


SERIAL

\OIUEINV :IO SBLVLS 0311Ma€”

3H1 A8 03180530

@961 TA» I Am:

.The L,'ni"A©"A¢~>;3;;7,v

of Michigan

Pharmacy

Library

i, APPROVED

WITH

4T" EDITION;

SBIHVHBI'

NVEJIHOIW JO MINI-LIN"

US. DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION
NATIONAL CENTER FOR DRUGS AND BIOLOGICS
CUMULATIVE

SUPPLEMENT 1

AUG 4€783 - g|-|> a€7as

PRESCRIPTION

DRUG PRODUCTS

THERAPEUTIC EQUIVALENCE EVALUATIONS
mA»?

1115 UN|

VER

a€"OF. MICK-Hai—za€™!

NOV 21 1983

PHAR MAC?a€”

a€xBEAR!

31

/ Wne/ 5% a€K? Ya€”

Y



Digitized by GOOSIQ

Original from

UNIVERSITY OF MICHIGAN

v
.



FOOD AND DRUG ADMINISTRATION
APPROVED 1mmwnwwnﬁ“mz DRUG PRODUCTS
THERAPEUTIC EQUIVALENCE EVALUATIONS

CUMULATIVE SUPPLEMENT

I. PREFACE

This cumulative supplement is one of a series of monthly updates to the
Approved Prescription Drug Products with Therapeutic Equivalence Evaluations,

on, e [1st] to cover interim revisions to the annual pubTication
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 Tists: The Drug Product List and
the DESI Addendum.

The List cannot be used effectively without the current cumulative

supplement. Users may wish to place an asterisk (*)} in the List to the Teft
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 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, 1983, Each subsequent 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 equivalence 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. In that case the deletion of the therapeutic equivalence code is
followed immediately by the addition of the revised one.)

Context information on drug products is provided in each cumulative
supplement for completeness to assist in locating the proper place in the
Drug Product List for the revision. nmuﬂmumn:amw which already exist in
the publication will not be repeated for context.) A page number in
parentheses referring to the Drug Product List is Tocated 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 cumulative supplement
are indicated by the symbol -_aob > to the Teft of the line on which new
information exists. The =_aop »symbol is dropped in subsequent cumulative
suppTlements for that item.
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III. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

DESCRIPTION OF REPORT

The following report provides surmary counts derived from product information in the Drug Product List and the
current cumulative suppTement. The counts appear in two sectfons. 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 '83. Section A. therefore will provide baseline and quarterly
data while Section B. provides monthly activity.

USE OF REPORT

From the data presented under Section B., users should be able to observe such things as (1) 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 approval of products as either multisource or single
source during each month within the quarter. The report does not reflect category changes from multisource to
single source and vice versa. However, the net gain that results from all additions, deletions and category
changes is reflected in the quarterly counts for multisource and single source products.

Drug Product Definition

For this report, a drug product is the representation in the Drug Product List of an active moiety (includes
molecular entity and its salts, esters and derivatives) 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.

New Molecular Entity

The active moiety has not previously been approved (efther as the parent compound or as a salt, ester or
derivative of the parent compound) in the United States for use in a drug product either as a single
ingredient or part of a combination.

Drug Product Count

This report provides counts in several categories from the 1ist 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.
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APPROVED PRESCRIPTION DRUE PRODUCTS 1
DRUG PRODUCT LIST
CWJLATIVE SUPFLEMENT NUMBER 1 / AUGUST "83 & SEPTEMBER 'a3

AMINOPHYLLINE (PAGE 5-8)
20uT > /LIt ARAL

>_ADD > SOLUTION; ORAL
>_ADD > ANTHOPHYLLINE
>_ADD > AA ROXANE LABORATORIES 105MG/SMLX

TABLET: ORAL
ANIHOPHYLLINE
>_ADD > BD BARR LABORATORIES 100HGH
> _ADD > BD 200MGX
>_ADD > ASPIRTH; BUTALBITAL; CAFFEINE [PAGE 3-15)
>_ADD >  TABLET; ORAL
>_ADD > ASPIRIN AND CAFFEINE W/ BUTALBITAL
>_ADD > PUREPAC/KALIPHARMA 325MG; 50M6; 40MEN
ASPIRIN; BUTALBITAL; CAFFEINE; PHENACETIN (PAGE 3-15)
TABLET; ORAL
> DLY >/A8/ /£ 0dH 756 { okt 7 14 Gvie/
>_ADD > ASPIRIN] CAFFEINE; DIHYDROCODEINE BITARTRATE (PASE 3-15)
>_ADD >  CAPSULE; ORAL
> _ADD > SYNALGOS-DC
>_ADD > IVES LABS/AMHO 356 . 4163 3016 ; 16MEN
SPIRIN; H TING
(PAGE 3-15)

CAPSULE; ORAL

: DLY >/4&/ /

SPTIRTIN; CAFFE i ENE_HYDROCHLORIDE (PAGE 3-16)

CAPSULE; ORAL
ARVOH COMPOUND-&!

> AA ELI LILLY INDSTRS/PR 389MG}3Z.GNG3E5MG
> _ADD > SK=55_COMPOUND

>_ADD > Af SK&F LLBOR.ITD‘RIES & 'jﬂr

>_ADD > ASPIRIN: CARISOPRODQL (PAGE 3-16)
>_ADD > TABLET; ORAL
>_ADD > SOHA COMPOUND
>_ADD > WALLACE PHARMS/C-W  325MG;200MGH
>_ADD > ASPIRIN: CARISOPRODOL: CODEINE PHOSPHATE (PAGE 3-16)
>_ADD > TABLET; ORAL
>_ADD > SOMA COMPOUND W/ CODEIME
>_ADD > WALLACE PHARMS/C~H 325M6; 200MG; 16H6H
>_ADD > ASPIRIN; WYDROCODONE BITARTRATE (PAGE 3-16)
>_ADD > TABLET; ORAL
>_ADD > VICOPRIN
>_ADD > KNOLL PHARMACEUTICAL 500M6;5M6M
BACAMPICILLIN HYDROCHLORIDE (PAGE 3-18)
TABLET; ORAL
SPECTROBID
>_ADD > PFIZER LABS/PFIZER 800HGH

BETAMETHASONE VALERATE (PAGE 3-21)
CREAM; TOPICAL

>_ADD > BETAMETHASONE VALERATE
>_ADD > AB E FOUGERA/BYK-GLDN .17 BA

>_ADD_> AB PHARHADERM/BYK-GLDN EQ 0.17 BASEM
>_ADD > BETATREX

>_ADD_> 4B SAVAGE LABS/BYK-GLDN EG_0,17 BASEM

LOTION; TOPICAL

>_ADD > BETAMETHASONE VALERATE

>_ADD > 4B E FOUGERA/BYK-GLDN  EQ 0.1% BASER

3_ADD > AB PHARMADERM/BYK-GLON EG 0,17 BASEM

>_ADD > BETATREX

>_ADD > 4B SAVAGE LABS/BYK-GLDN EG 0.1% BASEX
VALISON

>_ADD > AB SCHERING EQ 0,17 BASE

OINTHENT; TOPICAL
> a!ﬂ > A
>_ADD > AB E FOUGERA/BYK-GLDN E@ 0.1% BASEM
>_ADD_> AB PHARMADERM/BYK-GLON EQ 0.17 BASEx
>_ADD > BETATREX
>_ADD_> 4B SAVAGE LABS/BYK-GLDN EG 0.17% BASEM

VALISOHE
>.ADD > AB  SCHERING g .12 mase
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DRUE PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST *B83 & SEPTEMBER '83

DEXAMETHASONE (PAGE 3-49)
>_ADD >  SOLUTION; ORAL

>_ADD > DEXAMETHASONE

>_ADD > ROXANE LABORATORIES 0.5MG/S5MLN

>_ADD_> DEXAMETHASONE INTENSOL

>_ADD > ROXANE LABORATORIES 0.5MG/0.5HLN

TABLET: ORAL

DECADRON

>_ADD > BP MS2D/MERCK &ME
DEXAMETHASONE

>_ADD > BP ROXANE LABORATORIES 6MGH

>_ADD > 1MGH

DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-50)

INJECTABLE; INJECTION
HexAdrdC " FrdseHATE/

> DLT > JHE L’ i
DRO
>_ADD > AP DRGANON/AKZONA EQ_SMG_PHOSPHATE/ML
>_ADD > EQ 20MG PHOSFHATE/TML
DEXTROSE; DOPAMINE HYDROCHLORIDE (PAGE 3-53)
IHJECTABLE; INJECTION
> DLT > TPOPARIRE Ref, AN PERTRSSE, B2
>_ADD > DOPAMINE HOL
>_ADD > AR ABBOTT LABORATORIES SGM/100ML;8O0MB/100ML
>_ADD > AR EGH/100ML § 160G/ 100HL

S_ADD_> DOPAMIME WCL TN PLASTYIC COMTATNER
>_ADD > AP ABBOTT LABORATORIES 5GHM/100ML;BOMG/50

>_ADD > AP EGM/100ML} 16 0MG/100MLY
>_ADD_> BEM/100ML ; 320HE/100HLY
YLEROP: R (PAGE 3-59)
TABLET: ORAL
DIETHYLPROPION Mol
5_ADD > A CAMALL 25MEn
DIPHENHVORAMINE HYDROCHLORTDE (PAGE 3-61)
CAPSULE; ORAL

SK-DIPHENHYDRAMTNE
>_DLT >/ 44/ SK2F LABORATORIES /dsMd/
ELIXIR; ORAL
> DLT > PEE RN L
>_DLT >/ A4 i S/ /134 ph

Google

DISULFIRAM CPAGE 3-63)

TABLET; ORAL
DISULFIRAM
>_ADD > BX CHELSEA LABORATORIES 2Z50MGN
>_ADD > BX 500M6R

DOXYCYCLINE HYCLATE (PAGE 3-64)

CAPSULE; ORAL
DOXYCYCLINE HYCLATE
>_ADD > 2B CHELSEA LABORATORIES EQ 50MG BASE

EPINEPHRINE; LTDOCATNE HYDROCHLORTDE (PAGE 3-66)

INJECTABLE; INJECTION
>_ADD > LIDOCATON

>_ADD > AP PHARMATON/SZ 0. 01MG/ML 32/
>_ADD > AP 0. 02HG/HL E2i

(PAGE 3-67)
OINTMENT; OPHTHALMIC

>_ADD > ERYTHROMYCIH
>_ADD > AT E FOUGERA/BYK-GLDN  SMG/GMM
>_ADD > AT PHARHADERH/BYK-GLDN SNG/GNm

ZILOTYCIN
>_ADD > AT DISTA PRODS/LILLY  BMG/GM

GENTAMICIN SULFATE (PAGE 3-79)
CREAM; TOPICAL

v

> GENTAFATR
>TADD > AT PHARMAFAIR EQ_ING BASE/Gim

>_ADD > GENTAMICIN SULFATE
3_ADD > AT NHC LABORATORIES EQ_1MG BASE/Gim
INJECTABLE; IMJECTION

>_ADD > AP . ABBOTT LABORATORIES EQ 60ME BASE/100MLM
>_ADD > 4P EQ 70M5 BASE/LO0HLY
>_ADD > AP EQ 80MG BASE/100MLM
>_ADD > AP EQ 904G BASE/100MLXN
>_ADD > AP .EG 10CHG BASE/100MLM
>_ADD > AP 1.2M5 BASE/MLn
>_ADD > AP EQ 1.4MG BASE/MLY
>_ADD > AP EQ@ 1.6MG BASE/HLM
>_ADD > AP E& 1.8M5 BASE/MLM
>_ADD > AP EQ 2MT BASE/MLH
>_ADD > AP EQ 10HMG BASE/MLN
>_ADD > AP EQ 40!!5 BASE/HLE
>_ADD > AP LYPHO-MED [E5._640HG BASE/MLY
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 1 / AUBUST '83 & SEPTEMBER '&3

HYDROXYZINE PAMOATE (PAGE 3-96) HETRONIDAZOLE (PAGE 3-122)
CAPSULE; ORAL INJECTABLE; INJECTION
>_ADD > METRO X.V. IN PLASTIC CONTAINER
>_ADD > AB VANGARD LABS/MWN EQ_25MG HoLx >_ADD > AP AM MCGAN/AM HOSP E00MG/100MLX
>_ADD > AR EQ EoM
TABLET; ORAL
HETRONIDAZOLE
IMIPRAMINE HYDROCHLORIDE (PAGE 3-97) > _ADD > AB PAR PHARMACEUTICAL  250MoM
>_ADD > AB E00MGH
"?ﬁﬁﬁﬁé";;/
lﬁP 1‘ ; 1ésre/ >_ADD > HANDROLONE DECANOATE (PAGE 3-125)
> m; >/ Ing/ / >_ADD > INJECTABLE; INJECTION
>_DLT >/ / >_ADD > NANDROLONE DECANOATE
>_ADD > MAURRY BIOLOGICAL  100MG/MLM
THARINE ROCH (PAGE 3-100) !
MITROGLYCERIN (PAGE 3-128)
SOLUTION; INHALATION
INJECTABLE; INJECTION
>_ADD > AW INTL MEDICATION SYS 0.167% >_ADD >
>_ADD_> AN ROXANE LABORATORIES 0.1677x >_ADD_> AP G POHL-BOSKAMP EMG/MLE
>_ADD > AW TRAVENOL LABS 8.25/n >_ADD > 1HG/HLE
TRIDIL
>_ADD > AM CRITICAL CAREZAHS 0.5MG/MLX
KANAMYCIN SULFATE (PAGE 3-102)
INJECTABLE; INJECTION OXTRIPHYLLIME (PAGE 3-131)
>_ADD > KAHAMYEYN SULEATE
>_ADD > AP INTL HEDICATION SYS EG 500MG BASE/ZMLX TABLET, ENTERIC COATED; ORAL
>_ADD > AP A EHOLEDYL
>_ADD > AB PARKE-DAVIS/H-L o008
>ur /gy TRRISIHL (A8 13y >o0> o toors
DLT >/ >_ADD > OXTRIPHYLLINE
=~_m-_>l_l !My > AR BOLAR PHARHACEUTICAL l00HGHM
>_ADD > AP BRISTOL LABS/B-M >_AUD > 2B 200M6n
>_ADD > AP !5 50046 _BASE/ZHL
>_ADD > AP ES_18Y BASE/ZHL,
OXYTETRACYCLYME HYDROCHILORIDE (PAGE 3-132)
LIDOCAINE HYDROCHLORIDE (PAGE 3-104) CAPSULE; ORAL
A sy s sy
INJECTABLE; INJECTION > >/48f ; “BAVESASL)  JEG'240nd "AAd
2, > LIDGCATON
5_ADD > AP PHARMATON/SZ 22n

(PAGE 3-135)

METHYLYESTOSTEROME (PAGE 3-121) POWDER FOR RECONSTITUTION; ORAL
e o Y ey
THYLTESTOSTERONE > S,
>_DLT > /B¢ HWE "PAOLSENS éﬂ l )
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DRUG PRODUCT LIST ¢/ CURMULATIVE SUPPLEMENT MUMBER 1 / AUGUST '63 & SEPTEMBER "83

SPIRONOLACTONE (PAGE 3-166)
TABLET: ORAL

>_ADD > AB PUREPAC/KALIFHARMA  Z5MGH

IESTOSTERONE (PAGE 3-175)

INJECTABLE; INJECTION
TESTOSTERONE

>_ADD > CARTER-GLOGAU LABS  5OMG/MLE
TETRACYCLINE HYDROCHLOAIDE (PAGE 3-174)
TABLET; ORAL
PANMYETH
> DLT >/88/ = UPJOHN 1 43dvid/

> DLT >/f6/ ~ ER SQUIBB AND SONS  250Mg

THEOPHYLLINE (PAGE 3-176)
CAPSULE, CONTROLLED RELEASE; ORAL

SOHOPHYLLIN-CRT
> ADD > BC FISONS 100M6
>_ADD_> THED-26
> _ADD > BC SEARLE/SEARLE PHARMS 100MGH
>_ADD_> 200MGH
>_ADD_> 300MGH

SOLUTION; ORAL
JTHEOLAIR
>_ADD > AA RIKER LABS/3H BOMG/1SML
>_ADD > THEOPHYLLINE
>_ADD > AA ROXAME LABORATORIES BOMB/ISMLM
TABLET, CONTROLLED RELEASE; ORAL
THEOCONTIN
> ADD > BC  PURDUE FREDERICK 200MEH

THEO-OUR
> MDD > BC  KEY PHARMACEUTICALS 200MG

H H DE (PAGE 3-178)

CONCENTRATE; ORAL
THIORIDAZINE HCL
>_ADD > AA NATL PHARH HFG/BARRE 100MB/MLX

v Google

TJHIORIDAZINE HYDROCHLORIDE (PAGE 3-178)

TABLET: ORAL
MELLARTL
>_ADD > AR SANDOZ PHARMS/SANDOZ 100MG
JTHIORIDAZIME WCL
>_ADD > AR BOLAR PHARMACEUTICAL 10MGM
>_ADD_> AB 1006
>_ADD > AB CORD LABORATORIES  10MGH

>_ADD > 25MGH
>_ADD > AB 25MGu
>_ADD > AB SoHER

TIMOLOL MALEATE (PAGE 3=-179)

TABLET; ORAL
BLOCADREN
>_ADD > MS&D/MERCK 5MG

JRIAMCINOLONE ACETONIDE (PAGE 3-180)
CREAM; TOPICAL
Al

TRIAMOTHOLONE ACETONIDE
>_ADD > AT BAY LABORATORIES 0.025718
>_ADD > AT 8.1
>_ADD > AT 8.5

OINTHENT; TOPICAL
LONE ACETONTDE

>_ADD > AT BAY LABORATORIES 0.025%n

>_ADD > AT 0.371
>_ADD > AT 9.5un

TRISULFAPYRIMIDINES (PAGE 3-185)
S?SPENSIN; ORAL
2, ]“ |
>_DLT >/48/ %ﬁ%ﬁﬁ.' S/BFECAAN Bdoae tedi/
> DLT > Fai-sattidad]
>_DLT >/48/ -PROVIDENT." LABS/ /dd6d Jenl/
our > JTRESCE S0eA3
>_OLT >/48/ i I LES/ /86dvd/

IROPICAMIDE (PAGE 3-186)
SOLUTION/DROPS; OPHTHALMIC

>_ADD > HYDRIAFAIR
>_ADD > AT PHARMAFAIR 0.57n
>_ADD > AT AZe
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ADDENDUM
DESI PENDING LIST - 'EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 1 / AUGUST *83 & SEFTEMBER '83

>_OLT > [édidndiien’ eltsviAte ! ‘G deeredtnditie ‘WACEALE{ ‘Tuddrd
> DLT > /1d0I0E] PHENYLPHOPANOLANINE HYORICHLORIOE/ ( PAGE AD3)
> DLT > JEAPSULE, CONTROLLED, REXEASES, SHALS

> DLT

>

SRE N sty st e

>y > /s%mﬂi.'ﬂﬁéu '
T aiAD
e SRR LABOHARORIRS)  JERPBNL SN A0 S e SABAG B/

DIPYRIDAMOLE (PAGE AD4%)
TABLET; ORAL

DIPYRIDAMOLE
>_apD > ASCOT HOSP PHARMS  50MG

Google
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SUBSCRIPTION FORM

APPROVED PRESCRIPTION DRUG PRODUCTS
WITH :
THERAPEUTIC EQUIVALENCE EVALUATIONS
4TH EDITION (1983)

MAIL TO DATE:

Superintendent of Documents
Government Printing Office
Washington, DC 20402

(202) 783-3238

PURCHASER: SHIP TO:
(If different than purchaser)

CONTACT: TELEPHONE (Include Area Code)

METHOD OF PAYMENT

[ Charge my GPO Account No.
[ Purchase Order Number

[ 1 Check enclosed for 5
(Make check payable to Superintendent of Documents)

AUTHORIZING DATE::
SIGNATURE

DESCRIPTION QUANTITY| UNIT PRICE | TOTAL PRICE

The &th Edition will be published in
October, 1983. Subscription includes
the Approved Prescription Drug
Products List and monthly Cumulative

Supplements.
DOMESTIC @ §67.00 5
FOREIGN @ $83.75 §

ENTER TOTAL § :
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