


. CUMULATIVE

ac13

g be)

SUPPLEMENT 2 AUGA€™83 - ocraa WWa€™ WREAE TIQN
SERIAL

THERAPEUTIC EQUIVALENCE EVALUATIONS .1;
T51

ETH i

Q]. *2a€™: MAY 4 EDITION ¢

.gat N Z

7; a€ce La€™ a€™'wae™ '

-Ffa€”B 1719843 :297*, i

_ (€3 m20

mam-m A? CD c2

LIBRARY a€™.7: .1} a€™4

1a€7 Q. 11;),178€7 Q <

Ay, , "AETMS/~~M>-:A ¢$9~"4€T™"; a€ce < 3 11; 4€71 \4>
a€cea. "Zi—,wfw CO g \E

0 M537a€ 23'"A S’

DNw. ala€™T] |

IH- ~T\

MW" U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES éa€ce G! A
NJa€ ma€™ Aa€™ 35 1

4€~A©a€™ WZgi— PUBLIC HEALTH SERVICE if I 1

a€ce FOOD AND DRUG ADMINISTRATION K,
giwjmjyw NATIONAL cnnzn FOR muss AND BIOLOGICS "'



NO TEXT ON PAGE
This page does not contain any text recoverable by the OCR engine.



FOOD AND DRUG ADMINISTRATION
APPROVED vxmmnxwmmwmz 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,

1t1on, e Lis 0 cover interim revisions to the annua pul cation
of the List in its entirety. The List is comprised of several parts and some
by their nature are identified by the term "1ist". 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 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 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 deTetion 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. Hqumsqwrﬁuw 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 »>_aop > to the left of the Tine on which new
information exists. The >_awm >symbol is dropped in subsequent cumulative
supplements for that item.
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IIT. 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 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 DRUG PRODUCTS 1
DRUG PRODUCT LIST
CUMULATIVE SUPPLEMENT NUMBER Z / AUGUST 83 = OCTOBER ‘83

AMIMOPHYLLNE (PASE 3-8)
it Ak

SOLUTION: DRAL
AMINOPHYLLINE
A4 ROXANE LABORATORIES LOSMG/SMLX
TABLET; ORAL

ANINOFHYLLINE
B0  BARR LABORATORIES  100HGx
BD 200MGH
a8 VANGARD LABS/&  1OONGH
a8 200MGx

M&ﬂiﬁt&iﬁl.‘ﬂiﬁﬂﬁtmt 3-13)

I’éf . 'tﬂgﬂﬁuﬁﬂ REXERSE:. AL
st

Mkfﬂﬂ 188/ /1sve/
i

/#ﬁf M&Wﬁ#] ﬁij%

ASPIRIN: BUTALBITAL (PAGE 3-15)
TABLET; ORAL
AXOTAL

ADRIA LABORATORIES  650MG;50M6M

(PAGE 3-15)

TABLET; ORAL
ASPIRIN AND CAFFEINE W/ BUTALBITAL
PUREPAC/KALIPHARMA  325MG; 50M6 ; 40MGH

ASEIRINi BUTALBIVAL; CAFFEINE; PHENACETIN (PAGE 3-15)
TABLET: ORAL

1) CTRREFAEAACININY /4000 S0 i 86

(PAGE 3-15)

CAPSULE; ORAL
SYNALGOS-DC

IVES LABS/AMHO 356.4HG; 30MG; 16HGR

Google

>_ago >
_ADD >

“(PAGE 3-15)

CAPSULE; ORAL

(PAGE 3-16)

CAPSULE; ORAL
DARVOH COMPOUND =68

AR ELT LILLY INDSTRS/PR J89MG$32.GMGIEEMG
PROPOXYPHENE COMPOUND 65

AA LEMHON B891G i 32, SMG 3 H5HGN

§K-65 COYPOUND
A SKAF LABORATORIES  JBOMGI3Z,GMGIEEMGN
ASPIRIN; CARISOPRODOL (PAGE 3-14)

TABLET; ORAL
SOMA COMPOUND
WALLACE PHARMS/C-M  325MG;200MGN

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

TABLET; ORAL
SOMA COMPOUND W/ CODEINE

WALLACE PHARMS/C-W  325MG;200MG;16M6X
ASPIRIN; HYDROCOOONE BITARTRATE (PAGE 3-16)
TABLET; ORAL
VICOPRIN

KNOLL PHARMACEUTICAL 500MG;5HGNM

BACAMPICILLIN HYDROCHLORIDE (PASE 3-18)
TABLET; ORAL

SPECTROBID
~ PFIZER LABS/PFIZER 800MSH

BENZTHIAZIDE (PAGE 3-20)

Vi
BT s iR e ) oy
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DRUE PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '&3 - OCTOBER '&3

>_ADD > CEFUROXTHE SODIUM (PAGE 3-30)
> ADD > INJECTABLE; INJECTION

>_ADD > ZINACEF
>_ADD > GLAXO EQ 750M6 BASE/VIALM
2_ADD > EQ 1.56M BASE/VIALM

CHLORDIAZEPOXIDE (PAGE 3-33)

CAPSULE, CONTROLLED RELEASE; ORAL
LIBRELEASE
HOFFMANN-LA ROCHE 30MGH

ID (PAGE 3-33)
CAPSULE; tIML

CHLOROTHTAZIDE (PAGE 3-35)
TABLET3 ORAL

CHLOROTHIAZIDE
1) CHELSEA LABORATORIES 2E0MEM
AB 500MGH

CHLORPHENIRAMINE MALEATE (PAGE 3-36)

TABLET; ORAL

CHLORPHENTRANTIHE MALEATE
PP R i a5 g - Y

CHLORTHALIDONE (PAGE 3-38)
TABLET; ORAL
A

CHLORTHALIDONE
AB PUREPAC/KALIPHARMA  5OMGx

CHLORZOXAZONE (PAGE 3-39)
TABLET; ORAL

EHLORZOXAZONE
AA PAR PHARMACEUTICAL  250MGM

Google

CORTICOTROPIN (PAGE 3=43)
i n;@@'ﬁ%miﬁgwxy
> >
SR g RGN W)
CYANOCOBALAMIN (PAGE 3-44)
INJECTABLE; INJECTION
&8 nseo/mercx S A/
148/ DAVIS/H-L Jo. it/

CYPROHEFTADINE HYDROCHLORTDE (PAGE 3-66)
TABLET; ORAL
CYPROHEPTADINE HOL
3400 > A% OURAMED PHARMS shem

DESOXTHMETASONE (PAGE 3-49)

OINTHENT; TOPICAL
TOPICORT
HOECHST-ROUSSEL 0.25m

DEXAMETHASONE (PAGE 3-49)

SOLUTION; ORAL
DEXAMETHASONE
ROXANE LABORATORIES 0.5M5/5MLK
DEXAMETHASONE INTEMSOL
ROXANE LABORATORIES 0.5MG/0.5MLm

TABLET: ORAL
DECADRON
BP MS&0/MERCK 616
DEXAMETHASONE
BP ROXANE LABORATORIES 6MGHM
1HMGH

DEXAMETHASONE SODIUM PHOSPHATE (PAGE 3-50)
INJECTABLE; INJECTION
Jribiddddr’ “hidddndve/

HEXADROL

14 ORGAMNON/AKZONA EG SME_PHOSPHATE/NL
EQ 2006 PHOSPHATE/ML
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DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST "83 - OCTOBER '83 5
EENTANYL _CIVRATE (PASE 3-75)

INJECTABLE: IMJECTION

SUBLIMAZE
FARRSSER PARRA/

JANSSEH PHARMA

14,5080

EQ 0.05MG BASE/ML

FLUOXYHESTERONE (PAGE 3-77)

)mn) BP

TABLET; ORAL
FLUOXTMESTERONE
COLHED LABORATORIES 10HGx

SENTAMICIN SULFATE (PAGE 3-79)

aY

]

BE RREERRRERE RRREERRERERRRE

CREAM; TOPICAL

BENTAFAIR
PHARMAFATR E_1MG BASE/Giw
M|
NHC LABORATORIES EQ ING BASE/GMm

THJECTABLE; TNJECTION
BEWTAMICTH SULFATE
ABBOTT LABORATORIES EQ 60ME BASE/LOOMLX
EQ_70MG BASE/100MLXN
EQ BOMG BASE/100MLn
EQ_90HG BASE/100MLN
EQ 100MG BASEZ1004LX
EQ 1.2M6 BASE/MLE
EQ 1.4MG BASE/MLY
EQ 1.6ME BASE/HMLM
EQ 1.8MG BASE/MLE
EQ 2ME BASE/MLM

EQ_10MG RASE/MLN
EQ GOME BASE/MLM
EQ _40HG DASE/MLMN

S eoN
ABBOTT LABORATORIES EQ 60MG BASE/Y0GMLN
EQ _70NMG BASE/LO0MLE

EQ_B0HG BASE/100HLN
EQ 90MG BASE/100MLN
8OKG £100!

LYPHO-HED

ES 1.206 BASE/ILx

ity "R SR ety

>_ADD > AP NATCON

GOMADOTROPIN, CHORIONIC KPAGE 3-81)

INJECTABLE; INJECTION

/83846 "Bt NEAL

HEPARIN SODIUM (PASE 3-83)

INJECTABLE; INJECTION
1,000 UNITS/MLE

HOMATROPINE METHYLBROMIDE (PAGE 3-86)
TABLET; ORAL

HOMAPIN-10
1447 MISSION PHARMACAL 1006
[didd =firs 'S
PEC. )
HYDRALAZINE HYDROCHLORTDE (PAGE 3-86)
TABLET; ORAL
HYDRALAZINE HGL
AA PAR PHARMACEUTICAL  100MGx
AA PUREPAC/KALIPHARMA  SOMER
HYDRA H IDE; HYD X i
(PAGE 3-87)

>_ADD >
>_ADD >
>_ADD >

= HOLACTONE N/ WIDKS
28 PUREPAC/KALIFHARMA  25MG

TABLET; ORAL
aray

RESERFINEs HYDROCHLOROTHIAZIDE, AND HYDRALAZINE HCL
RESERPINE, HYDRALAZINE HCL» AND HYDROCHLOROTHIAZIDE
BP  REID-PROVIDENT LABS 25MG;15MG;0.1MGH

HYDROCHLOROTHIAZIDE; SPIRONOLACTONE (PAGE 3-69)
TABLET; ORAL

RO

Sl did
3
1%

ROL OTTERAL LD

HYDROCORTISONE (PAGE 3-90)

"TELDER PHARMS 1988

AT BAY LABORATORIES Lum
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DRUG PRODUCT LIST / CIRMULATIVE SUPPLEMENT NMUMBER 2 / AUSUST ‘83 - OCTOBER "83

KAMANYCTN SULFATE (PAGE 3-102) CXTRIPHYLLINE (PAGE 3-131)
INJECTABLE; INJECTION TABLET, ENTERIC COATED; ORAL
KANTREX oLy
BRISTOL LABS/B-H  EQ 75WD BASE/BML PARKE-DAVIS/H-L 1005

RRR

]
1] 200v8
ED_16M BASE/ENL OXTRIPHYLLINE
4B BOLAR PHARMACEUTICAL 1004Gw
A8 20046k
LIDOCATNE HYDROCHLORTDE §PAGE 3-104)
INJECTABLE; THJECTION OXYTETRACYCLINE HYDROCHLORIDE (PASE 3-132)
AP PHARHATOMN/SZ m CAPSULE; ORAL

148/ ,%{%“Mlﬂ /e B0 LS/
METHYLTESTOSTERONE (PAGE 3-121)

TABLET; BUCCAL/SUBLINGUAL v (PAGE 3-135)
METHYLTESTOSTERONE
IBPf [IORV. PROCSEN/ 1l POMDER FOR RECONSTITUTION: ORAL
HETRONIDAZOLE (PAGE 3-122) et /

INJECTABLE; INJECTION

METE® IV, IN FLASTIO CONTATNER (PAGE 3-138)
£B AW PCGAW/AM HOSP  5OOMG/looMLx
TABLET; ORAL
TABLET; ORAL
METRONINAZO! AR FERNDALE LABS -l
AR PAR PHARMACEUTICAL 250MEx
AB 500HG%
PHENTERMINE HYDROCHLORIDE (PAGE 3-139)
NAMOROLONE DECANOATE (PAGE 3-125) CAPSULE; ORAL
ADIPEX-P
IMJECTABLE; TMJECTION Ab LEHHOH 3759
)_&EL) DAPEX-37.5
>_ADD > AO LEMON 100MG/ML >_ADD > pA FERNDALE LABS 57,568
>_ADD > 50MG/ML
>_ADD_> AQ LYPHO-MED A00MG/HMLN >_ADD > AR CAMALL 7. EHaw
> ADD > 200MG/HLK
>_ADD_> AD HAURRY BIOLOGICAL  18OME/NLM
POTASSTUM CHLORIDE (PAGE 3-143)
NITROGLYCERIN (PAGE 3-128) INJECTABLE; INJECTION
Al CHLORTD|
INJECTABLE; INJECTION / %ﬁﬂ!ﬁr‘ /
1 /
ap & POHL-BOSKAMP Mo/ J88/ /

1MG/HLY

AH CRITICAL CARE/AHS 0.5MG/MHLN

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

SOMATROPIN (PAGE 3-165)

IHJECTABLE; INJECTION
ASELLACRIN 2
ERONO LABS 2 IU/VIALM

IRSELLACRAY

ASELLACRIN 10
SPIRONOLACTONE (PAGE 3-166)
TABLETi ORAL

P LRUND

5 ADTOM
AB PUREPAC/KALIPHARMA  25MGH

SULFACETANIDE SODIUM (PAGE 3-167)
SOLUTION/DROPS; OPHTHALMIC
>_ADp >
>_ADD > AT PHARMAFAIR 30%
JESTOSTERONE (PAGE 3-173)
INJECTABLE; INJECTION

TESTOSTERONE
CARTER-GLOGAU LABS  50MG/MLM

JETRACYCLINE _WYDROCHLORIDE (PAGE 3-174)
CAPSULE; ORAL

ook TN e

TABLET; ORAL
/48/  upsoN /ddong/
48/ ER SQUIBB AMD SONS 2Z50MG

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

SOMOPHY LLIN-CRT
BC FISONS l1o0M6
THEO-24
BC SEARLE/SEARLE PHARMS 100MGN
200HGH
300MGn
SOLUTION; ORAL
JTHEOLAIR
AA RIKER LABS/3M BOMB/15ML

a4 %Amucg%r&‘ 8 l e

THEQOPHYLLINE (PAGE 3-176)
TABLET, CONTROLLED RELEASE; ORAL
THEOCONTIN
BC  PURDUE FREDERICK 200MGR

THEO-DUR
BC  KEY PHARMACEUTICALS 200MG

THIORTDAZINE WYDEOCHLOGIDE (PASE 3-178)
CONCENTRATE ; ORAL

A2 MATL PHARM MFG/BARRE 100MB/MLX
TABLET; ORAL
AR SANDOZ PHARMS/SANDOZ 100MG
JHIORIOAZINE HOL
AB BOLAR PHARMACEUTICAL 10MBM
AB AoorEs
AB CORD LABORATORLES  lOMBM
AR Ll
AB 25M8n
4B Botign
>_ADD > AB ZENITH LABORATORIES 100MGw
TIMOLOL MALEATE (PAGE 3-179)
TABLET; ORAL
BLOCADREN
MS&D/HERCK 5MG
IRIAHCINOLONE ACETONIDE (PAGE 3-180)
CREAM; TOPICAL
JRIAMOINOLOHE ACETONIDE
AT BAY LABORATORIES 0,028
AT 0.17n
AT D571
DINTMENT; TOPICAL
JRIAMCTHOLONE ACETONIDE
AT BAY LABORATORIES D.02mm
AT [ B
AT 0.57m
JTRISULFAPYRIMIDINES (PAGE 3-185)
: susne:s_;m ORAL
> DLT >
> OLT >/48/
148/




I N

V0 1310SdYD
(89T-£ 39vd) JTIVIIHTVA V WINVIIA

L

(991-£ 39vd) /RLYRYRAL/

*ZT v
WD IV IVHEYH v
HIVIVEdOAH
JIWIVHLHO $Sd0H0/NOLLNTOS

(991-£ 39vd) ITTHVITIOEL

B/ /% \ , 1w/
[ov5/ 0T y /m:%:
IYHO fl3navl
I .' _
TTETERVE/ [y, nﬁnﬁm y A/

TVH0 fHOISN34SNS
(SR1-£ 39vd) SINTCIHTERIVATRGTAL

£8. Ilﬂueﬂl m\gl?m ANIHITdNS JATIVINKND 7 LST] 1ONG0Nd Sqda



>_ADp >
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1.95
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ADDENDUN
DEST PEMDING LIST - 'EXEMPT' (COURT ORDER) CATEGORY
CUMULATIVE SUPPLEMENT NUMBER 2 / AUGUST '83 - OCTOBER ‘83

“fediddddeide
ICIILERTNE] (PAGE AD3)

ir‘utgi RIGRIES]  J20r8iangi L eng v/

FE Ty LT
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DIFYRIDAMOLE (PAGE AD4)

TABLET: ORAL
DIPYRIDAMOLE
ASCOT HOSP PHARMS 5016
SUPERPHARMN 50MG

Google
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