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APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUATIONS

17TH EDITION

CUMULATIVE SUPPLEMENT 8
AUGUST 1997

1.0 INTRODUCTION

1.1 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, 17th 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that have had their approvals withdrawn for other than safety or efficacy reasons.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.



e

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 >ApD> 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, OTC Drug Product List, and the
Patent and Exclusivity Data are indicated by the symbol >pLT> (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.
However, the overstruck data in the Patent and Exclusivity Data is dropped in
subsequent Cumulative Supplements (hard copy).

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 17th Edition List will then be added to the "Discontinued Drug
Product List" appearing in the 18th Edition.

COURT ORDER AFFECTING URUGUAY ROUND AGREEMENTS ACT-EXTENDED
PATENTS

As a result of the April 4, 1996, decision of the United States Court of Appeals for the
Federal Circuit in Merck, et al. v. Kessler, patent expiration dates for certain patents
subject to patent term extensions under the Uruguay Round Agreements Act and to
the patent term extension provisions at 35 U.S.C. § 156 may be changed. FDA has
published a notice in the March 14, 1997, Federal Register advising NDA and NADA




applicants that patent expiration dates changed by the Merck decision must be
submitted within 60 days. Because there may be changes in listed patents as a
result of the Merck decision, users of this publication should consult the most recent

supplement, and are encouraged to confirm that patent information upon which they
intend to rely is current. (See the Patent and Exclusivity Addendum to the Approved
Drug Products with Therapeutic Equivalence Evaluations, 17th Edition that explains
the background information on this court decision).

1.3 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.

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
automatically 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. However, when the
applicant name change is one which may not be easily recognized or located in the
listing (e.g., White Towne Paulsen [Former Abbreviated Name] is changed to
Whiteworth Towne PLSN [New Abbreviated Name], the name change will appear in
this section and will be identified with an asterisk.

APPLICANT NAME CHANGES

FORMER APPLICANT NAME NEW APPLICANT NAME

(FORMER ABBREVIATED NAME) (NEW ABBREVIATED NAME)

CIBA GEIGY CORP NOVARTIS PHARMACEUTICALS CORP
(CIBA GEIGY) (NOVARTIS)




APPLICANT NAME CHANGES

FORMER APPLICANT NAME
(FORMER ABBREVIATED NAME)

CIBA GEIGY CORP PHARMACEUTICALS DIV
(CIBA GEIGY)}

CIBA PHARMACEUTICAL CO
DIV CIBA GEIGY CORP
(CIBA)

CIBA SELF MEDICATION INC
DIV CIBA GEIGY CORP
(CIBA)

CIBA VISION CORP
(CIBA)

CIBA VISION OPHTHALMICS
DIV CIBA VISION CORP
(CIBA)

FERRING LABORATORIES INC
(FERRING)

GEIGY PHARMACEUTICALS
DIV CIBA GEIGY CORP
(GEIGY)

LEMMON CO SUB TAG PHARMACEUTICAL INC
(LEMMON)

SANDOZ CONSUMER HEALTH
CARE GROUP DIV SANDOZ PHARMACEUTICALS
(SANDOZ)

SANDOZ PHARMACEUTICALS
CORP DIV SANDOZ INC
(SANDOZ)

SANDOZ RESEARCH INSTITUTE INC
(SANDOZ)

Vi

NEW APPLICANT NAME
(NEW ABBREVIATED NAME)

NOVARTIS PHARMACEUTICALS CORP
(NOVARTIS)

NOVARTIS PHARMACEUTICALS CORP
(NOVARTIS)

NOVARTIS CONSUMER HEALTH INC
(NOVARTIS)

CIBA VISION CORPORATION A
NOVARTIS COMPANY
(CIBA)

CIBA VISION CORPORATION A
NOVARTIS COMPANY
(CIBA)

FERRING PHARMACEUTICALS INC
(FERRING)

NOVARTIS PHARMACEUTICALS CORP
(NOVARTIS)

BIOCRAFT LABORATORIES INC
(BIOCRAFT)

THEN CHANGED TO
TEVA PHARMACEUTICALS USA
(TEVA)

NOVARTIS CONSUMER HEALTH INC
(NOVARTIS)

NOVARTIS PHARMACEUTICALS CORP
(NOVARTIS)

NOVARTIS PHARMACEUTCALS CORP
(NOVARTIS)



APPLICANT NAME CHANGES

FORMER APPLICANT NAME NEW APPLICANT NAME

(FORMER ABBREVIATED NAME) (NEW ABBREVIATED NAME)

SANOFI WINTHROP INC SANOFI PHARMACEUTICAL INC

(SANOFI WINTHROP) (SANOFI)

SURVIVAL TECHNOLOGY INC MERIDIAN MEDICAL TECHNOLOGIES INC
(SURVIVAL TECH) (MERIDIAN MEDCL TECHN)

1.4 ACYCLOVIR 200MG TABLET-REFERENCE LISTED DRUG

1.5

Novapharm’s single source acyclovir tablets have been declared to be a reference
listed drug for the 200 mg tablet in addition to the acylcovir (Zovirax) 800 mg tablet of
the innovator. A generic firm wishing to submit an ANDA for a duplicate of the 200
mg acyclovir tablet will be eiigible for a waiver of the in vivo determination of
bioequivalence (1) if their product is proportionally similar in its active and inactive
ingredients to their own 800 mg acyclovir tablet and (2) by doing an acceptable
comparative dissolution test (dissolution profile) against Novopharm’s 200 mg
acyclovir reference listed drug.

Before a waiver of the /n vivo determination of bioequivalence can be granted for the
200 mg acyclovir tablet, the generic firm must have completed an acceptable fasting
and fed study comparing their acyclovir 800 mg tablet against the Zovirax 800 mg
tablet.

For further information on the study designs, you should contact the Division of
Bioequivalence, Office of Generic Drugs.

AVAILABILITY OF THE PUBLICATION AND UPDATING PROCEDURES

The Approved Drug Products with Therapeutic Equivalence Evaluations (Prescription
Drug Products, OTC Drug Products and the Discontinued Drug Product Lists) is
available on diskette, on a quarterly basis, from the National Technical Information
Service. The telephone number for the Subscription Department is (703) 487-6430.
Written inquiries regarding this subscription may be forwarded to 5285 Port Royal
Road Springfield, VA 22161.

vii




The following Approved Drug Products with Therapeutic Equivalence Evaluations files
are now available on Internet and are updated each October and April: Prescription
Drug Product List; OTC Drug Products; Discontinued Drug Products; Prescription and
OTC Drug Product Patent and Exclusivity Data; and Appendices. The update in
October will include drug products that have been approved through August and the
update in April will include drug products that have been approved through December.

These files may be accessed on the Internet's World Wide Web. FDA's Internet site
replaced the Agency's electronic bulletin board. To access the CDER Home Page, use
this Uniform Resource Locator (URL): http://www.fda.gov/cder. You do not need an
Internet connection to reach the FDA Home Page; you can use the free dial-up
connection (800) 222-0185 for text based, non-graphical use only. For further
assistance, please call (301) 443-4908.

viii
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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
January 1997 through August 1997

Name
Generic Name
TN=Trade Name

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

15AU081
TN=

8 Cyclopentyl
1,3-dipropylxant
hine

TN=

9-cis-retinoic
acid
TN=

Allogeneic
peripheral blood
mononuclear
cells sensitized
against patient
alloantigens by
mixed lymphocyte
culture

TN= CYTOIMPLANT

Alpha-melanocyte
stimulating
hormone

TN=

Treatment of primary pulmonary
hypertension.

Treatment of cystic fibrosis.

Prevention of retinal detachment
due to proliferative
vitreoretinopathy.

Treatment of pancreatic cancer.

Prevention and treatment of
intrinsic acute renal failure
due to ischemia.

Lung Rx, Inc.

2 Davis Drive
P.0. Box 13169
Research Triangle
Park, NC 27708
DD=06/04/1997

SciClone
Pharmaceuticals, Inc.
901 Mariner's Island
Boulevard

Suite 315

San Mateo, CA 94404

DD=03/24/1997

Allergan, Inc.
2525 Dupont Drive
P.O. Box 19534
Irvine, CA 92623
DD=01/02/1997

Applied
Immunotherapeutics,
LLC

14132 E.
Boulevard
Santa Fe Springs, CA
90670

DD=06/13/1997

Firestone

Star, Robert A., M.D.
UT-Southwestern
Medical School

5323 Harry Hines
Dallas, TX 75235

DD=08/19/1997




Name
Generic Name
TN=Trade Name
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Orphan Product Designations and Approvals List
January 1997 through August 1997

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Anagrelide
TN= Agrylin

B2036-PEG
TN= Trovert

Beta alethine
TN= Betathine

Beta alethine
TN= Betathine

Busulfan
TN=

Treatment of essential
thrombocythemia.

Treatment of acromegaly.

Treatment of multiple myeloma.

Treatment of metastatic
melanoma.

Treatment of primary brain
malignancies.

Roberts Pharmaceutical
Corp.

Meridian Center III

6 Industrial Way West
Eatontown, NJ 07724
DD=01/27/1988
MA=03/14/1997

Sensus Corporation
Suite 430,

98 San Jacinto
Boulevard

Austin, TX 78701
DD=06/24/1997

Dovetail Technologies,
Inc.

10615 Mantz Road
Silver Spring, MD
20903

DD=03/24/1997

Dovetail Technologies,
Inc.

10615 Mantz Road
Silver Spring, MD
20903

DD=03/24/1997

Sparta
Pharmaceuticals, Inc.
111 Rock Road
Horsham, PA 19044
DD=07/07/1997



Name
Generic Name
TN=Trade Name

Orphan Product Designations and Approvals List

January 1997 through August 1997

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval
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Coagulation
Factor IX
(recombinant)
TN= BeneFix

Cysteamine
hydrochloride
TN=

CY-1503
TN= Cylexin

Dehydroepiandros

terone sulfate
sodium
TN=

Dehydroepiandros

terone sulfate
sodium
TN=

Diazepam viscous

solution for
rectal
administration
TN=

Treatment of hemophilia B.

Treatment of corneal cystine
crystal accumulation in
cystinosis patients.

Treatment of neonates and
infants undergoing
cardiopulmonary bypass during
surgical repair of congenital
heart lesions.

To accelerate the
re-epithelialization of donor
sites in those hospitalized burn
patients who must undergo
autologous skin grafting.

Treatment of serious burns
requiring hospitalization.

For the management of selected,
refractory, patients with
epilepsy, on stable regimens of
antiepileptic drugs (AEDs), who
require intermittent use of
diazepam to control bouts of
increased seizure activity.

Genetics Institute,
ine.

87 Cambridge Park
Drive

Cambridge, MA 02140
DD=10/03/1994
MA=02/11/1997

Sigma-Tau
Pharmaceuticals, Inc.
800 South Frederick
Avenue

Gaithersburg, MD
20877

DD=08/19/1997

Cytel Corporation
3525 John Hopkins
Court

San Diego, CA
DD=07/18/1997

92121

Pharmadigm, Inc.
2401 Foothill Drive
Salt Lake City, UT
84109

DD=01/28/1997

Pharmadigm, Inc.
2401 Foothill Drive
Salt Lake City, UT
84109

DD=01/29/1997

Athena Neurosciences,
Inc.

800f Gateway Boulevard
South San Francisco,
CA 94080
DD=02/25/1992
MA=07/29/1997
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Orphan Product Designations and Approvals List
January 1997 through August 1997

Name
Generic Name
TN=Trade Name Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Dimethylsulfoxid Topical treatment for the

e prevention of soft tissue injury

TN= following extravastion of
cytotoxic drugs.

Enadoline Treatment of severe head injury.
hydrochloride

TN=

Fampridine Treatment of chronic, incomplete
TN= spinal cord injury.

Gpl00 adenoviral Treatment of metastatic

gene therapy melanoma.

TN=

Human retinal Treatment of Hoehn and Yahr
pigmented stage 3 and 4 Parkinson's

epithelial cells disease.
on collagen
microcarriers

TN= Spheramine

Cancer Technologies,

Inc.
7301 East 22nd Street
Suite 10E

Tucson, AZ 85710
DD=04/15/1997

Warner-Lambert Company
Parke-Davis
Pharmaceutical
Research Division

2800 Plymouth Road
Ann Arbor, MI 48105
DD=01/28/1997

Acorda Therapeutics,
Inc.

145 West 58th Sreet
Suite 8J

New York, NY 10019
DD=06/02/1997

Genzyme Corporation
P.O. Box 9322

One Mountain Road
Framingham, MA 01701
DD=03/25/1997

Theracell, Inc.

50 Division Street,
Suite 503

Somerville, NJ 08876
DD=07/18/1997
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Orphan Product Designations and Approvals List

January 1997 through August 1997

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Icodextrin 7.5%

Electrolytes
Peritoneal

Extraneal
(with 7.5%
Icodextrin)
Peritoneal
Dialysis Solutio

Lepirudin

Levocarnitine

adenoviral gene
therapy for
malignant

Oxandrolone
Oxandrin

Treatment of those patients
having end stage renal disease
and requiring peritoneal
dialysis treatment.

Treatment of heparin-associated

thrombocytopenia Type II.

Treatment of zidovudine-induced
mitochondrial myopathy.

Treatment of metastatic
melanoma.

Treatment of patients with
Duchenne's muscular dystrophy

and Becker's muscular dystrophy.

Baxter Healthcare
Corporation

Renal Division

1620 Waukegan Road
Waukegan, IL 60085
DD=07/18/1997

Behringwerke AG
P.0. Box 1140
D-35001 Marburg
Germany,
DD=02/13/1997

Sigma-Tau
Pharmaceuticals, Inc.
800 S. Frederick
Avenue, Suite 300
Gaithersburg, MD
20877

DD=04/07/1997

Genzyme Corporation
One Kendall Square
Cambridge, MA 02139
DD=03/28/1997

Bio-Technology General
Corporation

70 Wood Avenue South
Iselin, NJ 08830
DD=04/22/1997
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TN=Trade Name
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Orphan Product Designations and Approvals List
January 1997 through August 1997

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Paclitaxel
TN= Taxol

Paclitaxel
TN= Paxene

Patul-end
TN=

Poloxamer 188
TN=

Poly-ICLC
TN=

Treatment of AIDS-related
Kaposi's sarcoma.

Treatment of AIDS-related
Kaposi's sarcoma.

Treatment of patulous eustachian
tube.

Treatment of vasospasm in
subarachnoid hemorrhage patients
following surgical repair of a
ruptured cerebral aneurysm.

Treatment of primary brain
tumors.

Bristol-Myers Squibb
Pharmaceutical
Research Institute

5 Research Parkway
P.O0. Box 5100
Wallingford, CT
DD=03/25/1997
MA=08/04/1997

06492

Baker Norton
Pharmaceuticals,
4400 Biscayne
Boulevard

Miami, FL 33137
DD=04/15/1997

Inc.

Ear Foundation

24209 Castillo Street,
Suite 100

Santa Barbara, CA
93105.

DD=02/18/1997

CytRx Corporation
154 Technology Parkway

Norcross, GA 30092
DD=08/05/1997
Salazar, Andres M.
M.D. and Levy, Hilton
B Biy.D.

3202 Cleveland Avenue
N.W.

Washington, DC 20008

DD=03/17/1997



Orphan Product Designations and Approvals List
January 1997 through August 1997

Name
Generic Name
TN=Trade Name

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Porcine Sertoli
cells
aseptically
prepared for
intracerebral
co-implantation
with fetal
neural tissue
TN= N-Graft

Porfiromycin
TN= Promycin

Recombinant
human acid
alpha-glucosidas
e

TN=

Retroviral

vector, R-GC and

GC gene 1750
TN=

Short chain

fatty acid enema

TN= Colomed

Treatment of

stage four and five Parkinson's

disease.

Treatment of

Treatment of
disease type

Treatment of

Treatment of
proctitis.

Hoehn and Yahr

cervical cancer.

glycogen storage
EEs

Gaucher disease.

chronic radiation

Theracell, Inc.

50 Division Street
Suite 503

Somerville, NJ 08876
DD=06/24/1997

Vion Pharmaceuticals,
Inc.

Four Science Park
New Haven, CT 06511
DD=03/13/1997

Chen, ¥.T., M.D.,
Ph.D.

Department of
Pediatrics

Duke University
Medical Center
Durham, NC 27710
DD=08/19/1997

Genzyme Corporation
One Kendall Square
Cambridge, MA 02139
DD=05/06/1997

Orphan Medical, Inc.
13911 Ridgedale Drive,
Suite 475
Minnetonka, MN

DD=08/19/1997

55305
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TN=Trade Name

64

Orphan Product Designations and Approvals List
January 1997 through August 1997

Indication Designated

Sponsor & Address
DD= Date Designated
MA=Marketing Approval

Suramin

Toremifene
TN= Fareston

Zinc acetate
TN= Galzin

Treatment of metastatic
hormone-refractory prostate
cancer.

Hormonal therapy of metastatic
carcinoma of the breast.

Treatment of Wilson's disease.

Warner-Lambert Company
Parke-Davis
Pharmaceutical
Research Division

2800 Plymouth Road
Ann Arbor, MI 48105
DD=05/06/1997

Orion Corporation
P.0. Box 65

02101 ESPOO
Finland,
DD=09/19/1991
MA=05/29/1997

Lemmon Company

1510 Delp Drive
Kulpsville, PA 19443
DD=11/06/1985
MA=01/28/1997



DRUG PRODUCTS WHICH MUST DEMONSTRATE /N V/VO BIOAVAILABILITY ONLY
IF PRODUCT FAILS TO ACHIEVE ADEQUATE DISSOLUTION

NO AUGUST 1997 ADDITIONS
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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, 17TH

EDITION FOR A FULL LISTING OF PATENT AND EXCLUSIVITY TERMS (ABBREVIATIONS, NEW DOSING SCHEDULE, NEW INDICATIONS
AND PATENT USE CODES). ONLY NEW CODES WILL BE ADDED TO THE CUMULATIVE SUPPLEMENT.

p-33
D-34

L2317

=178

I=179

I-180
I-181

I-182
I-183

I-184

I-185
I-186

I-187
I-188
I-189
I-190

I-191

I-192

=193

I-194
I-185

REFERENCES
NEW DOSING SCHEDULE

ONCE DAILY DOSING FOR PLAQUE PSORIASIS
EVERY FOUR MONTHS DOSAGE REGIMEN

NEW INDICATION

TREATMENT OF MODERATE ACNE VULGARIS IN FEMALES, GREATER OR EQUAL TO 15 YEARS OF
AGE, WHO HAVE NO KNOWN CONTRAINDICATIONS TO ORAL CONTRACEPTIVE THERAPY, DESIRE
CONTRACEPTION, HAVE ACHIEVED MENARCHE AND ARE UNRESPONSIVE TO TOPICAL ANTI-ACNE
MEDICATIONS

TREATMENT OF ONCHOMYCOSIS OF THE FINGERNAIL WITHOUT CONCOMITANT ONCHOMYCOSIS OF
THE TOENAIL WITH A PULSE DOSING REGIMEN

NOSOCOMIAL PNEUMONIA-MILD TO MODERATE AND SEVERE CAUSED BY HAEMOPHILUS
INFLUENZAE OR KLEBSIELLA PNEUMONIAE

TREATMENT OF PLANTAR TINEA PEDIS (MOCCASIN TYPE)

TREATMENT OF PATIENTS WITH COMPLEX PARTIAL SEIZURES WITH AND WITHOUT SECONDARY
GENERALIZATION

TREATMENT OF GROWTH FAILURE ASSOCIATED WITH TURNER SYNDROME

MAINTENANCE THERAPY IN THE MANAGEMENT OF MILD TO MODERATE ASTHMA IN PEDIATRIC
PATIENTS AGES 6-11

TREATMENT OF PANIC DISORDER AT A RECOMMENDED DOSE RANGE OF 1 TO 2 MG/DAY
(MAXIMUM OF 4MG)

PREVENTION OF OSTEOPOROSIS IN POSTMENOPAUSAL WOMEN

TREATMENT OF TINEA (PITYRIASIS) VERSICOLOR CAUSED BY OR PRESUMED TO BE CAUSED BY
PITYROSPORUM ORBICULARE (ALSO ENOWN AS MALASSEZIA FURFUR OR M. ORBICULARE)

PREVENTION OF FRACTURES IN THE TREATMENT OF POSTMENOPAUSAL OSTEOPOROSIS

TREATMENT OF ACUTE SINUSITIS AND ACUTE EXACERBATION OF CHRONIC SINUSITIS

TREATMENT OF ACUTE OTITIS MEDIA IN PEDIATRIC PATIENTS

PLANAR IMAGING AS A SECOND LINE DIAGNOSTIC DRUGAFTER MAMMOGRAPHY TO ASSIST IN
THE EVALUATION OF BREAST LESIONS IN PATIENTS WITH AN ABNORMAL MAMMOGRAM OR A
PALPABLE BREAST MASS

ENDOMETRIAL THNNING AGENT PRIOR TO ENDOMETRIAL ABLATION FOR DYSFUNCTIONAL
UTERINE BLEEDING

THE PREVENTION OF DEEP VEIN THROMBOSIS, WHICH MAY LEAD TO PULMONARY EMBOLISM, IN
PATIENTS UNDERGOING ABDOMINAL SURGERY WHO ARE AT RISK FOR THROMBOEMBOLIC
COMPLICATIONS AND A NEW DOSAGE REGIMEN, 40MG ONCE DAILY, FOR THIS INDICATION

TREATMENT OF PANIC DISORDER IN ARECOMMENDED DOSE RANGE OF 50 TO 200MG/DAY

CONGESTIVE HEART FAILURE

USE OF LANSOPRAZOLE IN COMBINATION WITH CLARITHROMYCIN AND AMOXICILLIN FOR
THE ERADICATION OF HELICOBACTER PYLORI IN PATIENTS WITH ACTIVE DUODENAL
ULCER DISEASE OR A ONE-YEAR HISTORY OF DUODENAL ULCER



I-196
I-191
I-198

I-199

I-200
I-201
I-202
I-203

U-161
U-162

U-163

U-164

U-165
U-166
U-167
U-168

U-169

U-170

U-171

U-172
U-173
U-174
U-175
U-176

u-177
U-178
u-179

U-180

U-181
U-182
U-183
U-184
U-185
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PATENT AND EXCLUSIVITY TERMS
NEW INDICATION

ACUTE TREATMENT OF ACTIVE BENIGN GASTRIC ULCER

MATINTENANCE OF HEALING OF DUCDENAL ULCER

USE OF LANSOPRAZOLE IN COMBINATION WITH AMOXICILLIN FOR THE ERADICATION OF
HELICOBACTER PYLORI IN PATIENTS WITH ACTIVE DUODENAL ULCER DISEASE OF A
ONE-YEAR HISTORY OF A DUCDENAL ULCER

MONOTHERAPY AND COMBINATICON THERAPY WITH SULFONYLUREAS IN THE TREATMENT OF
TYPE II DIABETES

TREATMENT OF TINEA (PITYRIASIS) VERSICOLOR

EMPIRICAL THERAPY FOR FEBRILE NEUTROPENIC PATIENTS

SECOND-LINE TREATMENT OF AIDS-RELATED KAPOSIS SARCOMA

MAINTENANCE OF REMISSION OF ULCERATIVE COLITIS

PATENT USE CODE

METHOD OF INHIBITING CHOLESTEROL BIOSYNTHESIS IN A PATIENT

METHOD OF USE TO INHIBIT CHOLESTEROL SYNTHESIS IN A HUMAN SUFFERING FROM
HYPERCHOLESTEROLEMIA

METHOD OF USING TROGLITAZONE TO TREAT IMPAIRED GLUCOSE TOLERANCE TO PREVENT OR
DELAY THE ONSET OF NONINSULIN-DEPENDENT DIABETES MELLITUS

METHOD OF USING TROGLITAZONE TO PREVENT OR DELAY THE ONSET OF NONINSULIN-
DEPENDENT DIABETES MELLITUS IN A DEFINED POPULATION OF PATIENTS

TREATMENT OF SYMPTOMATIC BENIGN PROSTATIC HYPERPLASIA

TREATMENT OF H. PYLORI ASSOCIATED DUCDENAL ULCER

METHOD FOR TREATING HIV-1 INFECTION

METHOD OF INHIBITING LIPOXYGENASE ACTIVITY IN A MAMMAL WHICH IS THE MODE OF
ACTION IN THE TREATMENT OF ASTHMA

METHODS OF USING THE COMPOUND/DRUG PRODUCT AS A CONTRAST AGENT IN MAGNETIC
RESONANCE IMAGING

METHOD OF OBTAINING AN MR IMAGE USING THE COMPOSITION/DRUG PRODUCT AS A CONTRAST
AGENT

METHODS OF USING THE COMPOUND/DRUG PRODUCT AS AN ORAL CONTRAST AGENT IN MAGNETIC
RESONANCE IMAGING OF THE GASTROINTESTINAL TRACT

TREATMENT OF GENITAL WARTS

ADMINISTRATION TO A HOST SUFFERING FROM GESTATIONAL DIABETES

USE AS AN ANTIHISTAMINE AGENT

METHOD OF TREATING MALIGNANT TUMORS

METHOD OF TREATING A PATIENT SUFFERING FROM LISTED CONDITIONS, INCLUDING
SPECIFIC PSYCHOSIS

FUNGICIDE

FACILITATED ADHERENCE OF AGENTS TO SKIN

ENHANCED CUTANEOUS PENETRATION OF A DERMALLY-APPLIED PHARMACOLOGICALLY ACTIVE
AGENT

TREATMENT OF ADULT AND PEDIATRIC PATIENTS (OVER SIX MONTHS OF AGE) WITH ADVANCED
HIV INFECTION

PRODUCING ALPHA ADRENERGIC ANTAGONISTIC ACTION IN A HOST

USE OF SAIMETEROL IN PATIENTS WITH REVERSIBLE AIRWAY OBSTRUCTION

TREATMENT OF CONDITIONS CAUSED BY DISTRURBANCE OF NEURONAL S5HT FUNCTION
TREATING ALLERIC EYE DISEASES IN HUMANS

METHOD OF TREATING HYPERTENSION




U-186

uU-187
U-188
U-189
U-190
U-191
U-192
U-193
U-194
U-195

U-196

U-198
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PATENT AND EXCLUSIVITY TERMS
PATENT USE CODE

METHOD FOR TREATING GI DBORDERS CAUSED BY H. PYLORI WHICH COMPRISES
ADMINISTRATION OF RANITIDINE BISMUTH CITRATE AND CLARITHROMYCIN FOR A GREATER
THAN ADDITIVE EFFECT

THERAPEUTIC TREATMENT OF CALCIFIC TUMORS

TREATMENT OF H. PYLORI ASSOCIATED DUODENAL ULCER

ENHANCEMENT OF THE BIOAVAILABILITY OF THE DRUG SUBSTANCE

USE OF RITONAVIR IN COMBINATION WITH ANY REVERSE TRANSCRIPTASE INHIBITOR

METHOD OF TREATMENT FOR CONTROLLING AND LOWERING INTRAOCULAR PRESSURE IN A HUMAN

USE IN TREATING ALLERGIC REACTIONS

PSORIASIS

TREATING AGINA PECTORIS AND HIGH BLOOD PRESSURE

METHOD FOR THE DIAGNOSIS OF GASTROINTESTINAL DISORDERS BY UREA ISOTOAC OR
NITROGEN LABELED CARBON

TREATMENT OF METASTIC BREAST CANCER IN POSTMENOPAUSAL WOMEN WITH ESTROGEN
RECEPTOR POSITIVE TUMORS

TREATMENT METASTIC CARCINOMA OF OVARY AFTER FIRST-LINE FAILURE OR SUBSEQUENT
CHEMOTHERAPY, TREATMENT OF BREAST CANCER AFTER FAILURE OF COMBINATION
CHEMOTHERAPY FOR METASTATIC DISEASE AND SECOND-LINE TREATMENT OF AIDS-RELATED
KAPOSI'S SARCOMA
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Or %Sll'zgrocessmg Code Charge your order.

New 18th Edition

APPROVED
DRUG PRODUCTS

WITH
THERAPEUTIC EQUIVALENCE EVALUATIONS

I8S™ EDITION

Superintendent of Documents Subscription Order Form

A —
It’s easy! “i'c’ﬂ ISA

YeS, enter my subscription as follows:

subscriptions of APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE EVALUATIONS, ADP,
and the monthly Cumulative Supplements, for $77.00 per year.

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

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

55 Do not make my name available to other mailers.

Please choose method of payment:

Company or personal name

O Check payable to Superintendent of Documents
Additional address/attention line D [

GPO Deposit Account | Ji=

Street address N VISA or MasterCard

NEEERANIREEEENAEDEN

Thank you for your order!

City, Suate, ZIP Code

( ) (Credit card expiration date)
Daytime phone including area code

(Authorizing Signature) (197

Purchase Urder No. (optional)

Mail To: Superintendent ot 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.
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Approved drug products with
therapeutic equivalence
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