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DESCRIPTIONOFREPORT

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

извогREPORT

FromthedatapresentedunderSectionB.,usersshouldbeabletoobservesuchthingsas(l)newlyapproved,
i

DESIeffectiveandremarketeddrugproductswhichareaddedtotheList;(2)productsthatarebeingremoved
fromtheListastheresultofwithdrawalofapproval,changesfromprescriptiontoover-the-counterstatusand

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

DrugProductDefinition

Forthisreport,adrugproductistherepresentationintheDrugProductListofanactivemoiety(includes
molecularentityanditssalts,estersandderivatives)eitherasasingleentityorasаcombination

product,providedinaspecificdosageformandstrengthforagivenrouteofadministrationmarketedbya
firmunderaparticulargenericortradename.

NewMolecularEntity

Theactivemoietyhasnotpreviouslybeenapproved(eitherastheparentcompoundorasasalt,esteror
derivativeoftheparentcompound)intheUnitedStatesforuseinadrugproducteitherasasingle
ingredientorpartofacombination.

DrugProductCount

Thisreportprovidescountsinseveralcategoriesfromthelistcomposedofdomesticallymarketeddrug
productsapprovedforbothsafetyandeffectivenessundersections505and507oftheFederalFood,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

cATEooRlEs coUNTEo JULY ‘84 (BASELINE)

DRUG PRODUCTS LISTEo 7415

SlNGLE soURcE 2oo5 (27.0%)
MULTIsoURCE<I> 54Io (72.9%)
THERAPEUTICALLY EQUIVALENT 4393 (59.2%)
мот THERAPEUTICALLY EQUlVALENT 999 (13.4%)
ExcEPTloN5<2> I8 ( 0.3%)

wEW MOLECULAR ENTITIEs APPRovEo 7

NUMBER oF APPLICANTS 295

В. ACTIVITY FOR SUPPLEMENT NUMBER 2

AUG ‘84 SEPT' 84 0СТ ‘84 CUMULATIVE

DRUG PRODUCTS ADDED: 54 66 72 192

NEWLY APPROVED 54 66 68 I88
DESI EFFECTIVE О 0 4 4

REMARKETED О 0 0 0

DRUG PRODUCTS REMOVED: 0 I2 8 20

WITHDRAWN APPROVAL О 0 0 0

RX TO OTC SWITCH 0 0 0 0

DISCONTINUED MARKETING O I2 8 20

NET GAIN IN DRUG PRODUCTS 54 54 64 I72
SINGLE SOURCE PRODUCTS APPROVED I7 I6 28 6I
MULTISOURCE DRUG PRODUCTS APPROVED 37 50 44 ISI
NEW MOLECULAR ENTITIES APPROVED: 3 O I 4

AS THE ENTITY I 0 0 I

AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY 2 0 I 3

(I) THERAPEUTIC EOUIVALENCE EVALUATIONS PROVIDED ONLY FOR MULTISOURCE PRODUCTS (1.е-‚ AVAILABLE
FROM MORE THAN ONE APPLICANT)

(2) AMINO ACID-CONTAINING PRODUCTS OF VARYING COMPOSITIOМ (SEE PAGE I­5 OF THE LIST)





APPROVED PRESCRIPTION DRUG PRODUCTS 1

> ADD > ACETAMINOPHEN; BUTALBITAL (PAGE 3-1)

> ADD > TABLET; ORAL
> ADD > BUTALBITAL AND ACETANINOPHEN
> ADD > DANBURY PHARMACAL 325MG§50MGH

ACETAHINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 3­2)

TABLET; ORAL

/óóńAóÉŕ/
OXYCET

A5 HALSEY DRUG 525MB; Gl

` ACETIC ACID! GLACIAL (PAGE 3-3)

soLUTIoN/oRoPs; oTIc
AoETIc Acro

9I THAnEs PHARMAcAL ¿gп

ALLoPURINoL (PAGE 3-5)

TABLET; oRAL
ALLoPuRINoL

Ag CHELSEA LABORATORIES loonsn

A@ зоонви
Ag DANBURY PHARwAcAL 1oonsn
9g зоомзп

AMIKACIN SULFATE (PAGE 3­6)

INJECTABLE; INJECTION
AHIKIN
BRISTOL LABS/B-H EQ SOMG BASE/MLK

EQ 250MG BASE/MLB

ANINO ACIDS (PAGE 3-6)

INJECTABLEî INJECTION
BRANCHAHIN 4Z
TRAVENOL LABS ахи

BRANCHAMIN 42 IN PLASTIC CONTAINER
TRAVENOL LABS QZB
TRAVASOL 10X N/O ELECTROLYTES IN PLASTIC CONTAINER
TRAVENOL LABS 1охп
TRAVASOL 5.52 N/O ELECTROLYTES IN PLASTIC CONTAINER
TRAVENOL LABS 5.52l
TRAVASOL 8.52 N/O ELECTROLYTES IN PLASTIC CONTAINER
TRAVENOL LABS 8.5Kl

2
2
2

2

87550

87465

88658

18785

18785
18852
18877

62562
62562

18678

18684

18931

18931

18931

DRUG PRODUCT LIST
CUNULATIVE SUPPLEMENT NUMBER 2 / AUGUST ‘84 ­ OCTOBER ‘84

> ADD > AMINO ACIDS; DEXTROSE (PAGE 3-7)

> ADD > INJECTABLE; INJECTION
> ADD > AMINOSYN 3.52 N/ DEXTROSE 52 IN PLASTIC CONTAINER
> ADD > ABBOTT LABORATORIES 3.5ZîSGM/100ML
> ADD > AMINOSYN 3.52 И/ DEXTROSE 25X IN PLASTIC CONTAINER
> ADD > ABBOTT LABORATORIES 3.5Zî25GH/100ML
> ADD > AMINOSYN 4.25K И/ DEXTROSE 252 IN PLASTIC CONTAINER
> ADD > ABBOTT LABORATORIES 4.252ì256M/100NL

AMITRIPTYLINE HYDROCHLORIDE (PAGE 3-10)

TABLET; ORALШ
BP PAR PHARMACEUTICAL 10M6H
BP 25Меп
BP SOMGH
BP 75M63
BP IOOMGH
BP 150MGH
BP SIDMAK LABORATORIES 10H6!
BP 25M6l
BP SOMG!
BP 75H6H
BP IOOMGH
BP lSOMGK

AMOXICILLIN; POTASSIUM CLAVULANATE (PAGE 3-13)

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

ORAL

EQ 31.25MG ACID/5ML!
AUGMENTIN '250'
BEECHAM LABS/BEECHAM 250MG/5ML3EQ 62.5MG ACID/5MLH

TABLET; ORAL
AUGMENTIN '250'
BEECHAM LABS/BEECHAM 250MG§EQ 125NG ACIDI
AUGMENTIN '500'
BEECHAM LABS/BEECHAM 500MG§EQ 125MG ACIDH

ANPHETAMINE SULFATE (PAGE 3-13)

TABLET; ORAL
AMPHETAHINE SULFATE
LANNETT змеи

lonen

2
Z

2
2
2
2
2
2

2
2
2
2

N

19120

19118

19119

88697
88698
88699
88700

88701
88702
88883
88884
88885
88886

88887
88888

50575

50575

50564

50564

83901
83901



ASPIRINìBUTALBITALìCAFFEINE(PAGE3-16)

TABLET;ORAL

>ADD>BUTALBITALCOMPOUND

>A00>99zENITNLABORATORIESszswsssouszconpuN05001

ASPIRIN;CAPFEINE;PROPOxYPNENENYOROCNLORIOE(PAGE3-16)

CAPSULE;ORAL
PROPOXYPHENEHCLHlASPIRINANDOAFFEINE

99CHELSEALABORATORIES509NGzsz.aNG:ssNGnN05752

>AOO>BENzoYLPEROXIDE;ERYTNRONYCIN(PAGE3-21)

>Aon>GEL;TOPICAL
>A00>BENzANYCIN
>AOO>OERNIK/RORER-ANCNEN52s3zlN50557

>OLT>/Báńifńiáíŕńéí'RéStńPINé/(PAGE3-21)

>>"IIa-RR(
>DLT>,-II’ >DLT>/ÁH.RóBïNS//эпн$;д„12$пв//N.iáóóï/

BETANETHASONEOIPROPIONATE(PAGE3-22)

OINTMENT;TOPICAL
ALPNATREx

99SAVAGELABS/BTK-GLDN590.052BAsEuN19105
BETAHETHASONEDIPROPIOHATE

99EFOUGERA/BTK-GLON590.052BasenN19101

AgPNARNAOERN/BYK-GLON590.052BAsEпN19100
OIPROLENE

BxSCNERINGEO0.052N10741

OIEEQEOBE
99SCNERING590.052N11691

BETANETNASONEvALERATE(PAGE3-22)

CREAM:TOPICAL
>AOO>vALNAc

>AOD>99NMCLABORATORIES590.12BAsEuN70050

OINTNENT;TOPICAL
>доп>vALNAc
>AOB>99NNCLABORATORIES590.12BASE:N70051

BROHODIPHENHYDRAHINEHYDROCHLORIDEQCODEINEPHOSPHATE
(PAGE3-24)

SYRUP;ORAL
АННА?
BAYLABORATORIES
AHBENYL
MARIONLABORATORIES12.5MGÍSHL310MGÍ5HL
BROHANYL
NATLPHARMMFG/BARRE12.5HG/5MLS10MG/5MLI

'>>CJCJ'
IbP12.5HG/5HL910HG/5HLIN88626

I?Н09519

IâN88545

BROMPHENIRAHINEHALEATEîPHENYLPROPANOLAMINEMALEATE(PAGE3-25)

ELIXIR;ORAL
BIPHETAP
lBAYLABORATORIES4MG/5ML;25MG/5MLNN00607
MORIR.шит.‚.. /ÁH.R¢P1NS//ńńßŕSHIßéSńP/SNI//N.13¢¢7/

/IAPLÉTJÍ¢¢NIRÓißŕń/RÉLÉÄSÉj/ORÄL/
/PïHEïAPP

.‚ /ÁH.RÓÉINS//ïŕñéßŕSNS//Ñ.i¿43ó/

>OLT>/BúŕRENdRPNINÉ'ńfOROóNEóRIOg/(PAGE3-20)

>_OII_>/INJ£¢IAPL¢§fïNJŕ¢Íï¢N/
>_QII_>/PÚPRENEX/.

.. >OLT>/NÓRNICH.ÉAÍÓN/Pié//Èń.ń„iń¢féßéŕŕńif//ńfïóŕßï/

CALCIUMGLUCEPTATE(PAGE3-30)

INJECTABLE;INJECTION
cALcIuNGLUGEPTATE

>_OLI_>/éé/7ÍÑÍLÍHEBîßìîïBÑÍSIS/lgáláádéiééiéiúń2âdi//Nfßŕáäá/

>AOO>cAPTOPRIL;HYOROCNLOROTNIAZIOE(PAGE3-31)

>AOD>TABLET;ORAL

>Ao0>CAPOzIOE25/15
›ADD>ERSQUIBBANOSONS25nG;15NGuN10709
>Ao0>CAPOzIOE25/25
>A0n>ERSQUIBBANOSONS25N6;25NGnN10709
>Ao0>CAPozIOE50/15
>AOO>ERSQUIBBANOSONS50MG;15NGnN10709
>AOB>CAPOZIOE50/25
>AOO>ERSQUIBBANOSONSsOMG;25NGnN10709

CARBACHOL(PAGE3-31)

/SdiúïiÓN/PRPPSÃIPPHÍHÁLHI¢/

INJECTABLE;INJECTION

DRUGPRODUCTLIST/CUMULATIVESUPPLEMENTNUMBER2/AUGUST'84­OCTOBER‘842



CEFOXITIN SODIUMS DEXTROSE

INJECTABLE; INJECTION

DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT
(PAGE 3-33)

MEFOXIN IN DEXTROSE SZ IN PLASTIC CONTAINER
MS&D/MERCK

CEFOXITIN SODIUM;

INJECTABLE; INJECTION
MEFOXIN IN SODIUM CHLORIDE 0.92 IN PLASTIC CONTAINER
MS&D/MERCK

EQ 20MG BASE/MLìSOMG/MLH

EQ 40MB BASE/MLìSOMG/MLH

SODIUM CHLORIDE (PAGE 3-33)

EQ 20MG BASE/MLî9MG/MLH
EQ 40M6 BASE/MLî9MG/MLH

IN PLASTIC CONTAINER
EQ 20MG BASE/ML;50MG/MLI

> ADO > CEFTIZOXIME SODIUMíÁDEXTROSE (PAGE 3-33)

> ADD > INJECTABLE; INJECTION
> ADD > CEFIZOX IN DEXTROSE 5X
> ADD > SK&F LABORATORIES
>А0>

V
V
p C

V Э C

V
V
V

V

V CJ C

V
V

V Ъ C

> C7
V
V

>
>
V
D

V

CELLULOSE SODIUM PHOSPHATE

PONDER; ORAL

CALCIBIND
MISSION PHARMACAL

CHLORPROPAMIDE (PAGE 3-42)

TABLET; ORAL
ONLORPROPANIOE

99 BARR LABORATORIES

99
99 CHELSEA LABORATORIES

99 COLNEO LABORATORIES

99
99 CORO LABORATORIES

99
AQ DAHUURY PHARNACAL

Ё
99 OURAНEO PHARMS

99
99 LEwnoN

99
99 SUPERPNARM
в

99 zENITN LABORATORIES

CHYMOPAPAIN (PAGE 3-43)

INJECTABLE; INJECTION
CHYMODIACTIN
SMITH LABORATORIES

EQ QOMG BASE/MLìEOMG/MLH

(PAGE 3­34)

ЗООБН/ВОТn

100MGH
ZSOMGH
IOOHGH
ZSOMGB
100MBH

ZSOMGH
IDOMGR
250MGH
IOOMGN
ZSOMGE
100MGH

4,000 UNITS/VIALE

N

N

N

2
2
2
2
2
2
2

V
IZ
2
2
2
2
2
1
2
2

50581

50581

50581
50581

50589
50589

18757

88812
88815
86865
88708
88709
88725
88726
88852
88826
88918
88919
88768
88641
88694
88695
88840

18663

V
V ь U C

V C
J>
С C
J

V > C С

V ь C
J
C

V C
J»
C
J
C
J

V

V

V
V
V
V
V

V C
J
C
J
C
J

V b C
3
C
J

V
V

C
J>
З
>

C
J
C
J

C
3
C
3

V
V
V

V > C
J
C
J

V C
J
C
J
C
J

V b C
J
C
J

v р C
J
V

V C
J
C
3
C
J

NUMBER 2 / AUGUST

ADD )

V

V
V
V

CI

'Ba ­ OCTOBER '00 3

SPLATIN (PAGE 3-44)

INJECTABLE; INJECTION

/PLÁÍINÓAÁ„ . . .

/BRïSÍÓL‚LÁÉS/Brń/ /IÓNG/HL/.
/SRNS/VÍÄL/

PLATINOL-AQ
BRISTOL LABs/B-M 0.5MG/ML

CLONIDINE (PAGE 3-45)

FILM» CONTROLLED RELEASE; PERCUTANEOUS
CATAPRES-TTS-l
BOEHRINGER INGELHEIM 2.5MGI
CATAPRES-TTS-2
BOEHRINGER INGELHEIM SMGH
CATAPRES-TTS-3
BOEHRINGER INGELHEIM 7.5MGl

CODEINE PHOSPHATE; PHENYLEPHRINE HYDROCHLORIDEi
PROMETHAZINE HYDROCHLORIDE (PAGE 3­46)

ЗУПЦР; ORAL

FPENEPGAH VC И/ CODEIHE
ед NYETH LABS/AMHO IONGÍSMLSSMG/SHLZG.ZSMGÍSML

PRPMETH VC Nl CCDEINE
Q_ NATL PHARM MFG/BARRE IOMGÍSMLISMGÍSMLSG.ZSMGÍSMLX Н

CODEINE PHOSPHATE; PROMETHAZINE HYDROCHLORIDE (PAGE 3­46)

SYRUP; ORAL
PHENERGAN N/ CODEINE

A_A шин LABS/*Arno @swzm/_5111

Q_ NATL PHARM MFG/BARRE 10MG/5ML§6.25HG/5HLu

CROMOLYN SODIUM (PAGE 3-48)

SOLUTION/DROPS; OPHTHALMIC
OPTICROM
FISONS 42H

DE

BP

BP

BP
BP

SERPIDINE; METHYCLOTHIAZIDE (PAGE 3-52)

TABLET; ORAL
ENDURONYL
ABB0TT LABORATORIES 0.25MG;5MG

EHDURONYL FORTE
ABBOTT LABORATORIES 0.5MGSSMG
METHYCLOTHIAZIDE AND DESERPIDINE
BOLAR PHARMACEUTICAL 0.25MGI5MG!

0.5MGì5MGl Z
2
2
2

18891

18891

18891

08506

88764

08506

88765

18155

12775

12775

88486
88452
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FLUOCINOLONE ACETONIDE (PAGE 3­82)

CREAM; TOPICAL
FLUOCIHOLONE ACETONIDE

el PHARMAFAIR 0.012!
9I 0.0252п

FLUONID

‚8 „чйзгзшзззяэвгёёз7‚ъ 83?‘/_/
' '

/‹ Ёс ëÉ-/î/

OINTMENT; TOPICAL
FLUONID
HERBERT LABS/ALLERGN 0.0251!/È mmm'rmßffßfßnxfs//mëë/

SOLUTION; TOPICAL
FLuoNr0

/éi/ ÍHÃRÍÖNÍLÄBÓRÄÍÓRIES//ó5612/

N 88099

N 88506

Н 87156

/Njßńäiá/
/N.B¢434/

87157N

/N/¿ńáßi/

/Nfóńáßá/

/ŕdiñidñé'äŕińúüáŕińd'ńóńńóńéí'Lúŕéŕńiiŕńé'HdńńóÑÉ/(PAGE 3-85)
НЕНОТРОР1НЗ; LUTEINIZING HORMONE (PAGE 3-122)

FUROSEMIDE (PAGE 3-86)

TABLET; ORAL
FUROSEHIDE

QQ CORD LABORATORIES SDHGB

LASIX
è@ HOECHST-ROUSSEL 80MG

GENTAMICIN SULFATE (PAGE 3-86)

OINTMENT; TOPICAL
GEHTAMICIH SULFATE

> Ano > è; Е FouGERA/BYK-GLDN Eg 188 BASE/sun
> An0 > АТ рндпмдпврм/вук-еLвм :g 1нв BASE/@Mn

soLuTIoN/0nops; oPHTHALMIC
> ADD > вгнортхс
> ADD > АТ ALLERGAN РнАпмз Eg змз eAsE/MLn

HALCINONIDE (PAGE 3-90)

CREAM; TOPICAL
> 0LT > /HÁLótńÉńń/
> Aon > HALo§:§

N 18569

N 16275

Н 62555
Н 62554

Н 62052

HEPARIN SODIUM (PAGE 3-91)

INJECTABLE; INJECTABLE
› ADD > HEP-FLUSH 10
> A00 > gg LYPHOMED 10 UNITS/ML: и 17651

HEPARIN Lock FLUSH
> ADD > gg soLoPAK LABORATORIES 10 uNITs/MLn N 88057
> ADD > 9g 1o UHITs/MLn и 88580
> A00 > ¿g 100 UHITs/MLn и 88581

иерархи всчшуц
> DLT >/Ań ELKINs-SINN/AHROBINS/éó§óód'úńifs/ńñ/ /Nfijńjj/
> DLT >/__/ /dóQQńc'úrŕfsìńí/ /Ñfïjßjj/
> DLT > /ëäß HNI? /ÑL/ /N'ïŕńßŕ/

HYDRALAZINE HYDROCHLORIDE (PAGE 3-95)

TABLET; ORAL
HYDRALAZINE HCL

> ADD > ее AMIDE PHARMACEUTICAL ZSMGB М 88560
> ADD > gg 56H6H М 88669

¿A SUPERPHARH 1онеп и 88787
9A гзнви и 88788
9è senвn N 88789

HYDROCHLOROTHIAZIDE; TRIAMTERENE (PAGE 3-98)

> ADD > TABLET; ORAL
> ADD > MAXZIDE
> ADD > MYLAN PHARMS 50MG§75MGI N 19129

HYDROCORTISONE (PAGE 3-100)

POWDER; FOR RX COHPOUNDING
H-CORT 'l

>-DLt_>/éé/ îìXRÃHÉX.LÁÉÓPÁïúŕIŕS/ióóä/ /N.ß7¿34/
> ADD > £5 TORCH LABORATORIES 1002 N 87854

HYDROCORTISONE ACETATE (PAGE 3-102)

> DLT > /ÁŕRÓáÓL'äfÍÓŕïäÁL/
> DLT > IFD Н . .
> DLT > /R£Eńá¢ÄRNRï¢K.PHÁRHS/iń/ /N.¢6457/

HYDROCORTISONE АСЕТАТЕ; PRAMOXINE HYDROCHLORIDE (PAGE 3-103)

> ADO > AEROSOL; TOPICAL
> ADD > EPIFOAM
> ADD > REED&CARNRICK PHARMS 12312 N 86457
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UETHYCLOTHIAZID§ (PAGE 3-129)

‘
TABLET; ORAL
HETHYCLOTHIAZIUE
CHELSEA LABORATORIES 2.5MGH

Щ"Vä
Iâ

METHOTREXATE SODIUM (PAGE 3-128)

INJECTABLE; INJECTION
HEXATE

> ADD > BRISTOL LABS/B-M EQ 250MG BASE/VIALH

MICONAZOLE NITRATE (PAGE 3­134)

SUPPOSITORY; VAGINAL
MONISTAT 3
ORTHO PHARMACEUTICAL 2OOMGH

MORPHINE SULFATE (PAGE 3-135)

INJECTABLE; INJECTION
DURAMORPH PF

ELKINS-SINN/AHRDBINS 0 . 5MG/ML!!
IMG/ML!

NAFCILLIN SOOIUM (PAGE 3-135)

INJECTABLE; INJECTION
NAFCIL

A! BRISTOL LABS/B-M EQ 106H BASE/VIAL!
NALLPEN

A2 BEECHAM LABS/BEECHAM EQ lOGM BASE/VIAL

NYSTATIN (PAGE 3-141)

SUSPENSION; ORAL
NYSTATIN

> ADD > AA BAY LABORATORIES 1002000 UNITS/MLH

TABLET; ORAL
NYSTATIN

> ADD > QA QUANTUM PHARMICS 5002000 UNITSH

OXYPHENBUTAZONE (PAGE 3-143)

TABLET; ORAL
OXYPHEHBUTAZONE

AQ BULAR PHARMACEUTICAL 100MB!

TAHDEARIL
GEIGY/CIBA-GEIGYVâ 100MB

88750
88726

86358

18888

18565

18565

62527

61999

62512

62525

88599

12562

V

V
V

V

>

V
V

ADD > PENTAMIOINE ISETHIONATE (PAGE 3­148)

А00 > INJECTABLE; INJECTION
ADD > PENTAM 300

ADD > LYPHOMED 300MG/VIALI N

PENTOXIFYLLINE (PAGE 3-149)

TABLET, CONTROLLED RELEASE; ORAL
TRENTAL

HOECHST-ROUSSEL QOOMGI N

ADD > PILOCARPINE HYDROCHLORIDE (PAGE 3-154)

V

V
V
V
V
V
V
V
V
V
V

x»VV 3óOGM/PACKET54.47GM/PACKET;
10.0BGM/PACKETÈB.7óGM/PACKET;
34.066M/PACKETI N

CJCJCJ

А00 › GEL; OPHTHALMIC
AOD > PILOPINE HS
ADD > АКСОН LABORATORIES QZ N

POLYETHYLENE GLYCOL 3350ìŕPOTASSIUM CHLORIDE; SODIUM
BICARBONATEE SODIUM CHLORIDEì SODIUM SULFATE (PAGE 3­155)

PONDER FOR RECONSTITUTION; ORAL
ADD > COLYTE
ADD > EDLAN PREPARATIONS 120GM/PACKET;1.49GM/PACKET;
ADD > 3.3ôGM/PACKET;2.926M/PACKET;
ADD > 11.36GM/PACKETI N
ADD > 227.lGM/PACKET32.BZGM/PACKETS
ADD > 6.3óGM/PACKET35.536M/PACKETi
ADD ) 21.ББН/РАСКЕТ;Ц N
>
>
)>CJCJ

PREDNISOLONE АСЕТАТЕ; SULFACETAMIDE SODIUM (PAGE 3-160)

01МТНЕМТ; OPHTHALMIC
PREDSULFAIR

> Ann > ¿r PHARMAFAIR елкам N
> А00 > vAsocIuIN
> А00 > ¿I ссорам/151011 PHARMS o.5/.:-_9;/.n N

PREDNISONE (PAGE 3-161)

TABLET; ORAL
PREDNISONE

> А00 > Bx SUPERPHARM 5MG!! N
> A00 > вх юнец N
> ADD > вх гонец N

19264

18631

18796

18983

18983

18983

88052

88791

88865
88866
88867
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V
V
V

> С

V C
J

C

V > '
C
JV

D
O

VERAPAMIL HYDROCHLORIO; (PAGE 3-202)SULEAMETHOXAZOLEî TRIMETHOPRIM (PAGE 3-183)

TABLET; ORAL
SULFAMETHOXAZOLE 8 TRIMETHDPRIM

HEATHER DRUG QOUNG§80HGH
800MG§160MGNV

ä
V
b

SUCCINYLCHOLINE CHLORIDE (PAGE 3-181)

INJECTABLE; INJECTION
succINYLcHoLINE cHLoRInL

/éä/
ÍÍRÃßEÑßLfLÃÉë? Ísdóńélviáń/

C/е_/ /..Ц!ЁЁЕЁ/

TERBUTALINE SULFATE (PAGE 3-187)

AEROSOL; INHALATION
BRETHAIRE
GEIGY/CIBA-GEIGY 0.2MG/INHH

THIORIDAZINE HYDROCHLORIDE (PAGE 3-192)

TABLET; ORAL
THIORIDAZINE HOL

AQ BARR LABORATORIES lSUHGn

> AQ ZOOMGn

TRIAMCINOLONE ACETONIDE (PAGE 3-195)

CREAM; TOPICAL
ARISTOCORT A

> 9I LEDERLE LABS/AM CYAN 0.0252!

> AI 0.12n

> el 0.52ц

OINTMENT; TOPICAL
ARISTOCORT A

> AI LEDERLE LABS/AM CYAN 0.12“

> AI 0.52n
TRIAMCINOLONE ACETONIUE

9I pHARnAnERM/BYK-GLDN 0.0252п

9I 0.12n
TRYMEx

9I SAVAGE LABS/BYK-GLDN 0.02528
9I o.1zn

TRISULFAPYRIMIDINES (PAGE 3-200)

SUSPENSION; ORAL
ншиё ‘шиш: .

ЩЗ/ ПЮЕЁЕПЕНЁЕХЦ /Éóóńéláńñ/

N 18966

N 18946

N 18762

N 88757

N 88758

88818
88819
88820zz

z

88180
88781

88692
88690zz

88695
886912

V

МИДИИ

‘D
ID
'D
ID

Ш
Ш
B
7
Ш

TABLETP ORAL
GALAN

SEARLE/SEARLE PHARMS 80MB!
120MB!

ISOPTIN
KNOLL PHARMACEUTICAL 80H8

120MB

Н 18817

M 18817

N 18595

N 18595
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4
.



T
h
e

A
ct

re
q
u
ir
e
s

a
p
p
ro
v
e
d

n
e
w

d
ru
g

a
p
p
lic
a
ti
o
n
s

to
b
e

su
p
p
le
m
e
n
te
d

w
it
h

th
e

re
q
u
ir
e
d

p
a
te
n
t

in
fo
rm
a
ti
o
n

b
y

O
ct
o
b
e
r

2
4
,

1
9
8
4
.

P
a
te
n
t

in
fo
rm
a
ti
o
n

m
u
st

n
o
w

b
e

fi
le
d

w
it
h

a
ll

n
e
w
ly

su
b
m
it
te
d

d
ru
g

a
p
p
lic
a
ti
o
n
s,

a
n
d

n
o

N
D
A

m
a
y

b
e

a
p
p
ro
v
e
d

a
ft
e
r

S
e
p
te
m
b
e
r

2
4
,

1
9
8
4
,

w
it
h
o
u
t

th
e

p
e
rt
in
e
n
t

p
a
te
n
t

in
fo
rm
a
ti
o
n
.

T
h
e

p
a
te
n
t

n
u
m
b
e
rs

a
n
d

th
e

e
x
p
ir
a
ti
o
n

d
a
te
s

o
f

a
n
y

a
p
p
ro
p
ri
a
te

p
ro
d
u
ct

o
r

u
se

p
a
te
n
t

o
n

a
n

a
p
p
ro
v
e
d

N
D
A

w
ill

b
e

p
u
b
lis
h
e
d

in
th
e

A
P
D
P
.

P
a
te
n
t

in
fo
rm
a
ti
o
n

o
n

u
n
a
p
p
ro
v
e
d

a
p
p
lic
a
ti
o
n
s

o
r

o
n

p
a
te
n
ts

b
e
y
o
n
d

th
e

sc
o
p
e

o
f

th
e

A
ct

w
ill

n
o
t

b
e

p
u
b
lis
h
e
d
.

T
h
e

fo
llo
w
in
g

e
x
p
la
in
s

h
o
w

th
e

A
P
D
P

im
p
le
m
e
n
ts

th
is
.

A
n
ti
b
io
ti
cs
,

In
su
lin

a
n
d

B
io
lo
g
ic
a
ls

T
it
le

I

o
f

th
e

A
ct

h
a
s

b
e
e
n

in
te
rp
re
te
d

b
y

th
e

A
g
e
n
cy

n
o
t

to
in
cl
u
d
e

a
n
ti
b
io
ti
c

a
n
d

in
su
lin

p
ro
d
u
ct
s.

B
e
ca
u
se

o
f

th
is
,

(l
)

a
n
ti
b
io
ti
c

a
n
d

in
su
lin

p
ro
d
u
ct
s

a
re

n
o
t

co
n
si
d
e
re
d

e
lig
ib
le

fo
r

e
x
cl
u
si
v
it
y

p
ro
te
ct
io
n
,

(2
)

h
o
ld
e
rs

o
f

a
p
p
ro
v
e
d

a
p
p
lic
a
ti
o
n
s

fo
r

in
su
lin

a
n
d

a
n
ti
b
io
ti
c

p
ro
d
u
ct
s

n
e
e
d

n
o
t

su
b
m
it

th
e

p
a
te
n
t

in
fo
rm
a
ti
o
n

a
s

re
q
u
ir
e
d

o
f

N
D
A

a
p
p
lic
a
ti
o
n

h
o
ld
e
rs
,

a
n
d

(3
)

A
n
ti
b
io
ti
c

Fo
rm

6

sp
o
n
so
rs

a
re

n
o
t

re
q
u
ir
e
d

to
p
ro
v
id
e

th
e

p
a
te
n
t

ce
rt
if
ic
a
ti
o
n

st
a
te
m
e
n
t

w
h
ic
h

m
u
st

b
e

in
cl
u
d
e
d

in
A
N
D
A
s.

H
o
w
e
v
e
r,

T
it
le

II
,

th
e

p
a
te
n
t

te
rm

re
st
o
ra
ti
o
n

p
o
rt
io
n

o
f

th
e

A
ct
,

sp
e
ci
fi
ca
lly

a
d
d
re
ss
e
s

a
n
ti
b
io
ti
c,

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

a
n
d

h
u
m
a
n

b
io
lo
g
ic
a
l

p
ro
d
u
ct
s

(a
s

th
o
se

te
rm
s

a
re

u
se
d

in
th
e

Fe
d
e
ra
l

Fo
o
d
,

D
ru
g

a
n
d

C
o
sm
e
ti
c

a
n
d

P
u
b
lic

H
e
a
lt
h

S
e
rv
ic
e

A
ct
s)

in
it
s

p
ro
v
is
io
n
s.

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

R
e
q
u
ir
e
m
e
n
ts

T
h
e

th
e
ra
p
e
u
ti
c

e
q
u
iv
a
le
n
ce

e
v
a
lu
a
ti
o
n

co
d
e
s

in
A
p
p
e
n
d
ix

D

o
f

th
e

A
P
D
P

w
ill

e
n
a
b
le

fi
rm
s

to
d
e
te
rm
in
e

w
h
e
th
e
r

in
v
it
ro

a
n
d
/o
r

in
v
iv
o

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

st
u
d
y

d
a
ta

m
u
st

b
e

in
cl
u
d
e
d

w
it
h

th
e
ir

A
N
D
A

su
b
m
is
si
o
n
s.

C
u
rr
e
n
tl
y
,

d
ru
g
s

a
p
p
ro
v
e
d

p
ri
o
r

to
1
9
6
2

fa
ll

in
to

th
re
e

m
a
jo
r

b
io
p
h
a
rm
a
ce
u
ti
c

cl
a
ss
e
s:

(l
)

th
o
se

w
h
ic
h

p
o
se

a
n

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m
,

a
n
d

fo
r

w
h
ic
h

d
e
m
o
n
st
ra
ti
o
n

o
f

b
io
e
q
u
iv
a
le
n
ce

th
ro
u
g
h

in
v
iv
o

te
st
in
g

a
n
d

a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

p
e
rf
o
rm
a
n
ce

is
n
e
ce
ss
a
ry
;

(2
)

th
o
se
-w
h
ic
h

p
o
se

a
n

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m

b
u
t

fo
r

w
h
ic
h

a
n

in
v
iv
o

st
u
d
y

m
a
y

b
e

w
a
iv
e
d

if
a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

p
e
rf
o
rm
a
n
ce

is
d
e
m
o
n
st
ra
te
d

(t
h
e

lis
t

o
f

su
ch

d
ru
g
s

is
p
ro
v
id
e
d

u
n
d
e
r

T
A
B
LE

I)
;

a
n
d

(3
)

th
o
se

w
h
ic
h

p
o
se

n
o

a
ct
u
a
l

o
r

p
o
te
n
ti
a
l

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m

a
n
d

fo
r

w
h
ic
h

th
e

o
n
ly

b
io
p
h
a
rm
a
ce
u
ti
c

re
q
u
ir
e
m
e
n
t

is
d
e
m
o
n
st
ra
ti
o
n

o
f

a
cc
e
p
ta
b
le

d
is
so
lu
ti
o
n

fo
r

so
lid

o
ra
l

d
o
sa
g
e

fo
rm
s.A
ll

fi
rm
s

su
b
m
it
ti
n
g

a
n

a
b
b
re
v
ia
te
d

n
e
w

d
ru
g

a
p
p
lic
a
ti
o
n

fo
r

a

si
n
g
le

so
u
rc
e

d
ru
g

p
ro
d
u
ct

o
r

a
d
ru
g

p
ro
d
u
ct

w
h
ic
h

w
a
s

fi
rs
t

a
p
p
ro
v
e
d

a
ft
e
r

1
9
6
2

w
ill

b
e

re
q
u
ir
e
d

to
d
e
m
o
n
st
ra
te

in
v
iv
o

b
io
e
q
u
iv
a
le
n
ce

o
r

e
ls
e

su
b
m
it

in
fo
rm
a
ti
o
n

su
ff
ic
ie
n
t

to
p
e
rm
it

th
e
-A
g
e
n
cy

to
w
a
iv
e

d
e
m
o
n
st
ra
ti
o
n

o
f

in
v
iv
o

b
io
e
q
u
iv
a
le
n
ce
.

M
a
n
u
fa
ct
u
re
rs

o
f

d
ru
g

p
ro
d
u
ct
s

fo
rm
u
la
te
d
-T
n

d
o
sa
g
e

fo
rm
s

w
h
ic
h

d
o

n
o
t

p
re
se
n
t

b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m
s,

su
ch

a
s

a
n

in
tr
a
v
e
n
o
u
s

so
lu
ti
o
n
,

m
a
y

re
q
u
e
st

th
a
t

th
e

in
v
iv
o

b
io
e
q
u
iv
a
le
n
ce

re
q
u
ir
e
m
e
n
t

b
e

w
a
iv
e
d
.



B
e
fo
re

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

C
o
m
p
e
ti
ti
o
n

a
n
d
P
a
te
n
t

T
e
rm

R
e
st
o
ra
ti
o
n

A
ct
,
th
e
A
g
e
n
cy

a
p
p
ro
v
e
d

v
a
ri
o
u
s

d
ru
g
s
w
it
h
b
io
a
v
a
ila
b
ili
ty
/b
io
e
q
u
iv
a
le
n
ce

p
ro
b
le
m
s

a
n
d
d
e
fe
rr
e
d

th
e
in
v
iv
o
te
st
in
g

re
q
u
ir
e
m
e
n
t

fo
r

a

n
u
m
b
e
r
o
f

re
a
so
n
s.

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

in
fo
rm
a
ti
o
n

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

A
N
D
A
d
ru
g

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

to
th
e
lis
te
d

d
ru
g
.

T
h
e
re
fo
re
,

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

fo
r

d
ru
g
s
su
ch

a
s
a
m
it
ri
p
ty
lin
e

h
y
d
ro
ch
lo
ri
d
e

w
h
ic
h
fo
rm
e
rl
y

m
a
y
h
a
v
e
b
e
e
n

a
p
p
ro
v
e
d

w
it
h
o
u
t

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

a
n
in
v
iv
o
st
u
d
y
a
s

a

co
n
d
it
io
n

fo
r
a
p
p
ro
v
a
l

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

T
o
p
ic
a
ls

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

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

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

e
q
u
iv
a
le
n
t

to
p
ic
a
l

p
ro
d
u
ct
s
o
f
p
re
-1
9
6
2

(D
E
S
I)

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

e
q
u
iv
a
le
n
t.

H
o
w
e
v
e
r,

th
e
A
g
e
n
cy

re
q
u
ir
e
d

th
a
t
a
p
p
lic
a
n
ts

fo
r
to
p
ic
a
l

d
ru
g
p
ro
d
u
ct
s

in
it
ia
lly

a
p
p
ro
v
e
d

a
ft
e
r

1
9
6
2
,
in
cl
u
d
in
g

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

d
e
m
o
n
st
ra
te

th
e

sa
fe
ty

a
n
d
e
ff
ic
a
cy

o
f
th
e
ir

p
ro
d
u
ct
s

th
ro
u
g
h

cl
in
ic
a
l

tr
ia
ls

o
r
th
ro
u
g
h

a

b
io
e
q
u
iv
a
le
n
ce

st
u
d
y
in
o
rd
e
r
to
b
e
e
v
a
lu
a
te
d

a
s
th
e
ra
p
e
u
ti
ca
lly

e
q
u
iv
a
le
n
t.

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

a
p
p
lic
a
n
ts

to
d
e
m
o
n
st
ra
te

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

o
f
th
e
ir

to
p
ic
a
l

d
ru
g
p
ro
d
u
ct

to
th
e
lis
te
d

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

fo
r
A
N
D
A

a
p
p
ro
v
a
l.

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

th
a
t
is
p
re
se
n
tl
y

b
e
in
g
u
se
d
in
th
e

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

p
ro
ce
ss
.

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

th
e
th
e
ra
p
e
u
ti
c

e
q
u
iv
a
le
n
ce

e
v
a
lu
a
ti
o
n

p
o
lic
y

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

to
p
ic
a
l

p
ro
d
u
ct
s

to
d
e
te
rm
in
e

w
h
e
th
e
r

a

ch
a
n
g
e
in
th
is

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

In
th
e

m
e
a
n
ti
m
e
,

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

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

w
ill

b
e
re
q
u
ir
e
d

fo
r

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

p
ro
d
u
ct
s

u
n
le
ss

a

w
a
iv
e
r
o
r
in
v
it
ro

a
lt
e
rn
a
ti
v
e
s

ca
n

b
e
ju
st
if
ie
d

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

О
Т
С
D
ru
g
P
ro
d
u
ct
s

E
lig
ib
le

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

О
Т
С
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
а
з
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

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

in
th
e
m
a
rk
e
t

p
la
ce
.

T
h
is

si
tu
a
ti
o
n

o
cc
u
rs

a
s

a

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

cu
rr
e
n
t

O
T
C
co
m
p
lia
n
ce

p
o
lic
y

w
h
ic
h
a
llo
w
s

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

u
n
a
p
p
ro
v
e
d

О
Т
С

d
ru
g
p
ro
d
u
ct
s

p
e
n
d
in
g

th
e
e
ff
e
ct
iv
e

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

fi
n
a
l

О
Т
С

m
o
n
o
g
ra
p
h
.

T
h
e
O
T
C
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
.



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
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TABLE I. IN VI VOLIST OF DRUG PRODUCTS WHICH MUST DEMONSTRATE
BIOAVAILABILITY ONLY IF PRODUCT FAILS ТО ACHIEVE ADEOUATE DISSOLUTION

ъ.‘

ACETAMINOPHEN; ASPIRIN;

BUTALBITAL;

CAPSULE OR TABLET; ORAL

I60­I65MG; I60­I65MG; 5OMG

ACETAMINOPHEN; ASPIRIN; BUTALBITAL

CAPSULE OR TABLET; ORAL

325M6; 325MG; 5OMG

ACETAMINOPHEN; ASPIRIN;

BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL

I60­I65MG; I60-I65MG; 5ОMG; 4OMG

ACETAMINOPHEN; ASPIRIN;

BUTALBITAL; CAFFEINE

CAPSULE OR TABLET; ORAL

325MG; 325MG; 5OMG; 4OMG

ACETAMINOPHEN; BUTALBITAL

CAPSULE OR TABLET; ORAL

325; 5OMG

650; 5OMG

ACETAMINOPHEN; BUTALBITAL;

CAFFEINE

CAPSULE OR TABLET; ORAL
325MG; БОМС; 4ОМС

650M6; 50MG; 4OMG

AMINOPHYLLINE

TABLET; ORAL

IOOMG

2OOMG

ASPIRIN; BUTALBITAL;

CAPSULE OR TABLET; ORAL

325; 5OMG

650; 50MG

ASPIRIN; BUTALBITAL, CAFEEINE

CAPSULE OR TABLET; ORAL

325M6; 5OMG; 40MG;

650MG; 5OMG; 4OMG;

ASPIRIN; CAEFEINE; CARISOPRODOL

TABLET; ORAL

I6OMG; 32MG; 200МG

ASPIRIN; CAFFEINE; CARISOPRODOL;
CODEINE PHOSPHATE

TABLET; ORAL

I6OMG; 32М6; 2OOMG; I6MG

ASPIRIN; CARISOPRODOL

TABLET; ORAL

325MG; 2OOMG

ASPIRIN; CARISOPRODOL; CODEINE

PHOSPHATE

325MG; 2OOMG; IOMG

ASPIRIN; MEPROBAMATE

TABLET; ORAL

325MG; 2OOMG

ASP IR IN; METHOCARBAMOL
TABLET; ORAL

325MG; 2OOMG

CHLOROTHIAZIDE

TABLET; ORAL

250MB

ESTROGENS, CONJUGATED; MEPROBAMATE

TABLET; ORAL

0.4MG; QOOMG

0.4MG; 400M6

HYDROXYZINE HYDROCHLORIDE

TABLET; ORAL

IOMG

25MG

5ОMG

IOOMG



ACTIVEIМGREDIEМTS(S)
STRENGTH(S)

ACETAMIМOPHEМ
I20MG

ACETAMIМOPHEМ

650MG

ACETAMINOPHEМ
IZOMG

ACETAMIМOPHEМ
IZOMG

ACETAMIМOPHEN
650MG

ACETAMIМOPHEМ
650MG

ACETAMIМOPHEМ
IZOMG

ALUMIМUMHYDROXIDE;MAGМESIUM

TRISILICATE
SOMG;20MG

ALUMIМUMHYDROXIDE;MAGМESIUM

TRISILICATE

IÖOMG;4OMG

BROMPHEМIRAMIМEMALEATE
BMG

TRADENAME

(DOSAGEFORM;ROUTE)

МEOPAP

(SUPPOSITORY;

TYLEМOL

(SUPPOSITORY;

TYLEМOL

(SUPPOSITORY;

ACEPHEМ

(SUPPOSITORY;

ACEPHEМ

(SUPPOSITORY;

ACETAMIМOPHEN

(SUPPOSITORY;

ACETAMINOPHEN

(SUPPOSITORY;

GAVISCOМ

RECTAL)

RECTAL)

RECTAL)

RECTAL)

RECTAL)

RECTAL)

RECTAL)

(TABLET,CHEWABLE;ORAL)

GAVISCOМ­2

(TABLET,CHEWABLE;ORAL)

DIMETAМE

(TABLET,CONTROLLED

RELEASE;ORAL)

APPLICAМTМAME

WEBCOМPHARMS/ALCON

MCNEILLABORATORIES

MCМEILLABORATORIES

GAМDWLABORATORIES

GAМDWLABORATORIES

UPSHER-SMITHLABS

UPSHER-SMITHLABS

MARIONLABORATORIES

MARIONLABORATORIES

AHROBIМS

МDAf
APPROVALDATE

I6­40I
II­07­68

I7­756
05-26-76

I7­756
O5­26­76

l8­060
02-09-78

I8-O6O
02-09-78

18-337
04-22-80

IB-337
09-I2-83

l8­685
I2­09­83

l8­685
12­09­83

I0­799
06­l0­83

I) TABLEIl»OTCDRUGPRODUCTSELIGIBLEFORABBREVIATEDМEWDRUGAPPLICATIONS(PAGE



TABLE II. OTC DRUG PRODUCTS ELIGIBLE FOR ABBREVIATED (PAGE 2)NEW DRUG APPLICATIONS

ACTIVE INGREDIENT(S)
STRENGTH(S)

BROMPHENIRAMINE MALEATE

I2MG

CHLORHEXIDINE GLUCONATE

20%

CHLORHEXIDINE GLUCONATE
Oo

CHLORHEXIDINE GLUCONATE

0.5%

CHLORHEXIDINE GLUCONATE

4%

CHLORPHENIRAMINE MALEATE
8MG

CHLORPHENIRAMINE MALEATE

I2MG

CHLORPHENIRAMINE MALEATE
8MG

CHLORPHENIRAMINE MALEATE
I2MG

TRADE NAME

(DOSAGE FORM;

DIMETANE
(TABLET, CONTROLLED
RELEASE; ORAL)

HIBICLENS ANTIMICROBIAL
SKIN CLEANSER
(SOLUTION; TOPICAL)

HIBITANE
(TINCTURE; TOPICAL)

HIBISTAT
(SOLUTION; TOPICAL)

HIBICLENS
(SPONGE; TOPICAL)

TELDRIN
(CAPSULE, CONTROLLED
RELEASE; ORAL)

TELDRIN
(CAPSULE, CONTROLLED
RELEASE; ORAL)

CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)

CHLOR-TRIMETON
(TABLET, CONTROLLED
RELEASE; ORAL)

APPLICANT NAME

AH ROBINS

ICI AMERICAS

ICI AMERICAS

ICI AMERICAS

ICI AMERICAS

MENLEY & JAMES/SKF

MENLEY & JAMES/SKF

SCHERING

SCHERING

NDA Ж

APPROVAL DATE

IO­799
О6-IО-83

I7-768
О9-I7-76

I8-О49
I2-I8-78

I8­3OO
05-23-80

I8-423
08-27-81

17-369
O5­II­78

17-369
05-II-78

07-638
!0­I8­78

07-638
10-18-78



28-EI-ÓO
287-il

7Q­7O­IO
OQO-8l

IQ-Iî-EO
1ôî-8l

78­1O­SO
608­8I

78­7I­SO
9S9­8I

I8­í2­1O
SII-8I

08-70-20
660-8l

31V0 1V^O888V

f V0М

9МI83Н0S

И8VH8 11VMNМ38

9NI83Н0S

SИ8VH8 1V81М30

9NI83Н0S

ZO0NVS/S8V1 A3S800

38S/S3ИVГ Y A31М3И

3ИVN 1МV0lT88V

(1V8O s3SV3138
0311O81NO0 ¢.I_318V1)

1V8OXI80

(1V80 s8O8AS)
ИAS8O0

(1V8O s3SV3138

0311O81МO0 ‘1318V1)

NO13ИI81-8O1H0

(1V80 s3SV3138
0311O81МO0 ‘зчпзауэ›

31V31VИ
3МIwvuIМ3H8uoiHo /M

10Н 3МIИV10МV80881AМ3НЫ

(1V8O s3SV3-I38
0311O81NO0 ‘1318V1)

NIZVИ30

(1V8O s3SVÈI-I38
0311O81NO0 ‘1318V1)

2I—0INIИVI81

(1V8O s3SV3138
0311O8lМO0 ‘эчп8ачо›

0V1МO0

(31OO8 sИ8O3 39VSO0)
3ИVN 30V81

9ИO2I s9H9

3lV310S 3МI803H83O0O3S8
s31V31VИ 3МIИV8IМ3H8WO88X30

1ИS/10H 9ИЁ'ЬС 03

s-IMIS/31V31VИ 9И? 03
Х38I181108 3МIИЧ10МVё0881AМ3Н8
sX38I1SI­IO8 3МIИV8IМ3H88O1Н0

9ИO2I s9H8
31V31DS 3МI803H83O0O3S8
s31V31VИ 3МIИV8IN3H88O1Н0

9ИS1 s9И8

30I8O1H0O80AH
3NIИV1ONVHO881AN3H8

s31V31VI/II 3МIИV8IN3H8801Н0

9ИS2 s9И?
3GI801Н0O80AH

3МIИV1OМV8O881AN3H8
s3lV31VИ 3МIИV8IN3H8801H0

9ИS1 s9IAI2I

30I801H0O80AH
3МIИV1OМV8O881AМ3H8

s31V31VИ 3МIИV8IN3H8801H0

9ИS1 s9ИS

30I8O1Н0O80AH
3МIИV1OМV8O881AN3H8

s31V31VИ 3МINV8IМ3H8801Н0

(S)H19М381S
(8)1М3I0389NI 3^I10V

(E 39V8) SNO11V0I188V 9080 M3N 03lVI^3888V 803 318I9113 S10n0O88 9080 01O 'II 318V1



TABLE 11. (PAGE 4)OTC DRUG PRODUCTS ELIGIBLE FOR ABBREVIATED NEW DRUG APPLICATIONS

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXBROMPHENIRAMINE MALEATE;

PSEUDOEPHEDRINE SULFATE
6MG; I2OMG

DEXTROMETHORPHAN RESIN COMPLEX

EO 30M6 HBR/5ML

DIPHENHYDRAMINE HYDROCHLORIDE

I2.5MG/5ML

DOXYLAMINE SUCCINATE
25MG

IBUPROFEN
2OOMG

IBUPROFEN

2OOMG

INSULIN SUSPENSION, ISOPHANE,

BEEF
40 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
BEEF
100 UNITS/ML

INSULIN SUSPENSION, ISOPHANE,
BIOSYNTHETIC HUMAN
IOO UNITS/ML

INSULIN SUSPENSION, ISOPHANE,

MIXED BEEF AND PORK
40 UNITS/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

DISOPHROL
(TABLET, CONTROLLED
RELEASE; ORAL)

DELSYM

(SUSPENSION, CONTROLLED
RELEASE; ORAL)

BENYLIN
(SYRUP; ORAL)

UNISOM

(TABLET; ORAL)

ADVIL
(TABLET; ORAL)

NUPRIN
(TABLET; ORAL)

SEMILENTE INSULIN
(INJECTABLE; INJECTION)

SEMILENTE INSULIN
(INJECTABLE; INJECTION)

HUMULIN N

(INJECTABLE; INJECTION)

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

APPLICANT NAME

SCHERING

PENNWALT PHARM

PARKE-DAVIS/W-L

PFIZER

WHITEHALL LABS/AMHO

UPJOHN MANUFACTURING

SQUIBB-NOVO

soulee­wovo

ELI LILLY

LILLY RES LABS DIV

МDA f
APPROVAL DATE

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

I9­0I2
05-18-84

17-929
02-08-77

17-929
02-08-77

18-781
10-28-82

17-936
02-08-77



11-80-20
226-11

11-80-20
226-11

08-91-10
961-81

18-0С-10
229-8l

61-90-21
Q7î-SI

08-91-10
#öl-8I

08­2I­90
617-81

11-80-20
926-11

31V0 1V^0888V
f V0N

A1111 113

A1111 113

8$1080М

0^ОМ-881008

A1111 113

881080М

A1111 113

^I0 88V1 S38 A1111

3ИVМ 1МV01188V

(М01103ГМ1 s3'IBV1031‘NI)
(8808-3338)

М11311 Y 0МIZ ‘3МIИV1O88

(М01103ГМ1 s318V103ГNI)
(8808-3338)

М11311 Y 0NIZ ‘3NIИV1O88

(М01103ГМ1 s318V103ГМI)
(8808)

08V1XIИ 8$1О80М М110SМ1

(М01103ГМ1 sEHBVI03ГМI)
3NVH8V1O88

(М01103ГМ1 s318V103ГNI)
(8808) 11 М11311 Н8М

(М01103ГМ1 s3'T8V103ГМI)
8SI080М

Н8М О8V1V108М1 М1108М1

(М01103ГМ1 s318V103ГМI)
II М11311 Н8М

(М01193ГМ1 s318V103ГМI)
(8808-3338) М11311 Н8М

(31008 sИ80rI 39V800)
3ИVМ 30V81

1И/811М0 001
8808 0МV 3338 03Х1И ‘М1108М1
s)I8O8 0NV 3338 03Х1И ‘0NIZ
3М1ИV1088 ‘NOISN38SOS М1108М1

1И/811М0 001

8808 0МV 3338 03Х1И ‘0NIZ
3МIИV1O88 ‘NOISN38SOS М1108М1

1И/811М0 001
8808 03131808

‘М1108М1 s>I808 03131808

‘3МVН8081 ‘NOISМ38SDS М110SМI

1И/311М0 001
8808 03131808

'3NVH8OSI ‘МOISМ38S0S М1108М1

1И/811М0 001

8808 03131808
‘3МVН8081 ‘МOISМ38SnS М1108М1

1И/811М0 001
‚ 8808 03131808
‘3МVН8081 ‘NOISМ38SOS М1108М1

1И/811М0 001
3338 03131808

‘3МVН8081 ‘NOISN38S0S М110$М1

1И/811М0 001

8808 0NV 3338 03Х1И
‘3МVH8OSI ‘NOISN38SnS М1108М1

(8)Н19М3818
(8)1М310389М1 3^110V

(S 39V8) 8М011V01188V 9080 MEN 031V1^3888V 803 31819113 81000088 9080 01O ‘II 318V1



TABLE 11. (PAGE 6)OTC DRUG PRODUCTS ELIGIBLE FOR ABBREVIATED NEW DRUG APPLICATIONS

ACTIVE INGREDIENT(S)
STRENGTH(S)

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

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

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

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

INSULIN ZINC SUSPENSION, BEEF
40 UNITS/ML

INSULIN ZINC SUSPENSION, BEEF

100 UNITS/ML

INSULIN ZINC SUSPENSION,

BIOSYNTHETIC HUMAN
100 UNITS/ML

INSULIN ZINC SUSPENSION,
EXTENDED, PURIFIED BEEF
100 UNITS/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

PROTAMINE ZINC IМSULIМ
(INJECTABLE; INJECTIOМ)

PROTAMINE ZINC INSULIN
(INJECTABLE; INJECTION)

PROTAMINE ZINC AМD
ILETIN II '

(INJECTABLE; INJECTION)

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

LENTE INSULIN
(INJECTABLE; INJECTIOМ)

LENTE INSULIN
(INJECTABLE; INJECTIOМ)

MONOTARD HUMAN

(INJECTABLE; INJECTION)

ULTRATARD
(INJECTABLE; INJECTION)

APPLICANT МAME

ER SOUIBB AND SOМS

ER SOUIBB AND SONS

ELI LILLY

ELI LILLY

SOUIBB-МOVO

SOUIBB-МOVO

SOUIBB-МOVO

SOUIBB-NOVO

NDA #

APPROVAL DATE

17-928
02-08-77

17-928
02-08-77

18-476
06-12-80

18-346
12-05-79

17-998
02-08-77

17-998
02-08-77

18-777
08-30-83

18-385
03-17-80



€8­O€­80
811-81

08-11-(0
СЭС-81

61-90-21
17S-8I

08-11-С0
78€­8I

08-21-90
¿17-81

oe-1llfo
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11-80-20
966-11

11-80-20
166-11

31V0 1V^0888V
f V0М

O^ON-88I0OS

0^0М-881008

A1111 113

О^0М-881008

A1111 113

0^0М-881008

0^0М-881008

0^0М-881008

3ИVМ 1МV01188V

(М01103ГМ1 s318V193ГМ1)

NVИ0H 0l8V810V

(М01103ГМ1 s318V103ГМI)

08V1ONOИ

(М01193ГМ1 s318V103ГМI)
(8808) 11 М1131I 31М31

(М01103ГМ1 s318V103ГМI)
О8V1М31

(М01103ГМ1 s318V103ГМI)
II М11311 31М31

(М01103ГМ1 s318V103ГМI)
08V1IИ3S

(М01103ГМ1 s318V103ГNI)
М110$М1 31М311И3S

(М01103ГМ1 s318V103I'МI)
М110SМ1 31М31V8110

(31008 sИ803 3SVSO0)
3ИVМ 30V81

1И/811М0 001

МVИ0Н 0113Н1МA8018 tNI10SNI

1И/811М0 001

8808 03131808

‘NOISМ38S0S 0NIZ М110SМ1

1И/811М0 001

8808 03131808
‘NOISМ38S0S 0МIZ NI10SNI

1И/S1IМ0 001
8808 0МV 3338 03131808
tNOISМEl8S0S 0МIZ МI10SМI

1И/811М0 001

3338 03131808
'МOISМ38S0S 0NIZ М110$М1

1И/811М0 001
8808 03131808

‘18И088 ‘NOISN38S0S 0NIZ NI10SNI

1И/811М0 001
3338

‘18И088 ‘МOISN38S0S 0NIZ М110$М1

1и/311мп 00I

3338 oalalan8 ‘оэомэ1хз
‘Nolswaasns 0NIz NlinsNl

(S)Н19М381S
(8)1М310389М1 31110V

(1 39V8) SМ0I1V01188V 9080 M3N 031V1^3888V 803 31819113 81000088 9080 010 ‘Il 318V1



TABLE II. (PAGE 8)OTC DRUG PRODUCTS ELIGIBLE FOR ABBREVIATED NEW DRUG APPLICATIONS

ACTIVE INGREDIENT(S)
STRENGTH(S)

INSULIN, BIOSYNTHETIC HUMAN

100 UNITS/ML

INSULIN, PORK
40 UNITS/ML

INSULIN, PORK
100 UNITS/ML

INSULIN, PURIFIED BEEF
100 UNITS/ML

INSULIN, PURIFIED PORK
100 UNITS/ML

INSULIN, PURIFIED PORK
100 UNITS/ML

INSULIN, PURIFIED PORK
100 UNITS/ML

NONOXYNOL­9
IGM

POTASSIUM IODIDE
130M6

POTASSIUM IODIDE
IGM/ML

POTASSIUM IODIDE
IBOMG

TRADE NAME

(DOSAGE FORM; ROUTE)

HUMULIN R

(INJECTABLE; INJECTION)

INSULIN
(INJECTABLE; INJECTIOМ)

INSULIN
(INJECTABLE; INJECTION)

REGULAR ILETIN II
(INJECTABLE; INJECTION)

INSULIN NORDISK QUICK
(PORK)
(INJECTABLE;INJECTION)

REGULAR ILETIN II (PORK)
(INJECTABLE; INJECTION)

ACTRAPID
(INJECTABLE; INJECTION)

TODAY

(SPONGE; VAGINAL)

THYRO-BLOCK
(TABLET; ORAL)

POTASSIUM IODIDE
(SOLUTION; ORAL)

IOSAT
(TABLET; ORAL)

APPLICAМT NAME

ELI LILLY

SOUIBB-МOVO

S0UIBB-МOVO

ELI LILLY

NORDISK IМSULIN LABS

ELI LILLY

SOUIBB-МOVO

VLI CORPORATIOМ

WALLACE LABS/C-W

ROXAМE LABORATORIES

ANBEX

NDA f
APPROVAL DATE

18-780
10­28-82

17-926
02-08-77

17-926
02-08-77

18-478
06-12-80

18-193
01-16-80

18-344

12-05-79

18-381
03-17-80

18-683
04-01-83

18-307
11-09-79

18-551
02-19-82

18-664
10-14-82



€8­8I­2O
289-81

08-02-01
161-81

58-70-80
GII-88

í8­O2­IO
211-88

78-01-10
#2O-99

î8­7O­îO
911-88

28-92-11
9С6-11

28-92-11
926-11

61-51-10
176-11

31V0 1V^O888V
# V0N

82138/838 М30 832138

9М183Н08

388V8/93И И8VH8 11VМ

1V0VИ8VH8 A808МV0

1V011030VИ8VН8 GИ

831801V808V1 AV8

3И00113М

3И00113М

3И00113М

3ИVМ

8Н9008808

8Н9008808

8Н9008808

1МV01188V

(1VO1801 sИV380)
0A8081

(1V80 sasvaiau
daiiou1woo ‘1aievlI

iowluav

(1V8O s808A8)
0330181

(1V8O s1318V1)
3М18008181

(1V8O s1318V1)
0008-181

(1V8O s808AS)
S018 МV88311V

(1V8O s1318VJJ
033110V

(1V8O s808AS)

033110V

(1V80 s3SVÈI138
0311081М00 ‘31088V0)

'V'S 033V008

(31008 sInI80j 39V800)
3ИVМ 30V81

il
3102VМ00011

9И021

31V3108 3М1803Н83000388

1И9/9И52'1 s1ИQ/9ИOE
301801Н0080AН 3М1011088181

s30I801I-I0O80AH 3М1803Н83000388

9И5'2 s9ИOQ
30180180080AН 3М1011088181

s30I801H0O80AH 3М1803Н83000388

9И9'2 s9ИO9
301801Н0080AН 3М1011088181

s30I801Н0O80AH 3М1803Н83000388

1И9/9И52'1 s1ИS/9HOE
301801Н0080AН 3М1011088181

s30I801Н0O80AH 3М1803Н83000388

9ИБ'2 s99409
301801Н0080AН 3М1011088181

s30I8O1Н0O80AH 3М1803Н83000388

189/9И92'1 s1719/97102
301801Н0080AН 3М1011088181

230I801Н0O80AH 3М1803Н83000388

9И021

301801Н0080AН 3М1803Н83000388

(8)Н19М3818

(8)1М310389М1 3^110V

(6 39V8) 9080 M3М 031V1^3888V 803 31819113 81900088 9080 010 ‘II 318V18М011V01188V



TABLE 111. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED (PAGE I)

ACTIVE INGREDIENT(S)

STREМGTH(S)

ANTICOAGULANT CITRATE DEXTROSE

SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE

SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE

SOLUTION USP

ANTICOAGULANT CITRATE DEXTROSE

SOLUTION USP

ANTICOAGULANT CITRATE

PHOSPHATE DEXTROSE ADENINE-I

SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE

DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE

DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE PHOSPHATE

DEXTROSE ADENINE SOLUTION

ANTICOAGULANT CITRATE
PHOSPHATE DEXTROSE SOLUTION USP

ANT IœAGULANT CI TRATE

PHOSPHATE DEXTROSE SOLUTION

USP

ANTICOAGULANT CITRATE PHOSPHATE

DEXTROSE SOLUTION USP

ANTICOAGULANT CITRATE PHOSPHATE

DEXTROSE SOLUTION USP

nTRADENAME

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

(DOSAGE FORM; ROUTE)

IМJECTIOМ)

IМJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTIOМ)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTIOМ)

APPLICAМT NAME

CUTTER BIOL/MILES

DELMED

TRAVENOL LABS

TRAVENOL LABS

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

CUTTER BIOL/MILES

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

МDA f
APPROVAL DATE

I0­I02

12-14-61

11-912

9-2-59

10-855

06-11-59

16-918

3-17-78

80-77

11-6-80

78-519

4-23-80

82-528

11-3-82

77-420

5-12-78

16-527
6-22-70

80-222

8-23-82

16-907

5-15-73

78-1211

6-10-81



81­1I­9
228-11

78-61-01

516-28

28-22-6

916-28

28-91-9

7011-18

28-82-9

2101-18

11-9-21

107-11

31V0 1V^0888V

f V0N

03И130

8311И/1018 831100

8311И/1018 831100

88V1 10М3^V81

88V1 10М3^V81

88У1 10М3^V81

3ИVМ 1МV01188V

(М01103ГМ1 s318V103ГМI)

3М0М

тоцэзгш дачах/шагиl)
71318A8

3^I1100У 130181ПМ í-SV

(М01103ГМ1 s318VI03ГNI)

И31818

3^1110V 1301810М 2-8V

шоцээгш saim/103ml)
Nol1nios Мouv/massed

1130 0321 ачозау

(М01103ГМ1 s31BV103ГМI)

3М0М

(М01103ГМ1 s31BV103ГNI)

3М0М

(31008 sI/I8O3 39V800)

3ИVМ 3С1У81

880

М0110108 М18V83Н 1NV109V0011МV

1WOOI/WOB8S'O

880 31V8110 И01008 ‘1I'IIOOI/IAB

0I'I 8S0 38081Х30 '1ИOOI/MB
OE'O 3М1М30V ‘1И001/ИЭ

017'0 880 301801Н0 И01008

‘1И001/И9912'0 880 31VН880Н8

И01008 018V80М0И ‘1ИOOI/ИO

270'0 880 010V 018110 :í-SV
:H1IM М0110108 38081Х30 318000

31VН880Н8 31V8110 1МV109V0011МV

1WOOI/MBO8S'O 8Sn 3IV8110 ИП1008

‘"lwool/wœöï'o asn ззошхэо
‘"INOOl/MBLIO'O зшмзш ‘wool/m
erro 8sn aqlaoiwo wmoos
‘iwooI/vegez'o asn aIvHasoH8
wnloos olsveld 'iwool/vezv'o

asn шоу :mulo :z-sv
=ным мошпоз эзошхэо aienod
a1vw8sow8 зшыю Iwvinevool INV

1ИOOI/HD12'O 3М1М30V

‘1ИOOI/И9S1'O 8S0 1O1IММVИ

‘1ИOOI/И9Ö'O 8S0 301801Н0 И01008

‘1И001/И92'2 880 38081Х30 31-8V

=Н11М 880 М0110108 38081Х30

31VН880Н8 31V8110 1МV109V0011МV

880 М0110108 38081Х30

31VН880Н8 31V8110 1МV109V0011МV

880 М0110108 38081Х30

31VН880Н8 31V8110 1МV109V0011МV

(81Н19М3818

(8)1М3103ЮМ1 3^110V

(2 39V8) 03Н811808 A18001^388 10М М31^38 0МV Н08V3838 1V01901018 30 301330 BH1 A8 03^0888V 81V0М ‘111 318V1



TABLE 111. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED (PAGE 3)

ACTIVE INGREDIENT(S)

STRENGTH(S)

ANTICOAGULANT HEPARIN SOLUTION

USP

ANTICOAGULANT SODIUM CITRATE

SOLUTION USP

ANTICOAGULANT SODIUM CITRATE

SOLUTION USP

ANTICOAGULANT SODIUM CITRATE

SOLUTION USP

ANT IœAGULANT SOD IUM C I TRATE

SOLUTION USP

ANTICOAGULANT SODIUM CITRATE

SOLUTION USP

DEXTRAN 40, IG%

IOGM/IOOML

DEXTRAN 75, 6%

6GM/IOOML

DEXTRAN 75, 6%

6GM/IOOML

DEXTRAN 4o, los
шеи/1 ooML

DEXTRAN 70, 6%

6GM/IOOML

DEXTRAN 40, 10%

IOGM/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

NONE

(INJECTABLE;

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTION)

INJECTIOМ)

INJECTION)

INJECTION)

IМJECTION)

INJECTION)

INJECTION)

APPLICANT NAME

TRAVENOL LABS

ALPHA THERAPEUTIC

CUTTER BIOL/MILES

DELMED

TERUMO AMERICA

TRAVENOL LABS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

AMERICAN MCGAW

AMERICAN MCGAW

CUTTER BIOL/MILES

NDA #

APPROVAL DATE

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

16-375

7-25-67

8-819

3-31-53

18-253

2-4-83

I6­767

4-6-70

9-024

8-18-69

16-653

9-23-69



ACTIVEINGREDIEМTS)

STREМGTH(S)

DEXTRAМ70,
6GM/IOOML

DEXTRAN40,
IOGM/IOOML

DEXTRAМ75,
6evI/IooMI.

DEXTRAМ75,
ÖGM/IOOML

DEXTRAМI

I5OMG/ML

DEXTRAМ40,
IOGM/IOOML

DEXTRAN70,
GGM/IOOML

DEXTRAМ40,
IOGM/IOOML

DEXTRAМ75,
ôGM/IOOML

DEXTRAМ75.

6%

101

6%

6%

I05(

6%

10%

6%

6%

IМVERTEDSUGAR105

6GM/IOOML;IOGM/IOOML

HETASTARCH,

ÓGM/IOOML

6%

TRADENAME

(DOSAGEFORM;ROUTE)

NONE

(INJECTABLE;

NOМE

(INJECTABLE;

МOМE

(IМJECTABLE;

NOМE

(IМJECTABLE;

PROMIT

INJECTION)

INJECTIOМ)

INJECTIOМ)

IМJECTIOМ)

(IМJECTABLE;INJECTION)

RHEoMAœoof-:XR

(INJECTABLE;

мАскооЕхв

(INJECTABLE;

свита/(ма40

‹шест/(вы;;

@EМTR/IМR75

‹Iшествие;

INJECTIOМ)

INJECTION)

IМJECTIOМ)

INJECTIOМ)

6%ыгмтгмшк75AND

по;
TRAVERTR

(IМJECTABLE;

HESPAМR

‹1МJECTABLE;

IМJECTIOМ)

IМJECTIOМ)

APPLICAМTNAME

CUTTERBIOL/MILES

PHARMACHEM

PHARMACHEM

PHARMACHEM

PHARMACIALABS

PHARMACIALABS

PHARMACIALABS

TRAVENOLLABS

TRAVENOLLABS

TRAVENOLLABS

AMCRITICALCARE

МDA#

APPROVALDATE

8-716

8-11-69

16-836

11-14-70

8-564

9-19-52

16-759

8-19­70

83-715

10-30-84

14-716

1-18-67

6-826

6-8-54

16-628

11-4-68

16-607

1-26-70

8-788

2-9-53

16-889

7-17-72

МDA'SAPPROVEDBYTHEOFFICEOFBIOLOGICALRESEARCHANDREVIEWNOTPREVIOUSLYPUBLISHED(PAGE4) TABLE111.



TABLE 111. NDA'S APPROVED BY THE OFFICE OF BIOLOGICAL RESEARCH AND REVIEW NOT PREVIOUSLY PUBLISHED (PAGE 5)

ACTIVE INGREDIENT(S)

STRENGTH(S)

PROPIOLACTONE 99%

99GM/IOOML

UROKINASE

5000 IU/VIAL

UROKIМASE

250,000 IU/VIAL

UROKINASE

250,000 IU/VIAL

WMENME
(DOSAGE FORM; ROUTE)

BETAPRONE

(SOLUTION; CHEMICAL

STERILIZING AGENT)

ABBOKINASE OPEN-CATHETER

(INJECTABLE; INJECTION)

ABBOKINASE

(INJECTABLE; INJECTION)

BREOKINASE

(INJECTABLE; INJECTION)

APPL 1САМТ NAME

ONEAL JONESâFELDMAN

ABBOTT LABORATORIES

ABBOTT LABORATORIES

STERLING DRUG

NDA A

APPROVAL DATE

11-657

9-11-59

76-1021

12-15-83

76-1О21

7-31-78

17-873

8-28-79



78-82-60
981-81

78-82-60
981-81

28-71-21
101-81

28-71-21
201-8I

28-10-90
29S-1I

28-10-90
2Q8-1 I

28-22-01
E09-8I

28­62­í0
709-81

98-19-‘0
671-81

28-61-20
22S-8I

28-E2-ÓO
897-81

31V0 1V^0888V
# V0N

831801V808V1 V3813Н0

831801V808V1 V3813Н0

9М183Н08

9М183Н08

9М183808

9М183Н08

3И00113М 8Н9008808

3И00113М 8Н9008808

Н08V3838-080

88У1 1ОМ3^V81

9080 9М118318

3ИVМ 1МV0I188V

(1V80 slaiev1)
iowlunaoiiv

(1V80 s1318V1)
1ONI808O11V

(1V01801 sИV380)
И830V^

(1V01801 s1М3И1М10)
И830V^

(1V8О sIB1EIV1)
111М3^088

(1V8О s131BV1)
111N3^088

(N01103ГМ1 sNOII03ГNI)
XV8I1OZ

(1V01801 sI_N3I'ILLNIO)
XV8IАOZ

(1V8O s1EJ1EIV1)
1V180Н111

(1V8Н1380 sМO1101OS)
83М1V1М00 0118V18 М1

192'0 010V 01130V

(1V80 s1318V1)
М30V1V1

(31008 sI/II8O3 39V800)
ЗИVМ 30V81

9ИOOí
1ONI808O11V

9ИOOI

1ONI808O11V

ZQO'O

31VN01808810 3N08V13ИО101V

%90°0

31VМ01808810 3М08V13И0101V

35V8 9И7 03
31V3105 10831081V

38V8 9И2 03
31V3108 1О831081V

1V1А/38V8 9И009 03

И01008 81101010V

19

81101010V

9И092

010V 01ИVХ0801Н0130У

1И001/9И092
1V10V19 ‘010V 01130V

38V8 9ИG2 03 s9ИO9Q
301801Н00801Н

3NI002V1N38 sN3HCIONIИVI30V

(5)Н19N3818

(5)1N310389N1 31110V

(1 39V8) 78-19-01 ‘АI 318V1O1 28-1-1 И083 03^0888V SIV0N



TABLE IV. NDA'S APPROVED FROM 1-1-82 TO 10-31-84 (PAGE 2)

ACTIVE INGREDIENT(S) TRADE NAME APPLICANT NAME МDA f
STRENGTH(S) - (DOSAGE NAME; ROUTE) APPROVAL DATE

ALLOPURINOL ALLOPURINOL DANBURY PHARMACAL 18-832
IOOMG (TABLET; ORAL) 09-28-84

ALLOPURINOL ALLOPURINOL DANBURY PHARMACAL 18-877

3OOMG (TABLET; ORAL) 09-28-84

AMINO ACIDS HEPATAMINE 8% AM MCGAW/AM HOSP I8­676
8% (INJECTABLE; INJECTION) 08-03-82

AMINO ACIDS NOVAMINE 8.5% CUTTER LABS/MILES 17-957

8.5% (INJECTABLE; INJECTION) 08-09-82

AMINO ACIDS NOVAMINE I1.4% CUTTER LABS/MILES I7­957
II.4% (INJECTABLE; INJECTION) 08-09-82

AMINO ACIDS RENAMIN W/O ELECTROLYTES TRAVENOL LABS 17-493

6.5% (INJECTABLE; INJECTION) 10-15-82

AMINO ACIDS FREAMINE HBC 6.9% AM MCGAW/AM HOSP I6­822
6.9% (INJECTABLE; INJECTION) 05-17-83

AMINO ACIDS NEOPHAM 6.5% CUTTER-VITRUM I8­792
6.5% (INJECTABLE; INJECTION) 01-17-84

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

5.2% AMINO ACIDS W/ HISTADINE 04-06-84
(INJECTABLE; INJECTION)

AMINO ACIDS AMINOSYN 3.5% IN PLASTIC ABBOTT LABORATORIES 18-804
3.5% CONTAINER 05-15-84

(INJECTABLE; INJECTION)

AMINO ACIDS TROPHAMINE 6% AM MCGAW/AM HOSP 19-018

6% (INJECTABLE; INJECTION) 07-20-84

AMINO ACIDS AMINOSYN 3.5% IN PLASTIC ABBOTT LABORATORIES 18-875

3.51 CONTAINER 08-08-84
(INJECTABLE; INJECTION)



ACTIVEIМGREDIEМT(S)

STREМGTH(S)

AMIМOACIDS
5.55

AMIМOACIDS
8.55

AMIМOACIDS
105

AMIМOAclbs
4%

AMINOACIDS
4%

AMIМOACIDS;CALCIUMACETATE;
GLYCERIМ;MAGМESIUMACETATE;
PHOSPHORICACID;
POTASSIUMCHLORIDE;
SODIUMACETATE;
SODIUMCHLORIDE

35;26MG/IOOML;

SGM/IOOML;54MG/IOOML;
4IMG/IO0ML;I49MG/IOOML;

204MG/IOOML;II7MG/IOOML

AMIМOACIDS;DEXTROSE

3.55;5%

TRADEМAME

(DOSAGEFORM;ROUTE)

TRAVASOL5.5%W/O

ELECTROLYTESIМPLASTIC
COМTAINER

(IМJECTABLE;IМJECTIOМ)

TRAVASOL8.5%W/O

ELECTROLYTESINPLASTIC
COМTAIМER

(IМJECTABLE;IМJECTION)

TRAVASOL105W/O

ELECTROLYTESINPLASTIC
COМTAIМER

(IМJECTABLE;IМJECTIOМ)

BRAМCHAMIМ4%

(INJECTABLE;IМJECTIOМ)

BRAМCHAMIМ4%IМPLASTIC
CONTAINER

(IМJECTABLE;IМJECTIOМ)

PERIPHRAMIМE

(IМJECTABLE;IМJECTIOМ)

AMINOSYМ3.5%W/

DEXTROSE5%IМ

PLASTICCOМTAINER

(IМJECTABLE;IМJECTIOМ)

APPLICAМTNAME

TRAVEМOLLABS

TRAVEМOLLABS

TRAVENOLLABS

TRAVENOLLABS

TRAVENOLLABS

AMMCGAW/AMHOSP

ABBOTTLABORATORIES

МDAf
APPROVALDATE

18-931
08-23-84

18-931
08-23-84

18­931
08-23-84

18-678
09-28-84

18-684
09-28-84

18-582
05-08-82

19-120
10-11-84

10-31-84(PAGE3) NDA'SAPPROVEDFROMI­I­82TO TABLEIV.



TABLE IV. 10-31-84 (PAGE 4)NDA'S APPROVED FROM 1-1-82 TO

ACTIVE INGREDIENT(S)
STRENGTH(S)

AMINO Aclos; oExTRosE
5.5%; 25%

AMINO ACIDS; DEXTROSE
4.25%; 25%

AMINO ACIDS;
MAGNESIUM ACETATE;

PHOSPHORIC ACID;
POTASSIUM ACETATE;

SODIUM CHLORIDE
3.5%; 2IMG/IOOML;
4OMG/IOOML; I28MG/IOOML;

234MG/IOOML

AMINO ACIDS;
MAGNESIUM ACETATE;

PHOSPHORIC ACID;
POTASSIUM ACETATE;

SODIUM CHLORIDE
3.5%; 2IMG/IOOML; 40MG/IOOML;
I28MG/IOOML; 234MG/IOOML

AMINOACETIC ACID

I.5GM/IOOML

AMINOCAPROIC ACID
25OMG/ML

AMINOPHYLLINE

3OOMG/5ML

AMRINONE LACTATE

EO 5MG BASE/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

AMINOSYN 3.5% W/
DEXTROSE 25% IN

PLASTIC CONTAINER
(INJECTABLE; INJECTIOМ)

ANINosYN 4.25% W/
DEXTROSE 25% Iм

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

AMINOSYN 3.5% M IN

PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

AMINOACETIC ACID 1.5% IN

PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

AMINOCAPROIC ACID
(INJECTABLE; INJECTION)

SOMOPHYLLIN
(ENEMA; RECTAL)

INOCOR

(INJECTABLE; IМJECTION)

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

ELKINS-SINN/AHROBIМS

FISONS

WINTHROP LABS/STERL

МDA f
APPROVAL DATE

19-118

10-11-84

19-119
10-11-84

18-804
05-15-84

18-875
08-08-84

18-522

02-19-82

18-590
10-29-82

I8­232
04-02-82

18-700
07-31-84



ACTIVEINGREDIEМT(S)

STRENGTH(S)

ASPIRIN;CAFFEIМE;
DIHYDROCODEINEBITARTRATE

356.4MG;30MG;I6MG

ASPIRIМ;CAFFEIМE;
ORPHEМADRIМECITRATE

385MG;30MG;25MG

ASPIRIМ;CAFFEIМE;
ORPHEМADRIМECITRATE

770MG;60MG;50MG

ASPIRIМ;CAFFEINE;
PROPOXYPHENEHYDROCHLORIDE

389MG;32.4MG;32MG

ASPIRIМ;CAFFEIМE;
PROPOXYPHEМEHYDROCHLORIDE

389MG;32.4MG;65MG

ASPIRIN;CARISOPRODOL

325MG;200MG

ASPIRIМ;CARISOPRODOL;
CODEIМEPHOSPHATE

325MG;200MG;I6MG

ASPIRIМ;MEPROBAMATE

325MG;200MG

ATEМOLOL;CHLORTHALIDONE

IOOMG;25MG

ATEМOLOL;CHLORTHALIDOМE

50MG;25MG

ATRACURIUMBESYLATE
IOMG/ML

TRADEМAME

(DOSAGEFORM;ROUTE)

SYМALGOS-DC

(CAPSULE;ORAL)

МORGESIC

(TABLET;ORAL)

NORGESICFORTE

(TABLET;ORAL)

DARVOМCOMPOUМD

(CAPSULE;ORAL)

DARVOМCOMPOUND-65

(CAPSULE;ORAL)

SOMACOMPOUМD

(TABLET;ORAL)

SOMACOMPOUМDW/CODEINE

(TABLET;ORAL)

EOUAGESIC

(TABLET;ORAL)

TENORETIC100

(TABLET;ORAL)

TEМORETIC50

(TABLET;ORAL)

TRACRIUM

(INJECTABLE;INJECTION)

APPLICANTМAME

IVESLABS/AMHO

RIKERLABS/3M

RIKERLABS/3M

ELILILLYINDSTRS/PR

ELILILLYINDSTRS/PR

WALLACEPHARMS/C-W

WALLACEPHARMS/C-W

WYETHLABS/AMHO

STUARTPHARMS/ICIAM

STUARTPHARMS/ICIAM

BURROUGHSWELLCOME

МDAf
APPROVALDATE

11-483
09-06-83

13-416
10-27-82

13­416
10-27-82

10-996
03-08-83

10-996
03-08-83

12-365
07-11-83

12-366
07-11-83

11-702

12-29-83

18-760
06-08-84

18-760

06-08-84

18-831
11-23-83

10-31-84(PAGE5) МDA'SAPPROVEDFROM1-1-82TO TABLEIV.



TABLE IV. 10-31-84 (PAGE 6)NDA'S APPROVED FROM I­I­82 Т0

ACTIVE INGREDIENT(S)
STRENGTH(S)

AZATADINE MALEATE;

PSEUDOEPHEDRINE SULFATE
IMG; I20MG

BACLOFEN

20MG

BENDROFLUMETHIAZIDE; NADOLOL

5MG; 40MG

BENDROFLUMETHIAZIDE; NADOLOL

5MG; 8OMG

BENTIROMIDE

500MG/7.5ML

BETAMETHASONE DIPROPIONATE

EO 0.05% BASE

BETAMETHASONE DIPROPIONATE

EO 0.05% BASE

BETAMETHASONE DIPROPIONATE

EO 0.05% BASE

BETAMETHASONE DIPROPIONATE

EO 0.05% BASE

BETAMETHASONE DIPROPIONATE
Eo 0.05% BASE

BETAMETHASONE DIPROPIONATE

EO 0.05% BASE

BETAMETHASONE DIPROPIONATE

EQ 0.05% BASE

BETAMETHASONE DIPROPIOМATE;
CLOTRIMAZOLE

EO 0.05% BASE; I%

TRADE NAME

(DOSAGE FORM; ROUTE)

TRINALIN
(TABLET, CONTROLLED
RELEASE; ORAL)

LIORESAL DS
(TABLET; ORAL)

CORZIDE
(TABLET; ORAL)

CORZIDE
(TABLET; ORAL)

CHYMEX

(SOLUTION; ORAL)

DIPROLENE
(OINTMEМT; TOPICAL)

BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE
(CREAM; TOPICAL)

ALPHATREX
(CREAM; TOPICAL)

BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)

BETAMETHASONE DIPROPIONATE
(OINTMENT; TOPICAL)

ALPHATREX
(OINTMENT; TOPICAL)

LOTRISONE
(CREAM; TOPICAL)

APPLICAМT NAME

SCHERING

GEIGY/CIBA-GEIGY

ER SOUIBB AМD SONS

ER SOUIBB AМD SONS

ADRIA LABORATORIES

SCHERIМG

PHARMADERM/BYK-GLDN

E FOUGERA/BYK-GLDМ

SAVAGE LABS/BYK-GLDМ

PHARMADERM/BYK-GLDN

E FOUGERA/BYK-GLDN

SAVAGE LABS/BYK-GLDМ

SCHERIМG

МDA Ж

APPROVAL DATE

I8­506
03-23-82

17-851
01-20-82

I8­647
05-25-83

I8­647
05-25-83

18-366

12-29-83

18-741
07-27-83

19-136
06-26-84

19-137
06-26-84

19-138
06-26-84

19-140
09-04-84

19-141
09-04-84

19-143
09-04-84

18-827
07-10-84



ACTIVEINGREDIENT(S)
STRENGTH(S)

BETAMETHASONE
EO0.I%BASE

BETAMETHASONE
EO0.I%BASE

BETAMETHASONE
EOO.I%BASE

BETAMETHASONE

EO0.I%BASE

BETAMETHASONE
EO0.I%BASE

BETAMETHASONE
EOO.l%BASE

BETAMETHASONE

EO0.1%BASE

BETAMETHASONE

ЕQO.I%BASE

BETAMETHASONE

EOO.I%BASE

BETAMETHASONE
EQO.I%BASE

BETAMETHASONE
EOO.I%BASE

BROMOCRIPTINE

ЕQ5MGBASE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

VALERATE

MESYLATE

TRADENAME

(DOSAGEFORM;ROUTE)

BETA-VAL

(CREAM;TOPICAL)

BETADERM

(CREAM;TOPICAL)

BETAMETHASONEVALERATE

(CREAM;TOPICAL)

BETAMETHASONEVALERATE

(CREAM;TOPICAL)

BETATREX

(CREAM;TOPICAL)

BETATREX

(OINTMENT;TOPICAL)

BETAMETHASONEVALERATE

(OINTMENT;TOPICAL.)

BETAMETHASONEVALERATE

(0INTMENT;TOPICAL)

BETAMETHASONEVALERATE

(LOTION;TOPICAL)

BETATREX

(LOTION;TOPICAL)

BETAMETHASONEVALERATE

(LOTION;TOPICAL)

PARLODEL

(CAPSULE;ORAL)

APPLICANTNAME

LEMMON

TJROACO

PHARMADERM/BYK-GLDN

EFOUGERA/BYK-GLDN

SAVAGELABS/BYK-GLDN

SAVAGELABS/BYK-GLDN

PHARMADERM/BYK-GLDN

EFOUGERA/BYK-GLDN

EFOUGERA/BYK-GLDN

SAVAGELABS/BYK-GLDN

PHARMADERM/BYK-GLDN

SANDOZPHARMS/SANDOZ

NDA#

APPROVALDATE

18-642

03-24-83

18-839
06-30-83

18-860
08-31-83

18-861
08-31-83

18-862
08-31-83

18-863
08-31-83

18-864
08-31-83

18-865

08-31-83

18-866
08-31-83

18-867
08-31-83

18-870
08-31-83

17-962
03-01-82

10­31-84(PAGE7) NDA'SAPPROVEDFROM1-1-82TO



TABLE IV. 10-31-84 (PAGE 8)NDA'S APPROVED FROM 1-1-82 T0

ACTIVE INGREDIENT(S)
STRENGTH(S)

BROMODIPHENHYDRAMINE
HYDROCHLORIDE;

CODEINE PHOSPHATE
I2.5MG/5ML; l0MG/5ML

BROMPHENIRAMINE MALEATE;

CODEINE PHOSPHATE;

PHENYLPROPANOLAMINE
HYDROCHLORIDE
2MG/5ML; I0MG/5ML;

I2.5MG/5ML

BROMPHENIRAMINE MALEATE;

DEXTROMETHORPHAN HYDROBROMIDE;

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

BROMPHENIRAMINE MALEATE;

DEXTROMETHORPHAN HYDROBROMIDE;

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

BROMPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE
HYDROCHLORIDE
4MG/5ML; 25MG/5ML

BROMPHENIRAMINE MALEATE;

PHENYLPROPANOLAMINE

HYDROCHLORIDE
I2MG; 75MG

BUMETANIDE
IMG

BUMETANIDE

O.5MG

TRADE NAME

(DOSAGE FORM; ROUTE)

AMBENYL

(SYRUP; ORAL)

DIMETANE-DC
(SYRUP; ORAL)

DIMETANE-DX
(SYRUP; ORAL)

DIMETANE-DX
(SYRUP; ORAL)

ELIXIR DIMETAPP
(ELIXIR; ORAL)

DIMETAPP
(TABLET, CONTROLLED
RELEASE; ORAL)

BUMEX

(TABLET; ORAL)

BUMEX

(TABLET; ORAL)

APPLICAМT NAME

MARION LABORATORIES

AH ROBINS

AH ROBINS

AH ROBINS

AH ROBINS

AH ROBINS

HOFFMANN-LA ROCHE

HOFFMANN-LA ROCHE

МDA f
APPROVAL DATE

09-319
01-10-84

11-694
03-29-84

II­694
03-29-84

19-279
08-24-84

13-087
03-29-84

12-436
04-02-84

18-225
02-28-83

18-225
02-28-83



98-92-80
108-8I

{8-11-10
692-81

28-20­60
POí-BI

í8­20­60
709-81

78-70-90
269-81

98-82-20
922-81

31V0 1V^0888V
f V0М

8SOH ИV/МV90И ИV

8SOH ИV/MV90И ИV

80088 И8VH8 V81SV

80088 И8VH8 V818V

9М118318/88V1 М0388

3Н008 V1­NМVИ33OH

3ИVМ 1МV01188V

(1V3М011838V81М1 sNO1101OS)

83М1V1М00 0118V18

. М1 ÍOE 38081Х30

/М 31V81М30М00 31A1V10

(М01103ГМ1 s318V103ГМI)
83М1V1М00 0118V18 М1

39 3$081Х30 /М 3 31A1081

(М01103ГМ1 s318V103ГМ1)
3М1V0808М38

(М01103ГМ1 s318V103ГМI)

3М1V0808М38

(М01103ГМ1 s318V103ГМI)

1VМ188 3М1V08VИ

(М01103ГМ1 s318Vl0ÈIГМI)
Х3И08

(31008 sИ803 39VSO0)
3ИVМ 30V81

1И001/И99'6
s1И001/И92'6 s1ИOOI/9ИOO2
s1IAIOOI/IAI9OS s1ИOOI/9ИOIS

301801Н0 И01008

s31V130V И0I0OS
s30I8O1Н0 И0IS3М9VИ

s3SO8lX30 s30I801H0 И0I01V0

1И001/9И71
s1И001/9И009 s1InIOOI/9ИO7Q

s1ИOOI/9IAI71 s1ИOOI/9ИOE
s'llnIOOI/I'I9S s1IAIOOI/9И'VE

31V8110 И0I0OS
s3018О1Н0 И01008
sELLVI30V И0I0OS

s30I801Н0 И0lSSV1O8
s30I801Н0 И0IS3М9VИ

s3SO8lX30 s30I801H0 И0I01V0

1И/9ИIÓOO'O s%91'0
31V818V118 3М18Н83М183

s30I801Н0O80AH 3М1V0V^1808

1И/9И1600'0 s%9‘O
31V818V118 3М18Н83М183

s30I801Н0O80AH 3М1V0V^1808

192'8 s191'0
38081Х30

s30I801Н0O80AH 3М1V0V^1808

1И/9И92'0
301МV13И08

(8)Н19М3818
(8)1М310389М1 З^110V

(6 39V8) 78-19-01 '^I 318V1O1 28-1-1 ИO83 03^O888V SIV0М



TABLE IV. 10-31-84 (PAGE I0)NDA'S APPROVED FROM 1-1-82 ТО

ACTIVE INGREDIENT(S)

STRENGTH(S)

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE;

SODIUM ACETATE;

SODIUM CHLORIDE
5IOMG/IOOML; 50GM/IOOML;
2OOMG/IOOML; 9.2GM/IOOML;

9.6GM/IOOML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;

SODIUM ACETATE;

SODIUM CHLORIDE
5IOMG/IOOML; BOGM/IOOML;
2OOMG/IOOML; 9.4GM/IOOML;

IIGM/IOOML

CALCIUM CHLORIDE; DEXTROSE;

MAGNESIUM CHLORIDE;

SODIUM ACETATE;

SODIUM CHLORIDE
5IOMG/IOOML; 5OGM/IOOML;
2OOMG/IOOML; 9.4GM/IOOML;

IIGM/IOOML

CALCIUM CHLORIDE; DEXTROSE;
MAGNESIUM CHLORIDE;
SODIUM CHLORIDE;

SODIUM LACTATE
25.7MG/IOOML; I.5GM/IOOML;
5.08MG/IOOML; 538MG/IOOML;

448MG/IOOML

TRADE МAME

(DOSAGE FORM; ROUTE)

DIALYTE CONCENTRATE W/

DEXTROSE 50% IМ

PLASTIC CONTAINER
(SOLUTIOМ; INTRAPERITONEAL)

DIALYTE CONCENTRATE W/

DEXTROSE 30% IN
PLASTIC CONTAINER
(SOLUTION; INTRAPERITONEAL)

DIALYTE CONCENTRATE W/

DEXTROSE 50% IN

PLASTIC CONTAINER
(SOLUTION; INTRAPERITOМEAL)

INPERSOL-LM W/ DEXTROSE
I.5% IN PLASTIC coNTAlNER
(SOLUTION; INTRAPERITOМEAL)

APPLICANT NAME

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

NDA ß

APPROVAL DATE

I8­807
08-26-83

18-807
08-26-83

18-807
08-26-83

18-379
07­07­82



78-02-10
968-81

98-10-20
999-81

28-20-11
097-81

28-10-10
619-81

28-10-10
619-81

31V0 1V^O888V
Í V0N

831801V808V1 11088V

88V1 10М3^V81

880Н ИV/MV90И ИV

831801V808V1 11088V

831801V808V1 11088V

3ИVМ 1МV01188V

(М01103ГМ1 s318V103ГМ1)

83М1V1М00 0118V18

М1 831A10810313 М81

(М01103ГМ1 s318V103ГМI)

83М1V1М00 0118V18 М1
81839М18 0МV fg 38081Х30

(1V3М011838V81М1 sМO1101OS)
83М1V1М00 0118V18 М1

39'2 38081Х30 /М 31A1V10

(1V3М011838V81М1 sМO1101OS)
83М1V1М00 0118V18 М1 592'7
38081Х30 /М И1-108838М1

(1V3М011838V81М1 sМOl101OS)
83М1V1М00 0118V18 М1 19'2
38081Х30 /М И1-108838М1

(31008.sИ803 39V800)
3ИVМ 30V81

1И/9И1'91
s1VI/9IAII2I s1И/9И9'71
s1И/9И7'92 s1И/9И9'91

301801Н0 И0I0OS

sÉI1VI308 И0I0OS

s30I801H0 И0ISSV1O8

s30I8O1H0 И0183М9VИ
sB0I801Н0 И0I01V0

1И001/9И098 s1Н001/9И0E
s1ИOOI/И9S s1InIOOI/9ИEE

301801Н0 И0I0OS
s30I801Н0 И0ISSУ1O8

s38081Х30 s30I801Н0 И0I01V0

1ИOOI/9ИOÓE
s1ИOOI/9ИO9S s1ИOOI/9ИSI
s1ИOOI/ИSQ'2 s1ИOOI/9ИQ2

31V10V1 И01008
s30I801H0 И0I0OS

s30I8O1Н0 И0183М9VИ

s3SO81X30 s30I801Н0 И0I01V0

1И001/9И877
s1Н001/9И899 s1И001/9И80'9
s1ИOOl/И9S2'7 s1ИOOI/9И1'S2

31V1081 И0100$
s30I8O1H0 И0I0OS

s30I801Н0 И0IS3М9VИ
s3SO81X30 s30I801H0 И0I01V0

iwool/owevv
fiwooI/oweís siwool/eweo'g
siwooI/wo9'z siwool/ow1'gz

31V10V1 wnloos
saoluoiuo wnloos

saoluoiwo wnlsaNovw
sasou1хaa fadluoiuo wnloivo

(8)Н19М3818

(8)1М310389М1 3^110V

(11 39V8) 78-19-01 ‘АI 318V101 28-1-1 И083 03^0888V 81V0М



TABLE IV. TO 10-31-84 (PAGE 12)NDA'S APPROVED FROM 1-1-82

ACTIVE INGREDIENT(S)
STRENGTH(S)

CALCIUM CHLORIDE;
MAGNESIUM CHLORIDE;

POTASSIUM CHLORIDE;

SODIUM ACETATE;

SODIUM CHLORIDE;

SODIUM CITRATE
35MG/IOOML; 3OMG/IOOML;
74MG/IOOML; 640MG/IOOML;

500MG/IO0ML; 74MG/IOOML

CALCIUM CHLORIDE;

MAGNESIUM CHLORIDE;

POTASSIUM CHLORIDE;
SODIUM CHLORIDE
I7.6MG/IOOML; 325.3MG/IOOML;
II9.3MG/IOOML; 643MG/IOOML

CALCIUM CHLORIDE;

POTASSIUM CHLORIDE;

SODIUM ACETATE;

SODIUM CHLORIDE
20MG/IOOML; 30MG/IOOML;
38OMG/IOOML; 600MG/IOOML

CALCIUM CHLORIDE;
POTASSIUM CHLORIDE;

SODIUM CHLORIDE
33MG/IOOML; 3OMG/IOOML;

860MG/IOOML

CALCIUM CHLORIDE;

POTASSIUM CHLORIDE;

SODIUM CHLORIDE
33MG/IOOML; 30MG/IOOML;

860MG/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)

ISOLYTE E IN
CONTAINER
(INJECTABLE;

PLEGISOL IN P
CONTAINER

PLASTIC

INJECTION)

LASTIC

(SOLUTION; PERFUSION,
CARDIAC)

ACETATED RINGER'S IN
PLASTIC CONTAINER
(INJECTABLE; INJECTION)

RINGER'S IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATION)

RINGER'S IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

APPLICAМT NAME

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

TRAVENOL LABS

AM MCGAW/AM HOSP

МDA f
APPROVAL DATE

I8­899
10-31-83

18-608
02-26-82

18-725
11-29-82

18-495
02­19­82

18-721
11-09-82



28-82-21
1S1-8I

78-21-01
601-81

78-21-01
601-81

78-21-01
GO1-8I

78-90-70
126-81

28-12-21
189-81

28-61-20
767-81

{8-10-20
879-81

31У0 1V^О888V
f V0N

1V0VИ88H8 NOISSIИ

SМOS 0МV 881008 83

SМOS 0МV 881008 83

SМOS 0МV 881008 83

88V1 10М3^V81

880Н ИV/МV90И ИV

88V1 10М3^V81

88V1 10М3^V81

3ИVМ 1NV01188V

(1V80 s830MO8)

0М18101V0

(1V80 s1318VJ.)
92/09 301208V0

(1V8O s1318V1)

91/09 301208V0

(1V8O s1318V1)
91/S2 301208V0

(М011V91881 sМ0I.I.O1OS)
83М1V1М00 0118V18

М1 8I839М18 031V10V1

\
(Мol1vsluul Eueainnos)
aaМlvlМoo olIsvia
Мl s.aaoМIu oaiviovi/

.`\\*_*

(МOI1V9I88I sМOI101OS)
83М1V1М00 0115V18
Мl SI839NI8 031V10V1

(М01103ГМ1 lS18V103ГМI)
83М1V1М00 0118V18

М1 М01103ГМ1 8839М18

(31008 sИ8O3 39VSO0)
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TABLE IV. 10-31-84 (PAGE 14)NDA'S APPROVED FROM 1-1-82 TO

ACTIVE INGREDIENT(S)
STRENGTH(S)

CHENODIOL

250MG

CHLORDIAZEPOXIDE
30MG

CHLORTHALIDONE;

CLONIDINE HYDROCHLORIDE
I5MG; 0.3MG

CHYMOPAPAIN
I0,000 UNITS/VIAL

CHYMOPAPAIN
I2,500 UNITS/VIAL

CHYMOPAPAIN
4,000 UNITS/VIAL

clcLoPlRox oLAMINE
1%

CIMETIDINE
4OOMG

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

CITRIC ACID; MAGNESIUM OXIDE;
SODIUM CARBONATE

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

TRADE NAME

(DOSAGE FORM; ROUTE)

CHENIX
(TABLET; ORAL)

LIBRELEASE
(CAPSULE, CONTROLLED
RELEASE; ORAL)

COMBIPRES
(TABLET; ORAL)

CHYMODIACTIN
(INJECTABLE; INJECTION)

DISCASE
(INJECTABLE; INJECTIOМ)

CHYMODIACTIN
(INJECTABLE; INJECTION)

LOPROX

(CREAM; TOPICAL)

TAGAMET

(TABLET; ORAL)

IRRIGATING SOLUTIOМ G
IN PLASTIC CONTAINER
(SOLUTION; IRRIGATION)

UROLOGIC G IN PLASTIC
CONTAINER
(SOLUTION; IRRIGATIOМ)

APPLICAМT NAME

ROWELL LABORATORIES

HOFFMAММ-LA ROCHE

BOEHRIМGER IМGELHEIM

SMITH
LABORATORIES

TRAVENOL LABS

SMITH LABORATORIES

HOECHST-ROUSSEL

SK&F LAB

TRAVENOL LABS

ABBOTT LABORATORIES

МDA f
APPROVAL DATE

18-513

07-28-83

17-813
09-12-83

17-503
04-10-84

18-66;
11-10-82

18-625
01-18-84

18-663

08-21384

18-748
12-30-82

17-920
12-14-83

18-519
06-22-82

18-904
05-27-83



ACTIVEIМGREDIEМT(S)

STREМGTH(S)

CLEMASTIМEFUMARATE;
PHEМYLPROPAМOLAMIМE

HYDROCHLORIDE
EOIMGBASE;75MG

CLOMIPHEМECITRATE
50MG

CLOМIDIМE
2.5MG

CLOМIDINE
5MG

CLONIDIМE
7.5MG

CLOTRIMAZOLE
IOMG

CLOTRIMAZOLE
I%

CODEIМEPHOSPHATE;
PHEМYLEPHRIМEHYDROCHLORIDE;
PROMETHAZIМEHYDROCHLORIDE

IOMG/5ML;5MG/5ML;6.25MG/5ML

CODEIМEPHOSPHATE;
PROMETHAZINEHYDROCHLORIDE

IOMG/5ML;6.25MG/5ML

TRADEМAME

(DOSAGEFORM;ROUTE)

TAVISTD

(TABLET,COМTROLLED

RELEASE;ORAL)

CLOMIPHEМECITRATE

(TABLET;ORAL)

CATAPRES-TTS-I

(FILM,COМTROLLED

RELEASE;PERCUTANEOUS)

CATAPRES­TTS­2
(FILM,COМTROLLED

RELEASE;PERCUTAМEOUS)

CATAPRES-TTS-3
(FILM,CONTROLLED

RELEASE;PERCUTAМEOUS)

MYCELEX

(TROCHE/LOZEМGE;ORAL)

LOTRIMIМ

(LOTIOМ;TOPICAL)

PHENERGAМVCW/CODEIМE

(SYRUP;ORAL)

PHENERGAМW/CODEIМE

(SYRUP;ORAL)

APPLICANTNAME

DORSEYLABS/SANDOZ

PLAМTEX/IKAPHARM

BOEHRIМGERIМGELHEIM

BOEHRINGERINGELHEIM

BOEHRINGERINGELHEIM

MILESPHARMS/MILES

SCHERIМG

WYETHLABS/AMHO

WYETHLABS/AMHO

NDA#

APPROVALDATE

I8­298
I2­I5­82

18-361
03-22-82

18-891
10-10-84

18-891
10-10-84

18-891
10-10-84

18-713
06-17-83

18-813
02-17-84

08-306
04-02-84

08-306
04-02-84

10-31-84(PAGEI5) МDA'SAPPROVEDFROM1-1-82TO TABLEIV.



TABLE IV. I0­3I­84 (PAGE I6)МDA'S APPROVED FROM 1-1-82 TO

ACTIVE INGREDIEМT(S)
STRENGTH(S)

CODEINE PHOSPHATE;

PSEUDOEPHEDRINE HYDROCHLORIDE;

TRIPROLIDINE HYDROCHLORIDE
IOMG/5ML; 3OMG/5ML; I.25MG/5ML

CROMOLYN SODIUM

IOMG/ML

CROMOLYN sooluM
4%

CROMOLYМ sooluM
4%

CYCLOPHOSPHAMIDE
IGM/VIAL

CYCLOPHOSPHAMIDE

ZGM/VIAL

DESIPRAMIМE HYDROCHLORIDE
IOMG

DESMOPRESSIМ ACETATE

0.004MG/ML

DEsoxlMETAsoNE
0.05%

DESOXIMETASONE

0.25%

DEXAMETHASONE

6MG

DEXTROMETHORPHAМ HYDROBROMIDE;

PROMETHAZINE HYDROCHLORIDE
I5MG/5ML; 6.25MG/5ML

TRADE МAME

(DOSAGE FORM; ROUTE)

ACTIFED W/ CODEIМE
(SYRUP; ORAL)

IМTAL
(SOLUTIOМ; INHALATION)

МASALCROM

(SOLUTION; NASAL)

OPTICROM
(SOLUTIOМ; OPTHALMIC)

CYTOXAN

(INJECTABLE; INJECTION)

CYTOXAN

(INJECTABLE; INJECTION)

NORPRAMIМ

(TABLET; ORAL)

DDAVP

(INJECTABLE; INJECTION)

TOPICORT
(GEL; TOPICAL)

TOPICORT
(OINTMEМT; TOPICAL)

DECADRON
(TABLET; ORAL)

PHEМERGAМ W/

DEXTROMETHORPHAN

(SYRUP; ORAL)

APPLICANT NAME

BURROUGHS WELLCOME

FISONS

FISONS

FISONS

MEAD JOHNSON/B-M

MEAD JOHNSOМ/B-M

MERRELL DOW/DOW CHEM

ARMOUR PHARM

HOECHST-ROUSSEL

HOECHST-ROUSSEL

MS&D/MERCK

WYETH LABS/AMHO

МDA #

APPROVAL DATE

12-575
04-04-84

18-596
05-28-82

18-306
03-18-83

18-155
10-03-84

12-142
08-30-82

12-142

08-30-82

14-399
02-11-82

18-938
03-30-84

18-586
03-29-82

18-763
10-03-83

11-664
07-30-82

11-265

04-02-84



ACTIvEINGREDIENT(S)TRADENAMEAPPLICAМTNAMEМDAf.Q//f'
sTRENGTH<S>(DOSAGEFORM;ROUTE)APPROVALDATE

DExTRosEDExTRosE70%IМPLASTICABBOTTLABORATORIES18-561
ToGM/IooMLCONTAINER03-23-82

(IМJECTABLE;IМJECTIOМ)

DExTRoSEDExTRosE4ozIМPLASTICABBOTTLABoRAToRlEs18-562
4ocM/looMLCOМTAIМERD03-23-82

(INJECTABLE;IМJECTloМ)

DExTRosEDExTRosE
50%

IМPLASTICABBOTTLABoRAToRlEs18-563

5oeM/looMLCoNTAINERо3-23-в2

(INJECTABLE;IМJECTIOМ)

DExTRosEDExTRoSE20%lМPLAsTlCABBOTTLABoRAToRlEs18-564
2OGM/IOOMLCONTAINERO3­23­82

(INJECTABLE;IМJEcTIoМ)

DExTRoSEDExTRosE60%IМPLASTICTRAVENOLLABSI7­52I
óOGM/IOOMLCONTAINERO3­26­82

(INJECTABLE;IМJECTIOМ)

DExTRosEDExTRosE70%IМPLASTICTRAVEМOLLABsI7­52I
ToGM/looMLCOМTAIМER03-26-82

г(IМJECTABLE;INJECTION)

DExTRoSEDExTRosEво;.
АМMCCAw/AMHOSPJT-995

6oGN/looML(IМJECTABLE;IМJECTION)09-22­82

DExTRosEDExTRosE5;IМPLASTICABBOTTLABORATORIESI9­222
50MB/ML-COМTAIМER'т07-13-84

(INJECTABLE;IМJECTlOМ)

DExTRosEDExTRosE38.5%INPLASTICABBOTTLABORATORIES18-923

58.5GM/IooMLCOМTAIМER09-19-84

(IМJECTABLE;INJECTIOМ)

DExTRosE;DoPAMIМEDoPAMIМENCLABBOTTLABORATORIES18-132

HYDROCHLORIDE(INJECTABLE;IМJECTIOМ)02-04-82
5GM/IOOML;BOMG/I00ML

TABLEIV.NDA'SAPPROVEDFROMI­I­82T010-31-84(PAGEI7)e



TABLE IV. 10-31-84 (PAGE 18)NDA'S APPROVED FROM 1-1-82 Т0

ACTIVE IМGREDIEМT(S)
STREМGTH(S)

DEXTROSE; DOPAMIМE
HYDROCHLORIDE
SGM/IOOML; I6OMG/IOOML

DEXTROSE; DOPAMINE
HYDROCHLORIDE
5GM/IOOML; 8OMG/IOOML

DEXTROSE; DOPAMINE

HYDROCHLORIDE
5GM/IOOML; I6OMG/IOOML

DEXTROSE; DOPAMINE
HYDROCHLORIDE
5GM/IOOML; SZOMG/IOOML

DEXTROSE; HEPARIN SODIUM
5GM/IOOML; 4,000 UNITS/IOOML

DEXTROSE; LIDOCAINE
HYDROCHLORIDE
5GM/IOOML; 8OOMG/IOOML

DEXTROSE; LIDOCAINE
HYDROCHLORIDE
5GM/IOOML; 8OOMG/IOOML

DEXTROSE; LIDOCAIМE
HYDROCHLORIDE
SGM/IOOML; 200MG/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)

DOPAMINE HCL
(INJECTABLE; IМJECTIOМ)

DOPAMINE HCL IМ PLASTIC
CONTAINER
(INJECTABLE; IМJECTION)

DOPAMINE HCL IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

DOPAMINE HCL IN PLASTIC
CONTAINER
(INJECTABLE; INJECTIOМ)

HEPARIN SODIUM 20,000
UNITS AND DEXTROSE 5%

IN PLASTIC CONTAINER
(INJECTABLE; INJECTIOМ)

LIDOCAINE HCL 0.81 AМD
DEXTROSE 55 1М PLASTIC
CONTAINER
(INJECTABLE; INJECTIOМ)

LIDOCAINE HCL 0.85 1М
DEXTROSE 5‘ 1М PLASTIC
CONTAIМER
(IМJECTABLE; IМJECTIOМ)

LIDOCAIМE HCL 0.21 AМD
DEXTROSE 5‘ 1М PLASTIC
CONTAIМER
(IМJECTABLE; IМJECTION)

APPLICAМT МAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVENOL LABS

TRAVEМOL LABS

ABBOTT LABORATORIES

AM MCGAW/AM HOSP

NDA f
APPROVAL DATE

I8­I32
02-04-82

I8­826
09-30-83

I8­826
09-30-83

I8­826
09-30-83

18-814
10-31-83

18-461
02-22-82

18-388
11-05-82

18-967
03-30-84



ACTIVEINGREDIENT(S)
STRENGTH(S)

DEXTROSE;LIDOCAIМE
HYDROCHLORIDE

5GM/IOOML;400MG/IO0ML

DEXTROSE;LIDOCAINE
HYDROCHLORIDE

5GM/IOOML;8OOMG/IOOML

DEXTROSE;POTASSIUMCHLORIDE

5GM/IOOML;75MG/IOOML

DEXTROSE;POTASSIUMCHLORIDE

5GM/IOOML;I5OMG/IOOML

DEXTROSE;POTASSIUMCHLORIDE

5GM/IOOML;22OMG/IOOML

TRADENAMEAPPLICANTNAME

(DOSAGEFORM;ROUTE)

LIDOCAIМEHCL0.4%AМDAMMCGAw/AMHOSP

DEXTROSE55INPLASTIC
COМTAIМER

(IМJECTABLE;INJECTIOМ)

LIDOCAIМEHCLO.8$AМDAMMCCAw/AMHOSP

DEXTROSE5%INPLASTIC
COМTAIМER

(INJECTABLE;IМJECTIOМ)

DEXTROSE5%AМDPOTASSIUMAMMCCAw/AMHOSP

CHLORIDE0.0751INPLASTIC
CONTAINER

(INJECTABLE;IМJECTIOМ)

DEXTROSE51AМDPOTASSIUMAMMCGAW/AMHOSP

CHLORIDEo.I5$IМPLASTIC
CONTAIМER

(INJECTABLE;INJECTION)

DEXTROSE5%ANDPOTASSIUMAMMCGAw/AMHOSP

CHLORIDE0.22%INPLASTIC
COМTAIМER

(IМJECTABLE;IМJECTIOМ)

DEXTROSE5xAМDPOTASSIUMAMMCCAw/AMHOSP DEXTROSE;POTASSIUMCHLORIDE

5GM/IOOML;BOOMG/IOOML

DEXTROSE;POTASSIUMCHLORIDE;
POTASSIUMPHOSPHATE,
MONOBASIC;SODIUMCHLORIDE;
SODIUMLACTATE

BGM/IOOML;205MG/IOOML;

IOOMG/IOOML;IZOMG/IOOML;
22OMG/IOOML

CHLORIDE0­3$IМPLASTIC
COМTAINER

(IМJECTABLE;INJECTIOМ)

DEXTROSE51AND

ELECTROLYTEN075IN

PLASTICCONTAIМER

(IМJECTABLE;IМJECTIOМ)

TRAVEМOLLABS

NDAf
APPROVALDATE

I8­967
03-30-84

18-967

03-30-84

18-744
11-09-82

18-744
11-09-82

18-744
11-09-82

18-744
11-09-82

18-840
06-29-83

TABLEIv.МDA'SAPPROVEDFROM1-1-82то10-31­84(PAGEI9)



TABLE IV. (PAGE 20)NDA'S APPROVED FROM 1-1-82 TO 10-31-84

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE
5GM/IOOML; 75MG/IOOML;

B3OMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE
50M/IOOML; I5OMG/IOOML;

330MG/IOOML

DEXTROSE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE
5GM/IOOML; 224MG/IOOML;

330MG/IOOML

DEXTROSE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE
5GM/IOOML; I5OMG/IOOML;

330MG/IOOML

DEXTROSE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE
EGM/IOOML; 75MG/IOOML;

BBOMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE
5GM/IOOML; BOOMG/IOOML;

330MG/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)

DEXTROSE 51, SODIUM
CHLORIDE 0.33% AND
POTASSIUM CHLORIDE 5MEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTIOМ)

DEXTROSE 5%, SODIUM

CHLORIDE 0.33% AND

POTASSIUM CHLORIDE IOMEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

DEXTROSE 51, SODIUM
CHLORIDE 0.33% AND
POTASSIUM CHLORIDE ZOMEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM

CHLORIDE 0.33% AND
POTASSIUM CHLORIDE I0MЕ0
IN PLASTIC CONTAINER
(INJECTABLE; IМJECTION)

DEXTROSE 5%, SODIUM

CHLORIDE 0.33% AND
POTASSIUM CHLORIDE 2OMEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

TRAVENOL

TRAVEМOL

TRAVEМOL

TRAVEМOL

TRAVEМOL

TRAVENOL

APPLICAМT NAME

LABS

LABS

LABS

LABS

LABS

LABS

МDA f
APPROVAL DATE

I8­629
03-23-82

18-629

03-23-82

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82

18-629
03-23-82



ACTIVEINGREDIENT(S)
STRENGTH(S)

DEXTROSE;POTASSIUMCHLORIDE;
SODIUMCHLORIDE

5GM/IOOML;224MG/IOOML;
BBOMG/IOOML

DEXTROSE;POTASSIUMCHLORIDE;
SODIUMCHLORIDE

5GM/IOOML;BOOMG/IOOML;
33OMG/IOOML

DEXTROSE;POTASSIUMCHLORIDE;
SODIUMCHLORIDE

5GM/IOOML;I5OMG/IOOML;
45OMG/IOOML

DEXTROSE;POTASSIUMCHLORIDE;
SODIUMCHLORIDE

50M/IOOML;224MG/IOOML;
450MG/IOOML

DEXTROSE;POTASSIUMCHLORIDE;
SODIUMCHLORIDE

5GM/IOOML;3OOMG/IOOML;
45OMG/IOOML

DEXTROSE;POTASSIUMCHLORIDE;
SODIUMCHLORIDE

5GM/IOOML;I5OMG/IOOML;
450MG/IOOML

TRADENAME

(DOSAGEFORM;ROUTE)

DEXTROSE5%,SODIUM
CHLORIDE0.33%ANO

POTASSIUMCHLORIDE3OME0

INPLASTICCONTAIМER

(INJECTABLE;INJECTIOМ)

DEXTROSE51,SODIUM

CHLORIDE0.33%AND

POTASSIUMCHLORIDE4OME0

INPLASTICCOМTAIМER

(INJECTABLE;INJECTION)

DEXTROSE55,SODIUM

CHLORIDE0.455AМD

POTASSIUMCHLORIDE10МЕ0

INPLASTICCOМTAINER

(INJECTABLE;IМJECTIOМ)

DEXTROSE55,SODIUM

CHLORIDE0.455AМD

POTASSIUMCHLORIDE15МЕ0

1МPLASTICCOМTAINER

(INJECTABLE;INJECTIOМ)

DEXTROSE55,SODIUM

CHLORIDE0.455AND

POTASSIUMCHLORIDE20МЕ0
1МPLASTICCOМTAIМER

(INJECTABLE;IМJECTIOМ)

DEXTROSE55,SODIUM

CHLORIDE0.455AМD

POTASSIUMCHLORIDE20МЕ0
1МPLASTICCOМTAIМER

(IМJECTABLE;IМJECTION)

APPLICANTNAME

TRAVEМOLLABS

TRAVENOLLABS

TRAVEМOLLABS

TRAVENOLLABS

TRAVENOLLABS

TRAVEМOLLABS

NDA#

APPROVALDATE

I8­629
03-23-82

18-629
03-23-82

18-566
02-10-83

18­566
02-10-83

18-566
02-10-83

18-566
02-10-83

10-31-84(PAGE21) NDA'SAPPROVEDFROM1-1-82Т0 TABLEIV.



TABLE (PAGE 22)NDA'S APPROVED FROM I­I­82 TO 10-31-84

ACTIVE INGREDIENT(S)
STRENGTH(S)

DEXTROSE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE
5GM/IOOML; 224MG/IOOML;

450MG/IOOML

DEXTROSE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE
5GM/IOOML; 300MG/IOOML;

45OMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE
50M/IOOML; I50MG/IOOML;

2OOMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE
5GM/IOOML; 224MG/IOOML;

2OOMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE
SGM/IOOML; 1БОМС/1ООМ1_:
2OOMG/IOOML

DEXTROSE; POTASSIUM CHLORIDE;

SODIUM CHLORIDE
5GM/IOOML; 224MG/IOOML;

2OOMG/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)

DEXTROSE 5%, SODIUM
CHLORIDE 0.45% AND
POTASSIUM CHLORIDE 30MЕQ
1N PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM

CHLORIDE 0.455 AND
POTASSIUM CHLORIDE 40MЕQ
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM
CHLORIDE 0.2% AND
POTASSIUM CHLORIDE 10MЕQ
1М PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM

CHLORIDE 0.2% AND

POTASSIUM CHLORIDE I5MEO
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 55, SODIUM
CHLORIDE 0.2% AND

POTASSIUM CHLORIDE 20МЕ0
1М PLASTIC CONTAINER
(INJECTABLE; INJECTION)

DEXTROSE 5%, SODIUM

CHLORIDE 0.2% AND
POTASSIUM CHLORIDE 30MЕO
1М PLASTIC CONTAINER
(INJECTABLE; INJECTION)

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

TRAVENOL

APPLICANT NAME

LABS

LABS

LABS

LABS

LABS

LABS

МDA f
APPROVAL DATE

18-566
02-10-83

18-566
02-10-83

18-567
02-16-83

18-567
02-16-83

18-567
02-16-83

18-567
02-16-83



28-61-70
977-BI

78-91-01
196-10

78-91-01
O1í-BO

78-91-01
607-10

78-91-01
CO7-1O

28-92-10
679-81

28-92-10
679-81

28­92-10
679-81

28-92-10
679-81

28-92-10
679-81

31V0 1V^О888V
# V0N

И3Н0

И3Н0

И3Н0

И3Н0

8083И/0?8И

MO0/MO0 113883И

MOO/MOO 113883И

MOO/MO0 113883И

MO0/MO0 113883И

88V1 10М3^V81

58V1 10N3^V81

88V1 10М3^V81

88V1 10N3^V81

88V1 10М3^V81

ЭИVN 1NV01188V

(1V80 s1318V1)
0180100

(1V80 s8IIèIAS)

1A1М38

(М01103ГМ1 s318V103ГМI)
1A1М38

(1V80 s1318V1)
1A1М38

(1V80 sEVI0S8V0)
111М38

(М01103ГМ1 s318V1O3ГNI)
83М1V1М00 0118V18 N1

19 35081Х30
0МV 3N1111Н803Н1

(N01103ГNI sEVI8V103ГNI)
83М1V1М00 0115V18 М1

19 38081Х30

0МV 3М1111Н803Н1

(М01103ГМ1 s318V103ГМI)
83М1V1М00 011SV18 М1

59 38081Х30\
0МV 3М111AН803Н1

(М01103ГМ1 s318V1O3ГNI)
83М1V1М00 0115V18 N1

59 35081Х30
0МV 3М1111Н803Н1

(М01103ГМ1 s318Vl03ГNI)
83М1V1М00 0118У18 NI

59 38081Х30
0МV 3М1111Н803Н1

(31008 sIAI8Od 39V500)
3ИVN 30V81

301801Н00801Н

301801Н00801Н

301801Н00801Н

301801Н00801Н

1И001/9И007

9И092
1V51N01310

1И9/9И01
3NIИ0101010

1И/9И01
3N1И0101010

9И02
3N1И0101010

9И01

3N1И0101010

s1I'IOOI/IAI99

SNI11AHCIOSIHJ ёззощхзо

1И001/9И002 s“MOOI/И99
3N1111Н803Н1 53SOB1XBO

1И001/9И091 s1И001/И99
3N1111Н803Н1 s3SOB1XBO

1И001/9И08 s"IИOOI/IAI99
3N1111Н803Н1 s3SOB1X30

1И001/9И07 s1IAIOOI/I'II9Q
3NI111Н803Н1 s3SOB1X30

(5)Н19М3818
(5)1N310389N1 31110V

(E2 39V8) 78-19-01 318V101 28-1-1 И083 03^0888V SIV0N



TABLE IV. 10-31-84 (PAGE 24)NDA'S APPROVED FROM 1-1-82 T0

ACTIVE IМGREDIEМT(S)
STREМGTH(S)

DIFLUМISAL
500MG

DIGOXIМ

O.2MG

DIGOXIМ
0.05MG

DIGOXIМ
O~IMG

DILTIAZEM HYDROCHLORIDE
)OMG

DILTIAZEM HYDROCHLORIDE
60MG

DISOPYRAMIDE PHOSPHATE

EO IOOMG BASE

DISOPYRAMIDE PHOSPHATE

EO I50MG BASE

D I vALPROEx SOD I UM

EO 250MG BASE

DIVALPROEX SODIUM

EO 500MG BASE

DOPAMINE HYDROCHLORIDE

BOMG/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

DOLOBID
(TABLET; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

LANOXICAPS
(CAPSULE; ORAL)

CARDIZEM
(TABLET; ORAL)

CARDIZEM
(TABLET; ORAL)

NORPACE CR

(CAPSULE, CONTROLLED
RELEASE; ORAL)

NORPACE CR

(CAPSULE, CONTROLLED
RELEASE; ORAL)

DEPAKOTE
(TABLET, ENTERIC COATED;
ORAL)

DEPAKOTE
(TABLET, ENTERIC COATED;
ORAL)

DOPAMINE
(INJECTABLE; INJECTION)

APPLICANT NAME

MS&D/MERCK

BURROUGHS WELLCOME

BURROUGHS WELLCOME

BURROUGHS WELLCOME

MARION LABORATORIES

MARIOМ LABORATORIES

SEARLE/SEARLE PHARMS

SEARLE/SEARLE PHARMS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

ELKINS-SIМN/AHROBINS

МDA #Ш
18-445
04-19-82

18-118

07-26-82

18-118
07-26-82

18-118
07-26-82

18-602
11-05-82

18-602
11-05-82

18-655
07-20-82

18-655
07-20-82

18-723
03-10-83

18-723
03-10-83

18-398
03-22-82



ACTIVEINGREDIENT(S)
STRENGTH(S)

DOPAMINEHYDROCHLORIDE
BOMG/ML

DOPAMINEHYDROCHLORIDE
4OMG/ML

DOPAMINEHYDROCHLORIDE
4OMG/ML

ECONAZOLENITRATE
I%

ERGOLOIDMESYLATES
IMG

ESTROGENS,CONJUGATED
0.9MG

ETHINYLESTRADIOL;
LEVONORGESTREL

0.03MG;0.I5MG

ETHINYLESTRADIOL;
LEVONORGESTREL

0.03MG;0.I5MG

ETHINYLESTRADIOL;
NORETHINDRONE

0.035MG;0.5MGANDIMG

ETHINYLESTRADIOL;
NORETHINDRONE

0.035М6;0.5MGAМDIMG

ETHINYLESTRADIOL;
NORETHINDRONE

0.035Mе;O.5MG,O.75MG

ANDIMG

TRADENAME

(DOSAGEFORM;ROUTE)

DOPAMIМEHCL

(INJECTABLE;INJECTIOМ)

DOPAMIМEHCL

(IМJECTABLE;IМJECTIOМ)

DOPAMIМE

(INJECTABLE;INJECTIOМ)

SPECTAZOLE

(CREAM;TOPICAL)

HYDERGINELC

(CAPSULE;ORAL)

PREMARIN

(TABLET;ORAL)

NORDETTE­2I

(TABLET;ORAL-2I)

NORDETTE­28

(TABLET;ORAL-28)

ORTHO-NOvuMIO/II-2I
(TABLET;ORAL-2I)

ORTHO-МOVUM10/11-28

(TABLET;ORAL-28)

ORTHO-МOVUM7/7/7-21

(TABLET;ORAL-2I)

APPLICANTNAME

ABBOTTLABORATORIES

BRISTOLLABS/B-M

ASTRA

ORTHO

PHARMPRODS

PHARMACEUTICAL

SANDOZPHARMS/SANDOZ

AYERSTLABS/AMHO

WYETH

WYETH

ORTHO

ORTHO

ORTHO

LABS/AMHO

LABS/AMHO

PHARMACEUTICAL

PHARMACEUTICAL

PHARMACEUTICAL

NDA#

APPROVALDATE

I8­I32
07-09-82

18-549
03-11-83

18-656
06-28-83

18-751
12-23-82

18-706
01-18-83

04-782
01-26-84

18-668
05-10-82

18-782
07-21-82

18-354
01-11-82

18-354

01-11-82

18-985

04-04-84

10-31-84(PAGE25) МDA'SAPPROVEDFROMI­I­82TO TABLEIV.



TABLE IV. 10-31-84 (PAGE 26)NDA'S APPROVED FROM 1-1-82 ТО

ACTIVE IМGREDIENT(S)
STRENGTH(S)

ETHINYL ESTRADIOL;
МORETHINDRONE

0.035MG; O.5MG, 0.75MG
AND IMG

ETHINYL ESTRADIOL;
NORETHINDRONE
0.035MG; O.5MG AND IMG

ETHIМYL ESTRADIOL;

МORETHIМDROМE

0.035MG; 0.5MG AND IMG

ETHINYL ESTRADIOL;
NORETHIМDROМE

0.035MG; 0.5MG AМD IMG

ETHINYL ESTRADIOL;
NORETHIМDROМE

0.035MG; 0.5MG AND IMG

ETOMIDATE

2MG/ML

ETOMIDATE

2MG/ML

ETOPOSIDE

ZOMG/ML

FENFLURAMINE HYDROCHLORIDE
60MG

FEМTANYL CITRATE

E0 0.05MG BASE/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

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

ORTHO-NOVUM 7/14-21
(TABLET; ORAL-2I)

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

TRI-NORINYL 2I­DAY
(TABLET; ORAL-2I)

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

AMIDATE
(INJECTABLE; IМJECTION)

HYPNOMIDATE
(INJECTABLE; INJECTIOМ)

VEPESID
(INJECTABLE; INJECTION)

PONDIMIN
(TABLET, CONTROLLED
RELEASE; ORAL)

FENTANYL
(INJECTABLE; IМJECTION)

APPLICANT NAME

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

SYМTEX (FP)

SYNTEX (FP)

ABBOTT LABORATORIES

JANSSEМ PHARMA

BRISTOL LABS/B-M

AH ROBIМS

ELKIМS-SINN/AHROBINS

NDA f
APPROVAL DATE

18-985
04-04-84

19-004
04-04-84

I9-OO4
04-04-84

18-977
04-13-84

18-977
04-13-84

18-227
09-07-82

18-228
11-23-82

18-768
11-10-83

16-618
07-27-82

19-101
07-11-84



28-Ií-IO
ól7-QI

í8-Ií-I0
6I7-8l

28-Oí-1O
1O9-8I

28-12-10
9I7-Ql

28-12-10
GI7-9I

28-02-10
019-81

28-92-50
199-81

28-7I-9O
69í-8l

2B-7I-ŠO
69Е-8I

28-92-20
027-81

У8-92-90
1II-6I

7B-QO-7O
678­8I

7B-ĹI-GO
O7í-8I

3iV0 1VАO888V
# V0N

1­M/SI^VG­3N8V8

1­M/SI^V0­3X8V8

03ИOH8A1

МVÅ0 ИV/SSV1 3183031

NV10 ИV/S8V1 3183031

ОНИV/58V1 Н13AМ

53I801V809V1 i1OEQV

S3I801V808V1 V3513Н0

83I801V809У1 V3813Н0

1-М/З1^V0-3ЯНVЫ

swavH8 3МI1-Я

Х31NAЗ/8881 X31МÅS

X3IМÅS/SQV1 X31МÅS

3ИVN iNV0l188V

(1V8O s1318V1)
30IИ3SO8U3

(1V80 s13'I8V1)

30IИ3SO803

(NOIi0EГМl s318V103ГМH
30IИ3SO803

(1V80 2.I_378V1)

30IИ3SO803

(1V8O s1318V1)
30IИ3SO8Ñ3

(МOI103ГМI s3188103ГNI)
301И3SO803

(NOILOBPNI fawavioarN:)
301И3SO803

(1V8O 5131GV1)
30IИ3SO803

(1V8O s1318V1)
30IИ3SO8n3

(МOI103ГМI s318VI03|`МI)
30IИ380803

(1V3l801 sИV3U0)
И830OSV^

(1V0l8O1 sNOI101OS)
Х3011

(М011Ч1VНМ1 s1OSO83V)
3OI1VNO8H

(31008 sИ803 39VSO0)
3ИVN 30V81

9ИO?

30IИ3SO803

9ИO2

3GIИ3SO803

1И/9ИOI
30IИ3SO803

9ИO7

301И3SO803

9ИO2

30IИ3SO803

1И/9ИOI
30IИ3SO803

'IN/SWOI
30IИ3SO803

9ИO7

3GIИ3SO803

9ИO2

30IИ3SO803

1И/9ИOI
3GIИ3SO8n3

190'0
30IN0NI0О013

Z9O'O
30IМ0N10О013

НNI/9И920'0
30110$IМ013

(S)H19N38lS
(S)1N3I0389NI 3^I10V

(12 39V8) 78­Iî­0I 01 28-I-I И083 03^O888V SnV0М



NDA'S APPROVED FROM I­I­82 TO IO­3I­84 (PAGE 28)

ACTIVE INGREDIENT(S)
STRENGTH(S)

FUROSEMIDE
4OMG

FUROSEMIDE
2OMG

FUROSEMIDE

4OMG

FUROSEMIDE
2OMG

FUROSEMIDE
40MG

FUROSEMIDE

4OMG

FUROSEMIDE

2OMG

FUROSEMIDE
40MG

FUROSEMIDE
IOMG/ML

FUROSEMIDE

2OMG

FUROSEMIDE

4OMG

FUROSEMIDE
IOMG/ML

FUROSEMIDE
ZOMG

TRADE МAME

(DOSAGE FORM; 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
(INJECTABLE; INJECTION)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(TABLET; ORAL)

FUROSEMIDE
(INJECTABLE; INJECTION)

FUROSEMIDE
(TABLET; ORAL)

APPLICAМT МAME

SUPERPHARM

KALAPHARM

KALAPHARM

ROXAМE LABORATORIES

ROXAМE LABORATORIES

BARR LABORATORIES

ZEМITH LABORATORIES

ZENITH LABORATORIES

МATCOМ

IМTL MEDICATIOМ SYS

INTL MEDICATION SYS

INVENEX LABS/LIFE

SUPERPHARM

МDA #

APPROVAL DATE

I8­370
02­IO­83

I8­868
06-28-83

I8-868
06-28-83

I8-823
11-I0-83

I8-823
11-I0-83

I8-790
11-29-83

I8­4I3
II­30­83

I8­4I3
II­30­85

I8­579
11­30­83

I8­753
02-28-84

I8-753
02-28-84

I8-902
05-22-84

18-370
06-26-84



28-Oî-ôO
22I-8l

28­0í­60
22I-8l

78­I0­9O
2EG-1I

78­I0­90
2SS-1l

78­I0­90
2ES-1I

78­I0­90
867­1I

78­IO­QO
867­1I

78-IO-SO
86v-1I

7B-SO-SO
281-1I

78-80-90
2B1-1I

#Q-7I-BO
699­8I

78-CI-8O
QSO-6I

78­0£­10
OG1-8I

31VG 1V^OB88V

f V0М

OHИV/S8V1 1S83AV

OHHV/S8V1 1S83AV

1388008-18Н030Н

1358008-18Н030Н

1358008-18Н030Н

NHOГ80

МHOI`8n

МHOГ8n

83ZI38/9IB3OU

83ZI38/9IB3O8

S3IUO1V8O8V1 0800

33I1/$8V1 X3М3^МI

XIМ3OH8/B3ИИ080

3NVМ IМV0IT88V

(МOI103ГМI s318Vl03ГМI)
13810V3

(NOI103ГМI s318V103ГМI)
1EU10V3

(1V8O s13ïBV1)
V13SVI0

(1V8O sL318V1)

V13QVI0

(1V8O s131BVI)
V138VI0

(1V80 s1318V1)
3SVМOU0IИ

(Ччыо 51318У1)
3SVNOB0IИ

(1V8O s1B18V1)
BSVМO80IИ

(1V8O s1318V1)
1OH1O0019

(1VUO s1319ч1>
108100019

(1ЧН0 s.L318VI)
3GIH3SO8nd

(МOl103ГМI s3'ЮV103ГМ!)
30IИ3SO8n3

(1V8O s1318VI)
30IИ3SOB0Á

(31008 zИ805 39VSO0)
3ИVМ 30V8L

1VI^/3SV8 9ИЁ'0 03
301801Н0080AН М113800VМО9

1VI^/38V8 9ИI'0 03
30I801Н0080AН М113800VМ09

9HS

30I808A19

9ИS'2
3OI808A19

9H92'I
30I80BA19

9HS

3GI808A19

SHS°Z
30IBÜGA19

9И92'I
E0IH0SA19

9ИO(
30I2l8119

9ИS

30IZI8I19

9ИO8

30IИ3SO8n3

1H/9ИOI
30IИ3SO8ÜÃ

9ИO?

30IИЗSO8n3

(S)H19N381$
(8)1М3I0389Мl 3^I10V

(G2 39V8) 78­Ií­0I '^I 3T8V1O1 28-I-I И0НЫ оз^онаач SnV0М



TABLE IV. 10-31-84 (PAGE 30)NDA'S APPROVED FROM I-I-82 ТО

ACTIVE INGREDIENT(S)
STRENGTH(S)

GUANABENZ ACETATE

EQ 4M@ BASE

GUANABENZ ACETATE

EO 8MG BASE

GUANADREL SULFATE

IOMG

GUANADREL SULFATE
25MG

HALOPERIDOL
2OMG

HEPARIN SODIUM
IO UNITS/ML

HEPARIN SODIUM;

SODIUM CHLORIDE
200 UNITS/IOOML;
9OOMG/IOOML

HEPARIN SODIUM;

SODIUM CHLORIDE
200 UNITS/IOOML;
9OOMG/IOOML

HEPARIN SODIUM;

SODIUM CHLORIDE
500 UNITS/IOOML;
900MG/IOOML

HEPARIN SODIUM;

SODIUM CHLORIDE
I,OOO UNITS/IOOML;
9OOMG/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)

WYTENSIN
(TABLET; ORAL)

WYTENSIN
(TABLET; ORAL)

HYLOREL
(TABLET; ORAL)

HYLOREL
(TABLET; ORAL)

HALDOL

(TABLET; ORAL)

HEPARIN LOCK FLUSH
(INJECTABLE; INJECTION)

HEPARIN SODIUM IOOO UNITS

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

HEPARIN SODIUM
20,000 UNITS AND
SODIUM CHLORIDE 0.9%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

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

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

APPLICANT NAME

WYETH LABS/AMHO

WYETH LABS/AMHO

UPJOHN

UPJOHN

MCNEIL PHARM

INVENEX LABS/LIFE

TRAVENOL LABS

TRAVENOL LABS

TRAVENOL LABS

ABBOTT LABORATORIES

МDA Ж

APPROVAL DATE

I8­587
09-07-82

I8-587
09-07-82

I8-I04
I2-29-82

Iв-Iо4
I2-29-в2

I5-92I
02-02-82

17-029
05-06-82

I8­609

04-28-82

I8­609
04-28-82

Ia-eoáh
04-28-82

I8-9I6
0I-3I-84



78-Iî-IO
916-81

78-Ií-IO
9I6­8I

78-Iî-IO
916-81

78-Ií-IO
9I6-9I

78-Ií-IO
916-81

78-IЕ-10
916-8I

78-22-OI
62l­6I

31V0 1V^O888V
# V0N

S3I801V808V1

$3I801V808V1

SB18O1V8OBV1

83I801V809V1

S3I801V8O8V1

S3I801V8OQV1

11O88V

11O88V

11OESV

11O88V

11O88V

11O88V

SИ8VH8 NV1ÀИ

BИVN 1NV0I188V

(МO1103ГМI l31BV.I.1)3Í`NI)
83NIV1М00 011SV18 Мl

297'0 30I801H0 И0I0OS МI
SIIМn 000‘92
И010OS NI8V83H

(МO1103ГМI s31BV103ГМI)
83МIV1МO0 0I1SV18 NI

SS7'O 30I801H0 И0I0OS МI
S1IМn OOG‘2I

H0I0OS МI8V83H

(МOl103ГМI s318V103ГМI)
83NIV1МO0 011SV18 МI

SS7'O 30I801H0 Иnl0OS М1
S1IМn 000‘01
И0I0OS NI8V83H

(NollosrNI sa1QvloarNI)
83NIV1NO0 0I1SV18 NI

ZS7'O 3018O1H0 ИOI0OS NI
SilNn 000‘9 И0I0О$ NI8V83H

(NOI10BГNI s318V103ГNI)
83NIV1NO0 0l1SV18 NI

$6'0 3OI8O1H0 И0I0OS NI
S1INO OOQ'2I

И0I0OS NI8V83H

(МOIl0arМI sa1avI0BrNI)
83МIV1МO0 0IISV18 NI
$6'o 30IUO1Н0 wnloos

МI SIIМn 000‘0l
wnloos Nlav8aH

(1vao s1318v1)
aolzxvw

(31008 sИ8Od B9VSO0)
3ИVN BGV81

1ИOOI/9wogv

s1wooI/SIINn ooo‘§
30I8O1H0 ИnIOOs
swnloos NIav8aH

1ИOOI/9ИOQ7
s1NOOI/S1INI'I 000‘§
30IНОЧН0 И0I00$

sI'II0I0OS NI8V83H

1ИOOI/9ИOQ7
51ИOOI/S1IN0 OOO'OI
30I801H0 И0I0OS
sNFIICIOS N18V83H

1И/9ИQ'? s"IИ/S1IN0 00I
30I8O1H0 И0I0OS
sИ0IGOS NI8V83H

1ИOOI/9ИOO6
s-IVIOOI/S1INII OOO‘9
30I801H0 И0IGOS
sИ0I0OS N18V8BH

1ИOOI/9ИOO6
s1ИOOI/SllNO 000‘01
30IНО1Н0 И0I0О$
5И0IOOS N18V83H

9ИQ1 s9INOQ

3N3831ИVI81
s30IZVIH1OEIO1H0OEI01H

(S)H10N381$
(8)1N3I0380NI 3АI1OV

(Ií 39V8) 78­Ií­OI ‘^I 31SV101 28-I-l И083 03^0888V SIV0N



TABLE IV. 10-31-84 (PAGE 32)NDA'S APPROVED FROM I­I­82 TO

ACTIVE INGREDIENT(S)
STRENGTH(S)

HEPARIN SODIUM;

SODIUM CHLORIDE
I0,000 UNITS/IOOML;
450MG/IOOML

HEPARIN SODIUM;
SODIUM CHLORIDE
5,000 UNITS/IOOML;
900MG/IOOML

HYDROCORTISONE ACETATE

I01

HYDROCORTISONE BUTYRATE

0.!%

HYDROCORTISONE BUTYRATE

0'1%

HYDROCORT I SONE VALERATE

0.2%

HYDROMORPHONE HYDROCHLORIDE

IOMG/ML

IBUPROFEN
600MG

INDAPAMIDE
2­5MG

INDOMETHACIN
75H0

INDOMETHACIN
25MG

TRADE NAME

(DOSAGE FORM; ROUTE)

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

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

CORTIFOAM
(AEROSOL; RECTAL)

LOCOID
(CREAM; TOPICAL)

LOCOID
(OINTMENT; TOPICAL)

WESTCORT

(OINTMENT; TOPICAL)

DILAUDID-HP
(INJECTABLE; INJECTION)

RUFEN

(TABLET; ORAL)

LOZOL

(TABLET; ORAL)

INDOCIN SR
(CAPSULE, CONTROLLED
RELEASE; ORAL)

INDOMETHACIN
(CAPSULE; ORAL)

APPLICANT NAME

ABBOTT LABORATORIES

ABBOTT LABORATORIES

REEDàCARNRICK PHARMS

OWEN LABS/DERM PRODS

OWEN LABS/DERM PRODS

WESTWOOD PHARMS

KNOLL PHARMACEUTICAL

BOOTS PHARMACEUTICAL

USV PHARMACEUTICAL

MSàD/MERCK

MYLAN PHARMS

МDA Ж

APPROVAL DATE

I8­9I6
0l-31-84

I8­9I6
0I­3I­84

l7-35l
02-l0-82

I8-795
0l-07-83

I9­I06
07-03-84

18-726
08-08-83

l9-034
0l-Il-84

l8-l97
03-05-84

I8-538
07-06-83

I8­I85
02-23-82

I8-858
04-20-84



ACTIVEINGREDIENT(S)
STRENGTH(S)

INDOMETHACIN
50MG

INDOMETHACIN

25MG

INDOMETHACIN
5OMG

INDOMETHACIN
25MG

INDOMETHACIN

5OMG

INDOMETHACIN
25MG

INDOMETHACIN
-50MG

INDOMETHACIN
50MG

INDOMETHACIМ
25MG

INDOMETHACIN
5ОMG

ISOTRETINOIМ
IOMG

ISOTRETINOIМ

4OMG

ISOTRETINOIМ

2OMG

­TRADEМAME

(DOSAGEFORM;ROUTE)

IМDOMETHACIМ

(CAPSULE;ORAL)

IМDOMETHACIМ

(CAPSULE;ORAL)

INDOMETHACIN

(CAPSULE;ORAL)

INDOMETHACIN

(CAPSULE;ORAL)

INDOMETHACIN

(CAPSULE;ORAL)

INDOMETHACIN

(CAPSULE;ORAL)

INDOMETHACIN

(CAPSULE;ORAL)

INDOMETHACIN

(CAPSULE;ORAL)

IМDOMETHACIМ

(CAPSULE;ORAL)

IМDOCIМ

(SUPPOSITORY;RECTAL)

ACCUTAМE

(CAPSULE;ORAL)

ACCUTAМE

(CAPSULE;'ORAL)

ACCUTANE

(CAPSULE;ORAL)

APPLICAМTNAME

MYLAМPHARMS

ZEМITHLABORATORIES

ZENITH
LABORATORIES

LEDERLELABS/AMCYAN

LEDERLELABS/AMCYAN

CHELSEALABORATORIES

CHELSEALABORATORIES

PARPHARMACEUTICAL

PARPHARMACEUTICAL

MS&DRESLABS/MERCK

HOFFMAММ-LAROCHE

HOFFMANМ-LAROCHE

HOFFMAММ-LAROCHE

МDA#

APPROVALDATE

Ie-asa
04-20-84

18-730
05-04-84

I8­73O
05-04-84

I8-851
05-18-84

!8-85I
05-I8-84

I8­690
O7­3I­84

I8­690
O7­3I­B4

I8­829
08-06-84

I8-829
08-06-84

I7-814
08-13-84

I8-662
05-07-82

18-662

05-07-82

18-662
03-28-83

I0­3I­84(PAGE33) I­I­82TO МDA'SAPPROVEDFROM



NDA'S APPROVED FROM I-I-82 TO 10-3I-84 (PAGE 34)

ACTIVE INGREDIENT(S)
STRENGTH(S)

LABETALOL
200MG

LABETALOL
3OOMG

LABETALOL

400MG

LABETALOL

5MG/ML

LABETALOL
ZOOMG

LABETALOL
300MG

LABETALOL
4OOMG

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

HYDROCHLORIDE

LEUCOVORIN CALCIUM

EO 5MG BASE

LEUCOVORIN CALCIUM

EO 25MG BASE

LITHIUM CARBONATE
3OOMG

LITHIUM CARBONATE
450MG

LOPERAMIDE HYDROCHLORIDE

IMG/5ML

(TABLET; ORAL)

WELLCOVORIN
(TABLET; ORAL)

WELLCOVORIN
(TABLET; ORAL)

LITHIUM CARBOМATE
(TABLET; ORAL)

ESKALITH CR

(TABLET, COМTROLLED
RELEASE; ORAL)

IMODIUM

(SOLUTION; ORAL)

TRADE NAME APPLICANT NAME

(DOSAGE FORM; ROUTE)

NORMODYNE SCHERIМG
(TABLET; ORAL)

NORMODYNE SCHERIМG
(TABLET; ORAL)

NORMODYNE SCHERIМG
(TABLET; ORAL)

NORMODYNE SCHERING
(INJECTABLE; INJECTION)

TRANDATE GLAXO

(TABLET; ORAL)

TRANDATE GLAXO

(TABLET; ORAL)

TRANDATE GLAXO

BURROUGHS WELLCOME

BURROUGHS WELLCOME

ROXAМE LABORATORIES

SK&F LABORATORIES

JAМSSEМ PHARMA

МDA f
APPROVAL DATE

I8­686
08­0l­84

I8­686
08-01-84

18-686

08-0I-84

I8-687
08-0l-84

I8­7I6
08­0I­84

I8­7I6
08­0I­84

I8­7I6
08­0I­84

18-342
07-08-83

l8-342
07-08-83

18-558
0l-29-82

l8-l52
03-29-82

l9-037
07-3l-84



ACTIVEIМGREDIEМT(S)
STREМGTH(S)

MAGМESIUMACETATETETRAHYDRATE;
POTASSIUMACETATE;SODIUM

CHLORIDE

32MG/IO0ML;I28MG/IOOML;
234MG/IOOML

MAGМESIUMCHLORIDE;POTASSIUM
DCHLORIDE;POTASSIUMPHOSPHATE,
MOМOBASIC;SODIUMACETATE;
SODIUMCHLORIDE;SODIUM

GLUCOМATE;SODIUMPHOSPHATE

30MG/IO0ML;37MG/IO0ML;
O.82MG/IO0ML;370MG/IO0ML;
530MG/IOOML;5OOMG/IOOML;
I2MG/IOOML

MAGNESIUMCHLORIDE;POTASSIUM

CHLORIDE;SODIUMACETATE;
SODIUMCHLORIDE;
SODIUMGLUCONATE

3OMG/IOOML;37MG/IOOML;
222MG/IO0ML;526MG/IO0ML;
502MG/IO0ML

MAGNESIUMCHLORIDE;POTASSIUM

CHLORIDE;SODIUMACETATE;
SODIUMCHLORIDE;SODIUM

GLUCOМATE

3OMG/IO0ML;37MG/IO0ML;

222MG/IO0ML;526MG/IOOML;
502MG/IO0ML

TRADENAME

(DOSAGEFORM;ROUTE)

PLASMA-LYTE56IМPLASTIC
CONTAINER

(IМJECTABLE;IМJECTIOМ)

ISOLYTESPH7.4IМ

PLASTICCOМTAIМER

(IМJECTABLE;IМJECTIOМ)

PHYSIOSOLINPLASTIC
COМTAIМER

(SOLUTIOМ;IRRIGATIOМ)

PHYSIOSOLINPLASTIC
.COМTAIМER

(SOLUTION;IRRIGATIOМ)

APPLICANTNAME

TRAVENOLLABS

AMMCGAW/AMHOSP

ABBOTTLABORATORIES

ABBOTTLABORATORIES

NDAf
APPROVALDATE

l9-047
06-I5-84

19-006
04-04-84

17-637

07­08-82

I8­406
07-08-82

I0­3I­84(PAGE35) МDA'SAPPROVEDFROMI­I­82T0 TABLEIV.



TABLE IV. I0­3I­84 (PAGE 36)МDA'S APPROVED FROM I­I­82 TO

ACTIVE IМGREDIENT(S)
STREМGTH(S)

MAGNESIUM CHLORIDE; POTASSIUM
CHLORIDE; SODIUM ACETATE;
SODIUM CHLORIDE; SODIUM
GLUCOМATE

30MG/IO0ML; 37MG/IOOML;
37OMG/IO0ML; 530MG/IOOML;

5OOMG/IOOML

MAGNESIUM SULFATE; POTASSIUM
CHLORIDE; POTASSIUM PHOSPHATE,
MONOBASIC; SODIUM CHLORIDE;

SODIUM PHOSPHATE
ZOMG/IOOML; 40MG/IO0ML;
6.25MG/IOOML; 800MG/IO0ML;
8.75MG/IO0ML

MALATHION

0.55

MAPROTILIМE HYDROCHLORIDE
75MG

MAZINDOL
IMG

METAPROTERENOL SULFATE
0.6¢

METHYLDOPA
250MG

METHYLDOPA

500MG

METHYLPHEМIDATE HYDROCHLORIDE
20MG

TRADE МAME

(DOSAGE FORM; ROUTE)

PHYSIOLYTE IN PLASTIC
COМTAIМER

(SOLUTION; IRRIGATION)

TIS-U-SOL
(SOLUTIOМ; IRRIGATIOМ)

PRIODERM
(LOTION; TOPICAL)

LUDIOMIL
(TABLET; ORAL)

MAZAМOR

(TABLET; ORAL)

ALUPEМT
(SOLUTION: INHALATION)

METHYLDOPA
(TABLET; ORAL)

METHYLDOPA
(TABLET; ORAL)

RITALIN-SR
(TABLET, CONTROLLED
RELEASE; ORAL)

APPLICANT NAME

AM MCGAW/AM HOSP

TRAVENOL LABS

PURDUE FREDERICK

CIBA/CIBA-GEIGY

WYETH LABS/AMHO

BOEHRINGER IМGELHEIM

CORD LABORATORIES

CORD LABORATORIES

CIBA/CIBA-GEIGY

МDA #

APPROVAL DATE

I9­024
06-08-84

l8-508
02­I9­82

I8­6I3
08-02-82

l7-543
09-30-82

17-980
02-02-82

18-76l
06-30-83

I8-934
06-29-84

l8-934
06-29-84

18-029
03-30-82



€8­2O­EO
I1S-8I

28-9I-2O
8l8-8I

€8­9I­20
8IB-8I

28-02-2l
791­8I

28-22-0l
G71-8I

28-22-01
071-8I

28-LI-60
7Q1-BI

2B-1I-ÓO
66§­8I

28-Ií-BO
719­8I

28-90-90
1IQ-8I

2B-7O-íO
029-81

78-02-50
7O1-8I

28-92-20
l28-8l

31V0 1V^0888V
# V0N

1V0I1030VИ8VН8 ОН180

S31801V808V1 88V8

83I801V808V1 88V8

1V0VИ8VН8 A808МV0

83I801V808V1 0800

83I801V808V1 0800

1У0УИ8УН8 А808МV0

33I8О1V808V1 V3813Н0

dSOH ИУ/МУ90И NV

83I801V808V1 Н1lМ32

Х1М30Н8/83ИИ080

A9I39­V8I0/A9I3O

SNI8O8 HV

3ИVN 1МV01188V

(1V80 s1318V1)
1У1801088

(1V80 s1318V1)
3102V0IМ0813И

(1V80 s1318V1)
3102V0IМ0813И

(1V80 E13"I8VI.)
3102V0IМ0813И

(1V80 s1318V1)
3102V0IМ0813И

(1V80 s1318V1)
3102V0IМ0813И

(1880 5131981)
3102V0IМ0813И

(1V80 s.1.318V1)
3102V0IМ0813И

(М01103ГМ1 s318V103ГМI)
‘^'1 0813И

(1V80 s1318V1)
3102V0IМ0813И

(1V80 s1318V1)
1A813И

(М01103ГМI t318V103ГМI)
808538801

(1V80 s808A8)
МV1938

(31008 sИ803 39VS00)
3ИУМ 30У81

9ИOS2

3102V01М0813И

OИOOQ

3102V0IМ0813И

9ИO92

3102V0IN0813И

9ИOOS

3102V0IМ0813И

9И00Б

3102V0IМ0813И

OИOS2

3102V0IМ0813И

Qwosz
3102V0IМ081ЗИ

9ИOS2

3102V0IМ0813И

1И00l/9И009
3102V0IМ0813И

9ИOOS

3102V0IМ0813И

9ИOQ2

3102V0IМ0813И

1И/9Иl
31V818V1 101088013И

1И5/38У8 9ИЁ 03
30I801Н0080AН 30IИV88010013И

(8)Н19N3818
(5)1М3l038ЭМ1 3^I10У

(АС 30У8) 78-1С-01 '^I 318V1O1 2B-I-I И083 03^0888V SIV0N



NDA'S APPROVED FROM 1-1-82 ТО 10-31-84 (PAGE 38)

ACTIVE INGREDIENT(S)
STRENGTH(S)

METRONIDAZOLE
500MG

METRONIDAZOLE

500MG

METRONIDAZOLE
250MG

METRONIDAZOLE
500MG

METRONIDAZOLE
5OOMG/IOOML

METRONIDAZOLE

5OOMG/IOOML

METRONIDAZOLE

500MG/IOOML

METRONIDAZOLE
500MG

METRONIDAZOLE
5OOMG/IOOML

METRONIDAZOLE
250MG

MICONAZOLE NITRATE

IOOMG

MICONAZOLE NITRATE
2OOMG

TRADE NAME

(DOSAGE FORM; ROUTE)

PROTOSTAT
(TABLET; ORAL)

METRYL 500
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(TABLET; ORAL)

METRO I.V. IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

METRONIDAZOLE
(INJECTABLE; INJECTION)

METRONIDAZOLE IN PLASTIC
CONTAINER
(INJECTABLE; INJECTION)

METRONIDAZOLE
(TABLET; ORAL)

METRONIDAZOLE
(INJECTABLE; INJECTION)

METRONIDAZOLE
(TABLET; ORAL)

MONISTAT 7
(SUPPOSITORY; VAGINAL)

MONISTAT 3
(SUPPOSITORY; VAGINAL)

APPLICANT NAME

ORTHO PHARMACEUTICAL

DRUMMER/PHOENIX

PAR PHARMACEUTICAL

PAR PHARMACEUTICAL

AM MCGAW/AM HOSP

ABBOTT LABORATORIES

ABBOTT LABORATORIES

CHELSEA LABORATORIES

ELKINS-SINN/AHROBINS

LNK INTERNATIONAL

ORTHO PHARMACEUTICAL

ORTHO PHARMACEUTICAL

NDA f
APPROVAL DATE

18-87l
03-02-83

18-620

06-02-83

18-845
08-18-83

18-930
08-18-83

l8-900
09-29-83

18-889
11-18-83

18-890
l1-18-83

l8-599
02-13-84

18-907
03-30-84

19-029
04-10-84

I8­520
03­I5­82

I8­888
08-15-84



ACTIVEIМGREDIENT(S)TRADEМAMEAPPLICANTNAME

STREМGTH(S)(DOSAGEFORM;ROUTE)

MORPHIМESULFATEDURAMORPHPFELKINS-SINN/AHROBINS
O.5MG/ML(IМJECTABLE;IМJECTIOМ)

MORPHINESULFATEDURAMORPHPFELKINS-SINМ/AHROBIМS
IMG/ML(INJECTABLE;INJECTION)

NALOXONEHYDROCHLORIDE;TALWIМNXWINTHROPLABS/STERL
PENTAZOCINEHYDROCHLORIDE(TABLET;ORAL)

O.5MG;EO50MGBASE

NAPROXENNAPROSYNSYМTEXPR

500MG(TABLET;ORAL)

NICLOSAMIDEМICLOCIDEMILESPHARMS/MILES
500MG(TABLET,CHEWABLE;ORAL)

NICOTIМERESIМCOMPLEX

E02MGBASE

NITROGLYCERIN
5MG/ML

МITROGLYCERIN
O.8MG/ML

NITROGLYCERIN
O.5MG/ML

NITROGLYCERIМ
IMG/ML

NITROGLYCERIМ
5MG/ML

МITROGLYCERIN

5MG/ML

NICORETTE

(GUM,CHEWIМG;ORAL)

NITRO-BID

(INJECTABLE;

МITROL

(INJECTABLE;

TRIDIL
(INJECTABLE;

МITRONAL

(INJECTABLE;

NITRONAL

(IМJECTABLE;

NITROSTAT

(INJECTABLE;

INJECTIOМ)

INJECTION)

INJECTIOМ)

INJECTION)

IМJECTION)

IМJECTIOМ)

MERRELLDOW/DOWCHEM

MARIONLABORATORIES

KREMERS-URBAМ

AMCRITICALCARE/AHS

GPOHL-BOSKAMP

GPOHL-BOSKAMP

PARKE-DAVIS/W-L

NDAЖ

APPROVALDATE

18-565
09-18-84

18-565
09-18-84

18-733
12-16-82

17-581
04-15-82

18-669
05-14-82

18-612
01-13-84

18-621
01-05-82

18-774
01-19-83

18-537
06-16-83

18-672

08-30-83

18-672
08-30-83

l8-588
12-23-83

TABLEIV.NDA'SAPPROVEDFROM1-1-82TO10-31-84(PAGE39)



TABLE IV. 10-31-84 (PAGE 40)NDA'S APPROVED FROM 1-1-82 TO

ACTIVE INGREDIENT(S)
STRENGTH(S)

NORETHINDRONE ACETATE
5MG

OXPRENOLOL HYDROCHLORIDE
20MG

OXPRENOLOL HYDROCHLORIDE
4OMG

OXPRENOLOL HYDROCHLORIDE

BOMG

OXPRENOLOL HYDROCHLORIDE
I6OMG

PENTAMIDINE ISETHIONATE
3OOMG/VIAL

PENTETATE INDIUM DISODIUM,

IN-III
IMCI/ML

PENTOXIFYLLINE
4OOMG

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

PILOCARPINE HYDROCHLORIDE
4%

PIMOZIDE
2MG

TRADE NAME

(DOSAGE FORM; ROUTE)

AYGESTIN
(TABLET; ORAL)

TRASICOR
(CAPSULE; ORAL)

TRASICOR
(CAPSULE; ORAL)

TRASICOR
(CAPSULE; ORAL)

TRASICOR
(CAPSULE; ORAL)

PENTAM 300

(INJECTABLE; INJECTION)

MPI INDIUM DTPA IN III
(INJECTABLE; INJECTION)

TRENTAL
(TABLET, CONTROLLED
RELEASE; ORAL)

PHENERGAN vC

(SYRUP; ORAL)

PILOPINE HS
(GEL; OPTHALMIC)

ORAP

(TABLET; ORAL)

APPLICANT NAME

AYERST LABS/AMHO

CIBA/CIBA-GEIGY

CIBA/CIBA-GEIGY

CIBA/CIBA-GEIGY

CIBA/CIBA-GEIGY

LYPHOMED

MEDI-PHYSICS

HOECHST-ROUSSEL

WYETH LABS/AMHO

ALCOМ LABORATORIES

MCNEIL PHARM

NDA f
APPROVAL DATE

I8­405
04-21-82

I8­I66
12-28-83

I8­I66
I2­28­83

I8­I66
I2­28­83

I8­I66
I2­28­83

I9­I29
l0-16-84

l7-707
02-18-82

18-631
08-30-84

08-604
04-02-84

l8-796
l0-01-84

17-473
07-31-84



ACTIVEINGREDIEМT(S)

STRENGTH(S)

PIМDOLOL
5MG

PINDOLOL
IOMG

PIМDOLOL
I5MG

PIROXICAM
IOMG

PIROXICAM
20MG

POLYETHYLENEGLYCOL3350;
POTASSIUMCHLORIDE;
SODIUMBICARBONATE;
SODIUMCHLORIDE;
SODIUMSULFATE;

227.IGM/PACKET;
2.826M/PACKET;
6.3ÓGM/PACKET;

5.53GM/PACKET;
2I.5GM/PACKET

POLYETHYLEМEGLYCOL3350;
POTASSIUMCHLORIDE;
SODIUMBICARBONATE;
SODIUMCHLORIDE;
SODIUMSULFATE;

IZOGM/PACKET;

I~490M/PACKET;

3.3öGM/PACKET;
2.92GM/PACKET;
II.3ÓGM/PACKET

TRADENAMEAPPLICANTNAME

(DOSAGEFORM;ROUTE)

VISKEN

(TABLET;ORAL)

VISKEМ

(TABLET;ORAL)

VISKEМ

(TABLET;ORAL)

FELDEМE

(CAPSULE;ORAL)

FELDEМE

(CAPSULE;ORAL)

COLYTE
(POWDERFOR

RECONSTITUTION;

COLYTE
(POWDERFOR

RECONSTITUTION;

SANDOZPHARMS/SANDOZ

SAМDOZPHARMS/SAМDOZ

SANDOZPHARMS/SAМDOZ

PFIZERLABS/PFIZER

PFIZERLABS/PFIZER

EDLAWPREPARATIONS

ORAL)

EDLAWPREPARATIONS

ORAL)

NDA#

APPROVALDATE

18-285
09-03-82

18-285
09-03-82

l8-285
09-03-82

18-147

04-06-82

18-147
04-06-82

18-983
10-26-84

18-983
10-26-84

NDA'SAPPROVEDFROM1-1-82TO10-31-84(PAGE41) TABLEIV.



TABLE IV. T0 10-31-84 (PAGE 42)NDA'S APPROVED FROM 1-1-82

ACTIVE IМGREDIEМT(S)
STREМGTH(S)

POLYETHYLENE GLYCOL 3350;

POTASSIUM CHLORIDE;

SODIUM BICARBOМATE;

SODIUM CHLORIDE;

SODIUM SULFATE;
3ôOGM/PACKET;
4.47GM/PACKET;
I0.0BGM/PACKET;
8.760M/PACKET;
34о086М/РАСКЕТ

POLYETHYLENE GLYCOL 3350;

POTASSIUM CHLORIDE;

SODIUM BICARBOМATE;

SODIUM CHLORIDE;

SODIUM SULFATE;
22.74GM/BOT; 2366M/BOT;
2.97GM/BOT; 6.74GM/BOT;
5.860M/BOT

POTASSIUM ACETATE

ZMEO/ML

POTASSIUM CHLORIDE

IOMEO

POTASSIUM CHLORIDE; SODIUM
CHLORIDE
75MG/IOOML; 900MG/IOOML

POTASSIUM CHLORIDE;

SODIUM CHLORIDE
I5OMG/IOOML; 9OOMG/IOOML

TRADE NAME

(DOSAGE FORM; ROUTE)

COLYTE
(POWDER FOR

RECOМSTITUTION; ORAL)

GOLYTELY
(POWDER FOR

RECOМSTITUTION; ORAL)

POTASSIUM ACETATE IМ
PLASTIC COМTAIМER
(INJECTABLE; INJECTION)

MICRO-K I0
(CAPSULE, CONTROLLED
RELEASE; ORAL)

SODIUM CHLORIDE 0.9% AND

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

SODIUM CHLORIDE 0.9% AND
POTASSIUM CHLORIDE O.I5%
IN PLASTIC CONTAINER
(INJECTABLE; INJECTION)

APPLICAМT NAME

EDLAW PREPARATIONS

BRAINTREE LABS

ABBOTT LABORATORIES

AH ROBINS

AM MCGAW/AM HOSP

AM MCGAW/AM HOSP

МDA f
APPROVAL DATE

I8­983
I0­26­84

19-011
07-13-84

I8­896
07-20-84

l8-238
05-14-84

l8-722
l1-09-82

18-722
11-09-82



2Q-OI-SO
7bI-BI

28-92-70
986-91

28-21­21
661-81

28-11-20
029-81

28-11-20
029-8!

28-11-20
029-81

28-11-20
029-81

28-60-11
221-BI

28-60-11
221-81

31У0 1V^О888V
# У0N

1-М/81^V0-388V8

A9010МН031 1V^1^808

0НИV/88V1 1883AV

88V1

58V1

88У1

5881

10М3^V81

1ОМ3^V81

10М3^У81

10М3^881

880Н ИV/MV90И ИV

8SOH ИV/MV90И ИV

3ИVN 1МУ01188V

(1V80 s31088V0)

ХV81М30

(М01103ГМ1 s318V103ГМI)
ИV8O1O88

(NOI103ГМI s318V103ГМ1)
301801Н0 3И1Х0011V88

(М011031Мl s318V103ГМI)
83М1V1М00 0118V18 Мl

O3ИO7 301801Н0 И0188V108
0МV $6'0 301801Н0 И01005

(моп1ээгмп sa1avIOarNI)
83МIV1МO0 0l1sv18 NI

озиог 301801Н0 И015$У108
0Мv $6­0 зопночнэ ИnIOOs

(М01103ГМ1 1318V103ГNI)
83М1V1М00 011SV18 Мl

03И02 301801Н0 И0I88V108
0МV $6'O 301801Н0 И01008

(М01103ГМ1 s318V103ГМ1)
83М1V1М00 011SV18 NI

03И01 301801Н0 И018SV108
GNV $6'O 301801Н0 Н01005

(М01103ГМ1 s318V103ГМ1)
83М1У1М00 0115V18 NI

SE'O 301801Н0 И0155У108
0МV 26'0 301801Н0 И01005

(М01103ГМ1 s318V103ГМ1)
83М181М00 0118V18 М1

122'0 301801Н0 И0188V108
0МV $6'0 301801Н0 И01008

(31008 sИ803 39VSO0)
3NVN 30881

9ИO2

ИУ832У88

1И/9И002
301801Н0 3И1Х0011V88

1И/9И002
301801Н0 3И1Х0011У88

1И001/0И006 s1IAIOOI/E)ИOOí
301801Н0 И01005

s3O18O1I-I0 И0155V108

1И001/ЭИ006 s1IAIOOI/9IAIOQI
301801Н0 И01005

s301801Н0 И0155У1О8

1И001/9И006 s1ИOOI/9IAIOOí
301801Н0 И0I005

s30I8O1H0 И0155У108

1И001/9И006 s1I'IIOOI/9I'IOQI
301801Н0 И01005

s3CII8O1H0 И0155У108

1И001/9И006 s1ИOOI/9ИOOí
301801Н0 И01005

s30I801Н0 И0185V1О8

1И001/9И006 s1NOOI/9INO22
301801Н0 И01005

s3OI8O1H0 И0155V108

(5)Н19N3815
(5)1N310389NI 3^110V

(í7 39V8) 318V178­Ií­OI 01 28-1-l И083 03^О888У SnV0N



TABLE IV. 10-31-84 (PAGE 44)NDA'S APPROVED FROM 1-1-82 ТО

ACTIVE INGREDIENT(S)
STRENGTH(S)

PRAZIOUANTEL
600MG

PROPRANOLOL HYDROCHLORIDE
60MG

PROPRANOLOL HYDROCHLORIDE
90MG

PROPRANOLOL HYDROCHLORIDE
I60MG

PROPRANOLOL HYDROCHLORIDE
8OMG

PROPRANOLOL HYDROCHLORIDE
I20MG

PROTAMINE SULFATE
250MG/VIAL

RANITIDINE HYDROCHLORIDE
EO I5OMG BASE

RANITIDINE HYDROCHLORIDE
EO 25MG BASE/ML

RITODRINE HYDROCHLORIDE
I5MG/ML

SAFFLOWER OIL; SOYBEAN OIL
10%; IO%

sAFFLOWER OIL; SOYBEAN OIL
5%; 5%

TRADE NAME

(DOSAGE FORM; ROUTE)

BILTRICIDE
(TABLET; ORAL)

INDERAL
(TABLET; ORAL)

INDERAL
(TABLET; ORAL)

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)

INDERAL LA
(CAPSULE, CONTROLLED
RELEASE; ORAL)

PROTAMINE SULFATE
(INJECTION; INJECTION)

ZANTAC

(TABLET; ORAL)

ZANTAC
(INJECTABLE; INJECTION)

YUTOPAR

(INJECTABLE; INJECTION)

LIPOSYN II 20%
(INJECTABLE; INJECTION)

LIPOSYN II I01
(INJECTABLE; INJECTION)

APPLICANT NAME

MILES PHARMS/MILES

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHO

AYERST LABS/AMHO

UPJOHN

GLAXO

GLAXO

ASTRA PHARM PRODS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

МDA f
APPROVAL DATE

18-714

12-29-82

16-418
01-18-83

16-418
01-18-83

l8-553
04-19-83

18-553
04-19-83

18-553
04-19-83

07-413
08-02-84

18-703

06-09-83

I9-090
10-19-84

18-580
9-27-84

18-991
8-27-84

18-997
8-27-84



78-02-10
168-8l

78-21-10
8I2-61

78-21-10
1I2-6I

28-10-11
220-61

28-10-11
220-61

28-62-01
{OS-8I

28-62-01
OOG-8I

28-61-20
1G7-8I

28-70-50
S68-8I

28-S2-2O
81S-81

31V0 18^08888
f VGN

831801V808V1 11088V

831801V808V1 11088V

831801V808V1 11088V

88V1 10М3^V81

88V1 10М3^V81

831801V808V1 11088V

831801V808V1 11088V

58V1 10М3^V81

531801V80881 11088V

88V1 10М3^V81

3NVМ 1МV01188V

(М01103ГМ1 s318V103ГМl)
83М1V1М00 0118У18 NI

301801Н0 И01008

(М01103ГМl s318V103ГМ1)
83М181М00 0115V18 МI

%6'0 301801Н0 И01008

(М01103ГМ1 s318V133ГМI)

83МIУ1М00 0118V18 NI

16'0 301801Н0 И01008

(М01103ГМl s318V103ГМI)
83М1V1М00 0118V18 М1

$9 301801Н0 Н01008

‹моI1эзгмI sa1avloarМI)
aaNlv1Noo 0118V18 МI
1: 301801Н0 wnI0os

(М01103ГМl s318V103ГМ1)
83М1V1М00 0118V18 МI

$6'0 301801Н0 Н01005

(М01103ГМ1 s318V103ГМI)
83NIV1МO0

011SV18 МI f6'0 30180180
„01008 011V1801831088

(М011V91881 sМO11!'I1OS)
83М1V1М00 0118V18

МI $97'0 301801Н0 "01008

(М01103ГМ1 s318V103ГМ1)
83М1V1М00

0118V18 NI 31V130V Н01008

(1V01801 sИV380)
088

(31008 sИ803 39VSO0)
3ИVМ 30V81

1И/03И9'2
30180180 И01008

1И/9И6
301801Н0 И01008

1И/9И6
301801Н0 И01008

1И001/И99
301801Н0 И01008

1И001/И92
301801Н0 И01008

1И/9И6
301801Н0 И01008

1И/9И6
301801Н0 И01005

1И001/9И097
30180180 И01008

1И/03И2
800801НМ8 ‘31V130V И01005

1I
3М12V10V3108 83^118

(8)Н1ЭМ3818
(8)1М310389М1 3^110V

(S7 30V8) 78-12-01 318V1O1 28-1-1 И083 03^0888V SIV0N



TABLE
IS APPROVED

FROM 1-1-82
TO I0 31-84 íîêîâ`íáì

IV. NDA

«Y

ACTIVE INGREDIENT(S)

STRENGTH(S)

SODIUM
IODIDE, 1-123

100 UCI

SODIUM
IODIDE, 1-123

200 UCI

SODIUM
IODIDE, I­I23

400 UCI

SODIUM LACTATE

5MEO/ML

SODIUM NITROPRUSSIDE

50MG/VIAL

SODIUM
PHOSPHATE,

DIBASIC;

SODIUM
PHOSPHATE, MONOBASIC

I42MG/ML; 276MG/ML

SOMATROPIN
2 IU/VIAL

SORBITOL
ъем/1оомь

SOYBEAN OIL

IO%

SOYBEAN OIL

20%

SOYBEAN OIL

101

I OIL

TRADE NAME

OSAGE FORM;
ROUTE)

(D

SODIUM IODIDE
I 123

(CAPSULE; ORAL)

SODIUM IODIDE
I 123

(CAPSULE; ORAL)

SODIUM IODIDE
I 123

(CAPSULE; ORAL)

SODIUM LACTATE
IN PLASTIC

CONTAINER
(INJECTABLE; INJECTION)

SODIUM NITROPRUSSIDE

(INJECTABLE; INJECTION)

SODIUM PHOSPHATES

IN PLASTIC CONTAINER

(INJECTABLE; INJECTION)

ASELLACRIN 2

(INJECTABLE; INJECTION)

SORBITOL 3%
IN PLASTIC

CONTAINER
(SOLUTION; IRRIGATION)

TRAVAMULSION
10%

(INJECTABLE; INJECTION)

TRAVAMULSION
20%

(INJECTABLE; INJECTION)

SOYACAL 101

(INJECTABLE; INJECTIOМ)

SOYACAL 20%

(INJECTABLE; INJECTIOМ)

BENEDICT NUCQ
« PHARM
\. \.

BENEDICT`NOCLR
PR

`~L

BENEDICT NUCLR
PHARM

ABBOTT LABORATORIES

ELKINS-SIММ/AHROBINS

ABBOTT LABORATORIES

SERONO LABS

TRAVEМOL LABS

TRAVENOL LABS

TRAVEМOL LABS

ALPHADTHERAPEUTIC

ALPHA THERAPEUTIC

NDA ж\
APPROVAL DATE\
18-67‘
05‘27-82

18-671

05-27-82

18-671
05­2

47

4
I8­L
07-28

18-892
05-10-83

17-726

07-21-83

!8-512
05-27-82

!8-660
02-26-82

18-758
02-15-83

18-465
06-29-83

18-786
06-29-83



TABLE

(DOSAGE
FORM;ROUTE)_____________________

LIPOSYМ

SOYBEANOIL
101

III105
(IМJECTABLE;IМJECTIOМ) SOYBEANOIL

LIPOSYМIII205
20%

(INJECTABLE;IМJECTIOМ) STREPTOZOCIN

ZANOSAR IGM/VIAL

(INJECTABLE;IМJECTIOМ) SUFENTANILCITRATE
SUFENTA EO0.05MGBASE/ML

(INJECTABLE;INJECTION)
SULFAMETHOXAZOLE;TRIMETHOPRIM

SULFAMETHOXAZOLE
AND

4ООM0;8OMG

TRIMETHOPRIM

(TABLET;ORAL)
SULFAMETHOXAZOLE;

TRIMETHOPRIM
SULFAMETHOXAZOLE

AND
800MG;

TRIMETHOPRIM
DOUBLE

STRENGTH

(TABLET;ORAL)

I60MG

SULFAMETHOXAZOLE;
TRIMETHOPRIM

SULFATRIMPEOIATRIO zooms/5ML;40MG/5ML
(SUSPEМSIOМ;ORAL)

SULFAMETHOXAZOLE;
TRIMETHOPRIM

SULFATRIM 2ооме/5м1;40MG/5ML
(SUSPEМSIOМ;ORAL)

SULFAMETHOXAZOLE;
TRIMETHOPRIM

SM2-TMP 2ооме/5м1;4оме/5мь
IsusPEМSIOМ;

ORAL)
SULFAMETHOXAZOLE;

TRIMETHOPRIM
SULFAMETHOXAZOLE

AМD
400MG;8OMG

TRIMETHOPRIM

(TABLET;ORAL)
SULFAMETHOXAZOLE;

TRIMETHOPRIM
800MG;I60MGSULFAMETHOXAZOLE

AМD
TRIMETHOPRIM

DOUBLE
STREМGTH

(TABLET;ORAL)

Iv.МDA'SAPPRovEoFROM1-1-82то10-31-84(PAGE47)

1
T
/fACTfVEINGREDIENT(S)

TRADEМAME
Г

.._______.__.
‹-‘STRENGTH(S)

____________APPLICANTNAME_______________

ABBOTTLABORATORIES

ABBOTTLABORATORIES

UPJOHN

JANSSENPHARMA

DRUMMER/PHOENIX

DRUMMER/PHOENIX

МATLPHARMMFG/BARRE

МATLPHARMMFG/BARRE

BIOCRAFTLABS

L \
DAМBURYPHARM’

AL DAМBURYPHARMAC

NDAß

APPROVALDATE
______________

18-969
09-24-84

18-970
09-25-84

17-961

1 05-07-82

19-050

05-04-84

18-598
‘

05-19-82f

18-5
05

)IB
‘_OT-83

I8-615
0‘_о7­83

I

I I8-812
01-28'83

1

\8-852`
05­09'83

\8-854
05_09-83



TABLE IV. 10-31-84 (PAGE 48)NDA'S APPROVED FROM I­I­82 T0

ACTIVE INGREDIENT(S)
STRENGTH(S)

SULFAMETHOXAZOLE; TRIMETHOPRIM
200MG/5ML; 4OMG/5ML

SULFAMETHOXAZOLE; TRIMETHOPRIM
4OOMG; 8OMG

SULFAMETHOXAZOLE; TRIMETHOPRIM
8OOMG; I60MG

SULFASALAZINE
500MG

TECHNETIUM, TC­99M, ALBUMIN
COLLOID KIT
N/A

TECHNETIUM, TC­99M, DISOFENIN

KIT
N/A

TECHNETIUM, TC­99M, GLUCEPTATE
KIT
N/A

TECHNETIUM, ТС-99M, MEDRONATE
N/A

TECHNETIUM, TC­99M, SUCCIMER
KIT
N/A

TERBUTALINE SULFATE

0.2MG/INH

THALLOUS CHLORIDE, TL­2OI
2MCI/ML

TRADE NAME

(DOSAGE FORM; ROUTE)

SM2-TMP PEDIATRIC
(SUSPENSION; ORAL)

SULFAMETHOXAZOLE &
TRIMETHOPRIM
(TABLET; ORAL)

SULFAMETHOXAZOLE &
TRIMETHOPRIM
(TABLET; ORAL)

AZULFIDINE
(TABLET, ENTERIC COATED;
ORAL)

MICROLITE
(INJECTABLE; INJECTION)

HEPATOLITE
(INJECTABLE; IМJECTION)

TECHNESCAN GLUCEPTATE
(INJECTABLE; INJECTION)

AMERSCAN
(INJECTABLE; INJECTION)

MPI DMSA KIONEY REAGENT
(INJECTABLE; INJECTION)

BRETHAIRE
(AEROSOL; INHALATION)

THALLOUS CHLORIDE TL 20I
(INJECTABLE; INJECTION)

APPLICANT NAME

BIOCRAFT LABS

HEATHER DRUG

HEATHER DRUG

PHARMACIA/PHARMACIA

MED DIAG/NE NUCLEAR

MED DIAG/NE NUCLEAR

MS&D/MERCK

AMERSHAM/RADIOCHEM

MEDI—PHYSICS

GEIGY/CIBA-GEIGY

MEDI-PHYSICS

NDA f
APPROVAL DATE

18­8I2
06-10-83

18-946
08-10-84

18-946
08-10-84

07-073
04-06-83

l8-263
03-28-82

18-467

03-16-82

18-272
01-27-82

18-335
08-05-82

17-944
05-18-82

I8­762
08-17-84

18-110
02-01-82



78-02-20
BiO-6I

78-02-20
526-8!

28­80-20
269-81

28-80-20
26G-8I

78-02-70
911-81

28-91-60
261-91

28-60-11
256-1!

28-02-10
619-81

28-71-10
276-¿I

2B-GI-II
268-11

28-91-11
268-11

28-22-70
1II-8I

28-02-21
B7G-9I

31V0 1V^0888У
# У0М

8И8VН8 318V38

8И8VН8 318V38

1У011030УИ8УН8 110МЯ

1У011030УИ8VН8 11ОNМ

УN028V/NОNУ980

ОНИУ/58У1 S3^I

3Н008 У1-NNVИ830Н

88У1 13V80018

3И00113М 5Н9008808

МН0Г80

МН0Г80

извоз H wvI11IM

И3H0OI0V8/ИVHS83ИV

3ИVN 1МV01188V

(М01103ГМ1 s318V1031NI)
МУ1У0

(М01103ГМl s318V103ГNI)
NУ1V0

(1У80 s.I_31BVI)
NI18OSI

(1V80 l.I.31BVJ_)

NI18OSI

(МOI103ГNI s318V103ГNI)
(27-0М) N08008ОN

(1V80 53'IOS8VO)
111N0И805

(1V80 s1318V1)
002 Х38И181

(1У80 s.I.318VJ.)
И188ОН13И181

(1V80 s1318У1)
wI88O1Oa8

(1V80 s1318V1)

М0I01УН

(1V80 s131881)

.NOI01VH

(М011V1УНМ1 s1OSO83V)
1800УИ2У

(М01103ГМ1 sB18V103ГNI)
102 11 301801Н0 50011VН1

(31008 sИ803 39У500)
3ИУN 30V81

1И/9И9'2
301801Н0080AН 11ИУ8V83^

1И/9И9'2
301801Н00801Н 11ИV8V83А

9ИО21

301801Н00801Н 11ИV8У83^

9ИO8

3OI8O1H0O8OAH 11ИV8У83^

1У1^/9И01
301ИО88 И01NО8003^

35V8 9ИОО1 03
31У31VИ 3N1ИV881И181

9WOO2

WI88OH13ИI8l

ЭИОО1

И188ОН13И181

9И002
И1880Н13И181

OИ9'O

ИУ102V181

9И92'O
ИV1О2У181

HNI/9WS2'O
301N01308 ЭNО1ОN1ЭИУ181

1И/10И1
102-11 ‘301801Н0 50011УН1

(5)Н19N3815
(5)1N310389N1 3А110У

(67 39V8) 78-12-01 '^I 318У1O1 28-1-1 И083 03^О888V SIVON



TABLE 10-31-84 (PAGE 50)IV. МDA'S APPROVED FROM 1-1-82 TO

ACTIVE INGREDIENT(S)
STREМGTH(S)

VERAPAMIL HYDROCHLORIDE
BOMG

VERAPAMIL HYDROCHLORIDE
I20MG

wATER FOR IМJECTION,
1005

wATER FOR IМJECTIOМ,
Ioo%

WATER FOR IМJECTIOМ,
1005

wATER FOR IМJECTIOМ,
1001

WATER FOR IМJECTIOМ,
100‘

XEМOМ, ХЕ-127

5MCI/VIAL

XEМOМ, XE­I27
IOMCI/VIAL

XEМON, XE­I33
IOMCI/VIAL

STERILE

STERILE

STERILE

STERILE

STERILE

TRADE NAME

(DOSAGE FORM; ROUTE)

GALAN

(TABLET; ORAL)

CALAN

(TABLET; ORAL)

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

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

BACTERIOSTATIC WATER

PLASTIC CONTAINER
(LIOUID; М/A)

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

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

XENON XE 127

(GAS; INHALATION)

XENON XE 127

(GAS; IМHALATION)

XENOМ XE I33
(GAS; IМHALATIOМ)

IN

APPLICANT МAME

SEARLE/SEARLE PHARMS

SEARLE/SEARLE PHARMS

TRAVEМOL LABS

ABBOTT LABORATORIES

ABBOTT LABORATORIES

TRAVEМOL LABS

AM MCGAW/AM HOSP

MALLIМCKRODT

MALLIМCKRODT

MALLIМCKRODT

МDA f
APPROVAL DATE

18-817
09-10-84

18-817
09-10-84

18-632
06-30-82

l8-801
l0-27-82

l8-802
10-27-82

18-595
01-17-83

19-077
03-02-84

18-536
l0-01-82

18-536
10-01-82

18-327
03-09-82



28-60-20
¿2S-8I

31V0 1V^0888V
f V0М

1008Х0М111VИ

3ИVМ 1МV01188V

(МOI1V18HNI ssvs)
ffl эх момэх

(31008 sИ805 39V800)
3ИVМ 30V81

1V1А/10И02
2EI-3X ‘NOМ3X

(8)Н19М3818
(8)1М310389М1 3^110V

(I9 39V8) 78-12-01 ‘^1 318V1O1 28-1-1 И083 03^0888V 81V0М
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