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De 1etions from the Drug Product List are indicated by owerstruck print in
the cumu1 ative supp1ement. De 1etions new to the current cumu 1 ative
supp1ement are indicated by the symbo1 >_DLL> (DELETE) to the 1e ft of the
symbo1 is dropped in Ø_DLTL_Ø 1ine containing the overstruck print. The
subsequent cumu1ative supp1ements for that item.
A new1y approved product is identified by the 1ozenge (rÂ«) to the right of
its strength .. This identifier remains throughout a 11 cumu1 ative
supp1ements for this edition.
B . ADDENDUM: DESI Pendimig List
Information in this cumu1 ative supp1ement fo11ows the format of the
Addendum. Additions and de 1etions are indicated in the same manner as in
the cumu1 ative supp1ement to the Drug Product List. A change in 0urrent
Status of a DESI product is a 1so indicated by an addition and a de 1etion.
11 . SPE01AL N0TES
A. 1INID10ES AND ABBREW 1/ATI0NS ::
STANDARD TERMS ::
Added Route o f Administration: INTRAPERIT0NEAL
B. REP0RT 0F 00UNTS F0R THE DRUG PR0DU0T LIST
0ategories of counts derived from product information in the Drug Product
List and from this cumu1 ative supp1ement are presented. The report
inc1 udes counts of new mo 1ecu 1 ar ent ities approved by the agency during
the current month and the past three quarters.
0., APPLI0ANT (NAME) 0HANGES
Because it is not practica1 to identify in the cumu1 ative supp1ement each
and every product invo1ved when an app1 icant transfers its entire 1 ime of
approved drug products to another app 1icant, or when an app1 icant changes
its name, the cumu1 ation of these transfers and mame changes wi 11 be
identified in this Specia1 Notes section on1y. Where on1y partia1
approved product 1ines are transferred between app1ficants, each approved
product involved wi11 appear as an app1icant mame change in the cumu1ative
supp 1ement.
APPLI0ANT (NAME) 0HANGES
Former Applicant (Name) New App 1icant (Name) New Abbreviated Name
NIAT00N 0HEM10AL 0 0 1 N0 NIAT00N 00RP0RAT10N NAT00N
ENID0 LAB0RAT0RIES 1 N0 SUB DUP0NT PHARMA0EUTICALS/ DUP0NT PHARMS/DUP0NT
EI DUP0NT DE NEM0URS AND EI DU P0NT DE NEM0URS
00 1IN0 /AND 00 1IN0
:i i



APPLI0ANT (NAME)_0HANGES
Former_App1icant_(Name) New App1icant_(Name) New Abbrevi ated Name
NESTERN RESEAR0H PHARMA0EUTI0AL BAS10-S PHARM BAS10-SØ±Ø§
LAB0RAT0RIES IN0 IN0
FEDERAL PHARMA0AL IN0 LEMM0N 00MPANY LEMM0N
PREM0 PHARMA0EUTI0AL LEMM0N 00MPANY LEMM0N
LAB0RAT0RIES IN0
N0RWN 10H-EAT0N PHARMA0EUTI0ALS N0RWN 10H-EAT0N N0RWN 10H-EAT0N PHARMS
DI W M0RT0N -N0RWN 10H PR0DS IN0 PHARMA0EUT10ALS IN0
03ENER10 PHARMA0EUT10AL B00TS PHARMA0EUT10AL B00TS PHARMA0EUTI0AL
00RP0RATI0N DI WIS10N IN0.
0F I WY LAB IN0
The reader shou 1d consu1t this speci a1 1 ist each month to become aware of such
transfers and changes. By referring to the App1icant Index in the 3rd
Edition, the transferred products can be identified. The reader might wish to
f 1 ag these products in the List as a reminder that the app1icant has been
changed .
D . THERAPEUTI0 EQUI WALEN0E EWALUATI0NS EXAMPLES
0he1se a Laboratories has performed an acceptable bio avail abi 1 ity/bioequi va -
1ence study for its 500mg su1f as a1 azime tab1ets. The therapeutic
equivalence evaluation was changed, therefore, from BP to AB. 0n page
2-11 , of the 3rd Edition of this pub1ication, 0he1 sea " s su1f as a1 azine
tablet was used as an examp 1e of a therapeutica11y imequi valent product.
The desigmation of the therapeutic equiva1ence code in the examp1e for the
4th Edition, schedu 1ed for pub1 ication in 0ctober , 1983, wi 11 be rep1 aced .
E. SUBS0RIPTI0N F0RM
The 4th Edition of this pub1 ication is scheduled to be awai 1 ab1e as a new
subscription from the Government Printing 0ffice (GP0) in 0ctober , 1983.
It wi 11 contain data current through July , 1983 . The first supp1ement to
that edition wi 11 contain updates covering both August and September,
1983, and is intended to be distributed by 6P0 with the pub1 ication. A11
supplements to the 4th Edition wi 11 be provided as part of the base
subscription price.
Subscribers to the current 1982 pub1ication wi 11 continue to receive
supp 1ements through September, 1983, to be provided updated data through
August , 1983 .
A subscript ion forni has been provided at the end of this supp 1ement to
assist in extending the subscription to this pub1 ication through the 4th
Edition (1983 pub1 ication) . This form wi 11 appear again in each remaining
supp 1ement to the 1982 pub 1ication.
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THERAPEUT IC EQUI WALENCE EWALUATI0NS 0F 0ERTAIN T0P ICAL PR0DUCTS
Recent data demonstrate that some simi l ar ly formu 1 ated post 1962 topica1
products do not necessari 1y perform simi 1 ar 1y . Topical products can be
pharmaceutica11y equivalent but may present bioequivalence problems . In
these cases, products camnot be coded AT . Pharmaceutical 1y equiv a1 ent
topical products which raise questions of bioequi w a1ence wi 11 be coded AB
when supported by c1 inica1 tri a1s or adequate bioavai 1 abi 1 ity data and BT
in the absence of such data . 0n that b as is , codes app 1y mainly to
products which are the subject of post-1962 "paper NDAs . " Mu1ti source
topical drug products approved as conventional NDAs are required to
demonstrate therapeutic equivalence to be coded AB .
In this month " s cumu l at i we supplement, betameth asome valerate cream for
T J Ro aco (Betaderm), Lemmon (Beta-Wal ) and Schering (W a1 isone) have been
coded as AB because b i0equ i w a1 ence for these pr0ducts has been
demonstrated . 0m the other hand, Schering " s new1y formu1 ated
betamethasome dipropiomate ointment (Dipro1 ene) and its existing ointment
(Diprosome), possess a potenti a1 ther aupeutic difference and have been
coded as BT , since they have been purposefu11y formu1 ated to provide
different c1 inical performance .
i V



III . REP0RT 0F 00UNTS F0R THE DRUG PR0DU0-T LIST
DES0RIPTI0N 0F REP0RT
The f0110wing report provides summary counts derived from product information in the Drug Product List and the
current cumu1 ative supp1ement. The counts appear in two sections. Section A . refers to the products in the List
and Section B . to products in the current cumu1 ative supp1ement. A new co1umn of data wi11 appear in Section A.
each three-month period fo11 owing July " 82. Section A . therefore wi 11 provide base1 ime and quarter1y data whi 1e
Section B . provides month1y activity.
USE 0F REP0RT
From the data presented under Section B . , users shou 1d be able to observe such things as (1 ) new1y approved , DESI
effective and remarketed drug products which are added to the List : (2) products that are being removed from the
List as the resu1t of withdrawal of approva1 , changes from prescription to over-the-counter status and discontinued
marketing of products ; and, (3) trends in approval of products as either mu1tisource or single source during each
month within the quarter. The report does not reflect category changes from mu1tisource to sing1e source and vice
versa. However, the net gain that resu1ts from a11 additions, de 1etions and category changes is ref1 ected in the
quarter 1y counts for mu 1t isource and sing1e source products .
Drug Product Definition
For this report, a drug product is the . representation in the Drug Product List of an active moiety (inc1udes
mo1ecu1 ar entity and its sa1ts, esters and derivatives) either as a sing1e 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
particu1 ar generic or trade name .
New Mo1 ecu1 ar Entity
The active moiety has not previously been approved (either as the parent compound or as a sa1t, ester or
derivative of the parent compound) in the United States for use in a drug product either as a sing1e ingredient
or part of a combination.
Drug_Product_Count
This report provides counts in several categories from the 1ist composed of domestica11y marketed drug products
approved for both safety and effectiveness under sections 505 and 507 of the Federal Food, Drug, and 0osmetic
Act . 0ounts of products sti 11 pending in the DES I review are not provided . Exc1 uded a1so are those approved
drug products marketed by distributors : those marketed so1ely abroad : and products now regarded as medical
devices, bio1ogics or foods. A1so not inc1uded in the counts are those dup 1icate products of a given app 1 icant
whose on1y distinguishing characteristics are items such as package size, in active ingredient(s), co1 or and
a1termate manufacturimg sites. These various counts are exc1uded because the Drug Product List itse1f exc1udes
products from these categories.
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F00D AND DRU03 ADMINISTRAT 10N
APPR0 WED PRES0RIPT I0N DRUC PR0DU0TS
W ITH
THERAPEUTI0 E0UI WALEN0E EWALUATI0NS
0UMULATI WE SUPPLEMENT
T . PREFA0E
This cumu1 ative supp1ement is one of a series of monthly updates to the
Approved Prescription_Drug__Products_ with_Therapeutic_Equivalence_Evaluations ,
37d TEdition, - (the List) to cover interim re visions to the - annua 1 pub 1ication
of the List in its entirety. The List is comprised of several parts and some
by their nature are identified by the term " 1 ist " . The cumu1 ative supp1 ements
routine 1y provide updates to two of these 1 ists: The Drug Product List and
the Addendum: DESI Pending List.
The List cannot be used effectively without the current cumu1 ative
supp1ement. Users may wish to p1 ace an aster isk (*) in the List to the 1eft
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 cumu1 ative
supp 1ement. It is a1 so suggested that ear 1 ier cumu1 ative supp 1ements be
discarded to avoid possib1e confusion. In this way, only the List and current
cumu1 at i we supp 1ement need be referenced.
A. DRUC PR0DU0T LIST
The Drug Product List cumu1 ative supp1ements inc1ude the changes made
since August 1 , 1982 . Each subsequent cumu 1 ative supp 1 ement rep 1 aces the
previous month " s cumu1 ative supp 1ement .
Information in this cumu1 ative supp1ement fo11ows the format of the Drug
Product List. The presence of any therapeutic equ iw a1ence code indicates
that the drug product is mu1tisource: the de1 et ion of a therapeutic
equi valence code indicates that the drug product has become sing1e source.
(An infrequent exception exists when a therapeutic equiva1 ence code is
re vised. In that case the de 1etion of the therapeutic equiv a1 ence code is
fo11 owed immediate1y by the addition of the revised one . )
0ontext information on drug products is provided in each cumu1 ative
supp1 ement for comp1 eteness to assist in 1 ocating the proper p1 ace in the
Drug Product List for the revision . (Strength(s) which a1 ready exist in
the pub1 ication wi 11 not be repeated for context ..) A page number in
parentheses referring to the Drug Product List is 1 ocated to the right of
the ingredient(s) .
Additions to the Drug Product List are indicated by new information in the
cumu 1 ative supplement. Additions new to the current cumu1 ative supp1 ement
to the 1eft of the 1 ime on which new Ø_are indicated by the symbo 1 >_Anp
symbol is dropped in subsequent cumu 1 ative Ø_information exists . The >_App
supp 1 ements for that item.
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