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

The following report provides summary counts derived from product information in the Drug Product List and the
current cumulative supplement. The counts appear in two sections. Section A. refers to the products in the
List and Section B. to products in the current cumulative supplement. A new column of data will appear in
Section A. each three-month period following July '83. Section A. therefore will provide baseline and quarterly
data while Section B. provides monthly activity.

USE OF REPORT

From the data presented under Section 8., users should be able to observe such things as (l) newly approved,
DESI effective and remarketed drug products which are added to the List; (2) products that are being removed
from the List as the result of withdrawal of approval, changes from prescription to over-the-counter status and
discontinued marketing of products; and, (3) trends in approval of products as either multisource or single
source during each month within the quarter. The report does not reflect category changes from multisource to
single source and vice versa. However, the net gain that results from all additions, deletions and category
changes is reflected in the quarterly counts for multisource and single source products.

Drug Product Definition

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

New Molecular Entity

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

Drug Product Count

This report provides counts in several categories from the list composed of domestically marketed drug
products approved for both safety and effectiveness under sections 505 and 507 of the Federal Food, Drug,
and Cosmetic Act. Counts of products still pending in the DESI review are not provided. Excluded also are
those approved drug products marketed by distributors; those marketed solely abroad; and products now
regarded as medical devices, biologics or foods. Also not included in the counts are those duplicate
products of a given applicant whose only distinguishing characteristics are items such as package size,
inactive ingredient(s), color and alternate manufacturing sites. These various counts are excluded because
the Drug Product List itself excludes products from these categories.

iii
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APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER '83
AM1H0PH1LL;N§ (PAGE 3-0) SP RIN' CAFF N - A N‘ N R H

' " , (PAGE 3-15)
'

MAMA). DRAI-l
SOLUTION; ORAL CAPSULE; ORAL
AHIHGPH1LLIHE PROPOXYPHENE COHPO 65

AA ROXANE LABORATORIEG 10§§G/SMLI léé/ “7iflflflif33fiigifi7 iZéiHGiig§§fldiidifl§ié§fidl
/REPR6 'édHPduHd

‘AIMS/“HM ‘mug-filmTABLET; ORAL r , ,, ; ; ;

AHIHGPHYLLIHE /GK¢6$'ddHPduHd
BO BARR LABORATORIES lOOMGI léA/ , ,GRIESI lgiiflgjiiififlfijifigflgjflEHG/
BD ZOONGU

> Ann > Ag VAHGARO LABS/"NH 1Hgn
> Aug > A; goons: ASPIRIN; CAFF INE' RO ox PHEN Y RO H ORID (PAGE 3-16)

CAPSULE: ORAL
> QLI > lAHPHEIéHINE'SUEEATE/(PAGE 3-13) gARvoH coHPouHo-65

AA ELI LILLY INDSTRS-PR 332553334555395n§
> DLT >

lpégéfiji'éé'ggfljflépiflflp,'RflIEASEjfdIIAL
> Ann > PROPOXYPHENE coHPoUHD 65

> OLT > ‘I > Aug > 99 LENNON §a9H§;§z.aHG:§§g§u
) T > /$KfiF'LfiB¢RAj¢¢1£$/ /isflg/

AA SKSREFCENESNWTORIES §89M§ 4H gsmg3 3 I
>_QLI_> lifiéiflfi-prai/
>_QLI_> IBENZEPEINFI/
>_Q_.LT > MW. .LAPPRMPRIES/ /5)I¢/ MP R N‘ AR 50 R (PAGE 3-16)
>_QLI_> lififlfi/

TABLET; ORAL
SOMA COMPOUND

> Ago > Agpgnzg; QUTALQIIAL (PAGE 3-15) WALLACE PHARms/c-w 325mG:200nGu

> Ann > TABLET: ORAL
> Ann > AXOTAL ASPIRIN; ggRlsopRoogLg ggoglug £flo§£flai§ (PAGE 3-16)
> AQQ > AGRIA LABORATORIES 650ng;50mgn

TABLET; ORAL
SOMA COMPOUND w/ CODEINE

A§PIR;N; BuTALB11AL; CAFF§IN§ (PAGE 3-15) WALLACE PHARns/c-w 325HG;200M6;16HGI

TABLET; ORAL
ASPIRIN AHO CAFFEINE w/ BUTALBITAL ASPIRIN; Hvpnogoooug QIIARTBATE (PAGE 3-16)
PUREPAC-KALIPHARHA 325MG§50HG;40MGI

TABLET; ORAL
VICOPRIN

Asggnxu; BUTALBITAL; GAPPETNE; EgguAceTlg (PAGE 3-15) KNOLL PHARmAcEuTIcAL 500NG;5HGI

TABLET; ORAL
.P.c. w/ BUTALBITAL BAEAHPIETLLIN HYnRocHLoR;o§ (PAGE 3-18)/g/ Wwmmwxm/ /zaons;'saaai4anasmaa/

TABLET; ORAL
SPECTROBID

A§P;RIH; CAP5E;G§; DIHYDROCQQEINE BITARTRAT§ (PAGE 3-15) -- PFIZER LABS-PFIZER GOONS:

CAPSULE: ORAL
SYNALGOS-DC BEHZTHIAZTGE (PAGE 3-20)
IVES LABSIAHHO 356.4H6;30MG;16MGI

. mam)“> U > .
>_9_L._T_>/BP/ NPIIILPMVIIIENJ‘.TAPS/HOW
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TVJIDOL FLNQHLNIO
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EEEEETEK
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DRUG PRODUCT LIST / CUMULATIVE
> ADD > CEFURDXIME SODIUM (PAGE 3—30)

> ADD > INJECTABLE; INJECTION
> ADD > ZINACEF
> ADD > GLAXO EQ 750MG BASE/VIALI
> ADD > EQ 1.56M BASE-VIAL!

CHLORDIAZEPOXIDE (PAGE 3-33)

CAPSULE; CONTROLLED RELEASE; ORAL
LIBRELEASE
HOFFMANN-LA ROCHE 30MB!

CHLORDIAZEPOXIDE HYDROCHLORIDE (PAGE 3-33)

CAPSULE; ORAL
CHLORDIAZEPOXIDE HOL '

>DLT
#fi/

I , Al-sm:
> DLT

>/ZB/
/ G

> BLT >/__/ /_. /

CHLOROTHIAZIDE (PAGE 3-35)

TABLET; ORAL
CHLOROTHIAZIDE
CHELSEA LABORATORIES 250MB!

500MB!
D

15

CHLORPHENIRAMINE MALEATE (PAGE 3—36)

TABLET; ORAL
CHLORPHENIRAMINE MALEATE

léé/ . I . A L

CHLORTHALIDONE (PAGE 3—38)

TABLET; ORALmy;
PUREPAC/KALIPHARMA£9 EEEEI

CHLORZOXAZONE (PAGE 3—39)

TABLET; ORAL
OHLORZOXAZOHE
PAR PHARMACEUTICALAg zsoMGu

SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER '83
CORTICOTROPIN (PAGE 3-43)

I7JECIABLE;
INJECTION /

> D T > RC HYETHJEABS AMHO §U-UNITS-M'
> D

LL
I

)

/ l /

I‘
U
-I
L/

CYANOCOBALAMIN (PAGE 3—44)

INJECTABLE; INJECTION
REDISOL

léi/ MS-D-MERCK Idliflélfi'
EIIQQEX

/4g/ PARKE DAVIS/H-L [dliAG/HL/

CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-46)

TABLET; ORAL
CYPROHEPTADINE HOL

> ADD > A_ DURAMED PHARMS gggi

DESOXIMETASONE (PAGE 3-49)

OINTMENT; TOPICAL
TOPICORT
HOECHST—ROUSSEL 0.252!

DEXAMETHASONE (PAGE 3-49)

SOLUTION; ORAL
DEXAMETHASONE

ROXANE LABORATORIES 0.5MG/5MLI
DEXAMETHASONE INTENSOL
ROXANE LABORATORIES 0.5MG/O.5MLI

TABLET; ORAL
DECADRON

BP HS-D-MERCK 6H6
DEXAMETHASONE

BP ROXANE LABORATORIES 6M6!
IMGI

DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-50)

INJECTABLE; INJECTION
/HExédRdL'PAdsPHAfE
LLEXAQL

Q! ORGANON-AKZONA EQ 6M6 PHOSPHATE-ML

EQ ZOMG PHOSPHATE-ML
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER
FENTANYL CITRATE (PAGE 3—75)

INJECTABLE;
SUBLIMA

umssfii'mm/
JANSSEN PHARMA

INJECTION

/¢Jfl$fl¢/Mi/
EO 0.05MG BASE-ML

FLUOXYMESTERONE (PAGE 3-77)

TABLET; ORAL
FLUOXYMESTERONE

BP COLMED LABORATORIES IOMGI

GENTAMICIN SULFATE (PAGE 3-79)

CREAM; TOPICAL
GENTAFAIR

AI PHARMAFAIR EQ 1MB BASE-GM!
GENTAMICIN SULFATE
NMC LABORATORIES 99 1MB BASE-GUN

INJECTABLE; INJECTION
GENTAMICIN SULFATE
ABBOTT LABORATORIES E9 60MB BASEIIOOMLI

E9 70MB BASE/JOOMLA

E9 DONG BASEIIOOMLN
E9 90MB BASE-INONLI
E9 IOONG BASE-IOOULU
E9 1.2mm BASE-NLA
E9 1.0MG BASE-ML!
E9 1.6HG BASE/"LI
E9 1.8MG BASE-NLI
E9 2N8 BASE-NLU

E IOMG BASE/"LU
E9 onus BASE-NLI

LYPHO-MED E9 GONG BASE-BLU
§ENTANIOIN4-ULFAT§ IN PLASTIC CONTAINER
ABBOTT LABORATORIES 59_9999_99§g¢99999I

E9 70MB BASE/IN
EQ SONG BASE/JOOMLA
EQ 90MB BASE/IDDMLI
EQ IOOMG BASE/JOOMLA
E9_9,2MG BASE-ULI
E9 1.¢NG BASE-NLI
E9 1.6NG BASE-NLI

EQ 1.8MG BASE-ML!
EQ ZMG BASE-ML!

ISOTONIC GENTAMICIN §ULFATE IN PLASTIC CONTAINER
TRAVENOL LABS EQ 0.8MG BASE-ML!

EQ GONG BASE/IOOMLI

'83 5

GONADOTROPIN CHORIONIC (PAGE 3-81)

INJECTABLE; INJECTION
ldNTdifRiN'S; ,I$/N$£/ lé‘ddd'dflifélvtd'

HEPARIN SODIUM (PAGE 3—63)

INJECTABLE; INJECTION
HEPARIN sonxuu

> ADD > 99 NATCON 1,000 UNITS-ML:

léé/

HOMATROPINE METHYLBROMIDE (PAGE 3-86)

A

AA PUREPAC/KALIPHARMA

TABLET; ORAL
HDMAPIN-IO
MISSION PHARMACAL 10MG

ISEDSJTENS'SE

L lidNG/

HYDRALAZINE HYDROCHLORIDE (PAGE 3-86)

TABLET; ORAL
HYDRALAZIHE HOL
PAR PHARMACEUTICAL IOOMGI

50MB!

HYDRALAZINE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE; RESERPINE
(PAGE 3—87)

TABLET; ORAL
> OLT > lREH-Tl-Hl

> ADD > RESERPINE; HYDROCHLOROTHIAZIDE, AND HYDRALAZINE HCL

> ADD > RESERPINE, HYDRALAZINE HCL, AND HYDROCHLOROTHIAZIDE

> ADD > SF REID-PROVIDENT LABS 25MG;15MG;O.1MGI

HYDROCHLOROTHIAZIDE; SPIRONOLACTONE (PAGE 3-89)

TABLET; ORAL
SPIRONOLACTONE NI HYDROCHLOROTHIAZIDE

99 PUREPAC/KALIPHARMA ggg§§g§ggu

HYDROCORTISONE (PAGE 3-90)

CREAM; TOPICAL
ELDEOORT I

>_DL1;>/éI/ ELDER PHARMS IQEEZ/mm
A! BAY LABORATORIES lg!
51 EEEZP
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> 500 >
> ADD >
> ADD >
> ADD >

DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST ‘83 - OCTOBER '83
KANAMYCIN SULFATE (PAGE 3—102)

INJECTABLE; INJECTION
KANTREX

BRISTOL LABS/B—M EQ 75MB BASEIZML
EQ 500MB BASE-ZML
E IGM BASEML1

2
%
|:

LIDOCAINE umnocumnmg (PAGE s—loln

INJECTABLE; INJECTION
unocnou

93 PHARMATON-SZ La:

METHYLTESTOSTERONE (PAGE 3-121)

TABLET; BUCCAL-SUBLINGUAL
METHYLTESTOSTERONE

LBP/ lMWfPADiSiN/ lifififi/

METRONIDAZOLE (PAGE 3-122)

INJECTABLE; INJECTION
METRO I.V. IN PLASTIC CONTAINER

A! AM MEGAN-AM HOSP SDOMGIIOOMLI

TABLET; ORAL
METRONIDAZOLE
PAR PHARMACEUTICAL ZSOMBI

15
15

500MB!

NANDROLONE DECANOATE (PAGE 3-125)

INJECTABLE; INJECTION
NANDROLONE DEOAHOAIE

AD LENNON IDDMGIML
SONG-ML

Ag LYPHO-MED IDDMGIMLI
ZOOMG/MLI

_Q MAURRY BIOLOGICAL IDOMGIMLI

NITROGLYCERIN (PAGE 3—126)

INJECTABLE; INJECTION
NITROHAL

A! G POHL-BOSKAMP SMGIMLI
lMG/MLI

TRIDIL
AM CRITICAL CARE-AHS O.5MG/MLI

OXTRIPHYLLINE (PAGE 3-131)

TABLET; ENTERIC COATED; ORAL
OHOLEDYL

AB PARKE—DAVIS/N-L 100MB
Ag 200MB
OXTRIPHYLLINE

g_ BOLAR PHARMACEUTICAL 100MB!

Ag 200MB:

OXYTETRACYCLINE HYDROCHLORIDE (PAGE 3-132)

CAPSULE; ORAL
6i (“AR

lfi/

/

7W1?‘.lnms/n-w /: ‘mm: ‘m

PENICILLIN V POTASSIUM (PAGE 3-135)

POWDER FOR RECONSTITUTION; ORAL

ldfidillllfl '\h(/

5%

PHENDIMETRAZINE TARTRATE (PAGE 3—138)

TABLET; ORAL
PHENDIMETRAZINE TARTRATE

AA FERNDALE LABS 55MB!

PHENTERMINE HYDROCHLORIDE (PAGE 3-139)

CAPSULE; ORAL
ADIPEX-P

AA LENNON 57.5M6I
> ADD > DAPEX—57.5

> ADO > £5 FERNDALE LABS 57.5MGI
PHENTERMINE HCL

> ADD > M CAHALL 87.5"6!

POTASSIUM CHLORIDE (PAGE 3—143)

INJECTABLE; INJECTION
POTASSIUM CHLORIDE ‘

fig]
_ , L
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER '83
§OMATROPIN (PAGE 3—165)

INJECTABLE; INJECTION
ASELLACRIN 2
SERONO LABS

MSEL'JIMRiN/
ASELLACRIN 10

2 IU/VIALI

SPIRONOLACTONE (PAGE 3-166)

TABLET; ORAL
SPIRONOLACTONE

5Q PUREPAC/KALIPHARMA 25MB!

§ULFACETAMIDE SODIUM (PAGE 3—167)

SOLUTION-DROPS; OPHTHALMIC
> A00 > SULFAIR FORTE
> A00 > A! PHARMAFAIR 502

TESTOSTERONE (PAGE 3-173)

INJECTABLE; INJECTION
TESTOSTERONE
CARTER-GLOGAU LABS SONS/"LU

TETRACYCLINE HYOROOHLORIOE (PAGE 3-174)

CAPSULE; ORAL
TETRACYCLINE HOL

> OLT >/gg/ 7LEHBR7 léédflé/

TABLET; ORAL
PANMYCIN

/4g/ UPJOHN lisdflé/
SUMYCIN

/4g/ ER SQUIBB AND SONS 25000

THEOPHYLLINE (PAGE 3-176)

CAPSULE, CONTROLLED RELEASE; ORAL
SOMOPHYLLIN-CRT

BC FISONS IOOMG
THEO-24

BC SEARLE-SEARLE PHARMS IOOMGI
ZOOMGI
300MGI

SOLUTION; ORAL
THEOLAIR

AA RIKER LABS-3M 80MG-15ML
THEOPHYLLINE

D ROXANE LABORATORIES BOMGIISMLI

THEOPHYLLINE (PAGE 3—176)

TABLET, CONTROLLED RELEASE; ORAL
THEOCONTIN

BC PURDUE FREDERICK ZOOMGI
THEO—DUR

BC KEY PHARMACEUTICALS ZOOMG

THIORIDAZINE HYDROCHLORIDE (PAGE 3—178)

CONCENTRATE; ORAL
THIORIDAZINE HOL

AA NATL PHARM MFG-BARRE IOOMGIMLI

TABLET; ORAL
MELLARIL

AB SANDOZ PHARMS-SANDOZ 10000
THIORIDAZINE HOL

QQ BOLAR PHARMACEUTICAL lglgn
AB 100MB!
Ag CORD LABORATORIES 10000
Ag Isuzu
Ag 25MB:
A; 50000

> A00 > AB ZENITH LABORATORIES goons:

TIMOLOL MALEATE (PAGE 3-179)

TABLET; ORAL
BLOCADREN
MS-D-MERCK 5M6

TRIAMCINOLONE ACETONIDE (PAGE 3-100)

CREAM; TOPICAL
IRIAMOINOLOHE AOETOHIOE

A; BAY LABORATORIES 0.0252:
A; 9.120
A; 0.520

OINTMENT; TOPICAL
TRIAMCINOLONE ACETONIDE

51 BAY LABORATORIES 0.02520
51 0.120
51 0.520

TRISULFAPYRIMIDINES (PAGE 3-105)

- SUSPENSION; ORAL
> OLT > / UAUJRAHOIU
> 0L1 >/gg/ lsdoflélsfil/J- .
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ADDENDUM

DESI PENDING LIST — 'EXEMPT' (COURT ORDER] CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 — OCTOBER '83

NARWHEMEN
'EIIIST‘IIAT‘E!’

'EHIIORI’HEPUERAFHHEE 'IMLEIHH ‘IédfiROM-Itdé/
lidni IJ'I‘TTELWC NIL'ZLHL‘E'MHML‘T ED. E (PAGE A03)

/#1551511},YMSAHEA'PHHSH.WWII
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A IfI

ySfifififéflEfléHfifliiS/ lSHé/SfiifiiM/SrhlifiJJS/SHJSISM/SHU

DIPYRIDAMOLE (PAGE A04)

TABLET; ORAL
DIPYRIDAMOLE
ASCOT HOSP PHARMS SOMG

> ADD > SUPERPHARM SONG

11



DESIPENDINGLIST—OTHERTHAN'EXEMPT'(COURTORDER)CATEGORY
CUMULATIVESUPPLEMENTNUMBER2/AUGUST'83-OCTOBER'83

URRTAT-NFF

.1
‘

'.-
'.vxsml' “m”Lij/'gég'ééfigéfifii.'sjfiémfll

‘‘f".'/‘I
’

I‘QRRLBMBRBAEA"’

mm'/mman;.# ”%xn¢xn§w:n¢.m§m/gmI

TUSS-ORNADESK&FLABORATORIES
CARAMIPHENEDISYLATE;CHLORPHENIRAMINEMALEATE;
ISOPROPAMIDEIODIDE;PHENYLPROPANOLAMINEHYDROCHLORIDE

‘IU.S.GOVERNMENTPRINTINGOFFICE:1984—421'9272204
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