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III.REPORTOFCOUNTSFORTHEDRUGPRODUCTLIST

DESCRIPTIONOFREPORT

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

USEOFREPORT

FromthedatapresentedunderSection8.,usersshouldbeabletoobservesuchthingsas(l)newlyapproved,
DESIeffectiveandremarketeddrugproductswhichareaddedtotheList;(2)productsthatarebeingremoved
fromtheListastheresultofwithdrawalofapproval,changesfromprescriptiontoover-the-counterstatusand

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

DrugProductDefinition

Forthisreport,adrugproductistherepresentationintheDrugProductListofanactivemoiety(includes
molecularentityanditssalts,estersandderivatives)eitherasasingleentityorasacombination

product,providedinaspecificdosageformandstrengthforagivenrouteofadministrationmarketedbya
firmunderaparticulargenericortradename.

NewMolecularEntity

Theactivemoietyhasnotpreviouslybeenapproved(eitherastheparentcompoundorasasalt,esteror
derivativeoftheparentcompound)intheUnitedStatesforuseinadrugproducteitherasasingle
ingredientorpartofacombination.

DrugProductCount

Thisreportprovidescountsinseveralcategoriesfromthelistcomposedofdomesticallymarketeddrug
productsapprovedforbothsafetyandeffectivenessundersections505and507oftheFederalFood,Drug,

andCosmeticAct.CountsofproductsstillpendingintheDESIreviewarenotprovided.Excludedalsoare
thoseapproveddrugproductsmarketedbydistributors;thosemarketedsolelyabroad;andproductsnow

regardedasmedicaldevices,biologicsorfoods.

iv



REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

A. COUNTS CUMULATIVE BY QUARTERS

CATEGORIES COUNTED JULY '84 (BASELINE)

DRUG PRODUCTS LISTED 7415

SINGLE SOURCE 2005 (27.0%)
MuLT|souRcE(i) 54|o <72.9$)
THERAPEUTICALLY EQUIVALENT 4393 (59.21)
NOT THERAPEUTICALLY EQUIVALENT 999 (|3.4$)
EXCEPT|ONS(2) 18 ( 0.3%)

NEW MOLECULAR ENTITIES APPROVED -
NUMBER OF APPLICANTS 295

B. ACTIVITY FOR SUPPLEMENT NUMBER I

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

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

AUG '84 SEPT '84 CUMULATIVE

DRUG PRODUCTS ADDED: 54 66 I20
NEWLY APPROVED 54 66 I20
DESI EFFECTIVE O O O

REMARKETED O O 0

DRUG PRODUCTS REMOVED: 0 I2 I2
WITHDRAWN APPROVAL 0 O O

RX TO OTC SWITCH O O O

DISCONTINUED MARKETING 0 I2 I2
NET GAIN IN DRUG PRODUCTS 54 54 I08
SINGLE SOURCE PRODUCTS APPROVED I7 I6 33

MULTISOURCE DRUG PRODUCTS APPROVED 37 50 87

NEW MOLECULAR ENTITIES APPROVED: 3 0 3

AS THE ENTITY l O I

AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY 2 O 2





APPROVED PRESCRIPTION DRUG PRODUCTS
DRUG PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST '64 1 SEPTEMBER '64
ACETAMINOPHEN; DXYCDINE HYDROCHLORIDE (PAGE 3-2) AMITRIEIYLINE HYQRQQBLQBIQE (PAGE 3-10)

TABLET; ORAL TABLET; ORAL
> DLT > /dddaudit/ AMITRIPTYLINE HCL
> ADD > OXYCET > ADD > BP PAR PHARMAGEUTIGAL long

AA HALSEY DRUG 325MG35MGN N 87463 > ADD > DP 25MGN
> ADD > BP soMGu
> ADD > BP 75M6n

ACETIC ACID, GLACIAL (PAGE 3-3) > ADD > BP Long
> ADD > BP IsoMGn

SOLUTION-DROPS; OTIC > ADD > SF SIDMAK LABORATORIES long
ACETIC ACID > ADD > BP 25NGU

> ADD > 91 THAMES PHARMACAL ggn M 88638 > ADD > BP SIGN
> ADD > BP 75MG:
> ADD > BP long

ALLOPURINOL (PAGE 3-5) > ADD > BP IsoMGn

TABLET; ORAL
ALLDPURIHDL > ADD > AMOXICILLIN; POTASSIUM CLAVULANATE (PAGE 3-13)

> ADD > AG CHELSEA LABORATORIES Ioan N 18785
> ADD > £5 SOOHOO N 18785 > ADD > POWDER FOR RECONSTITUTION; ORAL
> ADD > AG DANBURY PHARMACAL IgoHgn N 18832 > ADD > AUGMENTIN ‘125'
> ADD > AG scone: N 18877 '> ADD > BEECHAM LABS-BEECHAM 125MG-5ML;

> ADD > £0 31.25MG ACIO-SMLN
> ADD > AUGMENTIN '250'

AMIKACIN SULFATE (PAGE 3-6) > ADD > BEECHAM LABS-BEECHAM 250MG/5ML;EQ 62.5MG AcID/5MLn

INJECTABLE; INJECTION > ADD > TABLET; ORAL
ANIKIN > ADD > AUGMENTIN ‘250'

> ADD > BRISTOL LABs/B-M EQ soMG BASE/ML! N 62562 > ADD > BEECHAM LABS-BEECHAM 250MG;EQ 125MG ACIDIC
> ADD > £0 250MG BAsE/MLN N 62562 > ADD > AUGMENTIN '500'

> ADD > BEECHAM LABS-BEECHAM 500MG;EQ 125MG ACIDIC

AMINO ACIDS (PAGE 3-6)
‘

AMPHETAMINE SULFATE (PAGE 3-13)
1 INJECTABLE; INJECTION

T
> ADD > BRANCHAMIN 4x TABLET; ORAL
>_ADD_> TRAVENOL LABS 42a N 16676 > ADD > AMPHETAMINE SULFATE
> ADD > BRANCHAMIN 42 IN PLASTIC CONTAINER > ADD > LANNETT smou
> ADD > TRAVENOL LABS 42: N 16664 > ADD > IoMGn
> ADD > TRAVASOL 102 u/o ELECTROLYTES IN PLASTIC CONTAINER
> ADD > TRAVENOL LABS 10x: N 16931
> ADD > TRAVASOL 5.52 N/o ELECTROLYTES IN PLASTIC CONTAINER ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)
> ADD > TRAVENOL LABS 5.52m N 16931
> ADD > TRAVASOL 8.5% N/o ELECTROLYTES IN PLASTIC CONTAINER CAPSULE; DRAL
> ADD > TRAVENOL LABS 8.5%! N 18931 > ADD > PROPOXYPHENE HCL N/ ASPIRIN AND GAFFEIHE

> ADD ) AA CHELSEA LABORATORIES 58935352.4H8365M38

Z
Z
Z
Z
Z
Z
Z
Z
Z
Z
Z
Z

N

88697
88698
88699
88700
88701
88702
88883
88884
88885
88886
88887
88888

50575

50575

50564

50564

83901
83901

85752
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST '64 & SEPTEMBER '84 3

DISULFIRAM (PAGE 3-66) FLUOCINOLONE ACETONIDE (PAGE 3-62)

TABLET; ORAL OINTMENT; TOPICAL
DISULFIRAM Epggggg

> ADD > BX PAR PHARMACEUTICAL ZSOMGN N 88792 >_AQQ_> AT HERBERT LABS/ALLERGN 0.0252! N 87157

>_ADD_> BX 500M611 N 88793 > MT #5 MAPiPN'A'APPPATPPifil/m /N.')$.d.433/

SOLUTION; TOPICAL
DOXYCYCLINE HYCLATE (PAGE 3-70) FLUSHED I’ ' '

>_DLI_>/éI/ 7DZRIBN.IABPRATPRIPSIIQIQIZ/ IN éflfiié/
CAPSULE; ORAL
DOXYCYCLINE HYCLATE

> ADD > 95 ZENITH LABORATORIES :9 sons DASEU N 62500 > DLT > /Pd££td£é‘GTIHDIATING'NDRHDNE?'EUTEINIIIND'NdDNdNE/(PAGE 3-65)
> ADD > AB EQ 100MB BASE! N 62500 > ADD > MENOTROPINS; LUTEINIZING HORMONE (PAGE 3-122)

TABLET; ORAL
MINOCYCLINE HYDRATE FUROSEMIDE (PAGE 3-66)

> ADD > AB ZENITH LABORATORIES EQ 100MB BASE! N 62505
TABLET; ORAL
FUROSEMIDE

DOXYLAMINE SUCCINATE (PAGE 3-70) > ADD > 55 CORD LABORATORIES eoNDu N 18569
LASIX

TABLET; ORAL > ADD > QB HOECHST-ROUSSEL 80MB N 16275
DECAPRYN

> ADD > 55 MERRELL DON-DON CHEM 25MB N 06612
> ADD > @XYLA‘IIHE S'JCOINATE HYDRALAZINE HYDROCHLORIDE (PAGE 3—95)
> ADD > _A QUANTUM PHARMICS 25MB! N 88605

TABLET; DRALfilm—M
ETHINYL ESTRADIOL; ETHYNODIOL DIACETATE (PAGE 3-76) > ADD > £5 SUPERPHARM 10MB! N 88787

> ADD ) 55 25MB! N 88788
TABLET; ORAL-21 > ADD > 55 SONS! N 88789

> DLT > /PEPUL1N/
> ADD > DENULIN 1/50—21

HYDROFLUMETHIAZIDE (PAGE 3-104)
TABLET; ORAL-28

> DLT > /DEN,LIL'IN,-'¢_é,/ TABLET; ORAL
> ADD > DENULIN 1/50-28 HYDRDFLUHETHIAZIDE

> ADD > AG CHELSEA LABORATORIES some: N 66526

FLUNISOLIDE (PAGE 3-62)
DIDBDBIEIBE_DIDEDEBIDEIDE (PAGE 3-105)

> ADD > AEROSOL; INHALATION
> ADD > DPCNALIDE TABLET; ORAL
> ADD > SYNTEX LABS-SYNTEX 0.25MG/INHI N 18340 HYDROXYZINE HCL

> ADD > AD PUREPAC/KALIPHARMA 10MB! N 88120
> ADD > AB ZSHGU N 88121

FLUOCINOLONE ACETONIDE (PAGE 3-82) > ADD > AB 50MB! N 88122

CREAM; TOPICAL »

ELDDTN2LDTE ACETONIDE INDOMETHACIN (PAGE 3-106)
>_A_D_D_>A_T PHARMAFAIR 0.012): N 68499
> ADD > 51 0.0252! N 66566 CAPSULE; ORAL

FLUCRID INDOMETHACIN
> ADD > AT HERBERT LABS/ALLERGN 0.6252! N 87156 > ADD > 59 PAR PHARMACEUTICAL asNGD N 18829
> DLT #3? /)t-<RXDN.'1'ADDPAJ‘DP1£S// 112/ /N.' .d.4.$.4/ > 400 > 62 LNG" N 18829
> DLT >/A_/ / 3 252/ /Nf-fi-3§/
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST '64 & SEPTEMBER '84 5

OXYPHENBUTAZONE (PAGE 3-143)

TABLET; ORAL
> Ann > oxYRusRnuTAzeRE
> AOO > AB BOLAR PHARMACEUTICAL 100MB! a 88599

TANDEARIL
> AOO > _g GEIGY/CIBA—GEIGY 100MB N 12502

> AOO > PENTOXIFYLLINE (PAGE 3-149)

> AOO > TABLET, CONTROLLED RELEASE; ORAL
> ADD > TRENTAL
> AOO > HOEcHST-ROussEL AOONGU N 16631

PROTAMINE SULFATE (PAGE 3-168)

INJECTABLE; INJECTION
PROTAMINE SULFATE

> AOO > UPJOHN zsoMG/vIALa N 07413

PSEUOOEPHEORINE RYOROOHLORIOE; TRIPROLIDINE HYDROCHLORIDE
(PAGE 3—169)

SYRUP; ORAL
> AOO > TRIPROLIDINE HCL AND PSEUDOEPHEDRINE HOL
> AOO > _5 PHARMAFAIR 5OHS/5HL;1.25HS/5HLI N aasa1

guINIOINE SULFATE (PAGE 3-1701

TABLET; ORAL
cIN-cuTN.—‘— I

> DLT >/§§/ RORELL LABORATORIES lédéflé/ /N,¢j25$/

RITOORINE HYOROORLORIOE (PAGE 3-173)

INJECTABLE; INJECTION
YuTovAR

> AOO > ASTRA PHARM PRODS LSMG-HLI N 18580

> AOO > SAFFLOWER OIL: SOYBEAN OIL (PAGE 3-174)

> AOO > INJECTABLE; INJECTION
> ADD > LIPOSYN II 10x
> Ann > ABBOTT LABORATORIES sx;szu N 16997
> AOO > LIPOSYN II 202
> AOO > ABBOTT LABORATORIES Ioz;loxn N 18991

SODIUM LACTATE (PAGE 3-176)

INJECTABLE; INJECTION
> ADD > SODIUM LACTATE IN PLASTIC CONTAINER
> ADD > ABBOTT LABORATORIES SMEQ/HLI N 16997

SODIUM POLYSTYRENE SULFONATE (PAGE 3-179]

POWDER; ORAL, RECTAL
KAYEXALATE

) ADD ) AA BREDN LABS-STERLING “55.6GM/BOT N 11287
) ADD ) SODIUM POLYSTYRENE SULFONATE
> ADD > £5 BAY LABORATORIES 953-GGH/BOTU N 88786

SUSPENSION; ORAL, RECTAL
SODIUM POLYSTYRENE SULFONATE

> ADD > AA BAY LABORATORIES IEGN/6OHLI N 88117

SOYBEAN OIL (PAGE 3-160)

INJECTABLE; INJECTION
> ADD > LIPOSYN III 192
> Ann > 53 ABBOTT LABORATORIES 193: n 18969
> ADD > LIPOSYN III 292
> ADD > A! ABBOTT LABORATORIES £23! N 18979

SULFAHETHOXAZOLE; TRIHETHDPRIM (PAGE 3-183)

TABLET; ORAL
> ADD ) SULFAHETHOXAZOLE B TRIHETHOPRIH
) ADD ) AG HEATHER DRUG 40633-80N6U N 18946
) ADD > AG SOCH§§16CHGU N 18946

SUCCINYLCHOLINE CHLORIDE (PAGE 3—181)

INJECTABLE; INJECTION

14'
GOOOINYLOHOLINE ONLORIOE

‘J)¢i‘ / IN 6525’,> DLT >

Q
B
/ 7IRZ§E ‘L, 51 n; E :

>____0'-T>/l\_./ /IC NIAL/ /N. 5.625.3/

TERBUTALINE SULFATE (PAGE 3-167)

> ADD > AEROSOL; INHALATION

> ADD > BRETHAIRE

> ADD ) GEIGY/CIBA-GEIGY °.2MO/INHI N 18762

THIORIDAZINE HYDROCHLORIDE (PAGE 3—192)

TABLET; ORAL
THIORIDAZINE "CL

> ADD > A BARR LABORATORIES 159MB! N 88731



DRUGPRODUCTLIST/CUMULATIVESUPPLEMENTNUMBER1/AUGUST'64&SEPTEMBER'84

TRIAMCINOLONEACETONIDE(PAGE3-195)

OINTMENT;TOPICAL
TRIAHGINOLOHEACETONIDE

>Ann>51PHARMADERH/BYK-GLDN0.02529N88692
>AOO>5;0.12mN88690
>AOO>TRYNEX

>Ann>51SAVAGELABS/BYK-GLDN0.0252!N88695
>AOO>510.12:N88691

TRISULFAPYRIMIDINES(PAGE3—200)

SUSPENSION;ORAL

>on>/T‘RI¢LE'§OL'¢O§_O/

>m>mij.
7.\‘A.L€.‘;fiEri1AL//$daNGl$Hfl/lflffifiifij/

VERAPAMILHYDROCHLORIDE(PAGE3-202)

TABLET;ORAL

>AOO>OALAN

>AOO>ABSEARLE-SEARLEPHARMS80MB:N18811
>AOO>A;12095!N18811

:SEPTIN
>ADD>59KNOLLPHARMACEUTICALBOMBN18595
>ADD>AB126MBN18593



DESI PENDING LIST
ADDENDUM 7

- ‘EXEMPT’ (COURT ORDER) CATEGORY
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DESI PENDING LIST — OTHER THAN
CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST

CURRENT STATUS — INEFFECTIVE

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

PYRIDOXINE

BEROCCA C 500 HOFFMANN-LA ROCHE

ASCORBIC ACID; BIOTIN; DEXPANTHENOL; NIACINAMIDE;
HYDROCHLORIDE; RIBOFLAVIN; THIAMINE HYDROCHLORIDE

PYRIDOXINE

DIMETAPP AH ROBINS

BROMPHENIRAMINE MALEATE; PHENYLEPHRINE HYDROCHLORIDE;

PHENYLPROPANOLAMINE HYDROCHLORIDE

ELIXIR DIMETAPP AH ROBINS

BROMPHENIRAMINE MALEATE; PHENYLEPHRINE HYDROCHLORIDE;

PHENYLPROPANOLAMINE HYDROCHLORIDE

TUSS-ORNADE SK&F LABORATORIES
CARAMIPHEN EDISYLATE; CHLORPHENIRAMINE MALEATE;

ISOPROPAMIDE IODIDE; PHENYLPROPANOLAMINE HYDROCHLORIDE

CURRENT STATUS - EFFECTIVENESS TO BE DETERMINED

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

'EXEMPT' (COURT ORDER) CATEGORY
'84 & SEPTEMBER '64
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