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FOOD AND DRUG ADMINISTRATION
APPROVED vxmmnzwquoz DRUG PRODUCTS
ITH
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,
4th 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 Tlists: 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. (Strength(s) which already exist in
the publication will not be repeated for context.) 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 cumulative supplement
are indicated by the symbol > app > to the left of the Tine on which new
information exists. The >_ap >symbol is dropped in subsequent cumulative
supplements for that item.
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ITI. REPORT OF COUNTS FOR THE DRUG PRODUCT LIST

DESCRIPTION OF REPORT

The following report provides summary counts derived from product information in the Drug Product List and the
current cumulative supplement. The counts appear in two sections. 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 (either 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 list 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 DRUG PRODUCTS 1

DRUG PRODUCT LIST

CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER '83

AMINOPHYLLINE (PAGE 3-8)
J0Adutn; " 0RAL/

SOLUTION; ORAL
AMINOPHYLLINE
A4 ROXANE LABORATORIES J10SMG/BMLX

TABLET; ORAL

0 LIN
BD BARR LABORATORIES 100MGX
BD 200MGx
>_ADD > AB VANGARD LABS/Mid1 100MGX
>_ADD > AB 200MGx

> DLY > /AMPHETANINE "'SULEATE/ (PAGE 3-13)
"CONTROL LD, 'RELEASES, ORAL

> OLT > JEABSCES
ST NSEHINE,
Tl A
>_DLY > /YABLEX: ORAL/
T ENIERRING/
o ety 1o
>_OLY > 11918/
>_ADD > ASPIRIN; BUTALBITAL (PAGE 3-15)
>_ADD > TABLET; ORAL
>_ADD_> AXOTAL
>_ADD > ADRIA LABORATORIES 650MG; 50MGX
ASPIRIN; BUTALBITAL: CAFFEINE (PAGE 3-15)
TABLET; ORAL

ASPIRIN AND CAFFEINE W/ BUTALBITAL
PUREPAC/KALIPHARMA  325MG;50MG;40MGN

ASPIRIN; BUTALBITAL; CAFFEINE; PHENACETIN (PAGE 3-15)
TABLET; ORAL

C. W/ ALB.
1687 “TEERRETRALIFARIR/ /40008: 60081 Gona: {46ne/

ASPIRIN; CAFFEINE; DINYOROCODEINE BITARTRATE (PAGE 3-15)
CAPSULE; ORAL
SYNALGOS-DC

IVES LABS/AMHO - 356 .4MG; 30MG;16MGH

Google

(PAGE 3-15)

CAPSULE; ORAL

ROPOXYPHENE_COM
775')3 gi gﬁ‘ SEN/ ﬁi_lﬂ i34, ¢vd 14 dididdnd/

/ EBEd ddﬁéddﬂd ‘48

[l REE T LAS/ /240 84, 6dd 14 i dnia/
/84/ TORXES/ /ddiididd.<dali¢dndiddd/
ASPIRIN; CAFFEINE; PROPOXYPHENE HYDROCHLORIDE (PAGE 3-16)

CAPSULE; ORAL
DARVON_COMPOUND-68
ELI LILLY INDSTRS/PR 389MG332.4MG3E5HG
>_ADD > PROPOXYPHENE _COMPOUND 65
>_ADD > AA LEHNON 38916332, 6MG 36 SHGN
SK-65_COMPOUND
.Y SK&F LABORATORIES  389MG332.6MG3ISBMGN

ASPIRIN; CARISOPRODOL (PAGE 3-16)

TABLET; ORAL
SOMA COMPOUND
WALLACE PHARMS/C-N  325M6;200MMG)

ASPIRIN; CARISOPRODOL; CODEINE PHOSPHATE (PAGE 3-16)

TABLET; ORAL
SOMA COMPOUND W/ CODEINE
WALLACE PHARMS/C-W  325MG3;200MG;16MGN

ASPIRIN; HYDROCODONE BITARTRATE (PAGE 3-16)

TABLET; ORAL
VICOPRIN
KNOLL PHARMACEUTICAL 500MG;5M6K

BACAMPICILLIN HYDROCHLORIDE (PAGE 3-18)

TABLET; ORAL
SPECTROBID
PFIZER LABS/PFIZER 800MGN

BENZTHIAZIDE (PAGE 3-20)

>our> L JBga)
STOUT> [0/ IRESB-PROMIOENT, CARS/ 15008
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER '83

>_ADD > CEFUROXIM (PAGE 3-30)

>_ADD > INJECTABLE; INJECTION

>_ADD > ZINACEF

>_ADD_> GLAX0 EQ 750M6 BASE/VIALM
>_ADD > EQ 1.56M BASE/VIALX

CHLORDIAZEPOXIDE (PAGE 3-33)
CAPSULE, CONTROLLED RELEASE; ORAL
LIBRELEASE
HOFFMANN-LA ROCHE 3oMexn
ID LORIDE (PAGE 3-33)

CAPSULE; ORAL

CHLORDYAZEPOXIDE HC
> our /i Wmmzzmﬁm%

G TARYy JEeasy
> DLY >/&8/ /280d/
CHLOROTHIAZYDE (PAGE 3-35)
TABLET; ORAL
CHLOROTHYAZIDE
AB CHELSEA LABORATORIES 250MGX
AB 500MGX

CHLORPHENIRAMINE MALEATE (PAGE 3-36)
TABLET; ORAL

CHLORPHENTRAMINE MALEATE
TR PRILSEN [dvd/

CHLORTHALIDONE (PAGE 3-38)

TABLET; ORAL
CHLORTHALIDONE

AB PUREPAC/KALIPHARMA  BOMGN
CHLORZOXAZONE (PAGE 3-39)
TABLET; ORAL

CHLORZOXAZONE
AA PAR PHARMACEUTICAL 250MGX

Google

CORTICOTROPIN (PAGE 3-43)
INJECTABLE; INJE

CTION
> OLT > /REFSSEYIRY. copticorfRdping
> S ? 0y d d D v
2oL > %:é; JWIE R8s/ g/ ;'5:0: ,%}'gmy

CYANOCOBALAMIN (PAGE 3-44)

INJECTABLE; INJECTION
REDISOL

148/ Ms&g,/(nencx /8. 1ML/
SYTOR
/88/ PARKE DAVIS/H-L /6. 1vd i/

CYPROHEPTADINE HYDROCHLORIDE (PAGE 3-46)

TABLET; ORAL

CYPROHEPTADINE HCL
>_ADD > AA DURAMED PHARMS 4MBX

DESOXIMETASONE (PAGE 3-49)

OINTMENT; TOPICAL
TOPICORT
HOECHST-ROUSSEL 0.257%

DEXAMETHASONE (PAGE 3-49)

SOLUTION; ORAL
DEXAMETHASONE
ROXANE LABORATORIES 0.5MG/5MLX
DEXAMETHASONE INTENSOL
ROXANE LABORATORIES 0.5MG/0.5MLx

TABLET; ORAL
DECADRON
BpP MS&D/MERCK 6M6
DEXAMETHASONE
BP ROXANE LABORATORIES 6MGX

1MGx

DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-50)

INJECTABLE; INJECTION
/iexAoddr "didsdridte/

HEXADROL
ap ORGANON/AKZONA EQ $MS PHOSPHATE/ML

EQ 20M6 PHOSPHATE/ML
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DRUS PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER '83 5

FENTANYL CITRATE (PAGE 3-75) ADOTROP IC (PAGE 3-81)
INJECTABLE; INJECTION INJECTABLE; INJECTION
SUBLIMAZE . ém'ﬂﬂ/m v, veres
>_DLT > 1 JANSSEN " PHARNA/ /8/85ve/Mt/ 148/ PAVIS/NE/ /52666
>_ADD > JANSSEN PHARMA EQ 0.05MG BASE/ML
HEPARIN SODIUM (PAGE 3-83)
FLUOXYMESTERONE (PAGE 3-77)
INJECTABLE; INJECTION
TABLET; ORAL HEPARIN SODIUM
FLUOXYMESTERONE >_ADD > AP NATCON 1,000 UNITS/ML®

>_ADD > BP COLMED LABORATORIES 1l0MGx

HOMATROPINE METHYLBROMIDE (PAGE 3-86)
SENTAMICIN SULFATE (PAGE 3-79)
TABLET; ORAL

CREAM; TOPICAL HOMAPIN-10

BENTAFATIR /84/ MISSION PHARMACAL 10M6
AT PHARMAFAIR EQ_IME BASE/GMM /Seds=Tis 'S
GENTAMICYN SULFATE 144/ / 1688/
AT NMC LABORATORIES EQ 1MG BASE/GMx
INJECTABLE; INJECTION HYDRALAZINE HYDROCHLORIDE (PAGE 3-86)
GENTAMICTN SULFATE
AP ABBOTT LABORATORIES EQ 60MG BASE/100MLX TABLET; ORAL
AP EQ 70M5 BASE/100MLX HYDRALAZINE HCL
AP EQ 8OMG BASE/ZY00MLY AA PAR PHARMACEUTICAL  100MGN
AP EQ_90HG BASE/100MLY AA PUREPAC/KALIPHARMA  50MGR
AP EQ 100MG BASE/100MLX
AP EQ 1.2M5 BASE/MLX
AP EQ 1.4MG BASE/MLY HYDRALAZINE HYDROCHLORIDE; HYDROCHLOROTHIAZIDE; RESERP.
AP EQ 1.6MG BASE/NMLY (PAGE 3-87)
AP EQ 1.8MG BASE/MLX
AP EQ 2MG BASE/MLN TABLET; ORAL
AP EQ_10MG BASE/MLM > DLT > IR=-HE1Z2-H/
AP EQ GOMG BASE/MLX >_ADD > RESERPINE, HYDROCHLOROTHIAZIDE, AND HYDRALAZINE HCL
AP LYPHO-MED EQ GOMG BASE/MLX >_ADD > RESERPINE, HYDRALAZINE HCL, AND HYDROCHLOROTHIAZIDE
SENTAMICIN SULFA LASTIC CONTAINER >_ADD > BP  REID-PROVIDENT LABS 25MG;15M6;0.1MGX
AP ABBOTT LABORATORIES EQ 60MG BASE/10OMLM
AP EQ 70MG BASE/100MLX
ae EQ 8SOMG BASE/100MLX HYDROCHL,OROTHIAZIDE; SPIRONOLACTONE (PAGE 3-89)
AP EQ 90MG BASE/100MLX
AP EQ_100NG BASE/100MLM TABLET; ORAL
AP ED 1.2MG BASE/ijLX SPYRONOLACTONE N/ HYDROCHLOROTHTAZIDE
AP EQ 1.4MG BASE/MLYX AB PUREPAC/KALIPHARMA  25MG325MGH
AP EQ 1.6MG BASE/MLX
AP EQ 1.8MG BASE/MLX
AP EQ 2MG_BASE/MLY HYDROCORTISONE (PAGE 3-90)
ISOTONIC GENTAMICIN SULFATE IN PLASTIC CONTAIN
AP TRAVENOL LABS EQ 0.8MG BASE/MLX CREAM; TOPICAL
AP EQ 80MG BASE/Z100MLX ELDECORT
> DLY >/&t/ ELDER PHARMS ]8.8%/
HYDROCRRTISCNE
AT BAY LABORATORIES 1m
AT 2.57%

Google
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NMUMBER 2 / AUGUST *83 - OCTOBER °'83

KANAMYCIN SULFATE (PAGE 3-102)

INJECTABLE; INJECTION
EX
BRISTOL LABS/B-M
500M8 BASE/2M
EQ_JGM BASE/3ML

154

LIDOCAINE HYDROCHLORIDE (PAGE 3-104)
INJECTABLE; INJECTION

LIDOCATON
ap PHARMATON/SZ 2

METHYLTESTOSTERONE (PAGE 3-121)

TABLET. BUCCAL/SUBLINGUAL
METHYLTESTOSTERONE

188 [IORE. PAOLSEN 1188/

METRONIDAZOLE (PAGE 3-122)

INJECTABLE; INJECTION
X.

AP AM MCGAW/AM HOSP 00MG/10
TABLET; ORAL
METRONIDAZOLE
AR PAR PHARMACEUTICAL  250MGH
AB 500MBX
NANDROLONE DECANOATE (PAGE 3-125)

INJECTABLE; INJECTION
NANDROLONE BECAHOATE

AC LEMMON 100M5/ML
50MG/ML
LYPHO-MED 100MG/MLR

Ao
200MG/MLX
a0 MAURRY BIOLOGICAL  10OMG/MLM

NITROGLYCERIN (PAGE 3-128)
INJECTABLE; INJECTION

NITRONAL
AP 6 POHL-BOSKAMP SMG/MLK
1MG/MLX
JRIDIL

“TAM CRITICAL CARE/AHS 0.5M6/MLx

Google

OXTRIPHYLLINE (PAGE 3-131)
TABLET, ENTERIC COATED; ORAL

cHo
AR PARKE-DAVIS/N-L 10088
AR OOMG
OXTRIPHYLLYNE
AB BOLAR PHARMACEUTICAL 100MGX
AB 200MGx
OXYTETRACYCLINE HYDROCHLORIDE (PAGE 3-132)
CAPSULE; ORAL
/dﬂd“ﬂ, . , .
SPAVIS/RCL/ /A dsdee "dAdi/
PENICILLIN V_POTASSIUM (PAGE 3-135)
POWDER FOR RECONSTITUTION; ORAL
/44 JUtidtiihg / kI
v /
PHENDIMETRAZINE TARTRATE (PAGE 3-138)
TABLET; ORAL
PHENDIMETRAZINE ATE

AA FERNDALE LABS

§

RMI YDR IDE (PAGE 3-139)

CAPSULE; ORAL
ADIPEX-P
LEMMON
>_ADD > DAPEX-37.5
>_ADD > AA FERNDALE LABS

PHENTERMINE HCL
>_ADD > ga CAMALL

[oF
N
%

1

POTASSIUM CHLORIDE (PAGE 3-143)
INJECTABLE; INJECTION

TASSIUM CHLORID
B 3% L, LABS/

&EE

1ned
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER '83

SOMATROPIN (PAGE 3-165)

INJECTABLE; INJECTION
ASELLACRIN 2

SERONO LABS 2 IU/VIALM
JRSELLACRAN
ASELLACRIN 10
SPIRONOLACTONE (PAGE 3-166)
TABLET; ORAL
OLACTONE
AB PUREPAC/KALIPHARMA  25MGN
SULFACETAMIDE SODIUM (PAGE 3-167)
SOLUTION/DROPS; OPHTHALMIC
>_ADD > SULFAIR FORTE
>_ADD_> AY PHARMAFAIR 307

JESTOSTERONE (PAGE 3-173)
INJECTABLE; INJECTION

TESTOSTERONE
CARTER-GLOGAU LABS 50MG/MLKN

JETRACYCLINE HYDROCHLORIDE (PAGE 3-174)
CAPSULE; ORAL

>_D\T_>/4d/ %Eﬁﬁﬂn’ /4d68d/

TABLET; ORAL
/88/ — UPJOHN /2ddvd/

SUMYCIN
/48/ ER SQUIBB AND SONS  250M6

JHEOPHYLLINE (PAGE 3-176)

CAPSULE, CONTROLLED RELEASE; ORAL
SOMOPHYLLIN-CRT

BC FISONS 100M6
THEO-24
BC SEARLE/SEARLE PHARMS 100MGX
200MGX
300MGN
SOLUTION; ORAL
THEOLAIR
AA RIKER LABS/3M 8SOMG/15ML
YHEOPHYLLINE
AA ROXANE LABORATORIES 80MG/1S5MLM

- Google

THEOPHYLLINE (PAGE 3-176)

TABLET, CONTROLLED RELEASE; ORAL
THEOCONTIN
BC PURDUE FREDERICK 200M6x
JHEO-DUR
BC KEY PHARMACEUTICALS 200M6 -

THIORIDAZINE HYDROCHLORIDE (PAGE 3-178)
CONCENTRATE; ORAL

ORIDA
NATL PHARM MFG/BARRE 100MG/MLM

B

TABLET; ORAL
MELLARTL

AB SANDOZ FHARMS/SANDOZ 100MG
JHIORIDAZINE HCL
AB BOLAR PHARMACEUTICAL 10MGX
AB 100HMGx
AB CORD LABORATOR.ES 10MGx
AB 15MGx
AB 25MGx
AB S0MBx
>_ADD > AB ZENITH LABORATORIES - 100MGN
JIMOLOL MALEATE (PAGE 3-179)
TABLET; ORAL
BLOCADREN
MS&D/MERCK 5M6
JRIAMCINOLONE ACETONIDE (PAGE 3-180)
CREAM; TOPICAL
AMCINOLONE 0|
AT BAY LABORATORIES 0.0257n
AT 9.1%n
aAr 9.57n
OINTMENT; TOPICAL
JRIAMCINOLONE ACETONIDE
AT BAY LABORATORIES 0.025/n
AT 0.17n
AT 9.57x%

TRISULFAPYRIMIDINES (PAGE 3-185)
\ /a04d- Raged)
> DLT > -
STOLT >/48/ /8000 e

LDER,
HISEN .
/4¢/ /iﬁi'i'ém. "LABS/BEECHAN/ S6dnd e/
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ADDENDUM

DESI PENDING LIST - ‘EXEMPT'

(COURT ORDER) CATEGORY

CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER ‘83

/GARANEdE e idvViAYES dridideiiiinAie ‘NACELTE S "FddriddsAnid
/ HERYL LAMTLY e (PAGE AD3)

IEARSICE:. CONMROLES WELERSES AL/
/ %ﬁir prt ;/uwm/ R )

%
203
wi |
%‘g

ﬂ%h‘ﬂ#ﬂ#/ 181678003 Ae o388 8L Ie o/

DIPYRIDAMOLE (PAGE AD4)
TABLET; ORAL

DIPYRIDAMOLE
ASCOT HOSP PHARMS  50MG
>_ADD > SUPERPHARM 50MG

Google

11
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