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APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS

19TH EDITION

CUMULATIVE SUPPLEMENT 11
NOVEMBER 1999

1.0 INTRODUCTION

This Cumulative Supplement is one of a series of monthly updates to the Approved Drug Products with
Therapeutic Equivalence Evaluations, 19th Edition (the List). The List is composed of four parts:
approved prescription drug products with therapeutic equivalence evaluations, over-the-counter (OTC)
drug products that require approved applications as a condition of marketing. drug products with
approval under Section 505 of the Act administered by the Center for Biologics Evaluation and
Research and products that have never been marketed, have been discontinued from marketing or that
have had their approvals withdrawn for other than safety or efficacy reasons.

The Cumulative Supplement provides, among other things, information on newly approved drugs and, if
necessary, revised therapeutic equivalence evaluations and updated patent and exclusivity data. The
Addendum contains appropriate drug patent and exclusivity information required of the Agency by the
"Drug Price Competition and Patent Term Restoration Act of 1984" for the Prescription, OTC. and
Drug Products with Approval under Section 505 of the Act Administered by the Center for Biologics
Evaluation and Research Lists.

The Patent and Exclusivity Lists are arranged in alphabetical order by active ingredient name. For those
products with multiple active ingredients, only the first active ingredient (in alphabetical sort) will
appear. In addition. the trade name will be displayed to the right of the active ingredient name for cach
product. Also shown is the application number and product number (FDA's internal file number) for
reference purposes. All patents with their expiration dates are displayed for each application number.
Use patents are indicated with the symbol "U" followed by a number representing a specific use. Patent
and Exclusivity information for a specific drug is indicated by an abbreviation followed by the date
upon which the patent and/or exclusivity expires. Refer to the Patent and Exclusivity Terms section
in the Patent and Exclusivity Information Addendum for an explanation of all codes and abbreviations.
Information regarding drug patents and exclusivity for an approved product will appear in this
addendum as it is received and may not correspond with the month the drug product is approved and
published in the Rx/OTC sections of the Cumulative Supplement.




~

Because all parts of the publication are subject to changes, additions, or deletions, the List must be used
in conjunction with the most current Cumulative Supplement. Users may wish to place an asterisk (*)
to the left of the ingredient(s) in the List to indicate that changes to that entry appear in the Cumulative
Supplement.

Drug product information is provided in each Cumulative Supplement for completeness to assist in
locating the proper place in the List for the revision. [Strength(s) which already exist in the List will not

be repeated for context. |

he 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.)

New additions to the Prescription Drug Product List. OTC Drug Product List, and the Patent and
Exclusivity Data are indicated by the symbol >ADD> to the left of the line on which new information
exists. The >ADD> symbol is then dropped in subsequent Cumulative Supplements for that item.

New deletions to the Prescription Drug Product List and OTC Drug Product List are indicated by the
svmbol >DLT> (DELETE) to the left of the line. The >DLT> symbol is dropped in subsequent
Cumulative Supplements for that item. The shaded print remains in the Prescription Drug Product List
and OTC Drug Product Lists in all Cumulative Supplements (hard copy only) for this edition.

Products that have never been marketed. have been discontinued from marketing or that have had their
approvals withdrawn for other than safety or efficacy reasons, will be flagged in this Cumulative
Supplement with the "@" symbol to designate their non-marketed status. All products having a "@"
symbol in the 12th Cumulative Supplement of the 19th Edition List will then be added to the

"Discontinued Drug Product List" appearing in the 20th Edition.

APPLICANT NAME CHANGES

It is not practical to identify in the Cumulative Supplement each and every product involved when an
applicant transfers its entire line of approved drug products to another applicant. or when an
applicant changes its name. Therefore. the cumulation of these transfers and name changes will be
identified in this section only. Where only partial lines of approved products are transterred between
applicants. each approved product involved will appear as an applicant name change entry in the

Cumulative Supplement.
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It is also not practical to identify each and every product involved when an applicant name is changed
to meet internal publication standards (e.g.. MSD or Zenith [Former Abbreviated Names]| are
changed, respectively. to Merck Sharp Dohme or Zenith Labs [New Abbreviated Names|). When
this occurs, each product involved (either currently in the Cumulative Supplement or in the following

year's edition) will reflect the new abbreviated name. Consequently. it will not appear as an applicant
name change entry in the Cumulative Supplement nor will the cumulation of these name changes
appear in this section

APPLICANT NAME CHANGES

FORMER APPLICANT NAME NEW APPLICANT NAML
(FORMER ABBREVIATED NAME) (NEW ABBREVIATED NAMI:)
ASTRA PHARMACEUTICALS LP ASTRA ZENECA LP
(ASTRA PHARMS) (ASTRA ZENECA)
PENEDERM INC BERTEK PHARMACEUTICALS
(PENEDERM) (BERTEK PHARMS)
SANOFI PHARMACEUTICALS INC SANOFI SYNTHELABO INC
(SANOFT) (SANOFI SYNTHELABO)

DICLOFENAC SODIUM OPHTHALMIC SOLUTION 0.1%

Two NDAs have been approved for diclofenac sodium ophthalmic solution 0.1% (DSOS), (1) Ciba’s NDA
20-037 for Voltaren and (2) Falcon Pharms™ (Alcon) NDA 20-809 for DSOS. Alcon was required to do a
study comparing their DSOS to Voltaren and to a placebo control in post cataract surgical inflammation.
This study was necessary to demonstrate that the different formulation of the Alcon drug product did not
affect the safety and/or effectiveness of the proposed drug product for this indication. Prior to the approval
of Alcon’s DSOS Ciba did clinical studies and was approved for two additional indications for the temporary
relief of pain and photophobia in patients undergoing corneal refractive surgery. Three years of Waxman-
Hatch marketing exclusivity was granted to Ciba for these two new uses.

Since the treatment of pain has a different site of action than the anti-inflammatory or photophobia
indications the Agency did not have information to support a recommendation that the Alcon and Ciba DSOS
are therapeutically equivalent for the treatment of pain. The designation of therapeutic ¢quivalence at this
time applies only to the anti-inflammatory indication. The therapeutic equivalence designation will apply to
the photophobia indication upon expiration of Ciba’s marketing exclusivity.




AVAILABILITY OF THE EDITION

[he 19th Edition of the Orange Book and its monthly cumulative supplements are available by subscription from
the Government Printing Office:

Superintendent of Documents

Government Printing Office

P.O. Box 371954

Pittsburgh. PA 15250-7954
I'he telephone number to charge your subscription is 202-512-1800. The cost is $90.00 annually
'he Approved Drug Products with Therapeutic Equivalence Evaluation (Orange Book) and related drug

information is also available on the Internet at the Food and Drug Administration, Center for Drug Evaluation and

Research. Drug Info page

I'here 1s an Electronic Orange Book Query (EOB) at hup:/www.fda.gov/cder/ob. The Query provides searching of
the approved drug list by active ingredient. proprietary name, applicant holder or applicant number. Product
search categories are: prescription. over-the-counter, discontinued drugs. There are links to patent and exclusivity
information that may be applicable to each product. The data is updated concurrently with the publication of the

annual edition or monthly cumulative supplements.

I'he Internet version of the hard copy Orange Book annual edition is at
http://www . fda.gov/cder/orange/adp.htm

I'he Internet version of the hard copy monthly supplement is at
http://www.fda.cov/eder/orange/supplement/cspreface.htm. Changes to the annual edition are listed separately by

month

I'here are ASCII text files of the Orange Book drug product data at
http://www.fda.cov/cder/orange/obreadme.htm. The drug product text files are zipped into zipobtxt.exe. The files
are updated concurrently with the publication of the annual edition or monthly cumulative supplements.

Appendix A and Appendix B are updated quarterly

I'he 19th annual edition of the 1998 Orange Book Patent and Exclusivity List is at

hitp://www.fda.gov/cder/orange/ 19bookpub.pdf.

I'he current vear Patent and Exclusivity cumulative supplement list that denotes the current month additions is at

http://www.fda.gov/cder/orange/supplement/patents.pdf.

Ihe current listing of the Orphan Product Designations and Approvals is available at
hitp://www . fda,gov/orphan/desienat/list.htm
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| This data is provided to the Division of Data Management and Services from
the Office of Orphan Products Development and it is not edited prior to

- publication.

Orphan Product Designations and Approvals List

November 1999

Name
Generic Name

. TN=Trade Name Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Treatment of somatostatin
receptor positive neurocendocrine
tumors.

111Indium
pentetreotide
TN= SomatoTher

166Ho-DOTMP Treatment of multiple myeloma.

TN=
506078 Treatment of chronic lymphocytic
TN= leukemia.

6-hydroxymethyla Treatment of histologically
cylfulvene confirmed advanced or metastatic

TN= pancreatic cancer.

6-hydroxymethyla Treatment of ovarian cancer.
cylfulvene

TN=

Louisiana State
University Medical
Center Foundation
1600 Canal St.
10th Floor

New Orleans, LA
DD=06/10/1999

70112

NeoRx Corporation
410 W. Harrison
Seattle, WA 98119
DD=02/10/1999

Glaxo Wellcome, Inc.
Five Moore Dr.

P.O. Box 13398
Durham, NC 27709
DD=09/02/1999

MGI Pharma, Inc.

6300 West 0ld Shakoppe
Rd.

Suite 110
Bloomington, MN
DD=04,/06/1999

55438

MGI Pharma, Inc.

6300 West 0ld Shakoppe
Rd.

Suite 110
Bloomington, MN
DD=07/06/1999

55438




Orphan Product Designations and Approvals List
November 1999

Name

Sponsor & Address
Generic Name

DD= Date Designated
TN=Trade Name Indication Designated MA=Marketing Approval

(9
Hh

Treatment

=
=

renal ce

carcinoma.

Suite 110
Bloomington, MN 554238

DD=07/:

/1999

AP1903 Treatment of acute Ariad Gene
TN=

‘herapeuti

T

Cambridge

Topical treatment of cut aneous
TN= Panretin lesions in patients with

elated Kaposi's sarcoma.

Alphal-proteinas For sl g of
e inhibitor emphysema in alphal-antitr vpsin

(human) deficient
TN=

H

)r head and neck

cancer,




Orphan Product Designations and Approvals List

Name
Generic Name
TN=Trade Name

November 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

P Amifostine
TN= Ethyol

Antihemophilic
factor/von
Willebrand
factor complex
(human) , dried,
pasteurized
TN= Humate-P

Artesunate
TN=

Atovaquone
TN= Mepron

Treatment of myelodysplastic
syndromes.

Treatment and prevention of
bleeding in hemophilia A
(classical hemophilia) in adult
patients; and treatment of
spontaneous and trauma-induced
bleeding episodes in severe von
Willebrand disease, and in mild
and moderate von Willebrand
disease where use of
desmopressin 1s known or
suspected to be inadequate 1in
adult and pediatric patients.

Treatment of malaria.

Prevention of Pneumocystis
carinii pneumonia (PCP) in
high-risk, HIV-infected patients
defined by a history of one or
more episodes of PCP and/or a
peripheral CD4+ (T4
helper/inducer) lymphocyte count
less than or equal to 200/mm3.

US Bioscience, Inc.
One Tower Bridge

100 Front St., Suite
400

West Conshohocken, PA
19428

DD=10/04/199%

Centeon Pharma GmbH
Emil-von-Behring-Stras
se 76

35041 Marburg

Germany

DD=10/16/1992
MA=04/01/1999

World Health
Organisation

Special Programme for
Research and Training
in Tropical Diseases
Via Appia

Geneva 27,
Switzerland
DD=07/19/1999

Glaxo Wellcome
Research and
Development

5 Moore Drive

PO Box 13398
Research Triangle
Park, NC 27709
DD=08/14/1991
MA=01,/05/1999




Orphan Product Designations and Approvals List

Name
Generic Name
TN=Trade Name

November 1999

Indication Designated

Sponsor & Address
DD= Date Designated
NL\:NIurkcHngs\pprn\ﬂl

Autologous
DNP-conjugated
tumor wvaccine
TN= M-Vax

Azathioprine
TN= Imuran

Beraprost

TN=

Bexarotene

melanoma

lcally
metastasis
and limited Stage IV

oral manifestations

ersus-host disease.

It of pulmonary arterial
lated with any

sion as

Heart Association
"]

(Ctassg 1, IT,

Treatment of cutaneous T-cell

TN= Targretin lymphoma .

Bleomycin
TN= Blenoxane

tulinum toxin

)

Dysport

Treatr

nent of pancreatic cancer.

Ligand

Pharmacet

11199
Rd.
San

DD=




s,

Orphan Product Designations and Approvals List

Name
Generic Name
TN=Trade Name

November 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Busulfan

TN= Busulfex

CT-2584 mesylate

TN

1IN=

oA

-2584 mesylate

Caffeine
TN= Eafcit

Coagulatio

or VIIa
(recombinant)

TN= NovoSeven

reparativ
treatment
bone marrow transplantation.

Treatment

Treatment
mesothelioma.

Treatment

Treatment

meningitis.

11

therapy in the
malignancies with

malignant

apnea of

bleeding episodes

A or B patients

ibitors to Factor VIII

neoplastic

Orphan Medical, Inc.
13911 Ridgedale Drive
Suite 475
Minnetonka, MN
DD=07/28/1994
MA=02,/04/1999

un
L93]
W
(o]
wun

Cell Therapeutics,
Inc.

Seattle, WA 98119
DD=04/16/1999

Cell Therapeutics,

1 Lo

201 Elliott Ave. West
Seattle, WA 98119
DD=04/

L.P.

1501 Wakarusa Drive
Lawrence, KS 66047
DD=09/20/1988
MA=09/21/1999

Novo Nordisk
Pharmaceuticals, Inc.
100 Overlook Center
Suite 200

Princeton, NJ 08540

DD=06/06/

DepoTech Corporation
10450 Scier

Drive

Center

San Diego, CA 92121

DD=06/02/1993

MA=04,01,/1999




Orphan Product Designations and Ap wrovals List
[ g PI
November 1999

Name
Generic Name
TN=Trade Name

Sponsor & Address
DD= Date Designated

Indication Designated MA=Marketing Approval

Decitabine Treatment of

myelodysplastic Pharmach
TN=

mdromes .

Swensw

The

itabine

chronic myelogenous

TN=

Denileukin Treatment of 1

leukemia.

Swensweg 5
2031

Haarlem,

Netherlands

Cle
diftitox persistent or recur
TN= Ontak

utaneous T-cell lympl
malignant cells expr
component of the II-

Doxorubicin

Oof ovarian cancer. Alza Corporati

liposome Ply

TN= Doxil

of breast cancer. Pharmacia & U

Company

secondary pulmonary

21 ano

Lo intrinsic

pPrecapillary

dlsease,




Orphan Product Designations and Approvals List

November 1999

Name
Generic Name

TN=Trade Name Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Etanercept Reduction in signs and symptoms
TN= Enbrel of moderately to severely active

polyarticular-course juvenile

rheumatoid arthritis in patients
who have had an inadequate
response to one or more
disease-modifying anti-rheumatic
drugs.

Etanercept Treatment of Wegener's

TN= Enbrel granulomatosis.

Treatment of advanced breast
cancer in postmenopausal women
whose disease has progressed
following tamoxifen therapy.

Treatment of autism.

Fluoxetine
TN= Prozac

eatment of CD33-positive acute

myeloid leukemia.

~

Immunex Corporation
51 University St.
Seattle, WA 98101
DD=10/27/1998
MA=05/27/1999

Immunex Corporation
51 University Street
Seattle, WA 98101

M
DD=04/06/1999

Pharmacia & Upjohn
7000 Portage Road
Mail Stop:
0636-298-113
Kalamazco, MI 49001
DD=09/19/1951
MA=10/21/1999

Hollander, MD, Eric
Mt. Sinai School of
Medicine, Dept. of
Psychiatry

Box 1230, One Gustave
L. Levy Place

New York, NY 10029
DD=04/30/1999

Wyeth-Ayerst
Laboratories

PO Box 8299
Philadelphia, PA
2 2 i e 1 B

DD=11/24,/1959%9




Name
Generic Name
TN=Trade Name

Orphan Product Designations and Approvals List
November 1999

Sponsor & Address
DD= Date Desienated

Indication Designated NI-\;=\Ina1icthnu;\;nlrn\wd

suanfacine
TN= Tenex

MADb
to

Humanized
(IDEC-131)
CD40L

TN=

I-13

Iodine
radiolabeled
MAb
necrosis

eatment

chimeric
tumor

Y

Japanese

attenuated)
TN=

Lia D

Watson

Ireatment
“astatic
LT

=

and IV)

Treatment

erythemat

Diego, Ca

Treatment of

Tustir CA
DD=02 12/1969

Preventi

of

n Japane

encephalitis.




Generic Name
TN=Trade Name

November 1999

Indication Designated

Orphan Product Designations and Approvals List

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

L-5-hydrox

L-glutamyl-L-try

Lidocaine

somal-cis-bi

s-neodecanoato-

s-R,R-1,2-dia

Treatment of tetrahydrobiopterin

deficiency.

Treatment of AIDS-related
Kaposi's sarcoma.

Treatment of severe aphthous
stomatitis in severely,
tex

minally immunocompromised
patients.

elief of allodynia (painful

itivity), and chronic
ost-herpetic neuralgia.

ent of malignant

thelioma.

Treatment of patients undergoing
induction therapy for acute
myeloid leukemia.

Watson Laboratories,
ing.

311 Bonnie Circle
P.O. Box 1900
Corona, CA 91718
DD=01/20/1999

Cytran Incorporated
10230 N.E. Points Dr.
Suite 530

Kirkland, WA 98033
DD=10/20/1999

Frontier
Pharmaceutical, Inc.
SUNY Farmingdale
Conklin Hall
Farmingdale, NY
DD=06/29/1999

11735

Hind Health Care, Inc.
3707 Williams Rd.,
Suite 101
San Jose, CA
DD=10/24/1995
MA=03/19/1999

> g U

Aronex
Pharmaceuticals, Inc.
8707 Technolgoy Forest
Place

The Woodlands, TX
77381

DD=0%9,/01/1999

Cell Therapeutics,

Inc.
201 Elliot Ave. W.,
Suite 400

Seattle, WA 98119

DD=06/10/1999




Orphan Product Designations and Approvals List
November 1999

Name Sponsor & Address
| Generic Name DD= Date Designated
' TN=Trade Name Indication Designated MA=Marketing Approval

Franc

U
T

Belmont, MA 02478

DD=05/25/1999

] Tre f Immunex Corporation
-progressive multiple Lversity St
L e 181 (
-08/13/1999
M1tc = e T 1
TN n I e 2lapsing multiple
Adjuvant treatment £ rariar
;
s T ent of I 11
1S mucopol 1 haridosis I utica 1
aroteaux-I ir 11 Pimental oul
Novato, ! 94949
| =) B |
X entio s ra t apl 1C diImmune, In
I 1 1 C 1R K1€ Nes latkil I L
=11 ar Rd
I = I 21 I I




Orphan Product Designations and Approvals List
November 1999

Sponsor & Address
DD= Date Designated
VIA=Marketing Approval

Name

Generic Name
I'N=Trade Name Indication Designated




Orphan Product Designations and Approvals List
November 1999

Name Sponsor & Address

DD= Date Designated
MA=Marketing Approval

Generiec Name

I'N=Trade Name Indication Designated




Name
Generic Name
TN=Trade Name

Orphan Product Designations and Approvals List
November 1999

Sponsor & Address
DD= Date Designated
VIA=Marketing Approval

Indication Designated

Y Yl ! ng rporatioln !
FA B Il Hi
DD={ S
[ I 1 1L 1 ntl
Yo -
=1 L
Frea
i -Laurent, uel
Alld Al
DD=04 19
i I 1d P 1 14l s L -
1 ~
1Y )
£ 5 1] =
1 N7 ja
1 4
1 1
1 - t 14 )
1 e 1




Name
Generic Name
TN=Trade Name

Orphan Product Designations

November 1999

Indication Designated

and Approvals List

Sponsor & Address
DD= Date Designated
NL\=Nlurkcungs\ppruvnl

Synthetic human

secretin

TN=

human

Synthetic human

Synthetic

porcine secretin

TN=

pancreatic

in the evaluation
exocrine pancreas

function.

in obtaining desguamated
pancreatic ls

examination in

carcinoma.

For use in the diagnos of
gastrinoma associated with

Zollinger-Ellison syndrome .

use in obtaining

in

Gallaudet Ave

vVer Spring, MD

20905
DD=06 6/1999

- % Sy MDD
lLLiVer >Pl MI
20905

DD=06/16/1




Orphan Product Designations and Approvals List

Name
Generic Name
TN=Trade Name

November 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Temoporfin
TN =

IN= Foscan

Temozolomide

TN= Temodar
Teriparatide

iisRel

Thalomid

enic human

Palliative treatment of

recurrenc,

afractory or s

incurable with

radiotherapy.

Treatment of re«

urrent malignant

glioma.

Treatment of Crohn's
Treatment of bronchiectasis

patients infectec

Pseudomonas

‘ondary

P

Pharmaceuticals

Castle

Scotia House,

Park

Stirling
Scotland
DD=10/28

hering-Plough

Research Institute
2000 Galloping Hill
Rd.

Kenilworth, NJ 07033

DD=10/05/1998

Henri
Institute USA,
27 Maple St.

>rporation
Powder Horn Dr.
Warren, NJ

DD=04/06/1999

PathoGenesis
Corporation
201 Elliott Avenue
West

Suite 150
Seattle, WA
DD=06/18/199

98119

0
0

Limited




Orphan Product Designations and Approvals List

November 1999

Name
Generic Name

TN=Trade Name Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

riumn atment of ovarian carcinoma.
idiolabe 3
17
*lon
| 1 1110e
@ 11¢ antigen
I antibody
=
i | — 1 (1
I I E i3 atment L romk cl

Immunomedics,

Rd
T
v
DD=08 )9
15¢( = = Ak
In
| — :_ .l '
Center
1364 DU I ton
Durham, NC 27713




DRUG PRODUCTS WHICH MUST DEMONSTRATE IN VIVO BIOAVAILABILITY ONLY
IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION

NONOVEMBER 1999 ADDITIONS




WIE TO SPAC
DEVELOPED

I'H EDITION

INDIC

ANNI

PATENT AND EXCLUSIVITY TERMS

E LIMITATIONS IN THE PA NT AND EXCLUSIVITY COLUMNS. ABBREVIATIONS AND REFERENCES HAVI

PLEASE REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIO?

FOR A FULL LISTING OF PATENT AND EXCLUSIVITY TERMS (ABBREVIATIONS. NEW DOSING SCHEDUL :
ATIONS AND PATENT USE CODES). THE CUMULATIVE SUPPLEMENT WILL LIST NEW CODES ADDED SINCE THE 1.AS

EDITION

NP SNEW PRODUCT ( MINT FLAVORED)

1-510)

|Il 4
N LA
i

()
i

I =

I N
hoh h

J
h

260

201

T ]
201

1-263

1-264

1-265

1-266

1-267

1-268

INFORMATION FOR USE OF CORVERT IN POST-CARDIAC SURGERY PATIENTS

| .'I J"' ) .'n

PRIMARY PREVENTION OF CORONARY HEART DISEASE IN PATIENTS WITHOUT SYMPTOMATI
CARDIOVASCOULAR DISEASE WHO HAVE AVERAGE TOMODERATELY ELEVATED TOTAL-C AND
LDL-C AND BELOW AVERAGE HDI.-(

TREATMENT OF GENERALIZED ANXIETY DISORDER

NEW COMBINATION USE OF PRECOSE FOR PATIENTS WITH TYPE 2 DIABETES TREATED WITH DIET]
PLUS METFORMIN

COMBINATION USE OF PRECOSE FOR PATIENTS WITHTYPE 2 DIABETES TREATED WITH DIET PLUS
INSULIN

PREVENTION OF POSTMENOPALSAL OSTEOPOROSIS (LOSS OF BONE MASS)

PREVENTION OF PNEUMOCYSTIS CARINIIPNEUMONIA (PCP)

USE INTREATMENT OF SMALL CELL LUNG CANCER SENSITIVE DISEASE AFTER FAILURE OF FIRST-
LINE CHEMOTHERAPY

TREATMENT OF CHRONIC HEPATITIS B ASSOCIATED WITH EVIDENCE OF HEPATITIS B VIRAL
REPLICATION AND ACTIVE LIVER INFLAMMATION

FOR PERENNIAL NONALLERGIC RHINITIS FOR AGES FOUR AND ABOVI

PROPHY LAXIS OF DEEP VEIN THROMBOSIS (DVT), WHICH MAY LEAD TO PULMONARY EMBOLISM.
IN PATIENTS UNDERGOING HIP REPLACEMENT SURGERY

EXPANDED PEDIATRIC USE IN CHIEDREN YOUNGER THAN ONE MONTH OF AGE TO BIRTH (WITH A
GESTATIONAL AGE OF 37 WEERS OR GREATER)

TREATNENT OF SOCEAL ANXIETY DISORDER
IREATMENT OR PREVENTION OF BRONCHOSPASM WITH REVERSIBLE OBSTRUCTIVE AIRW AY
DISEASE AND FOR THE PREVENTION OF EXERCISE INDUCED BRONCHOSPASM IN CHILDREN

\GES 4-12
TREATMENT OF UNSTABLE ANGINA AND NON-O-WAVE MYOCARDIAL INFARCTION FOR THI
PREVENTION OF ISCHEMIC COMPLICATIONSIN PATIENTS ON CONCEL RRENT ASPIRIN THERAPY

PREVENTION OF NAUSEA AND VOMITING ASSOCIATED WITH RADIATION, INCLUDING TOTAL BODY
IRRADIATION (TBD AND FRACTIONATED ABDOMINAL RADIATION
IREATMENT OF ATOPIC DERMATITIS IN PEDIATRIC PATIENTS 6 Y EARS AND OLDER

LSE OF TOPAMAN AS ADJUNCTIVE THERAPY IN PEDIATRIC PATIENTS AGES 2-16 YEARS WITH
PARTIAL ONSET SEIZURES

USEINPEDIATRIC PATIENTS 3 MONTHS OLD AND OLDER-FOR CORTICOSTEROID-RESPONSIVE
DERMATOSES

PROPHY LAXIS AND CHRONIC TREATMENT OF ASTHMA IN PATIENTS 7211 YEARS OF AGI




269

270

271

PATENT AND EXCLUSIVITY TERMS

PREVENTION OF NAUSEA AND VOMITING ASSOCIATED WITH HIGHLY EMETOGENIC CANCER
CHEMOTHERAPY, INCLUDING CISPLATIN

ADJUVANT TREATMENI OF NODE-POSITIVE BRI AST CANCER ADMINISTERI DSEQUENTIALLY 10
STANDARD DOXORUBICIN-CONT AINING COMBINATION CHEMOTHI RAPY

IREATMENT OF OSTEOPOROSIS IN POSTMENOPAUSAL WOMEN

TREATMENT OF GLUCOCORTICOID-INDUCT D OSTEOPOROSIS IN MEN AND WOMEN REC EIVING
GLUCOCORTICOIDS IN A\ DAILY DOSE EQUIVALENIT 10 7.5MG OR GREATER (1 PREDNISONE AND
WHO HAVE LOW BONE MINERAL DI NSITY

ADJUNCT TO DIET 1O INCREASE HDL-( I\I'\II\\I'«\\IIIII'RI\I\H\ IYPERCHOLESTEROLEMIA
(HETEROZYGOUS | AMILIAL AND NONEAMII IAL) AND MIXED DYSLIPIDI MIA (FREDERICKSON
IYPES 1A AND 1IB)

USE OF TOPAMAX AS ADJUN(C TIVE THERAPY IN THE TRI ATMENT OF PRIMARY GENI RALIZLED
FONIC-CLONIC SEIZURES

USE IN COMBINATION WITH MI IFORMIN AND SULFONYLURI \S IN PATIENTS WITH TYPE 2
DIABETES

USE OF REZULIN IN COMBINATION WITH METFORMIN AND SI LFONYLURI AS IN PATIENTS WITH
I'YPE 2 DIABETES

MISCELLANEOUS EXCLUSIVITY CODES

INFORMATION REGARDING SUPERIORITY €1 VM OVER RANITIDINE FOR DAY AND NIGIT
HEARTBURN ADDED TO CLINICAL STUDII S SECTION

LSE OF AGGRASTAT IN COMBINATION WITH HI PARIN

IMPROVED WAKEFULNESS IN PATII NTS WITH EXCESSIVE DAY TIME SLE] PINESS ASSOCIATED
WITH NARCOLEPSY

TREATMENT OF HIV INFECTTON IN COMBINATION WITH ONE OR MORE ADDITIONAL THA
ANTIVIRAL AGENTS

IREATMENT OF HIV INFECTION

IREATMENT OF NEURODEGH NERATIVE DISEASES

IREATMENT OF ANDROGENIC ALOPE( 1A BY ORAL ADMINISTRATION OF DRUG SUBSTANCI

REDUCTION OF INTRAOK ULAR PRESSURE IN PATIE NTS WITH OPEN ANGLE GLAUCOMA AND
OCULAR HYPERTENSION WHO ARE INTOLERANT OF OTHER 1OP LOWERING MEDIC ATIONS OR
INSUFFICIENTLY RESPONSIVE 10O ANOTHER 10P LOWERING MEDICATION

IREATING BENIGN PROSTATIC HYPERPI ASIA WITH A GENUS OF COMPOUNDS, INCLUDING
FINASTERIDI

IREATING BENIGN PROST ATIC HYPERTROPIHY WITH FINASTERIDE

METHOD OF TREATING A MALIGN ANT CONDITION THROUGH INTRAVASCULAR ADMINISTRATION
OF BUSULFAN. MI ITHOD FOR TREATING LEIL KEMIA OR LYMPHOMA IN A PATIENT UNDI RGOING A
BONE MARROW TRANSPLANT THROI GH INTRAVENOUS ADMINISTRATION OF BUSULFAN,

METHOD OF TREATING A MALIGNANT DISEASE THROUGH PARI NTERAL ADMINISTRATION O1
BUSULFAN. METHOD FOR TREATING A\ PATIENT UNDERGOING A BONE MARROW TRANSEI AN
THROUGH INTRAVASCULAR ADMINISTRATION OF BUSULFAN

USE AS A LAXATIVE

OSTEOARTHRITIS

METHOD FOR PREVENTING HEARTBURN

ACROMEGALY

ENCESS GH-SSECRETION OR GANTRO-INTESTINAL DISORDI RS




PATENT AND EXCLUSIVITY TERMS

PATENT USE CODE

METHOD FOR IMPROVING THE TIME FOR ADMINISTRATION OR THE TIME BETWEEN CHANGES OF
GIVING SETS FOR THE DRUG PRODUCT

METHOD OF TREATING TUMORS

METHOD OF TREATING CARCINOMA

CUTANEOUS T-CELL LYMPHOMA

ZANAMIVIR FOR INHALATION

METHOD OF USE OF THE DRUG SUBSTANCE

METHOD OF USE OF LEVOBUPIVACAINE

NEUROLOGICAL AND OTHER DISORDERS (TREATMENT OF EPILEPSY. BID ORAL DOSING)

METHOD OF USE OF THE INDICATION OF THE DRUG PRODUCT

METHOD OF USE OF THE APPROVED PRODUCT

IREATING PRECIPITATED ACUTE URINARY RETENTION W I'TH FINASTERIDE

ANTINYCOTIC USES, SPECIFICALLY, TREATMENT OF ONY( HONMYCOSIS

METHOD OF TREATING BACTERIAL INFECTIONS

METHOD FOR TREATING MENOPAUSAL SYMPTOMS IN A POSTMENOPAUSAL FEMALE

MENOPAUSAL AND POSTMENOPAUSAL DISORDERS (INCLUDING VASOMOTOR SYMPTOMS
ASSOCIATED WITH MENOPAUSE, AND VULVAR AND VAGINAL ATROPHY) AND OSTEOPOROSIS

DEPRESSION AND SOCIAL ANXIETY DISORDER/SOCIAL PHOBI \

DEPRESSION

IREATMENT OR PREVENTION OF OSTEOPOROSIS

FHERAPY OF INFLUENZA
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New 20th Edition

APPROVED
DRUG PRODUCTS

WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS

20" EDITION

Superintendent of Documents Subscription Order Form

Order Processing Code

: 8312 Charge your order. . o
It’s easy! Sl ﬁs."‘_

D YeSg enter my subscription as follows:

___subscriptions of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, ADP,

and the monthly Cumulative Supplements, for $90.00 per year

Ihe total cost of my order is $. =1 . Price includes regular shipping and handling and is subject to change.
[nternattonal customers please add 25%.

For privacy protection, check the box below:

Do not make my name available to other mailers.

B N Please choose method of payment:

M P - | ] Check payable to Superintendent ot Documents
vdditional address/attenuon lineg

GPO |JL‘1\I|\i[ Account
= = N VISA or MasterCard
. Thank you for your order!
i e e ard expiration date
N iU N — : (Authorizing Signature) =il 10/9%)
Purch Order No. (opuonal)

Mail To: Superintendent of Documents, Government Printing Office, P.O. Box 371954 Piusburgh, PA 15250-7954
To FAX your charge order, call (202) 512-2250.

To charge your subscription call (202) 512-1800.




LOUIS COLLEGE OF PHARMACY

T

3 2201 90036 9634
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Approved drug products with
therapeutic equivalence
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