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DESCRIPTIONOFREPORT

ThefollowingreportprovidessummarycountsderivedfromproductinformationintheDrugProductListandthe
currentcumulativesupplement.Thecountsappearintwosections.SectionA.referstotheproductsinthe
ListandSectionB.toproductsinthecurrentcumulativesupplement.Anewcolumnofdatawillappearin
SectionA.eachthree-monthperiodfollowingJuly'83.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.Alsonotincludedinthecountsarethoseduplicate
productsofagivenapplicantwhoseonlydistinguishingcharacteristicsareitemssuchaspackagesize,
inactiveingredient(s),colorandalternatemanufacturingsites.Thesevariouscountsareexcludedbecause

theDrugProductListitselfexcludesproductsfromthesecategories.

iv

III.REPORTOFCOUNTSFORTHEDRUGPRODUCTLIST



REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

A. COUNTS CUMULATIVE BY QUARTERS

CATEGORIES COUNTED JULY '83 (BASELINE) OCT '83

DRUG PRODUCTS LISTED 6679 6783
SINGLE SOURCE 1908 (28.61) 1915 (28.2ZI
MULTISOURCE(I) 4771 (7|.41) 4868 (7|.81)
THERAPEUTICALLY EQUIVALENT 3804 (57.05) 389) (57.4$)
NOT THERAPEUTICALLY EQUIVALENT 957 (14.3$) 967 (14.3$)
EXCEPTI0NS(2) 10 ( o.I$) IO ( 0.I$>

NEW MOLECULAR ENTITIES APPROVED - 2

NUMBER OF APPLICANTS 304 3Io

B. ACTIVITY FOR SUPPLEMENT NUMBER 5

nov '83 DEC I 83 JAN '84

DRUG PRODUCTS ADDED: 43 39 32

NEWLY APPROVED 43 39 32

DESI EFFECTIVE o o o

REMARKETED o o o

DRUG PRODUCTS REMOVED: 36 6 2

WITHDRAWN APPROVAL 27 o o

RX TO OTC SWITCH o o o

DISCONTINUED MARKETING 9 6 IE:~. 2

NET GAIN IN DRUG PRODUCTS 7 33 3o

SINGLE SOURCE PRODUCTS APPROVED 10 9 18

MULTISOURCE DRUG PRODUCTS APPROVED 33 30 14

NEW MOLECULAR ENTITIES APPROVED: 3 2 I

AS THE ENTITY 3 l I

AS A SALT, ESTER OR DERIVATIVE
OF THE ENTITY o I o

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

(2) AMINO ACIDCONTAINING PRODUCTS OF VARYING COMPOSITION (SEE PAGE l-5 OF THE LIST)
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APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST '83 — JANUARY '84
ACETAMINOPHEN; CODEINE PHOSPHATE (PAGE 3-1)

CAPSULE; ORAL
AOETAMINOFHEN NI GODEINEIAB

Ag LENNON 500M6330MG:
TYLENOL NI COMBINE NO. 3

55 MCNEIL PHARM 300NG;30MG

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 3—2)

TABLET; DRAL
conacrg
HALSEY DRUG

/déRdddEfl$/
wencong;

lddifdfiiflddh
ldhlnvifffi

5EH3’ 'IIII EIIIAG: I‘
.KMIR

' if 61

SZSMGSSMGI

i'Afléfliiéddédfldidfliflé‘Hiddddfliddidfigl
'/(PAGE 3-2)

(ALL PRODUCTS — SEE SPECIAL NOTE B.)

ALBUMINI IODINATED 1-131 SERUM (PAGE 3-4)

INJECTABLE; INJECTION
/RAIIIQIIOIIINAIEP. 'SEIIM 'AJZIIIIIIIN. '.(HUIIAN1'1H5A1131/
lflALLiN¢KP¢DIl

AMINO ACID§ (PAGE 3-6)

INJECTABLE; INJECTION
NEOPHAM 6.52
CUTTER-VITRUM

AMINOPHYLLIN; (PAGE 3-0)

liififliliifdflfii/
SOLUTION; ORAL
AMINOPHYLLINE

Ag BAY LABORATORIES

£5 ROXANE LABORATORIES

TABLET; ORAL
AMINOPHYLLINE

BD BARR LABORATORIES
80
5g VANGARD LABS/M&M

Ag

lfiQfféSflfOCi-Ni/

6.52!

was
1osNG/sNLu

LOOMGU
zooNGu
1oonsu
ZUNGU

/AHRHETAHINE'SUEPAFE/(PAGE 3-13)

/¢APSDié;f¢¢flffid£££fiffi£i£fi$£jfdfifiL

lgfgééggigééfififflfiii$l /1$N¢/

a2Pt

R
U
.‘ ina ‘m
.
\

AMPICILLIN TRIHYDRATE' PROBENECID (PAGE 3-13)

PONDER FOR RECONSTITUTION; ORAL
POLYOILLIN-PRB

5g BRISTOL LABS/B-M EG 3.5GM Baselaorzzsmlaor
PROBAHPAOIN

Ag BIOCRAFT LABS 59 3.5gp aasslaortlgylaor

ASPIRIN; BUTALBITAL (PAGE 3-15)

TABLET; ORAL
AXOTAL
ADRIA LABORATORIES 650MG;50MGI

ASPIRIN; BUTALBITAL; CAFFEINE (PAGE 3-15)

TABLET; ORAL
ASPIRIN AND CAFFEINE N! BUTALBITAL

QB PUREPAC/KALIPHARMA BZSHGSEONG§40MGU

> ADD > BUTALBITAL NI ASPIRIN §;CAFFEINE

> ADD > A BOOTS LABORATORIES SZSHGSSOMGSQDMGI

ldsétdtfli'ddfdfidtfdfi.‘dditétéfii‘ERERAdETiN/(PAGE 3-15)

(ALL PRODUCTS — SEE SPECIAL NOTE B.)

ASPIRIN; CAFFEINE; DIHYDROCODEINE BITARTRATE (PAGE 3-15)

CAPSULE; ORAL
SYNALGOS-DC
IVES LABS/AMHO 356.4MGS30MGI16MGI

[Afiiiétflf'ddfifiéifléi'dflgflddéfifli'BRdidiVéHéNé‘Hiddddflidéidé/
(PAGE 3-15)

(ALL PRODUCTS - SEE SPECIAL NOTE B.)
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT IIJI‘BER 5 / ALBUST '83 - JANJARY '84 3

BROMPHENIRAMINE MALEATE (PAGE 3-22) CAFFEINE; ERGOTAMINE TARTRATE (PAGE 3-25)

TABLET; ORAL SUPPOSITORY; RECTAL
BROMPHENIRAMINE MALEATE CAFERGOT

LM/ RBI-ZR. PHKWW BR SANDOZ PHARMS-SANDOZ 100MG;2MG

MIGRAINE
BR ORGANON-AKZONA IooMG;2MGu

BUPIVACAINE HYDROCHLORIDE‘ EPINEPHRINE BITARTRATE (PAGE 3-23)

INJECTABLE; INJECTION CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE; SODIUM
BARGAIN: HOL NI EPINEPHRINE ACETATE; SODIUM CHLORIDE (PAGE 3-26)

Ag BREoN LABS-STERLING 0.52;0.0091NG/ML
Ag 0.75230.0091MG/HL SOLUTION; INTRAPERITONEAL
szusoncAIgg DIALYTE CONCENTRATE N/ DEXTROSE 302 IN PLASTIC CONTAINER

Ag ASTRA HOSP PHARM o. D;0.0091MG/HLI AM NCGAN-AM HOSP 510NG/100NL;30GM/100ML;
Ag o.Tszzo.oosING/NLu 200MG/100ML;9.26M/100ML;

9.6GM/100MLI
510M6/100ML3306M/100HL;

BUTABARBITAL SODIUM (PAGE 3-24) 200M6/100ML;9.46M/100ML;
IIGfl/IOOHLI

CAPSULE; ORAL DIALYTE CONCENTRATE N/ DEXTROSE 502 IN PLASTIC CONTAINER
BUTICAPS" AM McGAN/AN HOSP 510MG/100ML;50GN/100ML

IHIIII. MBPRATPRIAS-HSHG/ zoom-100mm zen-mm;
/3DNG/ 9.6GM/100MLI
/$DNG/ 510NG/100NL;50GN/100ML;

liddfld/ zooNG/IooNL;9.4GM/IoonL;
NALLACE LAes/c-N 15NG IIGM/IOOMLI

30MB
sons
IooNG CALCIUM CHLORIDEi DEXTROSE; MAGNESIUM GNL0RIDE1,GODIUM

EULQBIDEI_§QQIUU_LAEIAIE (PAGE 3-261
ELIXIR; ORAL
lddféddddiféi'sddtdfl SOLUTION; INTRAPERITONEAL

A ,; ISBNGIBNL/ DIALYTE N/ DEXTROSE 2.52 IN PLASTIC CONTAINER
BUTALAN AM MEGAN-AM HOSP 26NG/IOONL;2.5GM/100ML;

/AA/ LANNETT 33.3NG/5ML 15NG/100ML;560MG/100ML;390MG/100MLI

ldAPPEINE;'dddisdéddddiijdddétNé'dfldgflflfifgi'PNENAGETIN/ CALCIUM CNLOPIDE; MAGNESIUM CHLORIDE; POTASSIUM CHLORIDE;
(PAGE 3-24) SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CITRATE (PAGE 3-27)

LURIEISI'PRIUZ/ INJECTABLE; INJECTION
[$35M‘ddfljédUNdfN/fdddfifli/ ISOLYTE E IN PLASTIC CONTAINER
INALL'AflIi'PHARflS/Ri / UZIIAIZIISINRIIPNPHPIIMP/ AH "CHAN/A" HOSP BSMG/IOOHHBOWIOWI-I

74M6/100ML;640M6/100ML;
500MG/100NLI74MG/100ML:

ldAPPEINE;‘GARIGdiddddL;'PNENAd§1;!/(PAGE 3-25)

(ALL PRODUCTS - SEE SPECIAL NOTE B.) C;FLI;GXINE SODIUM (PAGE 3-30)

INJECTABLE; INJECTION
CEFIZOX
SKGF LABMATUIIES EQ IGM BASE/VIALI

EQ 26M BASE/VIALI
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST '83 - JANUARY '84 5

CORTICOTROPIN (PAGE 3-43)

INJECTABLE; INJECTION

lfltfidéfidlii.'Ifdlifisfdn‘fiflfiifll
A IT." (I) .4): .I

'

(AV
’” i “ “BMW

(AMIGA)?

CYANOCOBALAMIN (PAGE 3-44)

INJECTABLE; INJECTION
DODEKAMIN

Ag MAURRY BIOLOGICAL ING-MLB
REDISOL

/§g/ MS-D-MERCK /0!iNd)NL/
SYTOBEX

lég/ PARKE DAvIs/u-L /dIING/ML/

CYCLOSPORINE (PAGE 3-46)

INJECTABLE; INJECTION
SANDIMMUNE
SANDOZ PHARMS-SANDOZ SONS-ML:

SOLUTION; ORAL
SANDIMMUNE
SANDOZ PHARMS-SANDOZ Ioons/MLu

CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-46)

TABLET; ORAL
CYPROHEPTADINE "CL

99 DURANED PHARNs 35g:

DAPSONE (PAGE 3-47)

TABLET; ORAL
lAMidédiEdN/
BY/ lAYfiPSffiABS/Aflflfl 25H;
IBP/

/
Iififlfié/

BY/ DASIEUBUG PHARN 25MB

IBP/
‘

looms

DESOXIMETASONE (PAGE 3-49)

OINTMENT; TOPICAL
TOPICORT

HOECHST-ROUSSEL 0.25ZI

V > U
V > 0 VV IB

IS
D

15

DEXAMETHASONE (PAGE 3-49)

SOLUTION; ORAL
DEXAMETHASONE
ROXANE LABORATORIES 0.5MG/5MLI
DEXAMETHASONE INTENSOL
ROXANE LABORATORIES 0.5MG/0.5MLI

TABLET; ORAL
DECADRON

BP MS-D-MERCK 6M6
DEXAMETHASONE

BP PAR PHARMACEUTICAL 6M6!
BP ROXANE LABORATORIES 6M6!

1M6!

DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3—50)

INJECTABLE; INJECTION
QEZQHEIEAEEHE

II
H
G
P
H
’

INVENEX LABS-DEXTER EA 4MB PHOSPHATE-ML!
EG 10MB PHOSPHATE-ML!

lfiéiédddi'fifldéPHAfé
HEXADROL

_g ORGANON-AKZONA ea 4N§ PHOSPHATE-ML

EQ 20NG PHOSPHATE-ML

SOLUTION-DROPS; OPIITIIALIIIc
NEXAIR

A; PHARMAFAIR g9 0.12 PHOSPHATE!
DEXAMETHASONE SODIUM PROPIONATE
BARNES—HIND PHARMS EQ 0.12 PHOSPHATE

DEXTROSE; DOPAMINE HYDROCHLORIDE (PAGE 3-53)

INJECTABLE; INJECTION .

/fl¢PANIN£.H¢L.iN.¢¢XIP¢$£.$2/
DOPAHIHE HOL

P ABBOTT LABORATORIES 55N1100ML380MG/100NL

P EEEilEEHL‘lQEBELAQQEL
DOPAMINE HOL IN PLASTIC CONTAINER
ABBOTT LABORATORIES 5GN1100NL;20NG/100NLU

SGM/IOOML;16ONG/100MLI
SGM/IOOML;320MG/100MLI

DEXTROSE; HEPARIN SODIUM (PAGE 3—53)

INJECTABLE; INJECTION
HEPARIN SODIUM 20,000 UNITS AND DEXTROSE 52 IN PLASTIC
CONTAINER
TRAVENOL LABS SGM/100ML;4;000 UNITS/JOOMLA
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST '83 - JANUARY '84
ERYTHROMYCIN (PAGE 3-67) FUROSEMIDE (PAGE 3-79)

OINTMENT; OPHTHALMIC TABLET; ORAL
ERYTHROMYCIN FUROSEMIDE

A; E FOUGERA/BYK-GLDN BBB/Gun > ADD > AB BARR LABORATORIES San
AI PHARHAOERN/BYK-GLDN ENG-GNU Ag ROXANE LABORATORIES zoHGn

ILOTYCIN Ag 40MB:
5_ DISTA PRODS-LILLY SHG-GH A; ZENITH LABORATORIES 20MB!

59 00MB:

ETOPOSIDE (PAGE 3-74)
GENTAMICIN SULFATE (PAGE 3-79)

INJECTABLE; INJECTION
VEPESID CREAM; TOPICAL
BRISTOL LABS/B-M ZOMG/MLI GENTAFAIR

A! PHARMAFAIR IMG BASE-GM!
GENTAMICIN SULFATE

FENTANYL CITRATE (PAGE 3-75) A! NMC LABORATORIES gg 1MB BASE-GUN

INJECTABLE; INJECTION INJECTABLE; INJECTION

SUBLIMAZE' ' I GENTAMICIN SULFATE
/JAN-SEN-FHARHA/ /O,D$H¢/FLL/ ABBOTT LABORATORIES Eg 60MB BASEIIOOMLI
JANSSEN PHARMA EQ 0.05MG BASE-ML gg 70MB BASEIIOOHLI

EQ 80MB BASEIIOOMLI
EQ 90MB BASEIIOOMLI
EQ IOOMG BASEIIOOMLI
EQ 1.2MG BASE-ML!
EQ 1.4MG BASE-ML!
EQ 1.6MG B SE-HLI

FLUOCINOLONE ACETONIDE (PAGE 3-76)

CREAM; TOPICAL

R
R
R
R
R
R
R
R
R
R
R
R
R

> ADD > FLUID

> ADD > AL NMC LABORATORIES 0.012! EQ 1.8MG BASE-ML!

> ADD > Q1 0.0252! EQ ZMG BASE-ML!WM"
SOLUTION; TOPICAL EQ 40MB BASE-ML!
FLUOOIHOLOHE AOETOMIDE LYPHO-MED EQ GONG BASE-ML!

> ADD > A BAY LABORATORIES 0.012! GENTAMICIN SULFATE IN PLASTIC CONTAINER
ABBOTT LABORATORIES EQ SONG BASEIIOOMLI

EQ 70MB BASEIIOOMLI
EQ 83MB BASEIIOOMLI
EQ 90MB BASEIIOOMLI
EQ 100MB BASEIIOOMLI
EQ 1.2MG BASE-ML!
EQ 1.4MG BASE-ML!
EQ 1.6MG BASE-ML!
EQ 1.8MG BASE-ML!
EQ ZMG BASE-ML!

FLUOXYMESTERONE (PAGE 3-77)

TABLET; ORAL
FLUOXYMESTERONE

BP BOLAR PHARMACEUTICAL 2M6!
BP SMGI
BP IOMGI
BP COLMED LABORATORIES 10MB! R

R
R
R
R
R
R
R
R
R

OINTMENT; TOPICAL
FUROSEMIDE (PAGE 3-79) GENTAMICIN SULFATE

THAMES PHARMACAL EQ 1M8 BASE-GM!R
INJECTABLE; INJECTION
FUROSEMIDE

A! NATCON CHEMICAL IONS-ML!
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST '83 - JANUARY '84
HYDROCORTISONE (PAGE 3-90)

ISIII'IJJ‘JIIIIVIIIIIIPSSI'IIPIIJ‘IIAIIIIH
f

IIII/IIJPIIIIIIN/ LII-‘277

HYDROCORTISONE; NEOMYCIN SULFATE; POLYMYXIN B SULFATE (PAGE 3-92)

SOLUTION-DROPS; OTIC
NEO-OTOSOL-HO

A! CARTER-GLOGAU LABS LZ;§Q 5.5MG BASEML;102000 UNITS-ML!

HYDROCORTISONE ACETATE (PAGE 3-93)

CREAM; TOPICAL
HYDROOORTISONE ACETATE

/6_1‘/ ZIBARA‘IFZUEEW /1_#-/

LOTION; TOPICAL
DRIOORT
INGRAM PHARM 0.52

/HYdRdddRTISdNE'AdETATé
. I . )- lg?!

lSDSPANSidN/PROPSS'.'IiI‘IITIIAIfiIUsiL'fiiIf/
.Y (id! .i /
M/IEAWIIIEHUE/ lL'Sfi/

HYDROCORTISONE VALERATE (PAGE 3-95)

OINTMENT; TOPICAL
NESTCORT
NESTNOOD PHARMS 0.22M

HYDROFLUMETHIAZIDE; RESERPINE (PAGE 3-95)

TABLET; ORAL
HYDROFLUMETHIAZIDE AND RESERPINE

BP COLMED LABORATORIES 50MG;0.125MGI

DD > HYDROMORPHONE HYDROCHLORIDE (PAGE 3-95)

D INJECTABLE; INJECTION)
> ADD > DILAUDID-HP

> KNOLL PHARMACEUTICAL IOMG-MLI

HYDROXYZINE HYDROCHLORIDE (PAGE 3-96)

TABLET; ORAL
HYDROXYZINE HOL

Ag BARR LABORATORIES 10MB!

Ag DANBURY PHARMACAL 10MB!

AB ZSMGI

AB SONG!

HYDROXYZINE PAMOATE (PAGE 3-96)

CAPSULE; ORAL
HYDROXYZINE PAMOATE

AB VANGARD LABS-HRH Eg 25MB HOL:

e9 §§_§£U§_!§LI

IMIPRAMINE HYDROCHLORIDE (PAGE 3-97)

TABLET; ORAL
MNJ‘IPIIESS/

/PP/ HAIIIION/ /¢5II¢/

lid IIHAUATEBINSI /éiné/_/ lfil/
IMIPRAMINE HCL

AB PAR PHARMACEUTICAL IOHGB

AB
gn

AD SOHGA

ISOETHARINE HYDROCHLORIDE (PAGE 3-100)

SOLUTION; INHALATION
ISOETHARINE "CL

55 INTL MEDICATION SYS 0.1612
55 ROXANE LABORATORIES 0.1612u
Ag TRAVENOL LABS 9,253:

ISONIAZID (PAGE 3-101)

SYRUP; ORAL
25252625!

59 CAROLINA MED PRODS 50HG-5HLU
RIMIPOH

AA HOFFMANN—LA ROCHE SOHGISML

KANAMYCIN SULFATE (PAGE 3-102)

INJECTABLE; INJECTION
KANAMYCIN SULFATE
INTL MEDICATION SYS EQ SOOMG BASEIZMLI

E 16M BASEIZMLIR
I’
;



n1fi-7-fl6§ SHIUOLVHOQV1 AVQ ‘F
OIHLVIOBD 3HI11AH4181X0 __ifisifioi 1—M/sIAva-3xavd vv

iiiififind
ivao :DMUS

I1HS/9HO0I SHIHOLVUOQV1 AVG

3NI11AHDIH1XO
ivuo :uIxI1a

(HI-2 39w) annfind"'Izuxo'

n9H09I
nsuoe
nSNOb
usuoz ASIHS—VQIO/VHIO

HOOISVHL
ivao :a1nsdva

(121-: Hsvd) fihxao1fififififiifi'ifiibfiiufixd

ISIififi 000'00! N019—XA8/N830VNdVHd 22
nEIEHE'EEETEEi N019-XAQ/V839005 3 1V

NILVLSAH
1VNISVA £1318V1

ISLINfl 006160; 1v011n33vuuvhd uvd 6?
iiIFI§Ii
ivuo :1319v1

IZOOI NVAO uv/savi alaaual
IVISIIN
ivuo saaunod

(6ZI—i asvd) Eiiviéifi

n1u/sus'o suv-aava 1v0111a0 uv
iiaxal

u1N/SHI __
nifikans duvxsoa-1Hod S av

iiiiiiiiii
NOILOZFNI 2318V133FNI

(921-2 HSVD) NIHHOAISOHLIN

IBSVG SH? 53 H3H3 MOO-MOO 113883" (
HLLHHODIN < 00

TVHO ESNIMBHO ‘H09 < OGV

DO< A

< A
A

(LZI-S HSVD) X31DHOO NISHH ZNILODIN < 00V <

nifi7-fiooi 1v01901019 AddflVN 6?
NIH/SHOOZ 6?
min-enact 0HH-0HdA1 6?
lu/suos
lu/snaoi Nou31 EV
nfin-suooi nvso1a-ualavo 6?

SLVONVOSG 3N01080NVN

NOILOHFNI 5318V133FNI

(SZI-2 HSVD) H1VONVOHO HNOTOHGNVN

nfinooé i?
néfiiei 1V311033VNHVHD avd i?

iiiiifiiifiiiifi
ivao :1319v1

nifloot-suoos DSOH uv-nvsau uv ii
aauzvluao o:;svia n: -n~: 0813"

aifififii7§fi36§ SBIHOLVHOQV1 llOQQV EV
HBHIVLHOO OILSV1d NI 31OZVOIN0813N
ll'lHOOI/SHOOS SBIHOLVCIOGV‘I LLOGGV ‘IV

31OZVGIN0813H
NOILOQFNI $318V133FNI

(ZZI-i HSVD) HTOZVUINOHLQH

IWP'I/ INISIWDIFWM/ ldfl/
3N083190L$311KH13H

1VflSNI1GflS/1VDOOQ 51319V1

(IZI—£ asvd) §EBEEI§BI§§ITIEIEE

n25 ZS/NO1VNHVHd i?
EEIV6§fiIi

NOILOBFNI 2319V103RN1

(boT-2 39Vd) HGIBO'IHDOHGAH 3NIVDOOI1

1nslasva'hsi“fia EV
1HZ-35VH suaos 3 EV
fifitiififid'éfifii‘fii u-a/sav1 101s1aa i?

1B-IF§ 3
:; /_;;

‘nwmm
mfazmtr¢§§§%

5W
NOILOHFNI iHTQVlOHFNI

(ZOI-E HSVD) BlvdTfls NIOAHVNVX

OT #9. AHVDNVF - £8. lSflSflV / S HHQHHN lN3N31ddflS 3AILV1fiHflD / lSI1 lofioohd SOHO



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST '83 - JANUARY '84 11

OXTRIPHYLLINE (PAGE 3—131]

TABLET, ENTERIC COATED; ORAL
OHOLEDYL

Ag PARKE—DAVIS/H-L Loans
95 zoous
omIPm'LLnLE
BOLAR PHARMACEUTICAL IOOMGI

IG
IS

ZOOHGI

OXYTETRACYCLINE HYDROCHLORIDE (PAGE 3-132)

CAPSULE; ORAL
di'dfifié

/4§/ /‘7?K§RE§¢Av1s/n;1/ /: '¢sau¢'u4§

PENICILLIN V POTASSIUM (PAGE 3—135)

PONDER FOR RECONSTITUTION; ORAL

é $HL

/ I I: - ‘I! ‘

PHENDIMETRAZINE TARTRATE (PAGE 3—138)

TABLET; ORAL
EEEEQEEEIBAZEHE_IABIBAIE

Ag FERNDALE [ABS 55MB!

PHENTERMINE HYDROCHLORIDE (PAGE 3-139)

CAPSULE; ORAL
ADIPEX-P

Ag LENNON 51.5mm:
DAPEX—57.5

Ag FERNDALE (Ass 51.5nsu
PHENTERMINE 555

A CAMALL 51.5"5!

POTASSIUM culonxgg (PAGE 3-1431

INJECTABLE; INJECTION
POTASSIUM CHLORIDE

di/ TRAVENOL LABS

3
g
?

iflé )fl

r-
ra/ /

/ /

/ /

LJ

PREDNISOLONE (PAGE 3-145)

TABLET; ORAL

PREDNISOLONE
léfi/ /REXALL.¢RU¢/ /$fl¢/

PREDNISOLONE ACETATE (PAGE 3-146)

INJECTABLE; INJECTION

/5p/’“5§§533k£§5£45$/ /¢sn¢/n(/

PREDNISOLONE SODIUM PHOSPHATE (PAGE 3-147)

SOLUTION-DROPS; OPHTHALMIC

/fi-déifé4-di
léj/ I K/ /é§'df$2'fifldé¢fi4fé/

> DLT > /1n-14n4s:
> BLT >/é!/ /¢¢¢PE-YI-N/ lééléiiiléfiéé/
> ADD > INFLAMASE MILD

> ADD > AL COOPERVISION PHARMS EQ 0.112 PHOSPHATE
INFLAMASE roar:

>_QLI_>/éI/ _7§53F7FF7333FEHYISNI /Eéléi-2-éé§¢/
> ADD > 2! COOPERVISION PHARMS EQ 0.92 PHOSPHATE

HETRETON

léi/ scnenxus EQ 0.52 PHOSPHATE
PREDAIR FORTE

> ADD ) AI PHARMAFAIR EQ 0.92 PHOSPHATE

léil
PREDNISOLONE SODIUM

Pfloggggég> DLT > 7§K§fi€§§fiifi3f§fllflfi§7 7g. 1
/

> DLT > /;z
> ADD > A! BARNES—HIND PHARMS 0-112 PHOSPHATE

>'AGQ'>/§$ /HAflflRY'$i¢'¢¢i¢A£/ /‘3"‘32"3357"ATE> DLT > ,, L E (. z a

> OLT >IKI; /id'(léz' Aéi/
> ADD > 51 MAURRY BIOLOGICAL :9 0.112 pnosvnarz

) ADD > AI 5g 0.92 PHOSPHATE

PREDNISONE (PAGE 3—147)

TABLET; ORAL
PREDNISONE

BX DURAMED PHARMS snsu
BX

‘
10MB!

BX zone:

PROCAINAMIDE HYDROCHLORIDE (PAGE 3-149)

CAPSULE; ORAL
PROPAN

146 PARKE-nAvIs/u-L léééflé
/@ /@
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SOMATROPIN (PAGE 3—165) THEOPHYLLINE (PAGE 3-176)

INJECTABLE; INJECTION (FOR CONTROLLED RELEASE PRODUCTS - SEE SPECIAL NOTE C.)
ASELLACRIN 2

SERONO LABS 2 IU/VIALI CAPSULE, CONTROLLED RELEASE; ORAL
IASELAAIfRiN/ somPHYLLIN-CRT
ASELLACRIN 10 BC FISONS IOONG

THEO-24
BC SEARLE-SEARLE PHARMS IUNGI

SPIRONOLACTONE (PAGE 3-166) ZOONGI
3OOMGI

TABLET; ORAL
SPIRONOLACTONE ELIXIR; ORAL

5Q PWQEPAC/KALIPHARHA 25MB! > ADD > ELIXOHIN
> ADD > 55 HR CENCI LABS §§§§£1§§LI

SULFACETAMIDE SODIUM (PAGE 3—167) SOLUTION; ORAL
THEOLAIR

SOLUTION-DROPS; OPHTHALMIC AA RIKER LABS-3N 80HG/15NL
SODIUM SULFACETAMIDE THEOPHYLLINE

lgg/ ‘7REYEHDHYIKBBRKTBRIES/162/
g_ ROXANE LABORATORIES BOHGIISNLI

/_/ /__/"
A; OPTOPICS LABS 103 TABLET, CONTROLLED RELEASE; ORAL
51 5g; THEOCONTIN
SULFAOEL-IS BC PURDUE FREDERICK ZOONG!

/4_f/ . .—r NPJWLW /4 > MI > MMHG/
51 OPTOPICS LABS 153 THEo-DuR
SULFAIR FORTE BC KEY PHARMACEUTICALS zooNC

£1 PHARNAEAIH ggg > A00 > UNIPHYL
> ADD > PURDUE FREDERICK 400MB

TESTOSTERONE (PAGE 3-173)
THIORIDAZINE HYDROCHLORIDE (PAGE 3—178)

INJECTABLE; INJECTION
TESTOSTERONE CONCENTRATE; ORAL
CARTER-GLOGAU LABS SONC-HLU THIORIDAZINE HCL

Ag CORD LABORATORIES ggggggLu
55 100NC-HLN

TETRACYCLINE HYDROCHLORIDE (PAGE 3-174) 55 NATL PHARN NFG/BARRE IODHC/HLu

CAPSULE; ORAL TABLET; ORAL
TETRACYCLINE HCL MELLARIL

/4g/ 7LEHHBN7 léSdHé/ Ag SANDOZ PHARM/SANDOZ 100MB
THIORIDAZINE HCL

TABLET; ORAL Ag BARR LABORATORIES Inc
PANNYOIN Ag 1 16!

/gg/ UPJOHN léédfié Ag 2 Cu

SUMYCIN QB SOHO:
/§g/ ER SQUIBB AND SONS 250MG 59 100Nsu

Ag BOLAR PHARMACEUTICAL IoHsu
Ag 100MB!

THALLOUS CHLORIDE TL—201 (PACE 3-175) 59 CORD LABORATORIES IOHCN
AB 1 (Cu

INJECTABLE; INJECTION 59 25MB!

THALLOUS CHLORIDE TL 201 AG SCHSU

MEDI—PHYSICS ZMCIIML



IZUMI UZLXHO/SQV1 XHNHANI _ d < OOV <

MZHEVLNOO 011-V1D NI NOILOZPNI 801 UBLVH 3118315 < 00' <
V/N 5010011

(6OI-2 HSVHJ 3118318 ‘NOILDHFNI HOJ 831V"

Ni‘iiffiiéfiflflgfl IW/
7.Nb$¥0795/
TVUO SHsdvo

L3$7P.$#¥NP.Pf9$.p?/

(SOT-i 39Vd) H1V11N1Vd V NIHVLIA

iéfii-Li'éi ,Dfiggigéy
HYPPISFIGSPYP/

(991-2 BOYdl/5IYFFFII/

E E
n? 'o dIVAVNHVHd IV

HIVDVIHOAH
QIHIVHIHDO QSDOHOINOILHTOS

(99I-2 Hsvd) HOIHVOIdOdi

IWWFIISEIITW; Wm; 51”” /
Pmil fiiiwiu

" '
LW/

5mm /
IVHO 2131OV1

/—_—3¥15($B995//$PHINP¢IM;EKEHEL
fifi/

Amt-PPM

fi/wmasmww ffi/,mm/
WIAFFPPPPF/

PFPHYPTPYP /
ivao sNOISNaHsns

(SCI-2 HSVDL $3NIOIHIUAdVd1flSIdl

WWIM [Wk—m <
13“ 3NIHVHH313DIML

1VHO 51318Vl

(SCI-S HSVD) HOIUO1HOOBOAH 3NIHVNN313HIHL

651

/?N¥?Y¥P#/
IVBO 5131OV1

(SST-i HSVD) BOIHO1HQOBOAH HNIZVHHDOOTAIHL

nzs'o I?
Rzt'o I?
nzszo'o SHIBOLVHOQV1 AVA IV

SOINOLZDV 3N010N10NV1A1
1vOIdOI :INBRINIO

“25's Ii
nzt'o iv
nzszo'o SBIBOIVHOBV1 AVA IV

HGINDLHOV'ZNOTONIOHVIHI
1v31a01 :Rvaaa

HNI/SUSZ'O aaaou H RVILLIN

IHNI-PH T! (WY P #1

mommy

S ." X {HY/$9 .fififliflifi/
HPPMSIW/

LLVLVHNI ZTOSOHHV

(OCT-2 HOVD) HOINO1HOV BNOTONIOHVIHL

SN5 XOHHN-OQSN
N380V3019
TVBO 51H1QV1

(6LI-E HSVD) HLVHTVH TOTONII

ISNOOI SHIBOIVHOQV1 HIINHZ
ISHOOI

ISNOI TVQILDHDVHHVHD BVD
SNHVHD NVIAH

fi
lfi
lfi
lfi
lfi
lfi
lfi
lfi
lfi
lfi
lg
l

RSHOI IVOVNHVHD AHHQNVO
10H ZNIZVOIUOIHL

IVHO ilBTOVl

(QLI-2 HSVD) BOIHO1HOOHOAH HNIZVOIHOIHL

A
A

<11 A
A

9T 99- AHVflNVf - £9. lsflflv / S MHGHON 1N3n31ddfl$ 3AIlV1flHflO / 1511 lofloohd SOHO



INJECTABLE; INJECTION
MVC PLUS
ASCOT HOSP PHARMS

ADDENDUM
DESI PENDING LIST — 'EXEMPT' (COURT ORDER) CATEGORY

CUMULATIVE SUPPLEMENT NUMBER 5 / AUGUST '83 - JANUARY '64
ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; DEXPANTHENOL;
ERGOCALCIFEROLiAFOLIC ACID; NIACINAMIDE; PYRIDOXINE
HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM; THIAMINE
HYDROCHLORIDE; VITAMIN A; VITAMIN E (PAGE ADZ)

/HETHANDdd§TEHd£dNE/(PAGE AD6I

mmisxmu
T T

'

mfiiifiéggginiggfigggu
gig/w

10MG/ML;0.006MG/ML;0.5 UGM/ML;
1.5MG/ML;20 IU/ML;0.04MG/ML;
QMGIML;0.4MG/ML;0.36MG/ML;
0.3MG/ML;330 IU/ML;1 IU-ML

IDRONPHENIRANINE'Ndiédféé'PHENYLEPHRINE‘NYDROCHLCRIDEi/L L (PAGE AD3]

\
IEJIIXIRJ'JWJII, .

I. a.ml-iifipl HTTP/PHI’.iSfiG/SfliiSflP/Sfifi/

mum.'mmssxnmrmxsfi'mm
E.

Nfiflféggéflfl /12%;’ 15M! 15fl¢l

6&5‘fiéfifiliifiééiiéé‘éiéfi :1:1:212:22:PEP—ELBOW
l-fip HEP;‘#fiflfflfliififlffliiEASfiiffiRfli/
/.1‘SS'SLRNN/KPEI

.f .,

’$?§3§§?§R§§é7’

SYRUP; ORAL
DICYCLOMINE
BAY LABORATORIES

DIPYRIDAMOLE (PAGE A04)

TABLET; ORAL
DIPYRIDAMOLE
ASCOT HOSP PHARMS
DURAMED PHARMS

HALSEY DRU;
SUPERPHARM

DICYCLOMINE HYDRCEHLORIDE (PAGE AD!)

IDMG-SML

SOMG
ZSMG
SOMG
75MG
SOMG
SONG

##EUBQNMPNIES/ léfifl¢.idfi¢.ié.-'5fi¢§$¢fl¢l

lSKfiFfMPPMJ‘PflIES/ /5HP/SfliiiflPISHHAI75/5Hi515flP/5fli/
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