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k.

APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS
19TH EDITION

CUMULATIVE SUPPLEMENT 9
SEPTEMBER 1999

1.0 INTRODUCTION

HOW TO USE THE CUMULATIVE SUPPLEMENT

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have had their approvals withdrawn for other than safety or efficacy reasons.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 each
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.

i



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.

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.)

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
symbol >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 transferred between
applicants. each approved product involved will appear as an applicant name change entry in the
Cumulative Supplement.




W

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 NAME
(FORMER ABBREVIATED NAME) (NEW ABBREVIATED NAME)
ASTRA PHARMACEUTICALS LP ASTRA ZENECA LP
(ASTRA PHARMS) (ASTRA ZENECA)
PENEDERM INC BERTEK PHARMACEUTICALS
(PENEDERM) (BERTEK PHARMS)
SANOFI PHARMACEUTICALS INC SANOFI SYNTHELABO INC
(SANOFI) (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 equivalence 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.



1.4 AVAILABILITY OF THE EDITION

The 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

The telephone number to charge your subscription is 202-512-1800. The cost is $90.00 annually.

The 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.

There is an Electronic Orange Book Query (EOB) at http://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.

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

The Internet version ot the hard copy monthly supplement is at
http://www.fda.gov/cder/orange/supplement/cspreface.htm. Changes to the annual edition are listed separately by
month.

There are ASCII text files of the Orange Book drug product data at
http://www.fda.gov/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.

The 19th annual edition of the 1998 Orange Book Patent and Exclusivity List is at
http://www.tda.gov/cder/orange/ 19bookpub.pdt.

The current year Patent and Exclusivity cumulative supplement list that denotes the current month additions is at
http://www.tda.gov/cder/orange/supplement/patents.pdf.

The current listing of the Orphan Product Designations and Approvals is available at
http://www.fda.gov/orphan/designat/list.htm.

Vi
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RX DRUG PRODUCT LIST / CUMULATIVE SUPPLEMENT NUMBER 9 / JAN‘99 - SEP'S9 8
CALCIUM CHLORIDE; DEXTROSE; MAGNESIUM CHLORIDE; POTASSIUM CARBENICILLIN DISODIUM
CHLORIDE; SODIUM ACETATE; SODIUM CHLORIDE; SODIUM CITRATE
qumnewwrm INJECTION
EQ 1GM mwmwmqawp NSQ306 001
EQ N50306 D04
EQ ¢ N50306 002
g E oaﬁ BASE/VIAL N5D30G& 004
: : EQ 30GM BASE/VIAL N5D306 007
@ 35MG/100ML; 5GM/100ML; uozmxpcozr. @ EQ 1CM BASE/VIAL NS50306 001
74MG/100ML; 640MG/100ML; S00MG/100ML; @ EQ 2GM BASE/VIAL N50306 004
74MG/100ML N18269 002 @ EQ 5GM BASE/VIAL N50306 002
JAN 17, 1983 @ EQ 10GM BASE/VIAL N50306 006
@ EQ 30GM BASE/VIAL N50306 007
CAPECITABINE
CARBIDOPA; LEVODOPA
TABLET; ORAL
XELODA TABLET, EXTENDED RELEASE; ORAL
HLR 150MG N20896 001 >_ADD > CARBIDOPA AND LEVODOPA
- - > ADD > AB MYLAN 50MG; 200MG N75091 001
ROCHE 150MG > ADD > SEP 30, 1999
SINEMET CR
> ADD > AB + DUPONT PHARMS 50MG; 200MG N19856 001
> ADD > MAY 30, 1991
CAPTOPRIL > DLT > + 5aMG; 200MG N19856 Q01
> DLT > MAY 30, 1991
TABLET; ORAL ;
) CAPTOPRIL  ( °
AB BAKER NORTON 12.5MG CARTEOLOL HYDROCHLORIDE
AB 25MG SOLUTION/DROPS; OPHTHALMIC
0 OCUPRESS
AB 5 OM( + CIBA 1% N19972 001
} MAY 23, 1990
2B + OTBUKA 1% N19372 DOl
48e ] MAY 23, 1950
AB ZENITH GOLDLINE N74590 004
AUG 30, 1996
AB 25MG N74550 002 CEFACLOR
AUG 30, 1996
AB 50MG N74590 001 CAPSULE; ORAL
AUG 30, 1996 CEFACLOR
AB 100MG N74590 003 AB LEDERLE EQ 250MG BASE N64107 001
AUG 30, 1996 - N APR 27, 1995
AB EQ 500MG BASE N64107 002
APR 27, 1995
@ EQ 250MG BASE N64107 001

APR 27, 18955
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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

Name
Generic Name
TN=Trade Name

September 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

111Indium
pentetreotide
TN= SomatoTher

166Ho-DOTMP
TN=

506078
TN=

6-hydroxymethyla
cylfulvene
TN=

Treatment

of somatostatin

receptor positive neurocendocrine

tumors.

Treatment

Treatment
leukemia.

Treatment
confirmed

of multiple myeloma.

of chronic lymphocytic

of histologically
advanced or metastatic

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

70 R s

NeoRx Corporation
410 W. Harrison
Seattle, WA 581189
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

MGI Pharma, Inc.

6300 West 0ld Shakoppe
Rd.

Suite 110

Bloomington, MN 55438
DD=07/06/1999
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Generic Name
TN=Trade Name

Orphan Product Designations and Approvals List

September 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Epirubicin
TN= Ellence

Epoprostenocl
TN= Flolan

Etanercept
TN= Enbrel

Etanercept
TN= Enbrel

Treatment of breast cancer.

Treatment of secondary pulmonary
hypertension due to intrinsic
precapillary pulmonary vascular
disease.

Reduction in signs and symptoms
of moderately to severely active
pelyarticular-course juvenile
rheumatoid arthritis in patients
who have had an inadequate
response to one or more
disease-modifying anti-rheumatic
drugs.

Treatment of Wegener's
granulomatosis.

Pharmacia & Upjohn
Company

0634-298-113

7000 Portage Rd.
Kalamazoo, MI 439001
DD=09/14/1999
MA=09/15/19%9

Glaxo Wellcome Inc.
Five Moore Dr.

PO Box 13398
Research Triangle
Park, NC 27709
DD=03/22/1999

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

Stone, MD,
H.

Johns Hopkins
Vasculitis Center,
Division of
Rheumatology

1830 East Monument
St., Suite 7500

MPH, John

21205

Baltimore, MD
DD=04/06/1999
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Generic Name
TN=Trade Name

Orphan Product Designations and Approvals List

September 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

64

Fluoxetine

TN= Prozac
Guanfacine
TN= Tenex

HLA-B7/BetazM
DNA Lipid
(DMRIE/DOPE)
Complex

TN= Allovectin

Humanized MADb
(IDEC-131) to
CD40L

TN=

Interferon
beta-1la
(recombinant
human)

TN= Avonex

Iodine I-131
radiolabeled
chimeric MAb
tumor necrosis
Creatment
(TNT-1EB)

TN=

Treatment of autism.

Treatment of fragile X syndrome.

Treatment of invasive and
metastatic melanoma (Stages II,
LTET . and Ik

]

Treatment of systemic lupus
erythematosus.

Treatment of pulmonary fibrosis.

Treatment of glioblastoma
multiforme and anaplastic
astrocytoma.

131TIchTNT-1

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

Box 1230, One Gustave
L. Levy Place
New York, NY
DD=04/30/1999

10029

Watson Laboratories,
Ine.

311 Bonnie Circle
PO Box 1900

Corona, CA 91718
DD=08/05/1999

Vical Incorporated
9373 Towne Centre Dr.
Suite 100

San Diego, CA
DD=09/30/1999

92121

Idec Pharmaceuticals
Corporation
3030 Callan Rd.
San Diego, CA
DD=02/09/1999

92121

Biogen, Inc.

14 Cambridge Center
Cambridge, MA 02142
DD=01/07/1999

Techniclone
Corporation

14282 Franklin Ave.
Tustin, CA 92780
DD=02/12/1999



Name
Generic Name
TN=Trade Name

Orphan Product Designations and Approvals List

September 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Japanese
encephalitis
vaccine (live,
attenuated)
TN=

L-5-hydroxytrypt
ophan
TN=

Lactic acid
TN= Aphthaid

Lidocaine patch

5%
TN= Lidoderm
Patch

Liposomal-cis-bi
s-neodecanocato-t
rans-R,R-1,2-dia

minocyclohexane-
Pt (II)
TN=

Prevention of Japanese
encephalitis.

Treatment of tetrahydrobiopterin
deficiency.

Treatment of severe aphthous
stomatitis in severely,
terminally immunocompromised
patients.

For relief of allodynia (painful
hypersensitivity), and chronic
pain in post-herpetic neuralgia.

Treatment of malignant
mesothelioma.

Boran Pharmaceuticals
3F, Koryo Academytel,
437-3

Ahyun-Dong, Mapo-Gu,
Seoul 121-010

South Korea
DD=05/19/1999

Watson Laboratories,
Inc.

311 Bonnie Circle
P.O. Box 1200
Corona, CA 91718
DD=01/20/1999

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

Iric.

11735

Hind Health Care,
3707 Williams Rd.,
Suite 101

San Jose, CA
DD=10/24/1995
MA=03/19/1999

Lc

25117

Aronex
Pharmaceuticals, Inc.
8707 Technolgoy Forest
Place

The Woodlands, TX
77381

DD=09/01/1999




Orphan Product Designations and Approvals List
September 1999

Name
Generic Name
TN=Trade Name

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Lisofylline
TN=

Marijuana
TN=

Mitoxantrone
TN= Novantrone

Mitoxantrone
TN= Novantrone

Murine MAb to
polymorphic
epithelial
mucin, human
milk fat globule
1

TN= Theragyn

N-acetylgalactos
amine-4-sulfatas
e, recombinant
human

TN=

Treatment of patients undergoing
induction therapy for acute
myeloid leukemia.

Treatment of HIV-associated
wasting syndrome.

Treatment of
secondary-progressive multiple
sclerosis.

Treatment of
progressive-relapsing multiple
sclerosis.

Adjuvant treatment of ovarian
cancer.

Treatment of
mucopolysaccharidosis Type VI
(Maroteaux-Lamy syndrome) .

Cell Therapeutics,
Inc.

201 Elliot Ave. W.,
Suite 400
Seattle, WA
DD=06/10/1999

o 25 B

Multidisciplinary
Association for
Psychedelic Studies,
Ine.

3 Francis St.
Belmont, MA
DD=05/25/1999

02478

Immunex Corporation
51 University St.
Seattle, WA 98101
DD=08/13/1999

Immunex Corporation
51 University St.
Seattle, WA 98101
DD=08/13/1999

Entisoma

West Africa House
Hanger Lane
London W5 3QR, UK
DD=03/22/1999

BioMarin
Pharmaceutical,
11 Pimental Court
Novato, CA 948549
DD=02/17/1999

Tne
111C .




Orphan Product Designations and Approvals List
September 1999

Name
Generic Name
TN=Trade Name

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Parovirus B1l9
(recombinant VP1
and VP2 ;
S.frugiperda
cells) vaccine
TN= MEDI-491

Peginterferon
alfa-2a
TN= PEGASYS

Pegylated
arginine
deiminase
TN= Hepacid

Pegylated
arginine
deiminase

TN= Melanocid

Polyethylene
glycol-modified
uricase

TN= Zurase

Recombinant
human
Cl-esterase
inhibitor
TN=

Prevention of transient aplastic
crisis in patients with sickle
cell anemia.

Treatment of chronic myelogenous
leukemia.

Treatment of hepatocellular
carcinoma.

Treatment of invasive malignant
melanoma.

Prophylaxis of hyperuricemia in
cancer patients prone to develop
tumor lysis syndrome during
chemotherapy.

Prophylactic treatment of
angioedema caused by hereditary
or acquired Cl-esterase
inhibitor deficiency.

MedImmune, Inc.

35 West Watkins Mill
Rd.

Gaithersburg, MD
20878

DD=05/07/1999

Hoffman-La Roche Inc.
340 Kingsland St.
Nutley, NJ 07110
DD=09/30/1999

Phoenix
Pharmacologics, Inc.
115 John Robert Thomas
Dr.
Exton, PA 19341
DD=03/26/1999

Phoenix
Pharmacologics, Inc.
115 John Robert Thomas
Dxr .

Exton, PA 19341
DD=04/12/1999

Phoenix
Pharmacologics, Inc.
115 John Robert Thomas
B

Exton, PA 19341
DD=09/14/1999

Pharming N.V.
Cipalstreet 3
B-2440 Geel,

DD=02/23/1999

Belgium
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TN=Trade Name

September 1999

Indication Designated

68

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Recombinant
human
Cl-esterase
inhibitor
TN=

Recombinant
human
insulin-like
growth
factor-I/insulin
-like growth
factor binding
protein-3

TN=

Recombinant
human nerve
growth factor
TN=

Recombinant
humanized MAb
5c8

TN=

Recombinant
humanized MAb
5¢c8

TN=

Rifalazil
TN=

Treatment of (acute attacks of)
angiocedema caused by hereditary
or acquired Cl-esterase
inhibitor deficiency.

Treatment of major burns that
require hospitalization.

Treatment of HIV-associated
sensory neuropathy.

Prevention of rejection of solid
organ transplants.

Prevention of rejection of
pancreatic islet cell
transplants.

Treatment of pulmonary
tuberculosis.

Pharming N.V.
Cipalstreet 3
B-2440 Geel,

DD=02/23/1999

Belgium

Celtrix
Pharmaceuticals, Inc.
3055 Patrick Henry Dr.
Santa Clara, CA 95054
DD=06/15/1999

Genentech,
1 DNA Way
South San Francisco,
CA 94080
DD=04/16/1999

Inc.

Biogen, Inc.

14 Cambridge Center
Cambridge, MA 02142
DD=03/22/1923

Biogen, Inc.

14 Cambridge Center
Cambridge, MA 02142
DD=03/22/1999

PathoGenesis
Corporation

201 Elliott Avenue
West

Suite 150
Seattle, WA
DD=04/13/1999

98119




Name
Generic Name
TN=Trade Name

September 1999

Indication Designated

69

Orphan Product Designations and Approvals List

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

SCH 58500
TN=

Sodium

1,3 -propanedisul
fonate

TN=

Sodium
dichloroacetate
TN= Ceresine

Somatropin
[rDNA]
TN= Genotropin

Synthetic human
secretin
TN=

Synthetic human
secretin
TN=

Treatment of primary ovarian
cancer.

Treatment of secondary
amyloidosis.

Treatment of severe head injury.

Treatment of short stature in
patients with Prader-willi
syndrome.

For use in the evaluation of
exocrine pancreas function.

For use in obtaining desquamated
pancreatic cells for
cytopathologic examination in
pancreatic carcinoma.

DD=06/16/1999

Schering Corporation
2000 Galloping Hill
Rd.

Kenilworth, NJ 07033
DD=04/12/1999
Neurochem, Inc.

7220 Frederick
Banting, Suite 100
Saint-Laurent, Quebec

Canada H4S 2A1
DD=04/06/1999

Cypros Pharmaceutical
Corporation

2714 Loker Avenue West
Carlsbad, CA 92008
DD=06/14/1999

Pharmacia & Upjohn
7000 Portage Rd.

3633-298=113
Kalamazoo, MI
DD=07/06/1999

49001

ChiRhoClin, Inc.
1550 Gallaudet Ave.
Silver Spring, MD
20905

DD=06/16/1999

ChiRhoClin, Inc.
15500 Gallaudet Ave.
Silver Spring, MD
20905
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Generic Name
TN=Trade Name

September 1999

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

70

Synthetic human
secretin
TN=

Synthetic
porcine secretin
TN=

Synthetic
porcine secretin
TN=

Synthetic
porcine secretin
TN=

Temozolomide
TN= Temodar

Thalidomide
TN= Thalomid

For use in the diagnosis of
gastrinoma associated with
Zollinger-Ellison syndrome.

For use in the evaluation of
exocrine pancreas function.

For use in obtaining desgquamated
pancreatic cells for
cytopathologic examination in
pancreatic carcinoma.

For use in the diagnosis of
gastrinoma associated with
Zollinger-Ellison syndrome.

Treatment of recurrent malignant
glioma.

Treatment of Crohn's disease.

ChiRhoClin, Inc.

15500 Gallaudet Ave.

Silver Spring, MD
20905
DD=06/16/1999

ChiRhoClin, Inc.

15500 Gallaudet Ave.

Silver Spring, MD
20905
DD=06,/18/1999

ChiRhoClin, Inc.

15500 Gallaudet Ave.

Silver Spring, MD
20905
DD=06/18/1999

g¢hiRhoClin, Inc.

15500 Gallaudet Ave.

Silver Spring, MD
20905
DD=06/18/1999

Schering-Plough
Research Institute
2000 Galloping Hill
Rd.
Kenilworth, NJ
DD=10/05/19958
MA=08/11/1999

Celgene Corporation
7 Powder Horn Dr.

Warren, NJ 07059

DD=04/06/1999

07033
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Generic Name
TN=Trade Name

September 1999

Indication Designated

Sponsor & Address
DD= Date Designated

MA=Marketing Approval

Tobramycin
TN= Tobi

Transgenic human
alpha 1
antitrypsin

TN=

Yttrium-90
radiolabeled
humanized
monoclonal
anti-carcinoembr
oyonic antigen
IgG antibody

TN= Cea-Cide

Treatment of bronchiectasis
patients infected with
Pseudomonas aeruginosa.

Treatment of emphysema secondary
to alpha antitrypsin
deficiency.

Treatment of ovarian carcinoma.

PathoGenesis
Corporation

201 Elliott Avenue
West

Suite 150

Seattle, WA 98119

DD=06/18/1999

PPL Therapeutics
(Scotland) Limited
Roslin, Edinburgh
EH25 9PP Scotland
9/ o)

DD=05/19/1999

Immunomedics, Inc.
300 American Rd.
Morris Plains, NJ
07950
DD=08/03/1999




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

NO SEPTEMBER 1999 ADDITIONS




PATENT AND EXCLUSIVITY TERMS

DUE TO SPACE LIMITATIONS IN THE PATENT AND EXCLUSIVITY COLUMNS. ABBREVIATIONS AND REFERENCES HAVE BEEN
DEVELOPED. PLEASE REFER BACK TO THE APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS,
19TH EDITION FOR A FULL LISTING OF PATENT AND EXCLUSIVITY TERMS (ABBREVIATIONS. NEW DOSING SCHEDULE. NEW
INDICATIONS AND PATENT USE CODES). THE CUMULATIVE SUPPLEMENT WILL LIST NEW CODES ADDED SINCE THE LAST
ANNUAL EDITION.

ABBREVIATIONS

NP*  NEW PRODUCT ( MINT FLAVORED)

REFERENCES
NEW DOSING SCHEDULE

D-50 INFORMATION FOR USE OF CORVERT IN POST-CARDIAC SURGERY PATIENTS

NEW INDICATION

1-250 PRIMARY PREVENTION OF CORONARY HEART DISEASE IN PATIENTS WITHOUT SYMPTOMATIC
CARDIOVASCULAR DISEASE WHO HAVE AVERAGE TO MODERATELY ELEVATED TOTAL-C AND
LDL-C AND BELOW AVERAGE HDL-C

1-251 TREATMENT OF GENERALIZED ANXIETY DISORDER

1-252 NEW COMBINATION USE OF PRECOSE FOR PATIENTS WITH TYPE 2 DIABETES TREATED WITH DIET
PLUS METFORMIN

1-253 COMBINATION USE OF PRECOSE FOR PATIENTS WITH TYPE 2 DIABETES TREATED WITH DIET PLUS
INSULIN

1-254 PREVENTION OF POSTMENOPAUSAL OSTEOPOROSIS (LOSS OF BONE MASS)

1-255 PREVENTION OF PNEUMOCYSTIS CARINII PNEUMONIA (PCP)

1-256 USE IN TREATMENT OF SMALL CELL LUNG CANCER SENSITIVE DISEASE AFTER FAILURE OF FIRST-
LINE CHEMOTHERAPY

I-257 IREATMENT OF CHRONIC HEPATITIS B ASSOCIATED WITH EVIDENCE OF HEPATITIS B VIRAL
REPLICATION AND ACTIVE LIVER INFLAMMATION

1-258 FOR PERENNIAL NONALLERGIC RHINITIS FOR AGES FOUR AND ABOVE

1-259 PROPHYLAXIS OF DEEP VEIN THROMBOSIS (DVT), WHICH MAY LEAD TO PULMONARY EMBOLISM,
IN PATIENTS UNDERGOING HIP REPLACEMENT SURGERY

1-260 EXPANDED PEDIATRIC USE IN CHILDREN YOUNGER THAN ONE MONTH OF AGE TO BIRTH (WITH A
GESTATIONAL AGE OF 37 WEEKS OR GREATER)

1-261 FREATMENT OF SOCIAL ANXIETY DISORDER

1-262 IREATMENT OR PREVENTION OF BRONCHOSPASM WITH REVERSIBLE OBSTRUCTIVE AIRWAY
DISEASE AND FOR THE PREVENTION OF EXERCISE INDUCED BRONCHOSPASM IN CHILDREN
AGES 4-12

1-263 FREATMENT OF UNSTABLE ANGINA AND NON-Q-WAVE MYOCARDIAL INFARCTION FOR THE
PREVENTION OF ISCHEMIC COMPLICATIONS IN PATIENTS ON CONCURRENT ASPIRIN THERAPY

1-264 PREVENTION OF NAUSEA AND VOMITING ASSOCIATED WITH RADIATION. INCLUDING TOTAL BODY

IRRADIATION (TBI) AND FRACTIONATED ABDOMINAL RADIATION
1-265 FREATMENT OF ATOPIC DERMATITIS IN PEDIATRIC PATIENTS 6 YEARS AND OLDER
1-266 USE OF TOPAMAX AS ADJUNCTIVE THERAPY IN PEDIATRIC PATIENTS AGES 2-16 YEARS WITII
PARTIAL ONSET SEIZURES
1-267 USE IN PEDIANTRIC PATIENTS 3 MONTHS OLD AND OLDER-FOR CORTICOSTE ROID-RESPONSIVE

DERMATOSES
1-268 PROPHY LANIS AND CHRONIC TREATMENT OF ASTHMA IN PATIENTS 7-11 YEARS OF AGE

~1
tad



PATENT AND EXCLUSIVITY TERMS

1-269 PREVENTION OF NAUSEA AND VOMITING ASSOCIATED WITH HIGHLY EMETOGENIC CANCER
CHEMOTHERAPY, INCLUDING CISPLATIN

1-270 ADJUVANT TREATMENT OF NODE-POSITIVE BREAST CANCER ADMINISTERED SEQUENTIALLY TO
STANDARD DOXORUBICIN-CONTAINING COMBINATION CHEMOTHERAPY

1-271 TREATMENT OF OSTEOPOROSIS IN POSTMENOPAUSAL WOMEN

1-272 TREATMENT OF GLUCOCORTICOID-INDUCED OSTEOPOROSIS IN MEN AND WOMEN RECEIVING

GLUCOCORTICOIDS IN A DAILY DOSE EQUIVALENT TO 7.5MG OR GREATER OF PREDNISONE AND
WHO HAVE LOW BONE MINERAL DENSITY

1-273 ADJUNCT TO DIET TO INCREASE HDL-C IN PATIENTS WITH PRIMARY HYPERCHOLESTEROLEMIA
(HETEROZYGOUS FAMILIAL AND NONFAMILIAL) AND MIXED DYSLIPIDEMIA (FREDERICKSON
I'YPES HHA AND 1IB)

1-274 USE OF TOPAMAX AS ADJUNCTIVE THERAPY IN THE TREATMENT OF PRIMARY GENERALIZED
T'ONIC-CLONIC SEIZURES

REFERENCES
MISCELLANEOUS EXCLUSIVITY CODES

M-1 INFORMATION REGARDING SUPERIORITY CLAIM OVER RANITIDINE FOR DAY AND NIGHT
HEARTBURN ADDED TO CLINICAL STUDIES SECTION

PATENT USE CODE

U-254 USE OF AGGRASTAT IN COMBINATION WITH HEPARIN

U-255 IMPROVED WAKEFULNESS IN PATIENTS WITH EXCESSIVE DAYTIME SLEEPINESS ASSOCIATED
WITH NARCOLEPSY

U-256 TREATMENT OF HIV INFECITON IN COMBINATION WITH ONE OR MORE ADDITIONAL HIV
ANTIVIRAL AGENTS

U-257 TREATMENT OF HIV INFECTION

U258 TREATMENT OF NEURODEGENERATIVE DISEASES

U-259 TREATMENT OF ANDROGENIC ALOPECIA BY ORAL ADMINISTRATION OF DRUG SUBSTANCE

U-260 REDUCTION OF INTRAOCULAR PRESSURE IN PATIENTS WITH OPEN ANGLE GLAUCOMA AND

OCULAR HYPERTENSION WHO ARE INTOLERANT OF OTHER 10P LOWERING MEDICATIONS OR
INSUFFICIENTLY RESPONSIVE TO ANOTHER 10P LOWERING MEDICATION

U-261 TREATING BENIGN PROSTATIC HYPERPLASIA WITH A GENUS OF COMPOUNDS, INCLUDING
FINASTERIDE

U-262 TREATING BENIGN PROSTATIC HYPERTROPHY WITH FINASTERIDE

U-263 METHOD OF TREATING A MALIGNANT CONDITION THROUGH INTRAVASCULAR ADMINISTRATION

OF BUSULFAN, METHOD FOR TREATING LEUKEMIA OR LYMPHOMA IN A PATIENT UNDERGOING A
BONE MARROW TRANSPLANT THROUGH INTRAVENOUS ADMINISTRATION OF BUSULFAN,

U-264 METHOD OF TREATING A MALIGNANT DISEASE THROUGH PARENTERAL ADMINISTRATION OF
BUSULFAN, METHOD FOR TREATING A PATIENT UNDERGOING A BONE MARROW TRANSPLAN
THROUGH INTRAVASCULAR ADMINISTRATION OF BUSULFAN.

1-265 USE AS A LAXATIVE

L-266 OSTEOARTHRITIS

1-267 METHOD FOR PREVENTING HEARTBURN

1-268 ACROMEGALY

U-269 EXCESS GH-SECRETION OR GASTRO-INTESTINAL DISORDERS

1-270 METHOD FOR IMPROVING THE TIME FOR ADMINISTRATION OR THE TIME BETWEEN CHANGES OF

GIVING SETS FOR THE DRUG PRODUC
METHOD OF TREATING TUMORS
METHOD OF TREATING CARCINOMA

L

i
i
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PATENT AND EXCLUSIVITY TERMS

PATENT USE CODE

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

TREATING PRECIPITATED ACUTE URINARY RETENTION WITH FINASTERIDE
ANTIMYCOTIC USES, SPECIFICALLY, TREATMENT OF ONYCHOMYCOSIS

METHOD OF TREATING BACTERIAL INFECTIONS

METHOD FOR TREATING MENOPAUSAL SYMPTOMS IN A POSTMENOPAUSAL FENMALE
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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. N
It’s easy! ‘

S

Yes, 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.

The total cost of my order is $ . Price includes regular shipping and handling and is subject to change.

International customers please add 25%.
For privacy protection, check the box below:

] Do not make my name available to other mailers.

Please choose method of payment:

Company or personal name

Check payable to Superintendent of Documents
T T

Additional address/attention line

NN

GPO Deposit Account s |

Street address =t VISA or MasterCard
= e : s ———— : S ey
| |
City, State, ZIP Code
Thank you for your order!
! ) (Credit card expiration date)
Daytime phone including area code
(Authorzing Signature) (10/9%)
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