OREN LABs/OERM PRoos 0.052V N
TRInEsILcN

AB MILES PHARMs/MILES g¿g§g N

OEXAMETHASONE; NEOMYCIN suLEATE; PoLYMIxIN B sULFATE (PAGE

susPENsION/OROPS; ORHTNALMIC
OERAOTOIN

Q_ COOPERvIsION PHARMS o.12;Eg 5.5Ms BABE/ML:
AI Io one uRITs/NLn N

OEXTROMETMORPHAN HYDROBROMIDE; PROMETHAZINE
HYDROCHLORIDE LPAGE 3-57)

sYRuP; ORAL
ргтпзпп^н w/ OEXTROMETRORPNAN

¿A RYETH LABS/AMRO 15Rs/5NL;6.25N¢/5ML N
ппопчтн u/ OEXTRRMETHORERAH

¿A NATL PHARM MFG/BARRE Igß§¿§ML:§;g§g§¿§gLn N

88772

18155

12775

12775

88486
88452

19048

17010

3-55)

62544

11265

88762
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST '84 ­ DECEMBER '84 7

DOXYCYCLINE HYCLATE (PAGE 3-70) ETHINYL ESTRADIOL; NORETHINDRONE ACETATE (PAGE 3-79)

CAPSULE; ORAL TABLET; ORALTZI
_wxL-LELHEB лишит 1..5/335/

Ag LEHHON EQ БОМБ BASEH N 62497 LOESTRIN 21 1.5/30
DOXYCYCLINE HYCLATE

AQ PAR PHARMACEUTICAL EQ SDNG BASSE N 62454

QQ SUPERPHARM Eg зона BASEn N 62669 FLUNISOLIDE (PAGE 3-82)
¿g EQ 1оснэ BASSE N 62469

QQ WEST-HVRD EQ 5 HS ВАЗЕЦ N 62336 AEROSOL; INHALATION
è@ ZENITH LABORATORIES EQ 50H8 BASE! N 62500 BRONALIDE
5g Eg IOGHG BASEH М 62500 SYNTEX LABS/SYNTEX 0.025MG/INHI N 18340

TABLET; ORAL
DOXYCYCLIHE HYCLATE FLUOCINOLONE ACETONIDE (PAGE 3-82)

QQ ZENITH LABORATORIES EQ 100MB BASE! N 62505
CREAM; TOPICAL

DOXYLAMINE SUCCINATE (PAGE 3-70) AI FHARMAFAIR 0.012! N 88499
¿I 0.0252п N assos

TABLET; ORAL FLUCHID

DECVPRIH АТ HERBERT LABS/ALLERGN 6.0252n N 87156

м MERRELL пои/пои CHEM _25M".__.«­ н авт д? /HÄRIÓN'LÄRQRÁIRRIESH с îC12! тату
OOXYLAMINE SUOOINATE /__/ /t .'UÉ.Á/ [двумя]

_A QUANTUM PHARMICS 25H8! H 88505
OINTMENT; TOPICAL
FLUQNTD

ESTROGENSZ CONJUGATED (PAGE 3-76) АТ HERBERT LABS/ALLERGN 0.025?! N 87157
/Е/ летная. LÄBLîRÄÍÓRïÈS//L¿LM т. $15.433/

TABLET; ORAL
CONJUGATED ESTROGENS SOLUTION; TOPICAL

BS ZENITH LABORATORIES 0.3MGl N 88569 FLUTHTD 'I I I/ä/ тк,REÑ. LÁÉńЁÄÍÓŕïŕS//J~dii т. $55.432/

ETHINYL ESTRAOIOL; ETHYNOOIOL OIACETATE (PAGE 3-78) '‚ ‚ ‚ ‚ I I' ‚
лимфы: шищшгэё Hé'ŕeïdńáí мнимым ъёётШэЕЁ/ (PAGE 3-85)

TABLET; ORAL-21 LuTEINIzINs наркоме; MENOTRORINS (PAGE 3-118)
/ISÉHDLEÑ/
DEMULEN 1/50-21

FLUOROURACIL (PAGE 3-83)
TABLET; ORAL-28
/OEHULEÑÉÉß/ INJECTVBLE; INJECTION
DEMULEN 1/50-28 FLUORÜURACIL

> ADD > è! SOLOPAK LABORATORIES З0NЕ/108!!! N 88766
› ADD > ¿g SOMG/IOOMLn и 88767

ETHINYL ESTRVDIOL; LEVONORGESTREL (PAGE 3-78)

TABLET; ORAL-21 FUROSEMIDE (PAGE 3-86)
TRIPHASIL-Zl
NYETH LABS/AMHO 0.03MG»0.04MG,0.03MG§ TABLET; ORAL

0.05MG»0.075MG,0.125MGn N 19192 FUROFEHTQÈ
¿Q CORD LABORATORIES 80H8! N 18569

TABLET; ORAL-28 ¿Q LEDERLE LABS/AM CYAN ЗСНЗЦ N 18415
TRIPHASIL­28 AQ PARKE-DAVIS/N-L 80H3! N 18419
NYETH LABS/AMHO 0.03MG»0.04MG’0.03MG; LASIX

0.05MG,0.075MS,0.125MG! N 19190 QQ HOECHST-ROUSSEL ЗОNЕ N 16275
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DRUG PRODUCT LIST l CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST '84 ­ DECEMBER '84 9

HYDROCORTISONE (PAGE 3-99) INDOMETHACIN (PAGE 3-108)

CREAM; TOPICAL CAPSULE; ORAL
NYDROCCRTISPHE тухнут-„деп

¿I THAMEs PHARMACAL 2.52u N 88799 Ag PAR PHARMACEUTICAL 25H88 н 18829

¿B венец N 18829
романа; FOR Rx COMPOUNBINB Ag PARKE-OAvIs/w-L VsusV N 12866
H-CBRT '‚ I 5g suman N 18806

/MJ ШИНЫ. мBшками/16627 т. $153.4/
AA TORCH LABORATORIES 1002 N 87854 SUPPOSITORY; RECTAL

INBOCIN
N520 паз LABs/MERCK 50MBV N 17814

HYOROCORTISONE ACETATE (PAGE 3-102)

/ÄERÓSBI¿JTOAI¢ÄI/ > Ann > IOOOHIPPURATE sOBIUM, 1-123 (PAGE 3-109)

/REEPAEÄRÑRIEN'ŕflńPMS/ïń/ ЖМИ › мю > INJECTABLE; INJECTION
> Ann > NEPHROFLON
> AOD > MEDI-PHYSICS IMCI/NLn N 18269

HYDROCORTISONE ACETATE; PRAMOXINE HYDROCHLORIDE (PAGE 3-103)

AEROSOL; TOPICAL IsOETHARINE MEsYLATE (PAGE 3-110)
EPIEOAM ,

REEOACARNRICK PHARMS 1и;1и N 66457 AEROSOL; INHALATION

BRONKOMETER ‚ ‚ ‚
тины. МЁБ/Ю‘ЁЁЦМ/Мбй/ т. 1233.4/

HLQRQELUMEIHIAIIOE (PAGE 3-104) BN BREON LABS/STERLING o.34Ms/INH N 12339
IsOETHARINE MEsYLATE

TABLET; ORAL BN NATL PHARM MFG/BARRE o_IQMB/INHn N 87858
HigpOELUNETHIAIIOE

_All CHELSEA LABORATORIES 50H3!! N 88528
KANAMYCIN SULFATE (PAGE 3-112)

HYDROxYzINE HYBROCHLORIOE (PAGE 3-105) INJECTABLE; INJECTION
KANTREX

TABLET; ORAL A! BRISTOL LABS/B-M E 75MB BASE/2ML! N 62564
HYBROxvzIHE HOL ¿g EO гиена вдпп/гньп N 62554

99 PUREPAC/KALIPHARMA 10888 N 88120 Ag EО IOM BABE/IRLu N 62564

ЕЁ 255-332: N 88121
¿g зонам N 88122

> Ann > A@ SUPERPHARM 10H38 N 88794 LABETALOL HYDROCHLORIOE (PAGE 3-113)
> ADD > gg 25MBV N 83795
> ABO > Ag зонам N 88796 INJECTABLE; INJECTION

NORMOBYNE
. sCHERINB 5MG/MLN N 18687

IMIPRAMINE HYOROCHLORIBE (PAGE 3-107)
TABLET; ORAL

TABLET; ORAL NQRHOOYHE
sx-:RAHINE AB sCHERINB говнеV N 18686

>_QLI_>/§ä/
ÍÉRAE_£ÃÉPRÄÍ¢R1ÉS/ /idńf/ /Ñfïáńßi/ AB BGOHGP N 18586

> OLT >/ /252,§“/ /Ñfïgíóáj/ щ «cousn N 18686

>_D__LT> 7 P/ /áfŕ-.G/ тfхвш/ _TRAEPATE
› AOD > Aд 5к2г LVBORATORIES 16H6 N 85827 AB eLAxO zooNBn N 18716
> Ann > 5g 25H8 N 81821 Ag suenan N 18716

N 83827 AB «Baarn N 18716> ADD > BP Б0МG
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V
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V

Vь2

LEVONORDEFRINìMEPIVACAINEHYDROCHLORIDE(PAGE

Í„«lINJECTABLE;INJECTION
scANncNEsTL

A!DEPROCO0.05MG/HLSÉZK

LINDANE(PAGE3-116]

LOTION?TOPICAL
LINDANE

51BAYLABORATORIES¿El

SHAMPOO;TOPICAL
LINDANE

A!BAYLABORATORIESla!

MEPERIDINEHYDROCHLORIDE(PAGE3-122)

INJECTABLE;INJECTION
MEPERIDIHEHOL

¿gABBOTTLABORATORIESIons/MLN
5gINTLMEDICATIONвуз:ens/ML

TABLET;ORAL
'MEEERIDINENcL
¿¿BARRLABORATORIESIcons:

MEPHENTERMINESULFATE(PAGE3-123)

INJECTABLE;INJECTION
NYAMINESULFATE
NiÍf'ÁÉT

Й’ /ЁН1ЁЙАЙЧО/íääńêígî/

NYETHLABS/AnnoEQ15MзBASE/ML
EQзонеBASE/ML

MEPIVACAINEHYDROCHLORIDE(PAGE3-125)

INJECTABLE;INJECTION
OAQBOOAIRE

A!BREONLABS/STERLINGgz
MEPIVAOAIHEHOL

è!CARTER-GLOSAULABS¿gl
LaШ

POLOOAINE

e!ASTRAPHARMPRODSда!
SCAHUONESTPLAIN

аш DEPROCO

3-114)

N88588

N88190

N88191

N88052

N86552

N88640

т.'.Óáääß/
т.'5552.435/

N08248

N08248

N12250

N88769

N88770

N88655

N88587

V>С

Vь0

VbС

V>ОО

V>

V>OU

V>ОC

V>ОDV

2U

/
V
V

V
V
V
V

MEPROBAMATE(PAGE3-123)

TABLET;ORAL
NEPROBAMATE

á
î/7W‚мыт:

_//1:1„7/

HETNOTREXATESODIUH(PAGE3-128)

INJECTABLE;INJECTION
МЕХАТЕ

BRISTOLLABS/B-MEQ250MGBASE/VIALH

METHYCLOTHIAZIDE(PAGE3-129)

TABLET;ORAL
METHYOLOTHIAZIOE

AQCHELSEALABORATORIES2.5КЗП
еддиви

METRONIDAZOLE(PAGE3-133)

INJECTABLE;INJECTION
METPÜNIOAZOLE

APLYPHOMED500MG/100ML!
EEIEII_I!

цшпионЩи
TABLET;ORAL

EEIEÉHIQÈZQLE
QQSIDMAKLABORATORIES250MB!

gg500MG:
QQSUPERPHARMZSUNGR

ggseems:
METRYL

ЕЁLEMMON250MB!

MICONAZOLENITRATE(PAGE3-154)

SUPPOSITORY;VAGINAL
MONISTAT3

ORTHOPHARMACEUTICALZOOMGI

MORPHINESULFATE(PAGE5-135)

INJECTABLE;INJECTION
DURAMCRPHPF

ELKINS-SINN/AHROBINS0.5MS/MLI
1MG/MLB

86558

88750
88724

70071

70042

70027
70055
70008
70009

70055

18888

18565
18565

'8410 DRUGPRODUCTLIST/CUMULATIVESUPPLEMENTNUMBER4/AUGUST'84­DECEMBER



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST ‘84 ­ DECEMBER ‘84 11

NVFCILLIN SODIUM (PAGE 3­135) OXYPHENBUTVZONE (PAGE 3-143)

INJECTABLE; INJECTION TABLET; ORAL
NAFCIL OXYFNEHSUTAZONE

A! BRISTOL LABS/B-M E@ 10PM BASE/VIAL! N 62527 Aе BOLAR PHARMACEUTICAL 100M5l N 88399

NALLPEN TANTEARIL
Aв EEECHAM LABS/BEECHAM EQ 10SM BASE/VIAL N 61999 Aе GEIGY/CIBA-GEIGY 100MB N 12542

NVLTREXONE HYDROCHLORIDE (PAGE 3-136) PENTAMIDINE ISETHIONATE (PAGE 3-148)

TABLET; ORAL INJECTABLE; INJECTION
TREXAN PENTAM 300
DUPONT PHARMS/DUPONT SOMS! N 18932 LYPHOMED BOOMG/VIALI N 19264

NEOMYCIN SULFATEì POLYMYXIN B SULFATE (PAGE 3-137) PHENTERMINE HYDROCHLORIDE (PAGE 3-151)

SOLUTION/DROPS; OPHTHALMIC CAPSULE; ORAL
STATROL PHENTERMINE HCL

ALCON LABORATORIES EQ 3.5MG BASE/ML; > ADD › е_ PHARM BASICS 50H8! N 88797
16,250 UNITS/NLE N 62339

PENTOXIFYLLINE (PAGE 3-149)
> ADD > NOMIFENSINE MALEATE (PAGE 3-140)

TABLET, CONTROLLED RELEASE; ORAL
> ADD > CAPSULE? ORAL TRENTAL
> ADD > MERITAL HOECHST-ROUSSEL QOOMGH N 18631
> AOD > HOECHST—ROUSSEL 25H6! N 18224
> ADD > Б0МG! N 18224

PHENYLEPHRINE HYDROCHLORIDEî PROMETHAZINE HYDROCHLORIDE
(PAGE 3-153)

NYSTATIN (PAGE 3-141)
SYRUP; ORAL

SUSPENSION; ORAL FHEHÉRG^N VC

NYSTATIN AA NYETH LABS/AMHO 5MG/5ML36.25NS/§ML N 08604

AA BAY LABORATORIES 1002000 UNITS/ML! N 62512 РЁРНЁТN VC PLAIN
AA NATL PHARM MFG/BARRE 5MG/5ML36.25HS/SMLB N 88761

TABLET; ORAL
NYSTATIN

AA QUANTUM PHARMICS 5002000 UNITS! N 62525 PHENYTOIN SODIUM (PAGE 3-153)

INJECTABLE; INJECTION
OXTRIPHYLLINE (PAGE 3-143) PHENYTOIN SODIUM

> ADD › A! SOLOPAK LABORATORIES 50MB/ML! N 88519
ELIXIR; ORAL > VDD > 52 SOHG/MLH N 83520
CHQLEDYL > ADD > Q2 SñHG/HLH N 88521

AA PARKE-DAVIS/N-L 100MB/5ML! N 09268
OXTRIPHYLLINE

AA BAY LABORATORIES 100MB/5ML N 88245 PHENYTOIN SODIUM, EXTENDED (PAGE 3-153)

CAPSULE; ORAL
DILANTIN

> AOD > Aе PARKE-DAVIS/N-L 100MG Н 84349
> ADD > EXTF"WED PHENYTOIN SODIUM
> ADD > A_ BOLAR PHARMACEUTICAL IQCMGN N 83711
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RITODRINE HYDROCHLORIDE (PAGE 3-173)

INJECTABLE; INJECTION
/RÍŕdńńińé'ńéń

Щ/ г A ,I дыши
YUTGPAR

/ÁP/ ASTRA PHARM PROOS Ions/ML
ISHS/HLV

TABLET; ORAL
/RÍTédRŕRE'HóL

/Áá/ 75ÜFHÃ§.LÃÈ§/ /ïńńé/
YUTOPAR
ASTRA PHARM PRODUCTS 10MG/Áé/

SAFFLONER OIL; SOYBEAN OIL (PAGE 3-174)

INJECTABLE; INJECTION
LIPOSYN 11 10X
ABBOTT LABORATORIES SZìSZl
LIPOSYN II 202
ABBOTT LABORATORIES 10Zì102l

SCOPOLAMINE (PAGE 3-174)

FILM, CONTROLLED RELEASE; PERCUTANEOUS

/ÍRÄÜSÓÈЁHÉÑ/ ‚
/ÁLZÄ/ /ï„5ńß/
TRAHsDERM-SCOP
CIBA/CIBA-GEIGY 1.5мэ

SODIUM CHLORIDE (PAGE 3-176)

INJECTABLE; INJECTION
SOOIHH cHLßRIOE IH RLASTIC CONTAINER

/ÁÉ/ /ÃH.ÑSÉÃHÍÄÑJÉÖSP/ /Óëŕîffiëzïl/
SODIUM CHLCRIDE 0.92 IN PLASTIC CCNTAINER

Ag An ncsAH/An HOSP soœHR/IocHL

SODIUM LACTATE (PAGE 3-178)

INJECTABLE; INJECTION
SODIUM LACTVTE IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5MEQ/MLn

SODIUM POLYSTYRENE SULFONATE (PAGE 3-179)

POWDER; ORAL» RECTAL
KAYEXVLATE

QA BREON LABS/STERLING 055.6FM/BBT

/Ñfïßŕßń/

N 18580
N 18580

/Ñfïńŕßń/

N 18555

N 18997

N 18991

/Ñfïíßjä/

N 17874

/Ñfïjëóä/

N 17466

N 18947

N 11287

/
/

SODIUM POLYSTYRENE SULFONATE (PAGE 3-179)

POWDER; ORAL; RECTAL
SODIUM POLYSTYRENE SULFONATE

QQ BAY LABORATORIES 455.66N/BOTI

SUSPENSION; ORAL» RECTAL
SODIUM PDLYSTYRENE SULFONATE

AA BAY LABORATORIES 15GHÍ60MLI

SOYBEAN OIL (PAGE 3-180)

INJECTABLE; INJECTION
LIPOSYN III 102

A! ABBOTT LABORATORIES 12g!
LIPSSYH III 202
ABBOTT LABORATORIES 202!lâ

SUCCINYLCHOLINE CHLORIDE (PAGE 3-181)

INJECTABLE; INJECTION
SUSBINYLCHQLIHE CNLORIDE

Ё IOAWE@ADEQ /7
5l

SULFAMETHOXAZOLEÃÁTRIMETHOPRIM (PAGE 3-183)

TABLET; ORAL
SULFAMETHPXAZDLE 8 TRIMETNBPRIM

gg HEATHER DRUG aßrwszrevsx
gg anckszlscxsn

SULFAHETHOXAZOLE AHD TR1v=Tu”ERIM
¿g BARR LABORATORIES ч ЭЗБ fn

SHLFAHETROXAZOLE ANO TREHETHSERIM DOUBLE STRENGTH

¿g BARR LABORATORIES аэанз;16гпчц
TRIHETH/EULFA n/s

5g CHELSEA LABORATORIES aoonsâlecnsn
TRIHETHfSHLFA s/s

AE CHELSEA LABORATORIES aeovszanven

TERBUTALINE SULFATE (PAGE 3-187)

AEROSOL; INNALATION
BRETHAIRE
GEIGY/CIBA-GEIGY 0.2MG/INHI

N 88786

N 88717

18969

18970

18906
18946

70006

70007

70000

70002

18762



THIORIDAZINEHYDROCHLORIDE(PAGE3-192)

TABLET;ORAL
THIORIDAZINEHCL

¿gBARRLABORATORIESIseœsn
ê@êââëêß
AgCORDLABORATORIESIOcHsn

TOBRANYCIN(PAGE3-194)

SOLUTION/DROPS;OPHTHALMIC
TOBREX
ALCONLABORATORIES0.32!

TOCAINIDEHYDPOCHLORIDE(PAGE3-194)

TABLET;ORAL
TONOOARO

"зап/пенек«поиск
впопад

TOLAZAMIOE(PAGE3-1941

TABLET;ORAL
TOLAzVHInE

AgZENITHLABORATORIESIconsV
AgзвенеV
шSamira

TOLIRASE
AgUPJOHNIcons
AgVsexs
Ag500MG

TOLBUTAMIOE(PAGE3-1941

TABLET;ORAL
TOLBUTAMIOE

AgSUPERPHARMsuenan

TRIAMCINOLONEACETONIDE(PAGE3-195)

CREAM;TOPICAL
ARISTCSORTА

51LEDERLELABS/AMCYAN0.0252n
A;0.12n
A10.52n

OINTMENT;TOPICAL
ARISTCCORTA
LEDERLELABS/AMCYAN0.12!

.5.R

lä
läОY

zi
zi
:

zi
zi
:

88757
88738
85155

62535

18257
18257

18896
18394
18394

15500
15500
15500

88895

88818
88819
88820

88780
88781

TRIAMCINOLONEACETONIDE(PAGE5-195)

OINTMENT;TOPICAL
TPIQYOINOLCHEACETONIDE

QIPHARMADERM/BYK-GLDN0.0252!
Д0.12п

TRYMEX
QISAVAGELABS/BYK-GLDN0.0252!
MO.1'.n

>ADD>TRILOSTANE(PAGE3-199)

>CAPSULE;ORAL

>MODRASTANE

>NINTHROPLABS/STERLзамен

›венец

TRISULFAPYRIMIDINES(PAGE3-200)

мы7m?ЕЁЁНЁ.L/

SUSPENSION;ORAL
/TRŕíiE’SúiEóiń

/Sdééáìńńú

VERAPAMILHYDROCHLORIDE(PAGE3-202)

lâ
lä

lä
lä

TABLET;ORAL
САД!"

SEARLE/SEARLEPHARNS80MB!
щи ISOPTIN

KNOLLPHARMACEUTICAL80H8
120MB

N88692

N88690

N88595

N83691

N18719

N18719

/Ñfßńïŕí/

N18817

N18817

N18595

N18595
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ADDENDUM 15
DESI PENDING LIST ­ 'EXEMPT' (COURT ORDER) CATEGORY

CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST

/Á:‘ Ráŕó'ÁóÍńí'ÉfóTÍNÍ'óYáNOóOBÁLńNÍBíь y 'UÉńRAńTHÉáéÉÍ/
/ERríŕAióïŕÉŕíL;'Ediió'áöfñí'äiëëŕńdfŕńi _ "ŕńifñfididńá‘
/IY Ídéáiůé'rìääëîñidáŕńâf'Rŕäéŕñáůŕr’È- " ëïìîůíêíL,.:._<L ц . Y .

/TREÃÑINÉ'HTEÃÈÈÉLÖRÍÜÉÉ'ÖÍTÃÑÍÑ'ÃÍ' ÍTÁÚÍÑIÉ/(PAGE A02)

/ïnnf¢xßggfjfxNJf¢xïÓÑ/
/ńJ9„ï¢.PŕńïÄIRï¢/ ‚ ‚‚ ‚ ‚‚ ‚ ‚‚
/DSv PHÄRHÄ¢ÉHII¢ÄL/ /ЁQHG/vIAL59„ńáńG/vïAA5§„ßńïHß/vAAL5/

/SNS/YIÄL¿Q„QïńG/vïAA¿ń„ïéñS/YIÄL5/
/ïjńá¿9iÄL;ß„Éńá4y ALs/ ‚‚
/E¢„1Hß.BASE/vïAL51„4nß¿vïÄL¿ÁО
/ÉQ.ï„éü$.BáSŕ/vïÄxßń„jnß/vïALß/,
/JNS/vïÄL/ /Ñ.ïßáéß/

áéddááfó'ńófń"áfdŕfH"óY¿HfédńA£¿HfH"dÉR¢¿HfHáHéL‘/
«E . р „«IT'zaîîêTïBìBgigEzëBRYBTBE"IBTIT“

,
„ь м . ._ ‚ 1,. ; или) '.Íc..
/rírńŕéìgéfïcsirëŕéáŕiáíëäïßńíîŕńáfs'ëŕíŕüñf'ïńŕíń_nä/
/rYrRÄëtLd IáEgÁÁiTAůŕN A; ÓÍTANÍN E (PAGE A02)
(SEE SPECIAL NOTE в.)

/ïЁДЁ%ЁÄ$ЁЁíЁÍНJЁС%ïÓМ/
/П$УЁРНÄЁНÄСЁЦтхСÄЛ/ /IAnng/vxAßsgßnAA¢/vïAgin¿nngnß/AIAL§/

›5п:/ухдьдп„рсзьфгухдьдп„дпягухдъ;/
/ßnns/vxALßßná/RIAL5ß„¢A¢/IIÄL5/
/éńs/vïÄLßlńß/vïÄLß/ ‚
/ïп.ïш/ухдL/ /М.ïв9ßß/

/ÄéédŕáÍó'áótdí'áŕdŕŕńí'óYAN4édéé£ANIN"nERńAATHERéńí/
/Eńeréáféf¢éńdg;'#¿LÍB'ÄEińiggfiefńiA1ńsi'Afafńdéfné/
/ñ#ń„d6Hu63i8E;'REHAHEAAÍH'AHiéfHAfÉ's§sfńńi fR+ßHfńE§_vtfAHt§/
/Ã/LPAGE Anz)
(SEE SPECIAL NOTE B.)

/ïyáëgïÄÉůêjfïńJŕ¢тхńÑ/
/ÄëńbÍfHúSPfŕHÄЁHS/ /ïńHS/ńLíńßńń¿ÑS/HiińßSÍÚÉN/ńLï/

/ïQSNÈ/HÉÃÉQfID/HiiQÄQÄHS/ñßiáßé/ńL5/

/Ó„4HS/¢L¿$„ßáńS/NL5¢„3ÜS/HL5//ßßß ID NL /Nfïßŕßä/

/áêédńáŕd'ÄdÍdä'ńŕóŕÍńí'óïń ‚ё

/АёЁбЁ'1ЁЁЁЁЙХЁЁЙЁЁ’ЁЧВЁг5М1З
/1$Ё‘ЁЁЪЁ’Ё?ЁЁЁЗЁЁКЁЁНЁ; 0 ‘Ã
(PAGE ADa)
(SEE SPECIAL NOTE B.)

CT
' í' J f

/ÍÑAEV„ÄÉAÉ„B§Ñ.È¢.хÓÑ/

'
ïëgiëgîgäfëävlägäffcßvïg_
.‘ A; VITANIÑ'ÈTCVÍTÃÈYÑgE¿.ůáñńńŕńí'ńáíńéúŕńéńńií'ŕdEîâ/
r

/r .‚ „..f
/LÍPHÚÚÈÚ/ /ÉAÑÉ/ńïfńßßïÉÑS/ÑLißßßßïńé/Ñ'î’

/äng/A¿;W¿qänß¿gg¿,LA/ggjg¿¢ng/AL„/
§2ßï§¥îŕï§ê??§5fí?L”ßó~ï.fńL”ÉA'fä¢4¢/

‘84 ­ DECEMBER '84

Lŕó'dóŕrí/
EECÈRÉB=ÃQRÍBóELÁUINÍ/
ÚII'BÍ'ÓITÄHÍN'E/

/ńäńéááŕó'áófńf'áŕdŕŕáf'óŕáńéádäáñéńŕîf'
Írfäéŕúïńŕńéí'ñl'ŕńfńäůi'ÓQRÍOOQIHÉ'Hí
/Tńïâńäńá.ńçńìëïëidRŕńÉí'üíTÃñÉá'Ái'L1
(PAGE ADE)
(SEE SPECIAL NOTE B.)

/IÑJE¢IÁBLÉ;JIAJE¢IAÓA/
еплтхухтднхнхдпэхтхуг/
/I/ÁÉÉÓÍÍfLÄBÓRÄÍńRIÉS/ nßßßJnßHA/sAiin;ßßsHG/5ńß;

Agigßnßgsnßjïgnsgsńßß/ ‚‚

ÉQÈÍ§ÉÉÈHÍÉÉQÈÍ§7BSńG/SńLß/
п""
“' ’

/Ñ 1ßzzs/

/Áééńńáfó'áóÍń"BŕóTfN"ńEńńdNTHEH4L"NŕáóŕńáńÍńéí'RTRÍÚOÑINÉ/'
7Ета г .LО -° L LA 1 ‚ ..ъ т A„.HL „LOE (PAGE A02)L ‚. _, _
(SEE SPECIAL NOTE B.)

/IAJE¢IÄBLEifIÑJA¢IIAN/

/É§ÉÉÍÍÉAÉÉLÄ'AA¢HE/ /56нв/нл d'ïнA/nß ïdńß/ńß ¿dŕß/ńß /‘ '
/ïЬпв/пхЁвЕв/нх;5ёв7м1/

""
/n Bßnjï/

т; HA '¢/5ńd/rAÑŕL
#d
НО ‘ÄЁЁÓЁНЁ/ /ïŕ5ÜG/ÑiíïANG/HLÍÍHHS/ńLíäńńß/ñi/

/ïßÑG/ÑLÃSHG/HLÄSHS/HL/ /Ñfńßńjï/

/Äëééŕáŕó'áóÍdf'ÚÉYÚáNTHÉNÓÉÍ'ńŕádÍńáńÍńÉÁQPYRÍOORÍHÉ/
/ńŕńńgétfëájvéí'RÍéäEiÁüŕNî'Tñŕáñïńë'ńŕńńdéńiëŕíñäîTŕŕŕÁńÍń'Áí/
/úifáaîs'5;‘Lìŕŕńŕń'ë/(PAGE A03)
(SEE SPECIAL NOTE в.)

ŕ ' Í' J T
/ÍNÉÉ5„ÄÉLÉ..ÍÑ.É¢.IÓÑ/‚.„:‚/

svi# Aндсвптхсдß/ /5пмв/н152; AA/Arjïnns/ńLiiJ5nA/ńß;/Ú HÃ

íängéggáîfs/nßfx;nßßfxu/Aßjïnßjägéëëâ

@AAH-à,BLRABRAHAM'
'

/zdñfxuŕnïkïns/ńr~~'
'
/Ñ ивгпя/

v,

.é\ /



CUMULATIVESUPPLEMENTNUMBER4/AUGUST'84­DECEMBER"84

дышит‘шиши‹PAGEAns:
(ALLPRODUCTS­SEESPECIALNOTEB.)

/ÍÁBL'EJB'fÓЁÄL/
/ïSsîSÓïëfäïñEfßïRïÍЁ/UÉ/

/ÉÁRSMÄÍÓRIES/

LIÑIÉÚÁL
EL5ïI 1

RJ-/ßńńß/ .'A'

#ARR,As„вы,
7вж1=йз.шдвьгёдтёхвгз/

/IAAA/

т'frwd""i'' /./AÉÈÉMÉWAщи.швы.
.

AAÄL/

таят.штифты/вины

NITROGLYOERIN(PAGEA07)

/“ИВЫ!
.

‘шт140111515.‘НЁЛЁÄБЁЁ.'SiRÁJÍ/

(ALLPRODUCTS­SEESPECIALNOTEB.)

/ÍÁÉJÍI-ÍnîífifßrìïRßLLŕñ.'HÉJÃÉÁSEÁ'ISÉÁJZ/

(ALLPRODUCTS­SEESPECIALNOTEB.)

/N.'14.155.4/

/Ñfßŕâäâ/

т.'ßßááá/

16 DESIPENDINGLIST­'EXEMPT'(COURTORDER)CATEGORY



DESI PENDING LIST ­ OTHER THAN 'EXEMPT' 17(COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST ‘84 ­ DECEMBER '64

CURRENT STATUS - INEFFECTIVE

/BEÑÍYLfN/fPHÉÑÓЁÁRBIÍÄL/ /HERRÉLLfÚÚH/
/б1СУСЛÓЙ1ЁЁfНУЙЁÓСНДСЁЁЙЁíЁРНЁНÓЁАЁЁ Í
BEROCCA C HOFFMANN-LA ROCHE
ASCCRBIC ACID; BIOTIN; DEXPANTHENOL; NIACINAMIDE; PYRIDOXINE
HYDROCHLORIDE; RIBOFLAVIN; THIAMINE HYDROCHLORIDE

ńQHf¢HEń/
AL/

BEROCCA C 500 HOFFMANN-LA ROCHE
ASCORBIC ACID; BIOTIN; DEXPANTHENOL; NIACINAMIDE; PYRIDOXINE
HYDROCHLORIDE; RIBOFLAVIN; THIAMINE HYDROCHLORIDE

DIMETAPP AH ROBINS
BROMPHENIRAMINE MALEATE; PHENYLEPHRINE HYDROCHLORIDE;

PHENYLPROPANOLAMINE HYDROCHLORIDE

ELIXIR DIMETAPP AH ROBINS
BROMPHENIRAMINE MALEATE; PHENYLEPHRINE HYDROCHLORIDE;

PHENYLPROPANOLAMINE HYDROCHLORIDE

/ÍÈRЁÄÄ¢ÓRÍЁIL/ ,ÁFFÍZERfLÄÉSKPFIZERÁ
/HYÜRÓ¢ÓRÍISÉÑÉ5.ÓXÍÍÉÍЁÁ¢Í¢LÍÑE.H¢L/

TUSS-ORNAOE SKaF LABORATORIES
CARAMIPHEN EDISYLATE; CHLORPHENIRAMINE MALEATE;

ISOPROPAMIDE IODIDE; PHENYLPROPANOLAMINE HYDROCHLORIDE

CURRENT STATUS ­ EFFECTIVENESS TO BE DETERMINED

M.V.I. PEDIATRIC USV PHARMACEUTICAL
ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; DEXPANTHENOL;
ERGOCALCIFEROL; FOLIC ACID; NIACINAMIDE; PHYTONADIONE;
PYRIDOXINE HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM;
THIAMINE HYDROCHLORIDE; VITAMIN A; VITAMIN E
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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

(З
)

A
n
ti
b
io
ti
c

Fo
rm

6

sp
o
n
so
rs

a
re

n
o
t

re
q
u
ir
e
d

to
p
ro
v
id
e

th
e

p
a
te
n
t

ce
rt
if
ic
a
ti
o
n

st
a
te
m
e
n
t

w
h
ic
h

m
u
st

b
e

in
cl
u
d
e
d

in
A
N
D
A
s.

H
o
w
e
v
e
r,

T
it
le

II
,

th
e

p
a
te
n
t

te
rm

re
st
o
ra
ti
o
n

p
o
rt
io
n

o
f

th
e

A
ct
,

sp
e
ci
fi
ca
lly

a
d
d
re
ss
e
s

a
n
ti
b
io
ti
c,

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

a
n
d

h
u
m
a
n

b
io
lo
g
ic
a
l

p
ro
d
u
ct
s

(a
s

th
o
se

te
rm
s

a
re

u
se
d

in
th
e

Fe
d
e
ra
l

Fo
o
d
,

D
ru
g

a
n
d

C
o
sm
e
ti
c

a
n
d

P
u
b
lic

H
e
a
lt
h

S
e
rv
ic
e

A
ct
s)

in
it
s

p
ro
v
is
io
n
s.

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

R
e
q
u
ir
e
m
e
n
ts

T
h
e

th
e
ra
p
e
u
ti
c

e
q
u
iv
a
le
n
ce

e
v
a
lu
a
ti
o
n

co
d
e
s

in
A
p
p
e
n
d
ix

D

o
f

th
e

A
P
D
P

w
ill

e
n
a
b
le

fi
rm
s

to
d
e
te
rm
in
e

w
h
e
th
e
r

ip
v
it
ro

a
n
d
/o
r

in
v
iv
o

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

st
u
d
y

d
a
ta

m
u
st

b
e

in
cl
u
d
e
d

w
it
h

th
e
ir

A
N
D
A

su
b
m
is
si
o
n
s.

C
u
rr
e
n
tl
y
,

d
ru
g
s

a
p
p
ro
v
e
d

p
ri
o
r

to
1
9
6
2

fa
ll

in
to

th
re
e

m
a
jo
r

b
io
p
h
a
rm
a
ce
u
ti
c

cl
a
ss
e
s:

(l
)

th
o
se

w
h
ic
h

p
o
se

a
n

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m
,

a
n
d

fo
r

w
h
ic
h

d
e
m
o
n
st
ra
ti
o
n

o
f

b
io
e
q
u
iv
a
le
n
ce

th
ro
u
g
h

in
v
iv
o

te
st
in
g

a
n
d

a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

p
e
rf
o
rm
a
n
ce

is
n
e
ce
ss
a
ry
;

(2
)

tF
O
se

w
h
ic
h

p
o
se

a
n

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m

b
u
t

fo
r

w
h
ic
h

a
n

in

v
iv
o

st
u
d
y

m
a
y

b
e

w
a
iv
e
d

if
a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

p
e
rf
o
rm
a
n
ce

is
d
e
m
o
n
st
ra
ïë
d

(t
H
e

lis
t

o
f

su
ch

d
ru
g
s

is
p
ro
v
id
e
d

u
n
d
e
r

T
A
B
LE

I)
;

a
n
d

(3
)

th
o
se

w
h
ic
h

p
o
se

n
o

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m

a
n
d

fo
r

w
h
ic
h

th
e

o
n
ly

b
io
p
h
a
rm
a
ce
u
ti
c

re
q
u
ir
e
m
e
n
t

is
d
e
m
o
n
st
ra
ti
o
n

o
f

a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

fo
r

so
lid

o
ra
l

d
o
sa
g
e

fo
rm
s.A
ll

fi
rm
s

su
b
m
it
ti
n
g

a
n

a
b
b
re
v
ia
te
d

n
e
w

d
ru
g

a
p
p
lic
a
ti
o
n

fo
r

a

si
n
g
le

so
u
rc
e

d
ru
g

p
ro
d
u
ct

o
r

a

d
ru
g

p
ro
d
u
ct

w
h
ic
h

w
a
s

fi
rs
t

a
p
p
ro
v
e
d

a
ft
e
r

l9
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

jp
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

in

d
o
sa
g
e

fo
rm
s

w
h
ic
h

d
o

n
o
t

p
re
se
n
t

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m
s,

su
ch

a
s

a
n

in
tr
a
v
e
n
o
u
s

so
lu
ti
o
n
,

m
a
y

re
q
u
e
st

th
a
t

th
e

in
v
iv
o

b
io
e
q
u
iv
a
le
n
ce

re
q
u
ir
e
m
e
n
t

b
e

w
a
iv
e
d
.



B
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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
ir
e
s

in
fo
rm
a
ti
o
n

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

A
N
D
A
d
ru
g

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

to
th
e
lis
te
d

d
ru
g
.

T
h
e
re
fo
re
,

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

fo
r

d
ru
g
s
su
ch
a
s
a
m
it
ri
p
ty
lin
e

h
y
d
ro
ch
lo
ri
d
e

w
h
ic
h

fo
rm
e
rl
y

m
a
y
h
a
v
e
b
e
e
n

a
p
p
ro
v
e
d

w
it
h
o
u
t

a
n
in
v
iv
o
st
u
d
y
n
o
w
re
q
u
ir
e

a
n
in
_v
iv
o

st
u
d
y
a
s

a

co
n
d
it
io
n

fo
r
a
p
p
ro
v
a
l

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

T
o
p
ic
a
ls

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

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

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

e
q
u
iv
a
le
n
t

to
p
ic
a
l

p
ro
d
u
ct
s
o
f
p
re
-T
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
e
v
a
lu
a
te
d

a
s
th
e
ra
p
e
u
ti
ca
lly

e
q
u
iv
a
le
n
t.

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

a
p
p
lic
a
n
ts

to
d
e
m
o
n
st
ra
te

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

o
f
th
e
ir

to
p
ic
a
l

d
ru
g
p
ro
d
u
ct

to
th
e
lis
te
d

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

fo
r
A
N
D
A

a
p
p
ro
v
a
l.

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

th
a
t
is
p
re
se
n
tl
y

b
e
in
g
u
se
d
in
th
e

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

p
ro
ce
ss
.

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

th
e
th
e
ra
p
e
u
ti
c

e
q
u
iv
a
le
n
ce

e
v
a
lu
a
ti
o
n

p
o
lic
y

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

to
p
ic
a
l

p
ro
d
u
ct
s

to
d
e
te
rm
in
e

w
h
e
th
e
r

a

ch
a
n
g
e
in
th
is

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

In
th
e

m
e
a
n
ti
m
e
,

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

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

w
ill

b
e
re
q
u
ir
e
d

fo
r

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

p
ro
d
u
ct
s

u
n
le
ss

a

w
a
iv
e
r

o
r
in
v
it
ro

a
lt
e
rn
a
ti
v
e
s

ca
n

b
e
ju
st
if
ie
d

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

O
T
C
D
ru
g
P
ro
d
u
ct
s

E
lig
ib
le

fo
r
A
b
b
re
v
ia
te
d

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

P
re
v
io
u
s

e
d
it
io
n
s

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

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

b
e
ca
u
se

th
e
m
a
in

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

w
a
s
to
p
ro
v
id
e

in
fo
rm
a
ti
o
n

to
st
a
te
s

re
g
a
rd
in
g

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

a
s
to
w
h
ic
h

g
e
n
e
ri
c

p
re
sc
ri
p
ti
o
n

d
ru
g
p
ro
d
u
ct
s

w
e
re

a
cc
e
p
ta
b
le

ca
n
d
id
a
te
s

fo
r
d
ru
g
p
ro
d
u
ct

se
le
ct
io
n
.

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

D
ru
g
P
ri
ce

C
o
m
p
e
ti
ti
o
n

a
n
d
P
a
te
n
t

T
e
rm
R
e
st
o
ra
ti
o
n

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

n
o
w

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

to
p
u
b
lis
h

a
n
u
p
-t
o
-d
a
te

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

d
ru
g

p
ro
d
u
ct
s,

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

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

fo
r
sa
fe
ty

a
n
d

e
ff
ic
a
cy

a
n
d
fo
r
w
h
ic
h
n
e
w
d
ru
g
a
p
p
lic
a
ti
o
n
s

a
re
re
q
u
ir
e
d
.

T
h
e
re

a
re
so
m
e

d
ru
g
s
fo
r
w
h
ic
h
th
e
re

a
re
b
o
th

a
p
p
ro
v
e
d

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

О
Т
С
d
ru
g
p
ro
d
u
ct
s
in

th
e
m
a
rk
e
t

p
la
ce
.

T
h
is

si
tu
a
ti
o
n

o
cc
u
rs

a
s

a

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

cu
rr
e
n
t

О
Т
С
co
m
p
lia
n
ce

p
o
lic
y

w
h
ic
h
a
llo
w
s

th
e
m
a
rk
e
ti
n
g
o
f
v
a
ri
o
u
s

u
n
a
p
p
ro
v
e
d

О
Т
С

d
ru
g
p
ro
d
u
ct
s

p
e
n
d
in
g

th
e
e
ff
e
ct
iv
e

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

fi
n
a
l

О
Т
С

m
o
n
o
g
ra
p
h
.

T
h
e
О
Т
С
p
ro
d
u
ct
s

in
cl
u
d
e
d

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

su
p
p
le
m
e
n
t

T
A
B
LE
II

a
re
lim
it
e
d

to
th
o
se

fo
r
w
h
ic
h

a
p
p
ro
v
e
d

a
p
p
lic
a
ti
o
n
s

a
re
cu
rr
e
n
tl
y

re
q
u
ir
e
d

a
s

a

co
n
d
it
io
n

o
f
m
a
rk
e
ti
n
g
.

A
p
p
ro
p
ri
a
te

p
a
te
n
t
n
u
m
b
e
rs

a
n
d
e
x
p
ir
a
ti
o
n

d
a
te
s

a
re

a
ls
o
in
cl
u
d
e
d
.



N
D
A
's

A
p
p
ro
v
e
d

b
y

th
e

O
ff
ic
e

o
f

B
io
lo
g
ic
a
l

R
e
se
a
rc
h

a
n
d

R
e
v
ie
w

N
o
t

P
re
v
io
u
sl
y

P
u
b
lis
h
e
d

in
th
e
lA
P
D
P

A
ll

p
ro
d
u
ct
s

a
cc
e
p
te
d

a
n
d

a
p
p
ro
v
e
d

u
n
d
e
r

S
e
ct
io
n

5
0
5

o
f

th
e

A
ct

a
s

N
D
A
s

b
y

th
e

O
ff
ic
e

o
f

B
io
lo
g
ic
a
l

R
e
se
a
rc
h

a
n
d

R
e
v
ie
w

(O
B
R
R
)

w
ill

n
o
w

b
e

p
u
b
lis
h
e
d

in
th
e

A
P
D
P

(s
e
e

T
A
B
LE

II
I)
.

T
h
e

a
p
p
lic
a
ti
o
n

h
o
ld
e
r

sh
o
u
ld

h
a
v
e

su
b
m
it
te
d

re
le
v
a
n
t

p
a
te
n
t

a
n
d

e
x
cl
u
si
v
it
y

in
fo
rm
a
ti
o
n

a
s

fo
r

o
th
e
r

N
D
A

d
ru
g

p
ro
d
u
ct
s.

T
h
e
se

p
ro
d
u
ct
s

w
ill

b
e

lis
te
d

d
ru
g
s

a
n
d

A
N
D
A

a
p
p
lic
a
ti
o
n
s

m
a
y

b
e

su
b
m
it
te
d

fo
r

m
a
rk
e
ti
n
g

o
f

d
ru
g
s

fr
o
m

th
is

g
ro
u
p
.

A
p
p
ro
p
ri
a
te

p
a
te
n
t

n
u
m
b
e
rs

a
n
d

e
x
p
ir
a
ti
o
n

d
a
te
s

a
re

a
ls
o

in
cl
u
d
e
d
.

P
a
te
n
t

a
n
d

E
x
cl
u
si
v
it
y

In
fo
rm
a
ti
o
n

It
w
a
s

o
ri
g
in
a
lly

p
la
n
n
e
d

th
a
t

T
a
b
le

IV
o
f

C
u
m
u
la
ti
v
e

S
u
p
p
le
m
e
n
t

2

to
th
e

A
P
D
P

w
o
u
ld

co
n
ta
in

p
a
te
n
t

a
n
d

e
x
cl
u
si
v
it
y

in
fo
rm
a
ti
o
n
.

B
e
ca
u
se

so
m
e

fi
rm
s

su
b
m
it
te
d

p
a
te
n
t

in
fo
rm
a
ti
o
n

in
e
x
ce
ss

o
f

th
a
t

co
v
e
re
d

b
y

th
e

st
a
tu
te
,

FD
A

h
a
s

re
v
ie
w
e
d

a
ll

o
f

th
e

p
a
te
n
t

in
fo
rm
a
ti
o
n

to
a
ss
u
re
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TABLE I. LIST OF DRUG PRODUCTS WHICH MUST DEMONSTRATE IN ,VI VO
BIOAVAILABILITY ONLY IF PRODUCT FAILS ТO ACHIEVE ADEQUATE DISSOLUTION

ACETAMINOPHEN; ASPIRIN;

BUTALBITAL;

CAPSULE OR TABLET; ORAL

160-165MG; 160-165MG; 50MG

ACETAMINOPHEN; ASPIRIN; BUTALBITAL

CAPSULE OR TABLET; ORAL

325MG; 325MG; 50MG

ACETAMINOPHEN; ASPIRIN;

BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL

lôO-165MG; 160­165MG; 50MG; 40MG

ACETAMINOPHEN; ASPIRIN;

BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL

325MG; 325MG; 50MG; 40MG

ACETAMINOPHEN; BUTALBITAL

CAPSULE OR TABLET; ORAL

325; 50MG

650; 50MG

ACETAMINOPHEN; BUTALBITAL;

CAFFEINE

CAPSULE OR TABLET; ORAL
32 5MG; вомс; 4омс

650MG; 50MG; 40MG

AMINOPHYLLINE

TABLET; ORAL

IOOMG

ZOOMG

ASPIRIN; BUTALBITAL;

CAPSULE OR TABLET; ORAL

325; 50MG

650; 50MG

ASPIRIN; BUTALBITAL, CAFFEINE

CAPSULE OR TABLET; ORAL

325MG; 50MG; 4OMG;

650MG; 50MG; 40MG;

ASPIRIN; CAFFEINE; cARlsoPRoooL

TABLET; ORAL

томе; 32Mo; 2ооме

ASPIRIN; CAFFEINE; CARISOPRODOL;

CODEINE PHOSPHATE

TABLET; ORAL

16OMG; 32MG; 200MG; IGMG

ASPIRIN; CARISOPRODOL

TABLET; ORAL

325MG; ZOOMG

ASPIRIN; CARISOPRODOL; CODEINE

PHOSPHATE

325MG; 200MG; 1OMG

ASPIRIN; MEPROBAMATE

TABLET; ORAL

325MG; 2OOMG

ASPIRIN; METHOCARBAMOL
TABL ET; ORAL

325MG; 2OOMG

CHLOROTHIAZIDE

TABLET; ORAL

250MG

ESTROGENS, CONJUGATED; MEPROBAMATE

TABLET; ORAL

0.4MG; 2OOMG

0.4M6; 4OOM6

HYDROXYZINE HYDROCHLORIDE

TABLET; ORAL

IOMG

25MG

50MG

IOOMG





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

ACTIVE INGREDIENT(S)

STRENGTH(S)

ACETAMINOPHEN

IZOMG

ACETNWINOPHEN

б5ОWG

ACETAMINOPHEN

12UWG

ACETAMINOPHEN

120MG

АСEТНU1NOPНEN

б50MС

ACETAMINOPHEN

б50MG

ACETAMINOPHEN

12OMG

ALUMINUM HYDROXIDE; MAGNESIUM

TRISILICATE

Б0MG; 20MG

ALUMINUM HYDROXIDE; MAGNESIUM

TRISILICATE

16GWG; 4OMG

BROMPHENIRAMINE MALEATE

8MG

TRADE NAME

(DOSAGE FORM;

NEOPAP

(SUPPOSITORY;

TYLENOL

(SUPPOSITORY3

TYLENOL

(SUPPOSITORY;

ACEPHEN

(SUPPOSITORY;

ACEPHEN

(SUPPOSITORY;

ACETAMINOPHEN

(SUPPOSITORY;

ACETAMINOPHEN

(SUPPOSITORY;

GAVISCON

(TABLET, CHEWABLE; ORAL)

GAVISCON-Z

(TABLET, CHEWABLE; ORAL)

DIMETANE

ROUTE)

RECTAL)

RECTAL)

RECTAL)

RECTAL)

RECTAL)

RECTAL)

RECTAL)

(TABLET, CONTROLLED

RELEASE; ORAL)

APPLICANT NAME

WEBCON PHARMS/ALCON

MCNEIL LABORATORIES

MCNEIL LABORATORIES

G AND W LABORATORIES

G AND W LABORATORIES

UPSHER-SMITH LABS

UPSHER-SMITH LABS

MARION LABORATORIES

MARION LABORATORIES

AH ROBINS

NDA i
APPROVAL DATE

16-4O1

11-07-68

17-756

05-26-76

17-756

05-26-76

18-060

02-09-78

18-060

02-09-78

18-337

04-22-80

18-337

09-12-83

18-685

12-09-83

18-685

12-09-83

10-799

06-10-83

PATENT ß

EXP. DATE

EXCLUSIVITY

ÈXP. DATE
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TABLE II. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE 1NGREDIENT(S)

STRENGTH(S)

CHLORPHEN IRAM I NE MALEATE;

PHENYLPROPANOLAMINE

HYDROCHLORIDE

BMG; 75MG

CHLORPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE

HYDROCHLORIDE

12MG; 75MG

CHLORPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE

HYDROCHLORIDE

4MG; 25MG

CHLORPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE

HYDROCHLORIDE

BMG; 75MG

CHLORPHENIRAMINE MALEATE;

PSEUDOEPHEDRINE SULFATE

BMG; IZGWG

CHLORPFENIRAMINE FOLISTIREX;

PHENYLPROPANOLAMINE POLISTIREX

EQ 4MG MALEATE/5ML;

EQ 37.5MБ HCL/5ML

DEXBROMPHENIRAMINE MALEATE;

PSEUDOEPHEDRINE SULFATE

6MG; 120MG

TRADE NAME

(DOSAGE FORM; ROUTE)

CONTAC

(CAPSULE, CONTROLLED

RELEASE; ORAL)

TRIAMINIC­I2
(TABLET, CONTROLLED

RELEASE; ORAL)

DEMAZIN

(TABLET, CONTROLLED

RELEASE; ORAL)

PHENYLPROPANOLAMINE HCL

W/ CHLORPHENIRAMINE

MALEATE

(CAPSULE, CONTROLLED

RELEASE; ORAL)

CHLOR-TRIMETON

(TABLET, CONTROLLED

RELEASE; ORAL)

CORSYM

(SYRUP; ORAL)

DRIxoRAL

(TABLET, coNTRoLLEo

RELEASE; ORAL)

APPLICANT NAME

MENLEY & JAMES/SKF

DORSEY LABS/SANDOZ

SCHERING

CENTRAL PHARMS

SCHERING

PENNWALT PHARM

SCHERING

NDA #

APPROVAL DATE

18­099

02-04-80

18-115

07-23-81

18-556

05-14-84

18-809

05-07-84

18-397

03-31-81

18-050

01-04-84

13-483

09- I 3-82

PATENT #

EХP. DATE

EXCLUSIVITY

EXP. DATE



ACTIVEINGREDIENT(S)

STRENGTH(S)

DEXBROMPHENIRAMINEMALEATE;

PSEUDOEPHEDRINESULFATE

OMG;120MG

DEXTROMETHORPHANRES1NœMPLEX

EQSOVIGIBR/5M.

DIPHENHYDRAMINEHYDROCHLORIDE

I2.5MG/5ML

DOXYLAMINESUCCINATE

25MG

IBUPROFEN

ZOOMG

IBUPROFEN

200MG

INSULINSUSPENSION,ISOPHANE,

BEEF

40UNITS/ML

INSULINSUSPENSION,ISOPHANE,

BEEF

100UNITS/ML

INSULINSUSPENSION,ISOPHANE,

BIOSYNTHETICHUMAN

100UNITS/ML

INSULINSUSPENSION,ISOPHANE,

MIXEDBEEFANDPORK

40UNITS/ML

TRADENAME

(DOSAGEFORM;ROUTE)

DISOPI~ROL

(TABLET,CONTROLLED

RELEASE;ORAL)

DELSYM

(SUSPENSION,CONTROLLED

RELEASE;ORAL)

BENYLIN

(SYRUP:ORAL)

UNISOM

(TABLET;ORAL)

ADVIL

(TABLET;ORAL)

NUPRIN

(TABLET;ORAL)

SEMILENTEINSULIN

(INJECTABLE;INJECTION)

SEMILENTEINSULIN

(INJECTABLE;INJECTION)

HUMULINN

(INJECTABLE;INJECTION)

NPHILETIN(BEEF-PORK)

(INJECTABLE;INJECTION)

APPLICANTNAME

SCHERING

PENNWALTPHARM

PARKE­DAVIS/W­L

PFIZER

WHITEHALLLABS/AMHO

UPJOHNMANUFACTURING

SQUIBB-NOVO

SQUIBB-NOVO

ELILILLY

LILLYRESLABSDIV

NDA#

APPROVALDATE

13-483

09-13-82

18-658

10-08-82

06-514

08-07-81

18-066

10-06-78

18-989

05-18-84

19-012

05-18-84

17-929

02-08-77

17-929

02-08-77

18-781

10-28-82

17-936

02-08-77

PATENT#

EXP.DATE

3385886

05-28-85

3385886

05-28-85

EXCLUSIVITY

Ш
OТCDRUGPRODUCTSWHICHCURRENTLYREQUIREAPPROVEDAPPLICATIONSASACONDITIONOFMARKETING



TABLE OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETINGII.

ACTIVE INGREDIENT(S)

STRENGTH(S)

INSULIN SUSPENSION, ISOPHANE,

MIXED BEEF AND PORK

100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED BEEF

1OO UNITS/ML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED PORK

1OO UNITS/ML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED PORK

1OO UNITS/ML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED PORK

1OO UNITS/ML

INSULIN SUSPENSION, ISOPHANE,

PURIFIED PORK; INSULIN,

PURIFIED PORK

100 UNITS/ML

INSULIN SUSPENSION, PROTAMINE

ZINC, MIXED BEEF AND PORK

1OO UNITS/ML

INSULIN SUSPENSION, PROTAMINE

ZINC, MIXED BEEF AND PORK;

INSULIN, MIXED BEEF AND PORK

100 UNITS/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

NPH ILETIN (BEEF-PORK)

(INJECTABLE; INJECTION)

NPH ILETIN II
(INJECTABLE; INJECTION)

INSULIN INSULATARD NPH

NORDISK

(INJECTABLE; INJECTION)

NPH ILETIN II (PORK)
(INJECTABLE; INJECTION)

PROTAPHANE

(INJECTABLE; INJECTION)

INSULIN NORDISK MIXTARD

(PORK)

(INJECTABLE; INJECTION)

PROTAMINE, ZINC & ILETIN

(BEEF-PORK)

(INJECTABLE; INJECTION)

PROTAMINE, ZINC Ã ILETIN

(BEEF-PORK)

(INJECTABLE; INJECTION)

APPLICANT NAME

LILLY RES LABS DIV

ELI LILLY

NORDISK

ELI LILLY

SQUIBB-NOVO

NORDISK

ELI LILLY

ELI LILLY

NDA #

APPROVAL DATE

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

PATENT #Ш EXCLUSIVITY

EXP. DATE
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TABLE II. OTC DRUG PRODUCTS WHICH CURRENTLY REQUIRE APPROVED APPLICATIONS AS A CONDITION OF MARKETING

ACTIVE INGREDIENT(S)

STRENGTH(S)

INSULIN ZINC SUSPENSION,

EXTENDED, PURIFIED BEEF

1OO UNITS/ML

INSULIN ZINC SUSPENSION,

BEEF

100 UNITS/ML

INSULIN ZINC SUSPENSION,

PURIFIED PORK

1OO UNITS/ML

INSULIN ZINC SUSPENSION,

PURIFIED BEEF

100 UNITS/ML

INSULIN ZINC SUSPENSION,

PURIFIED BEEF AND PORK

100 UNITS/ML

INSULIN ZINC SUSPENSION,

PURIFIED PORK

1OO UNITS/ML

INSULIN ZINC SUSPENSION,

PURIFIED PORK

100 UNITS/ML

INSULIN, BIOSYNTHETIC HUMAN

100 UNITS/NL

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

ULTRALENTE INSULIN SQUIBB-NOVO 17­997

(INJECTABLE; INJECTION) 02-08-77

PROMPT, SEMILENTE INSULIN SQUIBB-NOVO 17­996

(INJECTABLE; INJECTION) 02-08-77

PROMPT, SEMITARD SQUIBB-NOVO 18-382

(INJECTABLE; INJECTION) 03-17-80

LENTE ILETIN Il ELI LILLY 18-477

(INJECTABLE; INJECTION) 06­I2-80

LENTARD SQUIBB-NOVO 18­384

(INJECTABLE; INJECTION) 03-17-80

LENTE ILETIN II (PORK) ELI LILLY 18-347

(INJECTABLE; INJECTION) 12-05-79

MONOTARD SQUIBB-NOVO 18-383

(INJECTABLE; INJECTION) 03-17-80

ACTRAPID HUMAN SQUIBB-NOVO 18-778

(INJECTABLE; INJECTION) 08-30-83



ACTIVEINGREDIENT(S)

STRENGTH(S)

INSULIN,BIOSYNTHETICHUMAN

100UNITS/ML

INSULIN,PORK

40UNITS/M_

INSULIN,PORK

100UNITS/NL

INSULIN,PURIFIEDBEEF

100UNITS/NL

INSULIN,PURIFIEDPORK

100UNITS/NL

INSULIN,PURIFIEDPORK

IOOUNITS/ML

INSULIN,PURIFIEDPORK

100UNITS/ML

NONOXYNOL­9

IGM

POTASSIUMIODIDE

IBOWG

POTASSIUMIODIDE

IGM/ML

POTASSIUMIODIDE

IBOMG

TRADENAME

(DOSAGEFORM;ROUTE)

HUMULINR

(INJECTABLE;INJECTION)

INSULIN

(INJECTABLE;INJECTION)

INSULIN

(INJECTABLE;INJECTION)

REGULARILETINII

(INJECTABLE;INJECTION)

INSULINNORDISKQUICK

(PORK)

(INJECTABLE;INJECTION)

REGULARILETINII(PORK)

(INJECTABLE;INJECTION)

ACTRAPID

(INJECTABLE;INJECTION)

TODAY

(SPONGE;VAGINAL)

THYRO-BLOCK

(TABLET;ORAL)

POTASSIUMIODIDE

(SOLUTION;ORAL)

IOSAT

(TABLET;ORAL)

APPLICANTNAME

ELILILLY

SQUIBB-NOVO

SQUIBB-NOVO

ELILILLY

NORDISKINSULINLABS

ELILILLY

SQUIBB-NOVO

VLICORPORATION

WALLACELABS/C-W

ROXANELABORATORIES

ANBEX

NDA#

APPROVALDATE

18­780

IO­28-82

17­926

02-08-77

17­926

02-08-77

18-478

06-12-80

18­193

0I­16-80

18-344

12-05-79

I8­3BI
03­17­80

18-683

04-01-83

18-307

II­09­79

I8­551

02­I9-82

18­664

IO­14-82

PATENTl
EXP.DATE

EXCLUSIVITY

EXP.DATE

OTCDRUGPRODUCTSWHICHCURRENTLYREQUIREAPPROVEDAPPLICATIONSASACONDITIONOFMARKETING TABLEII.



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

ACTIVE 1NGREDIENT(S)

STRENGTH(S)

PSEUDOEPHEDRINE HYDROCHLORIDE

IZOMG

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE

30MG/5ML; I.25MG/5ML

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE

бОИG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE

30WG/5ML; I.25MG/5ML

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE

60MG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE

6GWG; 2.5MG

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE

3GWG/5ML; I.25MG/5ML

PSEUDOEPHEDRINE SULFATE

IZQWG

T носом/воща

12

TRADE NAME

(DOSAGE FORM; ROUTE)

SUDAFED S.A.
(CAPSULE, CONTROLLED

RELEASE; ORAL)

ACTIFED

(SYRUP; ORAL)

ACTIFED

(TABLET; ORAL)

ALLERBAN PLUS

(SYRUP; ORAL)

TRI-SUDO

(TABLET; ORAL)

TRIPODRINE

(TABLET; ORAL)

TRIOFED

(SYRUP; ORAL)

AI'R INOL

(TABLET, CONTROLLED

RELEASE; ORAL)

TROSYD

(CREAM; TOPICAL)

APPLICANT NAME

BURROUGHS WELLCOME

BURROUGHS WELLCOME

BURROUGHS WELLCOME

BAY LABORATORIES

MD PHARMACEUTICAL

DANBURY PHARMACAL

NATL PHARM MFG/BARRE

SCHER I NG

PFIZER CEN RES/PFIZR

11-9

NDA #

APPROVAL DATE

17-941

01-15-79

11-935

11-26-82

11-936

11-26-82

88-116

03-04-83

85-024

01-10-84

88-112

01-20-83

88-115

03-04-83

18­191

10-30-80

18-682

02-18-83

PATENT #

EXP. DATE

4062966

12-13-94

EXCLUSIVITY

Ё. DATE

NCE

02-18-93





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

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT Í EXCLUSIVITY

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

ANTICOAGULANT CITRATE DEXTROSE NONE .‚.CUTTER BIOL/MILES 10-102 6

SOLUTION USP (INJECTABLE; INJECTION) I2­I4-6I

ANTICOAGULANT CITRATE DEXTROSE NONE DELMED 11-912

SOLUTION USP (INJECTABLE; INJECTION) 9-2-59

ANTICOAGULANT CITRATE DEXTROSE NONE TRAVENOL LABS 10-855

SOLUTION USP (INJECTABLE; INJECTION) 06­II­59

ANTICOAGULANT CITRATE DEXTROSE NONE DQAVENOL LABS I6­918

SOLUTION USP (INJECTABLE; INJECTION) 3-17-78

ANTICOAGULANT CITRATE NONE CUTTER BIOL/MILES 80-77

PHOSPHATE DEXTROSE ADENINE-I (INJECTABLE; INJECTION) 11-6-80

SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE NONE DELMED 78-519

DEXTROSE ADENINE SOLUTION (INJECTABLE; INJECTION) 4-23-80

ANTICOAGULANT CITRATE PHOSPHATE NONE TERUMO AMERICA 82-528

DEXTROSE ADENINE SOLUTION (INJECTABLE; INJECTION) 11-3-82

ANTICOAGULANT CITRATE PHOSPHATE NONE TRAVENOL LABS 77-420

DEXTROSE ADENINE SOLUTION (INJECTABLE; INJECTION) 5-12-78

ANTICOAGULANT CITRATE NONE CUTTER BIOL/MILES 16-527

PHOSPHATE DEXTROSE SOLUTION USP (INJECTABLE; INJECTION) 6-22-70

ANTICOAGULANT CITRATE NONE CUTTER BIOL/MILES 80-222

PHOSPHATE DEXTROSE SOLUTION (INJECTABLE; INJECTION) 8-23-82

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

ACTIVE INGREDIENT(S)

STRENGTH(S)

ANTICOAGULANT CITRATE PHOSPHATE

DOUBLE DEXTROSE SOLUTION WITH:

AS­3: CITRIC ACID USP 0.042
GM/IOOML, MONOBASIC SODIUM

PHOSPHATE USP 0.276GM/IOOML,

SODIUM CHLORIDE USP 0.410

ЭЧ/100ML, ADENINE 0.30

GM/IOOML, DEXTROSE USP 1.10

ЭЧ/1OOML, SODIUM CITRATE USP

0.588GM/IOOML

ANTICOAGULANT HEPARIN SOLUTION

USP

ANTICOAGULANT HEPARIN SOLUTION

USP

ANTICOAGULANT SODIUM CITRATE

SOLUTION USP

ANTICOAGULANT SODIUM CITRATE

SOLUTION USP

ANTICOAGULANT SODIUM CITRATE

SOLUTION USP

ANTICOAGULANT SODIUM CITRATE

SOLUTION USP

ANTICOAGULANT SODIUM CITRATE

SOLUTION USP

TRADE NAME

(воз/жег FORM; ковш

АS-3 NUTRICEL ADDITIVE

SYSTEM

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

APPLICANT NAME

CUTTER BIOL/MILES

DELMED

TRAVENOL LABS

ALPHA THERAPEUTIC

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

111-3

APPROVAL DATE

NDA # PATENT # EXCLUSIVITY

82­9I5

10-19—84

77-822

5-17-78

81-1217

5-16-83

81-416

10-12-83

76-305

6-30-78

16-702

12-28-70

78-1214

2-8-80

77-923

1-20-78

QP. DATE EXP. DATE



III-4

ACTIVE1NGREDIENT(S)
_STRENGTIRs)

DEXTRAN40,IOS

IOGM/IooMLIN

DEXTROSE5%

5GvI/IooI/IL

DEXTRAN40,10%

IoevI/IooMLIN

зоошмcHLoRIOE0.9%

0.9Gv1/IOOML

DEXTRAN75,6%

ÓGN/IOOMLIN

DEXTROSE5%

5GW/IOOML

DEXTRAN75,6%

6GW/IOOMLIN

SODIUMCHLORIDE0.9%

O.QGW/IOOML

DEXTRAN75,6%

SGM/100MLIN

sooIuMcHLoRIoE0.91

o.9GvI/IOOML

DEXTRAN40,IOZ

IOGW/IOOMLIN

DEXTROSE5%

5GM/IOOML

DEXTRAN40,IOZ

IOGM/IOOMLIN

SODIUMCHLORIDE0.91

0.99W/IOOML

TRADENAME
I

(DOSAGEFORM;ROUTE)

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

APPLICANTNAME

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

AMERICANMCGAW

AMERICANMCGAW

APPROVALDATE

NDA#PATENT#ExcLusIvITY

EXP.DATE

1б-375

7-25-67

I6­375

7-25-67

8-8I9
3­3I­53

8-819

3­31-53

18-253

2-4-83

1б-7б7

4-6-70

1б-767

4-6-70

EXP.DATE

TABLEIII.NDA'SAPPROVEDBYTHEOFFICEOFBIOLOGICALRESEARCHANDREVIEWNOTPREVIOUSLYPUBLISHED



ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTRAN 70, 6%

6GW/IOOML IN

SODIUM CHLORIDE 0.9%

O_QGW/IOOML

DEXTRAN 40, IO%
IOGW/IOOML IN

DEXTROSE 5%

5GW/IOOML

DEXTRAN 40, IO%

IOGM/IOOML IN

SODIUM CHLORIDE 0.9%

0.9GW/IOOML

DEXTRAN 70, 6%

EGM/IDDML IN

soDluM CHLORIDE 0.9%

o.QGM/1ooML

DEXTRAN 40, IO%
IOGW/IOOML IN

DEXTROSE 5%

5GM/IOOML

DEXTRAN 40, Ioz

loew/1OOML IN

soDIuM CHLORIDE 0.9%
О. 9СМ/ 1OОM1.

DEXTRAN 75, 6%

ÖGW/IOOML IN

SODIUM CHLORIDE 0.9%

0.9GW/IOOML

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

TRADE NAME

(DOSAGE FORM; ROUTE)

NONE

(INJECTABLE; INJECTION)

NONE

(INJECTABLE; INJECTION)

NONE

(INJECTABLE; INJECTION)

NONE

(INJECTABLE; INJECTION)

NONE

(INJECTABLE; INJECTION)

NONE

(INJECTABLE; INJECTION)

NONE

(INJECTABLE; INJECTION)

APPLICANT NAME

AMERICAN MCGAW

CUTTER BIOL/MILES

CUTTER BIOL/MILES

CUTTER BIOL/MILES

PHARMACHEM

PHARMACHEM

PHARMACHEM

III-5

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE

9-024

8-18-69

16-653

9-23-69

16-653

9-23-69

8-716

8-11-69

16-836

11-14-70

16-836

11-14-70

8-564

9-19-52

EХP. DATE



III-6

ACTIVEINGREDIENT(S)

STRENGTH(S)

DEXTRAN75,в;
вем/юомьIN

SODIUMCHLORIDE0.9%

о.9ем/1оом1_

DEXTRANI

I5OMG/MLIN

SODIUMCHLORIDE0.6%

GMG/ML

DEXTRAN40,IO%

IOGW/IOOMLIN

DEXTROSE5%

5GM/IOOML

DEXTRAN40,IO%

IOGM/IOOMLIN

SODIUMCHLORIDE0.95

O.9GW/IOOML

DEXTRAN70,6%

GGM/IOOMLIN

DEXTROSE5%

5GM/100ML

DEXTRAN70,6%

GGM/IOOMLIN

SODIUMCHLORIDE0.9%

0.96M/IOOML

DEXTRAN40,10%

IOGM/IOOMLIN

DEXTROSE5%

SGW/IOOML

TRADENAME

(DOSAGEFORM;ROUTE)

NONE

(INJECTABLE;INJECTION)

PROWIT

(INJECTABLE;INJECTION)

RHEoMAcRooExR

(INJECTABLE;INJECTION)

RHEoMAcRooExR

(INJECTABLE;INJECTION)

NAcRopExR

(INJECTABLE;INJECTION)

мАсаооEхв

(INJECTABLE;INJECTION)

GENTRANR40

IINJECTABLE;INJECTION)

APPLICANTNAME

PHARMACHEM

PHARMACIALABS

PHARMACIALABS

PHARMACIALABS

PHARMACIALABS

PHARMACIALABS

TRAVENOLLABS

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATE

16­759

8-19-70

83-715

10-30-84

14-716

1-18­67

14-716

I­18­67

6-826

6-8-54

6-826

6­8-54

I6­628

1I­4-68

EXP.DATE

NDA'SAPPROVEDBYTHEOFFICEOFBIOLOGICALRESEARCHANDREVIEWNOTPREVIOUSLYPUBLISHED TABLEIII.



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

ACTIVE INGREDIENT(S)

STRENGTH(S)

DEXTRAN 40, IO%

IOGM/IOOML IN

SODIUM CHLORIDE 0.9%

0.9GM/IOOML

ommmiïez
бшлошьлм
soDIuM CHLORIDE 0.9%

o.QeM/IO0ML

DEXTRAN 75, 6%

INVERTED SUGAR IO%

6GW/IOOML;IOGM/IOOML

IN SODIUM CHLORIDE 0.9%

0.9GM/IOOML

HETASTARCH, 6%

6GM/IOOML IN

SODIUM CHLORIDE 0.9%

O.9GM/IOOML

PROPIOLACTONE 99%

99GM/IOOML

UROKINASE

50OO IU/VIAL

UROKINASE

250,0OO IU/VIAL

UROKINASE

250,OO0 IU/VIAL

TRADE NAME

(DOSAGE FORM; ROUTE)

GENTRANR 40

(INJECTABLE; INJECTIoN)

GENTRANR 75

(INJECTABLE; INJECTION)

6% GENTRANR 75 AND

lо; TRAVERTR
IINJECTABLE; 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

AM CRITICAL CARE

ONEAL JONESÃFELDMAN

ABBOTT LABORATORIES

ABBOTT LABORATORIES

STERLING DRUG

111-7

NDA # PATENT #

APPROVAL DATE EXP. DATE

I6­628

11-4-68

16­607

1-26-70

8-788

2-9-53

16-889 3523938

7-17-72 8-11-87

11-657

9-11-59

76-1021

12-15-83

76-1021

7-31-78

17-873

8-28-79

EXCLUSIVITY

EXP. DATE





TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

ACEBUTOLOL HYDROCHLORIDE

EQ ZOOMG BASE

ACEBUTOLOL HYDROCHLORIDE

EQ 3OOMG BASE

ACEBUTOLOL HYDROCHLORIDE

EQ 400MG BASE

ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE

625MG; EQ 25MG BASE

ACETAZOLAMIDE

5OOMG

ACETIC ACID, GLACIAL

250MG/IOOWL

ACETOHYDROXAMIC ACID

25OMG

AcYcLov IR

5%

TRADE NAME

(DOSAGE FORM; ROUTE)

SECTRAL

(CAPSULE; ORAL)

SECTRAL

(CAPSULE; ORAL)

SECTRAL

(CAPSULE; ORAL)

TALACEN

(TABLET; ORAL)

DIAMOX

(CAPSULE, CONTROLLED

RELEASE; ORAL)

ACETIC ACID 0.25%

IN PLASTIC CONTAINER

(SOLUTION; URETHRAL)

LITHOSTAT

(TABLET; ORAL)

ZOVIRAX

(OINTMENT; TOPICAL)

APPLICANT NAME

IVES LABS/AMHO

IVES LABS/AMHO

IVES LABS/AMHO

STERLING DRUG

LEDERLE LABS/AM CYAN

TRAVENOL LABS

URO-RESEARCH

BURROUGHS WELLCOME

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-917 3726919 NCE

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

3857952

12-31-91

18-917 3726919 NCE

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

3857952

12-31-91

18-917 3726919 NCE

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

3857952

12-31-91

18-458 4105659

09-23-82 08-08-95

12-945 3544OO5

01-25-62 06-08-88

18-523

02-19-82

18-749 NCE

05-31-83 05-31-93

18-604 4199574 NCE

03-29-82 04-22-97 03-29-92

1V­1



Z-AI

7B­9I­II
I7Z-BI

78­9I­II
I7Z-BI

Zó-7I-ZI Qô-LO-II ZB-7I-ZI
ЗОН LOL7ZI7 LOL-81

Zó-vl-ZI SG-LO-II ZB-7I-ZI
30N LOL7ZI7 20L-91

68-90-21

EEZQOLE

68­ZZ­ZO ZB-LO-SO

ESS779E EQB-LI

68-90-21

EEZQOLE

68-22-20 28-10-90

EQ{vvQí EQB-LI

68­9O­ZI

EEZSOLE

68-22-20 18-10-90

EQE77QE {L7-81

68­9O­ZI

EEZSOLE

68-22-20 IB-IO-QO

ESE77QE 699­L1

Z6­6Z­EO L6­ZZ­7O 28-22-01

З0N 7LЕ66I7 E09-91

31VG °dX3 31VG 'dX3 31VG TVAO8ddV

A1IAI80T0X3 # 1N31Vd # VGN

TVOI103OVN8VHd 8VTOB

TVOI103OVN8VHd 8VTOB

ON183HOS

ONI83HOS

ONI83HOS

ON183HOS

OXVTO

ONI83HOS

ЗN00TTЗM SHOnO88OB

3NVN 1NVOI7ddV

(TV80 t13TBV1)

ToNl9ndOTTV

(TV80 f13TBV1)

TONI8ndOTîV

(TVOIdO1 ЕNVЗ8О)

И8ЗОVА

(TV01&01 f1N3I/II1NIO)

NN3GVA

(TV8O z.L3`I9V.L)

1I1N3A08d

(TV8D t13'IBV1)

111N3A08d

(NOI1VTVHNI tTOSO83V)

N1101N3A

(NO11VTVHNI f'IOSO83W

TI1N3AO8d

(NOI103FNI f3TBV103FNI)

XV8IAOZ

(31008 fN903 3OVSOO)

3NVN 30V81

ONOOE

TON18OdOTTV

ONOOI

TONI8ndOTTV

#so ‘o

a1vNo Iдона I cI EINosv1z,INO­IOTV

Seo 'o
:I1vNoI дона I o aNosv1zwoioiv

ЗSVB ON? O3

31V310S TO8310BTV

3SVB ONZ 03

31V3T0S 10931nBTV

HNI/ON6O'O

108310B7V

HNI/ON6O'O

T09310B1V

TVIA/3SV8 ONOOS 03

NOIGOS 8IAOTOAOV

(S)H19N391S

(S)1N3IO38ONI 3A110V

NOI1VN803NI 1N31Vd 31Vl9dO9ddV H1IM SIVON ОNV 78-1E-21 01 ZB-I-I N08Ы GaAoaaav SIVON 'AI 3TBV1



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

ALLOPURINOL

IOOMG

ALLOPURINOL

300MG

ALLOPURINOL

IOOMG

ALLOPURINOL

300MG

ALLOPURINOL

IOOMG

ALLOPURINOL

300MG

ALLOPURINOL

IOOMG

ALLOPURINOL

300MG

ALPRAZOLAM

O.25MG

d'

ALPRAZOLAM

O.5MG

TRADE NAME

(DOSAGE FORM; ROUTE)

ALLOPURINOL

(TABLET; ORAL)

ALLOPURINOL

(TABLET; ORAL)

ALLOPURINOL

(TABLET; ORAL)

ALLOPURINOL

(TABLET; ORAL)

ZYLOPRIM

(TABLET; ORAL)

ZYLOPRIM

(TABLET; ORAL)

LOPURIN

(TABLET; ORAL)

LOPURIN

(TABLET; ORAL)

XANAX

(TABLET; ORAL)

XANAX

(TABLET; ORAL)

APPLICANT NAME

CHELSEA LABORATORIES

CHELSEA LABORATORIES

DANBURY PHARMACAL

DANBURY PHARMACAL

BURROUGHS WELLCOME

BURROUGHS WELLCOME

BOOTS PHARMACEUTICAL

BOOTS PHARMACEUTICAL

UPJOHN

UPJOFN

NDA # PATENT #

APPROVAL DATE EXP. DATE

18­785

09-28-84

18-785

09-28-84

18-832

09-28-84

18-877

09-28-84

16-084 3624205

08-19-66 11-30-88

16-084 3624205

01-14-74 11­30-88

18-297 3624205

06-10-80 11-30-88

18-297 3624205

06-10-80 11-30-88

18-276 3987052

10-16-81 10-19-93

3980789

09-14-93

18-276 3987052

10-16-81 10-19-93

3980789

09-14-93

EXCLUSIVITY

EXP. DATE

IV­3



IV­4

ACTIVEINGREDIENT(S)

STRENGTH(S)

ALPRAZOLAM

IMG

AMCINONIDE

0.11

PMCINONIDE

o.I%

AMILORIDEHYDROCHLORIDE;

HYDROCHLOROTHIAZIDE

5MG;50MG

АMINOACIDS

6.9%

AMINOACIDS

6.51

АM1м0ACIDS

8.5%

AMINOAcIos
II.4%

NnINoACIDS

8%

AMINOACIDS

4Z

TRADENAME

(DOSAGEFORM;ROUTE)

XANAX

(TABLET:ORAL)

CYCLOCORT

(CREAM;TOPICAL)

CYCLOCORT

(OINTMENT;TOPICAL)

MODURETIC5/50

(TABLET;ORAL)

FREAMINEHBC6.9%

(INJECTABLE;INJECTION)

RENAMINW/OELECTROLYTES

(INJECTABLE;INJECTION)

NOVAMINE8.5%

(INJECTABLE;INJECTION)

NOVAMINEII.4%

(INJECTABLE;INJECTION)

HEPATAMINE8%

(INJECTABLE;INJECTION)

BRANCHAMIN4%

(INJECTABLE;INJECTION)

APPLICANTNAME

UPJOHN

LEDERLELABS/AMCYAN

LEDERLELABS/AMCYAN

MSÃD/MERCK

AMMCGAW/AMHOSP

TRAVENOLLABS

CUTTERLABS/MILES

CUTTERLABS/MILES

AMMCGAW/AMHOSP

TRAVENOLLABS

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

18­2763987052

10-16-8110-19-93

3980789

09-14-93

18-1164158055

10-18-7106-12-96

18-4984158055

11-13-8106-12-96

18-2013781430

10-05-8112-25-90

16-822

05-17-83

17-493

10-15-82

17-957

08-09-82

17-957

08-09-82

18-6763950529

08-03-8204-13-93

18-6784438144

09-28-8403-20-01

NDA'SAPPROVEDFROMI­1-82TO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

NAINO ACIDS BRANCHAMIN 4% TRAVENOL LABS 18­684 4438144

4% IN PLASTIC CONTAINER 09-28-84 03-20-01

(INJECTABLE; INJECTION)

AMINO ACIDS NEOPHAM 6.5% CUTTER-VITRUM 18-792

6.5% (INJECTABLE; INJECTION) 01-17-84

AMINO ACIDS AMINOSYN 3.5% ABBOTT LABORATORIES 18-804

3.5% IN PLASTIC CONTAINER 05-15-84

(INJECTABLE; INJECTION)

AMINO ACIDS AMINOSYN 3.5% ABBOTT LABORATORIES 18-875

3.5% IN PLASTIC CONTAINER 08-08-84

(INJECTABLE; INJECTION)

AMINO ACIDS AMINESS 5.2% ESSENTIAL CUTTER-VITRUM 18-901

5.2% AMINO ACIDS W/ HISTADINE 04-06-84

(INJECTABLE; INJECTION)

AMINO ACIDS TRAVASOL 5.5% TRAVENOL LABS 18-931

5.5% W/O ELECTROLYTES 08-23-84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AMINO ACIDS TRAVASOL 8.5% TRAVENOL LABS 18-931

8.5% W/O ELECTROLYTES 08-23-84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AMINO ACIDS TRAVASOL IO% TRAVENOL LABS 18-931

10% W/O ELECTROLYTES 08-23-84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

IV­5



IV­6

ACTIVEINGREDIENT(S)

STRENGTH(S)

AMINoAcIOs

6%

AMINOACIDS;CALCIUMACETATE;

GLYCERIN;MAGNESIUMACETATE;
PHOSPHORICACID;POTASSIUMCHLORIDE;
SODIUMACETATE;SODIUMCHLORIDE

3%;26MG/IOOML;3GM/IOOML;

54MG/IOOML;4IMG/IOOML;

qI49MG/IOOML;204MG/IOOML;

I17MG/IOOML

AMINOACIDS;DEXTROSE

3.5%;5%

AMINOACIDS;DEXTROSE

3.5%;25%

AMINOACIDS;DEXTROSE

4.25%;25%

AMINOACIDS;MAGNESIUMACETATE;
PHOSPHORICACID;POTASSIUMACETATE;

SODIUMCHLORIDE

3.5%;ZIMG/IOOML;4OMG/IOONL;

I28MG/IOOML;234MG/IOOML

TRADENAME

(DOSAGEFORM;ROUTE)

TROPHAMINE6%

(INJECTABLE;INJECTION)

PERIPHRAMINE

(INJECTABLE;INJECTION)

AMINOSYN3.5%

W/DEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

AMINOSYN3.5%

w/DEXTROSE25%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

AMINOSYN4.25%

W/DEXTROSE25%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

NNINOSYN3.5%M

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

APPLICANTNAME

AMMCGAW/AMHOSP

AMMCGAW/AMHOSP

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

APPROVALDATE

NDA#PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

19-018

07-20-84

18­582

05-08-82

19-120

10-11-84

19-118

10-11-84

19-119

10-11-84

18-804

05-15-84

NDA'SAPPROVEDFROMI­1-82TO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12­3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

AMINO ACIDS; MAGNESIUM ACETATE;

PHOSPHORIC ACID; POTASSIUM ACETATE;

SODIUM CHLORIDE

3.5%; 21MG/IOOML; 4OMG/IOOML;

I28MG/IOOML; 234MG/IOOML

AMINOACETIC ACID

I.5GM/IOOML

AMINOCAPROIC ACID

250MG/ML

AMINOGLUTETHIMIDE

25OMG

AMINOPHYLLINE

30OMG/5ML

AMINOPHYLLINE; SODIUM CHLORIDE

IOOMG/IOOML; 45OMG/IOOML

AMINOPHYLLINE; SODIUM CHLORIDE

2OOMG/IOOML; 45OMG/IOOML

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

AMINOSYN 3.5% M ABBOTT LABORATORIES 18-875

IN PLASTIC CONTAINER 08-08-84

(INJECTABLE; INJECTION)

AMINOACETIC ACID 1.5% TRAVENOL LABS 18­522

IN PLASTIC CONTAINER 02­I9-82
(SOLUTION; IRRIGATION)

AMINOCAPROIC ACID ELKINS-SINN/AHROBINS 18-590
(INJECTABLE; INJECTION) I0­29-82

CYTADREN CIBA/CIBA-GEIGY 18­202 3595960

(TABLET; ORAL) 10-29-80 07-27-88

3944671

03-16-93

SOMOPHYLLIN FISONS 18­232

(ENEMA; RECTAL) 04-02-82

AMINOPHYLLINE W/ ABBOTT LABORATORIES 18-924

SODIUM CHLORIDE 0.45% 12-12-84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

AMINOPHYLLINE W/ ABBOTT LABORATORIES I8­924
SODIUM CHLORIDE 0.45% 12-12-84
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

IV­7
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12­3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA II
( PATENT II
( EXCLUSIVITY

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

AMITRIPTYLINE HYDROCHLORIDE; LIMBITROL HOFFMANN-LA ROCHE 16—949 3384663

CHLORDIAZEPOXIDE (TABLET; ORAL) I2­23­77 05-21-85

25MG; IOMG 4316897

02-23-99

AMITRIPTYLINE HYDROCHLORIDE; ETRAFON A SCHERING 14-713 3384663

PERPHENAZINE (TABLET; ORAL) I2­30­­65 05-21-85

IOMG; 4MG

AMITRIPTYLINE HYDROCHLORIDE; ETRAFON 2-25 SCHERING 14-713 3384663

PERPHENAZINE (TABLET; ORAL) 12-30-65 05-21-85

25MG; 2МG

AMITRIPTYLINE HYDROCHLORIDE; ETRAFON-FORTE SCHERING I4-7I3 3384663

PERPHENAZINE (TABLET; ORAL) 12-30-65 05-21-85

25MG; 4MG

AMITRIPTYLINE HYDROCHLORIDE; ETRAFON 2-10 SCHERING I4-7I3 3384663

PERPHENAZINE (TABLET; ORAL) 12-30-65 05-21-85

IOMG; 2MG

AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 4-10 MS&0/MEНСК 14-715 3384663

PERPHENAZINE (TABLET; ORAL) 12-30-65 05-21-85

IOMG; 4MG

AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 2-25 MSÃD/NERCK 14-715 3384663

PERPHENAZINE (TABLET; ORAL) 08-23­65 05-21-85

25MG; 2MG

AMITRIPTYLINE HYDROCHLORIDE; TRIAVIL 2-IO MSÃD/MERCK 14-715 3384663

PERPHENAZINE (TABLET; ORAL) 04-04-67 05-21-85

IOMG; 2МG

IV­­9



IV-IO

ACTIVE1NGRED1ENT(S)TRADENAMEAPPLICANTNAMENDAiPATENT#EXCLUSIVITY

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL4-25MS&D/MERCK14-7153384663

PERPHENAZINE(TABLET;ORAL)08-25-6505­2I-85

25MG;4MG

AMITRIPTYLINEHYDROCHLORIDE;TRIAVIL4-50MSÃD/MERCK14-7153384663

PERPHENAZINE(TABLET;ORAL)03-15-7805-21-85

5OMG;4MG

AMOXAPINEASENDINLEDERLELABS/AMCYAN18-0213546226

25MG(TABLET;ORAL)09-22-8012-08-87

3663696

05-16-89

3681357

08-01-89

AMOXAPINEASENDINLEDERLELABS/AMCYAN18-0213546226

50MG(TABLET;ORAL)09-22-8012-08-87

3663696

05-16-89

3681357

08-01-89

AMOXAPINEASENDINLEDERLELABS/AMCYANI8­02I3546226

IOOMG(TABLET;ORAL)09-22-8012-08-87

3663696

05-16-89

3681357

08­01-89

AMOXAPINEASENDINLEDERLELABS/AMCYAN18-0213546226

I5OMG(TABLET;ORAL)09-22-8012-08-87

3663696

05-16-89

3681357

08-01-89

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

AMRINONE LACTATE

EQ 5MG BASE/ML

ASPIRIN; CAFFEINE;

DIHYDROCODEINE BITARTRATE

356.4MG; 30MG; 16MG

ASPIRIN; CAFFEINE;

ORPHENADRINE CITRATE

385MG; 30MG; 25MG

ASPIRIN; CAFFEINE;

ORPHENADRINE CITRATE
Паю;бшю;5ше

ASPIRIN; CAFFEINE;

PROPOXYPHENE HYDROCHLORIDE

389Mo; 32.4ме; 32Mo

ASPIRIN; CAFFEINE;
PROPOXYPHENE HYDROCHLORIDE

389MG; 32.4MG; 65MG

ASPIRIN; CARISOPRODOL

325MG; 2OOMG

ASPIRIN; CARISOPRODOL;

CODE INE PHOSPHATE

325MG; ZOOMG; 16MG

ASPIRIN; MEPROBAMATE

325MG; ZOOMG

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

INOCOR WINTHROP LABS/STERL 18­7OO 4072746 NCE

(INJECTABLE; INJECTION) 07-31-84 02-07-95 07-31­94

SYNALGOS-DC IVES LABS/AMHO 11-483

(CAPSULE; ORAL) 09-06-83

NORGESIC RIKER LABS/3M 13-416

(TABLET; ORAL) I0­27-82

NORGESIC FORTE RIKER LABS/3M I3­4I6
(TABLET; ORAL) I0­27-82

DARVON COMPOUND ELI LILLY INDSTRS/PR 10-996

(CAPSULE; ORAL)
'

03-08-83

DARVON COMPOUND-65 ELI LILLY INDSTRS/PR 10-996
(CAPSULE; ORAL) 03-08-83

SOMA COMPOUND WALLACE PHARMS/C-W I2­365
(TABLET; ORAL) 07-11-83

SOMA COMPOUND W/ CODEINE WALLACE PHARMS/C-W 12-366
(TABLET; ORAL) 07-11-83

EQUAGESIC WYETH LABS/AMHO 11-702
(TABLET; ORAL) I2­29-83

IV-II



1V­I2

ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMENDA#PATENTíEXCLUSIVITY

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

ASPIRIN;PENTAZOCINEHYDROCHLORIDETALWINCOMPOUNDWINTHROPLABS/STERL16-8914105659

325MG;EQI2.5MGBASE(TABLET;ORAL)11-12-7508-08-95

ATENOLOLTENORMINSTUARTPHARMS/ICIAM18-2403663607

50M0(TABLET;ORAL)08-19-8105-16-89

3934032

01-20-93

3836671

09-17-91

ATENOLOLTENORMINSTUARTPHARMS/ICIAM18-2403663607

IOOMG(TABLET;ORAL)08-19-8105-16-89

3934032

01-20-93

3836671

09-17-91

ATENOLOL;CHLORTHALIDONETENORETIC100STUARTPHARMS/ICIAM18­7603663607

IOOMG;25MG(TABLET;ORAL)06-08-8405-16-89

3934032

01-20-93

3836671

09-17-91

ATENOLOL;CHLORTHALIDONETENORETIC50STUARTPHARMS/ICIAM18­7603663607

5OMG;25MG(TABLET;ORAL)06-08-8405-16-89

3934032

01-20-93

3836671

09-17-91

TABLEIV.NDA'SAPPROVEDFROM1-I-82TO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

ATRACURIUM BESYLATE

IOMG/ML

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE

O.025MG; O.5MG

ATROPINE SULFATE; DIFENOXIN HYDROCHLORIDE

0.025MG; НЮ

AZATADINE MALEATE

IMG

AZATADINE MALEATE;

PSEUDOEPHEDRINE SULFATE

IMG; I2OMG

BACLOFEN

10MG

BACLOFEN

ZOMG

BENDROFLUMETHIAZIDE

2.5MG

BENDROFLUMETHIAZIDE

BWG

TRADE NAME

(DOSAGE FORM; ROUTE)

TRACRIUM

(INJECTABLE; INJECTION)

MOTOFEN HALF-STRENGTH

(TABLET; ORAL)

MOTOFEN

(TABLET; ORAL)

OPTIMINE

(TABLET; ORAL)

TRINALIN

(TABLET, CONTROLLED

RELEASE; ORAL)

LIORESAL

(TABLET; ORAL)

LIORESAL DS

(TABLET; ORAL)

NATURETIN­2.5

(TABLET; ORAL)

NATURETIN­5

(TABLET; ORAL)

APPLICANT NAME

BURROUGHS WELLCOME

MCNEIL LABORATORIES

MCNEIL LABORATORIES

SCHERING

SCHERING

GEIGY/CIBA-GEIGY

GEIGY/CIBA-GEIGY

ER SQUIBB AND SONS

ER SQUIBB AND SONS

NDA #

APPROVAL DATE

18-831

11-23-83

17-744

07-14-78

17-744

07-14-78

17-601

03-29-77

18­506

03-23-82

17-851

11-22-77

17-851

01-20-82

I2­164

12-07-59

I2-164

12-07-59

PATENT # EXCLUSIVITY

EXP. DATE

4179507

12­18­96

3646207

02-28-89

3646207

02-28-89

3366635

01-30-85

3419565

12-31-85

3717647

02-20-90

3366635

01-30-85

3419565

12-31-85

3717647

02-20-90

3471548

10-07-86

3471548

10-07-86

3392168

07-09-85

3392168

07-09-85

EХP. DATE

NOE

11-23-93

IV­I3



1V­14

ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMENDA#PATENT#EXCLUSIVITY

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

BENDROFLUMETHIAZIDENATURETIN-IOERSQUIBBANDSONSI2­I643392168

IOMG(TABLET;ORAL)03-29-7707-09-85

BENDROFLUMETHIAZIDE;NADOLOLCORZIDEERSQUIBBANDSONS18­6473982021

5MG;4OMG(TABLET;ORAL)05-25-8309-21-93

3935267

01-27-93

BENDROFLUMETHIAZIDE;NADOLOLCORZIDEERSQUIBBANDSONS18-6473982021

5MG;BOMG(TABLET;ORAL)05-25-8309-21-93

3935267

01-27-93

BENTIROMIDECHYMEXADRIALABORATORIES18­3663801562NCE

5OOMG/7.5ML($0LUTION;ORAL)12-29-8304-02-9112-29-93

3745212

07­10­90

BETAMETHASONECELESTONESCHERINGI2­6573485854

0.6MG(TABLET;ORAL)04-17-6112-23­86

BETAMETHASONECELESTONESCHERINGI4­2153485854

0.6MG/5ML(SYRUP;ORAL)04-18-6412-23-86

BETAMETHASONECELESTONESCHERING14-7623485854

0.2%(CREAM;TOPICAL)04-10-6412-23-86

BETAMETHASONEACETATE;CELESTONESOLUSPANSCHERING14-6023485854

BETAMETHASONESODIUMPHOSPHATE(INJECTABLE;INJECTION)03-03-6512-23-86

3MG/ML;EQ3MGBASE/ML

BETAMETHASONEDIPROPIONATEDIPROLENESCHERING18-741

EQ0.05%BASE(OINTMENT;TOPICAL)07-27-83

TABLEIV.NDA'SAPPROVEDFROM1-1-82ТO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 то 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S> TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE PHARMADERM/BYK-GLDN 19-136

EQ 0.05% BASE (CREAM; TOPICAL) 06-26-84

BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE E FOUGERA/BYK-GLDN 19-137

EQ 0.05% BASE (CREAM; TOPICAL) 06­26-84

ВEТАИEТНАЗONE DIPROPIONATE ALPHATREX SAVAGE LABS/BYK-GLDN 19-138

EQ 0.051 BASE (CREAM; TOPICAL) 06­26-84

BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE PHARMADERM/BYK-GLDN 19-140

EQ 0.05% BASE IOINTMENT; TOPICAL) 09-04-84

BETAMETHASONE DIPROPIONATE BETAMETHASONE DIPROPIONATE E FOUGERA/BYK-GLDN 19­141

E0 0.05% BASE (OINTMENT; TOPICAL) 09-04-84

BETAMETHASONE DIPROPIONATE ALPHATREX SAVAGE LABS/BYK-GLDN 19­143

EQ 0.05% BASE (OINTMENT; TOPICAL) 09-04-84

BETAMETHASONE DIPROPIONATE; CLOTRIMAZOLE LOTRISONE SCHERING 18-827 3660577

EQ 0.05% BASE; Iz (CREAM; TOPICAL) 07-10-84 05-02-89

3705172

12-05-89

4298604

11-03-98

3839573

10-01-91

BETAMETHASONE VALERATE BETA-VAL LEMMON 18-642
EQ O.1% BASE (CREAM; TOPICAL) 03-24-83

BETAMETHASONE VALERATE BETADERM TJ ROAcO 18-839

EQ O.I% BASE (CREAM; TOPICAL) 06-30-83

IV­I5



ACTIVEINGREDIENT(S)

STRENGTH(S)

BETAMETHASONEVALERATE

EQ0.I%BASE

BETAMETHASONEVALERATE

E00.1%BASE

BETAMETHASONEVALERATE

EQO.I%BASE

BETAMETHASONEVALERATE

EQ0.I%BASE

BETAMETHASONEVALERATE

EQO.I%BASE

BETAMETHASONEVALERATE

EQ0.I%BASE

BETAMETHASONEVALERATE

EQ0.I%BASE

BETAMETHASONEVALERATE

EQ0.1%BASE

BETAMETHASONEVALERATE

EQO.I%BASE

BETHANIDINESULFATE

IOMG

BETHANIDINESULFATE

25MG

eIToLTERoLиезуита
o
.
8%

TRADENAME

(DOSAGEFORM;ROUTE)

BETAMETHASONEVALERATE

(CREAM;TOPICAL)

BETAMETHASONEVALERATE

(CREAM;TOPICAL)

BETATREX

(CREAM;TOPICAL)

BETATREX

(OINTMENT;TOPICAL)

BETAMETHASONEVALERATE

(OINTMENT;TOPICAL)

BETAMETHASONEVALERATE

(01NTMENT;TOPICAL)

BETAMETHASONEVALERATE

(LOTION;TOPICAL)

BETATREX

(LOTION;TOPICAL)

BETAMETHASONEVALERATE

(LOTION;TOPICAL)

TENATHAN

(TABLET;ORAL)

TENATHAN

(TABLET;ORAL)

TORNALATE

(AEROSOL;INHALATION)

APPLICANTNAME

PHARMADERM/BYK-GLDN

EFOUGERA/BYK-GLDN

SAVAGELABS/BYK-GLDN

SAVAGELABS/BYK-GLDN

PHARMADERM/BYK-GLDN

EFOUGERA/BYK-GLDN

EFOUGERA/BYK-GLDN

SAVAGELABS/BYK-GLDN

PHARMADERM/BYK-GLDN

AHROBINS

AHROBINS

WINTHROP-BREON/STERL

NDA#

APPROVALDATE

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

18-860

08-31-83

18-861

08-31-83

18-862

08-31-83

18-863

08-31-83

18-864

08-31-83

18-865

08-31-83

18-866

08-31-83

18-867

08-31-83

18-870

08-31-83

17-675

05-29-81

17-675

05-29-81

18-770

12-28-84

3495013

02-10-87

3495013

02-10-87

4138581NCE

02-06-9612-28-89

NDA'SAPPROVEDFROM1-1-82T0I2­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 T0 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
'

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

BRETYLIUM TOSYLATE BRETYLOL AM CRITICAL CARE/AHS 17-954 RE29618

5OMG/ML (INJECTABLE; INJECTION) 07-18-78 04-29-86

BROMOCRIPTINE MESYLATE PARLODEL SANDOZ PHARMS/SANDOZ 17­962 3752888

EQ 2.5MG BASE (TABLET; ORAL) 06-28-78 08­14-90 u
3752814

08-14-90

BROMOCRIPTINE MESYLATE PARLODEL SANDOZ PHARMS/SANDOZ 17­962 3752888

EQ 5MG BASE (CAPSULE; ORAL) 03-01-82 08-14-90

3752814

08-14-90

BROMODIPHENHYDRAMINE HYDROCHLORIDE; AMBENYL MARION LABORATORIES 09-319

CODEINE PHOSPHATE (SYRUP; ORAL) 01-10-84
I2.5MG/5ML; IOMG/5NL

BROMPHENIRAMINE MALEATE; DIMETANE-DC AH ROBINS II­694
CODEINE PHOSPHATE; (SYRUP; ORAL) 03-29-84

PHENYLPROPANOLAMINE HYDROCHLORIDE

2MG/5ML; IOMG/5ML; I2.5MG/5ML

BROMPHENIRAMINE MALEATE; DIMETANE-DX AH ROBINS 11-694

DEXTROMETHORPHAN HYDROBROMIDE; (SYRUP; ORAL) 03-29-84

PSEUDOEPHEDRINE HYDROCHLORIDE

2MG/5ML; IOMG/5ML; 30MG/5ML

BROMPHENIRAMINE MALEATE; DIMETANE-DX AH ROBINS 19­279
DEXTROMETHORPHAN HYDROBROMIDE; (SYRUP; ORAL) 08-24-84

PSEUDOEPHEDRINE HYDROCHLORIDE

2MG/5ML; IOPB/5ML; 3OMG/5ML

IV­17



81-А1

98-20-60

709-81

98-20-60

709-81

78-70-90

269-81

16-92-70

7999089

96­82-20 68­11­10 98-82-20

30N 9897999 922-81
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7999089
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16-92-70

7999089

96-82-20 68-11-10 98-82-20
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NDA'S APPROVED FROM I­I-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

ÉÚRENGTH(S)

BUTORPHANOL TARTRATE

IMG/ML

BUTORPHANOL TARTRATE

2MG/ML

CALCEFEDIOL, ANHYDROUS

0.02MG

CALCEFEDIOL, ANHYDROUS

0.05MG

CALCITRIOL

0.25 UGM

CALCITRIOL

0.5 UGM

TRADE NAME

(DOSAGE FORM; ROUTE)

STADOL

(INJECTABLE; INJECTION)

STADOL

(INJECTABLE; INJECTION)

CALDEROL

(CAPSULE; ORAL)

CALDEROL

(CAPSULE; ORAL)

ROCALTROL

(CAPSULE; ORAL)

ROCALTROL

(CAPSULE; ORAL)

APPLICANT NAME

BRISTOL LABS/B-M

BRISTOL LABS/B-M

UPJOHN

UPJOHN

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

NDA I PATENT # EXCLUSIVITY

APPROVAL DATE EХP. DATE EХP. DATE

17-857 3819635

08-22-78 06-25-91

17-857 3819635

08-22-78 06-25-91

18-312 3833622

ое-о5-во о9-о3-91

3565924

03-23-86

18-312 3833622

08-05-80 09-03-91

3565924

03-23-86

18-044 3697559

08-17-78 1о-10­в9

4391802

07-05-OO

4341774

O7-27-99

4225596

09-30-97

18-044 3697559

08-17-78 10-10-89

4391802

07-05-OO

4341774

о7-27-99

4225596

09-30­97

IV­I9



1V­20

ACTIVEINGREDIENT(S)

STRENGTH(S)

CALCIUMCHLORIDE;DEXTROSE;

MAGNESIUMCHLORIDE;POTASSIUMCHLORIDE;
SODIUMACETATE;
SODIUMCHLORIDE;SODIUMCITRATE

34MG/IOOML;5GM/IOOML;3OMG/IOOML;

74MG/IOOML;640MG/IOOML;5OOMG/IOOML;

74MG/IOOML

CALCIUMCHLORIDE;DEXTROSE;

MAGNESIUMCHLORIDE;
SODIUMACETATE;SODIUMCHLORIDE

5IOMG/IO0ML;3OGM/IO0ML;ZOOMG/IOONL;

9.2GM/IOOML;9.66M/IOOML

CALCIUMCHLORIDE;DEXTROSE;

MAGNESIUMCHLORIDE;SODIUMACETATE;
SODIUMCHLORIDE

5IOMG/IOOML;5OGM/IOOML;ZOOMG/IOOML;

9.2GM/IOOML;9.66M/IOOML

CALCIUMCHLORIDE;DEXTROSE;

MAGNESIUMCHLORIDE;SODIUMACETATE;
SODIUMCHLORIDE

5IOMG/IOOML;3OGM/IOOML;2OOMG/IOONL;

9.4GM/IOOML;IIGM/IOOML

cALcIuMCHLORIDE;OExTRosE;
MAGNESIUMCHLORIDE;sODIuMACETATE;
soOIuMCHLORIDE

SIOMG/IOOML;SOGM/IOOML;zooMo/IOOML;

9.4еч/юомь;IIGM/IOOML

TRADENAME

(DOSAGEFORM;ROUTE)

IsOLYTEEw/DEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

DIALYTECONCENTRATE

W/DEXTROSE30%

INPLASTICCONTAINER

(SOLUTION;INTRAPERITONEAL)

DIALYTECONCENTRATE

W/DEXTROSE50%

INPLASTICCONTAINER

(SOLUTION;INTRAPERITONEAL)

DIALYTECONCENTRATE

W/DEXTROSE30%

INPLASTICCONTAINER

($0LUTION;INTRAPERITONEAL)

DIALYTECONCENTRATE

W/DEXTROSE50%

INPLASTICCONTAINER

(SOLUTION;INTRAPERITONEAL)

APPLICANTNAME

AMMCGAW/AMHOSP

AMMCGAW/AMHOSP

AMMCGAW/AMHOSP

AMMCGAW/AMHOSP

AMMCGAW/AMHOSP

NDA#

APPROVALDATE

18­269

01-17-83

18-807

08-26-83

18-807

08-26-83

18-807

08-26-83

18-807

08-26-83

PATENTiEXCLUSIVITY

EXP.DATEEXP.DATE

TABLEIV.NDA'SAPPROVEDFROM1-1-82ТO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FRO4 1-1-82 TO 12­3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE;

SODIUM CHLORIDE; SODIUM LACTATE

25.7MG/IOOML; I.5GM/IOOML;

I5.2MG/IOOML; 567MG/IOOML; 392MG/IOOML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE;

SODIUM CHLORIDE; SODIUM LACTATE

25.7MG/IOOML; 2.5GM/IOOML;

I5.2MG/IOOML; 567MG/IOOML; 392MG/IOOML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE;

SODIUM CHLORIDE; SODIUM LACTATE

25.7MG/IOOML; 4.25GW/IOOML;

I5.2MG/IOOML; 567MG/IOOML; 392MG/IOOML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;

SODIUM LACTATE

25.7MG/IOOML; I.5GM/IOOML;

5.08MG/IOOML; 538MG/IOOML; 448MG/IOOML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE; SODIUM CHLORIDE;

SODIUM LACTATE

25.7MG/IOONL; 2.5GM/IOOML;

5.08MG/IOOML; 538MG/IOOML; 448MG/IOOML

lRADE NAME

(DOSAGE FORM; ROUTE)

DELFLEX

w/ DEXTROSE I.5%
IN PLASTIC CONTAINER

(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE 2.5%

IN PLASTIC CONTAINER

(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE 4.25%

IN PLASTIC CONTAINER

(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE I.5%

LOW MAGNESIUM

IN PLASTIC CONTAINER

(SOLUTION; INTRAPERITONEAL)

DELFLEX

W/ DEXTROSE 2.5%

LOW MAGNESIUM

IN PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

APPLICANT NAME

DELMED

DELMED

DELMED

DELMED

DELMED

NDA #

APPROVAL DATE

18-883

11-30-84

18-883

11-30-84

18-883

11-30-84

18-883

11-30-84

18-883

11-30-84

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

IV­2I



22-А1

98-10-20 83N171N00 01157T8 N1 301801N0 N0100S f3018O1Н0 N01SS7108

999-81 S871 T0N3А781 5.839N18 GNV 19 3S081Х30 f3S081Х30 z3GI8OTHO N010170

1N001/0N069 f111001/0N099

(173N01I838781N1 eN0110T0S) f10001/9091 fTN001/N09'8 f1N001/O093

83N171N00 011S7T8 N1 3171071 7101008

98-20-11 19'2 3S081Х30 /M f30180T110 N0100S f3CIIèIOTHO N01S3N0771

097-81 8S0Н N7/M700N 717 31AT710 f3S081Х30 13GIEIOTHO NП10170

1N001/0N877 f111001/0N899

(173N01I838781111 fNOI1IITOS) f171001/07180'9 f1NOO1/71092'7 f1N001/9N1'92

83N171N00 011S718 N1 3171071 N0100S

28-10-10 192'7 3S081Х30 /M f301801N0 710100S f3G18OTHO N01S3N07N

619-91 salaOIvaoEIv-I 1IOoev INT-TOSEI38NI f3S081Х30 f301BO'IHO N1113173

1NOO1/071877 f171001/0N899 f1N001/0N80'9

(173N011838781N1 fN011П10S) fTI\|001/1AIO9‘Z f`IIA1OOI/€)NL’QZ
’
83N171N00 011S718 N1 3171071 N0100S

213-10-10 19'2 3S081Х30 /M tEIOIèIO`IHO N0100S fÈICII8OTHO N01S3N97N

61E-81 S31801780871 110887 N1-T0S838N1 f3S081Х30 f3GI8OTHO N010170

171001/O71877 f 1N001/0N899 fiwoo I /Oweo ‘5

(T730011838781N1 fN011030S) f1N001/N99'1 f1N001/001‘92

83N171N00 011S718 N1 31V1071 N0100S

28-10-10 59‘1 3S081Х30 /M f30180TН0 710100S f301801110 N01S3N07N

61E-81 S31801V8087'1 110887 711-10S838111 fBSO81X3G f301Ю1Н0 N010170

171001/971269 f171001/071199 f1N001/0N2'91

(17311011838781N1 fN0110T0S) T71001/071877 f'1/1001/071899 fTIAIOOI/OWEIO'Q

83N171N00 011S7T8 111 f1N001/71092'7 f171001/0711'92

N111S31107N MOT 3171071 N01008

78-09-11 192"? 3S081Х30 /M fBCII80'IHO N0100S f3OIEIOTI-IO N01S3N07N

EQS-81 03N130 Х3T3T30 f3S081Х30 fEGI8OTHO NП10170

31V0 ‘с1Х3 31V0 ‘8Х3 3170 171108887 (31008 tN903 307S00) (S)N1ON381S

А1IА1S010Х3 )i
f

1N3178 # 7011 3717111117011887 31171130781 (S)1N3103ЮN1 3А1107

(N011031‘N1 f3T871031‘N1)

171001/071098 f'17Ю01/0N09

f3I/IOOI/I'IIOQ tTIAIOOI/OI'IEÍ

N011VN803N1 1N31V8 31V18808887 H1IM S|VGN GNV 78-19-21 01 28-1-1 N083 031108887 S.70N ‘AI 31871



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;

POTASSIUM CHLORIDE; SODIUM ACETATE;

SODIUM CHLORIDE

16.5MG/ML; 25.4MG/ML; 74.6MG/ML;

I21MG/ML; 16.IMG/ML

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;

POTASSIUM CHLORIDE; SODIUM ACETATE;

SODIUM CHLORIDE; SODIUM CITRATE

35MG/IOOML; 3GAG/IOOML; 74MG/IOOML;

640MG/IOGWL; 500MG/IOOWL; 74MG/IOOML

CALCIUM CHLORIDE; MAGNESIUM CHLORIDE;

POTASSIUM CHLORIDE;

SODIUM CHLORIDE

17.6MG/IOOML; 325.3MG/IOOML;

II9.3MG/IOOML; 643MG/IOOML

CALCIUM CHLORIDE; POTASSIUM CHLORIDE;

SODIUM ACETATE; SODIUM CHLORIDE

2OMG/ 100м1_; 3OMG/I OOML; 380Mo/ I OOML;

6OOMG/IOOML

CALCIUM CHLORIDE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE

33MG/IOOML; 3OWG/IOOML; B6OMG/IOOML

CALCIUM CHLORIDE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE

33MG/IOOML; 30MG/IOOML; 860MG/IOOML

CALCIUM CHLORIDE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE

33MG/IOOML; 30MG/IOOML; 860MG/IOOML

TPN ELECTROLYTES

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

ISOLYTE E

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

PLEGISOL

IN PLASTIC CONTAINER

(SOLUTION;

PERFUSION, CARDIAC)

ACETATED RINGER'S

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

RINGER'S

IN PLASTIC CONTAINER

(SOLUTION; IRRIGATION)

RINGERS INJECTION
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

RINGER'S

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

TRAVENOL LABS

TRAVENOL LABS

AM MCGAW/AM HOSP

18-895

O7-20-84

I8-899

10-31-83

18-608

02-26-82

18-725

11-29-82

18-495

02-19-82

18-648

02-07-83

18-721

11-09-82



IV­24

ACTIVEINGREDIENT(S)

STRENGTH(S)

CALCIUMCHLORIDE;POTASSIUMCHLORIDE;
SODIUMCHLORIDE;SODIUMLACTATE

200G/IOOML;30MG/IOOML;

6OOMG/IOOML;3IOMG/IOOML

CALCIUMCHLORIDE;POTASSIUMCHLORIDE;
SODIUMCHLORIDE;SODIUMLACTATE

ìOMG/IOOML;3GAG/IOOML;

ôOOMG/IOOML;3IOMG/IOOML

CALCIUMCHLORIDE;POTASSIUMCHLORIDE;
SODIUMCHLORIDE;SODIUMLACTATE

ZOMG/IOOML;3OMG/IOOML;

600MG/IOOML;3IOMG/IOOML

CALCIUMMETRIZOATE;MAGNESIUMMETRIZOATE;
NEGLUMINEMETRIZOATE;METRIZOATESODIUM

O.78MG/ML;O.I5MG/ML;75.9%G/ML;16.GWG/ML

CALCIUM;MEGLUMINE;METRIZOICACID

O.35MG/ML;I40.IMG/ML;461.8MG/ML

CAPTOPRIL

5OMG

CAPTOPRIL

25MG

CAPTOPRIL

IOOMG

CAPTOPRIL;HYDROCHLOROTHIAZIDE

25MG;I5MG

TRADENAME

(DOSAGEFORM;ROUTE)

LACTATEDRINGER'S

INPLASTICCONTAINER

(SOLUTION;IRRIGATION)

LACTATEDRINGER'S

INPLASTICCONTAINER

(SOLUTION;IRRIGATION)

LACTATEDRINGER'S

INPLASTICCONTAINER

(SOLUTION;IRRIGATION)

ISOPAQUE440

(INJECTABLE;INJECTION)

ISOPAQUE280

(INJECTABLE;INJECTION)

CAPOTEN

(TABLET;ORAL)

CAPOTEN

(TABLET;ORAL)

CAPOTEN

(TABLET;ORAL)

CAPOZIDE25/I5

(TABLET;ORAL)

APPLICANTNAME

TRAVENOLLABS

AMMCGAW/AMHOSP

TRAVENOLLABS

WINTHROPLABS/STERL

WINTHROPLABS/STERL

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ERSQUIBBANDSONS

ERSQUIBBANDSONS

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

18-494

02-19-82

18-681

12-27-82

18-921

04-03-84

16­8473476802

11-17-7311-04-86

17­5063476802

04-30-7411-04-86

18-3434105776

04-06-8108-08-95

18-3434105776

04-06-8108-08-95

18-3434105776

04-06-8108-08-95

18-7094105776

10-12-8408-08-95

4217347

08-12-97

12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION NDA'SAPPROVEDFROM1-1-82ТO TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/15 4 ER SQUIBB AND SONS 18­709 4105776 ç

5ОMG; I5MG (TABLET; ORAL) 10-12-84 08-08-95

4217347

08-12-97

CAPTOPRIL; HYDROCHLOROTHIAZIDE CAPOZIDE 50/25
`

ER SQUIBB AND SONS 18­709 4105776

50MG; 25MG (TABLET; ORAL) 10-12-84 08-08-95

4217347

08-12-97

CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 16­608 4409212

2OOMG (TABLET; ORAL) 03­1I­68 10-11-00

CARBAMAZEPINE TEGRETOL GEIGY/CIBA-GEIGY 18-281 4409212

IOOMG (TABLET, CHEWABLE; ORAL) 12-14-81 10-11-OO

CARBIDOPA LODOSYN MSÃD/MERCK 17-830 3830827

25MG (TABLET; ORAL) 04-25-77 08-20-91

3781415

12­25­90

CARBIDOPA; LEVODOPA SINEMET MSÃD/MERCK I7­555 3769424

IOMG; IOOMG (TABLET; ORAL) 05-02-75 10-30-90

3781415

12­25­90

3830827

08-20-91

RE29892

10-30-90

CARBIDOPA; LEVODOPA SINEMET MSâD/MERCK 17-555 3769424

25MG; 250MG (TABLET; ORAL) 05-02-75 10-30-90

3781415

12­25­90

3830827

08-20-91

RE29892

10-30-90

1V­25



1V­26

ACTIVEINGREDIENT(S)

STRENGTH(S)

CARBIDOPA,LEVODOPA

25MG;IOOMG

CARBOPROSTTROMETHAMINE

EQ0.25MGBASE/ML

CELLULOSESODIUMPHOSPHATE

2
.

5GM/PACKET

vCERULETIDEDIETHYLAMINE

0.02MG/ML

CHENODIOL

25GUG

CHLORDIAZEPOXIDE

25MG

CHLORDIAZEPOXIDE

5MG

CHLORDIAZEPOXIDE

IOMG

CHLORDIAZEPOXIDE

30MG

TRADENAME

(DOSAGEFORM;ROUTE)

SINEMET

(TABLET;ORAL)

PROSTIN/I5M

(INJECTABLE;INJECTION)

CALCIBIND

(POWDER;ORAL)

TYMTRAN

(INJECTABLE;INJECTION)

CHENIX

(TABLET;ORAL)

LIBRITABS

(TABLET;ORAL)

LIBRITABS

(TABLET;ORAL)

LIBRITABS

(TABLET;ORAL)

LIBRELEASE

(CAPSULE,CONTROLLED

RELEASE;ORAL)

APPLICANTNAME

MS&D/MERCK

UPJOHN

MISSIONPHARMACAL

ADRIALABORATORIES

ROWELLLABORATORIES

ROCHEPRODUCTS

ROCHEPRODUCTS

ROCHEPRODUCTS

HOFFMANN-LAROCHE

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

17-5553769424

03-13-8010-30-90

3781415

12-25-90

3830827

08-20-91

RE29892

10-30-90

17-9893728382

01-09-7904-17-90

18-757NCE

I2­28-8212-28-92

18-2963472832

12­24-8110-14-86

18-513NCЕ

07­28-8307­28­93

13-0714316897

10-31-6602-23-99

13-0714316897

10-31-6602-23-99

13-0714316897

10-31-6602-23-99

17-8134316897

09-12-8302-23-99

NDA'SAPPROVEDFROM1-1-82ТO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME ‚ APPLICANT NAME IDA II( PATENT # EXCLUSIVITY

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

CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS 12-249 4316897

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

CHLORDIAZEPOXIDE HYDROCHLORIDE LIBRIUM ROCHE PRODUCTS I2­249 43I6897

IUVIG (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

IOOMG/AMP ( INJECTABLE; INJECTION) 07-21-61 02-23-99

CHLORDIAZEPOXIDE HYDROCHLORIDE; LIBRAX I-DFFMANN-LA ROCHE 12-750 4316897

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

5MG; 2.5MG

CHLORDIAZEPOXIDE; ESTROGENS, CONJUGATED MENRIUM 5-2 mFFMANN-LA ROCHE 14-740 4316897

5MG; 0.2MG (TABLET; ORAL) 10-27-69 02-23-99

CHLORDIAZEPOXIDE; ESTROGENS, OONJUGATED MENRIUM 5-4 ЮРРMАNN-Ц ROCHE 14-740 4316897

5MG; 0.4MG (TABLET; ORAL) 10-27-69 02-23-99

CHLORDIAZEPOXIDE; ESTROGENS, OONJUGATED MENRIUM 10-4 HOFFMANN-LA ROCHE 14-740 4316897

1040; 0.4MG (TABLET; ORAL) 10-27-69 02-23-99

CHLOROXINE CAPITROL WESTWOOD PHARMS I7­594 3886277

2% (SHAMPOO; TOPICAL) 10-19-76 05-27-92

CHLORTHALIDONE; CLONIDINE HYDROCHLORIDE OOMBIPRES BOEHRINGER INGELHEIM 17­503 3454701

I5MG; 0.1MG (TABLET; ORAL) 08-22-74 07-08-86

IV­27



IV­28

ACTIVEINGREDIENT(S)

STRENGTH(S)

CHLORTHALIDONE;CLONIDINEHYDROCHLORIDE

I5MG;0.2M@

CHLORTHALIDONE;CLONIDINEHYDROCHLORIDE

I5MG;O.3MG

CHOLESTYRAMINE

EQ4GMRESIN/PACKET

CHOLESTYRAMINE

EQ4GMRESIN/PACKET

CHYMOPAPAIN

I2,500UNITS/VIAL

CHYMOPAPAIN

10,000UNITS/VIAL

CHYMOPAPAIN

4,000UNITS/VIAL

cIcLoPmoxoLmmE
11

CIMETIDINE

2OOMG

CIMETIDINE

SOOMG

TRADENAME

(DOSAGEFORM;ROUTE)

COMBIPRES

(TABLET;ORAL)

COMBIPRES

(TABLET;ORAL)

QUESTRAN

(POWDER;ORAL)

QUESTRAN

(POWDER:ORAL)

DISCASE

(INJECTABLE;INJECTION)

CHYMODIACTIN

(INJECTABLE;INJECTION)

CHYMODIACTIN

(INJECTABLE;INJECTION)

LOPROX

(CREAM;TOPICAL)

TAGAMET

(TABLET;ORAL)

TAGAMET

(TABLET;ORAL)

APPLICANTNAME

BOEHRINGERINGELHEIM

BOEHRINGERINGELHEIM

MEADJOHNSON/B-M

NEADЩONNЗON/ВЧЧ

TRAVENOLLABS

SMITHLABORATORIES

SMITHLABORATORIES

HOECHST-ROUSSEL

SK&FLAB

SK&FLAB

NDA#

APPROVALDATE

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

17-503

08­22-74

17-503

04-10-84

16-019

12-06-66

16-640

08-03-73

18-625

01-18-84

18-663

11-10-82

18-663

08-21-84

18-748

12-30-82

17-920

08-16-77

17-920

08-16-77

3454701

07-08-86

3454701

07-08-86

3383281

05-18-85

_3383281

05-18-85

4439423NCE

03-26-0111-10-92

4439423

03-26-01

3883545NCE

05-13-9212-30-92

3950333

04-13-93

4024271

05-17-94

3950333

04-13-93

4024271

05-17-94

TABLEIV.NDA'SAPPROVEDFROM1-1-82ТO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

CIMETIDINE

4OOMG

CIMETIDINE HYDROCHLORIDE

EQ 3OOMG BASE/5ML

CIMETIDINE HYDROCHLORIDE

EQ I5OMG BASE/ML

CINOXACIN

25OMG

CINOXACIN

5OOMG

CISPLATIN

O.5MG/ML

CITRIC ACID; MAGNESIUM OXIDE;

SODIUM CARBONATE

3.24GW/IOOML; 380MG/IOOML; 430MG/IOOML

CITRIC ACID: MAGNESIUM OXIDE;
SODIUM CARBONATE

3.24GM/IOOML; 380MG/IOOML; 430MG/IOOML

CLEMASTINE FUMARATE;

PHENYLPROPANOLAMINE HYDROCHLORIDE

EQ IMG BASE; 75MG

TRADE NAME

(DOSAGE FORM; ROUTE)

TAGAMET

(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)

IV­29

APPLICANT NAME

SKÃF LAB

SKÀF LAB

SK&F LAB

ELI LILLY

ELI LILLY

BRISTOL LABS/B-M

TRAVENOL LABS

ABBOTT LABORATORIES

DORSEY LABS/SANDOZ

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

17­920 3950333

12-14-83 04-13-93

4024271

05-17-94

17-924 3950333

08-16-77 04-13-93

4024271

05-17-94

17-939 3950333

08-16-77 04-13-93

4024271

05-17-94

18-067 3669965

06-13-80 06-13-89

18-067 3669965

06­I3-80 06­I3-89

18-507 4177263

07-18-84 12-04-96

18-519

06-22-82

18-904

05-27-83

18-298 3933999

12-15-82 01-20-93



17-30

ACTIVEINGREDIENT(S)

STRENGTH(S)

CLOMIPHENECITRATE

50MG

CLONAZEPAM

O.5MG

CLONAZEPAM

IMG

CLONAZEPAM

ZMG

CLONIDINE

2.5MG

CLONIDINE

5MG

CLONIDINE

7.5MG

CLONIDINEHYDROCHLORIDE

O.1MG

CLONIDINEHYDROCHLORIDE

0.2MG

CLONIDINEHYDROCHLORIDE

0.3M0

CLORAZEPATEDIPOTASSIUM

3.75MG

TRADENAME

(DOSAGEFORM;ROUTE)

CLOMIPHENECITRATE

(TABLET;ORAL)

CLONOPIN

(TABLET;ORAL)

CLONOPIN

(TABLET;ORAL)

CLONOPIN

(TABLET;ORAL)

CATAPRES-TTS-I

(FILM,CONTROLLEDRELEASE;
PERCUTANEOUS)

CATAPRES­TTS­2

(FILM,CONTROLLEDRELEASE;
PERCUTANEOUS)

CATAPRES­TTS­3

(FILM,CONTROLLEDRELEASE;
PERCUTANEOUS)

CATAPRES

(TABLET;ORAL)

CATAPRES

(TABLET;ORAL)

CATAPRES

(TABLET;ORAL)

TRANXENE

(CAPSULE;ORAL)

APPLICANTNAME

PLANTEX/IKAPHARM

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

HOFFMANN-LAROCHE

BOEHRINGERINGELHEIM

BOEHRINGERINGELHEIM

BOEHRINGERINGELHEIM

BOEHRINGERINGELHEIM

BOEHRINGERINGELHEIM

BOEHRINGERINGELHEIM

ABBOTTLABORATORIES

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

18-361

03-22-82

17-5334316897

06-04-7502-23-99

17-5334316897

06-04-7502-23-99

17-5334316897

06-04-7502­23-99

18-8913454701

10-10-8407-08-86

18-8913454701

10-10-8407-08-86

18-8913454701

10-10-8407-08-86

17-4073454701

09-03-7407-08-86

17-4073454701

09-03-7407-08-86

17-4073454701

09-20-7907-08-86

17-1058E28315

06-23-7206-23-87

NDA'SAPPROVEDFROM1-1-82TO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-I-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

CLORAZEPATE DIPOTASSIUM

7.5MG

CLORAZEPATE DIPOTASSIUM

I5MG

CLORAZEPATE DIPOTASSIUM

22.5MG

CLORAZEPATE DIPOTASSIUM

II.25MG

CLORAZEPATE DIPOTASSIUM

3.75MG

CLORAZEPATE DIPOTASSIUM

7.5MG

CLORAZEPATE DIPOTASSIUM

I5MG

CLOTRIMAZOLE

I1

CLOTRIMAZOLE

Ii

TRADE NAME

(DOSAGE FORM; ROUTE)

TRANXENE

(CAPSULE; ORAL)

TRANXENE

(CAPSULE; ORAL)

TRANXENE SD

(TABLET; ORAL)

TRANXENE SD

(TABLET; ORAL)

TRANXENE

(TABLET; ORAL)

TRANXENE

(TABLET; ORAL)

TRANXENE

(TABLET; ORAL)

LOTRIMIN

(SOLUTION; TOPICAL)

LOTRIMIN

(CREAM; TOPICAL)

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

ABBOTT

APPLICANT NAME

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

LABORATORIES

SCHERING

SCHERING

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

17-105 RE283I5

06-23-72 06-23-87

17-105 RE28315

06-23-72 06-23-87

17-105 RE283I5

03-31-75 06-23-87

17-105 RE283I5

08-04-76 06-23-87

17­IO5 RE28315

03-10-80 06-23-87

17-105 RE28315

03-10-80 06-23-87

17-105 RE283I5

03­10-80 06-23-87

17­6I3 3660577

02-03-75 05-02-89

3705172

12-05-89

3839573

10-01-91

17-619 3660577

03-18-75 05-02-89

3705172

12-05-89

3839573

10-01-91

IV­31



17-32

ACTIVEINGREDIENT(S)

STRENGTH(S)

cLoTRтише
l1

CLOTRIMAZOLE

IOOMG

CLOTRIMAZOLE

15

CLOTRIMAZOLE

IOOMG

TRADENAME

(DOSAGEFORM;ROUTE)

GYNE-LOTRIMIN

(CREAM;VAGINAL)

GYNE-LOTRIMIN

(TABLET;VAGINAL)

MYCELEX

(SOLUTION;TOPICAL)

MYCELEX-G

(TABLET;VAGINAL)

APPLICANTNAME

SCHERING

SCHERING

MILESPHARMS/MILES

MILESPHARMS/MILES

NDAl
APPROVALDATE

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

18-052

11-08-78

17-717

03-24-76

18-181

01-15-79

18-182

02-27-79

3839573

10-01-91

3705172

12-05-89

3660577

05-02-89

3839573

10-01-91

3705172

12-05-89

3660577

05-02-89

3839573

10-01-91

3705172

12-05-89

3660577

05-02-89

3839573

10-01-91

3705172

12-05-89

3660577

05-02-89

TABLEIV.NDA'SAPPROVEDFROM1-1-82ТO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

CLOTRIMAZOLE MYCELEX MILES PHARMS/MILES 18­183 3839573

I% (CREAM; TOPICAL) 01-15­79 10-01-91

3705172

12-05-89

3660577

05-02-89

CLOTRIMAZOLE MYCELEX-G MILES PHARMS/MILES 18-230 3839573

I% (CREAM; VAGINAL) 02­I6­79 1O­0I­9I
3705172

12-05-89

3660577

05-02-89

CLOTRIMAZOLE MYCELEX MILES PHARMS/MILES 18­7I3 3839573

IOMG (TROCHE/LOZENGE; ORAL) 06­17-83 IO­OI­9I
3705172

12-05-89

3660577

05-02-89

CLOTRIMAZOLE LOTRIMIN SCHERING 18-8I3 3839573

I% (LOTION; TOPICAL) 02­17-84 10-01-91

3705172

12-05-89

3660577

05-02-89

CGJEINE PHOSPHATE; PHENERGAN VC W/ CODEINE WYETH LABS/AMHO 08-306

PHENYLEPHRINE HYDROCHLORIDE; (SYRUP; ORAL) 04-02-84

PROMETHAZINE HYDROCHLORIDE

IGWG/5ML; 5MG/5ML; 6.25MG/5ML

IV­33
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ACTIVEINGQEDIENUS)

STRENGTH(S)

œDEINEPHOSPHATE;

PROMETHAZINz'.HYDROCHLORIDE

IOMG/5ML;6.25MG/5ML

CODEINEPHOSPHATE;

PSEUDOEPHEDRINEHYDROCHLORIDE;
TRIPROLIDINEHYDROCHLORIDE

IOMG/5ML;3MG/SML;1.25MG/5ML

œLESTIPOLHYDROCH_ORIDE

5G4/PAO<ET

COLESTIPOLHYDROCHLORIDE

SOOGM/BOT

œPPER

89V1G

COPPER

IZOVIG

TRADENAME

(DOSAGEFORM;ROUTE)

PHENERGANW/CODEINE

(SYRUP:ORAL)

ACTIFEDW/CODEINE

(SYRUP;ORAL)

COLESTID

(GRANULE;ORAL)

œLESTID

(GRANULE:ORAL)

CU-7

(INTRAUTERINEDEVICE;
INTRAUTERINE)

TATUM-T

(INTRAUTERINEDEVICE;
INTRAUTER1NE)

APPLICANTNAME

WYETHLABS/AMHO

BURROUGHSWELLCOME

UPJOHN

UPJOHN

SEARLEPHARMS

SEARLEPHARMS

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

08-306

04-02-84

12­575

04-04-84

17­5633692895

04-04-7709-19-89

17­5633692895

04-04-7709-19-89

17-4083563235

02-25-7402­16-88

4o4o417

08-09-94

3783861

01-08-91

3803308

12-01-87

КE28399

04-29-92

18-2053563235

08-16-7902-16-88

4040417

08-09-94

3783861

01-08-91

3803308

12-01-87

RE28399

04-29-92

NDA'SAPPROVEDFROM1-1-82TO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO I2­3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

OROMOLYN SODIUM

2ОMБ

CROMOLYN SODIUM

4%

CROMOLYN SODIUM

4%

TRADE NAME

(DOSAGE FORM; ROUTE)

INTAL

(CAPSULE; INHALATION)

NASALCROW

(SOLUTION; NASAL)

OPTICROM

(SOLUTION; OPHTHALMIC)

APPLICANT NAME

FISONS

FISONS

FISONS

NDA #

APPROVAL DATE

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

I6­990

06-20-73

18-306

03-18-83

18-155

10-03-84

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
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IV­36

ACTIVEINGREDIENT(S)

STRENGTH(S)

CROMOLYNSODIUM

IOMG/ML

CYCLOBENZAPRINEHYDROCHLORIDE

SWG

CYCLOBENZAPRINEHYDROCHLORIDE

IOMG

CYCLOPHOSPHAMIDE

IGM/VIAL

CYCLOPHOSPHAMIDE

ZGM/VIAL

DANTROLENESODIUM

25MG

DANTROLENESODIUM

IOOVIG

DANTROLENESODIUM

50MG

TRADENAME

(DOSAGEFORM;ROUTE)

INTAL

(SOLUTION;INHALATION)

FLEXERIL

(TABLET;ORAL)

FLEXERIL

(TABLET;ORAL)

cYToxVN

(INJECTABLE;INJECTION)

CYTOXAN

(INJECTABLE;INJECTION)

DANTRIUM

(CAPSULE;ORAL)

DANTRIUM

(CAPSULE;ORAL)

DANTRIUM

(CAPSULE;ORAL)

APPLICANTNAME

FISONS

MS&D/MERCK

MSàD/MERCK

MEADJOHNSON/B-M

MEADJOHNSON/B-M

NORWICHEATON/P&G

NORWICHEATON/P&G

NORWICHEATON/P86

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

18­5963686412

05-28-8208-22-89

3777033

08-22-89

3419578

12-31-85

3975536

08-17-93

17-8213454643

08-26-7707-08-86

3882246

05-06-92

17-8213454643

08-26-7707-08-86

3882246

05-06-92

12-142

08-30-82

12-142

08-30-82

17-4433415821

01-15-7412-10-85

17-4433415821

01-15-7412-10-85

17-4433415821

10-10-7512-10-85

NDA'SAPPROVEDFROM1-1-82ТO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DANTROLENE SODIUM

2OMG/VIAL

DEFEROXAMINE MESYLATE

500MG/VIAL

DESIPRAMINE

25MG

DESIPRAMINE

5OMG

DESIPRAMINE

25MG

DESIPRAMINE

50MG

DESIPRAMINE

75MG

DESIPRAMINE

IOOMG

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

TRADE NAME

(DOSAGE FORM; ROUTE)

DANTRIUM

(INJECTABLE; INJECTION)

DESFERAL MESYLATE

(INJECTABLE; INJECTION)

PERTOFRANE

(CAPSULE; ORAL)

PERTOFRANE

(CAPSULE; ORAL)

NORPRAMIN

(TABLET; ORAL)

NORPRAMIN

(TABLET; ORAL)

NORPRAMIN

(TABLET; ORAL)

NORPRAMIN

(TABLET; ORAL)

APPLICANT NAME

NORWICH EATON/P&G

CIBA/CIBA-GEIGY

USV LABORATORIES

USV LABORATORIES

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

MERRELL DOW/DOW CHEM

NDA A PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18­264 3415821

09-18-79 12-10-85

16-267 3471476

04-01-68 10-07-86

13-621 3454698

12-18-64 07-08-86

3454554

07-08-86

13-621 3454698

04-10-68 07-08-86

3454554

07-08-86

14-399 3454698

11-20-64 07-08-86

3454554

07-08-86

14-399 3454698

01-09-67 07-08-86

3454554

07-08-86

14-399 3454698

03-01-77 07-08-86

3454554

07-08-86

14-399 3454698

03-01-77 07-08-86

3454554

07-08-86
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1V­38

ACTIVEINGREDIENT(S)

STRENGTH(S)

DESIPRAMINEHYDROCHLORIDE

I50MG

DESIPRAMINEHYDROCHLORIDE

IOMG

DEsMoPREssINACETATE

о.о1Il

DESMOPRESSINACETATE

0.004MG/ML

DESONIDE

0.05%

DEsox1MEТАS0NE

о.05%

DESOXIMETASONE

0.25%

DEXAMETHASONE

O.5MG

DEXAMETHASONE

0.75MG

TRADENAMEAPPLICANTNAMENDA#PATENT#EXCLUSIVITY

(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

NORPRAMINIERRELLDOW/DOWCHEM14-3993454698

(TABLET;ORAL)03-01-7707-08-86

3454554

07-08-86

NORPRAMINMERRELLDOW/DOWCHEMI4-3993454698

(TABLET;ORAL)02-11-8207-08-86

3454554

07-08-86

DDAVPARMOURPHARM17-9223497491

(SOLUTION;NASAL)02-21-7802-24-87

DDAVPARMOURPHARMI8-9383497491

(INJECTABLE;INJECTION)03-30-8402-24-87

DESOWENOWENLABS/DERMPRODS19-048

(CREAM;TOPICAL)12-14-84

TOPICORTHOECHST-ROUSSEL18-586

(GEL;TOPICAL)03-29-82

TOPICORTHOECHST-ROUSSEL18-763

(01NTМENT;TOPICAL)09-30-83

DECADRONMSÃD/MERCKI1-6643375261

(TABLET;ORAL)10-30-5803-26-85

RE28369

03-26-85

DECADRONMSÃD/MERCK11­6643375261

(TABLET;ORAL)10-30-5803-26-85

RE28369

03-26-85

TABLEIV.NDA'SAPPROVEDFROM1-1-82ТO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DEXAMETHASONE

I . 5MG

DEXAMETHASONE

0.25MG

DEXAMETHASONE

4MG

DEXAMETHASONE

6MG

DEXAMETHASONE

O.5MG/5ML

DEXAMETHASONE

O.5MG/5ML

DEXAMETHASONE

0.540

DEXAMETHASONE

0.75MG

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

DECADRON MSâD/MERCK 1I­664 3375261

(TABLET; ORAL) IO-30-58 03-26-85

RE28369

03-26-85

DECADRON MSÃD/MERCK 1I­664 3375261

(TABLET; ORAL) 07-26-79 03-26-85

RE28369

03-26-85

DECADRON MSÄD/MERCK 1I­664 3375261

(TABLET; ORAL) 07-26-79 03-26-85

RE28369

03-26-85

DECADRON MSÄD/MERCK 1I­664 3375261

(TABLET; ORAL) 07-30-82 03-26-85

RE28369

03-26-85

DECADRON MSâD/MERCK I2­376 3375261

(ELIXIR; ORAL) 09-02-60 03-26-85

RE28369

03-26-85

HEXADROL ORGANON/AKZONA 12-674 RE28369

(ELIXIR; ORAL) 04-23-64 03-26-85

HEXADROL ORGANON/AKZONA 12­675 RE28369

(TABLET; ORAL) O7­01-78 03-26-85

HEXADROL ORGANON/AKZONA I2­675 RE28369

(TABLET; ORAL) 07-01-78 03-26-85

IV­39



ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMENDA#PATENT#EXCLUSIVITY

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

DEXAMETHASONEHEXADROLORGANON/AKZONA12-675RE28369

I.5MG(TABLET;ORAL)09­24-6503-26-85

DEXAMETHASONEHEXADROLORGANON/AKZONA12­675RE28369

4MG(TABLET;ORAL)07-01-7403-26-85

DEXAMETHASONEDECASPRAYMSÃD/MERCK12-7313375261

IOMG/256M(AEROSOL;TOPICAL)03-29-6103-26-85

RE28369

03-26-85

DEXAMETHASONEHEXADROLORGANON/AKZONA13-304RE28369

0.04%(CREAM;TOPICAL)01-09-6703-26-85

DEXAMETHASONEDECADERMMSÃD/MERCK13-5383375261

0.11(GEL;TOPICAL)05-03-6503-26-85

RE28369

03-26-85

DEXAMETHASONEACETATEDECADRON-LAMSAD/MERCK16­6753375261

EQSMGBASE/ML(INJECTABLE;INJECTION)09-06-7303-26-85

RE28369

03­26-85

DEXAMETHASONESODIUMPHOSPHATEDECADRONMSÃD/MERCK1I­9773375261

EQ0.05%PHOSPHATE(01NTMENT;OPHTHALMIC)09-02-5903-26-85

RE28369

O3-26-85

DEXAMETHASONESODIUMPHOSPHATEDECADRONMSÃD/MERCKII­9833375261

EQ0.I$PHOSPHATE(CREAM;TOPICAL)08-26-5903-26-85

RE28369

03-26-85

TABLEIV.NDA'SAPPROVEDFROMl­1-82TO12­31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DEXAMETHASONE SODIUM PHOSPHATE

EQ O.I% PHOSPHATE

DEXAMETHASONE SODIUM PHOSPHATE

EQ 4MG PHOSPHATE/ML

DEXAMETHASONE SODIUM PHOSPHATE

EQ 24MG PHOSPHATE/ML

DEXAMETHASONE SODIUM PHOSPHATE

EQ 0.IMG PHOSPHATE/INH

DEXAMETHASONE SODIUM PHOSPHATE

EQ 0.1MG PHOSPHATE/INH

DEXAMETHASONE SODIUM PHOSPHATE

EQ 4MG PHOSPHATE/ML

DEXAMETHASONE SODIUM PHOSPHATE

EQ IOMG PHOSPHATE/ML

DEXAMETHASONE SODIUM PHOSPHATE

EQ 20MG PHOSPHATE/ML

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

DECADRON MSÃD/MERCK 11-984 3375261

(SOLUTION; 09-23-59 03-26-85

OPHTHALMIC, OTIC) RE28369

03-26-85

DECADRON MSÃD/MERCK 12-071 3375261

(INJECTABLE; INJECTION) 05-12-61 03-26-85

RE28369

03-26-85

DECADRON MSÃD/MERCK 12-071 3375261

(INJECTABLE; INJECTION) 03-01-77 03-26-85

RE28369

03­26-85

DECADRON MSÃD/MERCK 13-413 3375261

(AEROSOL; INHALATION) 09­I7­62 03-26-85

RE28369

03-26-85

DECADRON MSÃD/MERCK 14-242 3375261

(AEROSOL; NASAL) I2­17­65 03-26-85

RE28369

03-26-85

HEXADROL ORGANON/AKZONA 14-694 RE28369

(INJECTABLE; INJECTION) 03-14-75 03-26-85

HEXADROL ORGANON/AKZONA I 4-694 RE28369

(INJECTABLE; INJECTION) 03-14-75 03-26-85

HEXADROL ORGANON/AKZONA I4-694 RE28369

(INJECTABLE; INJECTION) 04-27-81 03-26-85

IV­4I



IV­42

(1NJECTABLE;INJECTION)

ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMEIDA#PATENT#IEXCLUSIVITY

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

DEXN'IETHASONESODIUMPHOSPHATE;DECADRONW/XYLOCAINEMS&D/MERCK13-3343375261

1.IDOCAINEHYDROCHLORIDE(INJECTABLE;INJECTION)07-11-6203-26-85

EQ4MGPHOSPHATE/ML;IOMG/MLRE28369

03-26-85

DEXTRONETI-DRPHANHYDROBROMIDE;PHENERGANW/DEXTROMETHORPHANWYETHLABS/AMHO11-265

PRCMETHAZINEHYDROCHLORIDE(SYRUP;ORAL)04-02-84

I5MG/5ML;6.25MG/5ML

DEXTROSEDEXTROSE60%INPLASTICTRAVENOLLABS17-521

60014/I00MLCONTAINER03­26-82

(INJECTABLE;INJECTION)

DEXTROSEDEXTROSE701INPLASTICTRAVENOLLABS17-521

7OGM/I00М1.œNTAINER03-26-82

(INJECTABLE;INJECTION)

DEXTROSEDEXTROSE60%INPLASTICAMMCOAW/AMHOSP17-9953729568

60614/1OOVILCONTAINER04-27-7804-24-90

(INJECTABLE;INJECTION)

DEXTROSEDEXTROSE60%AMMCGAW/AMHOSP17­9953729568

воем/100171(INJECTABLE;INJECTION)09-22-8204-24-90

DEXTROSEDEXTROSE701INPLASTICABBOTTLABORATORIES18-561

7OGM/IOfMLœNTAINER03-23-82

(INJECTABLE;INJECTION)

DEXTROSEDEXTROSE401INPLASTICABBOTTLABORATORIES18­562

4OGM/I00M1.CONTAINER03-23-82

(INJECTABLE;INJECTION)

DEXTROSEDEXTROSE501INPLASTICABBOTTLABORATORIES18­563

5OGM/I00M1.œNTAINER03-23-82

TABLEIV.NDA'SAPPROVEDFROM1-1-82ТO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 АND NDA'S WITH APPROPRIATE PATENT INFORMATION

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

DEXTROSE DEXTROSE 20% IN PLASTIC ABBOTT LABORATORIES 18­564

ZOGM/IOOML CONTAINER 03-23-82

(INJECTABLE; INJECTION)

DEXTROSE DEXTROSE 38.5% IN PLASTIC ABBOTT LABORATORIES 18­923

38.5GM/IOOML CONTAINER 09-19-84

(INJECTABLE; INJECTION)

DEXTROSE DEXTROSE 5% IN PLASTIC ABBOTT LABORATORIES 19­222

5OMG/ML CONTAINER 07-13-84

(INJECTABLE; INJECTION)

DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES 18­I32

5GM/IO0ML; 80MG/IOOML (INJECTABLE; INJECTION) 02-04-82

DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL ABBOTT LABORATORIES 18-132

5GM/IOOML; 16OMG/IOOML (INJECTABLE; INJECTION) 02-04-82

DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826

5GM/IO0ML; SOMG/IOOML CONTAINER 09-30-83

(INJECTABLE; INJECTION)

DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826

5GM/IOOML; 160MG/IOONL CONTAINER 09-30-83
(INJECTABLE; INJECTION)

DEXTROSE; DOPAMINE HYDROCHLORIDE DOPAMINE HCL IN PLASTIC ABBOTT LABORATORIES 18-826
БGМ/1OОМ1_; 32OMG/ 100М1. OOIITA INER 09-30-83

(INJECTABLE; INJECTION)

DEXTROSE; HEPARIN SODIUM HEPARIN SODIUM 1,0OO UNITS AM MCGAW/AM HOSP 19-130

5GM/1OОЧ1; 200 UNITS/IOOML AND DEXTROSE 5% IN 12-31-83

IV­43



IV­44

ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMENDA#PATENT#EXCLUSIVITY

(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE STRENGTH(S)

DEXTROSE;HEPARINSODIUM

50M/IOOML;200UNITS/IOOML

DEXTROSE;HEPARINSODIUM

5GM/IOOML;1,000UNITS/IOOML

DEXTROSE;HEPARINSODIUM

5GM/IOOML;4,000UNITS/IOOML

DEXTROSE;LIDOCAINEHYDROCHLORIDE

5GW/IOOML;SOOMG/IOOML

DEXTROSE;LlDOCAINEHYDROCHLORIDE

SGM/IOOML;BOOIIG/IOONL

DEXTROSE;LIDOCAINEHYDROCHLORIDE

SGW/IOOML;ZOOMG/IOOML

DEXTROSE;LIDOCAINEHYDROCHLORIDE

5GM/IOOML;400MG/IOOML

HEPARINSODIUM2,000UNITS

ANDDEXTROSE551N

PLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM5,000UNITS

ANDDEXTROSE551N

PLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM20,000UNITS

ANDDEXTROSE55IN

PLASTICCONTAINER

(INJECTABLE;INJECTION)

LIDOCAINEHCL0.85

INDEXTROSE55

1NPLASTICCONTAINER

(INJECTABLE;INJECTION)

LIDOCAINEHCL0.85

ANDDEXTROSE55

1NPLASTICCONTAINER

(INJECTABLE;INJECTION)

LIDOCAINEHCL0.25

ANDDEXTROSE55

1NPLASTICCONTAINER

(INJECTABLE;INJECTION)

LIDOCAINEHCL0.45

ANDDEXTROSE55

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

AMMCGAW/AMHOSP

AMMCGAW/AMHOSP

TRAVENOLLABS

ABBOTTLABORATORIES

TRAVENOLLABS

AMMCGAW/AMHOSP

AMMCGAW/AMHOSP

I9­I30
12-31-83

19-130

12-31-83

18-814

10-31-83

18-388

11-05-82

18-461

02-22-82

18­967

O3­30-84

18­967

03-30-84

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO12­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; LIDOCAINE HYDROCHLORIDE

5GW/IOOML; BOOMG/IOOML

DEXTROSE; MAONES I uM CHLoR IDE;

POTASSIUM CHLORIDE;

POTASSIUM PHOSPHATE DIBASIC;

SODIUM ACETATE

5eM/IOOML; 3IИG/IOOML;

I3OMG/IOOML; 26MG/IOOML;

32OMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE

5GM/IOOML; 75MG/IO0NL

DEXTROSE; POTASSIUM CHLORIDE

5GM/IOOML; I5OMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE

5GH/IOOML; 22OMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

LIDOCAINE HCL 0.8% AM MCGAW/AM HOSP I8­967

AND DEXTROSE 5% 03-30-84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

ISOLYTE P W/ AM MCGAW/AM HOSP I9­025

DEXTROSE 5% IN I2­27-84
PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% AND AM MCGAW/AM HOSP 18­744

POTASSIUM CHLORIDE 0.075% 11-09-82

1м PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744

POTASSIUM CHLORIDE 0. I5% I I­09-82
IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744

POTASSIUM CHLORIDE 0.22% 11-09-82

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE 5% AND AM MCGAW/AM HOSP 18-744

POTASSIUM CHLORIDE 0.3% 11-09-825GW/IOOML; 300MG/IOOML

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

1V­45
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TABLE IV. NDA'S APPROVED FROM I­I-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

5GM/IOOWL; 224MG/IOOML; 330MG/IOOML

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18­567

CHLORIDE 0.2% AND POTASSIUM CHLORIDE 02-16-83

5GM/IOOML; I5OWG/IOOML; 2OOMG/IOOML IOMEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18­567

CHLORIDE 0.2% AND POTASSIUM CHLORIDE 02­I6-83
5GM/IOOML; 22MWG/IOOML; 200MG/IOOML I5MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18­567

CHLORIDE 0.2% AND POTASSIUM CHLORIDE 02-16-83
5GM/IOOML; I5OMG/IOOML; 2OOMG/IOOM_ 20MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18-567

CHLORIDE 0.2% AND POTASSIUM CHLORIDE 02-16-83

5GM/IOOML; 224MG/IOOML; 2OOMG/IOOML 30MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18­629

CHLORIDE 0.33% AND POTASSIUM CHLORIDE 03-23-82

SGM/IOOML; 75MG/IO0ML; 33OMG/IOOML 5MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18-629

CHLORIDE 0.33% AND POTASSIUM CHLORIDE O3-23-82

5GM/IOOML; I5OMG/IOOML; 330MG/IOOML IOMEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

DEXTROSE; POTASSIUM CHLORIDE; SODIUM DEXTROSE 5%, SODIUM CHLORIDE TRAVENOL LABS 18-629

CHLORIDE 0.33% AND POTASSIUM CHLORIDE O3­23-82

I5MEQ IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

IV­47



1V­48

ACTIvEINGREDIENT(S)TRADENAMEAPPLICANTNAMENDA#PATENT#EXCLUSIVITY

>STRENGTH(S)(DOSAGEFORM;ROUTE)APPROvALDATEEXP.DATEEXP.DATE

DEXTROSE;POTASSIUMCHLORIDE;SODIUMDEXTROSE5%,SODIUMCHLORIDETRAVENOLLABS18-629

CHLORIDE0.33%ANDPOTASSIUMCHLORIDEo3-23-82

5GM/IO0ML;I5OMO/IO0ML;330MG/IO0ML20MEQINPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE;POTASSIUMCHLORIDE;SODIUMDEXTROSE5%,SODIUMCHLORIDETRAVENOLLABS18-629

CHLORIDE0.33%ANDPOTASSIUMCHLORIDE03-23-82

50M/IOOML;75MG/IOOML;330M0/IO0MLIOMEQINPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE;POTASSIUMCHLORIDE;SODIUMDEXTROSE5%,SODIUMCHLORIDETRAVENOLLABS18-629

CHLORIDE0.33%ANDPOTASSIUMCHLORIDE03-23-82

5GM/100ML;3OOMG/I00ML;330MG/IOOML20MEQINPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE;POTASSIUMCHLORIDE;SODIUMDEXTROSE5%,SODIUMCHLORIDETRAVENOLLABS18-629

CHLORIDE0.33%ANDPOTASSIUMCHLORIDE03-23-82

50M/IOOML;224MG/IO0ML;330MG/IOOML30MEQINPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE;POTASSIUMCHLORIDE;SODIUMDEXTROSE5%,SODIUMCHLORIDETRAVENOLLABS18-629

CHLORIDE0.33%ANDPOTASSIUMCHLORIDE03-23-82

5GM/IOOML;3OOMG/IOOML;330MG/IO0MLAOMEQINPLASTICCONTAINER

(INJECTABLE;INJECTION)

DEXTROSE;THEOPHYLLINETHEOPHYLLINEINABBOTTLABORATORIESI9-2II
5GM/IO0ML;40M8/IO0MLDEXTROSE5%I2-I4-84

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

TABLEIV.NDA'SAPPROVEDPROMÄI-I-ezтоI2-3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



NDA'S APPROVED FROM 1-1-82 TO I2­31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DEXTROSE; THEOPHYLLINE

5GM/I OWL; 4оме/1оом1

DEXTROSE; THEOPHYLLINE

SGM/IOOML; вомелоом.

DEXTROSE; THEOPHYLLINE

5GM/IOOML; BOWG/IOOML

DEXTROSE; THEOPHYLLINE

5GM/IOOML; I6OMG/IOOML

DEXTROSE; THEOPHYLLINE

5GM/IOOML; I6OMG/IOOML

DEXTROSE; THEOPHYLLINE

5GM/IOOML; ZOOMG/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)

THEOPHYLLINE 0.04%

AND DEXTROSE 5%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

THEOPHYLLINE IN

DEXTROSE 5%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

THEOPHYLLINE 0.08%

AND DEXTROSE 5%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

THEOPHYLLINE IN

DEXTROSE 5%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

THEOPHYLLINE 0.16%

AND DEXTROSE 5%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

THEOPHYLLINE IN

DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLICANT NAME

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

NDA #

APPROVAL DATE

I9­083

11-07-84

19-211

12-14-84

19-083

11-07-84

I9­2II
12-14-84

19-083

11-07-84

19-211

12-14-84

PАТENТ # EXCLUSIVITY

EXP. DATE EXP. DATE

IV­49



IV­5O

ACTIVEINGREDIENT(S)

STRENGTH(S)

DEXTROSE;THEOPHYLLINE

5GM/IO0ML;200MG/IOOML

DEXTROSE;THEOPHYLLINE

50M/IOOML;4OOWG/IOOML

DEXTROSE;THEOPHYLLINE

SGM/IOOML;4OOMG/IOOML

DEXTROSE;THEOPHYLLINE

5G4/I00ML;400MG/IOONL

DEXTROSE;THEOPHYLLINE

5GM/IO0ML;80MG/IOOML

DEXTROSE;THEOPHYLLINE

5GW/IOOML;I6OMG/IOOML

TRADENAME

(DOSAGEFORM;ROUTE)

THEOPHYLLINE0.2%

ANDDEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

THEOPHYLLINEIN

DEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

THEOPHYLLINE0.4%

ANDDEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

THEOPHYLLINEANDDEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

THEOPHYLLINEANDDEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

THEOPHYLLINEANDDEXTROSE5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

APPLICANTNAME

AMMCGAW/AMHOSP

ABBOTTLABORATORIES

AMMCGAW/AMHOSP

TRAVENOLLABS

TRAVENOLLABS

TRAVENOLLABS

NDA#

APPROVALDATE

I9­2I2
II­07-84

I9­2II
I2­14-84

I9­212

I1-07-84

18-649

07-26­82

I8-649

07-26-82

18­649

07-26-82

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

NDA'SAPPROVEDFROMI­I-82TOI2­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 Т0 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DEXTROSE; THEOPHYLLINE

5GM/IOOML; ZOGWG/IOOML

DEXTROSE; THEOPHYLLINE

5GM/IOOML; 400MG/IOOML

DIAZEPAM

2MG

DIAZEPAM

5MG

DIAZEPAM

IOMG

DIAZEPAM

5MG/ML

DIAZEPAM

I5MG

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18­649

IN PLASTIC CONTAINER 07-26-82
(INJECTABLE; INJECTION)

THEOPHYLLINE AND DEXTROSE 5% TRAVENOL LABS 18­649

IN PLASTIC CONTAINER 07-26-82

(INJECTABLE; INJECTION)

VALIUM HOFFMANN-LA ROCHE I3­263 43I6897

(TABLET; ORAL) 11-15-63 02-23-99

3371085

02-27-85

VALIUM HOFFMANN-LA ROCHE I3­263 43I6897
(TABLET; ORAL) II­I5­63 02-23-99

3371085

02-27-85

VALIUM HOFFMANN-LA ROCHE I3­263 43I6897
(TABLET; ORAL) 1I­I5­63 02­23-99

3371085

02-27-85

VALIUM HOFFMANN-LA ROCHE 16­087 43I6897
(INJECTABLE; INJECTION) 08-24-66 02-23-99

3371085

02-27-85

VALRELEASE HOFFMANN-LA ROCHE 18­179 43I6897

(CAPSULE, CONTROLLED 03-12-81 02-23-99

RELEASE; ORAL) 337I085

02-27-85
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TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DIGOXIN

O.IMG

DIHYDROERGOTAMINE MESYLATE;

HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE

O.5MG/0.5WL; 2500 UNITS/O.5ML;

5.33MG/0.5ML

DIHYDROERGOTAMINE MESYLATE;

HEPARIN SODIUM; LIDOCAINE HYDROCHLORIDE

O.5MG/0.7ML; 5OO0 UNITS/0.3WL;

7.46MG/0.7NL

DILTIAZEM HYDROCHLORIDE

30MG

DILTIAZEM HYDROCHLORIDE

60MG

DINOPROST TROMETHAMINE

EQ 5MG BASE/ML

DINOPROSTONE

20MG

DIPIVEFRIN HYDROCHLORIDE

0.1%

Ш
(DOSAGE FORM; ROUTE)

LANOXICAPS

(CAPSULE; ORAL)

EMBOLEX

(INJECTABLE; INJECTION)

EMBOLEX

(INJECTABLE; INJECTION)

CARDIZEM

(TABLET; ORAL)

CARDIZEM

(TABLET; ORAL)

PROSTIN F2 ALPHA

(INJECTABLE; INJECTION)

PROSTIN E2

(SUPPOSITORY; VAGINAL)

PROPINE

(SOLUTION; OPHTHALMIC)

APPLICANT NAME

BURROUGHS WELLCOME

SANDOZ PHARMS/SANDOZ

SANDOZ PHARMS/SANDOZ

MARION LABORATORIES

MARION LABORATORIES

UPJOHN

UPJOHN

ALLERGAN PHARMS

NDA # PАТENТ # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-118

07­26-82

18-885

11-30-84

18-885

11-30-84

18­602 3562257 NCE

II­O5-82 02-09-88 11-05-92

18­602 3562257 NCE

11-05-82 02-09-88 11-05-92

17-434 3706789

II­26­73 I2-19-89
3778506

12-11-90

17-810 3899587

08-23-77 08-12-92

3598858

08-10-88

18-239 3839584

05-02-80 10-01-91

3809714

05-07-91

IV­53



IV­54

ACTIVEINGREDIENT(S)

STRENGTH(S)

DISOPYRAMIDEPHOSPHATE

EQIOOMGBASE

DISOPYRAMIDEPHOSPHATE

EQI5OMGBASE

DIVALPROEXSODIUM

EQ25OMGBASE

DIVALPROEXSODIUM

EQ500MGBASE

DOBUTAMINEHYDROCHLORIDE

EQ250MGBASE/VIAL

DOPAMINEHYDROCHLORIDE

80MG/ML

DOPAMINEHYDROCHLORIDE

BOMG/NL

DOPNWINEHYDROCHLORIDE

4OMG/ML

DOPAMINEHYDROCHLORIDE

4OMG/ML

DOXEPINHYDROCHLORIDE

EQ25MGBASE

TRADENAME

(DOSAGEFORM;ROUTE)

NORPACECR

(CAPSULE,CONTROLLED

RELEASE;ORAL)

NORPACECR

(CAPSULE,CONTROLLED

RELEASE;ORAL)

DEPAKOTE

(TABLET,ENTERICCOATED;

ORAL)

DEPAKOTE

(TABLET,ENTERICCOATED;

ORAL)

DOBUTREX

(INJECTABLE;INJECTION)

DOPAMINEHCL

(INJECTABLE;INJECTION)

DOPAMINE

(INJECTABLE;INJECTION)

DOPAMINEHCL

(INJECTABLE;INJECTION)

DOPAMINE

(INJECTABLE;INJECTION)

SINEQUAN

(CAPSULE;ORAL)

APPLICANTNAME

SEARLE/SEARLEPHARMS

SEARLE/SEARLEPHARMS

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ELILILLY

ABBOTTLABORATORIES

ELKINS-SINN/AHROBINS

BRISTOLLABS/B-M

ASTRAPHARMPRODS

PFIZERLABS/PFI2ER

NDA#

APPROVALDATE

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

18-655

O7­20-82

18­655

07-20-82

18­723

O3­IO-83

18­723

O3­I0-83

17-820

O7­18­78

I8­I32
07-09-82

18­398

03-22-82

18­549

O3­II-83

18­656

06-28-83

I6­798

09-23-69

3987200

IO­I9­93

342085I

OI­O7-86

NDA'SAPPROVEDFROMI­I-82TOI2­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM I­1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

DOXEPIN HYDROCHLORIDE

EQ 50MG BASE

DOXEPIN HYDROCHLORIDE

EQ IOMG BASE

DOXEPIN HYDROCHLORIDE

EQ IOOMG BASE

DOXEPIN HYDROCHLORIDE

EQ 75MG BASE

DOXEPIN HYDROCHLORIDE

EQ I50MG BASE

DOXEPIN HYDROCHLORIDE

EQ IOMG BASE

DOXEPIN HYDROCHLORIDE

EQ 25MG BASE

DOXEPIN HYDROCHLORIDE

EQ 50MG BASE

DOXEPIN HYDROCHLORIDE

EQ IOOMG BASE

DOXEPIN HYDROCHLORIDE

EQ 75MG BASE

DOXEPIN HYDROCHLORIDE

EQЮЮВЮНЩ

ECONAZOLE NITRATE

IZ

TRADE NAME

(DOSAGE FORM; ROUTE)

SINEQUAN

(CAPSULE; ORAL)

SINEQUAN

(CAPSULE; ORAL)

SINEQUAN

(CAPSULE; ORAL)

SINEQUAN

(CAPSULE; ORAL)

SINEQUAN

(CAPSULE; ORAL)

ADAPIN

(CAPSULE; ORAL)

ADAPIN

(CAPSULE; ORAL)

ADAPIN

(CAPSULE; ORAL)

ADAPIN

(CAPSULE; ORAL)

ADAPIN

(CAPSULE; ORAL)

SINEQUAN

(CONCENTRATE; ORAL)

SPECTAZOLE

(CREAM; TOPICAL)

APPLICANT NAME

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

PENNWALT PHARM

PENNWALT PHARM

PENNWALT PHARM

PENNWALT PHARM

PENNWALT PHARM

PFIZER LABS/PFIZER

ORTHO PHARMACEUTICAL

NDA # PАТENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

16-798 3420851

09-23-69 01-07-86

16-798 3420851

03-31-75 01-07-86

16-798 3420851

03-31—75 0I­07-86

16-798 3420851

06-04-76 0I­07-86

16­798 3420851

03-15-78 01-07-86

16-987 3420851

01-31-72 0I­07-86

16­987 3420851

01-31-72 0I­07-86

16­987 3420851

01-31-72 0I­07-86

I6—987 3420851

12-12-77 01-07-86

16-987 3420851

04-15­80 01­07­86

17­516 3420851

03-11-74 01-07-86

18-751 3717655 NCE

I2­23-82 02-20-90 12-23-92

3839574

10-01-91

IV­55



1V­56

ACTIVEINGREDIENT(S)TRADENAMEAPPLICANTNAMENDA#PATENT#EXCLUSIVITY

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

ENFLURANEETHRANEANAQUEST/BOC17­08734690II

99.9%(LIQUID;INHALATION)08-28-7209-23-86

35278I3

09­08-87

EPINEPHRINE;ETIDOCAINEHYDROCHLORIDEDURANESTASTRAPHARMPRODS17­75I386232I

0.005M0/ML;0.5%(INJECTABLE;INJECTION)08-30-76OI­21­92
38I2147

O5-21-9I

EPINEPHRINE;ETIDOCAINEHYDROCHLORIDEDURANESTASTRAPHARMPRODS17­75I3862321

0.005MG/ML;I%(INJECTABLE;INJECTION)08-30-760I­21­92
38I2147

O5-21­9I

EPINEPHRINE;ETIDOCAINEHYDROCHLORIDEDURANESTASTRAPHARMPRODS17­75I3862321

0.005MG/ML;1.5%(INJECTABLE;INJECTION)08-30-76O1—21­92

38I2147

O5-21­9I

ERGOLOIDMESYLATESHYDERGINELCSANDOZPHARMS/SANDOZI8­706

IMG(CAPSULE;ORAL)OI­I8-83

ESTROGENS,CONJUGATEDPREMARINAYERSTLABS/AMHO04-782

0.9Ч6(TABLET;ORAL)0I­26-84

ETHINYLESTRADIOL;LEVONORGESTRELNORDETTE­2IWYETHLABS/AMHO18­6683666858

0.03MG;0.I5MG(TABLET;ORAL-21)O5­l0-8205-30-89

3850911

I1-26­91

3959322

1I­26­9I

TABLEIV.NDA'SAPPROVEDFROMI­1-82TO12­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

ETHINYL ESTRADIOL; LEVONORGESTREL NORDETTE­28 WYETH LABS/AMHO 18-782 3666858

O.03MG; O.I5MG (TABLET; ORAL-28) 07-21-82 05-30-89

3850911

11-26-91

3959322

11-26-91

ETHINYL ESTRADIOL; LEVONORGESTREL TRIPHASIL­28 WYETH LABS/AMHO I9­I90 3666858

0.03MG; 0.05MG (TABLET; ORAL-28) 11-01-84 05-30-89

0.04MG; 0.075MG 3850911

0.03MG; 0.125MG 11-26-91

3959322

II­26­9I
3957982

05-18-93

ETHINYL ESTRADIOL; LEVONORGESTREL TRIPHASIL­2I WYETH LABS/AMHO I9­I92 3666858

0.03MG; 0.05MG (TABLET; ORAL—2I) 11-01-84 05-30-89

0.04MG; 0.075MG 3850911

0.03MG; O.I25MG 11-26-91

3959322

11-26-91

3957982

05-18-93

ETHINYL ESTRADIOL; NORETHINDRONE ORTHO-NOVUM 10/11-21 ORTHO PHARMACEUTICAL 18-354

0.035MG; O.5MG AND IMG (TABLET; ORAL-21) 01-11-82

ETHINYL ESTRADIOL; NORETHINDRONE ORTHO-NOVUM 10/II-28 ORTHO PHARMACEUTICAL 18-354

0.035MG; O.5MG AND IMG (TABLET; ORAL-28) 01-11-82

ETHINYL ESTRADIOL; NORETHINDRONE TRI-NORINYL 21­DAY SYNTEX (FP) 18-977 4390531

0.035MG; O.5MG AND IMG (TABLET; ORAL-21) 04-I3-84 06-28-OO

1V­57
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TABLE IV. NDA'S APPROVED FROM I­I-82 TO 12­3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

ETHINYL ESTRADIOL; NORGESTREL

0.03MG; 0.3M@

ETHINYL ESTRADIOL; NORGESTREL

0.03MG; O.3MG

ETIDOCAINE HYDROCHLORIDE

0.5%

ETIDOCAINE HYDROCHLORIDE

11

ETIDRONATE DISODIUM

200M@

TRADE NAME

(DOSAGE FORM; ROUTE)

LO/OVRAL

(TABLET; ORAL-21)

LO/OVRAL-28

(TABLET; ORAL-28)

DURANEST

(INJECTABLE; INJECTION)

DURANEST

(INJECTABLE; INJECTION)

DIDRONEL

(TABLET; ORAL)

APPLICANT NAME

WYETH LABS/AMHO

WYETH LABS/AMHO

ASTRA PHARM PRODS

ASTRA PHARM PRODS

NORWICH EATON/P&G

NDA #

APPROVAL DATE

17­612

03-17-75

I7-802

03­I6­76

17­75I

08-30-76

17-751

08-30-76

17-831

09-01-77

РАТENТ # EXCLUSIVITY

EXP. DATE 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

3862321

01-21-92

3812147

05-21-91

3862321

01-21-92

3812147

05-21-91

4254114

03-03-98

4216211

09-05-97

4137309

01-30-96

3683080

08-08-89

IV­59
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ACTIVE INGREDIENT(S)

STRENGTH(S)

FLUCYTOSINE

500MG

FLUNISOLIDE

0.025MG/INH

FLuoc I NON IDE

0.05%

FLuoc I NON IDE

0.05%

FLUPHENAZINE DECANOATE

25MG/ML

F LUPHENAZ I NE ENANTHATE

25MG/ML

FLURANDRENOLIDE

0.004MG/SQ CM

FLURAZEPAM HYDROCHLORIDE

I5MG

FLURAZEPAM HYDROCHLORIDE

30HG

FUROSEMIDE

2OMG

FUROSEMIDE

40MG

NDA'S APPROVED FROM I­I-82 TO I2-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

TRADE NAME

(DOSAGE FORM; ROUTE)

ANCOBON

(CAPSULE; ORAL)

BRONALIDE

(AEROSOL; INHALATION)

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)

Ш
HOFFMANN-LA ROCHE

SYNTEX LABS/SYNTEX

SYNTEX LABS/SYNTEX

K-LINE PHARMS

ER SQUIBB AND SONS

ER SQUIBB AND SONS

DISTA PRODS/LILLY

ROCHE PRODUCTS

ROCHE PRODUCTS

CHELSEA LABORATORIES

CHELSEA LABORATORIES

NDA #

APPROVAL DATE

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

17­00I

11-26-71

18-340

08-17-84

18-849

04-06-84

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

3368938

02-13-85

3394131

07-23-85

3394131

07-23-85

3632740

01-04-89

4316897

02-23-99

4316897

02-23-99

IV­6I



1V­62

ACTIVEINGREDIENT(S)

STRENGTH(SL

FUROSEMIDE

4OMG

FUROSEMIDE

2OMG

FUROSEMIDE

2006

FUROSEMIDE

4OMG

FUROSEMIDE

2OWG

FUROSEMIDE

4OMG

FUROSEMIDE

804C

FUROSEMIDE

ZOMG

FUROSEMIDE

40%0

FUROSEMIDE

SONG

FUROSEMIDE

IOMG/ML

FUROSEMIDE

IOMG/ML

TRADENAME

(DOSAGEFORM;ROUTE)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(TABLET;ORAL)

FUROSEMIDE

(INJECTABLE;INJECTION)

FUROSEMIDE

(INJECTABLE;INJECTION)

APPLICANTNAME

SUPERPHARM

SUPERPHARM

ZENITHLABORATORIES

ZENITHLABORATORIES

LEDERLELABS/AMCYAN

LEDERLELABS/AMCYAN

LEDERLELABS/AMCYAN

PARKE-DAVIS/W-L

PARKE-DAVIS/W-L

PARKE-DAVIS/W-L

PARKE-DAVIS/W-L

LYPHOMED

NDA#

APPROVALDATE

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

18­37O

O2­IO-83

18­37O

06-26-84

18-413

I1-30-83

18­4I3

I1-30-83

I8-4I5

O7­27-82

18­415

O7­27-82

18­415

11-2б-84

18­4I9

OI­3I-83

18­4I9

OI­31-83

18­4I9

I1-I3-84

18­420

02-26-82

18-507

07-30-82

NDA'SAPPROVEDFROM1­I-82TOI2-3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

FUROSEMIDE

80MG

FUROSEMIDE

IOMG/ML

FUROSEMIDE

IOMG/NL

FUROSEMIDE

IOMG/ML

FUROSEMIDE

40MG

FUROSEMIDE

20MG

FUROSEMIDE

40MG

FUROSEMIDE

40MG

FUROSEMIDE

20MG

FDROSFMIDF

4OMG

FUROSEMIDE

20MG

FUROSEMIDE

40MG

TRADE NAME

(DOSAGE FORM; ROUTE)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(INJECTABLE; INJECTION)

FUROSEMIDE

(INJECTABLE; INJECTION)

FUROSEMIDE

(INJECTABLE; INJECTION)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

FUROSEMIDE

(TABLET; ORAL)

APPLICANT NAME

CORD LABORATORIES

NATCON

ABBOTT LABORATORIES

WYETH LABS/AMHO

DRUMMER/PHOENIX

INTL MEDICATION SYS

INTL MEDICATION SYS

BARR LABORATORIES

ROXANE LABORATORIES

ROXANE LABORATORIES

KALAPHARM

KALAPHARM

NDA #

APPROVAL DATE

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

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

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

IV­63
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TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

GLYBURIDE

5MG

GLYBURIDE

I.25MG

GLYBURIDE

2.5MG

TRADE NAME

(DOSAGE FORM; ROUTE)

MICRONASE

(TABLET; ORAL)

DIABETA

(TABLET; ORAL)

DIABETA

(TABLET; ORAL)

APPLICANT NAME NDA #

APPROVAL DATE

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

UP JOHN I7-498

05-01-84

HOECHST-ROUSSEL 17­532

05-01-84

HOECHST-ROUSSEL 17-532

05-01-84

3426067

04-21-92

3454635

04-21-92

3507954

04-21-92

3507961

04-21-92

3426067

04-21-92

3454635

04-21-92

3507961

04-21-92

3507954

04-21-92

4060634

09-07-93

3426067

04-21-92

3454635

04-21-92

3507961

04-21-92

3507954

04­2I­92
4060634

09-07-93

NCE

05-01-94

NCE

05-01-94

NCE

05-OI­94

1V-65



IV­66

ACTIVEINGREDIENT(S)

STRENGTH(S)

GLYBURIDE

5MG

GONADORELINHYDROCHLORIDE

EQO.IMGBASE/VIAL

GONADORELINHYDROCHLORIDE

E00.5MGBASE/VIAL

GUANABENZACETATE

EQ4MGBASE

GUANABENZACETATE

EQGMGBASE

GUANADRELSULFATE

IOMG

GUANADRELSULFATE

25MG

TRADENAME

(DOSAGEFORM;ROUTE)

DIABETA

(TABLET;ORAL)

FACTREL

(INJECTABLE;

FACTREL

(INJECTABLE;

WYTENSIN

(TABLET;

WYTENSIN

(TABLET;

HYLOREL

(TABLET;

HYLOREL

(TABLET;

ORAL)

ORAL)

ORAL)

ORAL)

INJECTION)

INJECTION)

APPLICANTNAME

HOECHST-ROUSSEL

AYERSTLABS/AMHO

AYERSTLABS/AMHO

WYETHLABS/AMHO

WYETHLABS/AMHO

UPJOHN

UPJOHN

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

17­5323426067NCE

05-01-8404-21-9205-01-94

3454635

04-21-92

3507961

04-21-92

3507954

04-21-92

4060634

09-07-93

18­I233947569NCE

09-30-8203-30-9309­30­92

4110438

08-29-95

18-1233947569NCE

09-30-8203-30-9309-30-92

4110438

08-29-95

18-5873658993NCE

09-07-8204-25-8909-07-92

18-5873658993NCE

09-07-8204-25-8909-07-92

18-1043547951NCE

12-29-8212-15-8712-29-92

18-1043547951NCE

12-29-8212-15-8712-29-92

NDA'SAPPROVEDFROM1-1-82TO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 АNП NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

HALAZEPAM

2ОMG

HALAZEPAM

4ОWG

HALOPERIDOL

O.5MG

HALOPERIDOL

IMG

HALOPERIDOL

2MG

HALOPERIDOL

5MG

HALOPERIDOL

IOMG

HALOPERIDOL

20MG

HALOPERIDOL LACTATE

EQ 2MG BASE/NL

HALOPERIDOL LACTATE

EQ 5MG BASE/ML

HEPARIN SODIUM

10 UNITS/NL

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

PAXIPAM SCHERING 17-736 3429874

(TABLET; ORAL) 09-24-81 02-25-86

PАХ1PАM SCHERING 17-736 3429874

(TABLET; ORAL) 09-24-81 02-25-86

HALDOL MCNEIL PHARM 15-921 3438991

(TABLET; ORAL) 04-12-67 04-15-86

HALDOL MCNEIL PHARM 15-921 3438991

(TABLET; ORAL) 04­12­67 04-15-86

HALDOL MCNEIL PHARM 15-921 3438991

(TABLET; ORAL) 04-12­67 04-15-86

HALDOL MCNEIL PHARM 15-921 3438991

(TABLET; ORAL) 04­16­74 04-15-86

HALDOL MCNEIL PHARM I5­92I 3438991

(TABLET; ORAL) 04-16­74 04-15-86

HALDOL MCNEIL PHARM 15-921 3438991

(TABLET; ORAL) 02-02-82 04-15-86

HALDOL MCNEIL LABORATORIES I5­922 3438991

(CONCENTRATE; ORAL) 04-12-67 04-15-86

HALDOL MCNEIL LABORATORIES 15-923 3438991

(INJECTABLE; INJECTION) 05­I8­7I 04-15-86

1ЕPАК1N LOCK FLUSH INVENEX LABS/LIFE 17­029
(INJECTABLE; INJECTION) 05-06-82

1V­67



1V­68

ACTIVEINGREDIENT(S)

STRENGTH(S)

HEPARINSODIUM;SODIUMCHLORIDE

200UNITS/IOONL;QOOMG/IOONL

HEPARINSODIUM;SODIUMCHLORIDE

200UNITS/IOOML;QOOMG/IOONL

HEPARINSODIUM;SODIUMCHLORIDE

5OOUNITS/IOOML;9OOMG/IOONL

HEPARINSODIUM;SODIUMCHLORIDE

1,0OOUNITS/IOOML;QOOMG/IOOML

HEPARINSODIUM;SODIUMCHLORIDE

10,OO0UNITS/IOOML;9OOMG/IOOML

HEPARINSODIUM;SODIUMCHLORIDE

5,0OOUNITS/IOONL;QOOMG/IOOML

HEPARINSODIUM;SODIUMCHLORIDE

100UNITS/ML;4.5MG/ML

TRADENAME

(DOSAGEFORM;ROUTE)

HEPARINSODIUM1000UNITS

ANDSODIUMCHLORIDE0.9%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM2000UNITS

ANDSODIUMCHLORIDE0.9%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM50OOUNITS

ANDSODIUMCHLORIDE0.9%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM5OO0UNITS

INSODIUMCHLORIDE0.9%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUMI0,000UNITS

INSODIUMCHLORIDE0.9%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUMI2,500UNITS

INSODIUMCHLORIDE0.9%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

HEPARINSODIUM5,000UNITS

INSODIUMCHLORIDE0.45%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

APPLICANTNAME

TRAVENOLLABS

TRAVENOLLABS

TRAVENOLLABS

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

ABBOTTLABORATORIES

NDA#

APPROVALDATE

18­609

04-28-82

18-609

04-28-82

18-609

04-28-82

18-916

01-31-84

18-916

01-31-84

18-916

01-31-84

18-916

01-31-84

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

NDA'SAPPROVEDFROMI­I-82TO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 Т0 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 10,OO0 UNITS ABBOTT LABORATORIES 18-916

10,0OO UNITS/IOOML; 450MG/IOOML IN SODIUM CHLORIDE 0.451 01­31-84

1N PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 12,5OO UNITS ABBOTT LABORATORIES 18-916

5,0OO UNITS/IOOML; 450MG/IOOML IN SODIUM CHLORIDE 0.45% 01-31-84

1N PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 25,0OO UNITS ABBOTT LABORATORIES 18­916

5,0OO UNITS/IOOML; 450MG/IO0ML IN SODIUM CHLORIDE 0.45% 01-31-84

1N PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 25,000 UNITS ABBOTT LABORATORIES 18­916

10,0OO UNITS/IOOML; 45OMG/IOOPL IN SODIUM CHLORIDE 0.451 01-31-84

1N PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEPARIN SODIUM; SODIUM CHLORIDE HEPARIN SODIUM 25,OO0 UNITS ABBOTT LABORATORIES 18-916

5,0OO UNITS/IOOML; 9OOMG/IOOML IN SODIUM CHLORIDE 0.91 01-31-84

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

HEXACHLOROPHENE TURGEX XTTRIUM LABS 19-055

3% (SOLUTION; TOPICAL) 11-30-84

HYDROCHLOROTHIAZIDE; LOPRESSOR HCT 50/25 GEIGY/CIBA-GEIGY 18-303 3876802

METOPROLOL TARTRATE (TABLET; ORAL) 12-31-84 04-08-92

25MG; 50MG 3998790

12-21-93

HYDROCHLOROTHIAZIDE; LOPRESSOR HCT 100/25 GEIGY/CIBA-GEIGY 18-303 3876802

METOPROLOL TARTRATE (TABLET; ORAL) 12-31-84 04-08-92

25MG; IOOMG 3998790

12-21-93

IV­69
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ACTIVEINGREDIENT(S)

STRENGTH(S)

HYDROCHLOROTHIAZIDE;

METOPROLOLTARTRATE

5OMG;IOOMG

HYDROCHLOROTHIAZIDE;TIMOLOLMALEATE

25MG;IOMG

HYDROCHLOROTHIAZIDE;TRIAMTERENE

5OMG;75MG

HYDROCORTISONEACETATE

IO%

HYDROOORTISONEBUTYRATE

O.I%

HYDROCORTISONEBUTYRATE

O.I%

HYDROCORTISONEVALERATE

0.2%

HYDROMORPHONEHYDROCHLORIDE

IOMG/ML

HYDROXYUREA

5OOMG

IBUPROFEN

400MB

Ш(DOSAGEFORM;ROUTE)

LOPRESSORHCT100/50

(TABLET;ORAL)

TIMOLIDE

(TABLET;ORAL)

MAXZIDE

(TABLET;ORAL)

CORTIFOAM

(AEROSOL;RECTAL)

LOCOID

(CREAM;TOPICAL)

LOCOID

(OINTMENT;TOPICAL)

WESTCORT

(OINTMENT;TOPICAL)

DILAUDID-HP

(INJECTABLE;INJECTION)

HYDREA

(CAPSULE;ORAL)

MOTRIN

(TABLET;ORAL)

APPLICANTNAME

GEIGY/CIBA­GEIGY

MSÃD/MERCK

MYLANPHARMS

REEDäCARNRICKPHARMS

OWENLABS/DERMPRODS

OWENLABS/DERMPRODS

WESTWOODPHARMS

KNOLLPHARMACEUTICAL

ERSQUIBBANDSONS

UPJOHNMANUFACTURING

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

18­3033876802

12-31-8404-08-92

3998790

12-21-93

18-0613655663

12-11-8104-11-89

4238485

12-09-97

19-1294444769

10-22-8404-24-01

17-351

02-10­82

18-795

01-07-83

19-100
07-03-84

18-726

08-08-83

19-034NCE

01-II-84O1­II­94

I6­2953968249

12-07-6707-06-93

17-4633385886

09-19-7405-28-85

NDA'SAPPROVEDFROM1-1-82TO12­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FRUÁ 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

IBUPROFEN

30046

IBUPROFEN

бOOMG

IBUPROFEN

400WG

IBUPROFEN

600MG

1NDАPАM1DE

2.5MG

1ND0MEТNАС1N

5ОMG

INDOMETHACIN

75MG

INDOMETHACIN

25MG

INDOMETHACIN

50MG

1NDOMEТНАС IN

25MG

INDOMETHACIN

50MG

TRADE NAME

(DOSAGE FORM; ROUTE)

MOTRIN

(TABLET; ORAL)

MOTRIN

(TABLET; ORAL)

RUFEN

(TABLET; ORAL)

RUFEN

(TABLET; ORAL)

LOZOL

(TABLET; ORAL)

INDOCIN

(SUPPOSITORY; RECTAL)

INDOCIN SR

(CAPSULE, CONTROLLED

RELEASE; ORAL)

INDOMETHACIN

(CAPSULE; ORAL)

INDOMETHACIN

(CAPSULE; ORAL)

INDOMETHACIN

(CAPSULE; ORAL)

INDOMETHACIN

(CAPSULE; ORAL)

APPLICANT NAME

UPJOHN MANUFACTURING

UPJOHN MANUFACTURING

BOOTS PHARMACEUTICAL

BOOTS PHARMACEUTICAL

USV PHARMACEUTICAL

MSÃD RES LABS/MERCK

MSäD/MERCK

CHELSEA LABORATORIES

CHELSEA LABORATORIES

ZENITH LABORATORIES

ZENITH LABORATORIES

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

17-463 3385886

09-19-74 05-28-85

17-463 3385886

03-09-79 05-28-85

18-197 3385886

05-19-81 05-28-85

18-197 3385886

03-05-84 05-28-85

18-538 3565911 NCE

07-06-83 02-23-88 07-06-93

17-814

08-13-84

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

IV­7I



21-A1

68-70-70

2127Q99

68-70-70

2127Q99

68-82-21

30N

18-71-80

¿LO-81

18-71-80

910-81

78-82-21

682-81

78-92-11

908-81

78-î2-11
908-91

78-02-70

BQB-81

78-02-70

8QB-81

78-81-Q0

1Q8-81

78-81-Q0

1Q8-81

78-90-80

628-81

78-90-80

628-81

31V0 '8Х3 31V0 °8Х3

A1IА1S0T0Х3 i 1N31Vd
31V0 TVА088dV

# VGN

SNOS 0NV 88100S 83

SN0S 0NV 88100S 83

S01SAН8-103N

T-M/51^V0-388V8

T-M/S1АVG-388Vd

S88VН8 NVTA8

SN8VН8 NVTA8

NVA0 NV/S8VT 3T83031

NVA0 N8/S8VT 3183031

TV011030VN8VН8 8V8

TV011030VN8VН8 8V8

3NVN 1NV01T88V

(N01103FN1 f3T8V103I°NI)

3ПА0`I0Н0

(N01103FN1 f3T8V103FNI)

30AOTOHO

(N01103FN1 f3TEIV103ГNI)

MOT308Hd3N

(TV80 f3TIISdVO)

N108Н13800N1

(1V80 f3T0SdVO)

N10VН13800N1

(1V80 f3T0ScIVO)

N10VН13800N1

(TV80 f3T0S8V0)

N10VN13N00N1

(TV80 f3T0S8V0)

N10VН13N00N1

(TV80 f3T0S8VO)

N10VN13800N1

(TV80 f3T0SdVO)

NIOVH13NOGNI

(TV80 f3TOS8VO)

N10VН13N00N1

(31008 fN803 39VS00)

38VN 30V81

$6 ’6

3N IwnTOaw EI1VNVXOOOI

1: ‘ov

3N I игпэзм эшшхоооl

­III/IOIII
EZI-I

‘IAIIIGOS a1velndcIII-IOOOI

ON0Q

N10VH13800NI

9N52

NI0VH13N00N1

ON0Q

N10VН13N00NI

ONQ2

NI0VH13N00N1

9N0Q

NI0VH13800N1

ONQ2

NI0VH13N00N1

9NQ2

NI0VH13W00NI

980Q

N10VН13N00NI

(S)Н19N381S

(S)1N3103ЮNI 3A110V

N011VN803NI 1N31V8 31V188088dV Н1IM S1V0N 0NV 78-19-21 01 28-1-1 N083 03A088dV S1V0N ’AI 3T8V1



TABLE IV. 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATIONNDA'S APPROVED FROM

ACTIVE INGREDIENT(S)

STRENGTH(S)

ISOFLURANE

99.9%

ISOTRETINOIN

IOMG

ISOTRETINOIN

20MG

ISOTRETINOIN

40MG

KETOCONAZOLE

200MG

LABETALOL HYDROCHLORIDE

2OOMG

TRADE NAME

(DOSAGE FORM; ROUTE)

FORANE

(GAS; INHALATION)

ACCUTANE

(CAPSULE; ORAL)

ACCUTANE

(CAPSULE; ORAL)

ACCUTANE

(CAPSULE; ORAL)

NIZORAL

(TABLET; ORAL)

NORMODYNE

(TABLET; ORAL)

APPL 1СANТ NAME

ANAQUEST/BOC

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

JANSSEN PHARMA

SCHERING

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

17­624 3535425

12-18-79 01-24-93

3535388

01-24-93

18-662 42OO647 NCE

05-07-82 04-29-97 05-07-92

4322438

03-30-99

4464394

08-07-01

18-662 4200647 NCE

03-28-83 04-29-97 05-07-92

4322438

03-30-99

4464394

08-07-01

18-662 42OO647 NCE

05-07-82 04-29-97 05-07-92

4322438

03-30-99

4464394

08-07-01

18-533 4335125

06-12-81 06-15-99

18~686 4012444

08-01-84 03-15-94

4OO6755

01-03-95

1V­73



IV­74

ACTIVEINGREDIENT(S)

STRENGTH(S)

LABETALOLHYDROCHLORIDE

30ONG

LABETALOLHYDROCHLORIDE

4OOMG

LABETALOLHYDROCHLORIDE

5MG/ML

LABETALOLHYDROCHLORIDE

ZOOMG

LABETALOLHYDROCHLORIDE

30OWG

LABETALOLHYDROCHLORIDE

4OOMG

TRADENAME

(DOSAGEFORM;ROUTE)

NORMODYNE

(TABLET;ORAL)

NORMODYNE

(TABLET;ORAL)

NORMODYNE

(INJECTABLE;INJECTION)

TRANDATE

(TABLET;ORAL)

TRANDATE

(TABLET;ORAL)

TRANDATE

(TABLET;ORAL)

APPLICANTNAME

SCHERING

SCHERING

SCHERING

GLAXO

GLAXO

GLAXO

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

18­6864012444NCE

08-01-8403-15-9408-01-94

4OO6755

01-03-95

18-6864012444NCE

08-01-8403-15-9408-01-94

4006755

01-03-95

18-6874012444NCE

08-01-8403-15-9408-01-94

4006755

01-03-95

4328213

05-04-99

18-7164012444NCE

08-01-8403-15-9408-01-94

4006755

01-03-95

18-7164012444NCE

08-01-8403-15-9408-01-94

4006755

01-03-95

18-7164012444NCE

08-01-8403-15-9408-01-94

4006755

01-03-95

NDA'SAPPROVEDFROM1-1-82TO12-31-84АN0NDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

LACTULOSE

IOGW/löML

LEUCOVORIN CALCIUM

EQ 5MG BASE

LEUCOVORIN CALCIUM

EQ 25MG BASE

LITHIUM CARBONATE

450MG

LITHIUM CARBONATE

300MG

LOPERAM 1ПЕ HYDROCHLOR IDE

2MG

LOPERAMIDE HYDROCHLORIDE

IMG/5ML

LOXAPINE HYDROCHLORIDE

EQ 50MG BASE/NL

TRADE NAME

(DOSAGE FORM; ROUTE)

CEPHULAC

(SYRUP; ORAL)

WELLCOVORIN

(TABLET; ORAL)

WELLCOVORIN

(TABLET; ORAL)

ESKALITH CR

(TABLET, CONTROLLED

RELEASE; ORAL)

LITHIUM CARBONATE

(TABLET; ORAL)

IMODIUM

(CAPSULE; ORAL)

IMODIUM

(SOLUTION; ORAL)

LOXITANE

(INJECTABLE; INJECTION)

APPLICANT NAME

NERRELL DOW/DOW CHEM

BURROUGHS WELLCOME

BURROUGHS WELLCOME

SKÄF LABORATORIES

ROXANE LABORATORIES

JANSSEN PHARMA

JANSSEN PHARMA

LEDERLE LABS/AM CYAN

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

17-657 3461204

03-25-76 08-12-86

3867524

02-18-92

3860708

01-14-92

3860707

01-14-92

3562388

02-09-88

3558774

01-26-88

18-342

07-08-83

18-342

07-08-83

18-152

03-29-82

18-558

01-29-82

17-694 3714159

12-28-76 01-30-90

19-037 3714159

07-31-84 01-30-90

18-039 3546226

10-26-79 12-08-87
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91-А1

78-70-70

900-61

78-Q1-90

L7O-6I

88-92-10 69-72-10

66Q1679 EQL-91

18-80-21 Q1-Q2-20

92297Q9 Q2Q-11

18-80-21 Q1-Q2-20

92297Q9 Q2Q-11

18-80-21 Q1-Q2-20

92297Q9 Q2Q-11

18-80-21 11­Q2-01

92297Q9 Q2Q-11

76-02-60

6086707

18-80-21 91-70-Q0

92297Q9 8Q9-11

31V0 ‘8Х3 31VG '8X3 31V0 TVA0888V

A11А1S0T0Х3 # 1N31V8 # V0N

8S0Н NV/MV90N NV

S88T 13N311881

1831S/S881 8081-11N1M

NVA0 88/S8VT 3T83031

NVA0 8V/S8VT 338303T

NVA0 8V/S8V1 3183031

NVA0 NV/S8VT 338303T

NVA0 NV/S8VT 3T8303T

3NVN 1NV011888

(N01103FN1 f3T8V103ГNI)

83NIV1N00

011SVT8 N1 7'1 Н8 S31AT0S1

(N01103FN1 f3TEIV1O3ГNI)

83NIV1N00

0115838 NI 95 3.1.13­885838

(T801801 fNV380)

N0TANV8T0S

(TV80 f3T0S8V0)

3NV1IХ0T

(TV80 f3T0SdV0)

3NV1IХ0T

(TV80 f3TnSdVO)

3NV11Х0T

(TV80 f3T0SdV0)

3NV1IХ0T

(TV80 f31V81N30N00)

3NV11Х0T

(31008 f N803 39V500)

3NVN 30V81

TN001/9N21

fTNOOI/ONOOQ fTN001/ON09Q fTN001/ON019

f'TAIOOI/ONZS'O f3/1001/ON19 fT71001/OИ09

318Н8S0—18 WTIGOS

f31VN000TO N0100S f30180TН0 N0100S f31V130V

N01005 fOISVBONON ‘31VHdSOHd NOISSV10d

f30I80THO N01S37108 f3CII8OTHO N01S3NOVN

TN001/ON792 fTNOOI/ONBZI fTN001/ON29

30180TН0 N01005 e31)/13OV

NI'IISSV1OcI zEIJ.\I'8GAHV8.I.3.L 31V130V "11S3N0888

NO/3SV8 ONSS 03

31V130V 301N33VN

3SV8 ON0Q 03

31VNI000S 3NIdVХ0T

35V8 ONQ2 03

31VNI000S 3NIdVХ0T

3SV8 ON01 03

31VN1000S 3NIdVХ0T

3SV8 ONQ 03

31VNI000S 3NIdVХ0T

11/3SV8 ONQ2 03

30180TН0080AН 3NIdVХ03Щ
(S)1N310389NI 3А110V

N011V8803N1 1N31V8 31V1880888V Н1IM S1V0N 0NV 78-19-21 01 28-1-1 N083 0310888V S1VGN °А1 3T8V1



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIOSOL IN PLASTIC ABBOTT LABORATORIES 17­637

SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CONTAINER 07-08-82

GLUCONATE (SOLUTION; IRRIGATION)

30MG/IOOML; 37MG/IOONL; 222MG/IOOML;

526MG/IOOML; 502MG/IOOML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIOSOL IN PLASTIC ABBOTT LABORATORIES 18­406

SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CONTAINER 07-08-82

GLUCONATE (SOLUTION; IRRIGATION)

3OMG/IOOML; 37MG/IOOML; 222MG/IOOML;

526MG/IOOML; 502MG/IOOML

MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE; PHYSIOLYTE IN PLASTIC AM MCGAW/AM HOSP I9­024

SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CONTAINER 06-08-84

GLUCONATE (SOLUTION; IRRIGATION)

30MG/IOOML; 37MG/IOOML; 37OMG/IOOML;

530MG/IOOML; 5OOMG/IOOML

MAGNESIUM SULFATE; POTASSIUM CHLORIDE; TIS-U-SOL TRAVENOL LABS 18-508

POTASSIUM PHOSPHATE, MONOBASIC; SODIUM (SOLUTION; IRRIGATION) 02­I9-82
CHLORIDE; SODIUM PHOSPHATE

20MG/IOOML; 4OMG/IO0ML; 6.25MG/IOOML;

8OOMG/IOOML; 8.75MG/IOOML

MALATHION PRIODERM PURDUE FREDERICK 18­6I3 NCE

0.5% (LOTION; TOPICAL) 08-02-82 08-02-92

MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17­543 3399201

25MG (TABLET; ORAL) 12-01-80 08-27-85

MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201

50MG (TABLET; ORAL) 12-01-80 08-27-85

MAPROTILINE HYDROCHLORIDE LUDIOMIL CIBA/CIBA-GEIGY 17-543 3399201

75MG (TABLET; ORAL) 09-30-82 08-27-85

IV­77



IV­78

ACTIVEINGREDIENT(S)

STRENGTH(S)

MAZINDOL

IMG

MAZINDOL

2MG

MAZINDOL

ZMG

MAZINDOL

IMG

NEBENDAZOLE

IOOMG

MEDROXYPROGESTERONEACETATE

IOOMG/ML

MEDROXYPROGESTERONEACETATE

400MG/ML

NEGLLMINE;II'ETRIZOICACID

140.lMG/ML;461.8MG/NL

METAPROTERENOLSULFATE

20MG

METAPROTERENOLSULFATE

IOMG

METAPROTERENOLSULFATE

0.65MG/INH

METAPROTERENOLSULFATE

IOMG/5ML

TRADENAME

(DOSAGEFORM;ROUTE)

SANOREX

(TABLET;ORAL)

SANOREX

(TABLET;ORAL)

MAZANOR

(TABLET;ORAL)

MAZANOR

(TABLET;ORAL)

VERMOX

(TABLET,CHEWABLE;ORAL)

DEPO-PROVERA

(INJECTABLE;INJECTION)

DEPO-PROVERA

(INJECTABLE;INJECTION)

ISOPAQUE­280

(INJECTABLE;INJECTION)

ALUPENT

(TABLET;ORAL)

ALUPENT

(TABLET;ORAL)

ALUPENT

(AEROSOL;INHALATION)

ALUPENT

(SYRUP;ORAL)

APPLICANTNAME

SANDOZPHARMS/SANDOZ

SANDOZPHARMS/SANDOZ

WYETHLABS/AMHO

WYETHLABS/AMHO

JANSSENPHARMA

UPJOHN

UPJOHN

WINTHROPLABS/STERL

BOEHRINGERINGELHEIM

BOEHRINGERINGELHEIM

BOEHRINGERINGELHEIM

BOEHRINGERINGELHEIM

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

17­2473763178

06-14-7310-02-90

17-2473763178

06-14-7310-02-90

17-9803763178

08-28-8010-02-90

17­9803763178

02-02-8210-02-90

17­48I3657267

06-28-7404-18-89

12-5413377364

01-16-7604-09-85

12-5413377364

01-16-7604­09-85

17-5063476802

04-30-7411-04-86

15-8743422196

05-13-7401-14-86

15-8743422196

08-08-7701-14-86

16-4023422196

07-31-7301-14-86

17-5713422196

05-23-7501-14-86

PATENTINFORMATION NDA'SAPPROVEDFROMI­1-82TOI2­3I-84ANDNDA'SWITHAPPROPRIATE TABLEIV.



TABLE IV. NDA'S APPROVED FROM I­I-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

METAPROTERENOL SULFATE ALUPENT BOEHRINGER INGELHEIM 17-659 3422196

5% (SOLUTION; INHALATION) 09-18-80 01-14-86

METAPROTERENOL SULFATE ALUPENT BOEHRINGER INGELHEIM 18-761 3422196

0.6% (SOLUTION; INHALATION) 06-30-83 01-14-86

METHYLDOPA NETHYLDOPA OORD LABORATORIES 18­934

25096 (TABLET; ORAL) 06-29-84

NETHYLDOPA NETHYLDOPA OORD LABORATORIES 18­934

500MG (TABLET; ORAL) 06-29-84

METHYLPHENIDATE HYDROCHLORIDE RlTALlN-SR CIBA/CIBA-GEIGY 18-029

20MG (TABLET, CONTROLLED 03-30-82

RELEASE; ORAL)

METOCLOPRAMIDE REGLAN AH ROBINS 18-821

EQ 5MG BASE/5ML (SYRUP; ORAL) 3-25-83

METOPROLOL TARTRATE LOPRESSOR GEIGY/CIBA-GEIGY 17­963 3998790

БOMG (TABLET; ORAL) 08-07-78 12-21-93

METOPROLOL TARTRATE LOPRESSOR GEIGY/CIBA-GEIGY 17-963 3998790

IOOMG (TABLET; ORAL) 08-07-78 12-21-93

METOPROLOL TARTRATE LOPRESSOR GEIGY/CIBA-GEIGY 18­704 3998790

IMG/ML (INJECTABLE; INJECTION) 03­30-84 12-21-93

IV­79



08-A1

68-19-01

1111019

68-19-01

1111019

28-02-21

791-81

28-11-60

791-81

28-22-01

071-81

28-22-01

071-81

28-19-80

U19-81

28-20-90

029-81

28-70-90

029-81

78-91-20

66Q-81

28-11-60

66Q-81

28-Q0-Q0

11Q-81

81-92-80

286-11

81-92-80

286-11

31V0 ‘883 31V0 °8Х3

A1111S010Х3 # 1N31Vd

31VG TV108888

# V0N

TV0VN8VН8 A808NV0

TV0VN8VN8 A808NV0

S31801V808VT 0800

S3 1801V808VT 08(1)

dSOH N8/MV90N МН

XIN3OHd/83NN08O

Х1830N8/83NN080

S31801V808VT V3ST3Н0

S31801V808VT V3S`I3Н0

S31801V808VT Н11N32

T831S/S8VT 8O8Н1NIM

T831S/S8VT 8O8N1NIM

38V8 1NV01188V

(1V80 f13T8V1)

3T02V01N0813N

(TV80 f13T8V1)

3T02V01N0813N

(TV80 f13TEIV1)

3T02801N08138

(TV80 f13T8V1)

3T02V01N08138

(N01103FN1 f3T8V103FNI)

'A°1 08138

(`I880 :13T8V1)

OOQ TA8138

(1V80 f13T8V1)

TA8138

(TV80 f13T8V1)

3T02V01N08138

(TV80 f13T8V1)

3T02V01N08138

(TV80 f13T8V1)

3T02V01N08138

(N01103FNI f3T8V103ГNI)

300V81NV

(N01103FN1 f3T8V103FNI)

300V81NV

(31008 fN803 39VS00)

38VN 30V81

ON00Q

3T02V01N08138

ON0Q2

3T02V01N08138

ON00Q

3T02V01N0813N

ON052

3T02V01N0813N

TNOO I /OЮ0Q

3T02V01N0813N

ON00Q

3T02V01N08138

ON0Q2

3T02V01N08138

ON00Q

3T02V01N08138

ON0Q2

3T02V01N08138

9N00Q

3T02V01N08138

TV1A/N9Q1'9

301NV21813N

TV1A/И9Q1'9

301N8218138

(S1Н1ON381S

(S)1N3IO3ë:E)NI 3^I10V

N011V8803N1 1N31V8 31V1880888V Н1IМ S1V0N 0NV 78-19-21 01 28-1-1 8083 0310888V S1V0N ’AI 318V1



NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

NETRONIDAZOLE

250MG

METRONIDAZOLE

500MG

METRONIDAZOLE

250MG

NETRONIDAZOLE

250MG

METRONIDAZOLE

500MG

IVETRONIDAZOLE

500MG/1OO81

NETRONIDAZOLE

5OOWG/IOONL

METRONIDAZOLE

5OOMG/IOOML

METRONIDAZOLE

500MG/IOOML

NETRONIDAZOLE

5OOMG

NETRONIDAZOLE

250MG

TRADE NAME

(DOSAGE FORM; ROUTE)

METRONIDAZOLE

(TABLET; ORAL)

NETRONIDAZOLE

(TABLET; ORAL)

METRONIDAZOLE

(TABLET; ORAL)

PROTOSTAT

(TABLET; ORAL)

PROTOSTAT

(TABLET; ORAL)

NETRONIDAZOLE

(INJECTABLE; INJECTION)

NETRONIDAZOLE IN PLASTIC

CONTAINER

(INJECTABLE; INJECTION)

METRO I.V. IN PLASTIC
CONTAINER

(INJECTABLE; INJECTION)

METRONIDAZOLE

(INJECTABLE; INJECTION)

METRONIDAZOLE

(TABLET; ORAL)

NETRONIDAZOLE

(TABLET; ORAL)

APPL ICANT NAME

BARR LABORATORIES

BARR LABORATORIES

PAR PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

ELKINS-SINN/AHROBINS

PAR PHARMACEUTICAL

LNK INTERNATIONAL

NDA #

APPROVAL DATE

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

18-818

02-16-83

18-818

02-16-83

18-845

08-18-83

18-871

03-02-83

18-871

03-02-83

18-889

11-18-83

18-890

11-18-83

18-9OO

09-29-83

18-907

03-30-84

18-930

08-18-83

19-029

04-10-84

IV-8I



IV-82

ACTIVEINGREDIENT(S)

STRENGTH(S)

METYROSINE

250MG

MIOONAZOLE

IOMG/ML

MIOONAZOLENITRATE

2%

MIOONAZOLENITRATE

2%

MIOONAzOLENITRATE

2%

MIOONAZOLENITRATE

IOOMG

MIOONAZOLENITRATE

200MG

MINOXIDIL

2.5MG

TRADENAME

(DOSAGEFORM;ROUTE)

DEMSER

(CAPSULE;ORAL)

MONISTAT

(INJECTABLE;INJECTION)

MONISTAT7

(CREAM;VAGINAL)

MONISTAT-DERM

(CREAM;TOPICAL)

MONISTAT-DERM

(LOTION:TOPICAL)

MONISTAT7

(SUPPOSITORY;VAGINAL)

MONISTAT3

(SUPPOSITORY;VAGINAL)

LONITEN

(TABLET;ORAL)

APPLICANTNAME

MSÃD/MERCK

JANSSENPHARMA

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTHOPHARMACEUTICAL

ORTI-K)PHARMACEUTICAL

UPJOHN

NDA#PATENT#

APPROVALDATEEXP.DATE

17-87I3362879

I0­03­790I­09-85

I8­04O3717655

I0­04-7802-20-90

3839574

IO­0I­9I

I7­45037I7655

0I­30­7402-20-90

3839574

IO­0I­9I

I7­4943717655

0I­30­7402-20-90

3839574

IO­0I­9I

I7­73937I7655

I2­I6­7502-20-90

3839574

I0­0I­9I

18­52037I7655

03-15-8202-20-90

3839574

I0­0I­9I

18-88837I7655

08­I5-8402-20-90

3839574

I0­OI­9I

18­I54346I46I

I0­18­7908­I2-86

EXCLUSIVITY

NDA'SAPPROVEDFROMI­I-82TOI2­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



NDA'S APPROVED FROM 1-1-82 T0 I2­3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

MINOXIDIL

IOMG

MOLINDONE HYDROCHLORIDE

5MG

MOLINDONE HYDROCHLORIDE

IOMG

MOLINDONE HYDROCHLORIDE

25MG

MOLINDONE HYDROCHLORIDE

50MG

MO_INDONE HYDROCHLORIDE

IOOMG

MOLINDONE HYDROCHLORIDE

ZOMG/ML

MORPHINE SULFATE

O.5MG/ML

MORPHINE SULFATE

IMG/ML

NADOLOL

40MG

NADOLOL

80M@

TRADE NAME

(DOSAGE FORM; ROUTE)

LONITEN

(TABLET; ORAL)

MOBAN

(TABLET; ORAL)

MOBAN

(TABLET; ORAL)

MOBAN

(TABLET; ORAL)

NDBAN

(TABLET; ORAL)

NDBAN

(TABLET; ORAL)

MOBAN

(CONCENTRATE; ORAL)

DURAMORPH PF

(INJECTABLE; INJECTION)

DURAMORPH PF

(INJECTABLE; INJECTION)

CORGARD

(TABLET; ORAL)

CORGARD

(TABLET; ORAL)

UPJOHN

DUPONT

DUPONT

DUPONT

DUPONT

DUPONT

DUPONT

ELKINS

ELKINS

APPLICANT NAME

PHARMS/DUPONT

PHARMS/DUPONT

PHARMS/DUPONT

PHARMS/DUPONT

PHARMS/DUPONT

PHARMS/DUPONT

SINN/AHROBINS

SINN/AHROBINS

ER SQUIBB AND SONS

ER 500188 АND SONS

NDA )I
f

PATENT )I
f

EXCLUS I VITY

APPROVAL DATE EXP. DATE EXP. DATE

18-154 3461461

10-18-79 08-12-86

17-111 3491093

07-03-74 01-20-87

17-111 3491093

07-03-74 01-20-87

17-111 3491093

07-03-74 01-20-87

17­III 349I093

01-05-81 01-20-87

17-111 3491093

01-05-81 01-20-87

17-938 3491093

12-28-79 01-20-87

18-565

09-18-84

18-565

09-18-84

18­063 3982021

12-10-79 09-21-93

3935267

01-27-93

I8-063 3982021

12-10-79 09-21-93

3935267

01-27-93

IV-83



IV-84

ACTIVEINœEDIENNS)TRADENAMEAPPLICANTNAMENDAiPATENT#IEXCLUSIVITY

STRENGTH(S)(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

NADOLOLœRGARDERSQUIBBANDSONS18­063398202I

I2OMG(TABLET;ORAL)I2­I0­7909-21-93

3935267

OI­27­­93

NADOLOLœRGARDERSOJIBBANDSONS18­0633982021

IOOMG(TABLET;(RAL)12­IO­79O9­21­­93

3935267

OI­27­93

NADOLOL(DRGARDERSQUIBBANDSONS18­0643982021

40MG(TABLET;ORAL)I2­IO­7909­21­93

3935267

01-27­93

NADOLOLœRGARDERSQUIBBANDSONS18­0643982021

BOMG(TABLET;ORAL)12­I0­7909-21-93

3935267

OI-27-93

NADOLOLCORGARDERSQUIBBANDSONS18­0643982021

12040(TABLET;ORAL)12­1O­7909-21-93
А

3935267

01-27-93

NADOLOLCORGARDERSQUIBBANDSONS18­064398202I

I6OWG(TABLET;ORAL)I2­I0­7909­2I­93
3935267

0I­27­­93

NALBUPHINEHYDROCHLORIDENUBAINDUPONTPHARMS/DUPONT18­0243393I97

IOMG/ML(INJECTABLE;INJECTION)05­I5­7907­16-85

NALIDIXICACIDNEGGRAMWINTHROPLABS/STERL14­2I43590036

25M/IG(TABLET;ORAL)I2­27­6706-29-88

TABLEIV.NDA'SAPPROVEDFROM1-I-82TOI2­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

NALIDIXIC ACID

5OOMG

NALIDIXIC ACID

IGM

NALIDIXIC ACID

250MG/5ML

NALOXONE HYDROCHLORIDE; PENTAZOCINE

HYDROCHLORIDE

O.5MG; EQ 50MG BASE

NALTREXONE HYDROCHLORIDE

50MG

NAPROXEN

I25MG

NAPROXEN

250MG

TRADE NAME

(DOSAGE FORM; ROUTE)

NEGGRAM

(TABLET; ORAL)

NEGGRAM

(TABLET; ORAL)

NEGGRAM

(SUSPENS1ON; ORAL)

TALWIN NX

(TABLET; ORAL)

TREXAN

(TABLET; ORAL)

NAPROSYN

(TABLET; ORAL)

NAPROSYN

(TABLET; ORAL)

APPLICANT NAME

WINTHROP LABS/STERL

WINTHROP LABS/STERL

WINTHROP LABS/STERL

WINTHROP LABS/STERL

DUPONT PHARMS/DUPONT

SYNTEX PR

SYNTEX PR

NDA # PATENT # ExcLuslvlTY
APPROVAL DATE EХP. DАТE EХP. DATE

14-214 359OO36

03-06-64 06-29-88

14-214 3590036

03-06-64 06­29-88

17-430 359OO36

04-17-73 06-29-88

18-733 4105659

12-16-82 ое-ов-95

18-932 NCE

11-20-84 11-20-89

17-581 3998966

03-11-76 12-21-93

4OO9197

09-09-92

4001301

09-09-92

3904682

09-09-92

17-581 3998966

03-11-76 12-21-93

4009197

09­09­92

4001301

09-09-92

3904682

09-09-92



76­EI­IO
ЗОН

Zô-7I-QO

30N

68­ZZ­ZO

LZ9779E

Zö­60­60

L6I6007

Z6­60­60

IOEIOO7

E6­IZ­ZI
996866E

Z6­60­60

289706£

Z6­60­60

IOEIOO7

Z6­60­60

L616007

E6­IZ­ZI
996866E

Z6­60­60

Z89706í

Z6­60­60

IOEIOO?

Zô­60­60

L6I6007

E6­IZ­ZI
996866E

31VG ’8X3

A1I^I$0TOX3

31VG ‘8X3

# 1N31Vd

I8­Iî-ZI
ZD7-81

78­EI­IO

ZI9­8I

ZQ-7I-5O

699­8I

08-#0-60

PQI-81

Z8­SI­7O

IBS-LI

08­8I­L0
ISQ-LI

31VG TVAO8ddV

# VGN

83ZI3d/SBVT 83ZI3d

N3HO MOG/MOO TT3883N

S3TIN/SN8VHd S3TIN

8d X31NAS

8d X31NAS

8d X31NAS

ВNЧ" 1NVOITddV

(TV80 f3TnSdVO)w

VIG8VOO8d

(TV80 fONIM3HO ‘N00)

31138OOIN

(TV80 f3T8VM3HO ‘13T8V1)

3GIOOTOIN

(TV80 fiaЧavl)

XO8dVNV

(TV80 f13T8V1)

NASO8dVN

(TV80 f13T8V1)

NASO8dVN

(31008 eN803 3OVSOO)

3NVN 3OV81

ONOI

3NIdIG33IN

3SV8 ONZ O3

X3TdN00 NIS38 3NI100IN

ONOOQ

3GINVSOTOIN

ONQLZ

NOIGOS N3XO8dVN

ONOOS

N3XO8dVN

ONSLS

N3XO8dVN

(S)H10N381$

(8)1N3I038ONI 3AI10V

NOI1VNHOdNI íNBLVd 31VI8808ddV H11! SIVGN GNV 7O-IE-ZI O1 Z8-1­I N083 03A08ddV SIVOM ‘AI 3TGYL



ACTIVE INGQEDIENT(S)

STRENGTH(S)

NITROGLYCERIN

0.5MG/ML

NITROGLYCERIN

5MG/ML

NITROGLYCERIN

5MG/ML

NITROGLYCERIN

IMG/NL

NITROGLYCERIN

5MG/ML

NITROGLYCERIN

0.8MG/ML

NOMIFENSINE MALEATE

25MG

NOWIFENSINE MALEATE

50MG

NORETHINDRONE ACETATE

5MG

NORGESTREL

0.075MG

NORTRIPTYLINE HYDROCHLORIDE

EQ IOMG BASE

TABLE IV. NDA'S APPROVED FROM I­I-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

_TRADE NAME

(DOSAGE FORM; ROUTE)

TRIDIL
(INJECTABLE; INJECTION)

NITROSTAT

(INJECTABLE; INJECTION)

NITRO-BID

(INJECTABLE; INJECTION)

NITRONAL

(INJECTABLE; INJECTION)

NITRONAL

(INJECTABLE; INJECTION)

NITROL

(INJECTABLE; INJECTION)

MERITAL

(CAPSULE; ORAL)

MERITAL

(CAPSULE; ORAL)

AYGESTIN

(TABLET; ORAL)

OVRETTE

(TABLET; ORVL)

AVENTYL HCL

(CAPSULE; ORAL)

APPLICANT NAME

AM CRITICAL CARE/AHS

PARKE-DAVIS/W-L

MARION LABORATORIES

G POHL-BOSKAMP

G POHL-BOSKAMP

KREMERS-URBAN

HOECHST-ROUSSEL

HOECHST-ROUSSEL

AYERST LABS/AMHO

WYETH LABS/AMHO

ELI LILLY

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18­537

06-16-83

18-588

12-23-83

18-621

01-05-82

18-672

08-30-83

18-672

08-30-83

18-774

01-19-83

18-224 NCE

12-31-84 12-31-89

18-224 NCE

12-31-84 12-31-89

18-405

04-21-82

17-031 3666858

10­23­73 05­30­89

3850911

11-26-91

3959322

II­26­9I

I4­684 3922305

11-06-64 11-25-92

IV-87



88-А1

96-82-21 98-60-21 98-82-21

30N 1229879 991-81

96-82-21 98-60-21 98-82-21

30N 1229879 991-81

96-82-21 98-60-21 98-82-21

30N 1229879 991-81

26-60-21

1699269

16-82-90

8221289

26-20-60 08-92-10

9829069 690-81

26-92-11 61­71-90

9092269 910-81

26-92-11 61-71-90

9092269 91O-81

26-92-11 LL-10-80

9092269 EIO-BI

26­92-11 LL-10-80

9092269 EIO-81

26-92-11 11-10-80

9092269 ZIO-81

26-92-11 79-90-11

9092269 989-71

26-92-11 79-90-11

9092269 789-71

31VG °dX3 31VG °6Х3 31VG TVAO8ddV

A1IAISOTOX3 # 1N31Vd # VON

AOI30­V8IO/V8IO

AOI3O-VGIO/VÜIO

AOI30­V8IO/V8IO

83ZI3d/SBVT 83ZI3d

ZOONVS/SN8VHd ZOONVS

ZOONVS/SN8VHd ZOGNVS

ZOONVS/SN8VHd ZOONVS

ZOONVS/SN8VHd ZOGNVS

ZOONVS/SN8VHd ZOONVS

ATTIT IT3

ATTIT IT3

3NVN 1NVO I TVIdV

(TV80 f3TnSdVO)

8OOISV81

(TV80 f3TOSdVO)

8OOISV81

(TV80 f3TnSdVO)

8G) ISV81

(Tvuo fBTnSdVO)

TISNVA

(TV80 ­‘3T05dVO)

8OT3NVd

(TV80 f3TOSdVO)

8OT3NVd

(TV80 f3T0S8VO)

8OT3NVd

(TV80 f3T0S<3VO)

8OT3NVd

(TV80 fNOI10TOS)

8OT3NVd

(TV80 fNOI1ПTOS)

TOH TA1N3AV

(TV80 f3TnSdVO)

TOH TA1N3AV

(31008 fN803 3OVSOG)

3NVN 3OV81

SNOB

3GI8OTHOO8GAH TOTON38dXO

ONO7

3OI8OTHOO8OAH TOTON38dXO

ONOZ

3GI8OTHOO8OAH TOTON38dXO

3OI8OTHOO8GAH

3OI8OTTOO8GAH

3OI8OTHOO8OAH

3GI8OTHOO8GAH

ЭN092

3NIO0INVNXO

3SVB @MD5 03

3NITA1dI818DN

3SV8 ЭN91 03

3N1TA1818180N

3SV8 ONQZ 03

3NITA18I818ON

3SV8 ONOI 03

3NITA18I818ON

TNQ/3SVB OИЮ1 03

3OI8OTHOO8OAH 3NITA18I818ON

TNQ/3SVB ONOI 03

3OI8OTHOO8OAH

3OI8OTHOO8GAH

3NITA18I818ON

BSVB ONQZ 03

3NITA1dI8180N

(S)H10N381S
(S)1N3IO38ONI 3AI10V

NOI1VN803NI 1N31Vd 31VI8dO8ddV H1IM SIVGN GNV 78-19-21 01 28-1-1 N083 O3AO8ddV SIVON



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

OXPRENOLOL HYDROCHLORIDE

160MG

PANCURONIUM BRGAIDE

2MG/ML

PANCURONIUM BROMIDE

IMG/ML

PARAMETHASGVE ACETATE

IMG

PARAMETHASONE ACETATE

2MG

PENTAGASTRIN

0.25MG/NL

PENTAMIDINE ISETHIONATE

30OWG/VIAL

PENTAZOCINE LACTATE

EQ 30MG BASE/NL

PENTETATE INDIU4 DISODIUM, IN-III
IMCI/ML

PENTOXIFYLLINE

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

TRASICOR CIBA/CIBA-GEIGY 18-166 3483221 NCE

(CAPSULE; ORAL) 12-28-83 12-09-86 12­28-93

PAVULON ORGANON/AKZONA 17-015 3553212

(INJECTABLE; INJECTION) 10-24-72 01-05-88

PAVULON ORGANON/AKZONA 17-015 3553212

(INJECTABLE; INJECTION) 09­I4-73 01-05-88

HALDRONE ELI LILLY I2­772 3499016

(TABLET; ORAL) 04-17-61 03-03-87

HALDRONE ELI LILLY 12-772 3499016

(TABLET; ORAL) 04-17-61 03-03-87

PEPTAVLON AYERST LABS/AMHO 17-048 3896103

(INJECTABLE; INJECTION) O7­26­74 07-22-92

PENTАM 300 LYPHOMED 19-129

(INJECTABLE; INJECTION) 10-16-84

TALWIN WINTHROP LABS/STERL 16­I94 4105659

(INJECTABLE; INJECTION) 07-24-67 08-08-95

MPI INDIUM DTPA IN 111 NEDI-PHYSICS 17-707 NCE

(INJECTABLE; INJECTION) 02-18-82 02-18-92

TRENTAL HOECHST-ROUSSEL 18-631 3737433 NCE

(TABLET, CONTROLLED 08-30-84 06-05-90 08-30-94400MG

RELEASE; ORAL)



IV­90

ACTIVEINGREDIENT(S)

STRENGTH(S)

PHENYLEPHQINEHYDROCHLORIDE;PROMETHAZINE

HYDROCHLORIDE

5MG/5ML;6.25MG/5ML

PILOCARPINE

5MG

PILOCARPINE

IIMG

PILOCARPINEHYDROCHLORIDE

4x

PIMOZIDE

2MG

PINDOLOL

5MG

PINDOLOL

IOMG

PINDOLOL

I5MG

TRADENAME

(DOSAGEFORM;ROUTE)

PHENERGANVC

(SYRUP;ORAL)

OCUSERTFILO-20

(INSERT,CONTROLLED

RELEASE;OPHTHALMIC)

OCUSERTPILO­40

(INSERT,CONTROLLED

RELEASE;OPHTHALMIC)

PILOPINEHS

(GEL;OPHTHALMIC)

ORAP

(TABLET;ORAL)

VISKEN

(TABLET;ORAL)

VISKEN

(TABLET;ORAL)

VISKEN

(TABLET;ORAL)

APPLICANTNAME

WYETHLABS/AMHO

ALZA

ALZA

ALCONLABORATORIES

MCNEILPHARM

SANDOZPHARMS/SANDOZ

SANDOZPHARMS/SANDOZ

SANDOZPHARMS/SANDOZ

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

08-604

04-02-84

17-431391628

07-29-7406-08-93

17-548391628

07-29-7206-08-93

18­796

10-01-84

17­473NCE

07-31-8407-31-94

18-2853471515NCE

09­03­8210­07-8609-03-92

18-2853471515NCE

09-03-8210-07-8609-03-92

I8-285347I5I5NCE

09-03-8210-07-8609-03-92

TABLEIV.NDA'SAPPROVEDFROMI­I-82ТOI2­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



ACTIVE INGREDIENT(S)

STRENGTH(S)

PIROXICAM

IOMG

PIROXICAM

2ОMG

POLYETHYLENE GLYCOL 3350;

POTASSIUM CHLORIDE;

SODIUM BICARBONVTE;

SODIUM CHLORIDE;

SODIUM SULFATE

23ôGM/BOT;

2.97GW/BOT;

6.74GW/BOT;

5.860M/BOT;

22.74GW/BOT

TABLE IV. NDA'S APPROVED FROM 1-1-82 TO I2­3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

TRADE NAME

(DOSAGE FORM; ROUTE)

FELDENE

(CAPSULE; ORAL)

FELDENE

(CAPSULE; ORAL)

GOLYTELY

(POWDER FOR

RECONSTITUTION; ORVL)

APPLICANT NAME

PFIZER LABS/PFIZER

PFIZER LABS/PFIZER

BRA INTREE LABS

NDA #

APPROVAL DATE

PATENT Í EXCLUSIVITY

EXP. DATE EXP. DATE

18­I47

04-06-82

18-147

04-06-82

19-011

07-13-84

3591584

07-06-88

3674876

07-04-89

3862319

01-21-92

4100347

07-11-95

3927002

12-16-92

RE29668

12-10-91

3591584

07-06-88

3674876

07-04-89

3862319

01-21-92

4100347

07-11-95

3927002

12-16-92

RE29668

12-10-91

NCE

04-06-92

NCE

04-06-92

IV­9I



IV­92

ACTIVEINGREDIENT(S)

STRENGTH(S)

POLYETHYLENEGLYCOL3350;
POTASSIUMCHLORIDE;
SODIUMBICARBONATE;

SODIlMCHLORIDE;

SODIUMSULFATE

IZOGM/PACKET;

I
.

49GM/PACKET;
3
.

360M/PACKET;
2
.

Q2GM/PACKET;

I1
.

360M/PACKET

POLYETHYLENEGLYCOL3350;
POTASSILMCHLORIDE;
SOD1UMBICARBONATE;

SODILMCHLORIDE;
SODIUMSULFATE

227.IGM/PMXET;
2.SZGM/PACKET;
6.360M/PACKET;
5
.53m/PACKET;
21
.

5GM/PACKET

POLYETHYLENEGLYCOL3350;
POTASSIUMCHLORIDE;
SODIUMBICARBONATE;
SODIIMCHLORIDE;
SODIUMSULFATE

36OGM/PACKET;
4
.

47GM/PACKET;

I0.OBGI'I/PACKET;

8.76GM/PACKET;
34
.

OBGM/PACKET

TRADENAMEAPPLICANTNAMENDA)I
I

PATENT#EXCLUSIVITY

(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

COLYTEEDLAWPREPARATIONS18-983

(POWDERFORIO­26-84

RECONSTITUTION;ORAL)

OOLYTEEDLAWPREPARATIONS18­983

(POWDERFOR10-26-84

REOONSTITUTION;ORAL)

COLYTEEDLAWPREPARATIONS18­983

(POWDERFOR10-26-84

RECONSTITUTION;ORAL)

TABLEIV.NDA'SAPPROVED1-1-82T012­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE

O.5MG; IMG

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE

O.5MG; 2MG

POLYTHIAZIDE; PRAZOSIN HYDROCHLORIDE

O.5MG; 5MG

POTASSIUM ACETATE

ZMEQ/ML

POTASSIUM CHLORIDE

IOMEQ

POTASSIUM CHLORIDE; SODIUM CHLORIDE

I50MG/IOOML; 900MG/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)

MINIZIDE

(CAPSULE; ORAL)

MINIZIDE

(CAPSULE; ORAL)

MINIZIDE

(CAPSULE; ORAL)

POTASSIUM ACETATE IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

KLOTRIX

(TABLET, CONTROLLED

RELEASE; ORAL)

SODIUM CHLORIDE 0.9% AND

POTASSIUM CHLORIDE IOMEQ

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

APPLICANT NAME

PFIZER LABS/PFIZER

PF I ZER LABS/PFI ZER

PFIZER LABS/PFIZER

ABBOTT LABORATORIES

NEAD JOHNSON/B-M

TRAVENOL LABS

NDA # PАТENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

17­986 3511836

06-13-80 05-12-87

3663706

05-16-89

4130647

I2­I9­95

17­986 3511836

06-13-80 05-12-87

3663706

05-16-89

4130647

I2­I9­95

17­986 35I1836

06-13-80 05-12-87

3663706

05-16-89

4130647

I2­I9­95

18­896

07-20-84

17-850 4140756

05-22-80 02-20-96

18-630

02-17-83

IV­93



IV­94

ACTIVEINGREDIENT(S)

STRENGTH(S)

TRADENAMEAPPLICANTNAMENDA#PATENT#EXCLUSIVITY

(DOSAGEFORM;ROUTE)APPROVALDATEEXP.DATEEXP.DATE

POTASSIUMCHLORIDE;SODIUMCHLORIDE

3OOMG/IOOML;900MG/IOOML

POTASSIUMCHLORIDE;SODIUMCHLORIDE

I50MG/I00M1.;QOOIVG/I001/1.

POTASSIUMCHLORIDE;SODIUMCHLORIDE

300WG/IOOML;900MG/IOOML

POTASSIUMCHLORIDE;SODIUMCHLORIDE

75MG/IOOML;9OOMG/IOONL

POTASSIUMCHLORIDE;SODIUMCHLORIDE

I50MG/IOOML;900MG/IOONL

POTASSIUMCHLORIDE;SODIUMCHLORIDE

220MG/IOOML;9OOMG/IOONL

POTASSIUMCHLORIDE;SODIUMCHLORIDE

3OOWG/IOOML;9OOMG/IOONL

SODIUMCHLORIDE0.9%AND

POTASSIUMCHLORIDE2OMEQ

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDE0.9%AND

POTASSIUMCHLORIDE20MEQ

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDE0.9%AND

POTASSIUMCHLORIDE4OMEQ

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDE0.9%AND

POTASSIUMCHLORIDE0.075%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDE0.9%AND

POTASSIUMCHLORIDE0.I5%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDE0.9%AND

POTASSIUMCHLORIDE0.22%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMCHLORIDE0.9%AND

POTASSIUMCHLORIDE0.3%

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

TRAVENOLLABS

TRAVENOLLABS

TRAVENOLLABS

AMMCGAW/AMHOSP

AMMCGAW/AMHOSP

AMMCGAW/AMHOSP

AMMCGAW/AMHOSP

18-630

02­17-83

18­630

02­17-83

18-630

02-17-83

18-722

11-09-82

18-722

11-09-82

18-722

11-09-82

18-722

11-09-82

TABLEIV.NDA'SAPPROVEDFROM1-1-82TOI2­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

PRALIDOXIME CHLORIDE

30OMG/ML

PRALIDOXIME CHLORIDE

30OMG/ML

PRAZEPAM

20MG

PRAZICUANTEL

бOOMG

PRAZOSIN HYDROCHLORIDE

5MG

PRAZOSIN HYDROCHLORIDE

IMG

TRADE NAME
(DOSAGE FORM; ROUTE)

PRALIDOXIME CHLORIDE

(INJECTABLE; INJECTION)

PROTOPAM

(INJECTABLE; INJECTION)

CENTRAX

(CAPSULE; ORAL)

BILTRICIDE

(TABLET; ORAL)

MINIPRESS

(CAPSULE; ORAL)

MINIPRESS

(CAPSULE; ORAL)

APPLICANT NAME

AYERST LABS/AMHO

SURVIVAL TECHNOLOGY

PARKE-DAVIS/W-L

MILES PHARMS/MILES

PFIZER LABS/PFIZER

FFIZER LABS/PFIZER

NDA # PАТENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18­799

12-13-82

18-986

04-26-83

18-144

05-10-82

18-714 4OO1411 NCE

12-29-82 01-04-94 12-29-92

17-442 3511836

06-23-76 05-12-87

3663706

05-16-89

4092315

05-30-95

4130647

I2­I9­95

17­442 3511836

06-23-76 05-12-87

3663706

05-16-89

4092315

05-30-95

4130647

12-19-95

IV­95



L8-12-L0
9260299

26-12-10

2992989

88-22-70

9889L99

96-61-21

L790917

96-09-90

9192607

68-91-90

9019999

18-21­90

9981199

A1I^150TOX3

31VG °dX3

# 1N31Vd

98-61-70

EQS-81

98-61-70

ESQ-81

98-81-10

817-91

98-81-10

BI7-91

69-22-20

QSL-91

22-10-20

SES-LI

91-92-90

277-11

31VG TVAO8ddV

# VON

OHNV/SGVT 1S83AV

OHNV/SBVT 1883AV

OHNV/SBVT 1883AV

OHNV/SGVT 1S83AV

3HOO8 VT­NNVN33OH

N3HO MOO/MOG TT3883N

83ZI3d/SBVT 83ZI3d

3NVN 1NVOITddV

(TV80 t38V3T38

O3TTO81NOO ‘3T05dVO)

VT TV83GNI

(TV80 f3SV3T38

G3TTO81NOO ‘3TnSdVO)

VT TV83GNI

(TV80 f13T8V1)

TVHBONI

(TV80 f13T8V1)

TV83ONI

(TV80 f3TnSdVO)

3NVT01VN

(TV80 f13T8V1)

OOT38OT

(TV80 f3TOSdVO)

SS38dININ

(31008 fN8O3 3OVSOG)

3NVN 3GV81

ONOB

3OI8OTHOO8GAH TOTONV8dO8d

ONOQI

3OI8OTHOO8GAH TOTONV8dO8d

ONOÓ

3018OTHOO8OAH TOTONV8dO8d

ONOQ

3OI8OTHOO8OAH TOTONV8dO8d

3SV8 ONOS 03

3GI8OTHOO8GAH 3NIZV88VOO8d

ONOQZ

T000808d

ONZ

3GI8OTHOO8GAH NISOZV8d

(S)H10N381S

(S)1N31038ONI 3AI10V

NOI1VN803NI 1N31Vd 31VI8dO8ddV H1IM SIVGN GNV 78-19-21 01 28-1-1 N083 G3AO8ddV SIVGN 'AI 3T8V1



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

PROPRANOLOL HYDROCHLORIDE

120MG

PROTAMINE SULFATE

250MG/VIAL

PROTIRELIN

O.5MG/ML

PROTIRELIN

O.5MG/ML

PROTRIPTYLINE HYDROCHLORIDE

5MG

PROTRIPTYLINE HYDROCHLORIDE

IOMG

PYRANTEL PAMOATE

EQ 250MG BASE/5ML

RANITIDINE HYDROCHLORIDE

EQ I50MG BASE

RAN I T I D I NE HYDROCHLOR IDE

EO 25MG BASE/ML

RITODRINE HYDROCHLORIDE

IOMG

RITODRINE HYDROCHLORIDE

IOMG/ML

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

INDERAL LA AYERST LABS/AMHO 18-553

(CAPSULE, CONTROLLED 04-19-83

RELEASE; ORAL)

PROTAMINE SULFATE UPJOHN 07-413

(INJECTABLE; INJECTION) 08-02-84

THYPINONE ABBOTT LABORATORIES 17-638 3746697

(INJECTABLE; INJECTION) 11-05-76 07-17-90

RELEFACT TRH HOECHST—ROUSSEL 18-087 3746697

(INJECTABLE; INJECTION) 07-18-78 07-17-90

VIVACTIL MSÃD/MERCK 16-012 3372196

(TABLET; ORAL) 09-27-67 03-05-85

VIVACTIL MS&D/MERCK 16­O12 3372196

(TABLET; ORAL) 09-27-67 03-05-85

АNT1M1NTН ROERIG/PFIZER 16-883 3644624

(SUSPENSION; ORAL) 12-30-71 02-22-89

3549624

12-22-87

ZANTAC GLAXO 18­703 4128658 NCE

(TABLET; ORAL) 06-09-83 12-05-95 06-09-93

2АМТАС GLAxo 19-090 41 28658 мСЕ

(INJECTABLE; INJECTION) 10-19-84 12-05-95 06-09-93

YUTOPAR ASTRA PHARM PRODS 18-555 3410944

(TABLET; ORAL) 12-12-80 11-12-85

YUTOPAR ASTRA PHARM PRODS 18­580 3410944

(INJECTABLE; INJECTION) 12-12-80 11-12-85

IV­97



86-^1

28-61-20

¿67-81

98-70-90

968-81

16-10­01 9L-12-10

9196989 169-L1

28-92-20

BL5-81

06-72-60 92-92-11
0691919 189-11

86-71-70

9OO2927

76-82-90 6L-19-21

7681907 7L8-11

26-L2-90

7919889

96-91-10 18-62-90

7292969 6OO-81

78-12-80

166-81

78-L2-80

166-81

98-21-11 78-L2-60

7760179 OBQ-81

31VG °dX3 31VG '8X3 31VG TVAO8ddV

A1IAISOTOX3 # 1N31Vd # VGN

SEIVT TON3AV81

S3I801V808VT 11088V

SNOS ОNV 881П05 83

SBVT TON3AV81

S3I801V8OBVT NOI8VN

AOI30­V8IO/V8IO

OYd/N01V3 HOIM8ON

S3I801V808VT 11088V

S3I801V808VT 11088V

S0088 N8VHd V815V

3NVN INvOITddV

(NOI1VOI88I fNOI10TOS)

83NIV1NOO OI1SVTd NI

%S7°0 3OI8OTHO NOIOOS

(NOI103FNI f3T8V103ГNI)

83NIV1NOO OliSVTd

NI 31V13OV NOIOOS

(NOI103FNI f3T8V103FNI)

OVA3NI8

(TVOIdO1 fNV380)

OSS

(TVOIdO1 fNV38O)

3N3OVATIS

(S0O3NV10083d f3SV3T38

O3TTO81NOO ‘NTI3)

dOOS-N83GSNV81

(NOI103FNI f3TBV103ГNI)

N1N38VS

(NO11OarNI faTav1oarNI)

$01 II NASOdIT

(NOI103ГNI f3T8V1O3ГNI)

%02 11 NASOdIT

(NOI103FNI f3T8V1O3FNI)

8VdO10A

(31008 fN803 3OVSOO)

3NVN 3OV81

TNOOI/OMDQ7

3018OTHO NOIOOS

TN/O3NZ

S008OAHNV ‘31V13OV N0IOOS

TVIA/ONQOO'O

3OITVONIS

$I

3NIZvIOv3TnS 83ATIS

$1

3NIZVIOV3T0$ 83ATIS

ONQ'I

3NINVTOdOOS

TN/3SV8 ONQ'O 03

31V13OV NISVTV8VS

$9 f$9

TIO NV3OAOS fTIO S3MOT33VS

$0I f$0I

TIO NVBBIOS fTIO a3MOT33VS

TN/ONQI

3OI8OTHOO8OAH 3NI800118

(S)H1ON3818

(S)1N3IO38ONI 3A11OV

NOI1VN803NI 1N31Vd 31VI8dO8ddV H1IM SIVON GNV 78-19-21 01 28-1-1 N083 O3AO8ddV SIVON



NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

SODIUM CHLORIDE

9MG/ML

5307 до,

Supp l l (t
HLORIDE

SODIUM CHLORIDE

2.5MEQ/ML

SODIUM CHLORIDE

3GM/IOOML

SODIUM CHLORIDE

5GM/IOOML

SODIUM CHLORIDE

QNIG/ML

SODIUM CHLORIDE

9MG/ML

SODIUM IODIDE,

1OO UCI

SODIUM IODIDE,

2OO UCI

TRADE NAME

(DOSAGE FORM; ROUTE)

BACTERIOSTATIC SODIUM

CHLORIDE 0.9% IN PLASTIC

CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 3% IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 5% IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9% IN

PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM CHLORIDE 0.9%

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

SODIUM IODIDE I 123

(CAPSULE; ORAL)

SODIUM IODIDE I 123

(CAPSULE; ORAL)

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

TRAVENOL LABS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

BENEDICT NUCLR PHARM

BENEDICT NUCLR PHARM

NDA #

APPROVAL DATE

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

18-800

I0­29-82

18-803

I0­29-82

18-897

O7­20-84

I9­022

11-01-83

I9­022

11-01-83

19-217

07-13-84

19-218

07-13-84

18-671

05-27-82

18-671

05-27-82

IV­99



IV-IOO

ACTIVEINGREDIENT(S)

STRENGTH(S)

SODIUMIODIDE,I­I23
400UCI

SODIUMLACTATE

5MEQ/ML

SODIUMNITROPRUSSIDE

5OMG/VIAL

SODIUMPHOSPHATE,DIBASIC;SODIUM

PHOSPHATE,MONOBASIC

I42MG/ML;276MG/ML

SOMATROPIN

2IU/VIAL

SORBITOL

3GM/IOOML

SOYBEANOIL

I0%

SOYBEANOIL

I0%

SOYBEANOIL

20%

SOYBEANOIL

20%

SOYBEANOIL

IO%

TRADENAME

(DOSAGEFORM;ROUTE)

SODIUMIODIDEII23

(CAPSULE;ORAL)

SODIUMLACTATEIN

PLASTICCONTAINER

(INJECTABLE;INJECTION)

SODIUMNITROPRUSSIDE

(INJECTABLE;INJECTION)

SODIUMPHOSPHATES

INPLASTICCONTAINER

(INJECTABLE;INJECTION)

ASELLACRIN2

(INJECTABLE;INJECTION)

SORBITOL3%INPLASTIC

CONTAINER

(SOLUTION:IRRIGATION)

SOYACAL101

(INJECTABLE;INJECTION)

TRAVAMULSIONIO%

(INJECTABLE;INJECTION)

TRAVAMULSION20%

(INJECTABLE;INJECTION)

SOYACAL20%

(INJECTABLE;INJECTION)

LIPOSYNIIII0%

(INJECTABLE;INJECTION)

APPLICANTNAME

BENEDIСТNUCLRPHARM

ABBOTTLABORATORIES

ELKINS-SINN/AHROBINS

ABBOTTLABORATORIES

SERONOLABS

TRAVENOLLABS

ALPHATHERAPEUTIC

TRAVENOLLABS

TRAVENOLLABS

ALPHATHERAPEUTIC

ABBOTTLABORATORIES

NDA#

APPROVALDATE

18-671

05-27-82

18-947

09-05-84

18-581

07-28-82

18-892

05-10-83

17­726

07­2I-83

18-512

05-27-82

18-465

06­29-83

18-660

02-26-82

18-758

02-15-83

18-786

06-29-83

18-969

09-24-84

EХP.DATE

PATENT#

EXP.DATE

EXCLUSIVITY

NDA'SAPPROVEDFROM1-1-82TOI2­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 ТO 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

SOYBEAN OIL

20%

STANOZOLOL

2MG

STREPTOZOCIN

IGM/VIAL

SUCRALFATE

IGM

SUFENTANIL CITRATE

EQ 0.05MG BASE/ML

SULFAMETHOXAZOLE; TRIMETHOPRIM

4OGWG; 80MG

SULFAMETHOXAZOLE; TRIMETHOPRIM

8OOMG; 160MG

SULFAMETHOXAZOLE; TRIMETHOPRIM

2OOMG/5ML; 40MG/5ML

SULFAMETHOXAZOLE; TRIMETHOPRIM

2OOMG/5ML; 4OMG/5ML

SULFAMETHOXAZOLE; TRIMETHOPRIM

80MG/ML; 16MG/ML

SULFAMETHOXAZOLE; TRIMETHOPRIM

4OOMG; 80MG

TRADE NAME

(DOSAGE FORM; ROUTE)

LIPOSYN III 20%
(INJECTABLE; INJECTION)

WINSTROL

(TABLET; ORAL)

ZANOSAR

(INJECTABLE; INJECTION)

CARAFATE

(TABLET; ORAL)

SUFENTA

(INJECTABLE; INJECTION)

BACTRIM

(TABLET; ORAL)

BACTRIM DS

(TABLET; ORAL)

BACTRIM

(SUSPENSION; ORAL)

BACTRIM PEDIATRIC

(SUSPENSION; ORAL)

BACTRIM

(INJECTABLE; INJECTION)

SULFAMETHOXAZOLE AND

TRIMETHOPRIM

(TABLET; ORAL)

APPLICANT NAME

ABBOTT LABORATORIES

WINTHROP LABS/STERL

UPJOHN

MARION LABORATORIES

JANSSEN PHARMA

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

HOFFMANN—LA ROCHE

DRUMMER/PHOENIX

NDА # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

18-970

09-25-84

12-885 3704295

11-30-61 11-28-89

17-961 NCE

05-07-82 05-07-92

18-333 3432489

10-30-81 03-11-86

19-050 3998834 NCE

05-04-84 12-21-93 05-04-94

17-377 RE28636

07-30-73 06-02-87

17-377 RE28636

03-01-78 06-02-87

17-560 RE28636

04-I6­75 06-02-87

17-560 RE28636

I2­10-79 06-02-87

18-374 3551564

06­23­81 12­29­87

RE28636

06-02-87

18-598

05-19-82

1V­IOI



ACTIVEINGREDIENT(S)

STRENGTH(S)

SULFAMETHOXAZOLE;TRIMETHOPRIM

800MB;I60MG

SULFAMETHOXAZOLE;TRIMETHOPRIM

200MG/5ML;4OMG/5ML

SULFAMETHOXAZOLE;TRIMETHOPRIM

ZOOMG/FML;40MG/5ML

SULFAMETHOXAZOLE;TRIMETHOPRIM

200MG/5ML;4OMG/5ML

SULFAMETHOXAZOLE;TRIMETHOPRIM

200MG/5ML;40MG/5ML

SULFAMETHOXAZOLE;TRIMETHOPRIM

40040;BCMG

SULFAMETHOXAZOLE;TRIMETHOPRIM

BOOMG;I60MG

SULFAMETHOXAZOLE;TRIMETHOPRIM

400MG;8080

SULFAMETHOXAZOLE;TRIMETHOPRIM

BOOMG;I60MG

SULFASALAZINE

500MG

TRADENAME

(DOSAGEFORM;ROUTE)

SULFAMETHOXAZOLEAND

TRIMETHOPRIMDOUBLESTRENGTH

(TABLET;ORAL)

SULFATRIMPEDIATRIC

(SUSPENSION;ORAL)

SULFATRIM

(SUSPENSION;ORAL)

SMZ­TMP

(SUSPENSION;ORAL)

SM2-TMPPEDIATRIC

(SUSPENSION;ORAL)

SULFAMETHOXAZOLEAND

TRIMETHOPRIM

(TABLET;ORAL)

SULFAMETHOXAZOLEAND

TRIMETHOPRIMDOUBLESTRENGTH

(TABLET;ORAL)

SULFAMETHOXAZOLE&

TRIMETHOPRIM

(TABLET;ORAL)

SULFAMETHOXAZOLE&

TRIMETHOPRIM

(TABLET;ORAL)

AZULFIDINE

(TABLET,ENTERICCOATED;

ORAL)

IV­I02

APPLICANTNAME

DRUMMER/PHOENIX

NATLPHARMMFG/BARRE

NATLPHARMMFG/BARRE

BIOCRAFTLABS

BIOCRAFTLABS

DANBURYPHARMACAL

DANBURYPHARMACAL

HEATHERDRUG

HEATHERDRUG

PHARMACIA/PHARMACIA

NDAi
APPROVALDATE

PATENT#

EXP.DATE

18­598

05­19-82

18­6I5

OI­07-83

18­6I5

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

ШEХP.DATE

NDA'SAPPROVEDFROMI­I-82TO12-31-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 то 12-31-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

SULINDAC

150MG

SULINDAC

200MG

SUTILAINS

82,0OO UNITS/GN

TECHNETIUM, TC­99M SODIUM PERTECHNETATE

GENERATOR

O.22­2.22C1/GENERATOR

TECHNETIUM, TC­99M,

KIT
N/A

TECHNETIUM, TC­99M,

KIT

N/A

TECHNETIUM, TC­99M,

N/A

TECHNETIUM, TC­99M,

N/A

TECHNETIUM, TC­99M,

N/A

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

(DOsAGE FORM; ROUTE) APPROVAL DATE EXP. DATE EXP. DATE

CL INOR I L MS&D/MERCK 17-911 3654349

(TABLET; ORAL) 09-27-78 04-04-89

3725548

04-03-90

CLINORIL MSÃD/MERCK 17-911 3725548

(TABLET; ORAL) 09-27-78 04-03-90

3654349

04-04-89

TRAVASE TRAVENOL LABS 12-828 3409719

(01NTMENT; TOPICAL) 06-12-69 11-05­85

MINITEC ER SQUIBB AND SONS 17-339 4041317

(SOLUTION; INTRAVENOUS, 06-03-74 08-09-94

ORAL)

ALBUMIN AGGREGATED CINTICHEM TECHNETIUM 99M MAA CINTICHEM 17-773 3987157

(INJECTABLE; INJECTION) 11-18-76 10-19­93

ALBUMIN COLLOID MICROLITE NED DIAC/NE NUCLEAR 18-263 4226846

(INJECTABLE; INJECTION) 03-25-83 10-07-97

ALBUMIN KIT CINTICHEM TECHNETIUM 99M HSA CINTICHEM 17-775 3987157

(INJECTABLE; INJECTION) 04-01-77 10-19-93

DISOFENIN KIT HEPATOLITE MED DIAG/NE NUCLEAR 18-467 NCE

(INJECTABLE; INJECTION) 03-16-82 03-16-92

GLUVEPTATE KIT TECHNESCAN GLUCEPTATE MSAD/MERCK 18-272 4027005

(INJECTABLE; INJECTION) 01-27­82 05-31-94

IV­I03



ACTIVEINGREDIENT(S)

STRENGTH(S)

TECHNETIUM,TC­99M,MEDRONATE

N/A

TECHNETIUM,TC­99M,MEDRONATE

N/A

TECHNETIUM,TC­99M,SUCCIMERKIT
N/A

TERBUTALINESULFATE

IMG/ML

TERBUTALINESULFATE

2.5MG

TERBUTALINESULFATE

5MG

TERBUTALINESULFATE

2.5MG

TRADENAME

(DOSAGEFORM;ROUTE)

OSTEOLITE

(INJECTABLE;INJECTION)

AMERSCAN

(INJECTABLE;INJECTION)

MPIDMSAKIDNEYREAGENT

(INJECTABLE;INJECTION)

BRICANYL

(INJECTABLE;INJECTION)

BRICANYL

(TABLET;ORAL)

BRICANYL

(TABLET;ORAL)

BRETHINE

(TABLET;ORAL)

IV­I04

APPLICANTNAME

MEDDIAG/NENUCLEAR

AMERSHAM/RADIOCHEM

MEDI-PHYSICS

MERRELLDOW/DOWCHEM

MERRELLDOW/DOWCHEM

MERRELLDOW/DOWCHEM

GEIGY/CIBA-GEIGY

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

17­9724032625

12-16-7706-26-94

18-335

08-05-82

17-9444208398NCE

05-18-8206­17­97O5-18-92

4233285

11-11-97

17-4663937838

03-25-7402-10-93

4011258

03-08-94

17-6183937838

04-22-7502-10-93

4011258

03-08­94

17-6183937838

04-22-7502-10-93

4011258

03-08-94

17-8493937838

05-17-7602-10-93

4011258

03-08-94

NDA'SAPPROVEDFROM1-1-82TOI2­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO I2­3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

TERBUTALINE SULFATE

5MG

TERBUTALINE SULFATE

IMG/ML

TERBUTALINE SULFATE

O.2MG/INH

THALLOUS CHLORIDE, TL­20I

ZWCI/ML

THALLOUS CHLORIDE, TL­20I

IMCI/ML

TIMOLOL MALEATE

5MG

TIMOLOL MALEATE

IOMG

TIMOLOL MALEATE

ZOMG

TIMOLOL MALEATE

EQ 0.25% BASE

TRADE NAME APPLICANT NAME NDA # PATENT # EXCLUSIVITY

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

BRETHINE GEIGY/CIBA­GEIGY 17—849 3937838

(TABLET; ORAL) 05-17-76 02­IO-93

401I258

03-08-94

BRETHINE GEIGY/CIBA-GEIGY 18-571 3937838

(INJECTABLE; INJECTION) I1-30-81 02­IO­93
401I258

03-08-94

BRETHAIRE GEIGY/CIBA-GEIGY 18­762 3937838

(AEROSOL; INHALATION) 08­17-84 O2­IO­93

401I258

03­08-94

THALLOUS CHLORIDE TL 201 MEDI-PHYSICS 18­IIO
(INJECTABLE; INJECTION) 02-0I-82

THALLOUS CHLORIDE TL 201 AMERSHAM/RADIOCHEM 18-548

(INJECTABLE; INJECTION) 12­30-82

BLOCADREN MSÃD/MERCK 18­O17 3655663

(TABLET; ORAL) I1-25-8l 04-1I-89

BLOCADREN MSÃD/MERCK 18­O17 3655663

(TABLET; ORAL) II­25-81 O4­1I-89

BLOCADREN мзда/медок 18­017 3655663

(TABLET; ORAL) II­25-81 O4­1I-89

TIMOPTIC MSÃD/MERCK 18­086 4195085

(SOLUTION; OPHTHALMIC) 08-I7­78 03-25-97

3655663

O4-I1-89

IV­IO5



ACTIVEINGREDIENT(S)

STRENGTH(S)

TIMOLOLMALEATE

E00.5%BASE

TOCAINIDEHYDROCHLORIDE

4OOMG

TOCAINIDEHYDROCHLORIDE

600MB

TOLAZAMIDE

IOOMG

TOLAZAMIDE

250MG

TOLAZAMIDE

500MG

TOLMETINSODIUM

E02OOMGBASE

TOLMETINSODIUM

EQ4OOMGBASE

TRAZODONEHYDROCHLORIDE

50MG

TRAZODONEHYDROCHLORIDE

IOOMG

TRADENAME

(DOSAGEFORM;ROUTE)

TIMOPTIC

(SOLUTION;OPHTHALMIC)

TONOCARD

(TABLET;ORAL)

TONOCARD

(TABLET;ORAL)

TOLAZAMIDE

(TABLET;ORAL)

TOLAZAMIDE

(TABLET;ORAL)

TOLAZAMIDE

(TABLET;ORAL)

TOLECTIN

(TABLET;ORAL)

TOLECTINDS

(CAPSULE;ORAL)

DESYREL

(TABLET;ORAL)

DESYREL

(TABLET;ORAL)

APPLICANTNAME

MSÃD/MERCK

MSÃD/MERCK

MSSD/MERCK

ZENITHLABORATORIES

ZENITHLABORATORIES

ZENITHLABORATORIES

MCNEILLABORATORIES

MCNEILLABORATORIES

MEADJOHNSON/B—M

MEADJOHNSON/B-M

IV­I06

NDA#PATENT#EXCLUSIVITY

APPROVALDATEEXP.DATEEXP.DATE

18­0864I95085

08­I7­7803-25-97

3655663

04-11-89

18-2574218477NCE

I1-09-8408­19­971I­O9­94

4237068

I2­02­97

I8­2574218477NCE

11-09-8408-19-9711-09-94

4237068

I2­02-97

18-894

11-02-84

18-894

11-02-84

18-894

11-02-84

17-6283752826

03-24-7608-14-90

18-0843752826

10-30-7908­I4­90

18­2073381009

12-24-8104-30-85

I8­2073381009

12-24-8104-30-85

NDA'SAPPROVEDFROMI­I-82TOI2­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION TABLEIV.



TABLE IV. NDA'S APPROVED FROM I­I-82 TO 12­3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATION

ACTIVE INGREDIENT(S)

STRENGTH(S)

TRETINOIN

0.05%

TRETINOIN

0.I%

TRETINOIN

0.051

TRETINOIN

0.0I1

TRETINOIN

0.0251

TRIAMCINOLONE ACETONIDE

0.25MG/INH

TRIAZOLAM

0.25MG

TRIAZOLAM

O.5MG

TRILOSTANE

30MG

TRILOSTANE

60MG

TRADE NAME

(DOSAGE FORM; ROUTE)

RETIN-A

(SOLUTION; TOPICAL)

RETIN-A

(CREAM; TOPICAL)

RETIN-A

(CREAM; TOPICAL)

RETIN-A

(GEL; TOPICAL)

RETIN-A

(GEL; TOPICAL)

AZMACORT

(AEROSOL; INHALATION)

HALCION

(TABLET; ORAL)

HALCION

(TABLET; ORAL)

MODRASTANE

(CAPSULE; ORAL)

MODRASTANE

(CAPSULE; ORAL)

APPLICANT NAME

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

WILLIAM H RORER

UPJOHN

UPJOHN

WINTHROP LABS/STERL

WINTHROP LABS/STERL

NDA # PATENT # EXCLUSIVITY

APPROVAL DATE EXP. DATE EXP. DATE

I6—921 3729568

1O-20-7I 04-24-90

17­340 3729568

0I­26­73 O4­24-90

17­522 3729568

07­I9­74 04-24-90

17­955 3729568

I0­05-78 04-24-90

17­579 3729568

04-18­75 04-24-90

18­I17 3897779

O4-23-83 O8-05-92

3927806

I2­23­92

17-892 3980790 NCE

11-I5-82 O9­14-93 II-I5-92
3987052

10­I9­93

I7-892 3980790 NCE

1I­15-82 09­I4-93 1I­I5-92
3987052

1O-I 9-93

18­7I9 NCE

12­21-84 I2­21-89

18­719 NCE

12­21-84 12­21-89

1V­107



ACTIVEINGREDIENT(S)

STRENGTH(S)

TRIMETHOPRIM

2OOMG

TRIMETHOPRIM

ZOOMG

TRIMETHOPRIM

IOOMG

TRIMIPRAMINEMALEATE

EQIOOMGBASE

VECURONIUMBROMIDE

IOMG/VIAL

VERAPAMILHYDROCHLORIDE

BOMG

VERAPAMILHYDROCHLORIDE

120MG

VERAPAMILHYDROCHLORIDE

80MG

VERAPAMILHYDROCHLORIDE

I2OMG

VERAPAMILHYDROCHLORIDE

2.5MG/ML

TRADENAME

(DOSAGEFORM;ROUTE)

PROLOPRIM

(TABLET;ORAL)

TRIMPEX2OO

(TABLET;ORAL)

TRIMETHOPRIM

(TABLET;ORAL)

SURMONTIL

(CAPSULE;ORAL)

NORCURON(NC-45)

(INJECTABLE;INJECTION)

ISOPTIN

(TABLET;ORAL)

ISOPTIN

(TABLET;ORAL)

CALAN

(TABLET;ORAL)

CALAN

(TABLET;ORAL)

CALAN

(INJECTABLE;INJECTION)

IV­I08

APPLICANTNAME

BURROUGHSWELLCOME

HOFFMANN-LAROCHE

BIOCRAFTLABS

IVESLABS/AMHO

ORGANON/AKZONA

KNOLLPHARMACEUTICAL

KNOLLPHARMACEUTICAL

SEARLE/SEARLEPHARMS

SEARLE/SEARLEPHARMS

SEARLEPHARMS

NDA#

APPROVALDATE

PATENT#EXCLUSIVITY

EXP.DATEEXP.DATE

17­943

07-14-82

17-952

11-09-82

18-679

07-30-82

16-792

09-15-82

18-776

04-30-84

18-593

03-08-82

18-593

03-08-82

18-817

09-10-84

18-817

09-10-84

18-925

03-30-84

3553212NСE

01-05-8804-30-94

4237126

12-02-97

4297351

IO­27­98

NDA'SAPPROVEDFROMI­I-82TO12­3I-84ANDNDA'SWITHAPPROPRIATEPATENTINFORMATION



TABLE IV. I­1-82 TO I2-3I-84 AND NDA'S WITH APPROPRIATE PATENT INFORMATIONNDA'S APPROVED FROM

ACTIVE INGREDIENT(S)

STRENGTH(S)

VERAPAMIL HYDROCHLORIDE

2.5MG/ML

WATER FOR INJECTION, STERILE

1005

WATER FOR INJECTION, STERILE

1OO1

WATER FOR INJECTION, STERILE

1001

wATER FOR INJECTION, STERILE

1001

WATER FOR INJECTION, STERILE

1002

XENON, XE­I27

5MCI/VIAL

XENON, XE­I27
IOMCI/VIAL

XENON, XE­I33

IOMCI/VIAL

XENON, XE­I33

20MCI/VIAL

TRADE NAME

(DOSAGE FORM; ROUTE)

CALAN

(INJECTABLE; INJECTION)

STERILE WATER FOR INJECTION

IN PLASTIC CONTAINER

(LIQU1D; N/A)

STERILE WATER IN PLASTIC

CONTAINER

(LIQUID; N/A)

STERILE WATER IN PLASTIC

CONTAINER

(LIQU1D; N/A)

BACTERIOSTATIC WATER IN

PLASTIC CONTAINER

(LIQUID; N/A)

STERILE WATER FOR INJECTION

IN PLASTIC CONTAINER

(LIQUID; N/A)

XENON XE 127

(GAS; INHALATION)

XENON XE 127

(GAS: INHALATION)

XENON XE 133

(GAS; INHALATION)

XENON XE 133

(GAS: INHALATION)

APPLICANT NAME

SEARLE PHARMS

TRAVENOL LABS

TRAVENOL LABS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

MALLINCKRODT

MALLINCKRODT

MALLINCKRODT

MALLINCKRODT

NDA #

APPROVAL DATE

PATENT # EXCLUSIVITY

EXP. DATE EXP. DATE

I9­O38

03-30-84

18­595

0I­I7-83

18­632

06-30-82

18-80I

I0­27-82

18-802

I0­27-82

I9­077

03-02-84

18­536

I0­0I-82

18­536

I0­01-82

18-327

O3­09-82

18­327

03-09-82

NCE

1O­01-92

NCE

I0­0I­92

IV­I09
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