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FOOD AND DRUG ADMINISTRATION
APPROVED PRESCRIPTION DRUG PRODUCTS
WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS
CQUMULATIVE SUFFLEMENT

I. FREFACE

This cumlative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with Therapeutic Fjuivalence Evaluations,
2nd Bdition, (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 cumlative 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 caurrent cumlative
supplement. Users may wish 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 ulso suggested that earlier cumulative 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 cumulative supplements include the changes made
since August 1, 1981. Each subsejuent cumulative supplement replaces the
previous month's cumlative supplement.

Information in this cumlative supplement follows the format of the Drug
Product List. The presence of any therapeutic eguivalence code indicates
that the drug product is multisource; the deletion of a therapeutic
eguivalence code indicates that the drug product has become single source.
(An infrejuent exception exists when a therapeutic eguivalence code is
revised. In 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. amulative
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).

BAditions 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 >.ADR.> to the left of the line on vhich new
information exists. ‘The >.ap0 > symbol is dropped in subseguent cumulative
supplements for that item.
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APPROVED PRESCRIPTION DRUS PRODUCTS 1
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '81 - OCTOBER ‘61

ACETANINOPHEN; CODEINE FHOSFHATE (PAGE 1)

CAPSULE; ORAL
23 HCNEIL :Hum 300HG3 BOMBN
as MCNEXL PHARM 300MB350MEN
ELIXIR; ORAL

ACETAMIHOPHEN W/ CODEINE
B3 PHARH ASSOC/BEACH  LZOMG/EWLF1EHG/EHLM

TABLET; ORAL

OETAMTHOPHEN W/ CODETHE PHOSPHATE o
> DT >/44/ i 1 =H f,*. Edeaied{ ddvid "% " dvid O/
> li ! > 3
STADD > A) KV PHARMACEUTICAL  BZEMBI1SHG % BOoMmioMS = Soomaisons
> ADD > 325H6345H8

>_ADD > AA VITARIME/WEST CHEM  300MG;3CMGH

ACETIC ACID, GUACTAL (PAGE 2)
SOLUTION; OTIC
CETASO
AT NATL PHARM MFG/BARRE gZm

>_ADD > -ALPRAZOLAM (PAGE &)
>_ADD > TABLET; ORAL
>_ADD > XANAX

>_ADD_> UPJOHN 0.25MGH # 0.5MGH % 1MGH

> _ADD > ALPROSTADIL (PAGE %)
>_ADD > INJECTABLE; INJECTION

>_ADD > PROSTIN VR PEDIATRIC
>_ADD > UPJOHN 0.5M6/MLr

>_ADD > AMILORIOE WYDROCHLORIDE (PAGE 5)
>_ADD_> TABLET; ORAL

>_ADD > MIDAMOR
>_ADD > MS&D/MERCK EHGR
>_ADD > AMILORY H {PAGE 5)

>_ADD > TABLET; ORAL
>_ADD > MODURETIC 5/50
>_ADD > HSLD/MERCK:

er00gle

AMINOPHYLLINE (PAGE 6)
INJECTABLE; INJECTION
e Ry
TABLET; ORAL

186) TERIR RN, /0006 N 20
ab SEARLE PHARMS A00MG W Z0OMG
1881 “TREST AT 19906, 289/
ab WEST-MARD A00HG = ZOOMG

AMITRIFTYLINE HYDROCHLORIDE (PAGE 7)
TABLET; ORAL
AMITRIPTYLINE HOL
>_ADD_> AB WEST-HARD 25MEn

ASPIRIN; BUTALBITAL; CAFFEINE; PHEMNACETIN (PAGE 11)
TABLET; ORAL
BUTALBIVAL N/ APQ
a8 LEDERLE LABS/AH CYAN ZOOMG3SOMGS6O0MG;150MEN
EHEHORIAL
AB FHOENIX LABORATORIES 200MG3EOMG:40HG$130MER

ATENOLOL (PAGE 12)
TABLET; ORAL

TENORMIN
STUART PHARMS/ICI AM 50MENM * 100MSH

ATROPINE SULFATE; DIPHEMOXYLATE HYDROCHLORIDE (PAGE 13)
TABLET; ORAL
P

DIPHEWONYLATE HEL W/ ATROPIHE SULFATE
A FREMD PHARH LABS 0.025MG32.5MGH.

BECLOMETHASONE DIFROPIONATE (PAGE 14)

AEROSOL; INHALATION/MASAL
BECONASE

BN GLAXO
‘VAHCENASE

BN SCHERING

0. 042MG/IHHN
0. 042MG/INHR
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '81 - OCTOBER '8l 3

EDETATE CALCIUM DISODIUM (PAGE 51)

NJECTABLE; INJ
> LT > f VERSENATES
>TADD > CALCIUH DISODIUM VERSENATE

TABLET; ORAL
sour > IHENTE
STADD > CALCIUM DISODIUM VERSENATE
EFSOLOID MESYLATES (PAGE 52)
TABLET; SUBLINGUAL
0 I

KV PHARMACEUTICAL (I

ERGOLOID MESYLATES

-]
A8 BARR LABORATORIES  0.5MGN M AMGM
AA KV PHARMACEUTICAL  0.5MG

ERYTHROWYCIN ETHYLSUCCINATE (PAGE 531
SUSPENSION; ORAL

ERYTHROMYCIH ETHYLSUCCTHATE
AB NATL PHARM HFG/BARRE EG 200MS BASE/EWL »
28 EQ G0OMG BASE/BMLx

ERYTHRONYCIN STEARATE (PAGE 54)

TABLET; ORAL
Al

88  CHELSEA LABORATORIES EQ 250MG BASEM  EO EOOMS BASE

ESTROGENS, COMJUGATED (PAGE 55)
TABLET; ORAL
CONJUSATED ESTROGENS
BS CHELSEA LABORATORIES 0.625MGM # 1.25MG # 2.5MGH
ADTOL} THINDRONE (PAGE 563
TABLET; ORAL-21
a8 %‘Tﬁl 0. 0F5UG3AMGH
&8 o PARMEErICAL 8.035HE3 1M
TABLET; ORAL-28

MORTHYL 1435
4B smTEx (FPI

n T @@ 816

ELUNISOLIDE (PAGE 59)
SOLUTION; MASAL
NASALIDE
SYNTEX LABS/SYNTEX 0.925%m
FURQSEMIDE (PAGE 62)
TABLET; ORAL

LASIX
AB HOECHST-ROUSSEL

20MG » &0OMG
80MG
FUROSEMIDE
>_ADD > BX  CORD LABORATORIES  20MGH ® 4OMGH
A8 HYLAN PHARMS 20MEX ® GOMGH
GENTAHICTH SULFATE (PAGE é2)

INJECTABLE; INJECTION
AMICIH SULFAT

AP CARTER-GLOGAU LABS  EQ 10MG BASE/MLn » EQ 4OMG BASE/ML

SLYCOPYRROLATE (PAGE 63)
TABLET; ORAL

GLYCOPYRROLATE
A5 DANBURY PHARMACAL  1MGX ® 2MmEm

HALAZEPAM (PAGE 64)
TABLET; ORAL
PAXIPAM
SCHERING 20MGH * 40MGH

HEPABIN SODYUM (PAGE &5)

INJECTABLE; INJECTION
RIH SO0

1 SOLOPAK/TPL 1,000 UNITS/ML % 5,000 UNITS/NL ®
AP 0,000 »*
5_ADD > AP [ 0. EHLY »
>_ADD > AB 10,000 UNITS/0.5HLN
HYDRALAZINE HYDR i ZIDE; RESERPIN
(PAGE 68)
TABLET; ORAL
HYDRAP=-ES
BP  PREMO PHARM|LABE @515 15H65 0. 1MGH
HYDROGHLOROTHTAZIDE MYDRALAZINE HCI/RESERPINE
BP || \DAWBURN, PUADMACAL) - 25015; 1SMG30.1MGN
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST 'Sl - OCTOBER '81

HETHOCARBAMOL (PAGE 91)
TABLET; ORAL
R
>_ADD > AA PREMO PHARM LABS EOOMEm = FEOMGN
>_ADD > AA UPSHER-SHMITH LABS  B0OMGW » FBOMGX
HETHOXSALEN (PAGE 92)
CAPSULE; ORAL
m(SDRAI;EI! .
TR0, 'B ELOER/ [iss/
ELDER PHARMS 10MG6
LOTION; TOPICAL

OXSORALEN
TPAOL B ENBER/ 1
ELDER PHARMS s

HETHYLDOPA CPASE 94)
SUSPENSION; ORAL

ALDOHET
MSAD/MERCK 250MG/EHMLN

HETHYLPREDNISOLONE ACETATE (PAGE 93)
INJECTABLE; INJECTION

HETHYLPREDNISOLONE ACETATE
LEMHON 2

BP OMG/MLM % 8OMG/HLN

HEYRONIDAZOLE (PASE 95)
TABLET; ORAL
ELAGYL
»>_ADD > AR SEARLE/SEARLE PHARMS Z50MG
500MG
»_ADD > HETRONTIDAZOLE
>_ADD > AB ZENITH LABORATORIES ZEOMEN

(PAGE 95)

INJECTABLE», IMJECTION
HEZLIN

MILES PHARMS/HILES EQ 16M BASE/VIALM %
EQ 26M BASE/VIALE *

EQ 36H BASE/VIALM % EQ 4GH BASE/VIALM

Google

>_ADD > MOXALACTAM DISONTUM (PASE 96)

> ADD >  INJECTABLE; INJECTION

>_ADD > HOXAH

>_ADD > ELI LILLY EQ 250MC BASE/VIALN #
>_ADD > EQ 500MG BASE/VIALM %
>_ADD > EQ 16H BASE/VIAL: w
>TADD > EQ 2GM BASE/VIALE ®

> ADD > EQ 106M BASE/VIALX

NITROELYCERIN (PAGE 100)
INJECTABLE; INJECTION

>_ADD > HITROGLYEERTH

>_ADD > AP ABBOTT LABORATORIES BMB/MLX
>_ADD > NITROSTAT ‘

>_ADD > WARNER-LAMBERT 0.4MC/ ML

IRIDIL
>_ADD > AP AM CRITICAL CARE/AHS BMG/MLM

QRPHENADRINE CITRATE (PAGE 101)
TABLET, CONTROLLED RELEASE; ORAL

>our > /8¢) STRIER CARN /6o
i _lm_; a8 RIKER LABS/3H 100MB

ORFHEHADRINE CITRATE
>_ADD > AR BOLAR PHARMACEUTICAL 100MGx

PHENDIMEYRAZINE TARTRATE (PAGE 109)

TABLET; ORAL
1447 %ﬁﬁ'ﬂﬂmmﬂ {3508/
a4 ONEAL JONESAFELDMAN

X-TROZIHE
AR REXAR PHARMACAL 35MG!

PHENYLBUTAZONE (PAGE 111)
>_ADD > CAPSULE; ORAL
>_ADD > AZOLID
>_ADD > USV PHARMACEUTICAL  100MGM
POTASSIUM CHLORIDE (PAGE 113)
INJECTABLE: THJECTION

POTASSTUM CHLORTUE
AP LEMMON ZMER/MLY
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT MUMBER 2 / AUGUST '8l - OCTOBER '8l
THEOPHYLLINE (PAGE 139)
CAPSULE, CONTROLLED RELEASE; ORAL

SOMOPHYLLINE=CRT
FISONS 100HGK * Z50MGK
ELIXIR; ORAL
>_ADD > THEOPHYL 225
>-ADD > KNOLL PHARHACEUTICAL 112.5MG/15MLN

JHEOPHYLLTHE
A PHILIPS ROMANE LABS QOMB/ISMLN

SYRUP; ORAL
> ARp > TREOPHYLLINE
> ADD > " NATL PHARM WFE/BARRE 150MS/15HLE

IRIAMCINOLONE ACETONIDE CPASE 143)
CREAM; TOPICAL

>_ADD > IRIACORY
>_ADD > AT ROMELL LABORATORIES 0.,3%m
/88 " TSRPPERBAVIS, LARS] 18.4880 W 4I02 'K, I8
AT THAMES PHARMACAL 0.025% = * 0.5

IEISULFAPYRIMIDINES (PAGE 146)
SUSPENSION; ORAL

Ji8) STETE SR/ CMAULLOIY /bl
AR ONEAL JONESAFELDMAN BOOMG/BHL

YERAPANTL WYDROCHLORIDE (PAGE 148)
INJECTABLE; INJECTION

ISOPTIN
KNOLL PHARMACEUTICAL 2.5MHG/MLM

Google



ADDENDUM

DESI PENDING LIST

CUMULATIVE SUPPLEMENT NUMBER 2/ AUGUST '81 A OCTOBER '61
CURRENT STATUS A PROBABLY EFFECTIVE

Aj~ /RA%0A%U/A'PA,,RNR1A¢K/

/TA,, 4€35 4€73€%

/ A%oXIRAA¢13~HAARRA“A¢A“RIASA“NA%0A

RA¢A“RAIA®

A¢A“A,L~1A

CURRENT STATUS A EFFECTIVE/NEN SAFETY ISSUE

AGA%oN/ DsD”"D«/DDP' SON Ae

/A,,HPR AEINAHIPRALA‘SA%0A%0E/ /A%o A,,/

CURRENT STATUS A INEFFECTIVE

>DLT > /BDIAZA,fA"A,,A~ XA, LKA,/ /A¢A¢A"A¢Y/A¢A BA, AcA¢A£A" A¢As/
> OLI.>/AiA°A,, A" A, A°A, fiDRRXIREJSELJXRRIA%0RAJHAGNESINHIIRISILICAIE;
>DLT >N'N,b N,,N,D°P%b,

N" b;

CURRENT STATUS - EXEMPT (COURT ORDER) b B

Pz PP,

4€° ADD > NITRODISC SEARLE PHARMS L; B

> ADD > NITROGLYCERIN (2| 14€”

Pee 91

> AUD > TRANSDERN-NITRO 2.5 ALZAS8 g

> ADD > NITROGLYCERIN :1. b

> ADD > TRANSDERM-NITRO 5 ALZAD* g

> ADD > NITROGLYCERIN =

> ADD > TRANSDERM-NITRO 10 ALZA

> ADD > NITROGLYCERIN





