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III.
REPORT

OFCOUNTSFORTHEDRUGPRODUCTLIST

DESCRIPTIONOFREPORT

ThefollowingreportprovidessummarycountsderivedfromproductinformationintheDrugProductListandthe
currentcumulativesupplement.Thecountsappearintwosections.SectionA.referstotheproductsinthe
ListandSectionB.toproductsinthecurrentcumulativesupplement.Anewcolumnofdatawillappearin
SectionA.eachthree-monthperiodfollowingJuly‘83.SectionA.thereforewillprovidebaselineandquarterly
datawhileSectionB.providesmonthlyactivity.

USEOFREPORT

FromthedatapresentedunderSectionB.,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.
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REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

A. COUNTS CUMULATIVE BY QUARTERS

CATEGORIES COUNTED JULY ‘83 (BASELINE) OCT ‘83 JAN '84
(SEE SPECIAL NOTE A.)

DRUG PRODUCTS LISTED 6679 6783 6854

SINGLE воинов |908 (28.6) |9|5 (28.21) |925 (28.I$)
MULTIsOURCEII’ 477| ‹7|.4› 4868 (7I.8$) 4929 I7I.9$)
THERAPEUTICALLV EQUIVALENT 3804 (57.01) 389| (57.4x) 3947 (57.61)
NOT THERAPEUTICALLV EOUIVALENT 957 ||4.3z> 967 ||4.3z) 972 <I4.2$)
ExcEPT|ONs<2> Io ‹ 0.11) IO ‹ 0.15) |o ‹ O.I$>

ивы MOLECULAR ENTITIEs APPROVED ­ 2 8

NUMBER oF APPLICANTS 304 3IO 309

B. ACTIVITY FOR SUPPLEMENT NUMBER 6

FEB '84 CUMULATIVE

DRUG PRODUCTS ADDED: 28 28

пень? APPROVED 28 28

DEsl EFFECTIVE 0 0

REMARKETED O O

DRUG PRODUCTS REMOVED: 7 7

wITHDRAwN APPROVAL 0 o

Rx то OTC swITCH 0 о

DISCONTINUED MARKETING 9 9

NET GAIN IN DRUG PRODUCTS 2| 2|

sINGLE sOURCE PRODUCTS APPROVED 4 4

MULTISOURCE DRUG PRODUCTS APPROVED 24 24

NEN MOLECULAR ENTITIEs APPROvED= о o

As THE ENTITY 0 O

As A sALT, EsTER OR OERIVATIVE
OF THE ENTITY o O

w

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

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





APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST ‘83 - FEBRUARY ’84
ACETAMINOPHEN; coOEINg PHOSPHATE (PAGE 3-1) AMINOPHYLLINE (PAGE 3-8)

CAPSULE; ORAL TABLET; ORAL
ACETANINOPHEN III/ советы: #s AHINOPHYLLINE

¿A LEHMON soons;soMGu BD BARR LABORATORIES IooMGu
TYLEHoL H/ CODEINE No. 3 во гоонеи

¿A MCNEIL PHARM зоомвззонэ _g VANGARD LABS/MNM IooHG!
¿_ zoons!

TABLET; ORAL
ACETAMINOPHEN AND CoDEINE PHOSPHATE

> ADO > ¿A DURAMED PHARMS 500MG315MG» /AMPHETAMINÉ'SUEFATE/(PAGE 3-13)
› ^°° › M _mm-m"

тмин:
'
‘спятивший ‘шт: ' ‘от> ADD > M ШЕЗЩ" .›‚ . . 5.

/BÉNÄÉÚRINÉ/
/SKáŕ‚LÁńóRÄÍPRïES/ /ïSNG/

ACETAMINOPHEN; OXYcODONE HYDROCHLORIDE (PAGE 3-2)
/ ÄB'ÜHMÄ'/. L .3.

TABLET; ORAL /BENZEDRINE/
9228951 /5K¿ŕ. ÁPPRÄIORIÉS/ /Sñßl
HALSEY DRUG szsnstäng! /IOHG/
/PéńóóóéfláЩШ

AEEIQILLIN_IBIEIQBAIE1_EBQ§ENEEIQ (PAGE 3­13)

/AOETAMINCPIEHá'PIENAOETINá'PHENYLPROPANOLAMINE'HYOROOHLORIDEí/ POHDER FOR RECONSTITUTION; ORAL
/PILIYLTCE »ARIN

'
IT AT /(PAGE 3-2) POLvCILLIN-PRB

Ag BRISTOL LABS/B-n En 3.58M BASE/BOTzIGM/BOT
(ALL PRODUCTS - SEE SPECIAL NOTE в.) PROBAMPACIH

Ag BIOCRAFT LABS Eg 5.58M BASE/BOT;1GM/BOT

ALBUMIN: IODINATED 1-131 SERUH (PAGE 3-4)
ASPIRINi BUTALBITAL (PAGE 3-15)

INJECTABLE; INJECTION
Е Í f f ' f( 5f f f ;

("IIIIIÍIIIÉIÉIßÉI/Sm" ÃIÉIÉJÉRINIÉIIJHI"
i Ш’

"ЁЬЁЩШ
ADRIA LABORATORIES 650MG;50HGI

AMINO ACIDS (PAGE 3-6)
ASPIRINì BUTALBITALì CAFFEINE (PAGE 3-15)

INJECTABLE; INJECTION
NEOPHAM 6.5и TABLET; ORAL
CUTTER-VITRUM 6.52! ASPIRIN AND CAFFEINE nl BUTALBITAL

Ag PUREPAC/KALIPHARMA 325M8§50M8z¢ons!
BUTALBITAL n/ ASPIRIH a CAFFEINE

AMINOPHVLLINE (PAGE 3-8) Ag BOOTS LABORATORIES 325MG;58HG;40MGu

/LIRUIPÃIФRÄL/
SOLUTION; ORAL /ASPIRINi'DUTALBITAE{'OAPFEINE{'PńENAdETIN/(PAGE 3-15)
ецднорнжььхнв

AA BAY LABORATORIES IosNGlsML! (ALL PRODUCTS ­ SEE SPECIAL NOTE в.)
А ROXANE LABORATORIES 105MG/5MLl
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST '83 ­ FEBRUARY '84 3

BETAMETHASONE VALERATE (PAGE 3-21)

CREAM; TOPICAL
BEIAIBEK

A9 SAVAGE LABS/BYK-GLON Eg 0.12 BAsE!

LOTION; TOPICAL
BETAMETHASONE VALERATE

Ag E FOuGERA/BYK-GLON Eg 0.12 BASE:
A9 PHARnADERn/BYK-GLDN Eg 0.12 BAsEu

BETATREx

99 SAVAGE LABS/BYK-GLON Eg 0.12 BAsEu
yALIsoHE

99 SCHERING Eg 0.12 BASE

OINTMENT; TOPICAL
BETAMETHASONE VALERATE

QQ E FOUGERA/BYK-GLDN EQ 0.12 BASE!
AB PHARMADERM/BYK-GLDN EQ 0.12 BASE!
@MESI

Ag SAVAGE LABS/BYK-GLDN EQ 0.12 BASE!Щ
AQ SCHERING EQ 0.12 BASE

> ADD > BROMOOIPHENHYDRAMINE HYDROCHLORIDE; CODEINE PHOSPHATE
(PAGE 3-22)

> SYRUP; ORAL
> ADD > AMBENYL

> MARION LABORATORIES 12.5MG/5ML;10MG/5ML

BROMPHENIRAMINE MALEATE (PAGE 3-22)

TABLET; ORAL
BROMPHENIRAMINE MALEATE

/éé/ 7BDÍÃRÍPRXRRXEÉÜÍÍEXÍ7ÉBG/

BUPIVACAINE HYDROCHLORIDE° EPINEPHRINE BITARTRATE (PAGE 3-23)

INJECTABLE; INJECTION
MARCAINE HCL Nl EPINEPHRINE

A! BREON LABS/STERLING 0.52;0.0091MG/ML
Ag 0.152:0.0091MG/MLШШ
Ag ASTRA HOSP PHARM 0.52;0.0091MG/M1!
Ag 0.752;0.0091MG/ML!

BQIABARBITAL SODIUM (PAGE 3-24)

CAPSULE; ORAL
BUTICAPS
/N¢NÉI£Í£ÄÉ¢RAÍ¢RIÉS/ /i$ñ¢/

RIE)
/ïßńNG/

HALLACE LABS/c-H ISNG
зоне
SOMG
100MG

ELIXIR; ORAL
/BUTABARBITAE'SODIUH
‚г /ssaelsnu/

BUTA LAN

/éé/ LANNETT 33.3MG/5ML

/OAFFEINÉf'óÁRIáóPRóUdEi'óóńéŕńé'ŕńóáŕńáŕé§'ÉQENAGÉTIN/
(PAGE 3-24)

ином .'/x #E(S P
pIIdRÈs/ÉA'I/ IAÉIIAIAIIIIIAUAIAUOM/\IâI:2ï :HL ‘u1 Ъь

/éáŕŕéŕńéf'dARŕédńńdddüí'ńHENAóEfŕN/(PAGE 3-25)

(ALL PRODUCTS ­ SEE SPECIAL NOTE B.)

CAFFEINE; ERGOTAMINE TARTRATE (PAGE 3-25)

SUPPOSITORY; RECTAL
CAFERGOT

BR SANDOZ PHARMS/SANDOZ 100MG;2MG

NIGRAINE
BR ORGANON/AKZONA 100MG;2MGl

CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE; SODIUM
ACETATE; SODIUM CHLORIDE (PAGE 3-26)

SOLUTION; INTRAPERITONEAL
DIALYTE CONCENTRATE N/ DEXTROSE 302 IN PLASTIC CONTAINER
AM "СВАИ/АН HOSP 510MG/100ML;3OGM/100ML;

200MG/100ML;9.2GM/100ML;
9.66M/100ML!
510MB/100ML;30GM!100ML;
200MG/100ML;9.4GM/100ML;
llGH/lOOMLI



и: <­üüî'<
из 9008d и81нd 18181 <’ñüï`<

И“ < 155 <

/ZZ/ /HNYHPXITYNNäd/ < ITO <
33-3NIV3153N

из ‹ DUV <
2t suona uavHa 18181 <'Eüï`<

/zz/ „ .-r‹
МН NWWJWWH/ ‹П0‹

3н11э193н
NOII3ZГNI 23181133ГN1

(bi-î 391d) 301801Н3080A" 3N11308d0801Н3

/'_"/ /_`/

Ш O
10H 301Х0832110801Н0

1180 23108d13

(EE-î 391d) 301801Н3080AН 301Х0d32110801Н3

ISNOî 3Н308 11-NN1NddOH
3813138811

1180 23813138 0311081М03 ‘3108d13

(îî-î 391d) 301Х0832110801Н3

I1N/9üóf1N/3S1O 9R09 03
п1Н/9М631N/3818 9NO? 03 8811 10N3^181

83М111N°3 311811d NI NnIOOS N1Н1011Нd33
N01133ГN1 23181133ГN1

(Iî-î 391d) 301801Н3 И01008 5N01008 N1Н1011Нd33

п1N/9N0821N/3818 9R09 03
I1N/SHOSÍ1N/3S1B 9N02 03 8811 10N3А181

83N111М03 311811d NI N01008 N1Н1011Нd33
N01133ГN1 23181133ГN1

(Iî-î 391d) 38081Х30 5ND1008 N1Н1011Нd33

я111А/3818 N901 03
п111А/391а Haz 63 ЕЁ
ITVIA/SSVB Het 53 ох11э dv

813339

NOI133ГNI 23181133ГN1

(IE-î 3918) WIIOOS М1Н1011Нd33

TVÍÃ7§§V§­R§Í-5§ 31
111А/3818 HSI 3 11111 113 i?

NITáiX
NOII33ГNI 23181133ГМ1

(Iî-E 3918) "01008 Н1Н1011Нd33

П111А/3818 NSS'I 03
П111А/3818 9NOSL 03 0Х119

3331012

N01133ГN1 23181133ГМ1

(Ой-Е 391d) "01008 3Н1Х080333

п111А/3818 N92 03
п111А/3818 N9T 03 831801180811 ¿CHS

Х021333

N01133ГN1 23181133ГN1

(0î-î 3918) "01008 3N1Х0211333

I1NOOI/9NbL21NOOI/9NOOS
21NOO1/9N09921NO0I/9NbL
Í1NOOI/9NOîÍ1NOOI/SNSî dSOH N1/M19ON N1

83N111N03 311811d NI 3 31A1081
М01133ГN1 Í3181133ГN1

(L2-î 391d) 3118113 "01008 Г301801Н3 И01008 53111331 И01008
5301801Н3 И01881108 530180103 И0183091И 530180103 "013113

п1N001/9N06821N001/9H09821N001/9N81
21N001/N95'221И001/9N93 dSOH N1/Н193N N1
83N111N03 311811d NI 2S°2 38081Х30 /M 3111110

1138011838181N1 2N0110108

(9a-î 391d) 3111311 N01008 5301801Н3
"01008 5301801Н3 N0183N91N 538081Х30 5301801Н3 "013113

п1N001/N911'
21Н001/N99'621N001/9N002
21NOOI/N90S21NOOI/ONOIS

I1NOOI/N99'6
21N001/Н92'621N001/9N002
1N001/Н90821N001/9N018 dSOH N1/M1S3N N1

83NI11NO3 311811d NI 205 38081Х30 /M 3118IN33NO3 3111110
113001183d18181 2N0110108

(92-î 391d) 301801Н3 "01008 53111331
"01008 5301801Н3 NnIS3NS1N 538081Х30 5301801Н3 "013113

D 99. A8108833 ­ î9. 180901 / 9 838Н0" 1N3N31dd08 3А11110И03 / 1811 130008d 9080



DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST ‘83 - FEBRUARY '84
CHLOROTHIAzIDg (PAGE 3-35) CIMETIOINE (PAGE 3-39)

TABLET; ORAL TABLET; ORAL
CHLOROTHIAZIDE TAGAMET

99 CHELSEA LABORATORIES zsoMG! sKaF LAB 400898

AA 500MG!

CLOTRIMAZOLE (PAGE 3-41)
CHLOROTHIAZIDEì RESERPINE (PAGE 3-35)

v ADD > LOTION; TOPICAL
TABLET; ORAL > ADD > LOTRIMIN
CHLOROTHIAZIDE AND RESERPINE > ADD > SCHERING IZ!

BP REST-HARD 250MG;0.125MGI
BP 500MG;0.125MGI

CORTICOTROPIN (PAGE 3-43)

CHLORPHENIRAMINE MALEATE (PAGE 3-36) INJECTABLE; INJECTION
/R POSIÍ¢RYÍ¢PRTI¢DÍ DPIN/

TABLET; ORAL /É¢/ TRYÉÍHÍLÁÉS/ÄHHP/
R

/ÄPJÚNIÍS/HÉ/
CHLORPHENIRAHINE

MALEATEHÉ
/Bß/ /ßń.úNiïS/H /

7TOÑÑE’PÃDLSEÑ7 72 /

CYANOCOBALAMIN (PAGE 3-44)
CHLORPROPAMIDE (PAGE 3-38)

INJECTABLE; INJECTION
TABLET; ORAL CvANocoBALAMIN
CHLORPROPAMIDE > AOD > A9 SOLOPAK/MPL IMG/MLB

> AOD > 99 PAR PHARMACEUTICAL IooMG! BODECAMIN
> ADD > AA 950898 99 MAURRY BIOLOGICAL 1MB/ML!

999018595 REDISOL
> ADD > 99 PFIzER LABS/PFIzER 100MB /Ag/ Msao/MERCK /OIIHGIHL/

SYTOBEx

/AÉ/ PARKE DAVIS/H-L /ólińálńü/
CHLORTHALIDONE (PAGE 3-38)

TABLET; ORAL CYCLOSPORINE (PAGE 3-46)
QAAORTHALIDONE

99 PUREPAC/KALIPHARMA sonsu INJECTABLE; INJECTION
SANDIMMUNE
SANDOZ PHARMS/SANDOZ БОМG/81!

QHLQRZOXAZONE (PAGE 3-39)
SOLUTION; ORAL

TABLET; ORAL SANDIMMUNE
0HLOR20XA20NE SANDOZ PHARMS/SANDOZ IOOMG/MLI

AA PAR PHARMACEUTICAL 250MB!

CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-46)
CHYMOPAPAIN (PAGE 3-39)

TABLET; ORAL
INJECTABLE; INJECTION CYPROHEPTADINE HCL
DISCASE A DURAMED PHARMS ggg!
TRAVENOL LABS 12,500 UNITS/VIAL! > ADD > A PIONEER PHARMS @MGI
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QAPSONE(PAGE3-47)

TABLET;ORAL
/AVLOSÚLFAN/

PiRSIILAPSAd//áSHG/ (ÉPI/ÄÉlHH/ïßńńâ/
OAPSONE

5gg;JACOBUSPHARMîäggs

DESOXIMETASONE(PAGE3-49)

OINTMENT;TOPICAL
TOPICORT

HOECHST-ROUSSEL0.252!

DEXAMETHASONE(PAGE3~49)

SOLUTION;ORAL
DEXAMETHASONE

ROXANELABORATORIES0.5MG/5MLI
DEXAMETHASONEINTENSOL

ROXANELABORATORIES0.5MG/0.5MLI

TABLET;ORAL
DECADRON

j BP"зап/пенекfSMG

OEXAMETHASONE
BPPARPHARMACEUTICALCMOS
BPROXANELABORATORIESSMG!

1MGи

DEXAMETHASONESODIUMPHOSPHATE(PAGE3-50)

INJECTABLE;INJECTION
DEXAMETHASONE

AgINVENExLABS/DEXTER50489_980$РнАт5/ньц
995010MBPHOSPHATE/ML!

DExAMETHASoNESODIUMPHoSFHATE

>ADO>99INTLMEOICATIONSYS5020MBPHoSPHATE/ML!
/HExAOROL'PHOSPHATE

HExADRoL

A9ORGANON/AKZONA50#МЕ_РНОЗРНАТЕ/НЬ

›AOD>Ag502089PHOSPHATE/ML

SOLUTION/DROPS;OPHTHALMIC
BEXAIR

A1PHARMAFAIR590.12PHOSPHATE!
DExAHETHASoNESODIUMPHOSPHATE

A1BARNES-RINOPHARMS590.12PHOSPHATE

DEXTROSE;DOPAMINEHYDROCHLORIDE(PAGE3-53)

INJECTABLE;INJECTION
/ñ¢ŕÄNïN£fH¢£fïNf¢£XÍRßSÉÍSX/

DOPAMIHEHCL

AgABBOTTLABORATORIES§§g¿Agg!A;gg!§¿IgggL
ABEBU¢IDDBL¢169BB2199UL

00PAMINEHCLIHPLASTICCONTAINER

AgABBOTTLABORATORIESSGM/100ML;80MG/100MLu
AgSGM/100ML;160MG/100ML!

SGM/100ML;320MG/100ML!

DEXTROSE;HEPARINSODIUM(PAGE3-53)

INJECTABLE;INJECTION
HEPARINSODIUM20.000UNITSANDDEXTROSE52INPLASTIC

CONTAINER
TRAVENOLLABSSGM/100ML;4.000UNITS/100ML!

DIATRIZOATEMEGLUMINE;DIATRIZOATESODIUM(PAGE3-57)

INJECTABLE;INJECTION
/ńŕáfńiióáfé'MÉBLUMIME'ÄNO'OÍATRÍÍOATÉ'SÓOÍÚM/

DIATRIZOATE-60

DIETHYLPROPIONHYDROCHLORIDE(PAGE3-59)

TABLET;ORAL
DIETHYLPROPIONMCL

AACAMALL25MB!

QIMENHYDRINATE(PAGE3-60)

INJECTABLE;INJECTION
DIMENHYDRINA

щиwww.I.тризну/дыши

QIPHENHYDRAMINEHYDROCHLORIDE(PAGE3-61)

CAPSULE;ORAL
äßzBIBEEEEIEEAUIE!

/AA/SKSFLABORATORIES/áSMG/

ELIXIR;ORAL

BELIX
AAHALSEYDRUG12.5MG/5MLI

DIBENIL
AAHRCENCILABS12.5MG/5MLI
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QIPHENHYDRAMINE HYDROCHLORIDE (PAGE 3-61)

ELIXIR; ORAL

/éé/
DIPHENHYDRAMINE

HCL/ lié sńéláń> DLT > '7mm _.'__/ll
/SRJBIARÈNHVURAHINE
,L ‚ S/ /iáISMGÍSML/

DISULFIRAM (PAGE 3-63)

TABLET; ORAL
DISULFIRAM
CHELSEA LABORATORIES 250MGI

500MG!
SIDMAK LABORATORIES 250MGI

500MG!

BX
BX
BX
BX

DOXYCYCLINE EYCLATE (PAGE 3-64)

CAPSULE; ORAL
DOXYCYCLINE HYCLATE

Ag CHELSEA LABORATORIES Eg 50MB BASE
Ag HEATHER DRUG Eg 50MB BASEu

Ag Eg 100Mo BASEB

Ag PAR PHARMACEUTICAL Eg 100MB BASEB

Ag PUREPAC/KALIPHARMA Eg 50MB BASE!
Ag Eg 100MB BASE:

INJECTABLE; INJECTION
2251.222

Ag LVPHO-MEO Eg 100MB BASE/vIALu
2221.222

Ag LYPHO-MEO Eg 200MB BASE/vIALu
DOXYCYCLINE

Ag ELKINS-SINN Eg 100MB BAsE/vIALn
Ag Eg 200MB BASE/VIALB

gggRAMYCIN
Ag PFIzER LABS/PFIZER Eg 200MB BASE/VIAL

TABLET; ORAL
ggAvCvCLIHE HYCLATE

Ag HEATHER DRUG Eg 100MB BASE!

OROPERIOOL; FENTANYL CITRATE (PAGE 3-64)

INJECTABLE; INJECTION
INNOVAR

/JÄNSSÉNÍPHÄRMÄ/
JANSSEN PHARMA

/ZJSNÉ/ńßińßńßńß/ñï/
2.5MG/ML;EQ 0.05MG BASE/ML

SUPPLEMENT NUMBER 6 / AUGUST '83 ­ FEBRUARY '84
DYCLONINE HYDROCHLORIDE (PAGE 3-64)

SOLUTION; TOPICAL

OTCLONE'.' о I
> DLT > /HÉPRÉIA‚PPP/ń¢H.¢H£H/ń„52/
> DLT > /12/
> ADD > ASTRA PHARM PRODS 0.52
> ADD > 12

ECHOTHIOPHATE IODIOE (PAGE 3-65)

POHDER FOR RECONSTITUTION; OPHTHALMIC

/ECHODIUE' ‚

/%$/
A .LÄBPRÄÍPRIÉS/ /ó;ö#2/

/Zï/ /Iz ¿IJ

/z¥/ /(¿1152/
/__/ /0.152/

PHOSPHOLINE IODIOE

/áä/
AYERST LABS/AMHO 0.032

/xï/
0.062

/zï/
0.1252

/__/ 0.252

EPINEPHRINE; LIDOCAINE HYDROCHLORIOE (PASE 3466)

INJECTABLE; INJECTION
22222212!

Ag PHARMATON/Sz 9ggggg¿gg;ggu
А! CIggBEIDEßgzH

ERGOLOIO MESVLATES (PAGE 3-66I

CAPSULE; ORAL
/HYPÉRGINP/
HYDERGINE LC

ERYTHROMYCIN (PAGE 3-67)

OINTMENT; OPHTHALMIC
ERVTHROMVCIN

A1 E FOUGERA/BYK-GLDN SMG/Gnu
A; PHARMADERM/BYk-GLDN 5MG/Gnu

22211222
_1 OISTA PRODS/LILLY SMG/GM

ESTRAOIOL (PAGE 3-69I

> ADO > CREAM; VAGINAL
> ADD > ESTRACE
> AOD > MEAD JOHNSON/B-M 0.012:
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GRISEOFULVINI ULTRAMICROCRYSTALLINE (PAGE 3-82)

TABLET; ORAL
FULVICIN PIG 550

Ag SCHERING звона
GRISACTIN ULTRA

Ag AYERST LABS/AMHO 165MGu

Ag 330MG!

HEPARIN SODIUM (PAGE 3-83)

INJECTABLE; INJECTION
HEPARIN SODIUM

A! NATCON CHEMICAL 12000 UNITS/MLB

HEPARIN SODIUM; SODIUM CHLORIDE ­ IN PLASTIC (PAGE 3-85)

INJECTABLE; INJECTION
HEPARIN SODIUM 5000 UNITS IN SODIUM CHLORIDE 0.452
ABBOTT LABORATORIES 100 UNITS/ML;4.5MG/MLl
HEPARIN SODIUM 10.000 UNITS IN SODIUM CHLORIDE 0.452
ABBOTT LABORATORIES 10.000 UNITS/100ML3450MG/100MLI
HEPARIN SODIUM 12.500 UNITS IN SODIUM CHLORIDE 0.452
ABBOTT LABORATORIES 5.000 UNITS/100ML;450MG/100ML!
HEPARIN SODIUM 25.000 UNITS IN SODIUM CHLORIDE 0.452
ABBOTT LABORATORIES 5.000 UNITS/100ML3450MG/100MLI

10.000 UNITS/100ML;450MG/100MLI
HEPARIN SODIUM 5000 UNITS IN SODIUM CHLORIDE 0.92
ABBOTT LABORATORIES 1.000 UNITS/100ML;900MG/100MLI
HEPARIN SODIUM 10.000 UNITS IN SODIUM CHLORIDE 0.92
ABBOTT LABORATORIES 10.000 UNITS/100ML;900MG/100MLI
HEPARIN SODIUM 12.500 UNITS IN SODIUM CHLORIDE 0.92
ABBOTT LABORATORIES 5.000 UNITS/100ML;900MG/100MLI
HEPARIN SODIUM 25.000 UNITS IN SODIUM CHLORIDE 0.92
ABBOTT LABORATORIES 5.000 UNITS/100ML;900MG/100MLI

HOMATROPINE METHYLBROMIDE (PAGE 3-86)

TABLET; ORAL
HOMAPIH-Io

/AA/ MISSION PHARMACAL 10MG

/SEDSJTÉNS SÉ
L /IOMG/

HYDRALAZINE HYDROCHLORIDE (PAGE 3-86)

TABLET; ORAL
HYDRALAZIHE HCL
PAR PHARMACEUTICAL 100MB!
PUREPAC/KALIPHARMA 50MB!I’

I?.

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

TABLET; ORAL
/RrIIsfïÀ-II/
RESERPINE. HYDROCHLOROTHIAZIDE. AND HYDRALAZINE HCL

RESERPINE. HYDRALAZINE HCL. AND HYDROCHLOROTHIAZIDE
BP REID-PROVIDENT LABS 25MG;15MG;0.1MG!

HYDROCHLOROTHIAZIDE; RESERPINE (PAGE 3-89)

TABLET; ORAL
RESERPINE AND HYDROCHLOROTHIAZIDE

BP CORD LABORATORIES 50MG§0.125MGI

HYDROCHLOROTHIAZIDEE SPIRONOLACTONE (PAGE 3-89)

TABLET; ORAL
SPIRONOLACTOHE N/ HYDROCHLOROTHIAZIDE

AQ PUREPAC/KALIPHARMA 25MG;25MGl

HYDROCORTISONE (PAGE 3-90)

CREAM; TOPICAL
ELDECORT

/Aj/ ELDER PHARMS /0552/
HYBRoCoRTISoHg

A1 BAY LABORATORIES Ag!
А! £222“

LOTION; TOPICAL
/dELACdRT I ‚

DMN.
INPIISIRIÉS/ /Ш

A1 нарды PHARMACEUTICAL Ag!
HVBROCORTISONE
MERICON INDUSTRIES 0.52

/ff /TIIIIRE/IIAIISBI/ тещ
OINTMENT; TOPICAL
HYDROCORTISOHE
BAY LABORATORIES дан

IZ
IZ p U!à

молитв/иногда‘пришита
T

/m/,IJPÉI/IIIN/ /Afíi/
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KANAMYCIN SULFATE (PAGE 3-102)

INJECTABLE; INJECTION
KANAMYCIN SULFATE
INTL MEDICATION SYS EQ 500MG BASE/2ML!

EQ 18M BASE/5ML!
v EIIIIIIA Aas/B n/ /I 282224/.A 1:1 f в с

/Ent ÖHGÍÍNLÍÍ

/ ILE SHIÃ/
EQ 75M@ BASE/2ML
EQ 500MG BASE/2MLЩ

A

BRISTOL LABS/B­M

LIDOCAINE HYDROCHLORIDE (PAGE 3-104)

INJECTABLE; INJECTION
LIDCCATCN
PHARMATON/SZ g2!Iâ

METHOCARBAMOL (PAGE 3-117)

TABLET; ORAL
METHOCARBAMOL
ROXANE LABORATORIES 500MG!

750NGU

METHYLPREDNISOLONE (PAGE 3-120)

TABLET; ORAL
METHYLPREDNISOLONE

BP DURAMED PHARMS 4MGI

METHYLTESTOSTERONE (PAGE 3-121)

TABLET; BUCCAL/SUBLINGUAL
METHYLTESTOSTERONE

/PP/ /ÍAHNÉÍPÁÚLSÉN/ /ïßñß/

METRONIDAgggg (PAGE 3-122)

INJECTABLE; INJECTION
METRONIDAZOLE

A! ABBOTT LABORATORIES 500MG/100ML!
METRONIDAZOLE IN PLASTIC CONTAINER

A! ABBOTT LABORATORIES 500MG/100ML!
METRO I.V. IN PLASTIC CONTAINER

A! AM MCGAN/AM HOSP 500MG/100ML!

METRONIDAZOLE (PAGE 3-122)

TABLET; ORALЩ
Ag PAR PHARMACEUTICAL zsonGu
Ag §00MGB

NANDROLONE DECANOATE (PAGE 3-125)

INJECTABLE; INJECTION
NAHDRCLCNE DECANCATE

Ag CARTER-GLOSAU zoons/MLB
Щ LEMON Щ

50MB/ML
Ag LTPHO-MEO ggggggggи
Ag zoons/MLB
A9 MAURRY BIOLOGICAL 100MB/MAI

NAPHAZOLINE HYDROCHLORIOE (PAGE 3-125)

SOLUTION/DROPS; OPHTHALMIC
VASOCCN

>_211_>/éi/ ÍÉÑZP7PRÍ¢¢¢PERÑISN/ /2212/

> ADD > AI COOPERVISION PHARMS 0.12

NICOTINE RESIN COMPLEX (PAGE 3-127)

GUM. CHENING; ORAL
NICORETTE
MERRELL DON/DON CHEM EO ZMS БАЗЕ!

NITROGLYCERIN (PAGE 3-128)

INJECTABLE; INJECTION
NITRCNAL

A! G POHL-BOSKAMP 5MG/ML!
IMG/ML!

TRIDIL
AM CRITICAL CARE/AHS 0.5MG/MLI

NYSTATIN (PAGE 3-129)

OINTMENT; TOPICAL
NYSTATIN

> AOD > Т CLAY-PARK LABS 1002000 UNITS/GMI

POWDER; ORAL
NILSTAT
LEDERLE LABS/AM CYAN 1002!
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EgEDNISOLONE SODIUM PHOSPHATE (PAGE 3-197) PROPANTHELIN; BROMIDg (PAGE 3-1531

SOLUTION/OROPS; OPHTHALMIC TABLET; ORAL

/INPLAHAÉÉ/
PROPANTHELINE BROMIDE

/Ai/ Tgñäß?) /COOPERVISN/ /Ég'úfiá'ńASE/ 99 PAR PHARMACEUTICAL IsMGu
¿NPLAMASE MILD

A1 COOPERVISION PHARMS Eg 0.112 PHosPMATE
INFLAMASE FORTE PROPOXYPHENE HYDROCHLORIDE (PAGE 3-153I

/if/ ЖИЛИЩЕ-‘ШИНЫ /_É2_'6.~'_L 'B_ÄSÉ./
A1 COOPERVISION PHARMS 59 0.92 PHOSPHATE CAPSULE; ORAL

METRETOA PRoPoxvPHENE HCL
/Aj/ SCHERING EO 0.52 PHOSPHATE AA RICHLYN LABORATORIES 65MB

> ADO > PREOAIR
> ADD > A1 PHARMAFAIR 59 0.112 PHOSPHATE!

PREDAIR FORTE PROPYLTHIOURACIL (PAGE 3-1541
91 PHARMAFAIR 59 0.92 PHOSPHATE

/ÁI/ PREONIsggůïññSgůäëss7HîsPïâëâ/
TABLET; ORAL

г ‚ I. ъ PROPVLTHIOURACIL
/12/ /PII/ MYI-AN. PIIÁIIIIS/ шиш

A1 BARNES-MIND PHARMS 5 0.112 PHOSPHATE
AT

/ää/
/HÁÚRRYÍBIPLPGIßÁï/ / PSEUDOEPHEDRINE HYDROCHLORIDE- TRIPROLIOINE HYDROCHLORID

/__/ / (PAGE 3-155|

91 MAURRY BIOLOGICAL E 0.112 PHOSPHATE
A1 E 0.92 PHOSPHATE SYRUP; ORAL

> ADD > ACTAHIST
> ADD > AA HR CENCI LABS 50H815ML;1.25MG/5ML!

PREONISOLONE TEBUTATE (PAGE 3-147) /PSEUOOOINE
/AA/ 7BÃYÍÍXEORATORIES/ /ádńdìáńúíiíááńáláńü/

INJECTABLE; INJECTION /TRIACIN
HVDELTRA-TBA /AA/ 7ÑXÍLÍPHARMjńŕß/BARRE/BOMB/5MLfilááńéláńd/

> ADO > BP MSOD/MERCK гоне/91 TRIPOSEO
> AOD > PREDNISOLONE TEBUTATE >_Agg_> AA HALSEY DRUG gggggggg§ggg§gggggg!
> ADD > BP слитка-010910 LABS гоне/919

TABLET; ORAL
TRIJSUDO

PREDNISONE (PAGE 3-1471 /AA/
/
7ROfPHÃRMACEUTICAL/ /édńáíéláńá'/

А!’
/TRIPOORIHE

. . PIIÄIIHÁIÍÄII/ /¿_ILI2;'L'SHO/TABLET; ORAL
PREDNISONE TRIPROLIOINE AND PSEUDOEPHEDRINE

BX ПИКАПЕ!) PHARMS 5MG*I
а?

BOLAR PHARMACEUTICAL 60MG;.2.5MG!!
Bx IOMCR /_1/ /RESÍrRÁRD/ /ëääääëläñë/
BX ЗОНЕ)! TRIPROLIOINE MCL AMD PSEUDCEPHEORINE HCL

AA CHELSEA LABORATORIES gggg;gggggn

PROCAINAMIDE HYDROCHLORIDE (PAGE 3-149)
QQINIDINE GLUCONATE (PAGE 3-157)

CAPSULE; ORAL
PROCAN TABLET. CONTROLLED RELEASE; ORAL

/áâ/
PARkE-DAVIS/H-L /áSOMG guINIDIHE OLUCONATE

/__/ /_____/ Ag ROXANE LABORATORIES ggggg!
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SULFINPYRAZONE (PAGE 3-169) THEOPHYLLINE (PAGE 3-176)

CAPSULE; ORAL (FOR CONTROLLED RELEASE PRODUCTS - SEE SPECIAL NOTE C.)
SULFINPYRAZONE

> ADD > AQ VANGARD LABS/MNM гоонзи CAPSULE, CONTROLLED RELEASE; ORAL
SOMOPHYLLIN­CRT

BC FISONS 100MG
SULFISOXAZOLE (PAGE 3-170) THEO-24

I BC SEARLE/SEARLE PHARMS IOOHGI
> шт › мRг/катеты гоомви
› DLT > /GANTRISIN/II I 300MB:
> оьт ›/ш тяги. пост /IIR/
> DLT > /RORó-SULP/ ELIXIR; ORAL
>_0__.LT>/Á_1‘/ 7FEILI'ÃÑBf'RÄNÍPS/ /.Н Ешхомхн

AA HR CENCI LABS 80MG/15HLM

TERBUTALINE SULFATE (PAGE 3-173) SOLUTION; ORAL
THEOLAIR

TABLET; ORAL AA RIKER LABS/3M BOMS/15ML
BRICANYL THEOPHYLLINE

> DLT > МН /ÄSÍRÁ'PIIÁRH'PIIPIIS/ /AJSIIG/ ‚м. ROXANE LABORATORIES ___вонэдзш
› OLT > /BP/ /SHG/
> ADD > BP MERRELL пои/пои CHEM 2.5MG TABLET. CONTRDLLED RELEASE; ORAL
> ADD > BP 5MG THEOCONTIN

BC PURDUE FREDERICK гоонеи
ИМИ

TESTOSTERONE (PAGE 3-173) THEO-OUR
BC KEY PHARMACEUTICALS 200MB

INJECTABLE; INJECTION UNIPHYL
TESTOSTERONE PURDUE FREDERICK 400MB
CARTER-GLOGÀU LABS БОМG/"Ь!

THIORIDAZINE HYDROCHLORIDE (PAGE 3-178)
TETRACYCLINE HYDROCHLORIDE (PAGE 3-174)

CONCENTRATE; ORAL
CAPSULE; ORAL THIORIDAIINE HCL
TETRACYCLINE HCL AA CORO LABORATORIES SOMS/ML!

/Ag/ ZLEHROÑÍ /áSóMG/ AA 100MB/MLB

AA NATL PHARM MFG/BARRE 100MB/ML!
TABLET; ORAL
PANHMCIN TABLET; ORAL

/Ag/ UPJOHN /áSOMG/ MELLARIL
SUMYCIN Ag SANDOZ PHARMS/SANOOz 100MB

/Ag/ ER SOUIBB ANO SONS 250MG THIORIDAzIHE HCL
Ag BARR LABORATORIES азид:
22 Щ“

THALLOUS CHLORIDE. TL-201 (PAGE 3-175) Ag ISMCR
Ag венец

INJECTABLE; INJECTION Ag IOOMGu
THALLOUS CHLORIDE TL 201 Ag BOLAR PHARMACEUTICAL IOMC!
MEDI-PHYSICS 2MCI/ML Ag IOOMGH

Ag CORD LABORATORIES 10MG!
Ag IsMsu
Ag :SMG!
Ag зоне:
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ADDENDUM
DESI PENDING LIST ­ 'EXEMPT' (COURT ORDER) CATEGORY

CUMULATIVE SUPPLEMENT NUMBER 6 / AUGUST '83 - FEBRUARY ’84
> QLT > /Áńińóńńíüüfńéf'ńńéńdádńáŕfÁñf'ńáóéńńéńńŕńé'Hfńńóóńñdńfdé/ DIPYRIDAMOLE (PAGE A04)

(PAGE Ana)

‚ ,‚ ‚
TABLET; oRAL

>_2LL > таща ими DIPYRIDAMOLE
> QLT > /ÁńńńńïNÉÃ I ‚ ASCOT Hosp PHARMS зоне
>___DLT > мята. ŕHÁńńS/ /ińńńßßóńéßöńsâ/ пинты PHARMS 25M@

БОМG
75MG

ASCORBIC ACID; BIOTIN; CYANOCOBALAMIN; DEXPANTHENOL; HALSEY DRUG БОМG
ERGOCALCIFEROL; FOLIC ACID; NIACINAMIDE; PYRIDOXINE SUPERPHARM БОМG
HYDROCHLORIDE; RIBOFLAVIN PHOSPHATE SODIUM; THIAMINE
HYDROCHLORIDE; VITAMIN A; VITAMIN E (PAGE A02)

ISOSORBIDE DINITRATE (PAGE A05)
INJECTABLE; INJECTION
MVC PLUS TABLET; ORAL
ASCOT HOSP PHARMS 10MG/ML;0.006MG/ML;0.5 UGM/ML) ISOSORBIDE DINITRATE

1.5MG/MLî20 IU/MLî0.04MG/ML; > AQD > BARR LABORATORIES 30MG
4MG/MLî0.4MG/ML§0.36MG/ML;
0.3MG/ML3330 IU/MLSI IU/ML

штанам-шиши t PAGE A06 l

/ÚR `ÉÉÉÑÍÑÄÑÍEÉ'MÄLÉÄÍÉÍ'PHÉÑYEÉÓHRÍÑÉ'HYÚRÓÓHÉÓRÍÚÉÍ/ /ÍÄBÍÉÍÍfÓRÄß/
ÑYEPRCPÃÑÜEÄÑÍÑÉ'NYÜRÖÖÑÉÓRlÚÉ/(PAGE A03) /HÉÍHÄÑURUSÍÉÑOLUÑÉ/

‚ ‚‚ ‚ штилям/китами твнв/
/Ú/Lëëäiägäëjñéüŕŕ/

ш“
мишку /4n¢/m.fsn¢/snr.fsn¢/snr/

ma ‘вшитым.шитыми
/ÜÍÍÉL'ÉÉÉÍNS/ /iznafxsmfxsns/

Nidáńińé'ńmúéáféí'tádńńóńáńińé/
¥ńháááióńŕ é/(PAGE A03)

/óäńäńŕńńtń' ŕäŕiáfëí'óńüdńńńi
16 Ínëi'ŕñi füñńóñ»ñdí»ńŕÑÉ'

КАМНЕ}.ЪОЮ‘ЁФЦЁЙ.‘ЁЁЛЁМЁЁЁФЁАL/
т _'L
ggälggïígäi/(ÄÍMIÉS/ /áńńáíßñńíáfßńáíŕńńé/

/Sóllúïïéńâ'óŕlílî/

ïÉgäi/ÍÃÍMIÉSÍ /Sñé/SńiíáńG/SHA'.íńîŕS/SńïiiSńé/Sńü

QICYCLONINE HYDRQQELORIDE (PAGE A03)

SYRUPS ORAL
BAYCYCLOMINE
BAY LABORATORIES 10MG/5ML

17
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