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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 '82. Section A. therefore will provide baseline and
quarterly data while Section B. provides monthly activity.

USE OF REPORT

From the data presented, 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 products as either multisource or single source.

Drug Product Definition

For this report, a drug product is the representation in the Drug Product List of an active moiety or its
derivatives (ingredient), 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.

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. -



REPORTOFCOUNTSFORTHEDRUGPRODUCTLIST

A.COUNTSCUMULATIVEBYOUARTERS

CATEGORIESCOUNTEDJULY'82

DRUGPRODUCTSLISTED6303

SINGLESOURCE1885(301)

MULTISOURCE")4418(70%)
THERAPEUTICALLYEQUIVALENT3456(54.8%)

NOTTHERAPEUTICALLYEQUIVALENT954(I5.I$I
EXcEPTIQNsIZ)s(O-IS)

NUMBEROFAPPLICANTS303

B.ACTIVITYFORSUPPLEMENTNUMBERIANDCUMULATIVESINCEJULY'82

AUG-SEPT'82CUMULATIVE

DRUGPRODUCTSADDED:8585

NEWLYAPPROVED8585

DESIEFFECTIVEOO

REMARKETEDO0

DRUGPRODUCTSREMOVED:I8I8
WITHDRAWNAPPROVAL0'O

RXTOOTCSWITCH22

DISCONTINUEDMARKETINGl6l6
NETGAININDRUGPRODUCTS6767
NEWSINGLESOURCEPRODUCTS.2626

NEWMULTISOURCEDRUGPRODUCTS5959

(I)THERAPEUTICEQUIVALENCEEVALUATIONSPROVIDEDONLYFORMULTISOURCEPRODUCTS(I.e.,AVAILABLE
FROMMORETHANONEAPPLICANT)

(2)AMINOACID-CONTAININGPRODUCTSOFVARYINGCOMPOSITION(SEEPAGE2-8OFTHELIST)



APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST '82 8: SEPTEMBER '82
> ADD > ACETAMINOPHEN; PENTAZOCINE HYDROCHLORIDE (PAGE 3-2) > ADD > AZLOCILLIN SODIUM (PAGE 3-17)

> ADD > TABLET; ORAL > ADD > INJECTABLE; INJECTION
> ADD > TALACEN > ADD > AZLIN
> ADD > STERLING DRUG 650MG;EQ 25MG BASE! > ADD > MILES PHARMS-MILES EQ 26" BAsE/vIALn

> ADD > EQ 3GM BASE/vIALu
> ADD > ER 46" BASE/vIALu

AMINO ACIDS (PAGE 3-6)

INJECTABLE; INJECTION BACITRACIN ZINC; NEOMYCIN SULFATE; POLYMYXIN B SULFATE
> ADD > NOvAMINE 8.52 (PAGE 3-16)

‘

> ADD > CUTTER LABORATORIES 8.52!
> ADD > NOvAMINE 11.4z OINTMENT; OPHTHALMIC
> ADD > CUTTER LABORATORIES 11.4xu BACITRAOIN-NEOMYCIN-POLYMYXIN

> ADD > 51 BYK—GULDEN 400 UNITS/GM:EO 5.5H8 BASE-GM;

~ > ADD > 5 102000 UNITS-GM
AMPHETAMINE ADIPATE; AMPHETAMINE SULFATE; DEXTROAMPHETAMINE' > ADD > DAOITRAOIN ZINO-HEOMYOIN SLILEATE-POLYMYXIN B SULFATE
ADIPATE; DEXTROAMPHETAMINE SULFATE (PAGE 3-111 > ADD > 51 PHARMAFAIR aoo UNITS-GM-EO 5.5MG BASE-GM;

> ADD > 51 10,000 UNITS-GM!
CAPSULE; ORAL
DELCoBESE

> DLT > /II£I-'¢§$.'¢II£IIi¢AJl/ /1.-:£'5I‘I,3'I.-'¢$,¢.{i.:¢§II§.i'i.:¢5II¢/ W (PAGE 3-20)
>w > /2..,SIIA;A. ,II¢5¢.~,5,¢5¢.~5,NI§/ I
> DLT > liiéri 33.75 ,653-75II553-75fiii/ > DLT > llifilipédI-i. .iRPHf/IL/
> DLT > lSNGJSflSiSNGJS-G/ > DLT > /MILES¢NE/
> ADD > LEMMoN 1.25MG;1.25MG;1.25MG;1.25MG > DLT > /5¢RERING/ [OJISX/
> ADD > 2.5MG;2.5MG;2.5MG;2.5MG
> ADD > 3.75MG;3.75MG;3.75MG;3.75MG
> ADD > 5MG;5MG;5MG;5MG CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE; SODIUM

CHLORIDE; SODIUM LACTATE (PAGE 3-25)mm; mm
DAILYAIAA I ' 'iIUIédfidN/DELCoBESE > DLT > ,, L,L ,,

> OH > /I5Ei¢¢.'¢II£II1¢Ai/ /.'I.-'¢5Ii¢.iIJIéSIIRILIZSII .iilé-SIIRI > Ann > SOLUTION; INTRAPERITONEAL
> DLT > /¢,',‘>'|‘I_G_;'j.',.'STI¢_;'é,-l,GgflifEMG/ DIANEAL PIT-2 w/ DEXTROSE 1.57. IN PLASTIC CONTAINER
> DLT > /3§j5MGjSjjSHG§3§75MGj3§j5HGl > ADD > 51 TRAVENOL LABS 25.7H$1100HL;1.55M/100HL3
> DLT > /5R¢§SH,§5HG§$MG/ > ADD > A! 5.0SHS/IODHL;SISHGIIOCHL3448MG/100ML
> ADD > LEMMON 1.25MG;1.25MG;1.25MG;1.25MG DIANEAL PD-Z R/ DEXTROSE 2.52 IN PLASTIC CONTAINER
> ADD > 2.5MG; Z.SMG;2.SMG;Z.SMG > ADD > AT TRAVENOL LABS 25.IND/IooML;2.seM/1ocML:
> ADD > 3.75MG;3.75MG;3.75MG;3.75MG > ADD > A; s.OBRG/IOOML;szsus/Iooutzaaauslloont
> ADD > 5MG;5MG;5MG;5MG DIANEAL PD-Z N/ DEXTROSE 4.252 IN PLASTIC ODNTAINER

> ADD > 51 TRAVENOL LABS 25.7MG/IOOHL34.2§GH/IOORL;
> ADD > A; 5.0BHSIICCML;SZRHSIIGCHL§QR8MGIIOOML

ASPIRIN‘ CAFFEINE‘ PHENACETIN' PROPOXYPHENE HYDROCHLORIDE > ADD > INPERSOL-LH RI DEXTROSE 1.52 IN PLASTIC OORTAIRER
(PAGE 3-15) > ADD > A! ABBOTT LABORATORIES 25.TMG/IOORL;I.EGH/IOGML;

> ADD > A; 5.0SMSIIOOML3558HS/100HL34Q8HG/100MLI
CAPSULE; ORAL > ADD > INPERsDL-LM R/ DEXTROSE 2.52 IN PLASTIC CONTAINER

> DLT > /RRDRORVRHERE'Rdfl'ddfiéddfln'65 > ADD > A; ABBOTT LABORATORIES 25.TMB/IOOML;2.SGM/IOOML;
> DLT >/é§/ YRDRZRE,LX35RZTDRiE§77Zg_gL1£$2ZdfldfiééMG565MB! > ADD > A; s.oeMB/IocML:SSBMEIIOODL;GGGMGIIOOMLB

> ADD > :NPERsOL-LM RI DEXTROSE 4.252 IN PLASTIC CONTAINER
> ADD > A! ABBOTT LABORATORIES 25.7MG/IooaL;R.zsBM/IDOML;
> ADD > A; 5.OSRG/IOOML;BSBMSIIOOML;GGBMGIIOOMLB



DRUGPRODUCTLISTICUMULATIVESUPPLEMENTNUMBER1/AUGUST'82ISEPTEMBER'822

CALCIUMGLUCEPTATE(PAGE3-26)

INJECTABLE;INJECTION
CALCIUMGLUCEPTATE

>ADD>PINTLMEDICATIONSYSEQ90MBOALOIUMISMLI

CHLORAMPHENICOLSODIUM§Q-CINAT§(PAGE3-31)

INJECTABLE;INJECTION
OHLORAMPHENIOOLSODIUMSUCCINATE

>ADD>PLYPHO-MEDEQIBMBASEIVIALI

CHLOROTHIAZIDE(PAGE3-33)

TABLET;ORAL
CHLOROTHIAZIDE

>ADD>ABOLARPHARMACEUTICALSOOMPI

CHLORPHENIRAMINEMALEATE(PAGE3-34)

SYRUP;ORAL

>Q!T)misnm
>V_LT>/M/I~IN'PI'IARIIS/HPIIUQI‘III/

CHLORPROMAZINEHYDROCHLORIDE(PAGE3-35)

TABLET;ORAL
CHLORPROMAZINEHCL

>ADD>BPVANGARDLABS/M&MIOMGI
>AQQ>BPNEST-HARDIOMGI
>ADD>BPZSMGI

>ADD>BPSOMGI
>ADD>BPIOMEGA

>ADD>BPZOOMGI

CHLORZOXAZONE(PAGE3-37)

TABLET;ORAL
CHLORZOXAZONE

>ADD>ACHELSEALABORATORIESZSOMBI

CYCLOPHOSPHAMIDE(PAGE3-44)

INJECTABLE;INJECTION
OYTOXAM

MEADJOHNSON/B-MIGM-VIALI
ZGM-VIALI

>P)GOGO>

CYPROHEPTADINEH!QROCHLORID§(PAGE3-44)

TABLET;ORAL
CYPROHEPTADINEHOL

>_0_L_T_>/£é/WIlfi/
>ADD>55LEMMONggg

DEXAMETHASONE(PAGE3-47)

TABLET;ORAL
DEXAMETHASONE

>ADD>BPROXANELABORATORIES2M6!

DEXAMETHASONESODIUMPHOSPHATE(PAGE3-48)

INJECTABLE;INJECTION
>ADD>DEXAMEIRASCRE

>ADD>53ELKINS-SINN/AHROBINSEg4M3PHOSPHATE-ML

>ADD>AGEgIDMOPROBPNAIE/ML:
DEXAMETHASONESODIUMPHOSPHATE

>DLT>/é!/7ELRIR§7§iNR7KRRO§IRS7E§Z65PROSPHATE-HL/

>DLT>IDERBROHPHENIRARINE'fldflédféi'PBEOOOEPREDRINE'sd£P4fé/(PAGE3-49)

>OLT>lIAB'PIf/QRAI/
>OH>NISIIPIIRIIL/

, >OLT>/$¢H-RIN¢//2N-5-FLN¢/

>DLT>/.AR‘P1,’.'QWRIIJZJZPII.'R###.».'¢RAI1/
>DLT>ldRiXdRAi/

. >DLT>/$¢HERIN$/KIIPJHIINP/

DIATRIZOATEMEGLUMINE(PAGE3-54)

INJECTABLE;INJECTION
>ADD>ANGIOVIST282
>ADD>_gBERLEX-SCHERINGAGggg:
>ADD>UROVISTHEBLUMIREDru/OT
>ADD>AGBERLEX-SCHERINGAG_g;u

SOLUTION;URETHRAL
>ADD>UROVISTOvsTO

>ADD>Q1BERLEX-SCHERINGAG12!
>ADD>UROVISTCVSTOEEDIATRIO
>ADD>_;BERLEX-SCHERINGAGgggu



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST ‘62 & SEPTEMBER '82 3

DIATRIZOATE MEGLUMINE; DIATRIZOATE SODIUM (PAGE 3-54) EPINEPHRINE; LIDOCAINE HYDROCHLORIDE (PAGE 3-63)

INJECTABLE; INJECTION INJECTABLE; INJECTION
> ADD > ANGIOVIST 292 XYLOCAINE HI EPINEPHRINE
> ADD > AP BERLEX-SCHERING AG _ZZ$_ZI > ADD > ASTRA PHARM PRODS 0.005MG/ML;0.52I
> ADD ) AHGIDVIST 370
> ADD > AG BERLEX-SCHERING AG @3342!

ERGOLOID MESYLATES (PAGE 3-63)
SOLUTION; ORAL, RECTAL

> ADD > GASTROVIST TABLET; ORAL
> ADD > AG BERLEX-SCHERING AG 66231028 ERGOLOID MESYLATES

> ADD > AB DANBURY PHARMACAL lggu

DIATRIZOATE SODIUM (PAGE 3-54) TABLET; SUBLINGUAL'
> ADD > H.E.A.

INJECTABLE; INJECTION ) ADD > £5 VANGARD LABS-MN" 0.5"8!
> ADD > UROVIST SODIUM 300 > ADD > £5 1H6!
> ADD > AB BERLEX-SCHERING AG 523!

> DLT > lé'hizhiill‘ésfriddidll‘, 'ET‘IIYTITIIIIOIZ'IIIAOETAT‘E‘, 'PERROTIS'POMARAT‘E/
DIMENHYDRINATE (PAGE 3-57) (PAGE 3-69)

> DLT > /$IJPP¢$}II¢RY_5.'RE¢IAJI/ > DLT > /.I‘ABL'EI;'.'DRAIZ—'éé/
> DLT > /DRAMAMINE//

> DLT > /DEMR£ER§FE§ZB£ , , , ,
>£> /$I:‘ARI£. PHARMS/ /1.d.dIi¢/ > OH > /5EARJ-E/$EARJ-E PHAPIIS/IL-DSI’IRIIHRIISMS/

DIPHENHYDRAMINE HYDROCHLORIDE (PAGE 3—58) > ADD > ETOMIDATE (PAGE 3-71)

CAPSULE; ORAL > ADD > INJECTABLE; INJECTION

DIPHENHYDRAMINE HCL > ADD > AMIDATE
> DLT > /PR-II-5. PHARI‘I. J-ABS/ ME'II'IG/ > ADD > ABBOTT LABORATORIES AND/MU:
> MI > lidrtél

FENFLURAMINE HYDROCHLORIDE (PAGE 3-71)
DOPAMINE HYDROCHLORIDE (PAGE 3-60)

> ADD > TABLET, CONTROLLED RELEASE; ORAL
INJECTABLE; INJECTION > ADD > PONDIMIN

DOPAHIHE HCL > ADD > AH ROBINS 60MGu
> ADD > u ABBOTT LABORATORIES SOME-ML!

GENTAMICIN SULFATE (PAGE 3-76)
DOXYCYCLINE HYCLATE (PAGE 3-61)

INJECTABLE; INJECTION
TABLET; ORAL > ADD > ISOTONIC GENTAMICIN SULFATE IN PLASTIC CONTAINER

> ADD > DOXYOYOLIHE HYOLATE > ADD > TRAVENOL LABS EQ 0.8MG BASE-ML!
> ADD > 5Q BARR LABORATORIES EQ IDDHG BASE! > ADD > EQ BOMG BASEIIOOMLI

EPINEPHRINE'; ETIDOGAINE HYDROCHLORIDE (PAGE 3-62) > ADD > GONADORELIN HYDROCHLORIDE (PAGE 3-77)

INJECTABLE; INJECTION
> ADD > INJECTABLE; INJECTION

> DLT > lPPRANESJ‘. IV. PPIIIPPHRINII/ > ADD > FACTREL
) ADD > DURANEST > ADD > AYERST LABS/AMHO EQ 0.1MG BASE/VIALI

> ADO > EQ 0.5MG BASE/VIALI
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST '82 & SEPTEMBER '82
METHANTHELINE BROMIDE (PAGE 3-111)

> DLT >
/1NJE¢¥A5£E§X1NJ£¢TI¢N/> DLT > N

>_9LI;> /SEAPLE/SififlifiIPHARHS/SAHG/Yifii/

METHYCLOTHIAZIDE (PAGE 3-1141

TABLET; ORAL
METHYCLOTHIAZIDE

1 ADD > AG MYLAN PHARMS 2.5MGI
> ADD > 3g 55g:

METRONIDAZOLE (PAGE 3-117)

INJECTABLE; INJECTION
> ADD > METRO I.V.
> ADD > 52 AM MEGAN-AH HOSP SOOMGIIOOHLI

TABLET; ORAL
METRONIDAZOLE

lié/ 7A'Efifi3fl7 LNG
> ADD > METRYL
> ADD > 5Q LENNON 250MB

MINOCYCLINE HYDROCHLORIDE (PAGE 3-118)

> ADD > TABLET; ORAL
> ADD > MINOCIN
> ADD > LEDERLE LABS-AM CYAN EQ SONG BASE!
> ADD > EQ 100MB BASE!

NYSTATIN (PAGE 3—123)

OINTMENT; TOPICAL
NYSTATIN

> ADD > Al BYK—GULDEN 1002000 UNITS-GM!

OXYTETRACYCLINE HYDROCHLORIDE (PAGE 3-126)

CAPSULE; ORAL
OXYTETRAOYCLIHE HOL

> DLT >/§§/ 7LEBEELEILAE§PAH EXAM/Eg'éédflé'édéé/

PHENDIMETRAZINE TARTRATE (PAGE 3-132)

'CAPSULE; ORAL
PHENDIMETRAZINE TARTRATE

>_D-L-T #M/ 7EE§DYLZEBEKYB§EE§7 73ml
> ADD > 59 REID-PROVIDENT LABS 55MB
> ADD > X-TROZIHE
> ADD > £5 REXAR PHARMACAL KENS!

PHENDIMETRAZINE TARTRATE (PAGE 3-132)

_CAPSULE, CONTROLLED RELEASE; ORAL
> ADD > X-TROZINE L.A.

> BC REXAR PHARNACAL IOSMGI

PHENTERMINE HYDROCHLORIDE (PAGE 3-133)

TABLET; ORAL
PHENTERMINE HOL

> DLT >/.A_A/ WRIES/ N—fié/
ADD TORA>> >

) ADD > AA REID-PROVIDENT LABS §§§

> ADD > PINDOLOL (PAGE 3—135)

> ADD > TABLET; ORAL
> ADD > VISKEN
> ADD > SANDOZ PHARMS-SANDOZ 5M6!
> ADD > LONGI
> ADD > ISHGI

PREDNISOLONE (PAGE 3-139)

TABLET; ORAL
PREDNISONE

>w > mx/ munmsfiixmwm/ /sn¢/

PROBENECID (PAGE 3—142)

TABLET; ORAL
PROBENECID

>M >/Aé/ 7BEEEPKH. #BS-éififiHAH-EQM/

PROCHLORPERAZINE EDISYLATE (PAGE 3-144)

SYRUP: ORAL
OOHPAZINE

> ADD > 55 SK&F LABORATORIES E 5MB BASEISHL
> ADD > PROCHLORPERAZINE EDISYLATE
> ADD > g_ NATL PHARM MFG-BARRE Eg EMG BASEISMLI

PROMETHAZINE HYDROCHLORIDE (PAGE 3-145)

INJECTABLE; INJECTION
> DLT > /¢RER¢ER-EO .
>_D-LT_ >/4_¢/ . 1

-. Ph-iériél /.$d..rié/.j
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST '62 & SEPTEMBER '62
WARFARIN SODIUM (PAGE 3-180)

TABLET; ORAL

>w > /éri/
> DLT > /5fi/
> ADD > BX
> ADD > BX

> DLT > lfid/
> on > /515/
> DLT > la’fi/
>w > léd/
> DLT ) fléfi/
> ADD > BX
> ADD > BX
> ADD > BX
> ADD > BX
> ADD > BX

>w > léd/
> DLT > /5fi/
> on > 1515/
> on > /Bd/
>w > AW
> ADD > BX
> ADD > BX
> ADD > BX
> ADD > BX
> ADD > BX
> ADD >
> ADD > BX
> ADD > BX
> ADD > BX
> ADD > BX
> ADD ) BX

ATHROMBIN

/P01115915.'Ffih'fik'fiiifk/
PURDUE FREDERICK

15 /
/1555/
5MB
LONG

COUMADIN

liflfifl. TABS-DUNN" lériél

ENDO LABS-DUPONT

P723335?" 'AébéfldéiES-lérW....L . ,

42%?”
/7.!5fi¢/
Hmél

ABBOTT LABORATORIES 2H5
2.5"6
5M6
7.5HG
IIHG

WARFARIN SODIUM
BOLAR PHARMACEUTICAL 2H6!

2.5"6!
SMGH
7.5MG!
IONS!
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CURRENTSTATUS-

DIPYRIDAMOLE
DIPYRIDAMOLE

SUPERPHA

ISOSORBIDEDINITRATE
ISOSORBIDEDINITRATE

METHANDROSTENOLONE
METHANDROSTENOLONE

NITROGLYCERIN
NITROGLYCERIN

NITROSTAT
NITROGLYCERIN

ADDENDUM
DESIPENDINGLIST

CUMULATIVESUPPLEMENTNUMBER1/AUGUST'82&SEPTEMBER

‘EXEMPT’(COURTORDER)

RM

INWOODLABS-FOREST

PARPHARMACEUTICAL

VITARINE-NESTCHEM

PARKE-DAVIS/N-L

'82
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