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I. PREFACE

This cumulative supplement is one of a series of monthly updates to the

roved Prescription Drug Products with Therapeutic Byuivalence Evaluations,
2nd Edition, (the List) to cover interim revisions to the annual publication
of the List in its entirety. The List is comprised of several parts and some
by their nature are identified by the term "list". The cumulative supplements
routinely” provide updates to two of these lists: The Drug Product List and
the Addendum: DESI Pending List,

The List cannot be used effectively without the current cumulative
supplement. Users may wich to place an asterisk (*) in the List to the left
of the ingredient(s) in the Drug Product List and the product name in the
Addendum to indicate that changes to that entry appear in the cumulative
supplement. It is also suggested that earlier cunulative supplements be
discarded to avoid possible confusion. In this way, only the List and current
cumulative supplement need be referenced.

A. DRUG PRODUCT LIST

The Drug Product List cumilative supplements include the changes made
since August 1, 1981. Each subseguent cumulative supplement replaces the
previous month's cumulative supplement.

Information in this cumulative supplement follows the format of the Drug
Product List. The presence of any therapeutic ejuivalence code indicates
that the drug product is multisource; the deletion of a therapeutic
equivalence code indicates that the drug product has become single source.
(An infrequent exception exists when a therapeutic equivalence code is
revised, 1In that case the deletion of the therapeutic ejuivalence code is
followed immediately by the addition of the revised one.)

Context information on drug products is provided in each cumilative
supplement for completeness to assist in locating the proper place in the
Drug Product List for the revision. A page number in parentheses
referring to the Drug Product List is located to the right of the
ingredient(s).

Additions to the Drug Product List are indicated by new information in the
cumulative supplement. Additions new to the current cumilative supplement
are indicated by the symbol >.800 > to the left of the line on which new
information exists. The >_400 > symbol is dropped in subsejuent cumulative
supplements for that item,
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APFLICANT (NAME) CHANGES

Former Applicant (Name) New licant (Name) New Abbreviated Name
D-M PHARMACEUTICALS INC LEMMON COMPANY LEMMON

LEMMON PHARMACAL COMPANY LEMMON COMPANY LEMMON

UNION CARBIDE CORPORATION CINTICHEM INC CINTICHEM

The reader should consult this special list each month to become aware of
such transfers and changes. By referring to the Applicant Index in the 2nd
Edition, the transferred products can be identified. The reader might wish
to flag these products in the List as a reminder that the applicant has
been changed.
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'APPROVED PRESCRIPTION DRUG PRODUCTS 1
DRUG PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 4/ AUGUST 4€°81 A DECEMBER'S1
ACETAMINOPHENARA-CODEINE PHOSPHATE (PAGE 1)

(CAPSULE; ORAL

TYLENOL B/ COOEINE NO. 3

'MONEIL PHARM 300MGA§30MGI

‘TYLENOL N/ CODEINE NO. 4

MCNEIL PHARM 300MG-60MG!

ELIXIR; ORAL

ACETAMIHOFHEH NL CODEIHE

Dubyu PHARMS ASSOC-BEACH 120MB/SML3 12HG/SML!

TABLET: ORAL

ACETAMINOPHEN N/ CQDEIHE PHA A« PFA E

NDDNED- D NDNE .

Dby KV PHARMACEUTICAL azezisns N... DUDYDYDy-D-

325D ASP6

D VITARINE-REST CHEM AS9ASASASASASzeAsu

ACETAMINOPHEN; OXYCODONE HYDROCHLORIDE (PAGE 2)

TABLET. ORAL

OXYCODDNE HCL AND ACETAMINOPHEN
RATORIESD-—D-—D—DD—D—H'Deb'D]

ACETCACID, GLAGAL (PAGE?2)

SOLUTION: OTIC

ASOL.
NATL PHARM MG 2ARRE s

AiPRAzOLAM (PAGE4)
TABLET, ORAL

ALPROSTADIL (PAGE 4)
B’ INJECTABLE; INJECTION
IPROSTIN VR PEDIATRIC
UPJOHN 0.5MGMLI
AMCINONIDE (PAGES)
OINTMENT; TOPICAL:

LEDERLE LABS AM CYAN 0.12!

A¢ AAACAAAA A A ATAACASA ACAACRAAD

0.25MGK *05D@D D] * 1DaD;;

v
1A

u

AMILORIDE HYDROCHLORIDE (PAGE 5)

‘TABLET; ORAL

MIDAMOR

MS-D-MERCK SMGN

AMILORIDE HYDROCHLORIDEE HYDROCHLOROTHIAZIDE (PAGE 5)
TABLET; ORAL

MODURETICS/50

MSAN-MERCK SMGSOMG

AMINOPHYLLINE (PAL:E 6

INJECTABLE; INJECTION

AMIHOPHYLLIHE

A‘g ERISTOL LAV MD DD/ PYNGD,

DDVDD DY
PYD'

TA%aAY M.mum /A’AA.A:A;.A
D §€EST-'WARD DO * DO
AMITRIPTYLINE HYDROCHLORIDE (PAGE 7)

¢AAVAAY

7250
ASPIPJN; BUTALBITAL; CAFFEINE; PHENACETIN (PAGE 11)

eyrei_ccurgy
o (CORD LABORATORIES Z00HGA"SOMGARAYOMGASISOMGE
FIORINAL

um\ SANDOZ PHARMS SANDOZ ZOOHGA  EUMGSQOHGARISOHG

Dm\ LANNETT ZOOMGA SOMGA QOMGA'IBOMBU
TABLET: ORAL

BUTALBITAL NL APC

P+D LEDERLE LABS AMCYAN ZOOHGAESUMGEQOMGAKISOMGI
PHEHORIAL

‘Pp_PHOENIX LABORATORIES ZOUHGA"SOMGEAYOMGARISUMGI
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DRUG PRODUCT LIST ~/ CUMULATIVE SUPPLEMENT MUMBER 4 / AUGUST '8l - DECEMBER '81 3

i CHLORPFROMAZINE HYDROCHLORIDE (PAGE 29)
INJECTABLE; INJECTION

LORIDE: .
H ACTATE (PAGE 21)

INJECTABLE; INJECTIOM CHLORPROMAZIHE HCL
DEXTROSE 57 TN LACTATED RINGER®S IN PLASTIC CONTAINER 148/ T TREFRRATAESTREECH AN dertd i
ap CUTTER LABORATORIES ZOMB/LOCHL}5GH/10CHL$30HG/1005L3
AP S00MG/100HL; 310HE/100MLN TABLET; ORAL
CHLORPROMAZIMNE HCL
>_ADD > BP VANGARD LABS/MWH 25MGH ¥ 50HGH
CARBAHAZEPINE (PAGE 22)
TABLET; CHEWABLE; ORAL CHLORTHALIDONE (PAGE 30)
TEGRETOL
>_ADD > GEIGY/CIBA-GEIGY 100MGn = 200MG TABLET; ORAL
CHLORTHALIDONE
AB CHELSEA LABORATORIES ZEMGH ¥ 50MGH
> _DLT > /EEPHdAveiE/ (PAGE 24) AB DAMBURY PHARMACAL  2EMBH % EMGH
>_ADD > CEPHRADINE/CEPHRADINE DIHYDRATE (PAGE 24)
CAPSULE; ORAL CHLORZOXAZONE (PAGE 30)
eE v iR ¥
>_DLT >/ 4df PR/ER. SAUXER/ [ 28 dvd "% "Bl duid/ TABLET; ORAL
>_ADD > VELOSEF °250° CHLORZOXATONE
>_ADD > AR ERSANA/PR/ER SQUIBE 250MG = E§ 250MG BASEm AA DANBURY PHARMACAL 250HGn
> > OSEF _'500° PARAFLEX
>_ADD > AB ERSANA/PR/ER SQUIBB 500MG * EG 500MG BASEWM AR MCNEIL LABORATORIES 2S50MG

POWDER FOR RECONSTITUTION: ORAL

> DLY > ;‘% s CROTAMITON (PAGE 34)
>_OLY >/ dd/ PR7ER, SAUXBE/ /1 ddrid i i "o drid o/
>_ADD > VELOSEF_*125° >_ADD > LOTION; TOPICAL
>_ADD > AB ERSAMNA/FR/ER SQUIBB 12EMG/EML >_kDD > CROTAN
> > ¥ EF_"250° >_#DD > AT OHEN LABS/DERM PRODS 10#m
>_ADD > AB ERSANA/PR/ER SGQUIBB 250MG/SML >_ADD > EURAX
>_ADD_> AT WESTHOOD PHARMS 0%
>_ADD > CERULETIDE OIETHYLAMINE (PAGE 24)
CYPROHEPTADINE HYDROCHLORIDE (PAGE 36)
>_ADD > INJECTABLE; IMJECTION
>_ADD > TYMTRAN TABLET; ORAL
>_ADD > ADRIA LABORATORIES 0.02MG/MLm SYPROWEPTADIHE HWOL
Ad DANBURY FHARMACAL GMGH
: A PREMO PHARM LABS 4MGH
CHLORAMPHENICOL (PAGE 25)
SOLUTION/DROPS: OPHTHALMIC DEXAMETHASONE (PAGE 38)
CHLORAMPHENICOL
AT MAURRY BIOLOGICAL 0.5/m TABLET; ORAL
DEXAMETHASONE

BP UPSHER-SHITH LABS 0.75HGm * 1, 5MGR

DEXTROSE; LIDOCAINE HYDROCHLORIDE (PAGE 41)

INJECTABLE; INJECTION

LIDOSAIME HCL 0.67 AND DEXTROSE S IN PLASTIG CONTAINER
e ( O 8[ e AP TRAVENOL (MES

%
TTEEH/1004L 34801/ 100HL)
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> DLT 2
>_ADD_>

>_ADD >

>_ADD >
>_ADD >
ADD >

v

DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 4 / AUGUST '@l - DECEMBER '8l 5

HALAZEPAM (PAGE 64)
TABLET; ORAL

ETHINYL ESTRADIOL; NORETHINDRONE (PAGE 56)
TABLET; ORAL-21
HORINYL 1¥35
a8 SYNTEX (FP) 0.035M5 LMGx
AB ORTHO PHARMACEUTICAL 0.035MGSIME
TABLET; ORAL-28
HORTHYL 1435
AB SYNTEX (FP) 0. 03EMG 1MGN

ORTHO-HOVUYH 1/35-25
AR ORTHO PHARMACEUTICAL 0.035MB3IMG

ELUNISOLIDE (PAGE 59)
AEROSOL; INHALATIONA/NASAL

NASALIDE
SYNTEX LABS/SYNTEX  0.025MG/INHIE

FURDSEMIDE (PAGE 62)
TABLET; ORAL

LASIK
A8 HOECHST-ROUSSEL 20M5 M &oMB

80MG

1 TR SRR TSRS AAvn, 4 AN

AB CORD LABORATORIES  20HSHM W 40MBH
aB MYLAN PHARMS 20MGM ™ GOMGH
GEMFIBROZIL (PAGE 62)

CAPSULE; ORAL
LOPID
PARKE=DAVIS/W-L

GEMTAMICIM SULFATE (PAGE 62)

INJECTABLE; INJECTIOH
GENTAMICIN SULFATE

AP CARTER-GLOGAU LABS EG 10MG BASE/ML™ ¥ EG @OMG BASE/ML

GLYCOPYRROLATE (PAGE &63)

TABLET; ORAL
GLYCOPYRROLATE

AA  DANBURY PHARMACAL  1MG: » 2MGx

uza vy (GOOGle

200HGH * 300MGH

PAXIPAM
SCHERING

HEPARIN SODIUN (PAGE 65)
INJECTABLE; INJECTION

RRRE

HEPARTN SODIUM
SOLOPAK/HPL

20MGR * 40MGR

1,000 UNITS/ML % 5,000 UNITS/ML *
10,000 UNITS/HL *

5,000 UNITS/0.5MLX X

10,000 UNITS/0.5MLn

HYDRALAZINE HYDROCHLORIDE (PAGE 67)

>_ADD > AA

YORALAZTNE HYDROCHLORIDE ;

BP

BP

TABLET; ORAL

HYDRALAZINE HCL
VANGARD LABS/HWM

PAGE 68)

TABLET; ORAL
HYDRAP-ES
PREHO PHARM LABS

Z5HGH

HYDROCHLOROTHIAZIDE; RESERP

25MG; 15MG;5 0. 1061

HYDROCHLOROTHIAZIDE/HYDRALAZINE HCL/RESERPINE

DANBURY PHARMACAL

25MG; 15MG;3 0. 1MGH

HYDROCHLOROTHIAZIDE (PAGE 68)

BlEEE

&

TABLET; ORAL
HYDROCHLOROTHIAZIDE
PREMO PHARM LABS
PUREPAC/KALIPHARH
REID-PROVIDENT LABS

VANGARD LABS/TWM

ZIDE
REID-PROVIDENT LABS

25MEn ®
,a_sggnisg EoNGH

25HGR * 5OMGH

EoMB

HYDROCHLOROTHIAZIDE; SPIRONOLACTOME (PAGE &%)

a8

>_ADD > AB
AB

TABLET; ORAL

NOLACTONE. DROCHLOROTHEA:

DAMBURY PHARMACAL

25MG3 2ENGH

SPIRONOLACTOME W/ HYDROCHLOROTHIAZIDE
LEDERLE LABS/AH CYAN 25MG3z25MGx

UPSHER-SMITH LABS
VANGARD LABSAMWM
WESTERN RES LABS

2EMG3 2EMER
s 25M5E
25MGS 25MGK
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT

LINDANE (PAGE 62)

SHAMPOO; TOPICAL
>_ADD >

LINDANE
>_ADD > AT HATL PHARM MFG/BARRE 1Zm

MAGMESIUM SULFATE; POTASSIUM CHLORIDE; POTASSIUM PHOSPHATE
MOHOBASIC; SODIUM CHLORIDE: SODIUM PHOSPHATE {PAGE 84)

SOLUTION; IRRIGATION
TIS-U-SOL IN PLASTIC CONTAINER
TRAVENDL LABS 20MG/100ML340MG/100ML 36 . 25MG/100ML 3
800MG/100ML;8. 7TEME/100MLE

MECLIZINE HYDROCHLORIDE (PAGE 85)
TABLET; ORAL

ECL.
AA CHELSEA LABORATORIES 25MGH

METHAMPHETAMINE HYDROCHLORTDE (PAGE 90)
TABLET; ORAL
METHAMPHETAMINE HOL
>_ADD > AA LEMMON SMou

METHOCARBAMOL (PAGE 91)
TABLET; ORAL

SOOMGx * 750MGH

S00MGX % F50MGH

METHOCARBANOL
Af PREMO PHARM LABS
aa UPSHER-SMITH LABS

HMETHOXSALEN (PAGE 92)
CAPSULE; ORAL
OXSORALE
JRAOC'B. ELDER/ 118e/
ELDER PHARMS 1oMG
LOTION; TOPICAL
OXSORALEN
JPAOL B ELDERS I{ij

ELDER PHARMS
METHYLDOFA (PAGE 94)
SUSPENSION; ORAL

ALDOMET

MS&D/MERCK 250M6/5MLr

Google

NUMBER & / AUGUST '81 - DECEMBER 'S1 7

METHYLPREDNISOLONE (PAGE 93)

TABLET; ORAL
PREDNISO

METHYLPREDNISOLONE
f48/  /PRENG PHARR LARS/  /dvdf
BP | PREMO PHARM LABS 4MG

HMETHYLPREDNISOLONE ACETATE (PAGE 93)
INJECTABLE; INJECTION

HMETHYLPREDNISOLONE ACETATE
BP LEHMON 20MG/MLE * BOMG/MLM

METROMIDAZOLE (PAGE 95)

>_ADD >  INJECTABLE; INJECTION
> > FLAGYL I.V. RTU IH PLASTIC COHTAIN
>_ADD > AP SEARLE PHARMS E0OHS/100HLY
>_ADD > FLAGYL I.V. RTU
>_ADD > AP SEARLE PHARMS 500MG/100ML
TABLETS ORAL
ELAGYL
a8 SEARLE/SEARLE PHARMS 250MG
E00ME

METRONIDAZOLE
AB ZENITH LABORATORIES 250MGH

MEZLOCILLIN SODIUM MOMOHYDRATE (PAGE 95)

INJECTABLE, INJECTION
HEZLIN
MILES PHARMS/MILES EQ 1GM BASE/VIALE =
EQ 2GH BASE/VIALm %
EQ 3GM BASE/VIALM * EQ 4GM BASE/VIALM

HOXALACTAM DISODIUM (PAGE 96)

INJECTABLE; INJECTION
MOXAM
ELI LILLY EQ 250MG BASE/VIALN %
EQ 500MG BASE/VIAL® »*
EQ 1GM BASE/VIALM *
EQ 2GM BASE/VIALM *
EQ 10GHM BASE/VIALM

HANDROLONE PHENPROPIONHATE (PAGE 97)

INJECTABLE; IMJECTION

DURABOLIN
ORGANOM/AKZONA 25MG/HL
DURABOLIN-5(

ORGANON/AKZONA 50HG/ML
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 4 / AUGUST 'Sl - DECEMBER "8L 9

PROMETHAZINE HYDROCHLORIDE (PAGE 120) SAFFLOMER OIL (PAGE 126)
SUPPOSITORY; RECTAL INJECTABLE; INJECTION
PPHENERGAN LIPOSYN 20X
BR WYETH LABS/AMHO 25MG # 50MG ABBOTT LABORATORIES 20xm
12.5M6
PROHETHACON
BR  ALCON LABORATORIES  25MGH % 5OMGN SECOBARBITAL SODIUM (PAGE 127)
SYRUP; ORAL CAPSULE; ORAL
0 SECODARRITAL S0DIUN
AA PHARMS ASSOC/BEACH  §6.25MB/SMLN >_ADD > AA ICN PHARMACEUTICALS 100MGR
PROPOXYPHENE HYDROCHLORIDE (PAGE 121) SELEMTUM SULFIDE (PAGE 127)
CAPSULE; ORAL LOTION/SHAIMPOD; TOPICAL
DARVEH .. SELENYUM SULFYDE
> LY >/R&¢ TJEXELEC fmg % "4sd/ AT THAMES PHARMACAL 2.5/m
>_ADD > AA ELI LILLY INDSTRS/PR * 654G -

SO0DIUM _NITROPRUSSIDE (PAGE 130)
PROTEIN HYDROLYSATE (PAGE 122)

INJECTABLE; INJECTION
INJECTABLE; INJECTION HIPRIDE

AMIGEN AP HOFFMANN-LA ROCHE 50MG/VIAL
HEAD JOHNSON/B-M 54 HITROFRESS
AP ABBOTT LABORATORIES BOMG/VIALH

PYRIMETHAMINE; SULFADOXTNE (PAGE 123)
$00IUH PERTECHNETATE, TC-99M (PAGE 130)
TABLET; ORAL

FANSIDAR SOLUTIUN. INJEETIUN. IJRAL
HOFFMANN-LA ROCHE 25MG;500MGH UM PERTECH
>ouT > /#s mmﬁmﬂﬁ /.(.éHﬁir’ri!-‘.'i L ALY
>_ADD_> 12HCI/ML % 24MCI/ML * MAHCI/HL
QUINIDINE GLUCONATE (PAGE 124)

TABLET, CONTROLLED RELEASE; ORAL SPIROMOLACTONE (PAGE 131)
GUINAGLUTE
AB BERLEX/SCHERING AG  324MG TABLET; ORAL
SUIHIDIME GLUCONATE SPYTONDLACTOHE
BOLAR PHARMACEUTICAL 324HGH a8 LEDERLE LABS/AM CYAN 25MGn
A8 UPSHER-SHITH LABS  25MGH
QUINIDINE SULFATE (PAGE 126)
SUCRALFATE {PAGE 132)
TABLET: ORAL
TABLET; ORAL
148/ ﬁ?ﬁﬂ BE&; [/ 2dnd CARAFATE
4B REXALL 200HG HARION LABORATORIES 1GMm

RAUMOLFIA SERPENTINA (PAGE 124)
'FABI.ET- UEAL
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER & / AUGUST '81 - DECEMBER 'Sl
JRISULFAPYRIMIDINES (PAGE 146)
SUSPENSION: ORAL
SULFALOID B
148/ T7OTEF EZ/CHRONC SN/ /dddid dnt
AB OMEAL JONES&FELDMAN = 50CHB/SHL
VERAPAMIL HYDROCHLORIDE (PAGE 148)
INJECTABLE; INJECTION

ISOPTIN
KNOLL PHARMACEUTICAL 2.5MG/TILx

Original from

pigitized by (30O '816 UNIVERSITY OF MICHIGAN
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